
(b)(4) 

(b)(4) CONFIDENTIAL 
(b)(4) 

May 16, 2014 

Ms. Christine A. Sannerud, Ph.D.
Drug Enforcement Administration 
Drug & Chemical Evaluation (ODE) 
8701 Morrissette Drive • 
Springfield, VA 22152 • 

Subject: (b)(4);(b)(7)(E) 

Dear Dr. Sannerud: 

requests Reclassification of Codeine (for conversion) Inventory 

(b)(4) manufacturing registration (b)(4);(b)(7)(E) requests 
the DEA allow us to reclassify 694,518 grams as base of Codeine (for conversion) to Codeine 
(for sale). 

We produce a material at the (b)(4)  site called codeine alkaloid 
technical (CAT). The problem we have is the CAT produced at (b)(4)  cannot be used in 
the production of Codeine Phosphate due to  our DMF filings, so all CAT production for codeine 
phosphate is produced in the (b)(4) site. Our customer b)(4) manufacturing registration 
number b)(4),(b)(7)(E) has expressed an interest in purchasing Codeine Phosphate for a 
grandfathered codeine antitussive application, meaning we can use the CAT produced for 

site. (b)(4) 

Between N 4)  we have a large inventory of material. In 2012 we 
were producing CAT for conversion into Hydroco done Bitartrate, and we planned on selling tons 
of this 'material to " 4)  as per our contract. (b)(4)  backed off on ordering Hydrocodone 
Bitartrate, leaving us with a large inventory. Because we are not producing any Hydrocodone 
Bitartrate this year (or next year), we would like to take two batches of CAT in inventory at 

that is in the quota classification as Codeine (for conversion), and call it Codeine (for 
sale). Once the DEA grants the permission, the reclassified CAT will undergo a purification 
process and be converted into Codeine Phosphate. 

(b)(4) 

(b)(4) 
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CONFIDENTIAL(b)(4)

(b)(4)

iWr

May 16, 2014

Ms. Christine A. Sannerud, Ph.D. .
~T6Drug Enforcement Administration '

Drug & Chemical Evaluation (ODE)
8701 Morrissette Drive ;
Springfield, VA 22152 ' • '

. b)(4);(b)(7)(E) requests Reclassification of Codeine (for conversion) InventorySubject:

Dear Dr. Sannerud:

	 manufacturing registration jbX4)(b)(7)(E) [requests
the DEA allow us to reclassify 694,518 grams as base of Codeine (for conversion) to Codeine
(for sale). ,

(b)(4)

We produce a material at the p>X4) |site called codeine alkaloid
technical (CAT). The problem we have is the CAT produced at pw | cannot be used in
the production of Codeine Phosphate due to our DMF filings, so all CAT production for codeine
phosphate is produced in the[W) |site. Our customerpW^manufacturing registration
number fb)(4);(b)(7)(E) | has expressed an interest in purchasing Codeine Phosphate for a
grandfathered codeine antitussive application, meaning we can use the CAT produced for

(b)(4) site.

Between l(b>(4> _
were producing CAT for conversion into Hydrocodone Bitartrate, and we planned on selling tons
of this 'material to (b>(4> as per our contract. fb>W jbacked off on ordering Hydrocodone
Bitartrate, leaving us with a large inventory. Because we are not producing any Hydrocodone
Bitartrate this year (or next year), we would like to take two batches ofCAT in inventory at[bi(4i
b>(4> [that is in the quota classification as Codeine (for conversion), and call it Codeine (for
sale). Once the DEA grants the permission, the reclassified CAT will undergo a purification
process and be converted into Codeine Phosphate.

]we have a large inventory of material. In 2012 we

(b)(4)
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CONFIDENTIAL 
We request the DEA consider the information presented and allow (b)(4) to reclassify 
up to 694,518 grams of CAT produced as Codeine (for conversion) to Codeine (for sale). This 
will allow us to avoid production of Codeine (for sale) starting material and reduce our inventory 
of the recently slow moving Codeine (for conversion) material. 

Thank 
me at 

(b)(4) 

ou for our consideration in this matter. Should you have any questions, please contact 
b)(6) 

considers this commercial information privileged and confidential. We believe the release 
of this information will likely cause (b)(4) substantial competitive harm. 

V 
b)(6) 

trul Our 

DEA Materials Contro Manager 

(b)(4) 
2 
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CONFIDENTIAL
We request the DEA consider the information presented and allow |(bX4)	
up to 694,518 grains of CAT produced as Codeine (for conversion) to Codeine (for sale). This
will allow us to avoid production of Codeine (for sale) starting material and reduce our inventory
of the recently slow moving Codeine (for conversion) material.

Thank you for your consideration in this matter. Should you have any questions, please contact
meatf^) ~

px4) | considers this commercial information privileged and confidential. We believe the release

of this information will likely cause [^^substantial competitive harm.

to reclassify

V erv truly vours.
(b)(6)

DEA Materials Control Manager

(b)(4)

2

Page 716Vol. I



Substance 2011 
9,703.48 

2012 
10,938.95 

% Change 
12.73% 

2013 
10,928.20 

% Change 
-0.10% 

2014* 
11,921.39 

% Change 
9.09% Amphetamine (D,L) 

Amphetamine (D) 10,597.70 11,725.30 10.64% 11,597.10 -1.09% 12,584.00 8.51% 
Cocaine 48.53 44.03 -9.28% 39.63 -9.99% 37.17 -6.21% 
Codeine 26,170.71 22,758.28 -13.04% 21,716.68 -4.58% 22,238.38 2.40% 
Dihydrocodeine 107.21 75.02 -30.03% 36.22 -51.72% 6.76 -81.33% 
Diphenoxylate 462.60 413.01 -10.72% 406.20 -1.65% 382.07 -5.94% 
Dronabinol 110.82 106.13 -4.24% 110.92 4.52% 115.78 4.38% 

Ephedrine - 1,535.52 1,973.12 28:50% 2,083.14 5.58% 2,203.60 5.78% 

Fentanyl 539.85 575.07 6.53% 548.23 -4.67% 544.38 -0.70% 
Hydrocodone 64,933.52 63,163.25 -2.73% 61,575.69 -2.51% 59,479.05 -3.40% 
Hydromorphone 1,675.27 1,912.39 14.15% 1,926.07 0.72% 1,857.15 -3.58% 
Levorphanol 0.32 1.54 378:02% 2.33 51.13% 2.53 8.41% 
Lisdexamfetamine 12,336.18 14,001.29 13.50% 13,653.65 -2.48% 14,525.01 6.38% 
Meperidine 2,303.07 1,885.59 -18.13% 1,537.31 -18.47% 1,364.13 -11.27% 
Methadone 7,639.42 6,776.34 -11.30% 5,804.38 -14.34% 5,531.24 -4.71% 

Methamphetamine 13.86 14.40 3.87% 13.09 -9.11% 12.48 -4.65% 
Methylphenidate 19,212.63 19,534.84 1.68% 17,949.13 -8.12% 18,613.58 3.70% 
Morphine 30,435.83 28,705.35 -5.69% 26,266.30 -8.50% 25,445.23 -3.13% 

Nalbuphine 61.42 63.60 3.55% 42.02 -33.93% 39.88 -5.08% 

Naloxone 391.27 430.32 9.98% 478.98 11.31% 497.20 3.80% 

Naltrexone 4.56 0.00 -99.98% 0.00 1100.00% 0.00 0.00% 

Opium 84.96 81.02 -4.63% 77.44 -4A2% 77.41 -0.03% 
Oxycodone 70,885.82 66,702.94 -5.90% 60,308.91 -9.59% 59,796.79 -0.85% 
Oxymorphone 2,655.74 1,958.25 -26.26% 1,865.58 -4.73% 1,951.68 4.62% 
Pentazocine 839.71 698.43 -16.82% 563.20 -19.36% 411.38 -26.96% 

Pentobarbital 79.12 46.62 41.07% 24.25 -47.99% 29.66 22.34% 
Pseudoephedrine 104,476.73 93,931.68 -10.09% 93,125.29 -0.86% 100,386.58 7.80% 

Remifentanil 1.05 1.11 5.83% 1.16 5.09% 1.20 3.53% 
Secobarbital 20.78 15.67 -24.59% 11.98 -23.55% 10.48 -12.52% 

Sufentanil 0.05 0.05 -2.53% 0.05 -7.93% 0.04 -24.36% 

*Estimates based on Jan-Mar 2014 Data 

IMS Data 2011 - 2014 (est) 
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Substance 2011 2012 % Change 2013 % Change 2014' % Change

Amphetamine (D,L) 9,703.48 10,938.95 12.73% 10,928.20 -0.10% 11,921.39 9.09%

Amphetamine (D) 10,597.70 10.64% 11,597.1011,725.30 -1.09% 8.51%12,584.00

Cocaine 48.53 44.03 -9.28% 39.63 -9.99% 37.17 -6.21%

Codeine 26,170.71 22,758.28 -13.04% 21,716.68 -4.58% 22,238.38 2.40%

Dihydrocodeine -30.03%107.21 75.02 36.22 -51.72% -81.33%6.76

Diphenoxylate 462.60 413.01 -10.72% 406.20 -1.65% 382.07 -5.94%

Dronabinol 110.82 106.13 -4.24% 4.52%110.92 115.78 4.38%

Ephedrine 1,535.52 1,973.12 28:50% 2,083.14 5.58% 5.78%2,203.60

Fentanyl 539.85 575.07 6.53% 548.23 -4.67% 544.38 -0.70%

Hydrocodone 64,933.52 -2.73% 61,575.6963,163.25 -2.51% -3.40%59,479.05

Hydromorphone 1,675.27 1,912.39 14.15% 1,926.07 0.72% -3.58%1,857.15

Levorphanol 0.32 1.54 378:02% 51.13%2.33 2.53 8.41%

Usdexamfetamine 12,336.18 14,001.29 13.50% 13,653.65 -2.48% 6.38%14,525.01

Meperidine 2,303.07 1,885.59 -18.13% 1,537.31 -18.47% -11.27%1,364.13

Methadone 7,639.42 6,776.34 -11.30% 5,804.38 -14.34% 5,531.24 -4.71%

Methamphetamine 13.86 14.40 3.87% 13.09 -9.11% 12.48 -4.65%

Methylphenidate 19,212.63 19,534.84 1.68% 17,949.13 -8.12% 18,613.58 3.70%

Morphine 30,435.83 28,705.35 -5.69% 26,266.30 -8.50% 25,445.23 -3.13%

Nalbuphine 3.55%61.42 63.60 42.02 -33.93% -5.08%39.88

Naloxone 391.27 430.32 9.98% 11.31%478.98 497.20 3.80%

Naltrexone 4.56 0.00 -99.98% 0.00 -100.00% 0.00 0.00%

Opium 84.96 81.02 -4.63% 77.4177.44 -4.42% -0.03%

Oxycodone 70,885.82 66,702.94 -5.90% 60,308.91 -9.59% 59,796.79 -0.85%

Oxymorphone 2,655.74 -26.26% 1,865.581,958.25 -4.73% 1,951.68 4.62%

Pentazocine 839.71 698.43 -16.82% 563.20 -19.36% 411.38 -26.96%

Pentobarbital 79.12 46.62 -41.07% 24.25 -47.99% 29.66 22.34%

Pseudoephedrine 104,476.73 93,931.68 -10.09% 93,125.29 -0.86% 100,386,58 7.80%

Remifentanil 1.05 1.11 5.83% 1.16 5.09% 1.20 3.53%

Secobarbital 20.78 15.67 -24.59% -12.52%11.98 -23.55% 10.48

Sufentanil 0.05 0.05 -2.53% -7.93%0.05 0.04 -24.36%

"Estimates based on Jan-Mar 2014 Data

IMS Data 2011 - 2014 (est)
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Basle Class: 0737-0 2015 Initial APQ Werkoheeld 
Teter PO Requested: 

Comparry VEA Nam 

104.000 

2015 Requested IMO 2014,11itrittei MI 2013 Sates 20'13 peAmo Sates %01 2013 Saks Shire of 2013 tstal PQ 

FDA Est. 
MS Est: 

2013 InwM04y 20141.0)0416d Exports 2014 Projected Salo, 2015 Peakcted Esparta 2014 proltoo sn.intory Ad) Ao0 Calc 

(b)(4);(b)(7)(E) 2.000 2.000 0.000 5,030.000 0.000 0.000 0.000 0.000 0.500 0.000 1.300 1.500 
12,320.000 14;000.000 5,336.003 5A36.000 1.000 104.000 6,937.000 11,000,000 13,200.000 0.000 2.036.000 17,202.750 

MO rotes: 12.322.000 11.082000 

2014 f hut Initial APO: 14.100.000 
2014 flrut Readied An: 0.000 
FDA Est: (201410081 APR • 1 / VOA Earl: 14,100.000 
MS Est; t2014 AVQ • 1 111.15 EAR: 11,500.000 

2015 Proposed Initial APC1. 14,10Q000 
voth tuner: 1Y,625.000 

FENTANI L 
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Bade Ciao,: 00024 
T4111 PO Reap*:lad; 0.000 

Company 

2016 iroffai APQ Worksheets 
FOA Eat 
1149 Est 

DEA Num 2015 Roqueaged AM 2014 Revised 140 2012 Won 2013 DEA MO 541es 14 of 2010 Sales Sham of 2015 Tarsal PO 2013 Inventory 2014 Projected everts 2014 Proieeteel Sale* 2013 Projected Eiports 2014 Projected !memory Ato cak 

(b)(4);(b)(7)(E) 

MO Totals: 

2014 F1nal Intna1APO: 2000 

2014 Mil R114440 APO: 0.000 

FDA Eat (2014 MIMI APO • t • VOA Est): 2.063 
WC Eat (2014 LM0.21 APO 1 • 045 E51): 2.003 

2.000 2.000 0000 0.000 0000 0.000 0000 0.000 0.50 0.000 1.300 1.503 

2.000 2.003 

ALLNLPRODINE 
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2016 Initial APQ Worfcaheeta(Utie Cljia: M02-4

T«U1 PQ R^u#*l«d; FCA EM:

IMS E»1:
0.000

OEANum 201 S RaouesMd MQ 2014 R« vised MQ 2013 Sale* 2013 0€A MQ 54*1 erf 2011 Sale* Share of 2015 Total PQ 2013 Inventory 2014 Projected tipeiti 2914 Protected Sale* TOIS rreacted Papcru 2114 Rejected Invenlo/y A<5) Avail Cafc

0.000

Company

|(b)(4);(b)(7)(E)
0000 0.000 0500 0000 1.5062000 0.000 o.ooc Q 000 1S002000

MQ Totali : 2.000 2.000

2014 final inhuiAPa:

2011 Final RirlMd APQ:

PDA LM: (2014 InHlal AW * 1 FCA E»l):

(VSEtt (2014 InHlal APQ 1 IMS Eat)*.

2.000

0000

2.O60

2 000

AlUVLPROOINE

Page 719Vol. I



Bask Clam 0142-0 

Anal PO PI equoato0: 5.000 

2010 0111.111 APO W0101112,1s 
Poo Eel: 

(WS Eat 

Company DEA Nom MS RIKPleited MO 3014 Re•taed MO 2012 S. 2012 0/4/ MO Said 401 2012 Salt• Storm o. 2015 Tots/ PO 2013 low/nay 21:11i PdojeeNd Ezpores 2:314 Po/omen Sen 0 2010 Peo)oono1 000000* Ma PeoMoo2 a/moo 2014 0E4 Pmjacted knontory Adi A.1.1c.s, 

(b)(4);(b)(7)(E) 5 000 5.000 0033 

5000 5 000 0000 

0 000 

0 000 

0000 

0000 

0.000 0000 0.000 

0 000 a.000 0.000 
5 000 0 003 
1.000 0000 

0.000 
4.000 

13000 5750 

4 Ow 2.750 

MO Tota11: 10000 10 000 

2014 ilnal1n1lial APO; 15000 

2014 SOW Ravlafd APO: 0.000 

MA Eat /20i • knitla1APCI• 1 • FDA EMI: 15.000 

1/AS 0.o (2304 Innfal APO • 1 • 1115 EMS 15000 

CARF£NTANIL 
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Bask Clow 00934 2016 1313121 *Pa W41404018 
TWA PO Requite!: 4.230.025002 FDA Pal: 

1415 E.t 

carnosny DEA km 2012008,441.03 M4 MO 2013 Seel 2043 DrA 81C1 % el 21:13 5106 Snare er 2012 Taud PO 2013 0454,1ort 2014 Projected E4 parts 7014 Prolected Sales 2015 Prop.-00 Expatt MI 4 Projected 1000010/0 2014DM P (010‘44.0 0nwnteay Atq Avall Gk 

(b)(4);(b)(7)(E) so)o 
33,000,000030 

0.000 
24,506,591.000 

a MO 
2240 ,04/.t

30250.765.030 
36220365.020 

0.000 

0.801 

0 000 0000 0.000 5.000 0000 1.003 ox 
2.43E313 128 7,534,025000 0000 30,500,718.000 0000 11,750.482000 1.024,702.0:0 

0.000 
24.031.070 250 

140 Tata: 30.000003000 24.506.500.000 

23142104110194.1 APO: 55,030000 003 

2014 214.3J 2.0.4•441/4P2: 0000 

rar, eg:r2o14 tninlal APO • 1 • 800. Eat:: 22.030002 00.0 

IMS DBC (20.1414;ttal APO • 1 •114.0 Est): 55.0.00,000 

Pieter WO 4740 May 15. 2014, 41002 081124y have Mee API erbium! Arlan expe0l0• 1,010,4ap.weinee el hrInscoSoryt 

3055 P Initial APO: 40.000,000 000 
wish bterren 50,000,000000

b)(4) 
b)(4) 

CODEINE (FOR CONVERSION) 
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1018 Initial APO Wcrtc«fw«l»&a*fc CUM : 00M-A

TftUl PQ Raqueatfri: PDA E»l.

IKS E«t*

4.230.005 000

2011 Sale. 20x3 DCA UQ Salt* ««2DUU« iftara e* 2015 Tcud TO 2CIJ lr»*fiU»ry 2014 U *vta 7014 too,K-todSa'e* 20<3 f»reje«« EapottJ an 4 rrejectad ln%enic*y 201«£>BA Pr.

0 000

0DO3

OCA Hum 2013H*q»miMtMO

5000

HO A*q A**H Cafc

0.000

1.(24700 000 24.031,070 250

Company

1 000
|(b)(4):(b)(7)(E)

ocoo

0 000

•soot0 000

3.431.313 123 7.534.625 C4»

oooo 5000

30.216.71B COO

0 000 30350.743 000

M.000 om mo 34.50&5M 000 29.400.04 TOOD 3S3SQ.76S003

0.000 0 MO

01*1 fi.7SC.482 000

y> 300005 000 ?4.S0eS*tt©KOToW*:

201 4 f(mi tnHkJ ATO;

2014 fliMi fUvUW ATO:

55.0O3 000 CM

OCCO

FDA Cat |281 4 toMal APO ' 1 FOA C>l|: 35.000.000 COO

IUS E*C (201 4 Initial flPO « 1 IIAS Ell): 55,000.003 COO

kC«< May 16. 201 4. wMttf (HitTty hM trtre API on hand Itan expeCWd >llrt thoapuffflj d hyOracoOofv:Nnta

2M5 Pre Initial APQ: 40.000.0C41 0CO

50.CCO.0C0 ocowtth btrfTu:

(b)(4)
b)(4)

CODEINE (POP. CONVERSION)
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r") 
Basle clam 905049 

70181P0 R4oussr.40: 24230293.940 
201$ InIWI APO Workshvirt* 

FDA Est 
WS Est 

Coo many 1:101.N UM 2015 Re:guested MO MO 2013 54101 2013 MAIM:150es %002013 Salts SILIIrOol 2015 740170 201310ves0063 2014 P1006046 06pons 1014 'iciest:ell Sates 2015 7 64...1 011.14 73314 50)!0.'140 107406007 2914 06.6 Praf•Stol Inv.:6621 045 Avall Cale 

(b)(4);(b)(7)(E) 6000 5000 0000 20011,178,520 0.000 o.00O 1.600 0 000 5000 0 003 1.000 1 600 51a0 

100.000 100000 1.039 20011.178578 0.030 0.964 43 043 0 000 25000 0.000 • 100 043 115893 107.920 
620003.000 0 000 o 000 26014176 528 0.000 0.000 0 003 0 030 358.870000 0000 C 000 .556002000 0.000 
722000000 048000 000 106.057.000 26010176520 0004 49.363.074 490307000 0.000 306.000000 0.000 230,341030 305297 000 453,29/.750 

11,000000.000 13.14613 000 12,022449 000 21011.1112520 0.452 15499.310 910 5471,2133 NO 159=0 800 1 0.000 5,652,152.000 7,263,776.000 13.137,672000 

28.701.050 030 17231645.000 13.170410 COO 36011,178 928 0 503 1{268,691.463 5.121,000 COO 
180:790173.400 000 

0.000 8396.000000 3,642.365000 *709.313.750 

1.000000 1004 000 1.330 26011,138 04 00E0 1229 0100 OCOO 10013000 0.000 0.000 0'000 750000 

4430003 003 $654,914000 004641000 20014,175328 0027 662,910699 0,000 0000 3,478,000 000 0.003 147,330 000 4223008.000 0018,983.500 

MO 'rotas: 42,247,105.000 13081,197.000 

2078 Final 10094i APO: 38.500.003 000 
2044 F1641Paristd APO: 0.000 
FDA Est (2014 00641 APO " • FOA E40: 36000.000.000 
045 Est 12014 0060 APO • 1 • IBS Fen: 80900,000000 

2008 PKIVA•611114114 APO: 36900600.020 
25% 05135000 000 

CODEINE TOR SALE) 
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0400 Mess: 12720 

Taal PO Requested: 60 000 
2,310 lnrtlal APO W0060A04100 

FDA Att 
1616 Est 

00A lAcc 2016 Acquitted 61Q 2004 RecitadlIO Ion so.. 2013 out MO SIMS %I:0201354W Alue4012016 76441 PO 2011Incentny 2011 5030404 6Apon6 NM Pe04400005614, 2016 Preitated Etp06. VON PecjeAted tceenton, 2014 DEA Prejectod Viv Adj Aqui Cale 

(b)(4);(b)(7)(E) 5000 5000 0000 1.522356007 0 000 0.000 0005 to 000 4.000 0.000 0.000 13221 3.760 
10.000 00.000 0507 1.022650507 0.000 C500 ADM 0 000 1.000 0060 14300 15056 12.066 

70111s: 15.000 15600 

2614 final Wig APO: 15.000 

2014 FNOI ftwelscd APO: 0000 

FDA Ell: 12014100,4 APO.  1 t FDA Ett6 15000 

WO Egg: C2614 in1061 APIA • 6.I44.5 6.41): 15.000 

0515 PropOted 66041 APO: 15002 
tekh ISS buf!sr: 16.750 

OEXTROPROPDXYPHENE, BULK (NON 
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Bask Close: 41790 

70141 P0 Requested: 0.113.000 

2015 fnIllat APO Workithoets 
FOA Est 

16,5 Eat 

Company DEA NW, 2013 Requested MO 2014 R orrued MO 2013 Sales 

$000 5.000 0.0013 

2013 DfA MO 5ales 

7.956704 

V. 012013 41.14. 

01300 

Sham of 201575141PQ 

*400 

2013 Inverdory 2614 Projecurd Elporls 

0.007 Dm 

nil Protected S4105 

5.0:0 

2015 Proledr5 Expo Mc 

6.000 

2014 Poojedr4 Inremory 

1000 

Atli Avail Cal; 

3.750 

140 

1250 (b)(4) (b)(7)(E) 
5.000 5.000 0.704 7.158.764 0.000 0.872 14.545 0500 3.000 0.030 15945 14659 17617 

80500.000 50600.000 7687.050 7606764 1,000 9.110.188 202.423.000 0.000 55250.000 0.000 164,063.000 211617250 241 203665 
1,000.000 MAK D200 7.966.704 Dow 0215 136.960 0.000 1,000.030 0.005 0000 290220 675.825 

MO fo14b: 01610.000 69,360000 241.970.078 

2614 Frolln11161APCZ 60506.600 

5014 Ffn.l R.riMMd APO: 0.000 

FDAExt (10/4 AP13 • 1 . FDA £11): 60,660.006 

(2014 APO' 1 • NO Est) 50800000 

2015 Proposed 01010 AM: 61,100.000 

*50 25% Duller. 501375000 

CMHYDROCODENE 

Page 724 

201 S lnllU!APQWofk»ho«1»BtlkCkai: BtZC-O

Total PQ Requeued;
FDA Ecu

IMS t*»:

B. 111.000

Shar^of MlSToUlPQ 2011 tn*e«tlory 2014 Ptojected EiportS 2014 Projected Sek* 2015 ftefcdatf Ciport* 2014 Prefecled ln*i

ODOO

O.D00

0000

OtKC

DEAAufti ma Waq^Uad HO W1*Kf»««lMa M1J&i« »13DCAMQS4k* *Aol2013&ak»

5.00C

5.WO

Aflj Avail Cak

3.750

MdS9

HQ

Ssssssi
b)(4);(b)(7)(E)

e.ooo

U945

202.423 000

136 050

SOOO

3000

50.750 000

1,00Q.DK>

1 000

153*5

154.051 OCC

OOCC

$000 7.SM.794

7.684. 764

7.884.7S4

7.994.784

occc

0872

9.1 10 983

0228

0.003

0.000

COOO

0.000

1250

17.817

211817250 241283 985

290 220 578873

ocoo

0.784

B0.500.0DC 7.M7.CCO

250000 D2CC

ODOO

0 0OO

1.000

OCOO

SOOO

80.CCO.000

1.0OOOOO

241 ,870.878
81.010 000 802SD.OOOWQToUh;

2014 Final Initial API*

7014 Final ReriMd APQ:

FDA Eat: (2014 Initial APQ • 1 FDA Eft):

IMS Eat |2014 lmtulAPQ'1 * «3 EftIV

80,800 000

O.OCO

M.EOO.DO0

M .600.000

2015 Prcpoeed k»U*1 APO;

wth JiXbirfk*:

81 ,100 000

101375 003

DSHYDROCOOEINE
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13604 Ciao*: 01200 20151811W APO WarNshaots 
Tout PO Raquelat: 

Company DEA Nun 

9.153.000 

2015 Raqueamd MQ 2014 ReWita MO 2013 Sates 2053 DEA MCI Sales 14 of 2013 Saks Share x12015 lowl PO 

FDA EU: 
1143 Est: 

2013 Inventory 2014 Projected Everts 2014 Projected Soled 2015 Projected Exports 2014 Projected Meernoty Adi Avan ci te 

(b)(4);(b)(7)(E) 5.000 5.000 0.000 7,966764 0.000 0000 0.000 0003 . 5.000 0.030 
. 

1.000 3.750 
6.000 5.000 0.744 7.965.764 0.000 0.572 14.045 0.000 3.000 0.000 15 946 14%50 

60.000.003 80.000,000 7.907000 7160251 1.000 9.110,980 201.429.000 0.030 02.259000 0.000 194.981000 211.817150 
1,000900 210.000 0.200 7,949.764. 0.000 0224 136.060 0.000 %Ammo o.oca DOM 298229 

449170tels: 111010.000 40.290.090 

2074 Flea! innial APO: 60.600.000 
2014 Final Revised APQ: 0.030 

FDA Eat 12914 Wad APQ 1 FDA Es* so.soq.oco 
1143 C31: (2014 Initial APO • 1 • 1145 (op 90,600.000 

2015 Proposed inMal 31.100 003 

with 23% buffo: 101.375000 

DIHYDROCODEINE 

Page 725 

2016 Ir.lllj! APG WorMta**6jiIc C!a»t: 0120-0

TaUI PO Haq*«tt«a: FDA Em:

IMS Ell:

8.U3000

SharW 201$ Total PQ 2013 lnvanl«ry 2014 Projects Etporta 2*14 Sales 2015 Pnv«c4 Eaporta 2014 tt**nvny A<qAvij]CaTe
6.000

3.000

50.250 000

1.000 000

0£AN«m 2015 Rtqu«M«0 MQ 2014 Revtaed MQ 2013 Sato* 2013 DEA V Q Safes H«f 2013 Sale®

6.000

s.ooo

Company

ccoo

0.000

0.000

0000

0.000

14.045

203,423 000

1 36.060

cxoo

o.ooo

0.000

0.000

1.00Q

15544

1 64.063 COO

O.OOO

5 000

6 000

60.000 000

1,000.0CO

7,aaa.7e4

7.966.764

7.986.7B4

7,960.764

0000

0.000

1.0CO

0.000

oooo

0872

9,110.966

G23R

0.000

0764

60.000.000 7.807,00®

250.000 02M

3.760

14 950

21 1.617 250

290.220

(b)(4);(b)(7)(E)

61,010 COO 60.2fiO.OWtfQ Toiali:

2014 Final Initial APO:

2014 Final R*vii«f ATQ"

FQA EaC 12014 hVtUt APQ * 1 a FDA Esq:

1M3 Est: (2014 InWal APQ • 1 • IMS Cat}:

fiO.6O0.0M

0000

00.600.000

B0.600000

2015 Propatarf initial APQ:

wttn 25* bufTar

61.100 000

101.375X00

J

DIMYDROCOD&NE
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"WI ) 
Omsk Class: •..rel 2015101141 APO WOrkfolteots 

Total PO Raquerled: 

Company Oa Kum 

1000 

2014 Riquested MO 2014 ReVIted MO 2013 Silks 21393 DEA MO Saks IS of 2013 Saks 

VOA Est: 
1559 Eat. 

Shim of 2015 Total Pa 3013 Inventory 2014 Projected Espotts 2014 Projettid 561t1 2016 Pro}ecte 0 Easels 2014 Projected Iroovotory AN Aveil Cafe 

(b)(4);(b)(7)(E) 2.000 2000 0000 702127.000 axe 0 ON 0200 0.000 0.500 0.000 1.500 1.500 

27.000.000 0.000 455.002 702122.000 0.001 0.001 13449.000 0.000 27.000.000 0010 12464.000 ,0,110./50 

070900.000 580,000.000 701.757.000 702122.000 0090 0.490 185.000.000 10.400.000 570.400.000 0000 334.793.000 046,070.550 

14Q Teta': 647.402.000 5040023100 

1014 PI/Warn:1M APO: 600,000.000 

2014 Mal Revisal APO: 0.000 

VOA Eat (30141n Mal APO' 1 • FOA Eat); 800,000.000 

1910 Eat: (1014 Inatal APO' 1 • 114$ (Mr 000,000.000 

2011 Proposed Initial APO: 1070000.000 1).2144•NI 2014 perefro sevised APO end mud iow (b)(4) request value la 7014 

14110 25% bolter? 1,737.500000 

OIPHENOXYLATE (FOR SALE) 
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Basic Mass: 95104 

Total PO Regulated: 

Company DEA Num 

5.000 

2015 Requested MO 

201a toitlai APQ Woduthcots 

2014 Reeked MCI 2012 Sales 2013 CEA MO 541os X of 2013 Sales Share o12015 Total RC 

FDA Eilt 

(415 Eat 

2012 inventory 2014 Projerata Etyma, 2014 Projected Dales 20{0 Projected Upon" 2014 Frojeeted Inventory Adj Avail C.els 

(b)(4) (b)(7)(E) 2.000 2.000 0205 one t000 5.000 0244 0.000 apix 0.000 1.544 2058 

MCI Tattle: 2.000 2.000 

2014 FInsl initial AP= 2.000 

2014 Anal RoVialt6 APO; 0.030 
FDA Est APQ t I a FDA 2.050 
IMS Est MU intUal APO' 1 a IMO EMI: 2003 

ETHYLMORPHINE 

Page 727 

/

20 IB Iffilltf APQ VtfMkMttetS91B04JIWK cms;

Total PQ FDA E»1!

IMS E4t

5000

Store of JfltS TonI PQ Mia Inventory 2014 Projected Eifotta 2814 PnfNiM S»l«t 20 U P/"0|tc»d E*ports 2014 Projected Inventory Adj Avail Ca!t

5 000

QEANuffl lJ1iKeqwe«ted MO 2014 RjtWm3 MQ KlJSaWa 201 3 CCA HQ 5.-i» % of 2015 Sain

2000 0JM|(b)(4):(b)(7)(E)
1044 2.059C.744 0«00 cooo0206 00002000 1000

HQ total*; 2000 2.000

2014 PMl InBUJAPQ:

2014 FU*lR«*iwtlW>Q;

FDA Ivt (2014 1aUa| APQ ' 1 * FDA Ctl):

IMS E*l: <2014 Initial APQ * 1 •» IMS E«tJ:

2.000

0.CO3

3000

2.000

ETHYLMORPHINE

Page 727Vol. I



B44144 Ots: 2015 10[4141 APO WOrtalheels 

7s4411 PO Requmsted: 

Company DEA Num 

1002.2713,255 

2015 Requested NO 2014 Rer1oed NO 2013 Sales 2013 DU% MD Saks 14. 04 2013 Salem Snared 2013 Total P0 

FIJA 
IMO Est: 

2013 ['amatory 2014 Protected Exports 2014 Projected Sales 2015 Projected Exports 7014 Pro4c;:led IraIntory Arri Avon Fait 

(b)(4) (b)(7)(E) 5.000  5.000 0.000 995,926.931 0000 0 000 0.151 0.000 4 000 0.000 1.000 3,626 

200,000000 131.000000 36,960 000 191,026.931 0017 37,083,924 63,542.000 0000 too.woboo 0.000 50000.000 153.66%000 

2000 2.000 0,538 931 926.931 0.000 0,541 1 Dla 0.000 0.600 0.000 1.711 2256 

13,91,3.030 14,151,003 9.062000 998,9213,911 0,009 0,112.451 101000 0.000 02.330.000 , 0 003 1.300000 10.090.500 

475, DX.000 451.271 000 245,042.030 091.826,435 0245 245,863.607 230.549.000 0,000 445,120 000 0.000 260,1153000 518.865,000 

070,000,000 010,000.000 645.039.000 509,92E131 0646 547,201.705 298.656 000 122,00 000 8.50,527.000 0000 380.205.000 51 1.514.500 

35.000 .000 16,000,000 4,460030 896920,971 0.004 4,474.954 17.597,000 0.000 33,000000 0,000 13,000.000 25,107.750 

. 13.500 000 6,600 100 0.000 995.925.4131 0.000 0.000 0000 0.000 5.500.000 0001 7,214.900 4.050.000 

110 Totals: 1,604,837.000 1,459,029.033 

7014 F1nul loNlal APCr. 1.657.000 000 

2059 Final 13tvlsed APO: 0.000 

FDA Est:12954 InDIA1 AK' • 1 • FDA Esty 1.637,000 000 

1145 Est 12014 Initial APO' 1 • a45 040. 1.687000 000 

7015 Proposed ',aim A/542„. 1,557,000.000 

whin 25%6x10.11 2,118,750.003 

FENTANYL 
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Basic Class: 131113.4 

Total PO Ri0.11.3: 5000 
2010 tnitial APO 1Nolestitcta 

FOA Est: 

1015 Eat: 

COmpien. 0EA Nom 2010 lieeeetted 140 20/4 iterisad MO 2013 Sales 2013 01/1.110 Sees 11. of 2013541es Sham at 2015 Total PO 2013 lnyerdoiy 2014 Projected Evans 2004 Projasied Sales 2015 Projected Exports 2014 Projected 1nreadoty MO Aea2 c a ke MO 

(b)(4) (b)(7)(E) 5.000 0.000 0 000 0.000 0.000 0000 0.000 0.000 1.000 0.000 1.000 0.000 4.000 
101,000.003 0.000 0000 0000 0.000 0.000 0.003 0000 11000.000 0400 10,000000 0.000 01000.000 

ottSatab: 101.005.000 0.000 01,004.000 

2014 Flnal Medal APO: 0.000 

2014 Final Revised APO: 0000 

FDA Ell: {2014 MOW APO • 1 4 FOA Fro: 0.000 

MS Ere 0014 kraal APO' 1 •111.3 EsW 0.000 

2015 Propoied10441APO: 110.000.000 
1•110 204 bolter 137.500.000 

HyDROCODONE (FOR CONVERSION) 

Page 729 

201$ Initial APQ W<*1citt««UBititCtin: B1S3-A

ToOl PO RiQUflKfMl: rOAEkf:

lMS£»t:

sax

WQSSw»o<20l5TettlPa 2013 invwUxy 7014 Preset** Eaporu 2014 Projected 5*ta» 201SPfcj*<i*i Faport* M14 Pn>Ja«*d lnv«tt»r, AdjAv«floic

0000

0000

O£ANum_20t8 *equ«ll»d MO 2014 K«Y»»d MO 2013 SaMa 2011 CtA UQ Sai«t % of 201J SaW*

Q 000

0000

G»mw

0 000

0000

1.003

l0,GO0D<»

C.000

O 000

<.000

f1.OO0.000

0.000

0.CB0

C.OOO

0000

0.000

o.ooa

4.000

01X00.000

(b)(4);(b)(7)(E) aooo

0.O0O

COOO

OOOQ

5000

101 ,000 000

8I.CC4.00C101.00s.000 ooocUQ Tet«la:

2014 final Inrtlal APQ:

2C14 Final APG:

FDAEsI: <2014 *1*1 APQ * 1 * FDA Esl):
IMS EtC <2014 InRUl APO * 1 IMS E%lf

0 000

oooo

3COC

aooo

2013 rropottd Initial APQ:

i*tlh23<tbu1f«r

110.000 000

137.SOOOOO

V.

HYDROCODONE (FOR CONVERSION)
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04110 C1.444: 9417-I3 

7001 PO 41.004.00; 4%577262.740 

2015 Initial AFC( WorkstvertS 
MAE 
1145 Esl. 

Company DEA Not., ADS Req44,4Led 140 2014 R0414441 MO 

SOCK1 5 DX 

2011 Sees 

0 ODO 

2015 °EA ma &On 

4300,101.353 

% 0.1 2011 a.... 

0.000 

sm.. of 2011 7041 PO 1011 4...ersery 704 ' , sleeted Expe.M. 

7.000 5.751 0 000 

2014 Prorectod Sai.. 2016 Projects41 Expartt 

4.030 0.000 

2014 Pr044.,:.0 ...May *di Avail Cat. 

11000 3 
MO 

0.100 (b)(4) (b)(7)(E) 
axpaa 000 01,400 000 0000 45,001,164.155 0.000 0.000 0000 0 MO 200.000000 0.000 .60.016000 74.550:7007 ,25.450.000 

20.000 20.000 1.575 45,655,165.155 0000 7,167 74.093 0.000 5000 0_000 69094 70.570 96.460 
169.000000 175.079.000 19,742.000 45.005,1691-55 0.001 01107001 12/56000 9.000 166,000.600 0000 5,000700 140,502.750 3.44.101:01 

20,000000000 13,274,159.000 =AS2.824.000 40.0,3169353 0.507 47.045459.004 7,74 s ,I74.005 12,200.001 21,471.711000 0.000 7,102.029 SDII 70267,5C2,750 26 000,900000 
7702.000.001 1,0155.910.000 144,021.000 47.060,169353 0.003 105,456.809 2,071,070.000 0.000 7.100.000000 0_000 1,903,000003 2,574,410000 16,706011 

25002,000 000 22.158.367.000 10.075.427.550 45030,169150 5.401 37250,155.119a 3.055.630.000 0.000 ?9.001.000.000 0_000 6,565000 COO 19,960,002.175 29,002,000.000 
tosco,aoTcal 2,184.719000 0054/2000 45,068,169.055 0,011 1247,70.341 220 .C*40.030 0.000 c4f,c000koel 0.000 4•60,.°00 AA 1,290,594.250 4,162,152 429 
11,600.000010 6,081,512.000 102552_000 45.066,109,350 0.022 214.019.097 1,70.502000 0.000 4.150000.500 4000 1203.600000 0,120,275_1X 9,120,275.530 

MO T001.7: 76790,020.990 51,555,191.000 67,796,405.600 

2014 F1.11-00.41 AF0-. 79,700,090 /CO 

2014 Final Per.4441 AFC!: 000 

706E4.0 (2011 4,41411P 14 GOA ES* P3701,003 000 
las 010 (7014 intl.! APO . 1 • ikes Est): 79,740 .000 000 

trfOROCODONE (FOR SALE) 
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2015 iniCLal AFQ WorXtheeM0»«tC CImi: snj~a

Total Po FCACit;

IMSC«4:

92J77.»2.r49

2013 2fit>0eA«aS4»»i % ol SK*r» Of WHToUl PO 2013 tnrerJ0«Y 2014 Pfc^oetod Export* 2914 Prof«<**d 2016 Prot»d««J Exports 2014 Prc+mXwl fciv«T*ofy Ad, AvrfCifc
4S.0M.169.JW

45«|.tM3S5

46.CM.16S.WS

45.0W.l6S.i5S

«5.0W,18SJ5S

tS.Ma.KUSS

4 SOW. 169.355

45.066.169355

45.0Cfl,169JJS5

DEAHi*2_ailS RM}ueit«l MQ 2014 TUvimX MQ

yooa

700,000 000

70 000

31UMG00

3Q.COa.O0O.000

3,603.000.000

35.003,000 000

ia.ooo.ooo.ooo

11,600.000 .000

MQ
£

(b)(4), (b)(7)(E)
IMC

eo.owooo

69C34

o ooo

0M0

0.D0Q

QXQO

12j»0X00

OOCC

0.000

4.000

2cc.eoo.oco

5 000

JMO0C000

23,464.231000

3.1 OC.OOCXOO

29.0C2 OOCOOO

tAU 000000

9.1SO.OOO.COO

9X00 3.7M

74 * 50 000

TOJ70

5X00000 140.SC.7 50

3,102.529.000 20.26I.5CZ.7S0

1,963.000000 2.S3841O.O00

SWM0MQ 19.9W.302.17S

fi,6«.OOOOOa 3^95J94JW

1 703.600000 8,120^75.500

sooo

99,400 OOQ

20000

1?S.0T«.ee0 39.742 000

13.274,159X00 22 852.426 OCO

1.865.91 0X00 149.721.009

22 651.367X00 10 075.426JSC

2. 104.7 18.000 605.442 030

6.901 .532X00 103J52.0CO

ocoo

e.ooo

3.575

0 000

0 000

OOOO

0000

0 000

0.0S1

ocoo

74 093

• 2CSJ.0CC

0 IM

129.450 COO

96 460

344.909 001

2B.00C 000000

38.706 311

79,003.000.OOO

4,167.152 429

6.120 275JOC

0X00

0.000

o.ooa

OOOQ

c.ooe

eeoc

oooa

ooao

7.567

0001 01.901001

47.090.499 004 7.741 .170JXX

308.406 809 2X31 ,670 008

37750.130 090 3 655.035.000

1747.705X43 2*M.M0.M0

214 C19.997 3J4S.S03X0O

0.507

0 003

0.401

0X13

O.OC2

C.C00

0.000

67.rn.409.MO
MQTaWh; 6Q.T9a.02S.OC0 13J 59.1 91.WO

3014F*«IWtl«IAPG:
201 4 final Revved APO:

fDAEAtp014iutijtAPCr 1 • FDA Ekt): 70,700,000.000
1US CiC (8314 Mil! APQ * 1 4 1*8 £»Q;

7g,7M.CC0 300

O.DOO

79,?O0.M».Q0Q

HYDROCODONE (FOR SALE)
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Basic CL.n•: .1640 

TOW Pt1 Rwlsws1e0: 5.247.006.420 

2016 Initial APO W0 0100066 

FDA Cm, 

114.5 E•1‘ 

Company DEA N00 :016 0.exp.m....d 470 7011 RwoLseel M0 2.013 Saks 20130U 140.3.44 1(.91 2111 091es 31.999 917013 Total PQ 201114;v941ry 7414 Prolec1941 E9perts 2014 P.Jecard Salr• 201 5 P roihrted E.7ort4 70" 7', 14494,9• 3,9199. 4.7 
000 

AdiA91.21 C.k 
5750 

140 

(b)(4) (b)(7)(E) 1000 0000 

62664 74700.000 

4900 

4600 

3474,774079 

2.674,775 079 

0,000 

0.000 

0900 

0 000 

0.049 

0.000 

0000 

0.000 

4400 0000 

30.000000 0.030 

1 

36,00000C 57.523.000 
0.000 

64.040003 

)0000 10.000 2421 4674,774079 0.000 4.267 40,447 0000 14,000 0,000 63.344 59.5.15 30000 

114004000 77,030 003 0.060 4514005.079 0000 0000 C 000 0.003 112.00000 0000 0.000 54.600009 016,000 000 

623.176 000 514996.044 074919.114 3474;775.079 0 1 PO 4(46,004.655 202715 006 5.900000 366449000 0,000 134000003 53,6412.021 569,S44,000 

336000 000 444200000 114,796.000 4$04.775.079 5.094 411200.32:2 251,602.0.00 5,000 156.000400 0.200 251,600300 522.491500 356000,000 

1645,000000 1,179.610400 997.232= 2,57,4,773.079 2279 1463,733.533' 197659.000 6760 000 917,620000 0,000 333,529,005 14 r9,301.7f0 1,160000,000 

2060.040.139.4 1474414009 1,1691101469 3.574.775,079 0.379 2.419.9)6.344 655,997,350 9400 2,059,000 000 0.000 024,000 200 1640.111.061 2.000.000 300 

140,600.090 07.701000 44642.000 3,574,776079 0.012 65,370.169 11,110000 9.300 113.500.1)00 0.000 64.000000 96,674000 114730.444 

4.495,209931 
14991c. 4.701261 000 4.266472 060 

2014 F43.1k.tui AKr 5,4003432.000 

0440 2014 Fit91114•1.,-.1690: 

900,E4t, 70141.'9:al A.Pci • 1 • FI2A E60: 5,400,000000 

PAS Eat 17014 9,13.1 AM • 1 • MIS Em); 5,406.000.900 

• 

2019 Pro06190 APat 5.03 0 .000.000 

with 2.VA b4.414, 6,250,000 000 

FfYDROVORPHONE 
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Baal/ Clam 0126.0 
Total P0 010tarotett 0.000 

Company 

20151nIttal APO Workaheeta 
FDA Eat.• 
1MS Fat 

DCA Nam 2015 Requtsted MO 2014 Resitiad HO 2012 Silas 2013 DEA MO Sates 14(42013 Sales Sraft .51 2015 Total PC. 20111:we/dory nu Projected Exporla 2011. Projected Sales 2016 Projected EA alts 2014 Projected lowensory Atli Avail Vale MO 

(b)(4) (b)(7)(E) 2.000 2.000 0.000 11000 0.000 0.000 0,000 0200 5.500 0.000 0.000 1.500 1,500 

410 Touter 2.000 2.000 1,000 

2011 foal In tlal APO; 4.000 
2014 Final Rtel►ed APO: 0.000 
FDA Est; (2014 InIttal APCI 1 • FDA Eat): 
I Ms Est: (2014 loft:al APO' 1 • 1110 E10: 1.000 

I SOMETHADO 

Page 732 

2015 initial APO WorksheetsOa*U Class:

ToUl PO Ps^wvstod:

0226-0

FDA Est

IMS l-tfc

0 000

DCA Nwm 2013 Aenutsutf NO 2M4 RevlsaO MO »1S Sabs 2013 OEA MO Salts % of 2013 safes S*a« ol 2013 Total PO 2013 Inventory »1 4 Projected L*?ora 2014 Projects a So Ms 20t» PrsjteUtf Eaport* 2014 Projected Inventor* AdjAvallCafc MO
tSOO 1500

Company

|(b)(4);(b)(7)(E) 1.300OSOG 000a. coo oocco.ooo 0000 0 0002 000 2-000 O.OQG

1.W02000 2000mq Totals:

2014 Final Initial APO;

2014 Final Revised APCJ-.

FDA Eat (2014 initial AP« " 1 * FDA EslJ:

IMS Eat: (2014 Initial APQ • 1 IMS Est).

4.000

oooo

4.000

4000

( SOMETHADO N£

Page 732Vol. I



Basle Class: 9143.0 

Total PO Requested: 0.503 

Company 

2016 Whig APQ Worksheets 
FDA Est: 

MIS Est 

DEA Num 2015 R44404440 4441 2014 Routed MQ 2013 Saks 2013 OVA MO Sales % of 2013 Saks Snare of 2015 Tam. PQ 2011 Inventory 2014 Projected Exports 2014 Prelected Sales 2015 Projected Exports 2014 Projected Inventory Adj Avail Cite MO 

(b)(4);(b)(7)(E) 2000 2.000 0.000 0.000 0,000 0.000 0 040 0.000 0.500 0.000 1.512 1.500 1.500 

MCI Totals: 2.000 2.000 1.500 

2014 Final lfints1AP0t 3.000 
2014 Final Ravli40 APO: 0.000 
FDA Est (2014 UMW' APO • 1 • FDA Lap 3.000 
IMS Est (2914 Initial APO • I • IRS Eat): 0000 

LEVO-ALPHACETYLME THAD OL (LAMA 

Page 733 

201 5 UiftCal APQ Worksheetscuat: SM8-0

Foul PQ Requested: FDA Esc

IUS EH:
0503

Share of 2<H5 Total PQ 2013 Inventory 2014 Projected Eapgrta 201 4 Projected Sales 2015 Prodded Eaperls 2014 Projected inventory Adj Avail Cak: Ma

DOOO

DEA Mum 2015 Requeued MQ 2C1 4 Rcvu«tf HQ 2013 Saks 2013 Dt* MQ Sales * of M13 Saka

2000 0.000

Company
1.512 1 500 1.500

(b)(4), (b)(7)(E)
0 000 0.5002.000 0000 0.000 0 000 0.000

1.S00MQ Totals: 2.000 2.000

2014 Final initial APQ:

2014 Plrul Revised APQ;

FDA Eat (2014 tnhial APQ • 1 FDA Eat):

IMS Eat (2014 Initial APQ t IMS Eatf:

3.030

0.000

3.K»

3.DM

L£VO-AI»PHAC£TVlMETHADOL (LAAM

Page 733Vol. I



Cask Clan: 0210-0 
Total PQ Requested: 

2015 105041 AAQ Workthteie 
0.000 GOA Eat: 

OAS Er:: 

ems..+..•. OPA 4y.n 2305 5caucsted MO 2014 Arrived MO 2013 Wiz 2013 05AP:0050u Si 44 201334144 Share of 2015 T01.0 PO 2013 Ins•entary 2014 9401144001Exports 2014 Projected Sales 2015 Projected Exports 2014 Projected 1:04440044y Attj Avail Cho MO 
(b)(4);(b)(7)(E) 2000 2.000 0.330 0.320 LOW 0100 2.015 0.000 1.500 0.000 i.sse 3.022 2.530 

MO Totals: 2.000 2,000 2.538 

2014 Final 10041 APO: 150.00 
2004 PAW Revised APO: 0.000 
FDA Ea: 120111:011141 APO • 1 140A PAW 150.000 

IMO Est (2014 India] APQ • 1 • 1PAS FAQ: 150.000 

2015 ProgArted IOW APO: 4.000 
with 25% buffer. 5.003 

LEVOMETHORPHAN 

Page 734 
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eaalt. Cl. fa: 92204 

Total PO Raq.sted: 

Oxon:m.4y 0E44, ,

4.107.000 

2015 lie.que41,41 14Q 2014 Revised 61131 2013 lIsSes 

2016 Initial APQ WO Ica heelfi 

20, 3 0EA 410 5.4144s % 01 2012 Sates 00.* el 21113 Total F12 

PTA Est. 

INS EST. 

2013 Inventory 2204 Pioj.n.d Exports 2014 Protartad Sales 2015 PrOKII.<1 Expottc 2014 Projected Lnr.,,,, AziAv.d c..,/‘ MO 
(b)(4) (b)(7)(E) 2.000 2_000 0 000 ' 1907900 ckoco o oco o 000 o oco o soo 0 WO 1.500 1.400 2.(100 

2.500.000 1.546.000 1.907.000 1,907.000 1000 4.107.000 42.000 0.000 2.094 000 0000 1 .2 I 0 000 1,210403 2,4.0GoOt 

MO Totals: 2502.000 1,600.00o 21,4222_1)00 

0014 Fieull.1111.41APO: 1,000900 

2014 Firul Revined APO: 0.000 

FDA ELL' (2014 InkLal 111, 13 .  1 FOA Eslr 1,440 000 

mos to; 42014 Intliat APO '1 41145 Eon: 1,600000

2015 Proposed Inftlal AP117 

.111 257. btrtf.r 

2,700 000 

3.175 000 

LEVORPi iANOL 

Page 735 

2D1 6 Initial APQ Wor*«hMUBaste CWa»: 922C4

Total PQ Requested: FDA Ett

MS E«r

4.I9700C

RtiaMal 2015 Total PQ 2013 Inventory ?ui 4 Pre^xtad Experts 2014 PrOjaetad SaWk 201 J Projected £*pcXtC 2014 Projected InVrafcny Adj A»«d Cate

D 500

2.09*000

PL* hum 2015 Request** UQ 201* RavrsetJ NQ 2013 Safes 2013 OP* MQ Sales * <4 2013 Saw*

3.000 OOOC

1.5M.OOO 1.907 000

MQ

(b)(4);(b)(7)(E) • 1 .907.000

i.oor.ooo

o.occ oooo

4.1 »7 000

0000

42000

0000

6.000

0000

0 000

3.000

2.600.000

(500 1.SO0 2 000

12ZQOQ0 2,600.0001.000 Ul«000

1,600.00aUQ Iot*H: 3.6C2.000 2.CQ2.OO0

J01* Fin*] IflRUI APQ:

2014 Final Revised APO:

FDA E«L tWI 4 Initial APQ - 1 PDA Etlp

WS Csi; 12014 Willi APO * 1 IMS E»I]:

1,000.coo

0.000

1.600 000

1,600000

IQISPrnpcMd Initial APQ:

wifti 25% buffer:

3,700 000

3.37SOCO

LEVORPUANOL
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Elaslc Class: isaaa-0 

Total PD Rep oasted: 1,632,004,767 

2010 1011161APCIWork6heetts 
FDA Est: 

1146 Est: -,153 

COrnoanol DEA Nom 2015 RequesSed UP 2014 Revised MD 2011 5aSas 2011 DEA fAC1 Sias %of 2013 5then Shore at 21115 lola11710 2010 141.0..1' 7614 Projected Exports TOIL Projected Salem 701517‘omoted Ea ports 2014 Projected Inventory Ad] Avail Camo MD 

(b)(4) (b)(7)(E) 5.000 5000 0.360 2~500,073.540 0 WO 0 020 0 COO 0.003 4.000 0 COO 1000 3,750 0250 
5003 5 WO 1.540 2500.073540 0 000 1042 4 791 0000 tow 0000 3/91 7.243 9 6,31 

130500000 0000 0.000 2,500,073.540 0000 0 003 0 030 2000 104,400 000 0000 52,200.000 0 184 

2150.000 000 710,000030 329.151013 2503073540 0.132 222,703 474 97,062000 0000 1.003.000 000 0 000 220000.000 

602,311:SW2 

00 

,400.000 

65 .4)72345 

HO Totals; 1.260.316.000 710.010,003 757;242.4N 

2014 Pift•I Lnkial APO: 5,000000000 

2014 Final Revisal APO: 0 Ono 

VOA Est 12014 InEtint APO' 1/ FDA Est): 5,000L010M 

1145 Est 0014 leao1.00 ' 1 ,  UM Est): 4,436,503,000 

Qther ceesiceennarre 

has not submitted hequelL as of 5-1.1 a„ l0Ft voicerni.a 5-27-14 requesting update el business plans in 2015 

5-70 sutmithrd 2055 appfioatton.s, roeperidtne request 4.000kq. will leave AINC1 net from 2014 

(b)(4) 

(b)(4) 

MEP ERIDNE 

Page 736 

»lfi Initial APQ Wortt$he<rt»fiiiic Clan:

Tala| po RtQLWHtd;

V..O-D

FDA Eil:

M5E*t:

1*92.004.76?

-.115

OEANuffl 201$R«qt*S«cdMQ 2tM4R»vHfdMO 2&n5aW» 2013 D£A UQ S«ta« 7.Df20«Sa*i

o.ooa

1.540

oooo

7W.OOC.000 529 .151 .aw

Stwi* of 201 (Total PQ 2019 lnv*n1<*T 2(1* Pro^cte^ Ci^rts 7414 Projected Sain 3015 P<c*ected £J ports 2014 Pi©j*d-d l/i**rVory Ad] Avail C«ic

3.75Q

7.343

0.003

UQC9flig*aY

(b)(4);(b)(7)(E) 0.OC0

ocoo

ocoo

OWC

4.000

1.000

104,400000

I.OOO.OOOOOO

0000

a.ooa

ocoo

0 000

1.000

3.T81

52,200.000

220.000.000

Q 000

1.042

e.ora

222,763.474

OCOO

4.791

OO00

93.082.000

5.000

5.OQ0

130500.000

1.15QJCCfl00

5.000

5.000

0.OOO

Z500.073.540

2.SO0.O7354O

2.500,073540

2,500,073540

OOOO

oooo

OOOfl

0.132

Q250

95J3

1O4,4GDi»0

602,311.500 652,672.343

757.242A28U6ft.51C.C00 mftiawoUQ totals:

2014 Final Initial AAQ:

2014 Final K»vH»<l APQ:

fOA Est: (2014 hital APQ * 1 FDA E*l):

IMS Est: <2914 Initial APQ * 1 IMS E»«r.

S.KXKXMM0

0.OC0

5JWC3MO.OOO

4.436.SOO.OCC

«r considerations: *

	has not suNWtted request as nf 5-1-14. left voicssnefl 5-27-14 requesting update at business plans in 2015

- SOISAppfceetKxis, rrvependiiv) request * 4.000fcg. will leave APQ 3€tfrom 2014

(b)(4)

(b)(4)

MEPERIDINE
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134 • ic Cass: 923Z-0 

Total PO Raquestxd: 

2016 lititiAt APO Wocksl.ets 

0 006 F94 Est 

0222 E41: 

Cempeny CEA Rom 2015 fleccrat441 MQ 2014 fIrtria•clIE3 $111] Sales 20136E61E0 Saks % 4(2013 Salms. SArrs of 2015 Tout PQ 2013 Frormary 201,  V rota cite EkpOrts 2016 Proi.,ted soles 2015 Pr61.41, 4 F426:614 z014Froiect4d(nrentory 6.464411C4k. hiCt 

(b)(4) (b)(7)(E) 3 000 11306 0 000 0 Doc acoo cizao 0020 0.000 0.200 0.006 zeal 2.250 2.500 

LAO To2AN: 3(b0 3000 2.000 

2014 final 166141 APO: 5003 

2014 Finn 1 Rat,4444 A006 0.000 

FDA Ed: 42014161122100 • 1 a VOA (412: 5000 

1146 Est (2914 NitLI APO . 1 a 515E.1), 3.000 

NEPERIOINE-INTERmEDIATE-A 

Page 737 

Irtitkl APQQ«ak Cut*: »23*-0

ratal PQ R»qw**U4; HUE**:

IMS C«t:

o.ooo

CEAW«m 2(]13R.<i<—»t«J MQ 3m RtovkJ MQ HM3S.tr. 2013 DEAMO S.fc» *«f3013 3*k* Sh.f» of 2015 ToUl PQ 201S^rwmcTf 201J Pro}«cl«fl Experts 2014 Prorlfd S.kt 2015 Pro^etfd Export. 2014 Fr<*eUd (nrantofy A^ArtJCk

1B00

«aCMTipMr

l(b)(4);(b)(7)(E) 0AM 0,000 0000 0.200 0 000 2,603 22503.CO0 oooo 0 000 o.«o 2600

i Otu 3000 2«00MQ Tot"H:

MUfln.1 Mttal APQ:

2014 Final RovW APQ:

FOA CH: 12014 W-.nbl *PQ 1 • P0A Cil}:

IMS CsS 12014 kiftil! APQ 4 1 4 NS £tf);

5000

0000

Jooo

S.OOO

MEPEHlOlNS-lNTERMEDlATe-A

<
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0.sic '292.0 

Total PO 12 ocontl. 1000 

Company 

2019 Ini(1.1APa W042410019 

FDA E., 

:Ks Eat 

OSA Nrnn  2015 FteRueetod MO 2011 R*91.11120 2011 SAM 2013 DEA 140 Sales 7.9f 2011 Gales 5h... of 2915 Coia190 20151...yr/or/ 201. Projoc9a. Export. 2014Proforted Snit 7015 Fref.<1•4 Erpc.1. 201. Prej.ctoet Inv...dory A4 Avail C.I1 

(b)(41 (b)(71(E) 5 000 T. 0$79 0-579 1.002 1.000 7.011 0.030 1000 0 000 11,531 10.5n 14.021 

2.0 ToUls: 5 002 

I014 FlrullnasIAPO: 

1014 FlimIRrrised APO; 

FDA Est (2014 Ini11.1 APQ• 1 • r DAUM: 

111.5 Est 10010 0)6.1 APO .1 • us t.is: 

9 000 

0.000 

9 MO 

0 OM 

7000 14.011 

MEPERIOINE-INTERMEMATE-13 
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2016 InKUl APQ W<**&bo©tt

ToUl PQ Ra^twtltd: fda E»i:

IMS £•*:

1 000

Sfuia of 2015 ToUl TO 201 5 Inaatitory 2DH PfOiacUd £*p<wtt 70UP«f#ct«d Sata« 2015 Pt*i*t«S £*pOI« 2014 liwarttofy ArfjAvatfCak

1,000

P£AHy*l 2015 RaipiMWd UQ WM Rt,lM4 UQ 2013 Saki 201 3 DEA WO Safe*

T.CCC 0570

%> Of 2019 Sakt

1.000

vaCompany

Kb)(4i:lb)(7)(E" 00000.57? 1.000 7.031 0.000 M.331 10.523 14.0315000

SQCO 7.G0C *4.011tfQ Total*:

2014 Final lnHUl APQ:

20UFhilR»»l*««JAPO;

fCA E*C (201 4 InJiW APQ M F OA EH}:

m ut (soi i wtu wom*us u\y.

9O00

0.OOO

9000

owe

MEPERlDlNe-lNTERMEDlA7e-9
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0■010Ctiat: 92140 
Total PO Roque at& 0.000 

2006 Initial APO Wor1111.916 
F00 E11: 
Otis Est 

DEAN um 2015 Pelvested 140 2014 Res1sad MO 2013 Ss1e3 2013 DE. 14.1 &Bars % of 2013 Sates Share 01 2015 Tots( PQ 201310vessoey 2014 Protected E. P or10 2014 Peojeet•d 5.. 4 2015 P100 0140 . 40.111 2. 14 . 031901. 11011•401.f7 A6(A.a9 Cark 
3 000 3.000 0.000 0.000 0.000 0.000 0.000 now 0200 0000 21100 2150 2.4ca (b)(4),(b)(7)(E) 

MO Totals: 

2014 Final UAW APO; tow 
2014 itatal Rarfsod APO: 0500 
ruA€ se. (2014 IoILI APO. 1. FDA Est): S.030 
nos Est (2014 101:U.(/03'1s ve3 Est); 6.000 

1.000 5 000 

mEFER,DINE.INTERmEouvis.c 

Page 739 

2.900 

2016 i«vu»1 apq Wort»arwta(Utuctsa*: 92M-0

7oui PQ RnjLieittd: FDA €«:

WSCsl-

0-000

Sh*r« of 2115 7<jl*l PQ 7012 Ifl^emory 2D1 4 Fronted Fi ports 2014 Projected 5«U* VJ\ 5 P r0j««4d EapOfTl 2014 Project*d bivcfltofy AO] A»»« Gait
D200

D£AMi*n 201 5 RkUrtlKJ MO 701* R«*e»«1 MQ 2013 S«*» 2015 DEAfcK2S*tart f, of 2013 &•**

J.OCO o.ooc

UQFin/Tina

(b)(4);(b)(7)(E) 600 0OO0 2.BOOoooo o.ooo 0.000 0.000 J250 2-6CO2000

2-«O01D00MQ ToU(»: 3.QO0

20UF%u1toiWAPQ;

201* f(Ml ««*(vsd AM:

FoACci: (201* Lnllil APQ 4 1 * FDA tit):

fUS FSC (M1* InkUl WQ 1 *«3 E«l)i

5000

0.000

5000

5.COO

MEPeRlDlN6-1NTERMEOWTe-C
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&sic Cies,: 924C.0 2016 Int1141 APO WarIustooste 
T4411 PO Requested: 

ciataa any DEA (iim 

5.000 

2016 itsquatt441 Mg 2014 Flaunted RIO 20110041 2a12 CEA MO Sates % at 2013 Sales 5fiere 912014 Total PO 

FDA Eat: 
WO £tt: 

2013 tnventory 2014 Projected Etports 21114 Rejected Salsa 1016 Projected Evora 1914 Projected Inventory Adj Avail Cats MO 

(b)(4);(b)(7)(E) 5.000 5000 0.003 0000 0000 0000 0.000 0.000 4400 0,000 1.000 3150 0 293 
5.000 5000 0.000 0.000 0 000 0000 0000 0.000 A.000 0.000 4.000 3150 4.002 

MO Totals: 10.000 10.000 4.250 

2014 Flul !MAIO APC.1: 15020 

2014 Mel Revised AP10: 6.000 

FOA S2g110011d APO. 1 4 FDA tag: 15.20) 

IWO Est j2014 In111.11 APt0 • 1 • 1045 15.630 

META2OCINE 

Page 740 

2015 ItlMlI APQ Worksheets6*iic CUss:

Total PO Requested:

M4C4J

fDA£»i:

[Matte

S.000

StiM*ef»lB ToUl PQ NliUiverrtCfY 2014 Protected Etpohs *« 1 4 projected SaMa 2016 Piejected Eaperts 20H frroj«ted Inventory Adj Avail Celt MQ
aooo

0.000

D€AWi*n 201 6 Requested MO 2014 Revised MQ 201 a Sales 2013 CEA MQ Sa'44 * of 2013 Sales
sooo

5600

compa fry

3.150 Q 250

3.750 4.000

1.0O0

4.0C0

DO00

COO0

4.000

1.000

0.000

O.OOfl

c.coo

q.ooo

oooo

0000

o.ooo

o.e»

0.000

o.oao

5.000

5.000

(b)(4);(b)(7)(E)

*260
10.00010 .000MQ ToUlf :

1SO00

oooo

1S.C00

15.600

2014F1IUI InHUI APQ:

2014 rin»l Raised APQ:

FDA Est (MUMill APQ 1 « FOAt*1):

IMS Est: l»H Ifihlal APQ • 1 IMS Ecu:

/

METAZOCINE
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ff) 
MAL MUM 02300 

Total PO Rgoammd: 

44010.07 orA mums 

14,134.1171127 

2315 Peg tmssocl MO 2014 Straw! MO 2013 Solo. 

2015 tntual APO Woritshoos 

2012 13EA MO Ssirs % of 2013 Sales Sitsra of 2413 Total 40 

404 Eat 

IMS Est 017 

2013 os4s10ty 2364 PsoPlesol Exports 2311 Projeverd SMos 2013 P104000 Cavorts 2014 ProMetatl Inventory .1431224231 Cads 610 

(b)(4),(b)(7)(E) 5000 

10000 
0000 

1C .000 
0000 
1451 

19,975,798.454 
;11,9/4758.454 

0.000 
0 030 

4 COO 

1 335 

0.000 
6 041 

0.000 

00.03 
5 COD 

' SOCO 

o.xwa 
0.000 

0.000 
10.349 

0404 
12E31 

5.000 
11.171 

526000.000 339,595000 65.918000 19474734454 . 0003 50.501426 10.037.000 0 000 461400400 11 030 44500.000 242.111500 222693.157 
15003.3405110 10.1551940.00 11,346,600.003 10.1375754454 0.571 10,360,399245 3,a56•715 00C 41,630000 14.103,6001:60 0.000 5,077.352-000 10.206.931.750 15000.000402 

4640003.0011 a.sars.co) 3.225.4294m 19.075.75,3.454 0.163 2461,363.994 540470400 0.000 3.146.400 COD 0.000 921.135000 3.809.064.750 3,102445.742 

MO Totals: 20.166.011000 15026474 CCO /0.354057415 

2014 Flets11,60•1 APO: 25500,003030 

3014 Find 4...64.1 APO: Q1:13D 

FOA EAt (2014 tnitlal 420.1 • FDA Es* 73400,040.000 

04.6 Est Inittra APQ - 1 • IPS Esti: 26.298.950.000 

COW am /14020:1113: 

1(b)(41 rJostng 0311503BM RI the 400 o12014 

2014140 6,376000.00D 

2013 MO 6.329.000023 

Ina near guppGsr(s) for the cul10m021(h)(41 IF rat apParett 41 this lime 

sales In2013 fori  4 
ARcos 5,616.000 000 

HAS 3,10000.000 

2014 PO 0.573.764.00 

2013 Po 4,617.13,3080 

(b)(4) 

ARCO$ 2014 top Otstrilemors tecatvIrig 1,4 

2014 
ar WPM 

1 
03.24.4•1 OlaiDuke. 

Deo 20 61.3e• .fer 

T 
D.1.4•34H• mg. ore, C.Newars Tsw 

km. p41w1 01191 

3 .0 Tm.:4)•44.02,40) 
PETHArANv4sce. 

(b)(4),(b)(7)(E) vv !we: 11,04 Ae.s••• 1,786.320./23 
7.230, 630,035.035 

ktr, Koattrzsee, CH IPErap,T V:i.LKAPOJt 629,141.796 

2445,497.556 

• 

M£THAOOt4E 
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xni tnnui APQ vyotKinMii92WO

topi pq r»4w»i«t:

buk C*m«:
rOAEif:

lMSi*t

iB.3M,re7 m;

-.04?

sru<6 of 2G1S Total PQ »ii iivMiofy SOI* Fiojeen^ fc*p©r» 20M Projected &9i«« »1 5 Pro;««ttd E»twrt» 2014 Pk>)«ci»j lovHRtorr W|Av»uc*ic

O.000

1 1.349

M.SoO.OOO 252.111 *W

S.W7>SiOOO 10.202,031.750

821.1 JO 003 3.609.064.750

uo2013 S*U» 2013 DEA HOSMi % <* »13 S*lei

19,975.758.454

19,935,750.454

19.97S.75Q4S4 .

10.975.758454

19.97S.7 50.454

CCA Mum 201 5 Re<JU»*ted MQ 2014 Revised MQ

' 5000
1O0CC

52G.OOO.OCC

15.000. DCO. DM

4.640.000030

Ccxnpwy
O.OCC

oocc

Ot»0

41.830 (CO

0.030

5000

SOOO

*61,500000

H.i Q$.6i Ooco

3.146.4WCTO

o.ooo

oocc

oocc

o.ooo

O.OOC

ocoo

11631

5.CO0

n.ua

292493.157

1S.OOO.OOCOW

3.102.445.743

0000

1 335

60.50 i.t26 10.057.000
10.460,399 2*5 3,456.715 CCC

1961,363.994 5*6.476 000

0.000

6 641

oooo

1C.000

339.395.000 65.918 <*>a

10,155.194.000 11.3S6.S09OOC

4.5S2.271000 3.226.429000

OOOO

DO00

0 003

05?1

0.162

O.OOQ

1.454
(b)(4) ; (b)(7)( E )

ia394.95T.07S20.166.015.030 13.026.674 000UOTOMli:

2014 infiA wo:

2014 1M P«vto*«d APQ:

FDA£»t (2014 UiftUI APQ • 1 FDA E4lfc 7S.500.0CC QOO

|USEfctpQ1*'nttUiJ APC-1* IMS E»a 24.294950 K*>

25.500,COO 000

O.OOO

©Owr considerations:

Fbi?4T dosing as uctiuftes ai tfta end of 2014

2014 MQ 6,376.000.000

201 3 MQ 6,321 000 POO

V*a nflw suppGarfs) foi ttictraj»lcottf|(hW4) I* «* 6PPar«.'4 el Itti Vime
caiei In 20 10 K*| — | 		 	 	 	

AKCOS 5,816.000 000

IMS 3,100.000600
(b)(4)

2014 PQ 5.673.765 COO

2013 PQ S.617.1MCCO

AfiCOS 2C14 lop diitrftmora i«caFving w

TT
Cmrtwfc*»P~*

Km

NF*N rfiR<

C*tK»OcaHa

1.7BS.320.723>ie>s"•i/
: (b)(4);(b)(7)(E)
: PE7rtA00N6'W0QiP 53P.W5.03S'L

52*141.796MlliMMllDEino.T;- METn4DO»it;r?&ee« CM

2,845.49T.K«

METHADONE
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Measure : Tot Kg (Absolute) 

L 

Tot Kg 
Carr/12/2011 

Tot Kg 
CalYr/12/2012 

Tot Kg 
CalYr/12/2013 

(b)(4) 3,764.8 4,115.1 3,100.0 
3,856.7 2,542.8 2,399.3 

0.0 98.8 2813 

10.9 13.1 15.3 

6.9 6.5 7.9 
0.1 0,1 0.1 
0.0 0.0 0.0 

© 2006 IMS Health. All rights reserved. Page: 1-1 27/05/14 

age 

1

L Measure : Tot Kg (Absolute)

Tot Kg

CalYr/12/2012

Tot Kg

CalYr/ 12/2013

Tot Kg

CalYr/ 12/20 11

i

(b)(4)
3,100.04,115.13,764.8i

2,542.8 2,399.33,856,7

281.70.0 98.8

15.310.9 13.1

7.96.9 6.5

0.10.1 0.1

0.00.0 0.0

C

27/05/14© 2006 IMS Health. All rights reserved. Page: 1-1
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Basic Class: 9264-0 
Total PQ Requested: 

Company ClEA plum 

0.000 

2015 Requested MQ 2014 Revised MO 2013 Sales 

2015 Initial APQ Worksheets 

2013 DEA MO Sales % of 2013 Sales Share of 2015 Total PO 

FDA EM: 
IMS Est: 

2O13 Inventory 2014 Projected Exports Adj Avail Calc MO 
(b)(4);(b)(7)(E) 10.000 10.000 0.000 22,287,508.000 0.000 0.000 0.600 0.000 7,500 5.000 

1,148,000.000 822.975.000 194,755.000 22,207,908,000 0.009 0.000 66.287.000 0.000 666.946.530 1,025,700.000 
16,200,000.000 11,920,645.000 10,780285.000 22,287,908,030 0.484 0.000 2,170,972.000 0.000 10,574,712.750 18,200,000.000 

4,560,000.000 5,070,739.000 4,002,598.000 222875008.000 0,100 0.000 1,258,126.000 0.000 4,748,648.750 4,080,000.000 

MQ Totals: 22,308,010.000 17,822.369,000 22.165.705.000 

2014 Final Initial APQ: 31.100.000.000 
2044 Final Revised APO: 0.000 
FDA Est: (2014 Initial APO FDA EMI: 31,100,000.000 

IMS Est: (2014InNial APQ' f t• IMS Est): 31,100,000 000 

posed taltial APQ: 27,500,000.000 
(b)(4) buffer: 34,375,000.000 

Other considers 
b)(4) 

b)(4) 
not Cie 

has not 
Q was 9,O0O1c9 

s picked up b)(4) 

2014 or 2015 
s zero 

stomers, so add 50% of their 2013 quota to proposed APO 

METHADONE-INTERMEDIATE 

Page 743 

N

2015 Initial APQWorksheetsBasle Class: 02544

Total PQ Requested: FDA Est:

IMS Est:

0.000

% of 2013 Sales Shamof 201 S Total PQ 2013 ImonUuy 2014 Projected Espprts Adj Avail Cslc

0.000

HQ2010 Sales 2013 DEA MQ Sales

0.000 22.287.908.000

194.755.000 22.287.908.000

10.780 285,000 22.287.908.000

4,002,598.000 22.287,908.000

OEAUum 2015 Requested MQ 2014 Revised MQ

10.000

822.975.000

11,928.845900

5,070.739.000

Company

7.5000.000

0.000

0.000

0.000

0.000

66.287.000

2,170,972.000

1.258,125 000

O.OOO

0009

0.484

0.180

5.000

0900 668,946.500 1.025,700.000

O.OOO 10,574,712.750 16,200,000.000

O.OOO 4,746,648.750 4.960.000.000

(b)(4);(b)(7)(E) 10.000

1,148.000.000

16,200,000.000

4.960,000.000

22.18S.7O5.0Qfl22.308.010.000 17,622.369.000MQ Totals:

2014 Final Initial APQ:

2014 Final Revised APQ:

FDA Est: (2014 Initial APQ ' 1 FDA Est}:

IMS Est (2014 Initial APQ ' 1 » IMS Est}:

31,100.000.000

O.OOO

31.100.000.000

31.100,000.000

7015 Proposed Initial APQ:

I buffer:

27900.000.000

34.37S.000.000(b)(4)

Outer considerate

1(b)(4)
in 2013|(b)(4)

not doarwno

[tor 2014 or 2015

Lvaszero
justomcts, so add 50% of their 2013 quota to proposed APQ

has not

"MQ was 9,000X91"

Is picked up b)(4)

METHADONE-1NTERMEDIATE

Page 743 V
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Rafe Clna: 1300.13 

TotaJP0 Regulated: 42,041.144197 
1015 Initial ANA Workstepts 

FDA Ea: 

DAS Est: -.031 

Company DEA NA 2016 ReemearEd 110 3514 A.A.:a ma 2063 bales 2013 DEA MO Sales %of 20 43 Sales Slure el 2011 1001 PO 2013 kwentant 2014 P.4..ted Exp.n. 2014We/1e...1 Sales 20111 Proicael EaRana 2014 R1011010.111, 160RY 841 Av.a Cafe Ma 

(b)(4),(b)(7)(E) 5000 5.000 0000 35,757 656635 0.030 0030 COM 0000 4.000 

' 

0000 1.000 3170 0.724 
100.000 100000 2.113 15,737E5664S 0.004 2030 150.076 0030 20.000 0000 201.576 172.934 213206 

210000600 0.000 0000 isisuss.ns 0.600 0000 0.000 0033 218600.003 0.000  0,000 ' 0E00 216.000000 
4,703000.000 4,776,667.003 3271207040 35,757056.635 0.091 3,918.311,102 71.327000 0.000 4,700005.000 0.000  71.226.000 • 3,63s..39S.500 5,142043377 

43603000030 14244200000 12010014000 15,733E16.631 4,)+31 15,463466001 5)11,436.000 639260 000 11209250.000 0000 63,72250.000 14,1112.416.300 17492.597,030 
1000.000 1,020.000 0.360 35,707.606.631 0.000 0.411 COCO 0000 1.002003 11003 oval 350.000 750033 

zkoaz000.000 16,135,576AM 16.047,148.030 30,707,656.635 0.440 10.226.130.492 6.721E29000 0 000 21,061,000.000 0200 5357033.000 10647.631230 23 06S 032.1 43 
7.060020000 4,200.010.000 0.004 10,797.656415 0,000 0.000 0200 0000 1003.000600 0806 1200000.000 3.40.000.063 1.650.000.000 

450000000 0000 0.000 35,87.656,63s opm com o.cco 0060 490,000000 cox 0.000 0.000 430.000.000 

MO /nubs: 34, 100.10.000 42,964.554.0041 52,047,456302 

2014 Fkull rt1.1AP170 30,003,000.003 

2014 Final Reves..3 APO: Ms) 
FDA Est 0014 In16.11 APCI • 5 • Pal 

. 11 

50000,000.030 

111S Eat 12014 laZial APO '1 ..13/0 Eat): 4043%030000 

MORPHINE (FOR SALE) 
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ElasisCI4ss: 96300 2006 !Mittel ADO WO(*sheet5 

Total Apt Rspoostled 1.%30.0C SACO FOA£st: 

WS Est. 

Coasparty DEA &km 201.5 Requested 140 2014 04,u -A 10Q 201 1SaLss 0013 000 WI 540e. 16 .01 2312 sale. S1.. of 2013 i otal9C1 2011 inventory Ms Frols-ct.d Er ports 0014 Propectad Sales 201 5 ProiectiK1 E.,.•:,4. 2011 Prolodsd h.,...Ason, A.44,..i Gk Asa 

(b)(4).(b)(7)(E) 53.450200 11.050 000 21054.000 3.66.65.4.000 0 054 01.%30.705 11.552000 0002 30000000 0.000 10,000.000 a7.014 030 71.2.11.165 

150000 000 410.000200 165,600 000 166.654200 0948 1,060.470212 173.107203 0 000 440,000 003 0 000 201,314400 45Z395250 1,278505 765 

10,0001200 0.000 00400 186.654.000 0 000 0.000 0.000 000 40000.003 0 000 0000. 0.000 40200203 

14,1 Tout,: 511,450,003 155200 000 1,394,217250 

2014 Fisal IniltAl APO: 500.000000 

2.01/ FlAatRorlso4APG: 1000 

FDA Est: (2014 tnItIll APO • 1 • FOA Est). 500,000 000 

111.5 Est: (2014 InittslAF,Q .  I • ist0 Est): 500.000 00.3 

2016 Propos4d Lnittat APO: 

whin 1SA. bisfler. 

510000000 

617,500000 

OPIUM TINCTURE 
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2016 Initial APQ WortahcwtsB4licCU*i; 9130-0

T«UIPQR«qi*tt*d: FOA £il;

W3E*U

1.130.005000

SKa^of 20l4TotolPQ 3013 lrtv»MOf> 201 4 Pre(e«l«d Ecpct* 301* Pro^ct«15*Ws 201 5 Pru}«ct*a ExpcrS 2014 Pra|«c1»d tmvnfcxy Ad* Aviil Cafe

61 .430.780

1.068.474.212

0.000

MQOEAN«n 2015 R*qu8«t*«5 fc*Q M14 R«wtw<l WO 2013S*H» W13 Dt* MQ 5**4 % of 2M l £!**

35.000.000 21 .054 COO

4M.O00.CO0 365,500 CCO

0.CC0

Conyny

0000

O.O00

0 000

10.00QXWQ

203.91 4 DCO

0D0O

ODOG

0.000

o.ooo

38.000 000

440.000 000

40.000.000

37.014 000 74.311.485

45Z.390250 1^79^05.765

0.000 40,000.000

3M.654.000

366**4X00

iM.654.MC

0 054

0.043

COM

14.352000

173.1H7.COO

O.COO

(b)(4);(b)(7)(E) S3.4SO.OOO

<50.000.000

40.000 000 o.ooc

1.M4.217JM543,450.000 48S.OOOOOOMQ TOUM:

2614 F«mI InflWAPQ;

2014 Flml R«vh*4 APQ;

FDA £«i (HlAtnUai APQ 1 1 « FOA £«);
IMS Cit: (2614 inKkJ APQ * 1 • MS £*t):

500.MO.000

0.000

500,000 000

5OO.D0C0QQ

101 J Pmpwd ln«WAPQ;

%*fth IS* twflef;

550.00C0M

617,500 000

OPIUM, TINCTURE
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Balk Class: a61,-0 

Total PO Requested: 86.126 000 

comoanv

2016 Initial APQ Worhstseets 
FDA Eft: 

!MS Eri: 

DEA Num 2016 Requested MO 2014 Revice.11,40 2012 Sales 2053 DEA MO Sal. 14 0? 2013 Sales Share <42016 Total PQ 20131rtreotory 7014 Peoxcinf Export. 2,114 Projected Sa1es 211115 Projected E,ron. 2044 P.,/ecte,1 Inketniory AddEAilc.ic MO 

(b)(4) (b)(7)(E) 

MO Total.: 

MI Final kullal *PA: 

2014 fi6.l Revised APO: 

FOA Est, C201411110..1 APQ 1 s FDA Ertl: 

11.,..5 Ell, (2914 Initial APO '1 *OAS Est} 

62,000.DM 

0 OW 

94E01000 

90,000.000 

56,000.000 56,771 DM 51,1E4 OW 51,104.000 1.000 65.124000 03.000 0.000 17.000.000 0.000 15.000.000 i3.7/3.0:30 56,350.750 

53.000.000 513,271 COO 50.150 150 

OPIUM, POWDERED 
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1
2Q16 Initial APQ WortsfHMrt*BaiteCUtt: M1M

Toul PG Requested: FOA E«:

IMS til!

«.i2*.coc

Sh«™«t201flTo<*1PG 201J Inventor* 2014 P<cjad»tf Eaperta 2614 PfoiMf^d Sain JD16 Projeciad E*|S«rt« 2014 Projected Inventory Adj Avail Ctlc

17.000.000

PEA Hum 016 mvnttd MO 1014 Rrvtied MQ 201 J Sale» 2013 0EAUQ SakJ *<jJ2Q13 5ata»

6B.Z7l.O00 S1 ,164 .000

UQcompany

(b)(4);(b)(7)(E) 0.000 11.000.000 43.7J3«X> 58,360.75065.124.000 93.000 0.00056,000.000 51.16A.000 1.000

56.000.600 5«.271.000 Se.lW.-J50MQ TciUti:

2014 Flml UliiW APQ:

2014 final BavlMKl APQ:

FQA Est. (201 « Initial APQ ' 1 FDA Eatj:

IMS C«: (2014 Initial APO ' 1 (MS till:

50.000.000

0 000

W.OOO.OOQ

OC.OW.OOO

OPIUM, POWDERED
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BASIC C1.455: 201S Initial Quota Wortubeets 

Company: 
Request• 
Gwent Year MO: 
Year end inventory 

kulettore 
.hydromorphone 
ortpartne 
ortpaufnefbuprenorphtne derive 

ocymorphone (Wel 
saynterplsone (cony) 
testes 

tothlAeerlerl 

0117141. M0.1 

est need 

MO: 
Total Initial MOs: 

total Mets: 

FURTHER CO.1CtRAVIONS 

Proposed InliatAPil 

Orlpsuk. 9330 

(b)(4) 
1200.0 1131.0 19007.0 5351.0 1000.0 31104.01 

1100.0 1674,0 (burr teransphine pd) 20732.0 3204.0 612-5 430.0 

3.2 2535 1570.8 10070 324.0 (PO Inventory) 327.0 

amt needed fubtalibe MQ vied 2.4 ',mkd subtanee MO yield amt needed substance MO yield amt needed sobstanee MO yield loot needed substance MIt yield amt needed subs 

257.77E 116100 045 2893.259 2060010 11712 428.571 

500.000 (be (b)(4) 1000 (ref 'Ws! 

1203080 Up (b)(4) 1000.007 500.007 0500 

368889 166.003 0.450 1666.667 

21948.052 16900.000 0.770 
1071.070 

1200.000 1126.667 21946.052 3965.258 1000.000 2095.234 

1771.833 1573349 . 78536303 4770573 1079.125 2399531 

1200.000 1127807 19E00000 3970.= 1140.000 1000.000 

27297.= Others 

27307 

0.005 27297.075 

nee MO yield 
300.000 0.700 

700000 0.420 

asipavine 

Page 749 

2015 initial Quota Worksheets OripJvbM 9330BASIC OASS:

(b)(4)Company:

Request:

Cuf/cnt Year MQ:

Year tnd Inventory

3T5TF

3264.0

2007. 0

TOJOT	

612.5

374X3 (PQ Inventory]

1U0U.U

430.0

327.0

19000.0

20732.D

2579.8

1200.0

1100.0

1131.0

1674.0 Ibupienorphine pd]

25353.2

ami needed *ybta<K«MG v<*W

200.000 0.700

amt n«arftd substance MQ yfeU
20GODOO 0.7 12

arm needed substance MQ yieldarat needed substance MQ yieklami nfftW kubtinrc MQ yield

257.778 116.000

SCO.OOO

ami reeded ivbtanteMQ yieldCalculations

hydromo/pKorie

ortpavine

aripavlnt/buprtnorphlne derhrithr

orymorphonc (tale)

aeymorphone (cony)

losses

428.S712893.259

1.000 (ref »td»|

0.4S

P°j(b)(4) |
12000CC ifj(b)(4) 1000.000 500.000 0500

700.000 0.4201666.667166X300 0.4S03BH889

2194R.0S2 16900 000 0.776

1071.000

203S.23R1000X003965.25621MB.OS21126.667tot* I needed 1200X00

1K1HAL MQ*

oil need 1079.125 23995314770.57328536.30315735491771X33

MQ;
1000.0001COO.OOO19000.050 397Q.OOO1127.0001200.000Total initial HQs;

27297.00527297.000 others 0.0C6Total MQj:

FORTH?R CALCUtAttOflS

Proposed InHlatAPQ 27300

prlpavlne

Page 749Vol. I



L 
APPLICATION FOR I-NDIVIDUAL MANUFACTURING QUOTA 

lequest XD.(119726 ')ate Submitted 01-MAY-14 

Name of Basic Class or List 1 Chemical (only 1 nor DRA-16.4) 
DRIPAVINE - ,-. - . .a.. . , . IIIII M 

MOMMETIVNIIMMI blame and Address of Recristrabb ..,nassade 
(b)(4) • ota Year 2015 

.3A Registration Number 

'-X no (b)(6) 
ail Address b)(4).(b)(6) Phone No 

VOTEr A11 Quantities are to hmamp aaaaa d in Grano of Anhydrous Acid, Bean, or alkaloLd(not ea glace . 
• otae Previcuel I.au d b DEA 

Quota Niatory 2013 2014 2015 Quota Requested 

1.000000.0 1 100.000.0 0.0 1,200,000.0 

Production Data 2nd preceding Year let PrUCOCUP9 2nar eatfmstr for 
Current Year 

estimate far Year 
Requested 

Inventory as of Dec 31 
a.Bulk Controlled Substance/List 1 Chemical 

b.In-Proceae Material 

C. Contained in FINISHED Dosage Forms 

1,16i. 0.0 0.0 0..
0. 0.t 0.0 0.. 
0. 0.0 0.0 O.. 

3.167. 0.0 0.0 0.. 

bisposition1Sale) /Utilization ' 

a.00meatic 

b Exports 

640,094.. 0.. 1,200,000. 1,200,000.
0.. 0.0 0.. 0.. 

640.094.. 0.0 1,200,000.. 1.200.000.. 

Acquisition/Production 

a,Domeatic Sources 
731,560.0 0.0 1 200 000 0 1,200,000.. 
711,560.0 0.0 1,200,000.0' 1,200,000.. 

If the Purpone is to Manufacture AnCther Substanee(81, Forni oh the F01101(11%9 Information: 

Name of Ma. Monatanes Drug aMpliat limed for thin Pur o • 11 Yield 
2012 2013 2015 

Product Development Damage torn Strength Unite/Patch il of Batcham Satoh Pµapage Met. Quantity let. Completion ?Lae 

Transfer Registrant r Itavaenetion of Transfer 

• 

Data of Destruction] __ ;.lenotion 

Packaging Product Haan I Strength 1 Onits/PAg I 0 of Vega Forgone I Total Quantity 

Itemdtka 

3ripavine mfg quota is requested tc convert oripavine, to a Duprenorphine Intermediate forl(b)(4) 

drug cede the the Intermediate quota is being requested for orlpavine as we have been instructed 

reelects modest growth for the product over 2014. 

. . 

I As there in no specific 
1200 kg in.the past. 

Page 750 

J

APPLICATION POR INDIVIDUAL MANUFACTURING QUOTA

IdoEp Submitted Ileaueet ID. [119726 	
fame of BbhIc CIabu or Lint 1 chagiical

1RIPAVTNK	

Jame and Address ot Registrant	

01-MAY-14

(only 1 Par DBA-1B3)

Orug Coda

Juota Year	

3HA Registration Numbar|(b)(4);(b)(7)(E)

9330-0

(b)(4) 2AIS

(b)(6)Contact jJsrBnnVhVFb	
Itaail Addrase >b)(4):(b)(6) (Phon« Ho

NOTSr All Quantities «t« eo In Arpraaeed Id Qramo of Anbydroue Acid, Baa ft, or Alkaloid (not as 9 aire>

	 Cuotau Pi4.vic-.-iJy !iflmd 3v PSA
2015 Quota Aequo p tod2021 2014Juata History

1,200,000.01,100.000 0 0.01.000,000.0

Eacioate Cor Year

Requested

ltc Preceding Year S3tlratc lor

Current Year

2nd Preceding YearProduction Cata

Inventory as of Dec 11

a. Bulk Controlled Substance/Liar 1 Chemical...

b. lr\-Proc«38 Material.. 	

c. contained in FINISHED Dosage Forma.	

0.C 0.(la 167 C o.c

0.0 O.CO.C0-<
o.c 0.00.( 0.0

O.C O.C1,167.0 0.0

JispoBiciontSale) /Utilization

a .Domeotic, 	 	

b Exports	

1,200,000,01,200,000.0640,094, 0.0

O.C O.C0. 0.0

1.200, 000. 1,200, 000. 0640,094. 0.0

4cqu 1 a 1 1 lcrj / product ion

a . Domestic Sources . ,
1,200,000.01,200, 000.0731,569. 0.0

1,200, 000. c711, S6 9. 1,200, 000 .00.0

re iho Purpcoe is to Manufacture Ancther Substance (si , Furnish the Following Information:

% YieldAmp ant Used for tbla PurposeDrugof He* f}uh«taxve«Hi
2013 20152012

Est. Quantity [flat, collation TieeBatch PurposeProduct Devalopamnt Doaage Torn j Strength Unit* /Hatch tf of Batchaa

c Explanation of Transferrranafor Registrant

flats of Doatruoticn, |_ Explanation

total Quantity4 of PkgaOnits/Pkg PurposeStrengthPackaging Product Nana

Remarks

| As there is no specific

1200 kg
Oripavine mfg quota Id requested te convert orlpovine to a Buprenorphinc intermediate for|(b)(4)

drug cede the the intermediate quota is being requested for oripavine as we have been Instructed in the past,

reflects nodeat growth for the product over 2014.

L

i
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APPLICATION PPR INDIVIDUAL BUOMPACTURINU QUOTA 

equest Ill.1106S0 bate Submitted' 26-MAR-14 

fiblaiA__QIJUM_Qr—taist_l_Chemical (only 1 Der DEA-11391 
_-
AchedUlOILidt_HUMbar 
Prue Code 

.2
ams and Address of Recristrant 9330-0 

(b)(4) Quota Year 2015 

PEA Registration Number4b)(4)PX7XE) 

Wax. No bY6) Contact Personfhlffll I 
gmail Add sae VhVAIAIVRI I rione No 

5032, All QUI0titi00 are to be D€p  d in Grans et Anhydrous Acid. Rees, or Alkelold(not as Salta). 
Quotas Previously teemed by DEA 

,Quota History 2013 2014 2015 Quota Requested 

1,467,039.0 1,674,319.0 0,0 1,131,000.0 

Production Data lnd Preceding Year tae Preceding Year ;intimate for 
Current Year 

Satimate for Yeas 
ReWratad 

inventory as of Dec 31 

a.euik Controlled Subatanee/ I Chemical... 

b.In-Froseso Material 

c. Contained in FINISHED Dosage Forms 

253,4134.Cs e7 
0. 

0.0 0.0 

0.6, 1 d 6 (....^0
Liot 

. .t 0 0,0 0 0
.0 

0.0 0.0 0.0 D.0 

253,484.0 MI 0.6 

biepos£tion(SaleP/Utilization 

a.00neetle 

b exports 

154.943.0 0.0 1.131, poo.c, 1,131,000.0 

0.0 0.0 0.0 0.0 

154.943.0 0.& 1.131.000.0 1.131.000.0 

Acquisition/Production 

a.Domeetic Sources 
154,690.0 0.0 1,111,000.f\ 1,131,000.0 
154.690.01 0.0 1,111,000,6 . 1,111,000.0 

If the Purpose is to ManUfacttre Another substance(s), Furnish the Following Information; 

Nerve of Now Snbetsnco Drug 

• 

Amount Used for tbia Par ode 4 Yield 
2012 2013 2015 

•4TDROMORPRONE -71'..CA72-TY-11!1(! F' ) 9150-0 0 0 116,000 45.00 

'201%0APHONS (FOR SALE) 9652-0 35,053 17,217 166, 000 1...✓ 45.00 

r-1.-

Product oevelepftent Dosage Torm f se sorb snits/Hatch 4 of Dutch.. Patch Purpose Roc. Quantity Out. Completion TiM4 

Transfer Registrant Saplanation of Transfer 

Date of Dagen:taloa I ?1,3matio. 

Packaging Product Maas Strength Vnite/Pkg I 0 of Pkgs I PU99020 I Total Quantity 

Roaarko 

~luota le for supply of SOO Kg to tb)(4)(0(7)(E) Egall also use oripavine for internal conversion to 
for sales breakdown. 

• 

, 

ymorphono and Ryoromorphone. ee supporting documentation sunmite via email 

• 

• 

Page 751 

APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

Request IP.lil86So bate Submit tedT 25-MAR-14

NasMujf_Ba9l.s_ClAte_5i_Iils.t_l_
QBJtemajs	
Haas and Addraaa of Registrant

Chemical (only 1 oar DBA- 1691
3.chedule/Llas_Nunihar_

Ptus Code	
1

9330-0
(b)(4) 2015Buota Yaar

DBA Registration Numb e rJb)(4):(b)(7)(E)

(b)(6)Contact Person (hKBI Fax. Ho
IBgtftll Add COS B fhVAWhVfil fhona No

KOTBi All Quantltioo It) to ba Exprapaad In Qriup of Anhydgqui Acl<l. B»»», or Alkaloid (not ti gjltlj
	 		 ^ Cuotoo Previously taaucd by PEA

Quota Raguasted2013 2014 2015juota History

1,467, 039. 0 1. 674, 116 ,0 0.0 1. 131, 000.0

lot Preceding Year Estimate for

Current Year

SBtiiMte lor Yeaz

Rtqyeat«d

2nd Preceding YearProduction Data

QJz-
inventory as of Dec 31

a. Bulk Controlled Substancc/Li ot 1 Chemical..,

b . In-Pro=C9Q Material 	

c. Contained in FINISHED Dosage Forms.. 	

253,4B4.0j n c.o O.C 0 . C

•jjh o.c o.oo,c

OA 0.0 0.0 D. 0

O.C O.C2S3.4B4 .0 0.0

JlspoaitionlSalel /Utilization

a.comeatle	 : 	

b Export a	

1.131,000.0154, 943. ( 0.0 1.131, 300.0

O.O o.d o.oo.c

1,131, 000.01S4. 943.C 0.0 1, 131, 000. q

ftcquia i t i©n/Productian

a. Domestic Sources..
lf 131,000.0 1,131, 000.0154, 690 0.0

1,131, 000-00,0 1*131- j 000.01 •164 , 690 .

If the Purpose ie ta Manufacture Another Substance fa] , Furnish the Pollewing Information

\ YloLd^neurit Uaed for thi> RurpoacKo»« o t Now Subotfcfieo Drug

201520132012

-2.cA.t\a (w. P) 116, 000 K

166, 000 1 ,

45. 00

45.00

0 09150-0

9652 -B

HYDRONOR PHONE

JXYJ4CRPK0NE {FOR SALE) 35,051 17,237

Hat. Quantity [Bit. Completion Ti««anita/Bateh 4. of Bitobee Botch PurpoD«String ehProduct DBV0lo{matie Dosage Fom

Explanation of Transferrze.UA far Registrant

Date of Destruction | Raplepatlog_

| Total Quantity[ vai ti/n# | » of pxa» | FurpotaPackaging Product Koao Strength

Remark*

auoca ie £or supply o£ 500 Kg toj(b)(4);(b)(7)(E)
Oxymorphone and Hydromorphone . s

1(b)(4) hill also use Oripavine for internal conversion to
ee supporting oocumentation suomitceci via email for sales breakdown.
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

a- est ID.119506 •ate Submitted 29-APR-14 

ei . 

•V • 

(b)(4)(b)(7XE) uota Year 2.15

•RA Registration Numb e (b)(4);(b)(7)(E) 

r...37-4-T4WrIrrrVi 7, 11.7 111 (b)(6) 
.:=CliEltPLITTil b)(4);(b)(6) 

&OM All Quantlries are to be 1:sprawled in Grams of Anh deous Acid Base •r lkal•i• not as Salts . 

• ate History 2013 2015 Quota Requested 

10,400,000.0 10,712,299.0 0.0 19,000,000,0 

'reduction Data 2nd Preceding Year Inc Proceding Year Batioate for 
Current Year 

Eetirete for Year 
Reencered 

.nvencory as of Dec 31 

a.bulk controlled Substance/List I Chemical 

b.In-Process Material 

C. Contained in FIRIS(ED Doaage Forms 

69, 282 •• 1111=E1E1111111 20313aK 
0.

 
• M IIIIKIENIMINIMIMIONII =IX 

11111. 1E=M 11 1EIMMEI E 

= 1:33/ECHE 318 . 129 . 0 

316.179.0 

EMINMEN:ifIX1 

IMEIMEIEME MILIE DOWESEIMI LPEEUREE 
0. . O.. O. . 

13EM EIMMIEMDIEWISECIEIIMIIKEKEENECE 

O.. 

.ispositionfsaleUptilization 
s.Domeatic 
b Exports 

cquisiclon/Production 
a.Donestic Sources 1 .11MILIEMII IIIMX 1 19,000,000.0 19.000,000.• 

=1.11M 1 E NIIMINWIE 19,000 000.0 19.000 000.0 

f the Purpose in to Manufacture Another SubstanC4(a), Furnish the Following Information: 

'Rama of Rem Substance Drug  rp Yield 

1M=ECEEMI 2013 2015 

•XYMOSPRONE (FOR COWERS/0RJ 9652-A 3,610.345 7,954.778 18,777,778 77.90 

( (0
1 
a0b

)
693 

) 

Product Development Dosage Porn Strength Obits/Hatch S of Batches Batch Purpose set. Quantity 

meter Registrant trplanatioo of transfer 

' . 

Date of Deorruction 'Demotion 

• 

ackeging Product Ramo Strength Delte/Pkg 0 of Pkgs Purpoee Total Quantity 

rka 

• 
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APPLICATION FOE INDIVIDUAL MANUFACTURING QUOTA

L
bate Submit tad 29-APS-14Baqugat ID, [119506

uaAJ.es )

. Schedule/List Number XDRIPAVINE	
tame and Addraaa of Bflgjgtgaat. 9330-0orua coda

20ISjvjota Yaar(b)(4);(b)(7)(E)
ISA Registration Number (b)(4):(b)(7)(E)

rax, np
[Phono Wo

(b)(6)lontact Parson hlffil

Email Address. ;b)(4);(b)(6)

KOISl All Ou.ntitJ." «r« to bo Eacoreoood In Qtaito of Anhydcou. Acid Baaa. c» Alkaloid (not « 8alf? ,
gvsotafl Prftviwmty issued by PER

Quqta aequoJ ted2 014 20152013biotn History

19,000, 000 . 010,732,298.0 0.010,400,000.0

2ati<ieat« Jo*

Current Year

fist Irate lor Year

Requested

inc Preceding Year2nd preceding Y«*rProduction Data

Inventory as of Dec 31

a, Bulk controlled Subacance/Li.et 1 Chemical...

b. In -Process Material 	

e. contained in FINISHED Dooage Forma	 	

316. 179 ,0,0.0 316, 179.069, ZB? .<
0.0O.C0 . 0O.C
0,0o.co.c C .0

316, 179.00.0 316, 179.069 , 2B2 . ( i

Diepoeition (Sale) /Utilization

* , Domestic .

b Exports. 		

10,277, 775.015,777,776.00 .0o.c
o.co.co.c 0.0

16,777, 776.Q19,777,776.0O.C 0.0

"Vcquielt ion/ Production

a. Domestic Sources..
19,000. 000. C] 19,000. POQ.Oo.oo.c

19.000,000.01 19.000, 000.00.00 . c 1

If thfl Purpo3«t ifl to Manufacture Ancthor Substance <fl I , Furniflh the Pol lowing Information s

Kama of He* fluhfltanea y YieldJuaotinc Da«d for this purposeDrug

2013 20152012
16,777,778 77. DO7,854.7783,530,3459652 -A3XYH0RFH0HE {FOR CONVERSION

( (^QoCjsSb\
\

Est. Quantity [Bet, completion TixoI of Batches Batch PurposeTin Its /BatchStrengthProduct Development Dotage Poro

c Sxplana tlao of transfertransfer Registrant

Dato of Destruction I Explanation

| Total quantity3t»»n9tb | Onlta/ylta | < of Ffc3» PurposePackaging Product Kane

Renarkn

L
7

Page 752Vol. 1Vol. I



APPLICATION POR INDIVIDUAL MANUFACTURING QUOTA 

bequest ID.1119630 bate Submitted 01-MAY-14 
Name of Basic Class or List 1 Chemica foniv 1 ee i)RA-1991 

MI MI= pchaduie/Liet Humber 
klama and neldreaa of Rortiarrant T2IMI 004.0 

(b)(4) Quota Year 
-----,9330-0 

2015 

DEA RegiattatiOn NUMbmc (b)(4),(WaYE) 

Contact liersoraft) I Pax. No (b)(6) 
Email Address VIDW41(b)(6) I Phone No. 

VOTE, All Quantities are to be Erprosped in Orono of Anhydrous /cider Paso, or Alkeloid(not as Setts). 
Quota's Previously faeued by DEA 

Quota Hietory 1019 2014 2015 Quote Requested 

3,126,000.0 3,282,650,0 0.0 5,151,000.0 

radUCtiOa Data Std Preceding Year 
• 

lot Preceding Year tastiest* for 
current Year 

Srtinacy far Year 
R4qUcated 

inventory as of Doc 21 

a.Bulk Controlled Substance/List L Chemical 

11.In-Procees Material 

c. Contained in Funs= Dosage Perms 

0. 0.0 1,339,000.0 1,239,000.0
151.100. 0.0 0.0 0.0 

0. 0.0 0.0 0.0 
151,100. 0.0 1.339.000.0 1,339,003.0 

DiSpOSitiOn(Sale)/Dtilirat1On 

a.Pomestic 
4,676.705 0.0 2492,000.0\ 

0.0 

2,092,000,0 
0.0 0.075 0,C 

b Exports 4,676,78 0.Ci 2,092,000.e 2,892,000.0 

Acquia1Lien/Productien 
a.00mestic Sources 

2,001,510. 0.0 5,151.000A\ 5,251.000%a 

2,001,510, 0.0 5,151,000.0 5,151,000.01

If the Purpose is co Manufacture Another Substancele), Purnish the Following Information: • 
Name of Mew Substance Drug Amount Coed for chic Furnoaa t Yield 

2012 I 2013 1 2015 

WOROMORP0ONR 0150-0 1.140,210 1,965,400.34 2,060,000 11.20

43' C.::) r---•-•; A t) g

Product Dovelopment Dosage Pornfrttronvth Delta/Batch 'a of Detchea I Batch Purpose I Eat. Quantity Est. Completion Tine 

--1 
Transfer Regiatrantl Explanation oe Transfer 

... 

Date of Destruction-1 Explanation 

. ' 

Packaging Product Dana 
I

'Strength I Unita/Pkg 4 of Pkgo 1 Purpose 1 Total Quantity 

C 

Remarks . • - 

2.092,000 grams for conversion to hydrOmorphone, loss on production estimated at. 1,071,000 grams 1,000 grams for oripaVine 

referenceetandards/conversion to hydromorphono for reference standards 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

Request IP. 1X19630
'lame of, Baalc. Claaa. or. Mat. X. Chemical	fonlv 1 per DBA-1691
1RJLPMIHS	 	 				—_
naa end ftddraaa at Saalttant	

laate SubmlttedT 01-MAY-X4

Schadule/Llet Humbar

)ry<t CQgg	

iuoca Year	 i	

)SA Regietration Niiir±>arj(b)(4) (b)(7)(E)

Z.
9330-Q

20X5(b)(4)

3EES I (b)(6)aaContact_P,ers ax

Smai lAddroo e 'bono No

HOTZi All Quantities are to bo Srprqssed In Qrmi of Anhydrous Acid. Base, or Alkaloid (not £i 9elt»)
	 Quotas Previously Issued by DCA	

Quote R^yaogtodiuota History 1013 1014 3015

5. 151. 000.01,120. 000.0 3, 263,650,0 0.0

&Sti<n»t# for

Current Ya«r

SiCln-ktij far Yvar

Requested

2r.d Preceding Year lot Preceding YearProduct loa Data

Inventory as of Doc 31

a. Bulk Controlled Sub etarice/List L Chemical...

b.In-PrcceeB Material 			 					

c. Contained in FINISHED Dosage Forms	

1,339, 000.0 1,339,000.0o.c 0 .

0.0151. 100.0 o.a o.c

o.c o^oo.o o.c

1,339. QOO.O151, 100.0 0.0 1.339. oqp.c,

Disposl c ion < Sale) /Utilization

a. Domestic	

b Exports	 	

4,676.705 0.0 2,892. QOO.C 2,692,000.0
u

0,0 0.0 0.00.075

2,892,000.04,676.7* 0.0 2 ,892, 000,0
L

Icqu isition/ Produc t ion

a. Domestic Sources..
2,003,510.0 O.C 5,1S1, 000.0 5,151. QOO.O

S. IS! 000.0 S, 151, 000.00 ,003,510,0 O.C
±.

Furni3h the Following Information;If the purpose ia to Manufacture Another AubstanceHa) ,

Aaaunt Used for Chic Puiyctj k YieldHeme of New Substance Drug

r 2013 2015

2 , 06 0 , 300

2012

71. 20SISO-O 1. 140,220 1. 965.400.34WDnOMOnPHONE
'

'9 of Batches batch Purpose Get. Quantity Set. Completion TinaProduct Development Dosage Pora Strength Unite/Bitch

Explanation of TransferTransfer Registrant

Dote of Dent ruction I Explanation

Strength | Unlta/Fkg | t of Pkge | Total QuantityPurposePackaging Product Home

Keaarke

2,B92,OOC grams for conversion to bydromarphone, loss on production estimated at. 1,071,000 grams 1,000 grams for oripavine
reference acandardB/convftrslon to hydromcrphone for reference atandards

L
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L 
APPLICATION FOR INDIVIDUAL NAMFACTURING QUOTA 

Request ID4119606 bate Submitted 30-APR-14 

pole of Banjo 'Class or Lint 1 Chemical (only 1 mar DR -1891 

ORIMINE AramdulniLint Numbsr 2 

030 and addead of Naciatfacimm . Aug Code 9110-0_ 

(b)(4) Quota Year 2015 

DEA Registration Number(b)(4)PX7XE) 

Contact kor )(6) lax. flo (b)(6) 

Address h1(411hVAI >none No. ~mi1 
VDTS: All Duvet Lige ere to be' gag aaaaaa in Grans of ArdaVdrOda Acid, Baal,. or Alkaloldinot am sales). 

. Quota. Previously issued by DEA 
eta History 203.3 2014 2915 quota Requested 

700,000.3 612.500.0 0.0 1, ass, 000.o 

Production Data led Preceding Year lot Preceding Yves Estimate for 
CUrreet Year 

Ratinsee for Year 
Requested 

inventory as of Dec 31 

a.Bulk Controlled Substance/List 1 Chemical 

b.In-Process Material. 

c. Contained in FINISHED Dosage Perms 

124,264.0 0.0\ 1400,000.Cv 1,400,000.0
0.0 0.0 0.13 0.0
0 0 0.0 0.0 0.c 

324 260.0 0.0 1.400.000.0 1 400 000.0 

Dispositton(Sa1e1/Utilization 

a.Domeatic..  

b Exports 

-67.0 0.0 1,000,000.0 1,000,000.0 

7.0 4.0 O. 0.0

67.0 0.0t 1,000,000. 1.000.000.0 

Acquisition/Production 

a.Domestic Sources 
327,581.4 0.q 1,000.900.C\ 1,000,000.0 

127,501. 0.0 1,000,000.0 1,000,000.0 

If the Purpose 19 CO Manufacture Another Subetance(si. Furnish the Following Information: 

Hama of Dew Subatence Drug. Amount mad for thin maroons 'a Via/d 
2012 I___ 2013 201S 

Ouprenorphise base 0000.0 0 0 500,000 50.00 

Ougrenorphine HC1 0000-0 0 0 500,000 50.00 

Produrt.Development Dosage Form Strength Volts/Batch il et Batches I match Purpose Hot. Quantity Set. Cepaletion Tine 

Transfer Regiatrant Explanation of Transfer 

Data of Destruction Explanation

r 

lectaging Product Bane Strength Unita/Pkg 9 of Pkga Purpose Total Quantity 

smacks

.ultistep conversion of Intermediate purchased from a CFO against procurement quota to Buprenorphine baae and euprenorphine 

C/ against manufacturing quota. 
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APPLICATION FOR INDIVIDUAL MANUFACTURING! QUOTA

L
fcaato Submit tad"TRequest ID. [119606

Jams of Basic Clacii_ar_Lla.t 1 Chemical
QRIPAVINE	
Name and Addteas of Realatrant

(b)(4)

30 -APR- 14

(only 1 urn nRft-iast

lehadul a /Li fl C KUIflilflr 2

leug Code

fuota Fear	 	

IRA Registration Number (b)(4);(b)(7)(E)

,3330.r0
201S

(b)(6)Tantaet P.araoaKbKbT lax. .Ho._
'hone Wognmil, Add?«ag_|FhW4WhWfi^

KOTSj All Qusotitioo «r« to ba faprwgd la Orma of Jmhyerotu Acid, Baa», or Alkaloid fgfltjtf, ft" It*)
	 — ~ Previously Issued bvjPEft

Quota S«4uaat«d2014 201SQuota History 2013

1, 000,000.0612. 500.0 0.0700,000.0

2nd Preceding fear 1#S Preceding YQ^r Estimate for

Current Year

Eatlnate for Year

Se<tu«0E«d
Product lot Data

Inventory ae of Dec 31

a. Bulk Controlled Substance/List 1 Chemical...

b. In- ProceBB Material	 	

c. contained In fikiSked Dosage Fcrms. ....... .

i~roQTdooTc124,264 .0 0.0

0.Q0.0 o.do.c

o.co.o 0 .ao.c

1,400. ooo. c 1,400,000.0124, 26 4. C 0.0

lispogitlon (Sale J /Utilization

a. Domestic	

b Exports	 		

1,000, 000.0 1,000, 000.00.0-67. c

0 . 0 o.c0.00.0

1,000,000.01,000. 000. c67.0 0.0

tequi sit ion/ Production

a. Domestic Sources..
1, ODD, 000. C 1,000,000.0327, 581.0 0.0

1,000, 000.00.0 1,000, 000. 0327, SB 1.0

If the Purpose Is to Manufacture Another Subetance (a) , Furnish the Following Information;

Amount Uacj for fchia Purpose % YieldHeaa of Wow Subntesce Drug

20152012 2 013

SO. 00

SO.OO

50 0 , 000

500,000

000O-C
0000-0

0 0iuprenorphlne baae

lupreno rphine HC1 0 0

Product D*v a lepmant boaaga Form Hat. Quantity [Eat. Completion TitotJnita/Batch If of Batchea Batch PurpoeeStrength

rrenefer Pagiatrant I Sup lanetIon of rrantfer

jftlaatciotDate of paatrustlon |

f

TfpltT/Pkj I # of Pkgo | Total QuantityPutpoa*Strong thPoCkagihfl Product Nona

' Seaarka

*altietep conversion of intermediate purchased from a CMO against procurement quota to Buprenorphine base and Buprenorphine
HC1 against manufacturing quota.

L
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' APPLICATION FOR INDIVIDUAL 21ANQFACTURINO QUOTA 
Request 10.418690 )bate Submitted€ 27-MAR-14 

tassaeallatarcanatLarLiatlChemicel. (only 1 Der 011A-LA9) 

ORIPAVINE Schedule/List Number 2 

Hama and AddreSe of Registrant aMOS—Cgde 9330-0 

(b)(4) quota Year 2015 

RA Registration Number(b)(4)0X7XE) 

ex. No (b)(6) Qontact Pereon(b)(61 
gmail Address b)(4).(b)(6) hone No, 

NOTST ell Quantities are to ba expreeeed in drama of Anhydrous Acid, Bass, or Alkaloidtnot ao SaltO 
uota(' Previouoly Issued by D2A 

Quota Bistory 2013 2014 , 2015 Quota Requested 

0.0 430,000.0 0.0 1,000,000.0 

Production Data sad Preceding lair Oct Preceding Year Estimate for 
Currant Year 

RACIV2E0 far rear 
Requested 

Inventory as of Dec 31 

a.Bulk Controlled Substance/List I Chemical 

b.In-Proeeea Material 

c. Contained in FINISHED Dosage Forms 

0.e 0.0 23,000.0 23,000.0

O. 0.0 0.0 0.0 

O. 0,0 O. 0.0 

0. . 0.0 23,000.0 23,000.0 

Disposicion(8a10/0tilization 

a.Domestic 

b Exports 

0. 0.0 1,403,000,0 1,401,000,0 

0.0 0.0 0,0 0.0 

0.0 0,0 1,403,000,0 1,403,000.0 

Acquisition/Production 

a,Donestic sources 
1,000,000.0 
1,000,000.0 

0.0, .0i 1.70,000.0 
1,0000000.00.0 ,101 

tO the Purpose to to Vsoofacture Anther Substance(sI, Furnish the Following Informacioot 

• Naas of Nor Substance Drug Amount Used for this Purpose t Yield 

2012 I 2013 2025 

Product Development Dosage Form Strength Omits/Patch 0 of Batches Batch Purpose Yat. Ouaotity !Bet. CalaplaLltalt TIM& 

Transfer Registrant amplanation of Transfer 

• 

Date of Destructive! Ixplanatier, 

Packaging Product Name Strength gaits/Pkg 0 Of Pkgm purpose Total Quantity 

.1-') 
1

(A.

Remo a 

303,000g is planned for use in mydromorphone and 1,3 0,00Dg is planned for use in OXyMOrphone. 

• 

t 
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s

APPLICATIOH FOR IKBIVIDUAL MANUFACTURING QUOTA

Re<juaat IB.1118690 	
ton nf Bxnlc CIahh or List 1 Chemical (OIllV 1 Oflr DBA-1A9)
DRIPAV1ME	 		
tlamc or.d Address ot Registrant

(b)(4)

pat* Submitted | 27 -MAR-14

Schedulfi/Llat number

jpruq Code	
luoca Year	

2.
UlSrJL

201S

iea Registration number (b)(4);(b)(7)(E)

(b)(6)'ax. NoSant.ac.t- P.orflon fhifRi
Small address b)(4):(b)(6) 'hcnc Mo

KOTSx HI Qu.ntiti.0 ... CO ba Bror.B.od In qrnaa ot Anbydrom Acid, Bn. *>, or Alkaloid (nor. me 9alt«>.
	 ' Quotas Prevlouoly Iasugd_by PEA	 	

Quota. Requested20152013 25143uot» Bittory i

1,000,004.00.00.0 410,000.0

1st Preceding X«ur EaCinaCB if*

Current fear

R4ciir4(a tar Vear

Reqjeated

2nd Preceding X«*rProduction Data

inventory as of Dec 31

a. Bulk Controlled Subatance/Ltat 1 Chemical...

b.ln-Proeeas Material	

C, Contained in FINISHED Dosage Forms	 	

33.000023, 500. C0.0O.C

0.00.0 o.co.c
0,0O.Co.c

23 OOO.Q23 , 000 . CO.C

Disposition (Sal a) /Utilization

a .Domestic	 	 	

b Exports. 	 	

1,403, 000.01,403, 000. C0.0O.C
0.00.0 O.CO.C

Ojf 1,403,000,0 1,403,000.00.0

"<cqui ait ion/ Production

a. Domestic Sources..
1,000,000.00 1,000, 000. co.c

1,000, Q00 . c 1.000,000.00o.c

tt the Purpose la to KaiuiHacCura Another Substance (s| , Furnish the Following Informaciotn

llama ot Now Subatftnce % TialdAmount Pacd Cor thia .Purpose	

J	 20X5
Drug

20132012

c«t. Quantity [set. Completion TinaUotte/Bfttch | Batob PurpoaeIf of Batch**StrengthProduct Development Doicgi Form

c Explanation of Trail* fartttflfltor Raglfltraat^

ExplanationOftto of Peptructlva

Total Quantity| Pnlte/Pkg furpoao« of PkgaStrangthPackaging Product Nam*

TT

4N
\ Ovv

\. ! V,N*

Rema^Ko 	 	 	 	

I0 3,000g is planned tor use in Hydromorphone and l, Jbd, OOOg is planned fox use in Oxymorphone .

C
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Eusic Marv: etA3

Total PQ R Nuevo's.: 

Corn poly OP-A Nun 

2018 lerful APQ Worksllects 

5 000 F OA est: 

INS Est 

2010 Requested MO 2014 Petssed MS 2013 Sales 70%3 DEA 1.06.41es % a 7313 Sates Seam el 7016 Total PO 2013 'memory 2014 Projected Exports 2071 Projected Bak. 2011 Proioctext Expern 2011 Projected h•mtory Adj Avail Cale MO 
3000 0 000 0.000 5.624.322 000 0.000 0,000 0.000 0 000 4 003 01:00 1.000 0000 4.000 

1.4013,000000 6.157.639000 5.Q4.3.22 COO 5$94.322000 1.000 • 5400 172.679.030 0 000 1402.509000 0900 1.101220000 5347.556900 1.6013,000.000 

1,600.005000 6,157,639000 1,660,0.04.003 

(b)(4) (b)(7)(E) 

MO TotOs6 

2014 6,341 lelthl APQ: 7,400,000.000 

2011 Find R4o1641 APSt 0.000 

FDA Est• (20 14 brillal AP 10 • 1 • FDA Ea*: 7.400.010.000 

OAS Esc MOM fr 10I APO• Se 1/4 S Eldi ZA00001.000 

26119 Psoposed lottu7 APO: 6.660000 °CO 

veal 25% nude n 6290.000000 

Cow considerations: 

bolted o1 higorial APO. toque sled MO, ittanide MO In deerrnine avy 

APO Requasted MO &anted MO 

2010 5,699,003.390 5,000,003000 5,600,000.000 

2011 5,200,000000 5.120.000 000 5,120,000.000 

2012 7,600,000.000 e.aoa.coo 000 7,542,000.000 

2013 8,200,000.030 0.053,000 000 5,840,045.900 

2914 7,400,000.033 7.4130.000 cxr 6.157.639.900 

5,800,000.000 7.184,000 .000 6,051,938.830 

6,678,645.600 

OXYCODONE (FOR CONVERSION) 
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2016 Initial APQ Worti*hc«t»e*««e cu*.: »iU4

TflUI PC Reqt»*r*d: FQACsl:

tW3 tit

5 000

2«1fl Requested WQ 2014 fc*r«*d UQ 20«is»im 7011 Oea ufj £*ke* H n 22U ssUm SMl d TDlfi Total PQ 2013 Inventory 2014 ProfMttd ExikhIs 2014 Projected &ak* 201 1 Projected Export* 2014 P/t^ecWd hrfnlf>ry

o.eoo

6.15r.KS.OOO 5.63*.3?2. fXO

Adj Avail Celc

O.QCO

5^47.Ma.WO

UQDgA Nun

(b)(4);(b)(7)(E) fl.OM 6.000

0.000

4.DC0

1.403,509 DOC

DOM

DOM

1.000

Vlfl1.J20.000

4.000

1.6CO.DOC.OOO

SJ1M

I AOO.OOOJJOO

0 000 5.624.337.000

5i24.322.OCO

0.000

1000

0.000

ocoo ST2.6/S.OOO

1iC0.OO4.OOOl,BOa.D05»OO 6,157.633 «0hiarouH:

2014F«vlViliM APO

20U Ftoxl R+Ai*4 *Wt

f0AE«t(7aU^«l*lAPa*1 FDA En}:

(M3 E*t <2014 WtUIAPQ* 1 4 IMS £z«:

7 400,000000

OOOQ

7.400.000000

7.400.DO3D00

2011 prapmed WUaJAPOr

wifli ZSVit-ftfer:

fi.WO.OOOOCO

6i5a.OCO.OOO

0UM4 considerations.

tooknd 01 historical APO. requested MO. Qfonteff VQ lo determine avfl

APOI Requested MO

S,6CG,000.000 S.600,003.00®

5,200,000.000 5.120.000 000

7,600,000000 e.000.000.000

6.200.000.000 9.003.000 000

7,400.000.003 7.400.000 000

©ranted MQ

S.6OO.COO.OC0

5.120.000.0M

7.542 .000.000

S.S40.045.000

6.157.639.000

2010

2011

2012

2013

2014

6.600,000.000 2.184,000000 6.051.936.600

6.676,645.600

OXYCODONE (FOR CONVERSION)
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#mal) 
BASIC CLASS: 2014 Initial Quota Worksheets 

rm) 
Oxycodone (conversion) 9143-A 

Company: 
Request: 
Current Year MQ: 

(b)(4) 

2000.0 (will change after APQ pub) 
6157.6 

Year end inventory 

Calculations 
oxymorphone (sale) 

total needed 

942.9 

amt needed substance MQ yield 
2462.296 1403.509 0.570 

2462.296 

INITIAL MQs 
est need 3674.401 
MQ: 
Total Initial MQs: 3700.000 0.005 

Total MQs: .3700.005 + others 3700.005 

FURTHER CALCULATIONS 

Proposed Initial APQ 6580 used historical avg 
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2014 Initial Quota Worksheets Oxycodone (conversion)BASIC CLASS: 9143-A

b)(4)
Company:

Request: •

Current YearMQ:

Year end inventory

2000.0 (will change after APQ pub)

6157.6

942.9

Calculations

oxymorphone (sale)

amt needed substance MQ yield

1403.509 0.5702462.296

total needed 2462.296

INITIAL MQs

est need 3674.401

MQ:

Total Initial MQs: 3700.000 0.005

Total MQs: .3700.005 + others 3700.005=5

FURTHER CALCULATIONS

Proposed Initial APQ 6680 used historical avg
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1,

L 
APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

egnent ID119514 sate Submitted' 29-APR-14 

ame of Banin_Clano yr List 1 Chemical (only 1 mar DEA-1891
OXYCOLONE_LE:28COkiffiE= chodule/List Number 0 
an* and Addrafin of Reaietraat rµa Code 9143-A 

TID)(4) ota Year 2015 

RA Registration N'ember(b)(4),(b)(7)(E) 

ax. No DX6) Contact Perim (11VRI 
Email Address b)(4) (b)(6) Ile No. 

POT': All QUabeieise ate Co be Repressed in drams of Ardaydrova Acid. Rano. or Alkaloidleat ma Sale 
Quotas Prevlo_aly !steed by PEA 

Quote alstory 2013 2014 2015 Quote Requested 

9,040,045.0 6,157,639.0 0.0 1,600,000.0 

Troduction Data Sod Preceding Year let Preceding Year Estimate for 

Current Year 
Retimace for Year 

requested 

Inventory as of Dee 31 

a.aulh Controlled substance/Li/at 1 Chemical.. 

b.in-Proceee naterial 
C. Contained in FINISHED Dosage Forms 

856,366. 0.• 1.101,720.• 1,201,720. • 
• 116.511. .• O.• 0. • 

972 079 0.• 1,101,720.• 1,101 720.• 

isposition(sale)/Vtilization r
A.Docescie 

b Exports 

0.0 0., 1,403,509.0 1,403,509 

0.0 O.• 0.• 0 

O. -• 1.403.509.0 1.403.509.'

cccitation/Production 
a.Domentic SourCee 0.' 0.' 1,600,000 1,600,000 

0., 0.. 1,600 000 1.600 000.0 

21 the Purpose is to Manufacture Another sunstancels), Furnish the Polloving Information: 

Want Of Neu Bubotaneo ' Drug Paaen.utt geed for Chia Purprao S Yield II
2012 ) 2013 2015 

1

OXYNORPNONB WOE SALE) 9652.-21 5,836,613 5.937.600 1,403,509 57.00 

• 

Product DaveLopaeat Dosage Fora i strength gnite/Bateh 4 of gateau.. Match Purpose Est. Quantity rat. ccaplotlon Sloe 

rooster Registrant Explanation of Transfer 

Pate of Peetructlon lanatioo 

• 

Peckaglng Product Name Strength 1 goita/Pkg I of Pkge J Purpose  Total Quantity 

keearke 

. . 
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V

APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

c
bate Submitted I 29-APR-14iequ'eat IP.I119S14 	 ;	

lama gf a3n<rr Claan or Lint 1 chemical -(.only 1 nar DEA-1691
aaCOLPHE-'FQR COHVERS ION) 		 „	 „	

and a^ibbb

Schodylv/biaP Nygfeei- Si_

>r.ugL_Csd9_
?uota Year	 	

?8A RaglBtrotioa Numbax (b)(4);(b)(7)(E)

'A

20 15
(b)(4)

(b)(6)ax. No
ihono Ho

contact parson fhwftt	
Snail Addraaa b)(4):(b)(6)

HOT*. *11 Quaacitl.* *re to ba n.orti...d in Oram ot Xr^A'm,m *f*<l4T anno, or MkAloidtoot aa flatfca]
	 Quota a Previously Issued bv PEA

Quota Hoqueotod2014 201520133uot» History
1 / 600, 000 -0o.o6.157,639.05,840. 045.0

let Preceding Year Estimate for Year

xequcsEed

KstihAta for

Current Year

2nd Preceding Year'reduction Data

Inventory as of D«c 31

a. Hulk Controlled Substance/List 1 Chemical...
b.in-Procesa Material	 		 	

C. Contained in FINISHED Dosage Forms	

1,191, 720.0 1. 101,720.0O.C656,366.0
C.CO.C0.0116.513.0

O.C O.CO.C 0.D

1, 101,720.01, 101,730. C972,675.0 O.C

Qi Bposition isale ) /gtili zat Ion

a .Doneatlc . 		 .

b Exports	 	— . . .

0J 1,403,509. 01,403 , 509 .00.0
O.Co.o o.oo.o

1,403,509.01. 403.5 09 . 0O.C0.C

\c tyu i s i t ion/Product 1 on

a .Domestic Sources.*
1,600,000.0 1,600. 000 .C0.00.C

1,500,000.01,600,000.0O.C O.C

It the Purpose is to Manufacture Another substancela) , Furnish the Following Information*

taovnt OBod for tbia Pucpoao % YieldDrugKane Of New Quhotaneo

I 20152 012 2013

5.933,600 1,403,509 57,009Gf»2-B 5,036,613OXYKOHPHOH8 (FOR SALE)

t of Batches Batch Purpose Sst. Cuuclty jgQt . completion TinaUnits/BatchStrengthProduct DaVolopsJont Dosage pons

c rraaefer Begistrut | Explanation of Truster

Pate of Pa struct ion f faplanatlQP

Strength | UOAce/Pkg | i of Phge | Total Quantl t/~PvurposePackaging Product t<aao

lexnarks
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Ostia CU.*: 914343 
7001150 Requrattst 20,211,764 100 

2313 1344.1 APO 36/041460eAta 

FDA Est 
1145 0.4: 

CA4Dparry DEA Num 20/114946r0511,10 2012 94.44•40 SAO 70123244 2013 DEA140 Dates 164,92213 Saks Shored 2011 Too l PQ 2011bryrrtary 2014 Psoiot 00 Esp.:As 2014 ProisYss04 0. 4.4" 201"ft :1.. 0 C.F.'114 1.14AvAJCAlc 120 V"" 4.0..."' 

(b)(4) (b)(7)(E) 10.060 5.000 7.520 7400E235 3641 0.000 ' 1.136 2, 00 0 000 5000 0000 1000 5.250 0.1147 

60.000 60.099 9.624 76,004,231364 0.090 6377 1101106 0020 31.033 0.000 810.606 83.1.103 1559360 

6,421,000 000 1,005,030000 49,1162.000 76,591,255164 0.001 41,152001 22,106000 0000 6423.000000 0.200 28,000.000 1 ,010,003.966 5.441.142000 

2700,000 000 1.266006000 297,105000 14,391255504 0.004 261,233.06 769019030 0700 2,700,000m 0,001 796.721000 1 6158163 50 1393,431044 

13,030,000030 24.000.009.W 14,619.041 800 78.531315.684 6.169 11.207156.550 14,101.612070 DA00 15,8106020m 0.000 6,907,225.000 29,726,196,901 11699,121.653 

69,202,000030 64,131,406.000 433 06010 CCO 79,934256514 0.561 40,136614.441 71,551,160.000 0000 64,401,000 OA 3000 1084000.000 65,463,717.300 46670,047.533 

2,000030 1,000.003 66.6.357.290 16,191255344 0.011 074,005.701 02,406= 3,300 2.003030 9.000 0.000 70,04103 976.359.175 

11.110,606.6,50 24.000.962000 16451966.006 76.091.255.514 6112 145615.21.054 11,102,045.200 4600,061.000 10,50 7 .01.4 .000 0200 91517.0:0.074) 25.394.511.700 5019.605142 

1,900,000.000 764,629.014 100,495000 79.091255.564 6.002 176.176,378 537,901000 0,070 1,250.000020 0.000 402.702010 991565.000 544.542.772 

YO Tot4O- 107,205,010.000 515.017.670.000 V.054,159.461 

1014 940.34 6,63•4 APO: 119,300000000 
2014 4.1,0114Tvast APO. 0.003 
RIA Got (2614 In6391APO ' I • 90A E417: 119.900100000 
045 fist (1014 510IAPO • 1. INS EC): 116464200000 

7016 ProperrA41 11064.1 APO: 110,000000,006 
4,95 21% bah, 112,500.005.0X 

OXYCODONE (F004 SALE) 
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Bests CIA.: 2222.A 2013 Iota( APO W.Kbewets 
Total PO Reque0ed: 6,M6,000.000 304 Est 

istS E.

Core 0.2A Nowt 2012 Requested MO 2014 Re'--" M0 rali Shea 2213 OF.A KO SWee t of 2312 9001 Sheer M2018 Tore1 PO 2013 1.,,crimy 2014 Preissted E.,. 2114 Picriss.2.el Se*, 2016 Amoco-15 trp4rts 201. PrOierted hwniewory Aerj Ar.i.IC.0 MO 

(b)(4) (b)(7)(E) I WO 0.000 017.171 7.7g1,7.54.65-5 0,003 0000 0000 0000 &COO 0 030 1DDO 0,030 4 500 

10900000000 11.200.000.002 6,300,5311022 7,723,720,020 0339 0033335.417 1,975,752.003 0000 10.&12,503.000 0000 1737633000 9.639.621 500 1108290347 

4 51.000 .00 2,607500.000 1,423,211 020 1,793,786.000 0.102 1,192,643.223 n9.680 000 0000 313000000 0000 234202030 2,122,191,7SO 3267,004 321 

1000.000 0000 0.000 7,723,774.000 0.000 0.000 0.000 0.0:0 1,000020 0.000 0.000 0203 1.000.000 

MO T eloiai 17.)22,026 OCC 15207509.000 16.62.10.626 669 

2014 Find irstOal 20000000000 

2014 Few. Rwisrel APO: 0,000 

WA Est (2014 letlel APO.  I • FOA Et0: 20,000,000000 

ius Est (T014 leirial APO • 1 Ims Esti: 20,030,000000 

201E Proposed h.M.IAPO: 

wire 36.4 Wren 

17.500000 000 

21205,000 000 

OXYMORPHONE (FOR CONVERSION) 

Page 760 

*>1$ Initial APQM(t4

Tool PQ RrquHled: FDA £*t

IUS Est:

6^».004 00fl

MIUj. MIFHsqucitedHO MlHwkrtUQ J3li S»M* M13 OEA I4Q Satrti to(SnSiki Shirt of Ml 8 Total PC 2011 hwrrrtcrr 2014 Pr»i»ctKl E*pcjta Ml* Praj^Vrl S»Vm Ml E Projected ferport> 2Q|l PrtfrsOpd k.»«Mf*y A4J Av*UC**

7.M1.7dfl^05

7,793,748.000

?,733,7M 000

?.7fiJ,?M.OOO

HQ
fiKpniny

(b)(4);(b)(7)(E) 4000

11,066.790347

a,aw.®* 421

1,000.000

4X00

16.132,103.000

5\ 3,000 000

1 ,000.000

CW3

0000

oooo

0 000

1XO0

1,737.631 000

fi24.DOO.OOD

OD00

G.00Q

6.639.671 300

7,167,461.730

0000

9.W0

1J7J.762.0W

K9.MOOOO

0000

0.000

ooco

0.0M

OOOO

OOCC

0.656

0.192

0.000

0.000

3,033.123.477

1.162.643.621

oooo

5 00C

16.9CO.OOO 000

4 11.000000

l.OWOOG

0.000

H.MO.OW.flOO e.300,508«*

2,607JOO.OOO 1,463 ,211.000

oooo

o.occ

oooo

16.626,626 M947.352,006.000 13.B07.S09.000HQ TeAiU:

M14 FtwJfctUHIlPQ:

»14 r«*-l H*vU*J APQ:

FQA Est: pai4 knklsi «Q' 1 • FCA EM]:

IMS Est: (J0l4 hutialAPQ1 1 » IMS Est):

2o.ooo.ooo.ooo

0.000

70.COO, DOC.000

20.tttl.OM.000

Mia PropMftd Initial APG:

«Mi 7i% hL*l*r.

17.500.000 000

31,875.000 000 .

OXVMOflPHONE (fOR CONVERSION}
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BASIC CLASS: 2015 Initial Quota Worksheets Oxymorphone (conversion) 9652-A 

Company: b)(4) 

Request: 16900.0 451.0 1.0 

Current Year MQ: 11300.0 2607.5 40 
2013 Year end inventory 1579.0 269.7 0.0 

Calculations amt needed substance MQ yield amt needed substance MQ yield amt needed substance MQ 

noroxymorphone (cony) 16825.397 10600.000' 0.630 451.000 (fo b)(4) nal-drugs) 1.000 ref stds 

noroxymorphone (s a te) 10.646 6.707 0.630 

total needed 16836.043 451.000 1.000 

INITIAL MQs 
est need 22291.054 945.947 1.250 

MQ: 
Total Initial MQs: 16900.000 451.000 1.000 

Total MQs: 17352.000 + others 17352.000 

FURTHER CALCULATIONS 

Established Initial APQ 17500 

oxymorphone (conversion) 

yield 

Page 761 

1
Oxymorphone (conversion) 9652-A201S initial Quota WorksheetsBASIC CLASS:

(b)(4)Company:

Request:

Current Year MQ:

2013 Year end inventory

1.016900.0

11300.0

1S79.0

451.0

2607.S

269.7

0.0

0.0

amt needed substance MQ yield
1.000 refstds

amt needed substance MQ yield

451.000 (for (b)(4) nal-drugs)
Calculations

noroxymorphone (conv)

noroxymorphone (sale)

amt needed

16825.397

10.646

substance MQ yield

10600.000- 0.630

6.707 0.630

1.00016836.043 451.000total needed

INITIAL MQs

est need 1.25022291.054 945.947

MQ:

1.000451.00016900.000Total Initial MQs:

17352.00017352.000 + othersTotal MQs:

FURTHER CALCULATIONS

Established Initial APQ 17500

oxymorphone (conversion)

Page 761Vol. I



L 
APPLICATION FOR INDIVZDDAL MANUFACTURING QUOTA 

Request r(3. 19.507 (pate Submitted, 29-APR-14 

Name of Finnic Claim or Liet 1 chemical (onlylnarjatk,ULU 
OXYMOR2HONE_CEORSONYERELOW 
mAtle and Address 

Schedule/List Number 0 

of Registrant Elnlq_Cade 902-A 

(b)(4) quota Year . 2015 

DEA Registration Rumber(b)(4),(b)(7)(E)

Contact pereon (b)(6) I ?sm. _ (b)(6) 
*Ail A0dreas (b)(4)(b)(6) Phone No 

NOTEle All Quantities ars to helS5Rijad in aeons of Anhytxotte Acid, Sane, or alkaloid(not se mate) 
Quotas Preyioosly Issued by AEA 

Quote History 2013 2014 2015 Quota Requested.

5,400,030.0 11,300,0004 0.0 10,000,000.0 
roduetion Data and Preceding VCAl. int Preceding Year Estimate !or 

Current Year 
Estimate for Yceir 

;invested 

Inventory as of Dec 31 
e.Bulk controlled Substance/Liec 1 Chemical._ 

0.1n-Process material 
C. Contained in PINIONED 0osage Forms 

. 0.0 1.579.762

O.

737,623.0 717,631.0 

0.0 1,000,000.0 1.000.000.0 
O. 0.0 o.d o.o 

1 579 762. 0.0 1,737,633.0 1 717,611.0 

Disposition(sale)/utilization 

0.0coeetse 
b Exports 

0.0 0.0 16,832,103.0 16,632,103.0 
0.0 0.0 0,0 0.0 

0.6 0.0 16,632,103.01 16,632,103.0 

ACquisition/Production 

a.Domestic Sources 
0. 0. 16,900,000.0 16,900,000.0 

0.c( O. 16,900,000.0 16,900,000.0 

If the Purpose is to Manufacture Another Subacance(s), Furnish the Following Information: 

Name of Nev Buhateneft 1 Drug Amount Uaed for thin Po one al Yield 
2012 J 2013 2015 

ROBOXYMORPMONE (FOR SALE) 9662-B 0 0 6.707 63.00 
NOROXYMORPHOVE (206 CONVERSION) 9660-A 3:3/6.902 4.131.919 • 16,825,396 61.00 

Product Development Dosage Porn I n raogth j Onits/Batch I 4 of Batchom Batch PUtpoela I sat. Quantity {Est. Completion TiMe 

. . 

"transfer hegietren Explanation of Tranmfer 
I.-

• 

note of Deetructionl EsPlanetion 

Packaging Product Name Strength I Unitm/Pkg 4 of Pkgm I Purpomm Total Quantity 

Remarks 

• • • . . 

• 

... 

Page 762 

t

APPLICATION TOR INDIVIDUAL MANUFACTURING QUOTA

c
bata Submitted] 29 -APR- 14aaqveat ID.tllSS07

Iflgifl of Basic Clann or Li nfc 1 Chemical {only
WVMORPKONE (FOR CONVERSION)	
Kama and Addraao of Realatranh

b)(4)

1631
SchBdulo/Tilfif Hnmhar

jucwi_Cg.de	 :	
Quota Yea* . 	

A
9CS2-A

	 201S
EA Registration Nixmbetj(b)(4);(b)(7)(E)

(b)(6)lontaot person (b)(6) ax. WO

hone Mo(b)(4);(b)(6)
ariTH. all au.gcicl.. «ra to ha Ejpraaaod In Oraae of AahvW:otu Acid, a*ac, or AlkaloldfrKSt a, Bales]
	 	 "" Quotas Previously Issued by PEA

Cuota Requested20152 013 20143ueta History
16, 900,000.00,09,400,000.0 11, 300,000.0

Production Data Estimate for
Current Year

Eotirncc for Year

Revested

lot Preceding Yearand Preceding Year

Inventory aa ot Dec 31

a, Bulk Controlled Subs cance/Disc 1 Chemical.,.

b . In-Proceas Material		 		 			- •

C. contained In FIHISHEO Cosage Forma	 	

739, 633.0 737,631.01 . 579 . 762.C 0.0
1,000,000.00.0 1,000, 000-00.C

0 . (o.o0.0 0.0

1, 737, 633. <0.0 1,737,633 .01, 579,762.0

DUpoa ition (Sale) /Util Lzat i©n

a .Domestic	
b Exports	

16,632, 103 .0 16, B32, 103 .C0.00.0
o.c0.00.0 o.o

16.632, 103.0O.O , 16,632,103 .0O.O

Acqu i a 1 1 ion/Product ton

a. Domestic Sources. .
16,900,000.0 16,900,000.0O.C 0.

16,900, OOO.Q 16, 900, 000.00.o.c

Furnish the Following Information;If the Purpose is to Manufacture Another Substance (s) ,

Juaotmt jJjed_tot cblo Purpose. » YieldH*s0 at Haw Bubs Cane e Drug

2 Olfi20132012

61.00

63.00

0 6.707

16, £25. 396

9660-b

9660-A

0W0ROXYMORPHONE (FOR SALE)

!< OROXYKOR PHOl'E IFOR CONVERSION) 4. 133. 9193,126. 991

Batch Purpofl * j gstrOuabtlty |Eat. Corgletlon Tinaotxlta/Batch 6 of Bstcboeproduct Dsvalopoent Dosage veto 1 Btretgth

c
Explenatlvu of TransferTransfer Registrant

Dste of Destruction | Explanation
"i

j Total OusPtltyStronger j Pulf/Pkg j I of Fkga Purpas aPackaging Product Nans

Remarks

c
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L 
APPLICATION FOR ronivrnuaL MANUFACTURING QUOTA .*. 

eqUegt ID.119708 'Dare Submitt4dI 01-MAY-14 

IFIne._ 
WiLIME1101fILIP&RCOMURS1.23) ,fchedule/Lie_Numher 0 
Namm and Address of Registrant Drug Code 9642-A 

(b)(4) quota Year 2015 
DEA Registration Number (b)(4);(b)(7)(E) 

con a hVB) bX6) 
Pmeil Address h1(111(hVRI phone lig. 

NOTE' All Quantities ire to ba Exproosed in Orem of Anhydrous Acid Base. or Alkaloid(not as Salta; 
Quotas Preyieuelyisnued 

2014 
by DEA 

1015 Quota Requested Quota eistory 2011 

3,010,649.0 2,607,509.0 0.0 451,000.0 

roduction Dbte 2nd erecedieg Year lot Preceding Year Botimate far 
Current Year 

Estimate for rear 
Requested 

Inventory as of Oec 31 

a.Bulk Controlled Subezanceltlet 1 Chemical 

b.In-Proccas Material 

C. Contained in FINISHED Dosage Pores 

269.680.0 O.0 624,000.0 624,000

O. 0.0 0.0‘ 0.

0. 0.0 0.0 O. 

269 600. 0.0 624.800.0 624.000 

Oisposition(Sale)/Vtilization 

a.Eemeetic 

b Exports 

 17,017.C/ 0.0 513 000.0 511,000. 

1,416,201.0 0.0 0.0 0. 

1,451,218.0 0.0 513.000.0 513,000.

Acquisition/Production 

a.00(sentic Sources  
• 

1,311,098.0 0. 451.000.0 451,000. 
1.317.098.0 0. 451 000.0 451 000. 

If the Purpose is to Manufacture Another Subecaoceis). Furnish the F011owing Information: 

Mane Of Nem Substanco Drug , Amount Ullad for this Purpeus A Yield 
2012 I 2013 r 2015 

Product Development 0 aaaaa Porn Strength I Vnita/Batch f V of Beecham I Botch Purpose Est. OusatAry [Eat. Coopletion 'thee 

TritISCOr Registrant Explenstion of Transfer 

• 

Dat et DestructionT— Explanation 

. . 

• . • 

20eCkaging Product Mama Strength riTTCte/Pkg f of Pkg. f Purp000 I T9tal Quantity 

emark° 

[Production lose estimated at 2,000 grams 1,000 grams to support reference standard business 

Page 763 

APPLICATION FOR INDIVIDUAL MANUFACTURINQ QUOTA

fejCn Submit tadT 01 -MAY- 14«<D)e8t ID, 1119708 	 .
igae_af_BAalc Cl&nn or Llat 1 Chamical (only 1 pet pgAsiaal
1XYMOBPHONB [FOR CONVERSION)	
tono and AMreag of ttoqlfltrwt
(b)(4)

[3 cheduleZjAafc-Mwfc.ar.
brucr Cods	

4

4S52.-A
201Sluoto Yaar

>EA Registration Niunber (b)(4);(b)(7)(E)

J
(b)(6)

—

'hone Mo.
Contact reraonXbwm

IhVAWhVmAddrCBH-
al Anhydrou* Acid, B*a*, or Alkaloid (not aa SaUi)NOTE i All Quatvcitiea mrm 10 ba Exprooaad 1

QuotaB Previously Isauod by PEA

2014 Quota Requestedaois2013Juota History
4S1, 000.00.02.607, SC9-<13, 030,649.0

eiilindte for Year

aequeited

lot Preceding Year Sotinat© lot

Current Year

2nd preeedl&g Yearproduction Data

Inventory as of Dec 11

a. Bulk Controlled Sub usance/List 1 Chemical...

b. In* Process Material	 - 	

C. Contained In FINISHED Doaage Forms	

624,000.0 624, 000, C0.C269,650,0
0.C0.00.0 0 . 0

o.o 0.0 Q.C

624,000 .C0.C 624, goo. 0260, 690, Oj

>i Bpo9ition<Sale) /Utilisation

a. Domestic	 	

b Exports	 	 		

513,000.0511,000. Q77, 017. C
0.00.01,416,201.0 0.0

513,000.0513,000.01,4*3, 21ft. 0 0.0

acquisition/ Production

©.Domestic Sources..
4S1, <300.00. 451, 0 JO 01, 317,036.

451,000.0 451,000.00.1. 317.098-

If the Purpose is to Manufacture Mother 3ubatence<s3 , Furnish the Following Information:

" ' Kadi oTsiw Subatacco h YieldAmount Uoed tor thl© Purpo joDrug

r 20151Q1I2012

j Unite /Batch | * of Bitchow | Batch Purpoia Bat. Quantity [tat. "Cceoplotloo TlaoStrengthProduct Davoiopiuuit Cong* Pom

fransfor Registrant I Saplanatioa of Tcenafer

EglroaUgflDate of PwattuctloaT

r

[ Unite /Pkg | * of Hg» Total QuantityPurpoaoStrengthPackaging Product N&n©

Roaarko

Production lose estimated at 2,000 gratna 1,000 grams to support reference standard business

c

Page 763Vol. I



0.ya/0/01,

2214 Qm.la 0./9,1 112.0 030.• 
P8C/A0A 5,211 9,100 /%57 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

OIii7f;WIEE571119700 ate Submitted 02-MAY-la 

Nam - p9) 

arMORPHONE_IME COMIEVaD achedule/Liat Number 0 
',an and Addresa of Realetrent Area Code 9652-A 

;I:0(4) 

) 

quota Year 2015 

DEA Registration Numbe 

fix No 

bY4)0X7XE) 

bX6) loW61 
SP—Ail Address b)(4),(0(6) 1 

Phone No. 

• VOTE' Ail Quantities are to be Expressed is OVA,. of anhydrous aoid,__liese. or Alteloiefnot ea Salts) 
Quotas Previously Issued by DEA 

Quota. History 
• 

2013 2014 21115 Quote Requested 

0.0 0.0 0.0 1,000.0 

Production Data Ind Preceding 'fear let Preceding Year ratLaate Ler 
Current Year 

Patience for rear 
arqueeted 

Inventory as of Dec 31 

a.Bulk Controlled Substance/List 1 chemical 

b.In-Proceae materiel  . 

c. Contained in FINISHED Dosage Forms 

0,0 0.0 0.1 o.o_ 
0.0 0.0 PAN,  0.0 

0.0 0.0 0.0 0.0 

0.0 0.0 0.1:1 0.01

DispositionlSale)/Utilization 

a.Domestic 

b Exports 

0, 0.0 1,000.0 1,000.0. 

0. oil 0. ... o.c 

. o.k 1,000,0 1,000.0 

Acquisition/Production 

e.Donestic Sources 
o.4 o.1 1000.oi 1000.y 
o.c( 0.4 1,000.oi hoot. 

if the Purpose fa to Manufacture Another Substancefe), Furnish the Following Information; 

Kane of New Substance Drug Amount geed for this Purple. % Yield 
2012 f 2023 2015 

I 

Product Develop:mat Dosage Porn f Strength Anita/Batch 4 of batches Batch Purpose Eat. Quantity Zit. Conplation Tins 

• 

Transfer Regiotrent Explanation of Transfer 

Date of Destruction Explanation 

_ . 

• 

Peekaging Product Nana T strength I unite/PAP I of Pkgs I Purpose I Total Quantity 

R=arbor 

to support reference etandarde business 

• 
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APPLICATION FOR INDIVIDUAL MANDFACTORIHO QUOTA

L HoquoBt 10, IX 19790 	
laae of Panic CIbbb or Lint-. I ghwnleal (only 1 par PEA-189)
3XVHOR PHONE (PQR CONVERSION 3	 		
Hmb and gf Ryqletr.ent	 		 -		„	

jPato Submitted 02 -MAY-

g/-fcadulft/r/i.H t Mumbec JL

)l*ug Code
Quota Year 	

dba Rogloctation Number|(b)(4);(b)(7)(E)

9652 -A
2P4S

!b)(6)Cvntacfe Paraon Mi] ax. Po
'hona Ho:b)(4);(b)(6)

NOT* r All Quantitioa «r« lo b« gyproaaed in qrana_ot Anhydroua Acld._BaBw, Ct Alkaloid [not mm galta),.
	 ' 	 Quae aa_Prcvi quo ly Issued bv PEA

" 2D1S2014 Quota Raijueotad2013Quota History ' _
1,000.05-0C .00.0

lac Preceding Tew ?atimuts for

Current Yaar

Cetiavco for Tear

Requested
2nd Preceding VcarProduction Data

Inventory as oE Dec 31

a.Bulk Controlled Substance/ List 1 Chemical...
b. In-Process Material	 		 	

c. Contained in FINISHED Dosage Forms	

0,Co.0-00.0
O.C0.0.0 0.0
o.c0.0.00.0
0Jo .0,00.0

disposition (Sale) /Ut Llizatign

a. Domestic	 		

b Exports	

O.tf 1,000.1,000.00, I
0.10.0 0.30.

1,000.0Q-3 1,000.00 .

Acquisition/Product ion

a. Domestic Sources..
1,000.0 1,000-00.0O.C

1,000.0 1,000.0o.co.o

If cha Purpose is to Manufacture Another Substance la) , Furnish the Following mfornation;

Nobs Of Now Substance \ YieldAmount Uaad for thla PurpoaaDrug

1 2 01520132012

. Quantity |S»t. Completion IlnaI c t Batch** Hatch Purpoao BatProduct Davalopsant Poaags Funs Unit a /BatchStraogth

Explanation of T cons farrrannfor ftsglatrtnt

Pats 9t Poatructlonl Saplaantlon

| Total QuantityJ Phitp/PAg Purpoasstrength « of PkgsPackaging Product Has*

«oaarko

to support reference standards business

L
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oN) 
Ou10 C140: 66510 

T►w PO 11e4e44140: 9348.441.070 
2013 Ini114115P12 Worksheets 

FDA Est 
IM2 Est ,040 

cors0467 DEK Nem ta I g Reamud Ma 2014 Rxri►d 00 1013 3.144 2013 210A 02 S4144 "A of 41113 11810 Uwe .02013700 PO 2013 kesetay 2,314 elei.eses Exports 2014 Preteek4 3410 2015 P004004 249443 2014 en:odes kreammey Adj Ara Coe MO 

(b)(4);(b)(7)(E) 5.000 0.003 
60.000 40.000 

0.000 
4011 

3.601.592.071 
3001392 073 

0000 
0003 

0.000 000? 0.000 4030 
3009 215.866 0.000 10000 

0.000 
0070 

1000 
236264 

3.753 
206 901 

0243 
2773.03 

10000.000 10.000.030 4020.003 3004502 0/1 0.303 6.143.008 29682003 0.000 104.000.000 0.000 2300.00 123011.500 49303.420 

719000.000 611 ASSAM 410.613 000 3/604492.011 0,115 384,009,739 211,211.000 0 000 623,000.000 0.000 285,541.003 637,142000 433069673 

507,000.000 2010346.000 2002050000 3034,002011 0.177 2001,07.700 1032391023 0.000 944.061000 0.000 473030000 2,907,231.793 937,393123 

3000.000 aocooto 41030.660 3.044.5921111 0012 30.977067 34030.700 0000 3.000.000 0000 0000 20462.118 14019 366 

3.301000.000 003134030 330.405.000 3601,597071 0.092 306025.454 510,730.000 0.000 1,277.000.000 0000 387000.000 03,477.250 601.370316 

1020,000.000 210,000.000 0,39 000 3604.597.071 0.002 7017.645 795,121.000 0.000 610293000 0.660 275,630.003 370,071 000 171004058 

MO ToOls: 6,105.063,000 40.36065.000 2311079.111 

2014 RAO 606414,0; 6200000000 
2014 rma1 Reeked Apo: 0.600 
FDA Elk 0 00 30114 APO • 1► FDA 60: 6200,000000 
00 Est 00141,0601 APO' 1. VAS Esq: 0.4060402200 

OXYMCOMONE (MR SALE! 
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Basta Cu.: el aal 
Total PO Pa oattoO: 

1016 Initial APO Worksheets 
0.000 FDA Est: 

ihl9 Eat: 

Corroatty. (MAKS:pa 2015 Mectuuted MO 40141,140sed MO 234784.4; 20100E.* Mel Sloe M012071561. 504r4 of 2013 To1.41P10 2011 Irma meg NU Projected Exports 2014 Projected 54144 2013 Projected upon:: 2014 Psoldeteaurvemory AdJ Avel GU Met 

(b)(4);(b)(7)(E) 2.030 2.000 0.000 0.060 0002 0.00 0400 0.000 0.503 0.000 1S00 1.500 ISCO 

IO2 Totals: 2000 2060 1500 

2014 final 1041410PC: 2,020 
1014 FlMI Barbed APO: 0.000 
IVA Eat: 12014 lattfat APO 1 • FOA Egli: 2.0011 
11i1 Eat 12011 Initial APO° 1 • ilt4 Estk 2.01 

RACEMETHORP HAN 

Page 768 

201* Initial APQ Wortc*he«ti

Total PQffaqiMtlvd: PDA Em:

IV9 EM:

0.000

of 301 S Tolal PQ 2013 biv*o*oftf »14 Projected Elfportf 2D14 PrejaetJd 20t5 P*aJ»cUsi L"fpOft4 2014 Plo(a«l«l Mrtrtlory AtfJ Avail Call
1.M0

NQOEAKtm 201 5 »!«d IrtQ W14 HQ 2013 &**• 2013 OEA HQ Sal*» %of201JS*lr,
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2015 Proposed Established Annual Assessment of Needs and Aggregate Production Quotas 

L,, Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish 
limits on the production of each basic class of schedule I and II controlled substances and for the list 
I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This responsibility has since 
been delegated to the Administrator of the Drug Enforcement Administration (DEA), who has 
redelegated to the Deputy Administrator, 

• The attached Federal Register notice, prepared for your signature, proposes to establish calendar 
year 2015 aggregate production quotas (APQ) for each basic class of schedule I and II controlled 
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine, 
phenylpropanolamine, and pseudoephedrine for which the United States has medical, scientific, 
industrial, export, and reserve stock requirements. 

• As stated in the 2013 Federal Register Notices DEA continues to add an additional 25% to the APQ 
for schedule II substances and schedule I substances that are used to produce drugs that have a 
medical need (specifically, GHB and tetrahydrocannabinols) in an effort to prevent potential drug 
shortage issues. 

• The Federal Drug Administration (FDA) has not yet responded to DEA's annual letter, sent on 
February 18, 2014, which requests information on new, continuing, and discontinued drug products 
containing schedule II substances, Therefore, this information could not be considered in the 
analysis for the current proposed adjustments 

Le An expedited review and publication is requested to ensure an uninterrupted supply of schedule I 
and II controlled substances and the list I chemicals ephedrine, phenylpropanolamine, and 
pseudoephedrine for medical, scientific, industrial, and export requirements of the U.S. 

• the following points provide brief explanations for some of the proposed AAN & APQ values: 

Schedule I substances 
• The APQ for betamethadol is proposed as an increase from zero for 2014, based on one registrant 

application received as of May 21, 2014. Applications can be received throughout the year and 
those received during the comment period will be considered at that time. 

• The APQ for morphine-n-oxide is proposed as an increase from 2014. The change is based on 
receiving requests from bulk manufacturers for this substance. The manufacturing of this substance 
will be used for analytical standards, reference, and research material. 

• The APQ for marihuana is proposedas a decrease from 2014, but not zero hecomse-to accommodate 
a bulk manufacturer with anew synthesis route for manufacturing API for dronabinol. 

• The APQ for tetrahydrocannabinols is proposed as an increase from 2014 to accommodate a new 
bulk manufacturer that will supply dosage form manufacturers conducting product development 
efforts to formulate FDA approved generics to dronabinol. 

L 
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2015 Proposed Established Annual Assessment of Needs and Aggregate Production Quotas

V	• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish
limits on the production ofeach basic class of schedule I and II controlled substances and for the list
I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This responsibility has since
been delegated to the Administrator of the Drug Enforcement Administration (DEA), who has
redelegated to the Deputy Administrator. '

• The attached Federal Register notice, prepared for your signature, proposes to establish calendar
year 201 5 aggregate production quotas (APQ) for each basic class of schedule I and II controlled
substances and assessment ofannual needs (AAN) for the list I chemicals ephedrine,
phenylpropanolamine, and pseudoephedrine for which the United States has medical, scientific,
industrial, export, and reserve stock requirements.

• As stated in the 201 3 Federal Register Notices DEA continues to add an additional 25% to the APQ
for schedule II substances and schedule I substances that are used to produce drugs that have a
medical need (specifically, GHB and tetrahydrocannabinols) in an effort to prevent potential drug
shortage issues.

• The Federal Drug Administration (FDA) has not yet responded to DEA's annual letter, sent on
February 18, 2014, which requests information on new, continuing, and discontinued drug products
containing schedule II substances. Therefore, this information could not be considered in the
analysis for the current proposed adjustments

An expedited review and publication is requested to ensure an uninterrupted supply of schedule I
and II controlled substances and the list 1 chemicals ephedrine, phenylpropanolamine, and
pseudoephedrine for medical, scientific, industrial, and export requirements of the U.S.

• The following points provide briefexplanations for some of the proposed AAN & APQ values;

Schedule I substances

• The APQ for betamethadol is proposed as an increase from zero for 20 14, based on one registrant
application received as of May 21, 2014. Applications can be received throughout the year and
those received during the comment period will be considered at that time.

• The APQ for morphine-n-oxide is proposed as an increase from 2014. The change is based on
receiving requests from bulk manufacturers for this substance. The manufacturing of this substance
will be used for analytical standards, reference, and research material.

• The APQ for marihuana is proposed as a decrease from 2014,
a bulk manufacturer with a "new synthesis route for manufacturing API for dronabinol.

* The APQ for tetrahydrocannabinols is proposed as an increase from 2014 to accommodate a new
bulk manufacturer that will supply dosage form manufacturers conducting product development
efforts to formulate FDA approved generics to dronabinol.

L
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Schedule II substances 

L • 

The APQs for amobarbital, dihydrocodeine, diphenoxylate, ecgonine, levorphanol, and opium 

(tincture) are proposed as increases to accommodate changes in registrant requirements and 

domestic market demands. 

• The APQs for amphetamine (for conversion) and lisdexamfetamine are proposed to accommodate 

increased registrants' requirements based on brand holder exporting to new markets overseas and 

changes in domestic market demands. 

• The APQs for oripavine and noroxymorphone (for sale) are proposed as increases to 

accommodate the change in synthesis and growing domestic demand for nal-drugs, and specifically 

Narcan, by legislators, police, and paramedics in states with rising heroin deaths. 

• The APQs for amphetamine (for sale), codeine (for conversion), hydromorphone, methadone 

intermediate, methamphetamine, methylphenidate, nabilone, oxycodone (for conversion), 
oxycodone (for sale), oxymorphone (for conversion), phenylacetone, tapentadol, and thebaine 

were proposed as decreases from 2014 based on registrant applications received as of May 21, 2014. • 

Applications can be received throughout the year and those received during the comment period will 

be considered at that time. 

List I Chemicals 
• The AAN for ephedrine (for conversion) is proposed as a decrease from 2014 based on registrant 

applications received as of May 21, 2014. Applications can be received throughout the year and L those received during the comment period will be considered at that time. 
• 

• The AAN for phenylpropanolaminc (for sale) and pseudoephedrine (for conversion) were 
proposed based on registrant applications received as of May 21, 2014. Applications can be 
received throughout the year and those received during the comment period will be considered at 

that time. 
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Schedule II substances

The APQs for amobarbital, dihydroeodeine, diphenoxylate, ecgonine, levorphanol, and opium

(tincture) are proposed as increases to accommodate changes in registrant requirements and

domestic market demands.

• The APQs for amphetamine (for conversion) and lisdexamfetamine are proposed to accommodate

increased registrants' requirements based on brand holder exporting to new markets overseas and

changes in domestic market demands. .

• The APQs for oripavine and noroxymorphone (for sale) are proposed as increases to

accommodate the change in synthesis and growing domestic demand for nal-drugs, and specifically

Narcan, by legislators, police, and paramedics in states with rising heroin deaths.

• The APQs for amphetamine (for sale), codeine (for conversion), hydromorpbone, methadone

intermediate, methamphetaminc, methylphenidate, nabilone, oxycodone (for conversion),

oxycodone (for sale), oxymorphonc (for conversion), phenylacetone, tapentadol, and thebainc

were proposed as decreases from 2014 based on registrant applications received as of May 21, 2014. •

Applications can be received throughout the year and those received during the comment period will

be considered at that time.

List I Chemicals

• The AAN for ephedrine (for conversion) is proposed as a decrease from 2014 based on registrant

applications received as of May 21, 2014. Applications can be received throughout the year and

those received during the comment period will be considered at that time.

L
« The AAN for phenylpropanolamine (for sale) and pseudoephedrine (for conversion) were

proposed based on registrant applications received as of May 21, 2014. Applications can be

received throughout the year and those received during the comment period will be considered at

that time.
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BILLING CODE 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3931 

Proposed Aggregate Production Quotas for Schedule I and II Controlled Substances 

and Assessment of Annual Needs for the List I Chemicals Ephedrine, 

Pseudoephedrine, and Phenylpropanolamine for 2015 

AGENCY: Drug Enforcement Administration, Department of Justice. 

ACTION: Notice with request for comments. 

SUMMARY: The Drug Enforcement Administration proposes to establish the 2015 

aggregate production quotas for controlled substances in schedules I and II of the 

Controlled Substances Act and assessment of annual needs for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. 

DATES: Interested persons may file written comments on this notice in accordance with 

21 CFR 1303.11(c) and 1315.11(d). Electronic comments must be submitted, and written 

comments must be postmarked, on or before [INSERT 30 DAYS AFTER 

PUBLICATION IN THE FEDERAL REGISTER]. Commenters should be aware that 

the electronic Federal Docket Management System will not accept comments after 

midnight Eastern Time on the last day of the comment period. 

ADDRESSES: To ensure proper handling of comments, please reference "Docket No. 

DEA-393" on all electronic and written correspondence. The DEA encourages that all 

comments be submitted electronically through the Federal eRulemaking Portal which 

provides the ability to type short comments directly into the comment field on the Web 
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BILLING CODE 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-393]

Proposed Aggregate Production Quotas for Schedule I and II Controlled Substances

and Assessment of Annual Needs for the List I Chemicals Ephedrine,

Pseudoephedrine, and Phenylpropanolamine for 2015

AGENCY: Drug Enforcement Administration, Department of Justice.

ACTION: Notice with request for comments.

SUMMARY: The Drug Enforcement Administration proposes to establish the 201 5

aggregate production quotas for controlled substances in schedules I and II of the

Controlled Substances Act and assessment of annual needs for the list I chemicals

ephedrine, pseudoephedrine, and phenylpropanolamine.

DATES: Interested persons may file written comments on this notice in accordance with

21 CFR 1303.1 1(c) and 1315.1 1(d). Electronic comments must be submitted, and written

comments must be postmarked, on or before [INSERT 30 DAYS AFTER

PUBLICATION IN THE FEDERAL REGISTER], Commenters should be aware that

the electronic Federal Docket Management System will not accept comments after

midnight Eastern Time on the last day of the comment period.

ADDRESSES: To ensure proper handling of comments, please reference "Docket No.

DEA-393" on all electronic and written correspondence. The DEA encourages that all

comments be submitted electronically through the Federal eRulemaking Portal which

provides the ability to type short comments directly into the comment field on the Web
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page or attach a file for lengthier comments. Please go to http://www.regulations.gov and 

follow the online instructions at that site for submitting comments. Paper comments that 

duplicate electronic submissions are not necessary. Should you, however, wish to submit 

written comments, in lieu of electronic comments, they should be sent via regular or 

express mail to: Drug Enforcement Administration, Attention: DEA Federal Register 

Representative/ODW, 8701 Morrissette Drive, Springfield, Virginia 22152. 

FOR FURTHER INFORMATION CONTACT: Erika Gehrmann, Office of Diversion 

Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield, Virginia 

22152, Telephone: (202) 598-6812. 

SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments received in response to this docket are considered part 

of the public record and will be made available for public inspection online at 

http://www.regulations.gov. Such information includes personal identifying information 

(such as your name, address, etc.) voluntarily submitted by the commenter. 

The Freedom of Information Act (FOIA) applies to all comments received. If you 

want to submit personal identifying information (such as your name, address, etc.) as part 

of your comment, but do not want it to be made publicly available, you must include the 

phrase "PERSONAL IDENTIFYING INFORMATION" in the first paragraph of your 

comment. You must also place all the personal identifying information you do not want 

made publicly available in the first paragraph of your comment and identify what 

information you want redacted. 
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If you want to submit confidential business information as part of your comment, but 

do not want it to be made publicly available, you must include the phrase 

"CONFIDENTIAL BUSINESS INFORMATION" in the first paragraph of your 

comment. You must also prominently identify the confidential business information to 

be redacted within the comment. If a comment has so much confidential business 

information that it cannot be effectively redacted, all or part of that comment may not be 

made publicly available. Comments containing personal identifying information or 

confidential business information identified as directed above will be made publicly 

available in redacted form. 

An electronic copy of this document is available at http://www.regulations.gov for 

easy reference. If you wish to personally inspect the comments and materials received or 

the supporting documentation the DEA used in preparing the proposed action, these 

materials will be available for public inspection by appointment. To arrange a viewing, 

please see the "For Further Information Contact" paragraph above. 

Legal Authority 

Section 306 of the Controlled Substances Act (CSA), 21 U.S.C. 826, requires the 

Attorney General to determine the total quantity and establish aggregate production 

quotas for each basic class of controlled substance listed in schedules I and II and for the 

list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This 

responsibility has been delegated to the Administrator of the DEA pursuant to 28 CFR 

0.100(b). The Administrator, in turn, has redelegated that authority to the Deputy 

Administrator, pursuant to 28 CFR pt. 0 subpt. R, App. 

Analysis for Proposed 2015 Aggregate Production Quotas and Assessment of 

3 
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If you want to submit confidential business information as part of your comment, but

do not want it to be made publicly available, you must include the phrase

"CONFIDENTIAL BUSINESS INFORMATION" in the first paragraph of your

comment. You must also prominently identify the confidential business information to

be redacted within the comment. If a comment has so much confidential business

information that it cannot be effectively redacted, all or part of that comment may not be

made publicly available. Comments containing personal identifying information or

confidential business information identified as directed above will be made publicly
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Legal Authority

Section 306 of the Controlled Substances Act (CSA), 21 U.S.C. 826, requires the

Attorney General to determine the total quantity and establish aggregate production

quotas for each basic class of controlled substance listed in schedules I and II and for the

list 1 chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This

responsibility has been delegated to the Administrator of the DEA pursuant to 28 CFR

0.100(b). The Administrator, in turn, has redelegated that authority to the Deputy

Administrator, pursuant to 28 CFR pt. 0 subpt. R, App.

Analysis for Proposed 2015 Aggregate Production Quotas and Assessment of
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Annual Needs 

The proposed year 2015 aggregate production quotas and assessment of annual needs 

represent those quantities of schedule I and II controlled substances, and the list I 

chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, to be manufactured in 

the United States in 2015 to provide for the estimated medical, scientific, research, and 

industrial needs of the United States, lawful export requirements, and the establishment 

and maintenance of reserve stocks. These quotas include imports of ephedrine, 

pseudoephedrine, and phenylpropanolamine but do not include imports of controlled 

substances necessary to provide for the medical, scientific, or other legitimate needs of 

the United States. 

In determining the proposed 2015 aggregate production quotas and assessment of 

annual needs, the DEA has taken into account the criteria that the DEA is required to 

consider in accordance with 21 U.S.C. 826(a), 21 CFR 1303.11 (aggregate production 

quotas for controlled substances), and 21 CFR 1315.11 (assessment of annual needs for 

ephedrine, pseudoephedrine, and phenylpropanolamine). The DEA proposes the 

aggregate production quotas and assessment of annual needs for 2015 by considering: (1) 

total net disposal of the class or chemical by all manufacturers and chemical importers 

during the current and two preceding years; (2) trends in the national rate of net disposal 

of the class or chemical; (3) total actual (or estimated) inventories of the class or 

chemical and of all substances manufactured from the class or chemical, and trends in 

inventory accumulation; (4) projected demand for such class or chemical as indicated by 

procurement and chemical import quotas requested in accordance with 21 CFR 1303.12, 

1315.32, and 1315.34; and (5) other factors affecting the medical, scientific, research, and 

4 
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Annual Needs

The proposed year 2015 aggregate production quotas and assessment of annual needs

represent those quantities of schedule I and II controlled substances, and the list I

chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, to be manufactured in

the United States in 2015 to provide for the estimated medical, scientific, research, and

industrial needs of the United States, lawful export requirements, and the establishment

and maintenance of reserve stocks. These quotas include imports of ephedrine,

pseudoephedrine, and phenylpropanolamine but do not include imports of controlled

substances necessary to provide for the medical, scientific, or other legitimate needs of

the United States.

In determining the proposed 2015 aggregate production quotas and assessment of

annual needs, the DEA has taken into account the criteria that the DEA is required to

consider in accordance with 21 U.S.C. 826(a), 21 CFR 1303.1 1 (aggregate production

quotas for controlled substances), and 2 1 CFR 1315.11 (assessment of annual needs for

ephedrine, pseudoephedrine, and phenylpropanolamine). The DEA proposes the

aggregate production quotas and assessment of annual needs for 2015 by considering: (1)

total net disposal of the class or chemical by all manufacturers and chemical importers

during the current and two preceding years; (2) trends in the national rate of net disposal

of the class or chemical; (3) total actual (or estimated) inventories of the class or

chemical and of all substances manufactured from the class or chemical, and trends in

inventory accumulation; (4) projected demand for such class or chemical as indicated by

procurement and chemical import quotas requested in accordance with 21 CFR 1303.12,

1315.32, and 1315.34; and (5) other factors affecting the medical, scientific, research, and
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industrial needs in the United States, lawful export requirements, and reserve stocks, as 

the Deputy Administrator finds relevant. Other factors the DEA considered in 

calculating the aggregate production quotas, but not the assessment of annual needs, 

include product development requirements of both bulk and finished dosage form 

manufacturers, and other pertinent information. In determining the proposed 2015 

assessment of annual needs, the DEA used the calculation methodology previously 

described in the 2010 and 2011 assessment of annual needs (74 FR 60294, Nov. 20, 

2009, and 75 FR 79407, Dec. 20, 2010, respectively). 

The DEA also specifically considered that inventory allowances granted to individual 

manufacturers may not always result in the availability of sufficient quantities to maintain 

an adequate reserve stock pursuant to 21 U.S.C. 826(a), as intended. See 21 CFR 

1303.24. This would be concerning if a natural disaster or other unforeseen event 

resulted in substantial disruption to the amount of controlled substances available to 

provide for legitimate public need. As such, the DEA proposes to include in all schedule 

II aggregate production quotas, and certain schedule I aggregate production quotas 

(gamma-hydroxybutyric acid and tetrahydrocannabinols), an additional 25% of the 

estimated medical, scientific, and research needs as part of the amount necessary to 

ensure the establishment and maintenance of reserve stocks. The resulting established 

aggregate production quotas will reflect these included amounts. This action will not 

affect the ability of manufacturers to maintain inventory allowances as specified by 

regulation. The DEA expects that maintaining this reserve in certain established 

aggregate production quotas will mitigate adverse public effects if an unforeseen event 

resulted in substantial disruption to the amount of controlled substances available to 

5 

Page 779 

industrial needs in the United States, lawful export requirements, and reserve stocks, as

the Deputy Administrator finds relevant. Other factors the DEA considered in
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described in the 2010 and 201 1 assessment of annual needs (74 FR 60294, Nov. 20,

2009, and 75 FR 79407, Dec. 20, 2010, respectively).

The DEA also specifically considered that inventory allowances granted to individual

manufacturers may not always result in the availability of sufficient quantities to maintain

an adequate reserve stock pursuant to 21 U.S.C. 826(a), as intended. See 21 CFR
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provide for legitimate public need, as determined by the DEA. The DEA does not 

anticipate utilizing the reserve in the absence of these circumstances. 

The Deputy Administrator, therefore, proposes to establish the 2015 aggregate 

production quotas for the following schedule I and II controlled substances and 

assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows: 

Basic Class 

Proposed 
Established 

2015 
Quotas 

(g) 
Schedule I 

(1-Penty1-1H-indo1-3-y1)(2,2,3,3-tetramethylcyclopropypmethanone 
(UR-144) 

15 

[1-(5-Fluoro-penty1)-1H-indo1-3-y1](2,2,3,3-
tetramethylcyclopropyl)methanone (XLR 1 1 ) 

15 

1-(1,3-Benzodioxo1-5-y1)-2-(methy lam ino)butan-1-one (butylone) 15 

1-(1,3-Benzodioxo1-5-y1)-2-(methy lam ino)pentan-l-one (pentylone) 15 

1-(1-Phenylcyclohexyl)pyrrolidine 10 

1-(5-FluoropentyI)-3-(1-naphthoyl)indole (AM2201) 45 

1-(5-FluoropentyI)-3-(2-iodobenzoyl)indole (AM694) 45 

1-[1-(2-Thienyl)cyclohexyl]piperidine 15 

142-(4-Morpholinypethy1]-3-(1-naphthoyl)indole (JWH-200) 45 

1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 

1-Cyclohexylethy1-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 45 

1-Hexy1-3-(1-naphthoyl)indole (JWH-019) 45 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 

1-Penty1-3-(1-naphthoyl)indole (JWH-018 and AM678) 45 

1-Penty1-3-(2-chlorophenylacetyl)indole (JWH-203) 45 

1-Penty1-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 

1-Penty1-3-(4-chloro-l-naphthoyl)indole (JWH-398) 45 

1-Penty1-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45 

1-Penty1-3-[(4-methoxy)-benzoyl] indole (SR-19, RCS-4) 45 

1-Penty1-3-[1-(4-methoxynaphthoy1)]indole (JWH-081) 45 

6 
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provide for legitimate public need, as determined by the DEA. The DEA does not

anticipate utilizing the reserve in the absence of these circumstances.

The Deputy Administrator, therefore, proposes to establish the 2015 aggregate

production quotas for the following schedule I and II controlled substances and

assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows:

Proposed

Established

2015Basic Class

Quotas

(g)

Schedule I

(l-Pentyl-lH-indol-3-yl)(2,2,3,3-tetramethylcyclopropyl)methanone

(UR-144)	
15

[ 1 -(5-Fluoro-pentyl)- 1 H-indol-3-yl](2,2,3,3-

tetramethylcyclopropyl)methanone (XLR1 1)
15

151 -( 1 ,3-Benzodioxol-5-yl)-2-(methylamino)butan- 1 -one (butylone)

15l-(l,3-Benzodioxo!-5-y!)-2-(methylamino)pentan-l-one (pentylone)

101 -( 1 -Phenylcyclohexyl)pyrrolidine

451 -(5-Fluoropentyl)-3-( 1 -naphthoyl)indole (AM220 1 )

451 -(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694)

151 -[ 1 -(2-Thienyl)cyclohexyl]piperidine

451 -[2-(4-Morpholinyl)ethyl]-3-( 1 -naphthoyl)indole (J WH-200)

451 -Butyl-3-( 1 -naphthoyl)indole (JWH-073)

45l-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8)

451 -Hexyl-3-( 1 -naphthoyl)indole (J WH-0 1 9)

2l-Methyl-4-phenyl-4-propionoxypiperidine

45l-Pentyl-3-(l-naphthoyl)indole (JWH-018 and AM678)

45l-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203)

45l-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250)

451 -Pentyl-3-(4-chloro- 1 -naphthoyl)indo!e (J WH-398)

451 -Pentyl-3-(4-methyl- 1 -naphthoyl)indole (J WFI- 1 22)

45l-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4)

451 -Pentyl-3-[ 1 -(4-methoxynaphthoyl)]indole (J WH-08 1 )
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2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30 

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) 30 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30 

2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30 

2-(4-Bromo-2,5-dimethoxypheny1)-N-(2-methoxybenzyl)ethanamine 
(25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36) 

15 

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 

2-(4-Chloro-2,5-dimethoxypheny1)-N-(2-methoxybenzyl)ethanam ine 
(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82) 

15 

2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 30 

2-(4-Iodo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine 
(251-NBOMe; 2C-1-NBOMe; 251; Cimbi-5) 

15 

2-(Methylamino)-1-phenylpentan-l-one (pentedrone) 15 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 

2,5-Dimethoxy-4-n-propylthiophenethylamine 25 

2,5-Dimethoxyamphetamine 25 

2[4-(Ethylthio)-2,5-dimethoxyphenydethanamine (2C-T-2) 30 

2[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 30 

3,4,5-Trimethoxyamphetamine 25 

3,4-Methylenedioxyamphetamine (MDA) 55 

3,4-Methylenedioxymethamphetamine (MDMA) 50 

3,4-Methylenedioxy-N-ethylamphetamine (MDEA) 40 

3,4-Methylenedioxy-N-methylcathinone (methylone) 50 

3,4-Methylenedioxypyrovalerone (MDPV) 35 

3-Fluoro-N-methylcathinone (3-FMC) 15 

3-Methylfentanyl 2 

3-Methylthiofentanyl 2 

4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 

4-Fluoro-N-methylcathinone (4-FMC) 15 

4-Methoxyamphetamine 100 

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 

4-Methylaminorex 25 

4-Methyl-N-ethylcathinone (4-MEC) 15 

4-Methyl-N-methylcathinone (mephedrone) 45 
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302-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P)

302-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E)

302-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D)

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30

302-(2,5-Dimethoxyphenyl)ethanamine (2C-H)

2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine

(25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36)
15

302-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C)

2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine

(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82)
15

302-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I)

2-(4-Iodo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine

(251-NBOMe; 2C-I-NBOMe; 251; Cimbi-5)
15

152-(Methy lamino)- 1 -phenylpentan- 1 -one (pentedrone)

252,5-Dimethoxy-4-ethylamphetamine (DOET)

252,5-Dimethoxy-4-n-propylthiophenethylamine

252,5-Dimethoxyamphetamine

302-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)

302-[4-(lsopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4)

253,4,5-Trimethoxyamphetamine

553,4-Methylenedioxyamphetamine (MDA)

503,4-Methylenedioxymethamphetamine (MDMA)

403,4-Methylenedioxy-N-ethylamphetamine (MDEA)

503,4-Methylenedioxy-N-methylcathinone (methylone)

353,4-Methylenedioxypyrovalerone (MDPV)

153-Fluoro-N-methylcathinone (3-FMC)

23-Methylfentanyl

23-Methylthiofentanyl

254-Bromo-2,5-dimethoxyamphetamine (DOB)

254-Bromo-2,5-dimethoxyphenethylamine (2-CB)

154-Fluoro-N-methylcathinone (4-FMC)

1004-Methoxyamphetamine

254-Methyl-2,5-dimethoxyamphetamine (DOM)

254-Methylaminorex

154-Methyl-N-ethylcathinone (4-MEC)

454-Methyl-N-methylcathinone (mephedrone)
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4-Methyl-alpha-pyrrolidinopropiophenone (4-MePPP) 15 

5-(1,1-Dimethylhepty1)-2-[(1R,38)-3-hydroxycyclohexyl]-phenol 68 

5-(1,1-Dimethy locty I)-2-[(1R,3 S)-3-hydroxycyclohexyI]-phenol 
(cannabicyclohexanol or CP-47,497 C8-homolog) 

53 

5-Methoxy-3,4-methylenedioxyamphetamine 25 

5-Methoxy-N,N-diisopropyltryptamine 25 

5-Methoxy-N,N-dimethyltryptam ine 25 

Acetyl-alpha-methylfentanyl 2 

Acetyldihydrocodeine 2 

Acetylmethadol 2 

Allylprodine 2 

Alphacetylmethadol 2 

alpha-Ethyltryptamine 25 

Alphameprodine 2 

Alphamethadol 2 

alpha-Methylfentanyl 2 

alpha-Methylthiofentanyl 2 

alpha-Methyltryptamine (AMT) 25 

alpha-Pyrrolidinobutiophenone (a-PBP) 15 

al pha-Pyrrol id i nopentiophenone (a-PVP) 15 

Aminorex 25 

Benzylmorphine 2 

Betacetylmethadol 2 

beta-Hydroxy-3 -m ethy I fentany I 2 

beta-Hydroxy fentany I 2 

Betameprodine 2 

Betamethadol 4 

Betaprodine 2 

Bufoten ine 3 

Cath inone 70 

Codeine methylbromide 5 

Codeine-N-oxide 200 

Desomorphine 5 

Diethyltryptam ine 25 

Difenoxin 50 

Dihydromorphine 3,990,000 

8 
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154-Methyl-alpha-pyrrolidinopropiophenone (4-MePPP)

685-( 1 , 1 -Dimethylheptyl)-2-[( 1 R,3S)-3-hydroxycyclohexyl]-phenol

5-(1,1 -Dimethyloctyl)-2-[( 1 R,3S)-3-hydroxycyclohexyl]-phenol
(cannabicyclohexanol or CP-47,497 C8-homolog)

53

255-Methoxy-3,4-methylenedioxyamphetamine

255-Methoxy-N,N-diisopropyltryptamine

255-Methoxy-N,N-d imethyltryptam ine

2Acetyl-alpha-methylfentanyl

2Acetyldihydrocodeine

2Acetylmethadol

2Allylprodine

2Alphacetylmethadol

25alpha-Ethyltryptamine

2Alphameprodine

2Alphamethadol

2alpha-Methylfentanyl

2alpha-Methylthiofentanyl

25alpha-Methyltryptamine (AMT)

15alpha-Pyrrolidinobutiophenone (a-PBP)

15alpha-Pyrrolidinopentiophenone (a-PVP)

25Aminorex

2Benzylmorphine

2Betacetylmethadol

2beta-Hydroxy-3-methylfentanyl

2beta-Hydroxyfentanyl

2Betameprodine

4Betamethadol

2Betaprodine

3Bufotenine

70Cathinone

5Codeine methylbromide

200Codeine-N-oxide

5Desomorphine

25Diethyltryptamine

50Difenoxin

3,990,000Dihydromorphine
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Dimethyltryptamine 35 

Dipipanone 5 

Fenethylline 5 

gamma-Hydroxybutyric acid 70,250,000 

Heroin 25 

Hydromorphinol 2 

Hydroxypethidine 2 

Ibogaine 5 

Lysergic acid diethylamide (LSD) 35 

Marihuana 21,000 

Mescaline 25 

Methaqualone 10 

Methcathinone 25 

Methyldesorphine 5 

Methyldihydromorphine 2 

Morphine methylbromide 5 

Morphine methylsulfonate 5 

Morphine-N-oxide 350 

N-(1-Adamanty1)-1-penty1-1H-indazole-3-carboxamide (AKB48) 15 

N-(1-Amino-3,3-dimethyl-l-oxobutan-2-y1)-1-pentyl-IH-indazole-3-
carboxamide (ADB-PINACA) 

15 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-(4-fluorobenzy1)-1H-indazole-
3-carboxamide (AB-FUBINACA) 

15 

N,N-Dimethylamphetamine 25 

Naphthylpyrovalerone (naphyrone) 15 

N-Benzylpiperazine 25 

N-Ethyl-l-phenylcyclohexylamine 5 

N-Ethylamphetam ine 24 

N-Hydroxy-3,4-methylenedioxyamphetamine 24 

Noracymethadol 2 

Norlevorphanol 52 

Normethadone 2 

Normorphine 18 

Phenomorphan 2 

Psi locybin 30 

Psi locyn 30 
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35Dimethyltryptamine

5Dipipanone

5Fenethylline

70,250,000gamma-Hydroxybutyric acid

25Heroin

2Hydromorphinol

2Hydroxypethidine

5Ibogaine

35Lysergic acid diethylamide (LSD)

21,000Marihuana

25Mescaline

10Methaqualone

25Methcathinone

5Methyldesorphine

2Methyldihydromorphine

5Morphine methylbromide

5Morphine methylsulfonate

350Morphine-N-oxide

15N-( 1 -Adamanty1)- 1 -pentyl- 1 H-indazole-3-carboxamide (AKB48)

N-( 1 -Amino-3,3-dimethyl- 1 -oxobutan-2-yl)- 1 -pentyl- 1 H-indazole-3-

carboxamide (ADB-PINACA)
15

N-( 1 -Amino-3-methyl- 1 -oxobutan-2-yl)- 1 -(4-fluorobenzyl)- 1 H-indazole-

3-carboxamide (AB-FUBINACA)
15

25N,N-Dimethylamphetamine

15Naphthylpyrovalerone (naphyrone)

25N-Benzylpiperazine

5N-Ethyl-l-phenylcyclohexylamine

24N-Ethylamphetamine

24N-Hydroxy-3 ,4-methy lened ioxyamphetam ine

2Noracymethadol

52Norlevorphanol

2Normethadone

18Normorphine

2Phenomorphan

30Psilocybin

30Psilocyn

9
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Quinol in-8-y! 1-(5-fluoropenty1)-1 11- indole-3-carboxylate (5-fluoro-PB- 
22; 5F-PB-22) 

15 

Quin°lin-8-yl l-penty1-1H-indole-3-carboxylate (PB-22; QUPIC) 15 

Tetrahydrocannabinols 497,500 

Thiofentanyl 2 

Tilidine 10 

Trimeperid ine 2 

Schedule II 

1-Phenylcyclohexylam ine 5 
1-P iperid inocyclohexanecarbon itrile 5 
4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,687,500 

A lfentan il 17,625 

Alphaprodine 3 

Amobarbital 25,125 

Amphetamine (for conversion) 21,875,000 

Amphetamine (for sale) 37,500,000 

Carfentan il 19 

Cocaine 240,000 

Codeine (for conversion) 50,000,000 

Codeine (for sale) 46,125,000 

Dextropropoxyphene 19 

Dihydrocodeine 101,375 

Diphenoxylate 1,337,500 

Ecgonine 174,375 

Ethylmorphine 3 

Fentanyl 2,108,750 

Glutethimide 3 

Hydrocodone (for conversion) 137,500 

Hydrocodone (for sale) 99,625,000 

Hydromorphone 6,250,000 

Isomethadone 5 
levo-Alphacetylmethadol (LAAM) 4 

Levomethorphan 5 

Levorphanol 3,375 

Lisdexamfetam ine 29,750,000 

Meperidine 6,250,000 

Meperidine Intermediate-A 6 

Meperidine Intermediate-B 1 1 
Meperidine Intermediate-C 6 

Metazocine 19 
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Quinolin-8-yl 1 -(5-fluoropentyl)- 1 H-indole-3-carboxylate (5-fluoro-PB-
22; 5F-PB-22)

15

15Quinolin-8-yl l-pentyl-lH-indole-3-carboxylate (PB-22; QUP1C)

497,500Tetrahydrocannabinols

2Thiofentanyl

10Tilidine

2Trimeperidine

Schedule II

51 -Phenylcyclohexylamine

51-Piperidinocyclohexanecarbonitrile

2,687,5004-Anilino-N-phenethyl-4-piperidine (ANPP)

17,625Alfentanil

3Alphaprodine

25,125Amobarbital

21,875,000Amphetamine (for conversion)

37,500,000Amphetamine (for sale)

19Carfentanil

240,000Cocaine

50,000,000Codeine (for conversion)

46,125,000Codeine (for sale)

19Dextropropoxyphene

101,375Dihydrocodeine

1,337,500Diphenoxylate

174,375Ecgonine

3Ethylmorphine

2,108,750Fentanyl

3Glutethimide

137,500Hydrocodone (for conversion)

99,625,000Hydrocodone (for sale)

6,250,000Hydromorphone

5Isomethadone

4levo-Alphacetylmethadol (LAAM)

5Levomethorphan

3,375Levorphanol

29,750,000Lisdexamfetamine

6,250,000Meperidine

6Meperidine Intermediate-A

11Meperidine Intermediate-B

6Meperidine Intermediate-C

19Metazocine

10
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Methadone (for sale) 31,875,000 

Methadone Intermediate 34,375,000 

Methamphetamine 2,061,375 

[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription 
product; 750,000 grams for methamphetamine mostly for conversion to a schedule 
III product; and 61,375 grams for methamphetamine (for sale)] 

Methylphenidate 83,750,000 
Morphine (for conversion) 91,250,000 
Morphine (for sale) 62,500,000 
Nabilone 18,750 
Noroxymorphone (for conversion) 17,500,000 

Noroxymorphone (for sale) 1,475,000 

Opium (powder) 112,500 
Opium (tincture) 687,500 
Oripavine 22,750,000 
Oxycodone (for conversion) 8,350,000 

Oxycodone (for sale) 137,500,000 

Oxymorphone (for conversion) 21,875,000 

Oxymorphone (for sale) 7,750,000 

Pentobarbital 35,000,000 

Phenazocine 6 

Phencyclidine 19 
Phenmetrazine 3 
Phenylacetone 9,375,000 

Racemethorphan 3 

Remifentanil 3,750 

Secobarbital 215,003 

Sufentanil 6,255 

Tapentadol 12,500,000 

Thebaine 125,000,000 

List I Chemicals 
Ephedrine (for conversion) 1,000,000 

Ephedrine (for sale) 3,000,000 
Phenylpropanolamine (for conversion) 44,800,000 

Phenylpropanolamine (for sale) 8,500,000 

Pseudoephedrine (for conversion) 7,000 

Pseudoephedrine (for sale) 224,500,000 
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Methadone (for sale) 31,875,000

34,375,000Methadone Intermediate

2,061,375Methamphetamine

[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription

product; 750,000 grams for methamphetamine mostly for conversion to a schedule

III product; and 61,375 grams for methamphetamine (for sale)]

83,750,000Methylphenidate

91,250,000Morphine (for conversion)

62,500,000Morphine (for sale)

18,750Nabilone

17,500,000Noroxymorphone (for conversion)

1,475,000Noroxymorphone (for sale)

Opium (powder)	 112,500

687,500Opium (tincture)

22,750,000Oripavine

8,350,000Oxycodone (for conversion)

137,500,000Oxycodone (for sale)

21,875,000Oxymorphone (for conversion)

7,750,000Oxymorphone (for sale)

35,000,000Pentobarbital

6Phenazocine

19Phencyclidine

3Phenmetrazine

9,375,000Phenylacetone

3Racemethorphan

3,750Remifentanil

215,003Secobarbital

6,255Sufentanil

12,500,000Tapentadol

125,000,000Thebaine

List I Chemicals

1,000,000Ephedrine (for conversion)

3,000,000Ephedrine (for sale)

44,800,000Phenylpropanolamine (for conversion)

8,500,000Phenylpropanolamine (for sale)

7,000Pseudoephedrine (for conversion)

224,500,000Pseudoephedrine (for sale)
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The Deputy Administrator further proposes that aggregate production quotas for all 

other schedule I and II controlled substances included in 21 CFR 1308.11 and 1308.12 

remain at zero. Pursuant to 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of 

the relevant factors, the Deputy Administrator may adjust the 2015 aggregate production 

quotas and assessment of annual needs as necessary. 

Comments 

In accordance with 21 CFR 1303.11(c) and 1315.11(d), any interested person may 

submit written comments on or objections to these proposed determinations. Based on 

comments received in response to this notice, the Deputy Administrator may hold a 

public hearing on one or more issues raised. 21 CFR 1303.11(c) and 1515.11(e). In the 

event the Deputy Administrator decides to hold such a hearing, the Deputy Administrator 

will publish a notice of the hearing in the Federal Register. After consideration of any 

comments or objections, or after a hearing, if one is held, the Deputy Administrator will 

issue and publish in the Federal Register a final order establishing the 2015 aggregate 

production quota for each basic class of controlled substance and establishing the 

assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine. 21 CFR 1303.11(c) and 1315.11(f). 

Dated: 

Thomas M. Harrigan, 
Deputy Administrator. 
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The Deputy Administrator further proposes that aggregate production quotas for all

other schedule I and II controlled substances included in 21 CFR 1308.1 1 and 1308.12

remain at zero. Pursuant to 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of

the relevant factors, the Deputy Administrator may adjust the 2015 aggregate production

quotas and assessment of annual needs as necessary.

Comments

In accordance with 21 CFR 1303.1 1(c) and 1315.1 1(d), any interested person may

submit written comments on or objections to these proposed determinations. Based on

comments received in response to this notice, the Deputy Administrator may hold a

public hearing on one or more issues raised. 21 CFR 1303.1 1(c) and 1515.1 1(e). In the

event the Deputy Administrator decides to hold such a hearing, the Deputy Administrator

will publish a notice of the hearing in the Federal Register. After consideration of any

comments or objections, or after a hearing, if one is held, the Deputy Administrator will

issue and publish in the Federal Register a final order establishing the 2015 aggregate

production quota for each basic class of controlled substance and establishing the

assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine. 21 CFR 1303.1 1(c) and 1315.11(f).

Dated:

Thomas M. Harrigan,

Deputy Administrator.
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INTERNATIONAL TRADE 
COMMISSION 

filSITC SE-14-0231 

Sunshine Act Meetings 

AGENCY HOLDING THE MEETING: United 
States International Trade Commission. 
TIME AND DATE: July 11, 2014 at 11 a.m. 
PLACE: Room 101. 500 E Street SW., 
Washington, DC 20438. Telephone: 
(202) 205-2000. 
STATUS: Open to the public. 
MATTERS TO BE CONSIDERED: 

1. Agendas for future meetings: None. 
2. Minutes. 
3. Ratification List. 
4. Vote in Inv. Nos. 70a —TA-515-521 

and 731—TA-125I-1257 
(PreljninarYKertain Steel Nails from 
India, Korea. Malaysia, Oman, Taiwan, 
Turkey, and Vietnam). The Commission 
is currently scheduled to complete end 
file its determinations on July 14, 2014; 
views of the Commission are currently 
scheduled to he completed and filed on 
July 21. 2014. 

5. Outstanding action jackets: None. 
In accordance with  ' 

policy, subject matter listed above, not 
disposed of at the scheduled meeting. 
may be carried over to the agenda of the 
following meeting. 

➢y order of the Commission: 
Issued: June 30.2014. 

William R. Bishop, 
SupervisoryHearings and information 
Officer. 
:FR DOC. 1014-13679 Filed 6-30-14: 4:15 pm] 
BiLLINO CODE 702D-02-9 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-393] 

Proposed Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances and Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and 
PtienylpropanGlamlne for 2015 

AGENCY: Drug Enforcement 
Administration. Department of Justice.
ACTION: Notice with request for 
comments. 

SUMMARY: The Drug Enforcement 
Administration proposes to establish the 
2015 aggregate production quotas for 
controlled substances in schedules 1 and 
II of the Controlled Substances Act and 
assessment of annual needs for the list 
I chemicals ephedrine, 
p d ph d 'n nd 
phenylpropanolamine. 

DATES: Interested persons may file 
written comments on this notice in 
accordance with 21 CFR 1303.11(c) and 
1315.11(d). Electronic comments must 
be submitted, and written comments 
must be postmarked, on or before 
August 1, 2014. Commenters should be 
aware that the electronic Federal Docket 
Management System will not accept 
comments after midnight Eastern Time 
on the last day of the comment period. 
ADDRESSES: To ensure proper handling 
of comments, please reference "Docket 
No. ➢EA-393" on all electronic and 
written correspondence. The DEA 
encourages that all comments be 
submitted electronically through the 
Federal eRulemaking Portal which 
provides the ability to type short 
comments directly into the comment 
field on the Web page or attach a file for 
lengthier comments. Please go to hap: 
//www.reguiations.gov and follow the 
online instructions at that site for 
submitting comments. Paper comments 
that duplicate electronic submissions 
are not necessary. Should you, however, 
wish to submit written comments, in
lieu of electronic comments. they 
should be sent via regular or express 
mail to: Drug Enforcement 
Administration. Attention: DEA Federal 
Register Representative/ODW, 8701 
Morrissettc Drive, Springfield, Virginia 
22152. 

FOR FURTHER INFORMATION CONTACT: 
Erika Gehrmann. Office of Diversion 
Control, Drug Enforcement 
Administration, 8701 Morrissette Drive, 
Springfield, Virginia 22152, Telephone: 
(202) 598-6812. 
SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments 
received in response to this docket are 
considered part of the public record and 
will be made available for public 
inspection online at http:// 
www.regulations.gov. Such information 
includes personal identifying. 
information (such as your name, 
address. etc.) voluntarily submitted by 
the commenter. 

The Freedom of Information Act 
(FOIA) applies to all comments 
received. If you want to submit personal 
identifying information (such as your 
name, address, etc.) as part of your 
comment, but do not want it to be made 
publicly available, you must include the 
phrase "PERSONAL IDENTIFYING 
INFORMATION" in the first paragraph 
of your comment. You must also place 
all the personal identifying information 
you do not want made publicly 
available In the first paragraph of your 

comment and identify what information 
you want redacted. 

If you want to submit confidential 
business information as part of your 
comment, but do not want it to barnacle 
publicly available, you must include the 
phrase "CONFIDENTIAL BUSINESS 
INFORMATION,' in the first paragraph 
of your comment. You must also 
prominently identify the confidential 
business information to be redacted 
within the comment. If u comment has 
so much confidential business 
information that it cannot be effectively 
redacted. all or part of that comment 
may not be made publicly available. 
Comments containing personal 
identifying information or confidential 
business information identified as 
directed above will be made publicly 
available in redacted form. 

An electronic copy of this document 
is available at http:// 
www.regulations.gov for oasy reference. 
If you wish to personally inspect the 
comments and materials received or the 
supporting documentation the DEA 
used in preparing the proposed action, 
these materials will be available for 
public inspection by appointment. To 
arrange a viewing, please see the FOR 
FURTHER INFORMATICS CONTACT 
paragraph above, 

Legal Authority 
Section 306 of the Controlled 

Substances Act (CSA). 21 U.S.C. 826, 
requires the Attorney General to 
determine the total quantity and 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules I and II 
and for the list I chemicals ephedrine, 
pseudnephedrine, and 
phenylpropanolamine. This 
responsibility has been delegated to the 
Administrator of the DEA pursuant to 
28 CFR 0.100(b), The Administrator, in 
turn, has redelegated that authority to 
the Deputy Administrator, pursuant to 
28 CFR part 0 subpart R, App. 

Analysis for Proposed 2015 Aggregate 
Production Quotas and Assessment of 
Annual Needs 

The proposed year 2015 aggregate 
production quotas and assessment of 
annual needs represent those quantities 
of schedule I and II controlled 
substances, and the list I chemicals 
ephedrine, psoudoophedrine, and 
phenylpropanolaminu. to be 
manufactured in the United Stales in 
2015 to provide for the estimated 
medical, scientific, research, and 
industrial needs of the United States, 
lawful export requirements, and the 
establishment and maintenance of 
reserve stocks. These quotas include 
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L
comment and identify what information
you want redacted.

If you want to submit confidential
business information as part of your
comment, but do not want it to be made
publicly available, you must include the
phrase "CONFIDENTIAL BUSINESS
INFORMATION" in the first paragraph
of your comment. You must also
prominently identify the confidential
business information to be redacted
within the comment. If a comment has
so much confidential business
information that it cannot be effectively
redacted, all or part of that comment
may not be made publicly available.
Comments containing personal
identifying information or confidential
business information identified as
directed above will be made publicly
available in redacted form.

An electronic copy of this document
is available at http://
www.regulations.gov for easy reference.
If you wish to personally inspect the
comments and materials received or the
supporting documentation the DEA
used in preparing the proposed action,

. these materials will be available for
public inspection by appointment. To
arrange a viewing, please see the FOR
FURTHER INFORMATION CONTACT

paragraph above.

Legal Authority

Section 306 of the Controlled
Substances Act (CSA). 21 U.S.C. 826,
requires the Attorney General to
determine the total quantity and
establish aggregate production quotas
for each basic class of controlled
substance listed in schedules I and II
and for the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine. This
responsibility has been delegated to the
Administrator of the DEA pursuant to
28 CFR 0.100(b). The Administrator, in
turn, has rcdelegatcd that authority to
the Deputy Administrator, pursuant to
28 CFR part 0 subpart R, App.

DATES: Interested persons may file
written comments on this notice in
accordance with 21 CFR 1303.11(c) and
1315.11(d). Electronic comments must
be submitted, and written comments
must be postmarked, on or before
August 1. 2014. Commenters should be
aware that the electronic Federal Docket
Management System will not accept
comments after midnight Eastern Time
on the last day of the comment period.

addresses: To ensure proper handling

of comments, please reference "Docket
No. DEA-393" on all electronic and
written correspondence. The DEA
encourages that all comments be
submitted electronically through the
Federal eRulemaking Portal which
provides the ability to type short
comments directly into the comment
field on the Web page or attach a file for
lengthier comments. Please go to /i«p;
//www.regulations.gov and foliow the
online instructions at that site for
submitting comments. Paper comments
that duplicate electronic submissions
are nol necessary. Should you, however,
wish to submit written comments, in
lieu of electronic comments, they
should be sent via regular or express
mail to: Drug Enforcement
Administration, Attention: DEA Federal
Register Representative/ODW, 8701
Morrissettc Drive, Springfield, Virginia
22152.

FOR FURTHER INFORMATION CONTACT:

Erika Gehrmann, Office of Diversion
Control, Drug Enforcement
Administration, 8701 Morrlssette Drive,

Springfield, Virginia 22152, Telephone:
(202) 598-6812.

SUPPLEMENTARY INFORMATION:

INTERNATIONAL TRADE

COMMISSION

[USITC SE-14-0231

Sunshine Act Meetings

AGENCY HOLDING THE MEETING: United
States International Trade Commission.
time and date: July 11, 2014 et u a.m.

PLACE: Room 101. 500 E Street SW.,
Washington, DC 20436, Telephone:
(202) 205-2000.

status: Open to the public.

MATTERS TO BE CONSIDERED:

1. Agendas for future meetings: None.
2. Minutes.
3. Ratification List.
4. Vote in Inv. Nos. 701-TA-515-S21

and 73 l-TA-125 1-1257
(PreliminaryKCertain Steel Nails from
India, Korea, Malaysia, Oman, Taiwan,
Turkey, and Vietnam). The Commission
is currently scheduled to complete and
file its determinations on July 14, 2014;
views of the Commission are currently
scheduled to he completed and filed on
July 21, 2014.

5. Outstanding action jackets: None.
In accordance with Commission •

policy, subject mattor listed above, not
disposed of at the scheduled meeting,
may be carried over to the agenda of the
following meeting.

By order of the Commission:

Issued: June 30. 2014.

William R. Bishop,

Supervisory Hearings and Information
Officer.

[FR Doc. 2014-1S679 Filed 6-30-14; 4:15 pm]

8ILUN0 CODE 702D-02-P

L

DEPARTMENT OP JUSTICE

Drug Enforcement Administration

[Docket No. DEA-393]

Proposed Aggregate Production
Quotas for Schedule I and II Controlled
Substances and Assessment of

Annual Needs for the List I Chemicals
Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2015

agency: Drug Enforcement
Administration. Department of Justice.

ACTION: Notice with request for
comments.

Posting of Public Comments

Please note that all comments
received in response to this docket are
considered part of the public record and
will be made available far public
inspection online at http:/)
www.reguiations.gov. Such information

includes personal identifying .
information (such as your name,
address, etc.) voluntarily submitted by
the commenter.

The Freedom of Information Act
(FOIA) applies to all comments
received. If you want to submit personal
identifying information (such as your
name, address, otc.Jas part of your

Analysis for Proposed 2015 Aggregate
Production Quotas, and Assessment of
Annual Needs

The proposed year 2015 aggregate
production quotas and assessment of
annual needs represent those quantities

of schedule I and II controlled
substances, and the list I chemicals
ephedrine, psoudoophedrine. and
phenylpropanolamine, to be

manufactured in the United Stales in
2015 to provide for the estimated
medical, scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
establishment and maintenance of
reserve stocks. These quotas include

summary: The Drug Enforcement .
Administration proposes to establish the comment, but do not want it tn be made
2015 aggregate production quotas for publicly available, you must include the
controlled substances in schedules I and phrase "PERSONAL IDENTIFYING
II of the Controlled Substances Act and INFORMATION" in the fust paragraph
assessment of annual needs for the list of your comment. You must also place

all the personal identifying information
you do not want made publicly
available in the first paragraph of your

L I chemicals ephedrine,

pseudoephedrine. and
phenylpropanolamine.
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imports of ephedrine. pseudoephedrine, 
and phenylpropanolamine hut do not 
include imports of controlled 
substances necessary to provide for the 
medical, scientific, or other legitimate 
needs of the United States. 

In determining the proposed 2015 
aggregate production quotas and 
assessment of annual needs, the DEA 
has taken into account the criteria that 
the DEA is required to consider in 
accordance with 21 U.S.C. 826(a), 21 
CFR 1303.11 (aggregate production 
quotas for controlled substances), and 
21 CFR 1315.11 (assessment of annual 
needs for ephedrine, pseudoephedrine, 
and phenylpropanolamine). The DEA 
proposes the aggregate production 
quotas and assessment of annual needs 
for 2015 by considering: (1) Total net 
disposal of the class or chemical by all 
manufacturers and chemical importers 
during the current and two preceding 
years: (2) trends in the national rate of 
net disposal of the class or chemical; (3) 
total actual (or estimated) inventories of 
the class or chemical and of all 
substances manufactureckfrom the class 
or chemical. and trends in inventory -
accumulation; (4) projected demand for 
such class or chemical as indicated by 
procurement and chemical import 
quotas requested in accordance with 21 
CPR 1303.12, 1315.32. and 1315.34; and 

(5) other factors affecting the medical, 
scientific, research, and industrial needs 
in the United States, lawful export 
requirements, and reserve stocks, as the 
Deputy Administrator finds relevant. 
Other factors the DEA considered in 
calculating the aggregate production 
quotas, but not the assessment of annual 
needs, include product development 
requirements of both hulk and finished 
dosage form manufacturers, and other 
pertinent information. In determining 
the Proposed 2015 assessment of annual 
needs the DEA used the calculation 
methodology previously described in 
the 2010 and 2011 assessment of annual 
needs (74 FR 60294. Nov. 20, 2009, and 
75 FR 79407, Dec. 20. 2010, 
respectively). 

The DEA also specifically considered 
that inventory allowances granted to 
individual manufacturers may not 
always result in the availability of 
sufficient quantities to maintain an 
adequate reserve stock pursuant to 21 
U.S.C. 826(e), as intended. See 21 CFR 
1303.24. This would be concerning if a 
natural disaster or other unforeseen -
event resulted in substantial disruption 
to the amount of controlled substances 
available to provide for legitimate 
public need. As such, the DEA proposes 
to Include in all schedule II aggregate 
production quotas, and certain schedule 

I aggregate production quotas (gamma-
hydroxybutyric acid and 
tetrahydrocannabinols), an additional 
25% of the estimated medical, 
scientific, and research needs as part of 
the amount necessary to ensure the 
establishment and maintenance of 
reserve stocks. The resulting established 
aggregate production quotas will reflect 
these included amounts. This action 
will not affect the ability of 
manufacturers to maintain inventory 
allowances as specified by regulation. 
The DEA expects that maintaining this 
reserve in certain established aggregate 
production quotas will mitigate adverse 
public. effects if an unforeseen event 
resulted in sblistanlial disruption to the 
amount of controlled substances 
available to provide for legitimate 
public need, as determined by the DEA. 
The DEA does not anticipate utilizing 
the reserve in the absence of these 
circumstances. 

The ➢eputy Administrator. therefore, 
proposes to establish the 2015 aggregate 
production quotas for the following 
schedule-I and II controlled substances 
and assessment of annualneeds for the 
list I chemicals, ephedrine, 
pseudoephedrine, and 
phenylpropanolamine, expressed in 
grams of anhydrous acid or base, as 
follows: 

Basic class 
Proposed es-
tablished 2015 

quotas (g) 

Schedule I 

(1 -Penty1-1H-indo1-3-0(2.2.3,3-tetramethyloyclopropyl)melhanone (UR-144)  
[1.(5.Fluoresenty0-1H-indc1-3111(2,2.3,3-letramethyleyclopropyl)methanone (XLR11)  
1-(1.3-Benzodiovul-5-y1)-2-(methylamlno)bulan-1-ena (butylone)  
1-(1.3-Benzodio9M-5.y1)-2,(meihylamlno)Pentan-1-one (pentylone)  
1-(1-Phenylcycloheryl)pyrrondine 
1-(5-Fluoropenty9-3.(1-naphlhoylinclole (AM2201)  
1-(5-Fluoropenly9-3.(2-iodobenzoyOindole (AM694)  
111-(2-Thienyl)eyclohocApiperidine  
112-(4-Morpholinyl)elhy11-3-(1.naphlhoHindole (JWH-200)  
1-Buly1.3.(1-naphthoyl)Indole (JWH-073)  
1-Cyclohexylelhyl-342-melhoxyphenylacetypindola (SR-18 and RCS-8)  
1-Hexy1-3-(1-naphtheyl)indOle (JWH-019)  
1-Methyl-4-phenyl-4-propOnoxypiper;thie  
1-Pent91-3-(1-naphlhoyl)indole.(JWH-018 and WM678). ' 
1-PenN1.3.(2.chlorophenylacetylkodole (JW1-1-203)  
I.Penty1-3.(2-reethonchenyfacetvl)indole (JWH-250)  
1-Penty1-3-(4-chloro-1-naphihoyl)indole (JWH-398)  
1-Penty1.3-(4-methyl-1-napnthoyl)indole (JWH-122)  
1-Penty1-31(4.methory)-benzcy9indola (SR-19, RCS-4)  
1-Pentyl.3.11-(4-methoxynaphthoylflindole (JWF1-081)  
2-(2,5-Cirnethoxy-4.n.pronylpbeny0stanamine (20-P)  
2-(2,5-Dimeihoxy.4-elhylphenyl)elhanamine (2C-E)  
2-(2,5-Dimethoxy-4-melhyphenyl)mhanamins (2C-0)  
2-(2,5-Dimelhoxy-4-nilro-phenyl)ethanamine (2C-N)  
2-(2,5.Dimathoxyphenyl)ethanamine (2C-H)  
2-(4-13mmo-2.5-dirnelhoxypheny1)-N-(29methoxybenzyl)elhar mine (2513.NBOMe; 2C-B-11130Me; 258; Cid-11)1-36)  
2.(4-Chlom-2,5-dimethexyphenyllelhanamlne (2c-c)  
2-(4.Chlore-2,5.dimethoxypheny1)-N-(2-melhoxybenzyl)ethanamlne (25C-NROMe: 2C-C-NBOMe; 25C; Cimbi-82)  
2-(4-lodo-2.5-dirnethoxyphenyl)elbanamine (261)  
2-(4-ludo-2.5-dimathoxyPtuany1)-N-(2-melhonytenzyl)ethenemine (251-NBOMo; 2C-l-NBOMe; 251; Cimbi-5)  
2.(Methylamino)-1-pnenylpentand one (oentedrone)  

15 
15 
15 
15 
10 
45 
45 
15 
45 
45 
45 
45 
2 

45 
45 
45 
45 
45 
45 
45 
30 
30 
30 
30 
30 
15 
30 
15 
30 
15 
15 
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c I aggregate production quotas (gamma-
hydroxybulyric acid and
tetrahydrocannabinols), an additional

25% of the estimated medical,
scientific, and research needs as part of
the amount necessary to ensure the
establishment and maintenance of
reserve stocks. The resulting established
aggregate production quotas will reflect
these included amounts. This action
will not affect the ability of
manufacturers to maintain inventory

(5) other factors affecting the medical,
scientific, research, and industrial needs
in the United States, lawful export
requirements, and reserve stocks, as the
Deputy Administrator finds relevant.
Other factors the DEA considered in
calculating the aggregate production
quotas, but not the assessment of annual
needs, include product development
requirements of both bulk and finished
dosage form manufacturers, and other
pertinent information. In determining
the proposed 2015 assessment of annual allowances as specified by regulation,
needs, the DEA used the calculation The DEA expects that maintaining this
methodology previously described in reserve in certain established aggregate
the 2010 and 2011 assessment of annual production quotas will mitigate adverse
needs (74 FR 60294, Nov. 20. 2009, and public effects if an unforeseen event
75 FR 79407, Dec. 20. 2010, resulted in substantial disruption to the
respectively). amount of controlled substances

The DEA also specifically considered available to provide for legitimate
that inventory allowances granted to public need, as determined by the DEA.
individual manufacturers may not The DEA does not anticipate utilizing
always result in the availability of the reserve in the absence of these
sufficient quantities to maintain an
adequate reserve stock pursuant to 21
U.S.C. 026(a), as intended. See 21 CFR
1303.24. This would be concerning if a

imports of ephedrine, pseudoephedrine,
and phenylpropanolamine hut do not
include imports of controlled
suhslances necessary to provide for the
medical, scientific, or other legitimate
needs of the United States.

In determining the proposed 2015
aggregate production quotas and
assessment of annual needs, the DEA
has taken into account the criteria that
the DEA is required to consider in
accordance with 21 U.S.C. 826(a), 21
CFR 1303.11 (aggregate production
quotas for controlled substances), and
21 CFR 1315.11 (assessment of annual
needs for ephedrine, pseudoephedrine,
and phenylpropanolamine). The DEA
proposes the aggregate production
quotas and assessment of annual needs
for 2015 by considering: (1) Total net
disposal of the class or chemical by all
manufacturers and chemical importers
during the current and two preceding
years: (2) trends in the national rate of
net disposal of the class or chemical: (3)
total actual (or estimated) inventories of
the class or chemical and of all _
substances manufaclured from the class natural disaster or other unforeseen
or chemical, and trends in inventory
accumulation; (4) projected demand for
such class or chemical as. indicated by
procurement and chemical import
quotas requested in accordance with 21
CFR 1303.12, 1315.32, and 1315.34; and

circumstances.

The Deputy Administrator, therefore,
proposes to establish the 2015 aggregate
production quotas for the following
schedule I and II controlled substances
and assessment of annual"needs for the
list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine, expressed in
grams of anhydrous acid or base, as
follows:

event resulted in substantial disruption
to the amount of controlled substances
available to provide for legitimate
public need. As such, the DEA proposes
to include in all schedule II aggregate
production quotas, and certain schedule

Proposed es
tablished 2015

quotas (g)
Basic class

Schedule I

15(1-Peptyl-1H-indol-3-yl)(2,2.3,3-letramethytcyctopropyl)me1hanone (UR-144) 	
[1-(5-Huoro-pentyl)-1H-iodol-3-yl|(2,2.3,3-letramethylcyclppropyl)methanone (XLR1 1) 	

1-(1,3-Berizodioxol-S-yl)-2-(melhyiarrilno)bulan-1-on8 (buty lone) 	
1-(1,3-Benzodioxol-5-yl)-2L(meihylamino)pentan-l-one (pentylone) 	;	

1-<1-Phenylcyclohexyl)pyrrolidirie -	
1-(5-Fluoropertyl)-3-(1-naphthoyl)indole (AM2201) 	 	
l-(S-Fluoroperityl)-3-(2-iodobenzoyi)indole (AM694) 	 	 	
1-[1-(2-Thionyl)cycloheicyl|piperidine 	
1-(2-(4-Morpbolinyl)eihyl|-3-(l-naphthoyl)indole (JWH-200) 	 	

l-Gulyl-3-(1-naphthoyl)lndol0 (JWH-073) 	
1-Cyclohexylelhyl-3-(2-melhoxyphenylaeetyl)ifidole (SR-18 arid RCS-8) 	

1-Haxyl-3-(l-naphlhoyl)indole (JWH-019) 	
1-Methyl-4-phenyl-4-propionoxypiperid:rie 	 	 ..
VPentyl-3-(1-naphthoyl)indolB.(JWH-Oia'and'AM678)" ;	 		
1-Pentyl-3-(2-chlorophenylaeetyl)indole (JWH-203) 	 	
1-Pentyl-3-(2-me(hoxyplieny (acetyl) indole (JVVH-250) 		 I	 :...
1-Pentyl-3-(4-chioro-l-naphlhoyl)indole (JWH-390) 	 	
1-Pentyl-3-(4-melhyl-1.naphthoyl)indole (JWH-122) 	 	
1-Pentyl-3-((4-methoxy)-benzoyl]indole (SR-19. RCS-4) 	 		
1-Pertyl-3-[1-(4-methoxynaphUioyl)lindole (JWH-081) 	 	 		 :	
2-{215-Oimelhoxy-4-n-pi'opylpheriyl)etliariamine (2C-P) 	 	 .	
2-(2,5-Dimethoxy-4-ethylpheriyl)elhanamine (2C-E) 	 	
2-<2,S-Oimethoxy-4-melMrylphenyl)eihanamine (2C-D) 	 	 	 :	
2-(2.S-Dimelhoxy-4-nilro-phenyl)ethanamine (2C-N) 	 :	 		
2-(2,5-Dimelhoxyphenyl)ethanamine (2C-H) 	 	
2-(4-Bromo-2,5-dimeihoxyphenyl)-N-(2-methoxybenzyl)elharamlne (25B-NBOMe; 2C-B-MBOM6; 25B: Cimbi-36)
2-(4-Chloro-2,S-dimeiho*yphenyljsihanamlne (2C-C) 	
2-(4-Chloro-2,5-dimelhoxyphenyl)-N-(2-me1hoxybenzyl)ethanamlne (25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82)
2-{4-lodo-2,5-dimeihoxyphenyl)ethanamine (2C-I) 	 		
2-(4-lndo-2,S-dimathoxyphenyl)-N-(2-methoxybenzyl)elhafiamine (251-NBOMo; 2C-l-NBOMe; 251: Cimbi-5) 	
2-{Methylamiho)-1-phenylpentan-1-one (pentodrono) 	 ...

15

15

15

10
45

45
15

45
45

45

45

2

45
45

45

45

45

45

45

30

30

30

30
30

15
30

15

30
15

15

Page 788Vol. I



37774 Federal Register / V01. 79, No. 127/ Wednesday, (Lily 2, 2014 / NotiCeS 

Basic class 
Proposed es-
tablished 2015 

quotas (g) 

2.5.Dimelhoxy-4-elhylamphelamine (DOET)  
2,5-Dimelhost4-n-propylirdophenothylamino  
2,5-Dirnethogyamphelamine  
2.[4.(Ethylthio)-2.5.dimethcxyphanyllethanamine (2C-T-2)  
2-(4-(IscpropAinio).2,5-dimelhosyphenyllethanamine (2C-T-4)  
3,4.5-Trimelhoxyamptelamine  
3,4-Mathylenedioxyamphetamtne (MDA) 
3,4-Methylenedioxymethamphelamine (MDMA)  
3,4-Methylenedioxy-N-othylamptielamins (MD EA)  
3,4-Methylenedloxy.N.methylcathInone (mothylono)  
3.4.Methylenedoxypyrovalerone (MDPV)  
3-Fluoro-N-mothyloathinone (3-RAC)  
3.Methyllentanyl  
3-Methyllhiolentanyl  
4-Bromo-2,5-dimethoxyamphelamine (DOB)  
4-51mmo-2,5.dimethoxyphenethylamine(2cs)  
4.Fluoro.N.methy1cathinone (4-FMC)  
4-Mathoxyamphelamine  
4-Methyl-2,5-dirnethosyamphetamine (DOM) ' 
4.Methylaminorex  
4-Methyl-N-eihylcallenono (4-MEC)  
4-Methyl.N.methylcathinone (meptedrone)  
4-Methyldilpha-pynolidinopioPioPhonono (4.AlePPP)  
6.(1,1.0imelhylhepty1)-2.1(11,1,3S)-3-hydroxycyclehexyll-phenol  
5.(1,1.0imethyloctY0-2-((111.35)-3.hydroxycydoheryllahenol (cannabicyclohexanol or CP-47,497 C8-bornolog)  
5-Mathoxy-3.4-methylenedioxyamphetamine  
5-Methoxy-N.N-cliisopropyluyplamine  
5.1vIethoxy-N.N-dirnelhyltryplamine  
Acetyl-alpha-mathyllentanyl  
Acetyldhydrocodeine  
Acetylmethadol  
Allylprodino  
Alphacetylmathadol  
alpha.Ethyleyptamine  
Alphamoprodine  
Alphamethadd  
alpha-Methyllentanyl  
alpha-Methylihiofentanyl  
alpha.Methyltniptamine (AMT)  
alpha.Pyreoldinobutiophenone (a-PBP)  
alpha-Pyrrolidinopentiophenone (a-PVP)  
AminoreS 
Benzylmorchine  
Betacelylmelhadol  
bela-Hydroxy-3-mothyllontanyl  
beta-Hydroxylenlanyl  
Botameprodine  
Betamelhadol  
Betaprodine  
Bulolonine  
Cathinone 
Codeine molhylbremido  
Codeine-N-oxide  
Desamorphse  
Diethyllryptamino  • 
Dilenorin  
Dihydromorphine  
Dimethyltryplamine  
Mclean!, 
Fenelhylline  
gamma-Elydroxybuiyric acid  
Heroin  
Hydromorphinol  
Hydroxypethidne  
Ibogaine  
Lysergic acid diethylamide (LSO)  
Marihuana  
Mescaline  
Melharlealene  
Mellicathinone  
Methyldescrphine  
Methyldihydromorphino  

25 
25 
25 
30 
30 
25 
55 
50 
40 
50. 
35 
15 
2 
2 

25 
25 
15 

100 
25 
25 
15 
45 
15 
68 
53 
2 
2 
2 

2 

2 
1 
1 
2 

7 

200 

25 
50 

3.990,000 
35 

5 

70,250,000 
25 
2 
2 
5 

35 
21,000 

25 
10 
25 

5 
2 
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• Basic class 
Proposed es-
tablished 2015 

°LOOMS (g) 

Morphine methylbromide  
Morphine Mettylsulfonate  
Morphine-N-oxide  
N-(1-Adamentyl)-1-pentyl-1H-Indazole-3-carboxamde (AKB48)  
N-(1-Aminc-3,3-climethy1-1-exobutan-2-y1)-1-penly1-1H-Indazola-3-earboxamide (A0B-PINACA)  
N.(1amino-3-methyl-l-ozobutan-2-y11-1-(4-fluorobenz),11-1H-indazole-3-cartexamide (M3-FUBINACA)  
N.N- Dimelhylamphetamine  
NapMhylpyrovalerone (naphyrone)  
N-Benzylpiperazine  
N-Elhyl-l-phenylcyclohexylamine  
N-Elhylemphalamine  
N-Hydroxi-3,4-methylenedioxyamphatamine  • 
Noracyrnelhadol  
Norlevorphand 
NOMIethadone  
Normorphine  
Phenomorphan  
Pallocybin  
Psilocyn  
Quinclin-811 1 -(5-flucropentyI)-1H-indole-3-carboxylato (5-fluoro.PB-22; 5F-PB-22)  
Quinolin-8-y1 1-penty1-1N-indole-3-carbaxylate (PB-22: OUPIC)  
Totrahydrocannabinols  
Thiofenlanyl  
Tilidine  
Trimeperidine  

5 
5 

350 
15 
15 
15 
25 
15 
25 
5 

24 
24 

2 
52 
2 

18 
2 

30 
30 
15 
15 

497.500 
2 

10 
2 

Schedule II 

1-Phenylcyclohexylamine  
1-Piperidinecyclohexanecarbonitdle  
4-Anilino-N-phenethy1-4-piperidine (ANPP)  
Allentanil  
Alphaprodine  
Amobarbitak 
Amphetamine (for conversion)  
'Amphetamine (for sale)  
Carfentanil  
Cocaine  
Codeine (for conversion)  
Codeine (for sale)  
Dextropropexyphene  
Dihydr000deine  
Diphenoxylate ' 
Ecgonine  
Ethylrnorphine  
Fenlanyl  
Glutethimida  
Hydrocodone (for conversion)  
Hydrocodone (for sale)  
Hydromorphone  
Isornethedone  
revaalphacetylmethadol (LAAM)  
Levomethorphan  
'Levarphanol  
❑sdexamfetamine  
Moperidlne  
Meperidine Intermediate-A  
Meperidine Intermediate-13  
Meperidine Intermediate-C  
Metazocine  
Methadone (Mr sale)  
Methadone Intermediate  
metamphelamine  

[1 ,25%000 grams of lavoelesozyciphethine for use In a non-controlled, non-prescription product; 750.000 grams for methamphet mine mostly for 
conversion to a schedule Ill product; and 61,375 grams for rnethamphetamine (tor sale)]. 

5 
5 

2,587,500 
17.625 

3 
25,125 

21,675,000 
37.500.000 

19 
240,000 

50,000,000 
48,125.000 

19 
101,375 

1,337,500 
174,375 

3 
2,108.750 

3 
137,500 

99,625,000 
6.250.000 

5 
4 
5 

3,375 
29,750,000 
6,250,000 

6 
II 

6 
19 

31,675,000 
34,375,000 

2,061.375 

Methylphenidale  
Morphine (for conversion)  
Morphine (for sale)  
Nabilone  
NOrOxyrnorphOne (far conversion)  

83,750,000 
91,250,000 
62,50%000 

18,750 
17500,000 
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L,
Proposed es

tablished 2015
quotas (g)

Basic class

5Morphine methylbromide 	 	
Morphine methylsulfonate 	 	 	
Morphine-N-oxide 	
N-(1-Adamantyl)-1-pentyl-1H-indazole-3-carboxamide (AKB48) 		

N-(1-Amino-3,3-dimelhyM-oxobutan-2-yl)-1-penlyl-1H-indazole-3-carbOxannid9 (ADB-PINACA) 	
N-(1-Amino-3-methyM-oxobutan-2-yl>-1-(4-fluorobenzylMH-indazole-3-carboxamide (AB-FUBINACA)

N.N-Dimelhylamphetamine 	

Naphlhylpyrovalerono (naphyrone) 	 	
N-Benzy1pipera2ine 	 	 -	
N-Elhyl-1 -phenylcydohexylamina 	 	
N-Elhylamphelamine 	
N-Hydroxy-3,4-methy!enedioxyamphatamine 		 	

Noracymelhadcl 	 •••	
Norlcvorphanol 	 	.'	
Normethadone 	 	

Normorphine 	 	
Phenomorphan 	 	 	

QuinoHn-8-yl l-(S-fluoropentyl)-1H-indCle-3-carboxylato (S-fluoro-PB-22; SF-PB-22) 	 	
Quinolin-8-yl 1-pentyMH-indole-3-carboxylate (PB-22: QUPIC) 		
Tetrahydrocannabinols 	 	 	

Tilidine 		

5
350

15

15

15
25
15
25

	:	
5

24

24

2
52

2
18

2

30

30
15

IS

497.500

2

10

2

Schedule II

51-Phenylcyclohexylamine 	

1-Plperidinocyclohexanecarbonitrile 		

4-Anilino-N-phenethyl-4-piperidine (ANPP) ...

Allentanil 	
Alphaprodine 	 	

Amobarbitat 		

Amphetamine (for conversion) 	
'Amphetamine (for sale) 	
Carfenianil 	 	;

Cocaine 		 		
Codoinc (for conversion) 	
Codeine (for sale) 	

Dextropropoxyphene 	
Dihydrocodeine 	
Diphenoxylate .:	

Eegonine 	
Eihylmorphine 	 	 	

Fenlanyl 	

Glutethimide 	
Hydrooodono (for conversion) 	
Hydrocodone (for sale) 	

Hydromorphone 	
Isomelhedone 	 	

levo-Alphacetylmethadol (LAAM) 	
Levomethorphan 	 	

Levorphanol 	
Lisdexamfetamine 	 	
Meperidine 	
Meperidine Infermediate-A 	 a.

Meperidine Inlermediate-B 	
Meperidine lniermediate-C 	 :	
Metazocine 		
Methadone (for sale) 	
Methadone Intermediate 	
Melhamphotamine 		 	

5

2,587,500

17.625
3

25,125
21,875,000
37,500.000

19

240,000
50,000,000
46.125,000

19

101,375
1,337,500

174,375
3

2,108.750
3

137,500

99.625,000
6,250.000

5

4

5

3,375

29,750,000

6,250.000
6

11

6

19

31,875,000

34,375,000

2,061,375

(1 ,260,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 750,000 grams for methamphetamlne mostly lor
conversion to a schedule III product; and 61 ,375 grams lor methamphetamine (for sale)].

83,750,000

91,250,000

62,500.000
18,750

17.500,000

Methylphenidale ...:	 		

Morphine (for conversion) 	
Morphine (for sale) 	

Nabilone 	
Noroxymorphone (for conversion) 	
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c., 

L 

L 

Basic class 
Proposed es-
tablished 2015 

quotas(9) 

Noroxymorphone (for sale)  
Opium (powder)  
Opium (tincture)  
Otipavine  
Oxycodone (tor conversion)  
Oxycedene (for sale)  
Oxymorphone(for conversion)  
Oxymorphone (for sale)  
Pentobarbital  
Phenazocine  
Phencyclidine  
Phenmatrazine  
Phenylacetone  
Pacemethorphan  
Remllentanll  
Secobarbital  
Sufantanil  
Tapentadol  
Thebaine  

1.475,000 
112,500 
667,500 

22,750,000 
8.350,000 

137.500,000 
21.875,000 
7.750,000 

35,000,000 
6 

19 
3 

9,375,000 
3 

3,750 
215,003 

6,255 
12.500 000 

125,000,000 

List I Chemicals 

Ephedrine (for conversion)  
Ephedrine (for sale)  
Phonylpropanolamine (for conversion)  
Phenylpropanolamine (for sale)  
Eseucloophddrine (tar conversion) . 
Pseudoephedrine (ler sale)  

1,000,000 
3,000,000 

44.800.000 
8,500.000 

7,000 
224.500.000 

The Deputy Administrator further 
proposes that aggregate production 
quotas for all other schedule I and II 
controlled substances included in 21 
CFR 1308.11 and 1308.12 remain at 
zero. Pursuant to 21 CFR 1303.13 and 21 
CFR 1315.13, upon consideration of the 
relevant factors, the Deputy 
Administrator may adjust the 2015 
aggregate production quotas and 
assessment of annual needs as 
necessary. 

Comments 

In accordance with 21 CFR 1303.11(c) 
and 1315.11(d). any interested person 
may submit written comments on or. 
objections to these proposed 
determinations. Based an comments. 
received in response to this notice, the 
Deputy Administrator may hold a 
public hearing on one or more issues 
raised. 21 CFR 1203.11(c) and 
1515.11(e). In the event the Deputy 
Administrator decides to hold such a 
hearing, the Deputy Administrator will 
publish a notice of the hearing in the 
Federal Register. After consideration of 
any comments or objections, or after a 
hearing, if one is held, the Deputy, 
Administrator will issue and publish in 
the Federal Register a final order 
establishing the 2015 aggregate 
production quota for each basic class of 
controlled substance and establishing 
the assessment of annual needs for the 
list I chemicals ephedrine, 

pseudoephedrine. and 
phenylpropanolamine. 21 CFR 
1303.11(c) and 1315.11(). 

Dated: June 26, 2014. 
Thomas M. Harrigan, 
Deputy Administrator. 
(FR Doc. 2014-15549 Filed 7-1-14: 8:43 ail 
BILLING COVE 4410-09-P 

OFFICE OF MANAGEMENT AND 
BUDGET 

Draft 2014 Report to Congress on the 
Benefits and Casts of Federal 
Regulations and Unfunded Mandates 
on State, Local, and Tribal Entities 

AGENCY: Executive Office of the 
President, Office of Management and 
Budget. 
AG110N: Notice of availability and 
request for comments. 

SUMMARY: The Office of Management 
and ➢udget (OMB) requests comments 
on its Draft 2014 Report to Congress on 
the Benefits and Costs of Federal 
Regulations, available at: Mtp:// 
www.whitehouse.goviamblinlareg 
regpoLrepons_congress/. The Draft 
Report is divided into two pans. Part I 
contains two chapters. Chapter I 
examines the benefits and costs of major 
Federal regulations issued in fiscal year 
2013 and summarizes the benefits and 
costs of major regulations issued 

between October 2003 and September 
2013. It also discusses regulatory 
impacts on State, local, and tribal 
governments, small business, wages. 
and economic growth. Chapter II offers 
recommendations for regulatory reform. 
Part II summarizes agency compliance 
with the Unfunded Mandates Reform 
Act. 

OMB requests that comments be 
submitted electronically to OMB by 
September 2. 2014 through 
www.regulations.gay. 

DATES: To ensure consideration of 
comments as OMB prepares this Draft 
Report for submission to Congress, 
comments must be in writing and 
received by September 2, 2014. 
ADDRESSES: Submit comments by one of 
the following methorls 

www.regulations.gov: Direct 
comments to Docket ID OMB-2014-
0002 

Fax. (202) 395-72E5 
• Mail: Office of Information and 

Regulatory Affairs. Office of 
Management and Budget, Attn: Mabel 
Echols NEOB Room -10202 725 17th 
Street NW.. Washington, DC 20503. To 
ensure that your comments are received, 
we recommend that comments on this 
draft repeal be electronically submitted. 

All comments and recommendations 
submitted in response to this notice will 
be made available to the public, 
including by posting them on OMB's 
Web site. For this reason, please do not 
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c
Proposed es

tablished 2015
quotas(g)

Basic dass

1.475,000
112,500

587,500
22.750,000

8.350,000

137.500,000

21.875,000
. 7.760,000

35,000,000

Noroxymorprtone (for sale) 	

Opium (powder) 	
Opium (tincture) 	 	
Oripavine 	 	
Oxycodone (for- conversion) ....
Oxycodone (for sale) 	
Oxymorphone (for conversion)

Oxymorphone (for sale) 	
Pentobarbital 	 	
Phenazoeine 	
Phencyclidine 	

Phenmetrazine 	
Prienylacotone 	

Racemethorphan 		

Remllentanll 	

Secobarbital 	
Sufentanil 	
Tapemadd 	 	

Thebaine 	 	

6

19

3

9,375.000
3

3,750
215,003

5.255
12.500,000

126.000, COO

List I Chemicals

1,000.000

3.QOO.OOO

44,000.000
0,500.000

7.000
22d.SOO.OQO

Epbedrine (for conversion) 	
Ephedrino (far sale) 	
Phenylpropanolamine (lor conversion)

Phenylpropanolamine (for sale) 	
Pscudoephedrine (for conversion) •	
Pseudoeph edrine (for sale) 	

between October 2003 and September
2013. It also discusses regulatory
impacts on State, local, and tribal
governments, small business, wages,
and economic growth. Chapter H offers
recommendations for regulatory reform.
Part II summarizes agency compliance
with the Unfunded Mandates Reform
Act

pseudoephedrine, and
phenylpropanolamine. 21 CFR

1303. life] and 1315.11(1].

Dated: Juno 26, 2014.

Thomas M. Harrigan,

Deputy Administrator.

[FR Doc. 2014-15C49 filed 7-1-14: 8;4S am)

BILLINQ COCO

The Deputy Administrator further
proposes thai aggregate production
quotas far all other schedule I and II
controlled substances included in 21
CFR 1308.11 and 1308.12 remain at
zero. Pursuant lo 21 CFR 1303.13 and 21
CFR 1315.13, upon consideration of the
relevant factors, the Deputy
Administrator may adjust the 2015
aggrogate production quotas and
assessment of annual needs as
necessary. '

Comments

In accordance with 21 CFR 1303.11(c)
and 1315.11(d), any interested person
may submit written comments on or .

objections to these proposed
determinations. Based on comments .
received in response to this notice, the
Deputy Administrator may hold a.
public hearing on one or more issues
raised. 21 CFR i303.11(c) and
1515.11(e). In the event the Deputy
Administrator decides to hold such a
hearing, the Deputy Administrator will
publish a notice of the hearing in the
Federal Register. After consideration of
any comments or objections, or after a
hearing, if one is held, the Deputy,
Administrator will issue and publish in
the Federal Register a final order
establishing the 2015 aggregate
production quota for each basic class of
controlled substance and establishing
the assessment of annual needs for the
list I chemicals ephedrine,

c

MB requests that comments be
submitted electronically to OMB by
September 2, 2014 through
www.reguhtion3.gov.

OFFICE OF MANAGEMENT AND
BUDGET

DATES: To ensure consideration of
comments as OMB prepares this Draft
Report for submission to Congress,

comments must be in writing and
received by September 2, 2014.
ADDRESSES: Submit comments by one of
the following methods:

• www.regulations.gov: Direct

comments to Docket ID OMB-2014-
0002 "

• Fax: (202) 395-7285 •
summary: The Office of Management • Mail: Office of Information and
and Budget (OMB) requests comments Regulatory Affairs. Office of
on its Draft 2014 Report to Congress an Management and Budget, Attn: Mabel
the Benefits and Costs of Federal Echols, NEOB, Room 10202, 725 17th
Regulations, available at: http:// Street NW., Washington, DC 20503. To
www.whiiehouse.gov/ontb/inforeg_ ensure that your comments are received.
regpol_reports congress/. The Draft we recommend that comments on this
Report is divided into two parts. Part I draft report be electronically submitted,
contains two chapters. Chapter I All comments and recommendations
examines the benefits and costs of major submitted in response to this notice will
Federal regulations issued in fiscal year be made available to the public.
2013 and summarizes the benefits and
costs of major regulations issued

Draft 2014 Report to Congress on the
Benefits and Costs of Federal
Regulations and Unfunded Mandates
on State, Local, and Tribal Entitles

agency: Executive Office of the
President, Office of Management and
Budget. ,

ACTION: Notice of availability and
request for comments.

c including by posting them on OMB's
Web site. For this reason, please do not
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S _APO sufficient 15 15 • 
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irerease APO S APO sufficient 15 
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(b)(4) 

July 31, 2014 
• • • . , • 

Acting-Deputy AdinitiStrator 
alAi-gnfoiverneni.'Adi.ninistvat* 
WaShington, D.C. 20537 . 

.• • 

Attn: DEA Federal Register Representative  rDocket No. DEA-3931 

This letter constitutes (b)(4)  comments on the Proposed Initial Aggregate 
Production Quotas for 2015, as published in Federal Re t ister on July 2, FR Vol. 79, No. 
127, pages 37772-37776. In light of the fact that (b)(4) has no knowledge of either 
the amounts of any available aggregate quotas or the planned allocation of any aggregate, 

requests that DEA make any adjustments to the aggregate quotas sufficient to 
satisfy its requests for increased manufacturing quotas, which are outlined below, Because 
this comment contains confidential business information on its manufacturing quota needs, 
we also request that DEA treat this entire document as confidential. 

(b)(4) 

All requests below are stated in grams anhydrous base ("AA"). 

8333 4-Anilino-N-phenethy1-4-peperidinc (ANPP) 

(b)(4) requests that the initial aggregate be sufficient to include its request for 
1,320,000 grams AA of 4-Anilino-N-phenethyl-4-peperidine manufacturing quota for 
2015. 

9120 Dihydrocodeine 

(b)(4) requests that the initial aggregate be sufficient to include its request for 
180,000 grains AA of Dihydrociodeine manufacturing quota for 2015. 

9170 Diphenoxylate 

requests that the initial aggregate be sufficient to include its request for 
740,1 t 1 grams AA of Diphenoxylate manufacturing quota for 2015. 
b)(4) 

.s. 

Contains Confidential and Proprietary information 
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(b)(4)
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July 31, 2014

V • ' -r ' r ; • : ' '
Acting-Deputy Administrator .?

Drug Enforcement Adininisti'aticjn

Washington, D.C. 20537" . ]
. t

-A
. .

' Attn: PEA Federal Register Representative TDocket No. DEA-3931

This letter constitutes 1(b)(4) ] comments on the Proposed Initial Aggregate
Production Quotas for 2015, as published in Federal Register on July 2, FR Vol. 79, No.
127, pages 37772-37776. Tn light of the fact that|(b)(4) |has no knowledge of either
the amounts of any available aggregate quotas or the planned allocation of any aggregate,

"[requests that DEA make any adjustments to the aggregate quotas sufficient to
satisfy its requests for increased manufacturing quotas, which are outlined below, Because
this comment contains confidential business information on its manufacturing quota needs,
we also request that DEA treat this entire document as confidential.

(b)(4)

All requests below are stated in grams anhydrous base ("AA").

8333 4-Anilino~N-phenethyM-peperidinc (ANPP)

requests that the initial aggregate be sufficient to include its request for
1,320,000 grams AA of4-Anilino-N-phenethyl-4-peperidine manufacturing quota for
2015. '

(b)(4)

9120 Dihydrocodeine

[(b)(4) [requests that the initial aggregate be sufficient to include its request for

1 80,000 grams AA of Dihydrocodeine manufacturing quota for 2015.

9170 Diphenoxylate .

requests that the initial aggregate be sufficient to include its request for
740,000 grains AA of Diphenoxylate manufacturing quota for 20 15.

(b)(4)

Contains Confidential and Proprietary information
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(b)(4) 

RE: 2015 Revised Initial Aggregate Quota Requests for 

9801 Fentanyl 

requests that the initial aggregate be sufficient to include its request for 
940,000 grams AA of Fentanyl manufacturing quota for 2015. 
(b)(4) 

(b)(4) (b)(7)(E) 

9220 Levorphanol 

(b)(4) requests that the initial aggregate be sufficient to include its request for 5,600 
grams AA of Levorphanol manufacturing quota for 2015. 

9143 Oxycodone (for conversion) 

(b)(4) requests that the initial aggregate be sufficient to include its request for 
3,000,000 grams AA of Oxycodone (for conversion) manufacturing quota for 2015. 

9652 Oxymorphone (for sale) 

b)(4) requests that the initial aggregate be sufficient to include its request for 
,. $ I,0I I grams AA of Oxymorphone (for sale) Manufacturing quota for 2015. 

Alt other quota requests remain unchanged from (b)(4) original 
request. 

Sincerely, 
(b)(6) 

Supervisor, Controlled Substance Compliance 
(b)(6) 
(b)(4);(b)(6) 

Contains Confidential and Proprietary Information 
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(b)(4)

RE: 2015 Revised Initial Aggregate Quota Requests for Kb><4) <bK7><E) i

9801 Fentanyl

|(b)(4) ""[requests (hat the initial aggregate be sufficient to include its request for

940,000 grams AA ofFentanyl manufacturing quota for 20 1 5,

9220 Levorphanol

requests that the initial aggregate be sufficient to include its request for 5,600
grams AA ofLevorphanol manufacturing quota for 2015,

9143 Oxycodone (for conversion)

fb)(4) |requests that the initial aggregate be sufficient to include its request for

3,000,000 grams AA of Oxycodone (for conversion) manufacturing quota tor 2015,

(b)(4)

9652 Oxymorphonc (for sale)

requests that the initial aggregate be sufficient to include Its request for
1,600,000 grams AA of Oxymorphone (for sale) manufacturing quota for 20 1 5.

(b)(4)

All other quota requests remain unchanged from [(b)(4)'
request.

original

Sincerely,
(b)(6)

Supervisor, Controlled Substance Compliance
(b)(6)

(b)(4);(b)(6)

Contains Confidential and Proprietary Information
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;1)1(4) 

;1)1(4) 

July 30, 2014 

Drug Enforcement Administration 
Attention: DEA Federal Register RepresentativeJODW 
8701 Morrissette Drive, 
Springfield, Virginia 22152 

RE: Docket No. DEA-393 
Comment to Federal Register Volume 79, Number 127 (Wednesday, July 2, 2014) 

Notices Pages 37772-37776 FR Doc No: 2014-15549 

(b)(4) 

Dear DEA Federal Register Representative: 
;b)(4) herewith comment to a portion of the 
above referenced Federal Register proposal. Specifically, (b)(4) believes that Proposed 2015 
Aggregate Production Quotas for Schedule I and If Congo11 • Su stances and Assessment of 
Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolarnine 
for the listed drug codes below may not be adequate for the medical, scientific, research and 
industrial needs of the United States. 

Drug Drug Code 

. Codeine (-ic-;) 9050 
Morphine for Conversion 9300 

Oxymorphone for Conversion 9652 
Hydrocodone (-Cc ) 9193 

Oripavine 9330 
Hydroniorphone 9150 

(b)(6) 

Director, Controlled Substance Compliance 
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(b)(4)

(b)(4)

July 30, 2014

Drug Enforcement Administration
Attention: DEA Federal Register Representative/ODW
8701 Morrissette Drive,
Springfield, Virginia 22152

RE: Docket No. DEA-393
(b)(4) [Comment to Federal Register Volume 79, Number 127 (Wednesday, July 2, 2014)
Notices Pages 37772-37776 FR Doc No: 2014-15549

Dear DEA Federal Register Representative:
/ fb)(4) | herewith comment to a portion of the
^ above referenced Federal Register proposal, Specifically, (b>(4> believes that Proposed 2015

Aggregate Production Quotas for Schedule I and H Controlled Substances and Assessment of
Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine
for the listed drug codes below may not be adequate for the medical, scientific, research and
industrial needs of the United States.

Drug CodeDrug

' Codeine (-fe") 9050

9300Morphine for Conversion
Qxymorphone for Conversion

Hydrocodone (-frs")
9652

9193

9330Qripavine

9150Hydromorphone

Rc.pards.
(b)(6)

Director, Controlled Substance Compliance
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IMS Data 2(1-12014 (es ) 2 
Substance 
Amphetamine (D,L) 

2011 
9,703.48 

2012 
10,938.98 

% Change 
12.73% 

2013 
10,928.32 

% Change 
-0.10% 

2014* 
11,781.22 

% Change 
7.80% 

Amphetamine (D) 10,594.66 11,725.36 10.67% 11,597.18 -1.09% 12,428.08 7.16% 
Cocaine 48.53 44.03 -9.28% 39.63 -a99% 37.76 -4.73% 
Codeine 26,170.71 22,758.42 -13.04% 21,717.57 -4.57% 20,712.17 -4.63% 
Dihydrocodeine 107.21 75.02 -30.03% 36.22 -51.72% 4.33 -88.04% 
Diphenoxylate 462.60 413.01 -10.72% 406.21 -1.65% 387.76 -4.54% 
Dronabinol 110.82 106.13 -4.24% 110.93 4.52% 115.72 4.32% 
Ephedrine 1,535.52 1,973.12 28.50% 2,083.35 5.59% 2,175.64 4.43% 
Fentanyl 539.85 575.08 6.53% 548.24 4.67% 536.96 -Z06% 
Hydrocodone 64,934.12 63,178.66 -2.70% 61,628.67 -2.45% 59,076.69 -4.14% 
Hydromorphone 1,675.27 1,912.79 14.18% 1,926.37 0.71% 1,828.21 -5.10% 
Levorphanol 0.32 1.54 378.02% 2.33 51.13% 2.61 11.65% 
Lisdexamfetamine 12,336.18 14,001.30 13.50% 13,653.66 -2.48% 14,195.78 3.97% 
Meperidine 2,303.07 1,885.75 -18.12% 1,537.43 -18.47% 1,296.65 -15.66% 
Methadone 7,639.42 6,776.37 -11.30% 5,804.95 -14.34% 5,358.57 -7.69% 
Methamphetamine 13.86 14.40 3.87% 13.09 -9.11% 12.33 -5.82% 
Methylphenidate 19,212.63 19,534.89 1.68% 17,949.19 -8.12% 17,989.12 0.22% 
Morphine 30,435.83 28,705.57 -5.68% 26,267.70 -8.49% 25,007.07 -4.80% 
Nalbuphine 61.42 63.63 3.60% 42.05 -33.92% 39.10 -7.01% 
Naloxone 391.27 430.32 9.98% 478.98 11.31% 502.16 4.84% 
Naltrexone 4.56 0.00 -99.98% 0.00 -100.00% 0.00 0.00% 
Opium 84.96 81.02 -4.63% 77.44 -4.43% 76.79 -0.84% 
Oxycodone 70,885.82 66,70314 -5.90% 60,313.66 -9.58% 58,971.27 -2.23% 
Oxymorphone 2,655.74 1,958.25 -26.26% 1,865.59 -4.73% 1,936.85 3.82% 
Pentazocine 839.71 698.43 -16.82% 563.20 -19.36% 412.71 -26.72% 
Pentobarbital 79.12 46.62 -41.07% / 24.25 -47.99% 22.90 -5.55% 
Pseudoephedrine 104,476.73 93,933.95 -10.09% 93,208,94 -0.77% 92,381.64 -0.89% 
Remifentanil 1.05 1.11 5.83% 1.16 5.10% 1.21 4.14% 
Secobarbital 20.78 15.67 -24.59% 11.98 -23.55% 11.26 -6.01% 
Sufentanil 0.05 0.05 -2.53% 0.05 -7.93% 0.04 -11.50% 

*Estimates based on Jan-Jun 2014 Data 
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1IMS Data 20 .2014 (est)

Substance 2011 2012 % Change 2013 % Change 2014* % Change

Amphetamine (D,L) 9,703.48 10,938.96 12.73% 10,928.32 -0.10% 7.80%11,781.22

Amphetamine (D) 10,594.66 11,725.36 10.67% 11,597.18 -1.09% 12,426.08 7.16%

Cocaine 48.53 44.03 -9.28% 39.63 -9.99% 37.76 -4.73%

Codeine 26,170.71 -13.04% 21,717.5722,758.42 -4.57% 20,712.17 -4.63%

Dihydrocodeine 107,21 75.02 -30.03% 36.22 -51.72% -88.04%4.33

Diphenoxylate 462.60 413.01 -10.72% 406.21 -1.65% 387.76 -4.54%

Dronabinol 110.82 106.13 -4.24% 110.93 4.52% 115.72 4.32%

Ephedrine 1,535.52 1,973.12 28.50% 2,083.35 5.59% 2,175.64 4.43%

Fentanyl 539.85 575.08 6.53% 548.24 -4.67% -2.06%536.96

Hydrocodone 64,934.12 63,178.66 -2.70% 61,628.67 -2.45% -4.14%59,076.69

Hydromorphone 1,675.27 1,912.79 0.71%14.18% 1,926.37 -5.10%1,828.21

Levorphanol 0.32 1.54 378.02% 2.33 51.13% 2.61 11.65%

Lisdexamfetamine 12,336.18 14,001.30 13.50% 13,653.66 -2.48% 3.97%14,195.78

Meperidine 2,303.07 1,885.75 -18.12% 1,537.43 -18.47% -15.66%1,296.65

Methadone 7,639.42 6,776.37 -11.30% 5,804.95 -14.34% 5,358.57 -7.69%

Methamphetamine 13.86 14.40 3.87% 13.09 -9.11% 12.33 -5.82%

Methylphenidate 19.212.63 19,534.89 1.68% 17,949.19 -8.12% 0.22%17,989.12
!

Morphine 30,435.83 28,705.57 -5.68% 26,267.70 -8.49% 25,007.07 -4.80%

Nalbuphine 61.42 63.63 3.60% 42.05 -33.92% -7.01%39.10

Naloxone 391.27 430.32 9.98% 478.98 11.31% 502.16 4.84%

Naltrexone 4.56 0.00 -99.98% 0.00 -100.00% 0.00 0.00%

Opium 84.96 81.02 -4.63% 77.44 -4.43% 76.79 -0.84%

Oxycodone 70,685.82 66*703:74 -5.90% 60,313.66 -9.58% 58,971.27 -2.23%

Oxymorphone 2,655.74 1,958.25 -4.73%-26.26% 1,865.59 1,936.85 3.82%

839.71Pentazocine 698.43 -16.82% 563.20 -19.36% 412.71 -26.72%

Pentobarbital 79.12 7 24.2546.62 -47.99%-41.07% 22.90 -5.55%

-10.09% 93,208.94Pseudoephedrine 104,476.73 93,933.95 -0.77% 92,381.64 -0.89%

Remifentanil 1.05 1.11 1.165.83% 5.10% 1.21 4.14%

Secobarbital 20.78 15.67 -23.55%-24.59% 11.98 11.26 -6.01%

Sufentanil 0.05 0.05 -2.53% 0.05 -7.93% -11.50%0.04

•Estimates based on Jan-Jun 2014 Data
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Basic Class; 2015 Initial APQ' rw Itti 

Total PO Req. 326.100.000 FDA Est 015 
IMS Eat -.021 

(used fenlarryl111 

Company ORA Num 2015 Requested MQ 2014 Revised NQ 2013 Sales 2013 OEA MO Sates 5G of 2013 S.411 Saar* o12015 Ten! Pa 2013 Inventory 2014 Projected Exports 2014 Projected Salsa 2011 Projected Inventory Adr Avail Oak MO 

(b)(4),(b)(7)(E) 1,320,000.000 1640000000 777,962. 000 717,8)6640 1.000 128,093137 210,631:000 0.000 1,205,129.000 520039.000 939,123.250 536,123.250 

13.500000 6,560.000 0.000 717,976.940 0.000 0000 0.000 0.000 6000.000 4,105.200 4.920.000 4,920.030 

MO Totele. 1,333,500.000 1,046,560.000 693.043.250 

2014 Final In16a1APO: 2,150,000.000 
2014 Float Revised APO: 0.000 

FDA Eat {2014 Initial APO' 1 • FDA Est): 2,182,250.000 

INS 014 {2014 lnItlat APO • 1* IMS Esti: 2,105,710.000 

APO suffieknt, no a djustfuerd required 

4-ANILINO-N-PHENETHYL-4-PIPER 
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7015 Initial APQ 'Basic Class;

Total PQ R-q.
FDAEsi:

ims e»t

015326.100.000

-.021

(used fenlamjl %)

SJtaro bt 20 IS Tacal PQ 20 13 Inventory 2014 Projected Eaporta 2014 Projected Saloa 2014 Projected Inventory Adj Avail Cafe

1.20S.1&.M0

9000.000

MQOEANum 2C1S Requealad MQ 2014 Raised MQ 2013 Saks 2013 DEA MQ Sales f, <*3013 S-les

1.320,000.000

13.500 000

Company
52Q.039.000 830.123.250 530,123.250

4,105.200 4.920.00ft 4,020.000

210,631.000

0.000

0.000

c.ooo

1000 326.003 73?

0 000

1.040.000 000 777,062 000

0.0»

777,876 940

777,876.940
(b)(4);(b)(7)(E)

0.0006.560000

943.043.2501,046,560.0001,333,500.000Kq Totair.

2014 FlMl Initial APQ;

3014 Final Revised APQ:

FOA Eat: (2014 tnWll APQ * 1 FDA E«t»: 2,162.250000

IMS Eat: {201 4 1nWat APQ 1 IMS EctJ: 2,10S,710.00C

2,150,000 000

0.000

APQ •irffieia M, no a djuitenant requited

\

d'ANILINO-N-PHENETHYL-4- PIPER .
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/....g14)Bask Cuss; 

Tala1PO Ram., IGLOOS 
2016 /01.6a I APQ Wt 

FDA Est: 

IMS6it: 
, Na 

Buoyant, DEA Num 2015 Priumftel MQ 2011 Ras1144 Ma 2613 Saks 2013 DEA MO Sates %o{ 2013 Sales Share of 2015 Total PQ 2012 Ifsvamory 2014 Projected £spoor 2011 Projo clod Salsa 2514 Projected Invorrtory 0.4.1Avatl Cale Mel 

2.000 2.000 0.000 5.830.000 0000 0.000 0.000 0.000 0.500 1.500 1.500 1,500 

14,100.000 11.640.000 5.836.000 5,838.000 1.000 104.000 8.937,000 0.000 13,700600 6,936.000 17,262.750 0.361.000 

14,102.000 14.062.002 9,362.500 

(b)(4),(b)(7)(E) 

MO Totals: 

2011 Final Inklal OPQ: 14,100.000 

2014 Flnal Ra vim d APQ: 0.003 

FDA Est 12014 Inkla1APO • I. FOA Eat): 14.100,000 

MS Eat (2014001Ni APO` 1 • MS 6a1); 14,100.000 

7015 Eatablish APO: 11,200.000 

2016 Estabtah APO with 25% bolter 17.750.000 

ALFENTANIL 
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2015MUialAPQWcBilk; Ctaaa;

ToWPQRequ. FDA Eat:

iMSfilt:

. ntaKM.OOO

Share of 2015 Tela I PQ 2013 Inventory 2014 Projected Eaport* 2014 Prejo clod Sales 2014 Projected Inventory M] Avail Gale
1.SOO

1 7.262.740

HQDEANumI015R*qo»a1«dMQ 2014 Rcvltod HQ 2013 Sale* 2013 0€A MQ Sate# *of2013Sates

C.OCO

14.060 000 S.63C.OCO

Company

0.500

13,760.000

1600

6.916.000

1.500

0.361.000

0.000

6.937.000

0.000

0.000
(b)(4);(b)(7)(E) oooo

104 000

4,636.000

5,636.000

0.000

1 000

2.000

14,100.000

2 000

9,162.50014,102.000 14.082 000MQ Total*:

2014 FlmllitWMAPQ:

2014 Final RsvUed APQ:

FDA Eat [2014 Initial APQ' 1 « FDA E*1):

IMS E*t; (2014 tnHlal APG ' 1 1*5 E«);

14,100.000

C.0M

14.1O0.OC0

14,100.000

2015 Ealsbliah APQ:

2016 Eatabfiah APQ 25* buffer:

14,200.000

17.750000

ALFENTANIL
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Etuk Ctass: 

t"."11111) 

2015164141 APC1 Worksh0016 

Taw PC 44.luta, 26.734,226.942 112A Est: • 04 

116S 0411 -.046 

0.16 Using 04R 60% 

C408449•90v 0E4 satn 201s Requesosel MCI 2014 Posm•c1 MO 2017 Sal. 2013 IDEA 140 Saks % al 2913 S . Sham 442015 Total PO 20131arantory 2311 Projected Exp.,1 2011 Praiactad Sabc 2011 Prcitased a...46264y A4i Ars1 Oak v...”1 1.4.0 

(b)(4) (b)(7)(E) sOCO 5 330 Ow7 26011.100526 0.000 0.000 1070 0.000 5.000 48100 5.100 -0050 5000 
100000 100600 1.019 26.011.174320 0.000 1.144 40.693 0.600 26.000 1a1 WS 101.020 -91.458 100.800 

67E096 COO 0.000 0.000 26,011.178.526 0.000 0,1700 0,000 (LOW 556070660 O. 0.030 554,670.033 Ss:2020_00C 
236.000 003 140000400 106,667.000 24.011.176326 6.604 117,615.227 .93.797.000 0980 216 .000 000 214.197.000 457297.750 -124.104.441 296,000 030 

11.60C.000 000 13,145,612_0073 12_022,441.030 26011,170526 0.462 13,281051377 5,371251000 150220000 10,200400000 5,092.152000 11,737,67211)0 12,624412221 11130,000 1100 
25,501,300 000 17,231,565.000 13,120119.000 16.011,171,526 5_505 11,549.200.95! 5.177600000 0006 19,160,8490.000 8.923W3 000 16269,571150 19.1018226.698 10,303,024596 

1,000000 1000,110 1.730 26,011171524 13 000 1,461 0.000 0 300 1,0073030 '0.000 750.000 251.617 1.000003 

4,915,300000 2.954.311.000 771,641.000 2&011,170576 0027 746,141.066 0,000 0030 3.478603.100 147130 000 1,016.185_503 1,514,490.657 2.544,190.657 

140 Totals: 43.141,163000 33061,197.030 14.303292.551 

2011 rirw hiiN PPCX 36.900.000.003 

2014 raft Revisad*PO: 0.000 

FDA 830 (2014 Ink101APO 1 • 019146141:, 36.421 000003 
0/0 Est (2011 In70-11A1110 ' 1 • OAS Est): 31111600 000 

7011 PaNkssed167112111PCt 16,906.200.006 

2011 rtatArshed APO: 19.6170.000009 

Eststids1.1 APO at 710: 49,503.007400 

20 1 
AFC( MI sad on 01664.4000's incr. es-ed •Azort 

COOEINE (FOR SALE) 
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IL. '

3015 Initial APQ Wort<*h«otaBulr Clatft:

Total PC. R^jiML FOA £ftt:

IMS Cat
25.734,229.9*0

/ 0<fl

Calc (JahiQ CFIt 60n;

3013S*ki ?Ol3 0£AMOSa»o* *«420l35ati* 5hai»<* 2015 T©UI PQ 201 3 Victory «*U Prc,««*»d 2QU Projected S.W>* MM Pr*^«c4®d Inventory AdjAv*'4C**c
24.011.115.525

25.01 1 .1 74.526

26.6* 1.174575

20.011.1 75-525

35.011.175525

25.011.175526

1.330 26.01 1,170.526

J 11.541 .000 25.011,175 525

WODEA Ui*n 2015 Requested NO 201* RevtSed MQ

50CC

10ODQ0

535.005 000

296.000 OOD

11.Q0C.O0Q 000

25,501,000 000

I.OOOCOO

4,915,000000

Coaiyjny
5.10Q

IQ7.Q20

0.030

lOOO

<04 004

D.OM

2l4.197.00O 453«23?.7S0

-O.Wfl

-91.456

V.500

43.591

a.ooo

ofloa

odoo

a.ooc

o.occ

150.220000

OOCti

ODOO

0000

5.000

25 000

556 £70 600

296.600 000

1030J.4M.000

19,1(5,000.000

1,000.WO

3.4 78.000.000

50CC

100DOo

SM.670.toQ 555.670.0C6

-124.104.541 296.0OO too

12.624.442221 1 1.600,000 Ooa

19301.036698 10.303.026658

I.OOO.OM

7.M4.4W657 J.544 ,490.857

0.000

O.DOO

0 000

C.000OfiOQ

1.039

0M3

(b)(4);(b)(7)(E) 500Q

too coo

0.000

146.OOO.Q0O 106,657.006

13.145,613.600 1i.022.449.OM

17231365.000 13,120,419 000

1.000.0C6

2.J54.9U.OOO

1,146
COM

6.06* 1 J 7.631.127 430,397.000

11281,051977 S.17 1 261.000

14,548.200.318 5.127.J0O.DCO

O.tXffl

o.oco

3.592.1 MOM 13,737.672DM

8.923000 000 16.369.123.750

730.600

0.462

0.506

OOM ' 0.006

147430 000 1,9 16.1 83D60

231.5371.469

786,141 DOSQ.027

34.303292-W943.151,163000 33.051 ,197.066MQTotab:

MUFku1kUCi«1M'Q:

2014 FWU* tevi£«d AfQ:

FDA (2D 14 klttk) APG * 1 FOA £»t): 35,424 MG.OQO

IMS Cat |M1 4 Wfcil APQ 1 1 fMS BUJ: 15JQ2.606 COO

36.9to.O00.00O

o.ooo

MH Proposed Initial APQ:

70iaj«Ubli5h«d APQ."

2*rfE*tabU«*»0 APG ytlVS bvflerr

16.900.C06 600

19.600.006.CDO

49.5M.OOODO0

ZOlSavt,
APQ ^juatmeSHat*4 oa Hofttnco't iocfttt*4 *«£ort requlrmwiu

COO6lNE<F0R SAIE)
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

Request 111.1120268 bate Submitted' 31-JUL-14 

KAMP 01—Bnflic Class or List 1 Chamixall (oz]. 1 ner mu -189] 

COQEINE (FOR SAL£1 Gchedule/Liet NUMber 0 

Name and Addreas of Raoiatrant _Prucr...Code 9050-8 

(b)(4) Guota Yoar 2015 

PEA Registration Nuraber(b)(4),(b)(7)(E) 

contact FermORW(6) Fax. try (b)(6) 

gmAil jkddrese4hvalrh(RI Phone No, 

Kent All Queutitioe era to be En  d in area. of Anhydeone Acid, Rase. or Alkaloidinot es saint). 
quotas SreviouslyInnteaLy DCA 

Quota history 2013 2014 2015 Quote Requested 

15,710,716.0 17,231,565.0 0.0 25,501,000.0 

reduction Pats 2nd Preceding Year let Preceding Year cocicare for 
Current Year 

Retinas. for Year 
Asguemild 

Inventory an of Dec 11 

a.Eulk Controlled Substance/List 1 Chemical... 

b.In-Proceea material 

C. Contained in FINISHED Dosage Forms 

4.400,200. 0.0 8,923,000.0 0,921,000.0 
727,600.0 0.0 O. 0.0

0. 0.0 0.0 0.0 

5,122.1300.0 0.0 0,921,000.0 0,923,000.0 

Disposition{gala]/CC}lixation 

a.Domestic 

A £Xporta 

10,8 6,619.0 0.0 19.168.000.0 19./60,000.0 

2.130,220, 0.0 0.0 0,0 

11,178,835.0 0.0 19,168,000.0 19,168,000.0 

Acquisition/production 

a.Domentic Sources 
0.0 0.01 25,501,000,0 25.501,000. 

0.0 0. 25,501,000. 25,501,000. 

If the Purpose is to Manufacture Another Substance(s). Furnish the Following Infexwation: 

Weft. et New Duhatance Drug Amount Coed Pox...thie Punka o S Yield 
2012 1 2013 2015 

1 

pesasct Development Dosage Eons Strength Vaita/Match 1 .e Macchia Batch Purpose Eat. Quantity Eat. coopletion Time 

Transfer Aegiotrant F -------  Explanetien ed Tranafar 

• 
. 

Data of Destruction/ Explanation 

• 

Packaging Product None Strength Ohlto/Prg I I of Akso i Purpose Total Quantity 

Aeaarka 

production loos estimated at 2,291.000 grame 1,000 grams to support reference standard business Replaces Applicaticn 

Reference4 119691 

i 7 
• LORI ki epo s --- i ) 7y

6_0(64.A 1 .V061,C.:- z() I t-i es-t_ e-A/ - (Q 000 

'" \ --I's:J.-- • it) \ 5 -eizi-3' -, --4- 1 qg Q.__ 
... . 

4_,1 II ' _.= 
• 

1\ % \ 1-4-1 
•JI- e,irpt)11:.. k OVACC.....) 
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A

APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

bate SubmittedRequest IP. 1120268 	
Sana.. of Baalc Plana ar t.Iat 1 Chemical
caPECHE (FOR SALS)	
fame and Addiflaa p* Rsgl«ygnt	

31 -JTJL-14

c fonlv 1 Ml DBA-18 91
sghaduIe/Llat Muabar.
Drug coda	

Quota Year	 	

PEA Registration Nusibei (b)(4);(b)(7)(E)

0
9050-B

201S(b)(4)

(b)(6)Contact _F.eraaaKb)(6) Faa, Ng
Phone Nosail M< hViWhVfii

KQTSi All Qu.ntitle, »*• to to amiooood la Grooo at totyjroun Aeld, Baoo, or Alkolold loot «o 3.1IC)
	 		 		 	 	 Quotas Previously laaued by D6A

Quo to Requested2014 201520132uota History

25. 501,000 . 017,211,565.0 0.0IS, 710, 716.0

ieti«*t« for Ys*r

Requested

Eadeacc for

Current Year

I at Preceding Year2nd Preceding YearProduction Dae*

Inventory aa of Dec 11

a. Bulk Controlled Substance/List 1 Chemical...

b.In-Proceaa Material	

c. Contained in FINISHED Dosage Forms.. 	

8,923, QQO.C8,923. 000.04,400,200.1 ±2
o.c727,600.0 0.0 0.Q

O.Co.o1 0.0o.c

6,921,000 .0 6,923,000.00.05,127,800.0

Diflposition(Salal /titll Lzatioa

a .Domestic	 		

b Exports	 . . 	

0.0 19, 168, 000,0 19. 166, QQO.C10 , 64fl , 619 .

O.C0.0 O.O2,330, 220.0

19.168,000.0M. 19,168, OQO.O11,178, 839,

4cquiait ion /Product ion

a. Domestic sources,.
25, 501, OOP .0 25,501,000.00. 0O.O

25,501,000.02S, 501, OOP .0O.Co.c

rf the Purpose is to Manufacture Another Substance la) . Furnish the Following Information:

\ YieldAmount qaad tor this Purpose

~~I 2013 '
Hbm of f«« Suhotance Drug

I 301S2012

E«t. Quantity [Eat, Completion ?imoBatch Purpose0 trength tfnlti/flatch • of BfcCcheeProduct Development Doaiga Tom

c
rr^ncfgr A»gl*tr*nt| Explanation Of r* ana fat

Date of Peatruction | Explanation

J Total QuantityStrength UnltD/PXg f of pkga PurposePackaging Product Nana

Remarks

Production loss estimated at 2,291,000 grams

Reference# U3691

1,000 grama to support reference standard business Replaces Application

?
ZDf<( sports ~ I >77>

to A «£St -r ^ooo
to\5

(jxfeo^A ^w\k'(faC

z.l% \
1

9ki..v:

c oWvr<£-V
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r".111) 

Codeine from T equi4emenis 

1014 Quote 

runal 2011 
Grant Comment 

CPS-ACA 6_290 1

4971 

total t..od..in; .10, 2, 1e 

inniel gam, 17.231.565 

0g3 Codstnt Far Salo lfro (b)(4) Ps) 

'17147.1.7Codtiate Ebotyltalc grontstry 

Cakolariont 
111/th Caartnni 

Qw•i 

2013 EndinlInvadorx. 2,522 
Non sa1c...71c macer.1 12 

2015 Avail4b1/ End. In, 5,550 

2014 API Quota 4,971 

2014 Dispositions 
Salcs 4,755 

Pro“ssin,g, Losses (592) 
2014 Ending Inurnasay 2,153 

Cen relied on %Yearend 59.9% 

512,1 "lr 
2013 Disposition, 2,300 

21514 Est. Cbsporttions 4,755 

Average 5,567 
50% [memory Alt...tut., 1,314 

ACTUAL YEAR TO DATE JUNE30, I014) ESTIMATE UN 

Description [mind io Stap P rarest Yield 
rO output 

of rot; 
LOS, by 

Ow 
input to 

Stsp 
Oi.dpus 
•fNtep 

L.031 by 
rep 

CPS.ACA to Codrinc for Salc 1,825 54 1% 1,535 4,005 3.456 
CutItint for Sale 
Codonts(ft CPS) to Codeinr Phorpbr, 1,211. 65.5% 1.079 1145) 2,653 5.03E 4-4-4:)
Codeine Phosphate Finished 

r
99.6% 0 4,517 4510 Clt 

Total 1140 4.132i 

2015 Quota Apr-IS Aug-1S Doll a Conitornt 

CPS-ACA 7_500 75.000 7.504 

Codeine For Sale 5.700 11,000 5,300 
Toed Cadotn6 for Sale: 

25.5001:0 

20154 b)(4) Codanns Phosphate gar ntory 

Calculations 

2014 EddinA Inventoty 2,135 
Non ralcaldo trgenal O 

2014 Aveilabh End. Inn- 2,1)5 

1015 API Wt. 1 1,060 
2015 Ddrov:ions 

4-

Sales 7,992 
Proccssiet.1,tees 1.,276) 

1015 Ending 7.•cotary 521167 
Converted ro 7/. l'nantnel --.6 60.7% 

2014 Est. Disposition, 
2015 Est. DiNpacitioas 
Average 
511'A lortntory AZ:mu:mg 

8gs, In 
4,75% 

7,992 _ 
6,173 
3.117 

1015 q..4. Cer 

Dcwiption 
lawol lo 

Stop 
Prtttels 

Yield 
Alel gavial 

, of air, boas by slop 

CPS-ACA .7 Codotno for Salo 13,075 ga 1% 11,200 
Cobela for ftale
Cotour:(8r CPS) to Codcinc P6o:phate 11.040 66.5% 9,740 '1.1, 6) 
Cndoinc FbosphatoFiaishod 9.740 91 8% 9.724 (141 

Total I L.7751 

With Current 
I011 CPS-Coo:Niue 1 natation, Caltoltltotts Qama 2015 CPS-Codrube 1 e4ttulony Cilrutnions 

2013 Ending Int onto, 1,867 2014 Ending Inuceno, 2,247 
Non alcakto rnatcrla/ Nan talcahre remenal 

2013 A•ailabln End. Inv. 1¢67 2014 Avallabk End. In, 2,247 

2014 API Quay 6,290 2015 API Quota 15.000 

2014 Dispositions. 2015 Dirpostriens-

Convcdstf to ACA Coo Sale 0,910 Contortod kr ACA for S81u 13.076_, 

:014 2,217 1015 Ending lard/tory 4,171 

Coonr.ss1 Yearend 57.9% Cuorortsd to 58 Yeti ond 45.97. 

861, bats kit, base 

2013 GnposIttors 5,941 2014 Ed: Ditpoptions 5,910 

2014 Es: Dispdedioes 5.910 20)5 Er. DirposItaria 131175 

Average 5,925 Average • 9,493 

Ill% Inventory Allow., 1,775 15% Intnutory Atl•wanco 2,811 

(b)(4) einficlential 

2015 F. ort cast 

Ontonier DEAD' 
Total, to

Salt 

2015 
Toi al, ke3 

'b)(4) EXPORT  03700 5,920 

EXPORT 2,0(51.1 1,06n 
EXPORT 600 441 
EXPok i zoo III 

10.000 7,992 

7/30)2014 

->3qQ\L,0(\.n ? 
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Codeine from P vqukemenli

4

Initial ltl 14

Au[-l5 Delia20 1 5 Quota Apr-1 5 CommentCrmt10U Quota Coitimtnt

CPS-ACA 7300 >5.030 7300*.290CPS-ACA
• Co5IXo3cMiT75rT3Ic

Iniijal groi 17,23! 365 TuU) Codeine for Sale;

25.5«'^8*|(b)(4)|CPS) Codeine For Sale 5.700 11.000 S.3QOkgB4,971Codeine For Sale (fro

fbWjc2014 (b)(4 ) Ced(i«i< Pboipbalclnventorj With CSTcnl
Cakolarront 	 QnU

!odcine Phosphate Inventory

Calculation*

201

2014 Eadmn Inventory

Noo aleabk milenil
im2013 Kndina Inventory

0Nan saleable maigna] U
2014 Available End. Inv. 2,1357017 Mailable fal In*. 2,510

1015 API Qygia 11,0002014 API Qm

2014 Diggothfaiy
Sale*

4,071ou

20|5Dii«ni?ions:
Salt* 7,9924JS5

Praccasipy, Lo**«
101S Ending ravcnlory

Converted: to % Vearend

Procc54w& U»g
ZU14 Egfag Invenlory

sm
3J4T

60.7%

2,135

Caaverted ig % Yearrnd 59.9%

kgt, baic

±211
kgt, hate

1014 Eg. Dispcattoni2013 Diipo5ilicmi_ 2.110
;0I5 E^T Pispomk>« 7.992

6.37?
2014 bl Disposition* 4,755

Ave3.567Airra^g 	

W/» InKnlarf AlUwunr

t&t

$0% lovgniqcy Allowance 3.117

30LS Q"X« C*leACTUAL YEAR TO DATE (JUNE 30, 101 4J ESTIMATE O.N
F»W«l Net •utpnH

Vidd pT tlrp

Net output Lot* by Input to Output Lai* by

qf step _ _I<2_ Step of Step fltp

l»p* la

Step Lo« by stepPcwiiptiocDescription [»prt to Sup Pr«m Yidd
CP5-ACA to Codeine for Sale 13.076 #4 1% ll.COO14 I'/. L535 4,015 3 476CPS'ACA to Codeine for Sale 1825

Code*** tor -SaleCodeine for Sole
9,740 tl.Xl)3.431 <44>] Cudeuv:(& CPS1 [g Codeine PhoiphatC

Codeine Phosphate Finished	

n.ooo #1.5%Codcineffe CPS) to Codeine Phosphate

Codeine Hios?Vi*g Finished _
122L »,.s% L079 114"%

9.724 1 1 A?9.740 99 »%*.51? 4,5 10 <7j
xVZ^ I *-3 -kl

995% O
q.77tQU4o| TotalTolal

With Current

2015 CPS-Codnftf levfulory CalculationsQn*1kJ0LC CPS-Codimclnvaitory CtkbUtioiU
2014 Ending Ir^catcry
Noo tilciWo material

12iZZD I j Ending; Inventory

Noo alcafclc malenal
1,867

\Ti0

2014 AvedaMe End- lav- iiil1^671013 Ati ilabl* End. Inv.

2015 API QuoLi

20 15 Diipontii	

Converted to ACA fa/ 5?lc

13.0002014 API Qui

2014 Dispoacoay

Converted to ACA fix Sale

6.290ou

13.0765910

4,171jQ15Ejidin| larefltcry

Converted to Va YcH end

2014 tiding InwgtgfV U*L
<39%37.9%Converted to % Yearend

_kLjIb™
kg'i b'"

i.WI 3014 fc: DiipoHtipo*
20 15 Est. Dny>qtk>tu

5,910
I3.C176

2Q13 Disposition*

2014 farDjiggfllitet 3.910
9,493
2.841

	

30% Inventon Aftoi

5,925Average

i™3u% lavrwtory Allo—aarr

201 S Fo«ta*l

TUT?
Total. be 2015

DEA* Salt ,Toid,bRBOoWooier

(b)(4)
EXPORT 8.000 5,920

MEOEXPORT 2.0CXJ

->3qovO^vA = n ? ^ '
luq C\r/r

EXPORT 444600

EXPORT 141ZOO

imio.to<

IXC -
n. \ Page 1

1(b)(4) F 7^30/2014onfldenilal

_\\sm
2- 6~, / to

-2-\
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Codeine from It /41"11)ltequireMentS 

2014 Quota 
Initial 2014 

Grant 
Additional 
2014 Groot Comment 

Morphine for Conversion for Cod for Sate 10.431 14,501 

Morphine for Conversion for 14-HM • 0 999 

Total Morphine for Conversion 10.431 15,500 

Codeine for Sale (fions Morphine) 12,260 

Total Codeine for 
Sale Initial grant 
17.231,565 ItstB 

201dillorphine for Conversion Inventory 
Colculstions 

Initial 2014 - 
Grant 

Additional 
2014 Greet 

2013 Endir.g inventory 2.454 2.454 
Non saleable rnaerial 3 3 

2013 Available End. Inv. 2,451 • 2,451 

2014 AN Quota 10,431 14,501 
2014 Dispositions: 

Converted to Codeine 13,120 
0 

13,120 
999 Convened to 14-11M 

Processing Losses - -
2014 Ending Inventory -238 2,833 

Converted to % Yearend -2.2% 25.8%. 

kgs, base 
2013 Dispositions 7,872 - 
2014 Ert. Dispositions 14,119 
Average 10,995 
50% Inventory Allowance 5.498 

2014 Codeine Plico plate front Morphine 
Inventory Caked a liO.S 

W101 
Current 
Quota 

2013 Ending inventory 2,644 
Non saleable material 26 

2013 Available End. Inv. 2,618 

2014 API Quota 12,260 
2014 Dispositions: 

Sates 11,360 
Processing Losses (772 

2014 Ending Inventory 2,747• 
Converted to % Yearend 24.8% 

Icy, base 
2013 Dispositions 10,761 
2014 Est. Dispositions 11,360 
Average 11,060 
50% Inventory Allowance ' . 5,530 

(b)(4) onfidential 7/30/2014 

2015 Quota 
April 

Submission 
August 
revision Delta Comment 

Morphine for Conversion 22.000 19,395 0.6051 

Morphine for Conversion for 14-HM 0 6,855 6,055 

Total Morphine for Conversion 22,000 26,250 4,250 

Codeine For Sole 19,000 14.500 (4.5061 

Total Codeine for Sale: 
25,500 kgB 

2015 Morphine for CatlYtedidl Inventory Calculations 
2014 adult; Inventory 2.833 
Non saleable material . , 0 

2014 Available Eod. Inv. 2,833 

2015 API Quota 26,250 
2015 Dispositions: 

Converted to Codeine 15.516 
Converted to 14-HM 6,855 

Processing Losses -
2015 Ending Ienenlory 6,712 

Concerted to % Yearend 30.0% 

kpa, base 
2014 Eat. Dispositions 14,119 
2015 Est Dispositions 22,372 
Avenge 18,245 
50% Inventory Al/owarwe ..,_ 9,123 

2016 Codeine Phovhate from Morphine loveolory 
Calculations . 

2014 Ending Inventory 2.747 
Non saleable material 0 

2014 Available End. Inv. • 2,747 

2015 All Q1101.1 . 14.500 
2015 Dispositions: 

Sales 11.176 
Processing LoSves (1,015) 

2015 Ending Insectary 5,056 
Cooverted to % Yearend 44.9% 

hes, base 
2014 Est Dispositions 11,360 
2015 F-st DispositionS 11,176 ' 
Average 11,268 
513% Inventory Allowance 5,634 

Page 1 

Page 802 

equipmentsCodeine From P.

TujuTTApril

Submission
loitunou Additional

2014 Grant region Delta Comment201 S QuotaGrant20|4Quoia Comment

(2.60?)23,000 1^.395Morphine for Conversion10.431 14, <01Morphine foarCgnwigon for Cod for Sate
6,855 6.8550Morphine Tor Conversion for 14-HM0 999Morphine for Conversion for 14-HM

Total Morphine for Conversion
4.2SC26,250Total, Morphine for Conversion 23,00010.431 1S.5P0

Total Codeine for
Tool Codeine fot Sale:

	25,500 kgB
Sale Initial gram

w.JQfrt14.500[9,00017.231.565 k*B Codeine Fot SaleCodeine Fot Sale (from Morplune) 12.260

20 14 Morphine for Conversion I aventory
Calculations

rawiK3

Grant 2014 Grant 301S Morphine for CoPVtrilon Inventory Calculations

2,8332014 Ending Inventory2.454 2.454'203 3 Ending Inventory

Non saleable material Non sakabk material . . 03 3
1.8332014 Available End, lav.ZD! 3 Available End- Inv. 2,451 2,451

26,2502014 API Quota 2015 API Quota10,431 14,501

2015 Dispositions;2014 Dispositions:
15.516Converted to CodeineConverted to Codeine 13.120 13.120

Convened ro 14-HM 6.855Converted to 14-HM 0 999

Proc^svjiE LossesProcessing Losses
6.7121015 Ending Inventory-238 2.8332014 Ending Inventory
30.0%Converted to% Yearend25.8%Converted to % Vearend -2.2 /.

Itt*} basekgr, base
[4.1192014 £st. Dispositions7.6":;2013 Disposition*	

2014 Est. Dispositions

Average

SQ% Inventory Allowance

22,372201 S Est. DispositionsH.H9
18.245Average10,995
9.12350% Inventory Allowance5.498

•mr
2015 Codeine Phosphate from Morphine Inventory

Calculations . 	
2014CodeiM Phosphate from Morphine

	 Inventory Calcnl a hong

Currtal

Quoia

2014 Ending Inventory

Nor ukablc material

2.7472,6442013 Ending Jnvefitory'

Ncm saleable material 026

2014 Available End. lav. ^472,6182013 Available End. Inv.

. 14.5002015 API Quota[2,2602014 API Quota

20 IS Dispositions:2014 Dispositions:

Saks	 Sales 11.17611,360

iLmiProcessing Lostts22aProcessing Losses

2014 Ending Inventory 5r0S6201S Ending Inveolory2.747
Cefivtrttd tr» % Yrarend 44.9%Converted to % Yearend 24.8%

Igt, base

11.3602014 Est. Dispositions2013 Dispositions 10,761
11,1762D 15 Esl. Dispositions11.3602014 Est Dispositions
11,268Average 	

50% Inventory Allowance
11.060Average	

S<l% Inventory Allowance 5.6345.530

Page 1!b)(4) 7/30/2014;onfidential
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Codeine From M equiremtrits 

ACTUAL YEAR TO DATE MINE 30, 2014) 

T.611 MATE ON REMAI NI NG 

QUOTA 

Description 

Input ro 

Step Process Yield AINVC 
Net output 

of atep 

Lenz by 

step 

Input to 

Slcp 

Output of 

Step 

Loss by 

imp 

CPS-AMA to Morphine foe Cons. 7,657 85.60% 6,554 4,529 2,876 

Codeine for Sale 
Morphine for Cons. to Codeine for Sale 7,478 89.0% 1.05 6,980 5,642 5,272 

Codeine( fr Alcirt9 to Codeine Plios-phete 5.220 43.60% 086 (334'  5,775 5,406 . (3701 4

Codeine Phosphate Finished 5,114 49,36% 5,081 CPI 5,490 1,455 ras; 
Total CM) 11051 

2014 Torii Codeine love biOry Calculations 

With 

Current 

Quota 

2011 Endes, Inveniort 5,166 

Non saleable =retied 38 

2013 Available End. Inv. 5,121 

2014 API Quota 17,232 

2014 Dispositions. 
Soles 16.114 

Processing Losses (1,363) 

2014 En dirty: Irnrculory 4,882 

Converted to 'I. Yearend 33.4% 

kg's, boar 

2313 Dispositions 13,141 

2314 Est. Dispositions 16,114 

Avcrapc 14,628 
SO./. Inventory Allowance 7,314 

(b)(4) Confidential 

2015 Quota Cole 

Deseri_p lion Input to Step Process Yield MWC 
Mt output or 

step 

I-oss by 

step 

CPS-AMA to Morphine for Cons. 30,666 85.60% 26,250 

Codeine for Sale 
Morphine for Cony to Codeine for Salo 15,516 89.03% 1.05 14,500 ,--

Morph) to Codeine Phosphate 14,500 93 60% 13,572 (923) ,cocIcinc(fr 

Codeine Photohatc finished I3,572 9936% 13,485 (17n 

Total 11.015t 

20IS Forecast 
2015 

2015 Tatar, kg Total, 

Customer DEA it Salt ligR Comment , 

(b)(4):(b)(7)(E) 
1,340000 

, 

1226 HY 
158 117 v 
300 222 ,..-1" 
300 222

' Include, 

Generic 

Sidco 

12,100 0,954 AC0360115 

45 33 

Total 15,103 l 1, [76 

COMBINED CODEINE INVENTORY (TASMAN AND MORPHINE CODEINE) 

2015 Total Codeine Inventory Calcidations 

2014 Ending Inventory 4,882 

Non saleable material I) 
2024 Available End. Inv. 4,882 

2315 API Quota 25,500 

2015 Dispositions-

Saks 14,168 

Processing Losses (2,291), 
8,923 2015 Ending Inventory 

Converted to % Yearend 50.6% 

kgs. base 
2014 EST_ Dispositions 16,114 

2015 Est. Dispositions 19,168
Average 17,641 
50% Inventory Allowance 8,821 

St ) 

ZS ,4-

ZCOS-4-)  l\ 

kD,C41,02_ 

7,58 

} ems?

L. 

7/30/2014 Page 2 
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HiequiremcntsCodeine Ffomf*

4

ESTI MATE ON REMAINING
IQISQuptaCatcQUOTAACTUAL YEAR TO DATE (JUNE 30, 2014)

Net output of J-*ss by

step . Hep

Input co Net output Lcat by Inpdt to

of step Hep Step

Output of Loss by

aiep Dcioiption Input to Step Process Yield MWCStep Process Yield MWC Step	 		 Description

CPS -AMA to Morphine foe Cow 26,250CPS-AMA to Morphine for Coov

Codeine for* Sak	

30,666 85,60%7,652 SS.60% 6664 <.529 3,876

Codeine for Safe
14,50015,516 89.00% LOSMonvbine for Conv to Codeine for SaleMocphiwc for Conv lo Codeine foe Safe

Cgdgncjjr Morph) to Codeine Phosphate

Codeine Pftcsphatc Finished	

7,478 890% 5,642 mii .as 5.986
Oxkincifr Monthl to Codeine Phosphate

Codes,? Ptioi phptc Finished	

14,800 93.60% 13,572 MX)i',nt5.220 93.60% 4,880 (334, 5,'ZS 5,406
49.35% 13,485 (87 113.5725,114 99,36% 5,081 1 33) 5,490 5,455 (33:

(1-0151Total(357) 1105)ToUl

20IS Forecast

2015

Total,2015 Tatar, It*

Salt 1*B CommgntCtalotntt PEA «

U06±L(b)(4);(b)(7)(E) 1,900

HS222300

158 117
A

300 222

300 222 S<&2-^ ~2^1
zsm- ns

1\S
to , mjiT-

lnclu4a

Genetic

Bidto

BG0J4011512.100 8,954

—45 33

15,103 11.126 .Total

ICOMBINED CODEINE INVENTORY (TASMAN AND MORPHINE CODEINE)

TOF
Current

Quota 2015 Total Codeine Inventory Calculations2014 Total Codeine Inventory Calculations

4,8822014 Ending Inventory

Non, saleable material
2013 Ending Invcniory

Ken Itlcable rmlcriaJ

5,166

138

2014 Available End. Inv. 4,8822013 Available End. Inv. 5,128

25.50017,232 2015 API Quota

2015 Dig positions:

	 Sales	

20 14 API Quota

2014 Dispositions;
19,16816,114Sales

(umProcessing Losses0.363)Processing Losies _

20 14 Ending Inventory

Converted to % Vcarcod

2015 Ending Inventory 8,9234.5BZ
50.6%Converted to % Vearend33.4%

kgs. basekit bajc
2014 Est. Dispositions

20 1 5 Est. Dispositions

16,11413.1412013 Dispositions

2014 Est. Dispositions 19,16816.114
17,64114.628 Average	 		

Sft% Invenfflry Allowance
Average

SQ% Inventory Allowance 8.8217,314

-4«£

m
o
•q-

\ ^
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Saa. CI4s4: 
Total PO RoqualL, 

CO Istalot SPA tram 

2015 00.0.1 APO Workartetrs 

9.113.000 
049 Esa. 

Stun, of 201S 
2015 Parposted Ma 2014 Iliar1444 MO 2013 Stns 2313 DEA MC/3a1.. %ot 2013 54144 Total PO 20133..434y 7004 Prop9stal Esparta 2014 Palraltal 5404 2910 Projected E.lste 2014 Projected traentay Aisj Avail Clic 

Cok llama coF 
50% imam MO 

(b)(4) (b)(7)(E) . 5011 5000 0.072 7.900.704 0.000 3000 ospoo a000 &DX 0.000 • 4.000 1 750 1250 5000 

5 000 5 CCO 0 764 2.90.7134 0E00 0 872 IA 945 0000 3.000 0.000 05.946 14 959 .14 606 5 OM 

100,000.000 soma.= 7.507.coa 2989.764 1000 9,100.950 202,423.000 COCO 184.250.020 0000 422,917.000 21 t.917.250 46.794 265 107.283 Igo 

1.007000 250000 0.200 7.088.764 0.000 0.228 136960 0000 1,000 000 coop 0.000 290220 . 675.025 67502-8 

MO 5trtafs: 181,010.000 50.260.000 107069 613 

2014 43t4 InIttal APO; 00.600.000 
2014 Pl.naa Ravls.or APO: 0.000 

FDA 64t, pa 14 In141•1 API) .1 • %Oa Eaty 80500 000 
Itol Est Mu 54941 APO • 1 . MS Et* 80500 000 

2015 Proposal E*1400415 APO: 01,000.000 

2015 Established APO: •81,100.000 

With 35% beta; 726.375063 

Di 1-011DROCOC EINE 
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/1 .111, 1) 

0.510 015"; 2012 1414051APQ iN045506514 

r°48114)1 T01.5100 Req.., 1 000 

IRS Esc - 04 5 

55.5ro es< 2015 C.4.16 1.5.14.0 CFR 5401 

Company DEA Num 2055 Reloct,A1 MO 2014 140,4,440 00 2013 5.5,.. 2013 CtA .0 So.. Y. or31313 SM. 701.1 00 2013 In565335y 2014 Fro)oote0 Eaporla 2014 P05)ociod Salus 2013 ProuotAu Elport4 2014 51544.61.4a1mmukuy 11.1)015.110406 InvOld MCI 

(b)(4) (b)(7)(E) 2 00) 2.000 0 000 702.272 DOG 0.000 0 000 0.007 0.000 0,53.2 0.010 1 500 1,5110 -1000 2 000 

31.650 000 15030 003 403 000 7022;2 COO 0.001 0001 121489 000 0,000 51.0-20 coo a coa 13.489 080 24,366.750 2,881.601 24,36750 

110000900 030600600 7085”.0051 TO2222.000 1.002 1.002 25.3060-963 10400 OM 212,056000 0004 341.626.000 z(51.978.15.1 -221.011146 740000.000 

NO To130: 771.652.000 909,0)2 000 70 4.508.950 

2014 F16411611141/ APO. 600,000.030 

201,1 F16.1115951540 AFC: 1.02 1.0.20 000 

FDA E oC (201410.1114.1 APO • 1 • FDAE.511, 600.000000 

1145 Cat 12814 64041 A.P01 ' 1 • 111.5 64, 1: 572.760000 

2015 Proc.0.10 EmtaNish 1,031,¢5,100 

AFC) falTkiell, no aelu•tenent moulted 

DTHENOXYLATE (FOR SALE) 

Page 805 

2018 Inrtllt APQ WortihMf*e»«c cu»:

T.MJ1 PO Gfcjufl«v lOOO

i»se#c -0<J

CA\c u«lrvfl Cffl 50*

IrwOAt
S*Jro 4*2013

TOUIPO *attUftftvcrtteiy »14Prc£*Vxl e«porli 2014 Pio)oc1od SiIs* ?Ol 5 Pro)c«Ml Export* »1< Pi<4«»eu<j lAvaMMy AdJA**<C*1c
l.soo

24.366. 7SO

8ai.«?ST50

Peanut JOlS R©*t*1if«1 MO 3014ft»¥**<l HQ 2D13S*i#» 2013 DfA ua Su- * of 7D1S S«*»

" CMC

D.001

1.002

Coi^pfWtf
-1 000OCOO

a coo

ooec

1.100

13.469 OCC

MT.e».a»

2000

3.861 .00'. 24,301730

-221.011 740 000.000

0 000

D.4 89.009

2as.2d9.ooa

o.ooc 0#X1

31.820 000

7 12.036000

(b)(4);(b)(7)(E) 0 000

0001

2 000

31.CSO.OOO

740.000 OCC

2.000

15.0)0000 4GS0CC

890.000000 7cn.a77.ooQ

oocc 707.7?? COT

702.222 COO

T02.Z22.00G

0000

16.400.0001.002

76OC8.7S0771.652.000 909,002 000MOTotott:

2014 FlMNflMM APO;

2014 FlMlRovliid APQ:

FDA E»C l»1 4 InHlal APO ' 1 • FDA£»1];

IMS £*t {2014 Initial APO ' 1 . IMS E«i|:

<00.090.000

1.0J1.0M000

SCO.000 000

572.760«B

201 S Propo**! ApD: 1.03 l.aoo 000

APQ ufrta'nat, no adjuktmentrsqltdd

DIPHENOXYLATE (FOR SALE)
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Basic Claw*: 
70141 PO Requ. 1,007,215233 

--Ws) 

Company DEA Nom 

2015 001111 APO WOrlif 

Lrw) FDA eat:. .015 

118$ Est: -.02I 

Share of 1015 
1315 Requested MO 2014 Rovlsed MO 1013 Saws MI DEA litet Satos % of 2013 Salsa Total PC1 2013 Inventory 2014 Proisetod Es potta 2014 Projected Sales 2414 Projected Om ntory ArE Avail Cate 

Cate DOI CFA 
60% Uhroot MO 

(b)(4);(b)(7)(E) 5000 9.000 0.000 998926.931 0.000 0.000 0101 0.000 4000 1.003 3.826 0.045 5.000 

200,000.000 151.000000 36,860.000 698.926.933 0.037 37.266.703 53,892.000 0.602 200.000,000 50.000000 153069.000 79.441.378 153069000 

2.000 2.000 0.438 908.926.931 0.000 0.542 1.010 0000 0.500 1.711 2.258 .1.932 2000 

13330.000 11.151.000 9.082.000 899926.931 0009 9,157.365 103.000 0000 13.330.000 1009000 10040.500 14,060.493 03.330000 

600,030.000 461.271.000 24$,042.000 998,926.931 0.245 247,075.415 230,5413.000 0,000 600000.000 736.303.000 5113005.000 332.341010 5111.886030 
940,000.000 910,000.000 645,030.003 998,92E131 0.646 1350.390081 258.606.000 169.170.003 903,111.000 375.260.000 831.614.500 996.084.601 940009,000 

33.000.000 16.000000 4.4601300 990920131 0.004 4.497.010 17.597.000 0.000 33,000.000 13,000.000 25,107750 0024.203 25,197.750 
13,500.000 6.600000 0.000 900120501 0.000 0 000 WIN 0 000 8.500.000 7.214900 4,950.000 3 3 00000 4.950.000 

Mg Totals: 1.799,837.000 1.459,029.000 1.656.0113.750 

2014 Foist 181601 APO: 0687000.003 

2014 Floe Rs Ased APO: 0.000 

FDA Eat:12014 %RN APO • 1. FDA Esti: 1,712,305.000 

1765 Est. (20141nd:111 APO' 1 • NS Est: 1,65E247603 

APO NJ ustroo M made bated Ors wen toloofrom AtiPP sod FDA entrhara 

2913 Eslabltsh APO: 

2913 Establish APO *MI 23% buffer: 

1.720.903000 

2.150000.000 

FENTANYL 
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Basle 01,16a, 

00141 PQ Raq: 11) 0,507,526.429 

201516th el APO Work 
FDA Eat; 067

PAS Ear . -051 

Comnanv OFA Norn 2015 Reounattri MO 2014 Revised MO 2013 5a1ea 2012 DEA MO Sales .4 of 2013 Salsa 
Slum of 2015 

70141 PQ 2013 tnverdory 2014 prereerad Esporet 2014 Prolectea Sates 
2014 proiecded 

Inventory AdJ AvaIl Cale 
Ca1c Using CFR 

5.0.4,1noent MO 

(b)(4) (b)(7)(E) 5.000 5.000 0,000 3,574,775,079 0_003 C.000 0.000 0.000 4.990 1.000  3.750 0250 5.000 

64,060000 76,700.000 0.000 1574,775.079 0_030 0.000 0.000 0.000 63.031000 26.000.090 57.525.003 4320.000 57325_000 

30_000 30 090 2921 3374.775.079 0_030 4.500 49.447 0000 14.000 61549 59,585 -52322 30_990 

116000 0:0 7E1,300.060 0.000 3,574,775.079 0000 0,090 0.000 0 000 112.470.000 0 000 59.500_000 52,970.030 78,090.000 

165.700.000 =9.064.000 128402 433 3.574.775079 9036 197,918.181 35,920 696 0.000 165,700.000 0.000 196.730_522 205,379.031 185.700_000 

625.170.003 553,208000 679,936.334 3374,775.079 9.590 1,047.556353 209210.335 5,900_000 568.344.000 330.000 000 574.137.028 1257,247,906 574,127026 

514000.000 445,003000 134,716 900 3,574,775.059 0.094 515,683.272 251,602000 0.000 534.000.000 251,632.000 522.451400 593252.090 622.451.920 

1,150,990.000 1.179.010 000 997.252.900 3,574.775079 0279 1,536430.020 392,859003 1,750 000 937.820.000 515339.030 1.175.50050 1.532.421.025 1,170,601.750 

2.553,000 .000 1.fi74,1115 OM }389605.400 3,574775 075 0359  2141.222.819 055,997.550 0_000 2,425,000.00a 677,000.000 , ..6.96.111.863 2.889.417.474 1,698.111663 

300.000.000 97.711 000 44,542.000 .3.574,775.079 0.012 68.624.245 31,109_003 0000 123.500.000 64000.020 96870,000 111,608.057 114,ens 057 

MO Totals: 5,569.993.0OD 4.337.430.000 4,590.209.595 

2014 Final ro4.141 APO: 5400,000,000 

2014 Final Revisor! APQ, 0.000 

FDA Eat (2014 Inkral APO .  1 • FDA Esti: 5.761,800000 

ISIS Eat 12014 Mnlol APO' I. 11,13 8115: 6,124.600.000 

APO adlosunar• based on Increased oapo.r1 requirement& for 

2315 Eatattish APO' 

...2104fratattan APO wtth 2511 aver 

5.600,000.000 

7000, 7.000,030000 

(b)(4) 

HYDROMORPHONE 

Page 808 

"S

Bxale CWflt: 1

Total PQ Reqix "
2015 Initial APQ Wort*

FDA Fat:

IM9EA1'

S.S07.S2M29 -067

051

snare of 201s

Total PO

2014 ProtectwJ

2d 3 inventory 201J Projected Eaport* 201* Projected Saiee Inventory

0000

o.ooo

45.447

8000

35.9JO 696

209^10.035

251,602.000

352,059.000

6S5.W7.550

31.180 000

CalclHIng CFR
AdJ Avail Caic so% Invent

, 1750
57.525 000

59 505

50 500 000

108730522

574.137.028

522.451.500

1,175.501.750

l.698.111.463

96.675.000

015 R«Qjcst*?d VQ 2014 Reviled MQ 2013 Sale* 2013 DCA MQ Sale* %©f2013S*m

0000

0 000

2921

oocc

229.064 000 128.462 930

558,299 OCC 679.036 334

4*5.000 00C 3M.71SOOO

1.179.010000 997252.000

1.417*^18 000 t.309.605 400

97.71 1 030 44.542.000

OFA Warn UQ

;b)(4);(b)(7)(E) 5000

76.700.000
30CCO

78.000 OCX)

3.S74.775 079

3 574.775.079

3 574 775 079

3,574,775 079

3.574,775 079

3.574.775 070

3.574.775 079

3.574.775.079

3>74.77S079

• 3.574.773.079

COCO

0.000

4.50C

coco

197,918.101

1.347.556.353

51 5.653.272

1.536.430.020

2.141.222 819

68.624245

3000

3000

0000

0000

0 000

5.900 000

0000

i.raoooo

oooo

0000

4.CC0

63.003 300

14.000

112.47O.0C0

165,700 0»

568.344 COC

534.000.000

937.02O.MO

2 .425,01X1.00 0

133.5CO.300

1000

20 000 OCC

63 MB

0000

0000

iio.ooacoc

251.602 000

S35.539.0OO

€77.000000

84.000.33Q

5.000

64.CW.000

30.000

1 16.COC 000

I65.70C.000

625178.000

S34.CCC.OOO

1 .iso.ccc.ooo

2.58S.DCO.0O0

3 >3.000.000

COOO

C.COO

cooo

oocc

0C36

C. 190

0094

0279

ojag

0.012

0250

-7.525000

•52.322

51.970000 7fl.300.000

205,379.OS I 165.700.000

1.257,247.906 574.137.C26

593.252.000 622.8Sl.S00

15*2.421.02S 1.470.801.750

2.«89.<17.474 1,690.1 11663

I14.BO8.057 114,008.057

5.000

57.525000

30.000

4.5SOJ69.995
MQ TfltaU: 5.569.993 OCC *337.436 000

2014 FliUl APQ;

2014 Final Revtved APQ:

5.400,OCC 000

COOO

FDA Eat (2814 Initial APQ • 1 FOA Est): SJfil.flOO 000

IMS EM: |2Q1* Initial APQ ' 1 IM3 tllj; 5.124.600.0CQ

APQ adjustment baud on Increased en pen requirement* fo»|(b)(47

231 6 Eaubfah APQ -

Jfitf&Ubllib APQ wttfc 25% fcufftr
S.600.000.000

7.000.000000

Zotf-
<**-

HYDR0M0RPH0N6
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APPLICATION FOR INDIVIDUAL HANUFACTVRIRG QUOTA 

Request ID. 120291 Tate Submitted 31-JUL-14 

dame of_Banic C1an or List 1 CheisiOe.LIOLLLYL2orDEllml-B91 

HYDRomORPHONE schedule/T.4ot Nuzber 2 

Name and Addreee of Reclietraint, ...... Pry: Code 9150-0 

(b)(4) quota Year 2015 

OSA Registration Number (b)(4);(b)(7)(E) 

pp b)(6) Fax. No (b)(6) 
ail, Addrpos hValDIVRI 2114110134, 

Nom All Quaatitine are to be Expressed in drama of Anhydrous Acid, Base, or alteleid(nRS es Salta). 
Quotas PrevioulLyIssued hyDE/ 

2015 eta History 2013 
_ 

2024 Quota Requested 

1,940,000.0 1,674,819,0 0.0 2.585.000.0 

reduction Data 2nd Presiding Year tat Preceding year ricirate for 
Current Year 

Estimate for Year 
Soul:rated 

nventory as of Dec 31 

a.Hulk Controlled Substance/List I Chemical 

b.In-Process Material 

c. Contained in PINISHED Dosage Form 

855.997.55 O. 677.000.0 677,000.0
0.0 O. 0.0, 0,0

O. D.0 0.0 

855 997 55 O. 677,000.0 677,000.0 

ispositioniSalel/Utiliration 

a.Domentic 

b Famnrts 

928,092.72 0.0 2.425.000.Q 2,425,000.0 

462,731.07 0.0 0.0 

2,425,00{),C1

0.0 

2,425,000.0 1,390,822.79 0.0 

cquisition/Production 

a.0omestic Sources 
69,642.5 2,585,000. 2,585,000.0 ' 

69,642.5 2:585,000. 2,585,000.0 

f the Purpose is to Manufacture Another Subotanceiel. Furnish the Following information: 

Nana of xaw substance Drug amount Used !or this Pox cue % Yield 

2012 1 2012 2015 

Product Development Dosage Form strength Unite/Mash t of Batches Batch Purpose Eat. Duatitity Est. Completion Time 

ansfor Regietrant l Explanation of Transfer 

Date of Destruction ixplaaat.oa 

• 

ackaming Product Nana Strangsh Unitm/Pkg I of Pkgs Purpose I Total Ou tttttt 

• 

marks 

roduction loss estimated at 3,000 grans 1,000 grams to support reference standard business Replaces application reference# 

19624 

' • 

• 

Page 809 

*

APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

bata SubmittedRoquost ID-|l20281 31 -JUL- 14

Chamleal (only 1 par DEA-1B9)
Schedule /Ll at Nuaber.

ftiruq Code 	

2.
DROMORPHONE

£ 3120-0- -	and Addraes of Roglptrnnt
2015luota Year(b)(4)

OEA Ragi aeration Number (b)(4);(b)(7)(E)

5b)(6) Rat- No (b)(6)
PbgtiO_Haftnal\ Address \

HOT* J All Quantltloo are to bo E*praaa«d In Qtiai at Anbydroua Acid, Baae. ot klfcaloldfopt <<i flalta).
Quotas Previously issued fry DBA

aois Quota Requested3013 3014Quota History

0.0 2.sas. ooo.o1,940. 000. 0 i,6?4 , aia , o

Eatlcaee for

Current Tear

Bstirure for Year1st Preceding2nd Precidlitg Year>roduction Data
Requested

inventory as of Dec 31

a. Bulk Controlled Sutoatance/List 1 Chemical... a

b. Kn-Prcceos Material	 	

c. Contained in FINISHED Dosage Forma	

677. 000. (855. 997. SS 677,000.0O.C
o.c0.C O.C O.C

0 .(o^c O.C o.c

677,000.0677, 000. (855. 997.55 0.<

disposition (Sale* /utilization

a .Domestic	 -	 	

to Exports. 	

3.425. OOO.C 2, 425,000.0928, 092.72 0.0

0.0462, 711.07 O.O O.C

2,425,000.0 2,425,000.01,390,823.79 O.C

Acquis i t ion/Production

a, Comsat 1c Sources..
'2.58S, 000.02, 585,000.069.642.5 0.

2,585.000.069,642.5 0. 2, 585,000 -C

It Che Purpose is to Manufacture Anochor SubotancelsJ . Furnish the Following Information:
\ Yield"Bid for this PurponcKtia of Now 9ubetance Drug

?I 201S2013 2013

Bet. Quantity [Est. Ccaplutica TimeBatch PurposeStrength Uaita/Batoh • of BatchesProduct Development borage Form

r*«oafor Regiscrant | £xp lone tion of Transfer

Data of Destruction^ Applanation

TtVangth j~iini.tr/FXg~~y~ 1 o t gkgc Total QuantityPUrpoeoPackaging Product Kane

Remarks

Production loas estimated at 3,000 grans 1,000 gcams to support reference standard business Replaces application references

119634
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Hydromorphone 41St ReCireMert5 

2014 Q.Kbia 
Initial 1014 

Grant 
AddIt:onal 2014 

Grant 
CPS AOA 5,139 5,850 
OnpsIone (TOR) 3,244 5250 
Hydror,orphene (ITMH) 1,675 2,110 

2014 love niory Calculations HMH 

Iultuill 2014 
Grant 

A ddetional 2014 
Grant 

,-
2013 Ending loventerry 074 874 
Non saleable materiel 18 i R 

2011 Available End Inv. 456 506 

• 
2014 Apt QL,,,,,, 1,675 2,110 1-

2014 Disp,:itior.v 
Sales 2,258 2.257.9 

Processing  Losses 0871 (1872),
2014 Eodosg Inventory 86 520.9 

Cenverted to % Yearend 4.7% 21.6% 

2015 Quota Apv.15 Aug-10 Delta 

CPS AOA 5,139 7,009 1,861 
Oripavirc (TORT 5,150 6230 1.080 
Hydromorphone (1121/2110 2,059 2,5134 525 

20i 5 InVenlary Clittafil0111 
2014 Fs+,1oo,  Inventory 321 
Non saleable mittens] 0 

2014 Available Ea& Inv. 921 

2015 API Quola 2,5E4 
2915 Dispo uonv 

Salts 2429 
Processinx Losses (3) 

2010 Ending inventory 477 
Coerseried to Y. Yearend 21.9% 

ligs, bate lip, }Mr, 

2013 Dilsloutions 1,391 20(4 Estimated Dispositions 2251 

2014 Estimated Dispositions 2,158 2015 Estimated Dispositions 2425 

Average 1.824 Average 2341 

50%. Inventory Altmann 912 SO% Inventory Allowance 1.171 

ACTUAL YEAR TO DATE (0(31/14) REMAINING OIJOTA ADDITIONAL QUOTA 
Output of 

Step 
Lose by 

step Desenption Input to Step kroecsa Yield 
Net outpui 

of asap 
loss by 

seep 

inpui to 
Step 

Oimput 
of Stet.,

Inns by 
step 

Inpoi to 
_ Step 

CPS-AOA Requiremeurt 

CPS-AOA to Technical Oripnvine (ToR) 1,971 9(12.1 1,782 1,666 1,502 2,582 1,966 

0 riparine • 

CPS-AOA to Technical Oriptvire (TOR) 1,782 90,12% 1,606 1,502 1,353 2,182 1,966 

TOR to DIhydroaripavine (OHO) 1,606 87.10% 1,407 (20/1 1,353 1,181 []721 1,966 1,717 (2009 

DHO to Purified Dihyd/Ooeipavine (pDITO) 

t

1,412 82.5014 1,165 {2171 1,181 975 (21(1 1 1,717 1,416 0001 

'1.)110 to Punfied D'hydrooripavinr (pD110) 

for Aesir-3 0 82.50!. 0 0 0 0 9 0  0 

-row 11 1, (3- 15591 

Hydeoroorphont For S-vk -I 
pDHO to Hydron hone (HMI() 1,030 78 00% 703 1,117 171 SCR -135 

FLMI1 Sized 11 Packaged 1,294 99.87% 1,292 1.1 871 1170 011 435 435 I 1 1 

Reprocessin,, DOS bLMH 077 79.04% 693 1104) 

-row (IN') 515 sit 

2014 Inventory Calculation, TOR 

Imo' 2514 

Grant 

AeTilitianal 2114 
Grant 

2713 Ending Inventory 161 161 

Non saleable mr.crial 10 10 
1011 Available End. (no. 551 151 

2014 API Quota 3,284 5,250 
2014 Diapositions: 
Conversion to Hydrom 15<nae 2,147 2,705 

Exported to b)(4 0 o 
Nocessina lasses (830) (1.380Y 

1014 Ending Invenaery 455 1.316 
Converted to % Yearend 17.4% 90,0% 

;b)(4) anfi dential 

2015 Quota Cale 

Description Input 10 Step Protr-15 Yield 

Nye oorpot 
of atop 

Loss by 
step 

CI'S-AOA Reqvirr r.sr. is 
CPS-AOA to Technical On pavane 
(TOR) 6,182 90.12_% 5 571 
Oripavine 
CPS-AOA to Technical Otipzvine 
ITOR) 5.571 90.12% 5,020 
TOR to DHO 5,070 87,30% 4,383 (631) 

IMO to pDHO 4.181 62.50% 3,616 (767) 
DHO to Purified Dihydtoonpavine 

303 82.50% 250 s ,(b)(4) .. 
' Total 13,:'35) 

Hyde ornorphoat For Sale . 
to 11M11 3.313 78_00% 2,544 ,pD110 

FOAM Sized & Packaged 2.584 99_87% 2,581 (3) 

Regrocesung 005 15M31 0 79.04•!. ' 0 
Total (3, 

2015 Inventory Calcalal ions TOR 
7014 Er.ding Inventory 
Non saleable rnatenal 

1,116 

1014 Available End, Inv. 1.)16 

2015 API Quota 6.230 
1015 Disposlooni-

Eoe.versionlo Hydromorphone 
Exported to 

Processing Looses 
b)(4 

1,616 
350 

(1,4051 
2015 Ending Inventory 1,176 

Converted to % Yearend 65.1% 

7/30/2014 P45o 1 
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Requ rementjHydro ma rphone am

A^diiwui 2014
Grant

Initial J9}4

Grant DeltaAli^lS2015 Qbo» Apr*l52014 Qca>1a
5.1 19 7 .000 1,861CPS AQASJ39 5.850CPS AQA
5,150 6.230 1.080OripavincfTOR)	

H^drnmcf^hooe^lfld^
Oiipavine (TOR) _

Hydecriorphone <HMH)

3.284 5.2 50
2.SB42,059 S251.675 2JI0

Addition*! 2014

2015 lny»pi»ry Calculation!

201 4 Ending Inventory	

Nonsal cable materiel	

Grant Grant2014 Inventory Calculations ILMH

	 201 3 Ending Inventory 521874 874

018Non i&lenble nuierie! Ifi

2014 Available Fad. Inv. 5212011 Available Cfed. lav. 156 156

2,5542015 API Quou2^4 API Quota 1.675 2,110

2015 Disposition*:20 M Disposition^
242SSales2,251Said 2,257,9

Q1Processing Losses(187) nV2)Processing Losses

2014 Ending Inventory 6772015 Rodicy Ipvtcfory86 510.9
/ Converted to 54 Veareod 24.9%Convert ed ta % Yearend 4.7% 28.6V#

tobiMbga, base
Z2582014 Estimated Dispositions

201 5 Estimated Dispositions
Average	

54% Inventory Allowance

1.3912015 Disootiti
20N Estimated Disposition*

ona

24252,158
23411,824Average
1.17150% Inventory Allowance 912

2015 Quota CalcACTUAL YEAR TO DATE <5/31/1 4 REMAINING QUOTA AD D ITI ONA L QUOTA
Output ov H» by Nrtenfput Lass byNet output

of step

1cm by Input to Output

«fep ol Step

Loss by Inp«i to

• Step of ittpDescription Input to St_cg_ Frocrtl V.tld Stepfaicai Yield Step stepDescription Input to Step step

CPS-AOA Raqytrcucpli
CPS-AOA to Technical On pavine

(TOR)	

CPS-AOA Reguircmegft

3.S716. 182 90 12%CFS-AOA to Technical Oripavine (TOR) 1.666 L.S02 2.IS2 1,9661,977 90.12% 1,782

Orlp*viae	 		

CPS-AOA to Technical Oriptvine

(TOR)	 	

O rip*vine

90.12% 5,0205.6711,502 1.363 2,182 1,966CFS-AOA to Technical Oripavioe (TOR) 1.782 90,12% 1.606

5,020 87.30% 4,383 (63S)TOR'toDHQTORioDihydfocripavine (DHO) 1,606 87,30% 1,402 <2Qj] 1£L 1,181 1,966 1.717 (250 >

(767;4,383 82.50% 3,616PHOtopDHO	

DHO to Punficd Dihydroonpavine

(pDHO) forlfhVd.)

(2tl7> i!!l 1,416 (J0I3 182,50% 1,165 <3171 1,181 975DHO to Purified Dihyd(Q«ip«vinc fpDHO)
DHO to Purified Dibydrooripavine (pDHO)

1111

82.50% 25030382.50% 0 0 0 a o ofor Acsi ci 0 0

* 1^5)Totalhsu (5>0ITotal
Hydrocnorphoae Per Salellydromarphonf For Sdr	

pDHO iQ HydramorphoneTHMH)
KMH Sized & Packaged	 	

78.00%pDHOloHMH

HMH Sized & Packaged

33134351,117 871 5581,030 78 00% SG3
2,584 99,87% 2.S81 1*199.87% 1,792 fij 871 870 ell 435 435 1111,294

79 04% 0RtpTowair.g 00 S HM3T 0N 84)B77 79.04% 693Reprocessing OO S HMH
TTT777 TotalCl^>» \itTotal

irasnsn irssitissnsR
Grant 20IS Inventory Calculations TORGrant2914 lavenlory Calculations TOR

7014 Ending Inventory

N'nn saleable material

1,3161612013 Ending Inventory 161

010Non saleable material 10

2014 Available End- lev. U16IS1 1512013 Available End. IpV.

2015 API Quota 6.2305.25Q2014 API Quota 3,284

1015 DisposiPcnr	

Cor.vcnior. to Hydroraoiphanc

Exported to

Processing Losses

2015 Ending Inventory

2014 Diipositioat:
3,6162,1*7 2705Conversion to HydromcBjjNooe

S^HBkTI
Pcocesriog Losses 1———J

1014 Ending Inverter?

pK4) 35000

(1,405](1.380)0221
LI7C458 Ml*

Converted tg % Yea rend 65J %Converted to V* Yearend 17.4% 59,0%

f
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Hydromorphone am  Rectulrentent5 

kgs, base kgs, bate 
2011 Dispositions. 2,562 2014 Estimated Dispositions 2,705 
2014 Estimated Dispositions 2,705 2015 Esti crated Dispositions 3,966 
Average 3,624 Average 3.d35 
50.6. Inventory Allowance 1,317 50% Inventory Allowance _ 3,668 

2014 LPS-Uttporme Inventory 
Calculations 

Tolstoi 2014 
Great 

Additional 2014 
CALM 

2013 hiding Inventory 786 716 
Non saleable mstrrial 2 2 

2013 Available Led. Inv. 714 164 

2014 API Quota 5.139 5,850 
2014 Dispositions• 

Converted to 0ripavine 5,466 , 3,466 

2014 Ending Inventory 457 1,168 
Conversed to 55 Yearend 12.2% 313% 

kg,. bate 

2015 CPS.Oripavint ?memory Colculatiwu 
2014 Ending DiventOrY 1.161 
Non saleable material 0 

3014 Avail a ble End. Inv. 1,161 

2015 API Quota 7,000 
2015 Dispositions: 

Convened to Oripavine 6,102 

3015 Ending Inventor, 1,917 
Converted to % Yearend 34.1% 

Las, base 
2013 Dispositions 2.004 2014 Estimated Di sposili on t 5,465 
2014 Estimated Dispositions 5,466 2015 Estimated Dispositions 6,1112 
Average 3,735 Avesaftc 5,824 
30% Inventory Allowance 1,120 30% Inventory Allowance 1.747 

2014 Rydromorphooe for S111C Forecast 

2015 Total, kg 2015 Taal. 
Customer DEA 6 a Sill k12

(b)(4);(b)(7)(E) 50 45 

31 28 
130 116 
1l 10 
542 482 
16 L4 
10 9 
9 

184 164 
378 316 
411 366 
118 111 
200 178 
42 17 
2 2 
35 11 
150 

., 
134 

28 25 

47 42 

6 c 
26 23 

(b)(4) Conlidentiat 

2015 Hydrocnoi one for Sale Forecasti 

2015 Tom!, kg , 2015 
Customer 13T.

 

a Salt Total, kgB 

(b)(4);(b)(7)(E)
'

SO 45 

100 89 
350 312 
355 316 
540 481 
667 594 
104 93 
15 13 
2 2 

SO 45 
8 7 
30 27 
100 89 
200 171 
136 121 
17 15 

I Total 2,724 2,415 

2015 Oripavioe for Sale Polecat t 

. Customer DEA4 
1015 Total log 

Salt 
2015 

Total, kgB 

b)(4) EXPORT 350 

7/30/2014 Paget 

Page 811 

Requirement*Hydfpmofphcne am

¥

i/fj i batei*i> b"t
20l4E*cia\ated Diipoiitiont

2015 Bu mated Dispositions

2,7052,562<i lions20UDi621 3.9662.70S2014 Estimated Dispositions

*S2t£.			
50% [fiyewary Allowance

i»sAveftge2,634
1,66850% Inventory Allowance1.317

A&HlIofulTKT J
CfMll

Ta'rSal TOT120 14 CFi^Orlpavine Inventory
20IS CPS-Oripavine Inventory CalculationsGrul

1,16130 H Endinj* L-ivctmyy201 3 Eflriina Inventory 786 786

Won saleable material 0Non saleable material 2 7
1,16130 1 4 Avail able End, lrrv.101 J Available ErA Inv. 714 16*

3015 API Quota 7,WO5,85020 14 API Quota 3,139

20 IS Diap<»;tioa»:2014 Disposition*:
Com/&ncd io Oripavinc 6,162Convert^ tr> Oripavine 3,466 5,466

3015 Ending lovealorr

Coavcned to % Vtircnd

1,9*71,1682014 Eodiag Invito ry 457
34,1%3 1 J %Om*er1d to % Y<areod 12.2%

k*t,ba«fcgs. faw
3014 Estimated Ditposiliorn

2015 Estimated Dtipasiiiont
Average
30'/. Inventory Allowance

5,4662.0042011 Disposition*
6,1625,46620|4 Eslimited Disposition!
5,8343,715Avenge	

SO'/i Inventory Allowance 1.7471,120

1015 Hydromorpbotic for Sale ForecastI1014 Hydromorptiopg for Sale Fprecut

2G15 Total, kg 2015

Total, kgfl
10 IS Total, kg MlSToeal.

UFA M SaltCustomerPEA U Salt MCustemcr
50 45(b)(4);(b)(7)(E)50 *5(b)(4);(b)(7)(E)

100 89
31 38

312350130 116
316355

11 10
540 481

542 482
594667

16 14

104 93to 9

15 139 8
2 2184 t64

SO 4S376 336
78411 366
2710138 123

iiIOC200 178
17820042 37

136 1212 2
17 \S_35 3 1

2,425Tali! 2,714150 J 34

28 25

lfllS Oriptvtoe for Sale Forecast47 42
201520 15 Total, »*£

DCA« Salt Total, UfiBCustomer6 5
EXPORT 350:t>)(4>M 23

Pa*<?27/30/2014!b)(4) Confidential
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/ 1.11) 

Buie creel: 'el' )2015 Initial APO W071131 
Total Pit Requ. 4,347,003 FDA Est: 

11.15 EnC .117 

Corm:Ant DEA Num 2015 Requested MO 2014 Revised Lig 2013 Sales 2013 DEA MO Sales % of 2013 Sates 
Shies et 2015 

Total P01 2013 invent:4y 2074 Projected Exports 2014 Projected Salta 2014 Freieeted Inventory lioj AVIii cafe 
Cale Using CFM 

50% Invent MO 

(b)(4);(b)(7)(E) 2000 2000 0.000 1,407.000 0.000 0.000 0.000 0.000 0.300 1.500 1.100 •1000 2.000 
5,600.000 3,600040 1,007.030 1007.000 1.000 4,347.000 42.000 6.000 4,494.000 1,038.003 2,731.500 7,601.750 5,600.000 

MO Totals: 5002.000 3,602.000 5,502.000 

2014 Final initial API:: 1,600.000 
I014 Final Revited APO: 0.000 

FDA Fah (2014 Initial APO 1 • FDA Eat): 1.600.030 
IMS Est: (2014 lnlital APCI. 1 • 1MS Est): 1,766 400 

2015 Proposed Initial APO; 2.700.003 

2015 Established APO: 5,700.000 
2015 Established AFO with 25% hater: 7,125 000 

.1' 

LEVORPHANOL 

Page 812 

~)201 5 Initial APQ Works!Baalc Ctikt;

Total PQ Rcquv FDA Eat:

JMSEst

4.347.000

.117

Cilc Usififl CFR

2313 Inventory 2014 Pr«jarted E*porti 2Q14 Projected Sates 2014 Prodded Inventory Adj Avail Gale SQV, litvwnt

0.500

4.934C00

Shart Of 2015

Total PQPEA Mum 2015 Fetjucsled MQ 2014 Revised fcq »1 3 Seles 2013 OEA HQ Safes % of 3013 Seles

2.000

WQCompany

1.500

1.630.000

1.500

2.731.500

-1-030 2.000

7.631.750 5.600.000
(b)(4);(b)(7)(E) 1,907.000

1,307.000

0.000

4,347.000

0.000

42.000

0000

6.000

2.000

5,600.000

0.000

3.600.000 1 .907.000

Q.OCG

1.00C

5,602.000S.602.000 3,602.000MQ Totals:

2014 Final Initial APO:

2014 Final Revised APQ:

FCA Ell; (2014 inHifll APQ * 1 FDA Eml):

IMS Est: (20« initial APQ-1 IMS Gal):

1,600 000

0000

1.600.000

1,708.400

2613 Proposed InilulAPQ: 2.700.000

2015 ErtaWisfxd APQ:

2015 Established APQ wWi 25* buffer:

5.700.000

7.12S 000

\

LEVORPKANOL

Page 812Vol. I



fade Cis": 

7014190 Req.. 

Company OEA Num 

1(b)(4) (b)(7)(E) 

MO Totals; 

2014 Elna1107041AP9.. 73,000,300000 

2014 Flr.liFterrised APO, 0.000 
Fps Est 1201A ['VW APQ • 1 • FDA Est): T0,000,000 COO 

On Est (2014 initial APO' 1 • IVIS Es0: 23.009000,000 

APO surtIc ion!, nO adjust:1+mill required 

1.322,773,000 

20161,14.10441rd MO 2014 R•vised MO 

5 000 0.000 

7, 3.003100 0.000 

4,600.033000 5,150.000000 

37,000,000CM 44,000,000.000 

2000000 2,875 000 

25251000 000 15.500,020-000 

4.500.000.000 1960.000.000 

2016 101031 APO Work 

r."1411) FOAESt: 

IM'S Est:.

2011 Saks 201300,1 MO Solos 14 (J20115/1,44 
5/14 re or 2013 

Total PO 2013 Ms.:Mary 2014 Noi•cled Experts 2014 Proi.c14.c1 0, ties 
2014 Pr014,1441 Oak Using CFR 30% 

0,..svaory Acs Avail Cats Invvrt 

0000 47,6M,75:3.651 0.000 0.000 0 000 0.000 5000 0 01:0 0 000 5,000 

0000 47.603.753001 0.000 0.000 0 000 0000 745.000.000 000C 0000 749003,000 

3.1-35.2t3 000 47,503,750.801 0.070 96,476.070 24.163000 1.140.030 EGO 3.640,C00.000 1,944.301000 4030727,250 3,7E3 792

16.664,550000 47.e33.753.401 0.765 1.057.669 114 12904 910 000 0400 37,123,902.000 9,943206003 42004.042000 -7,450921633 

160,000 17,603,733.800 0000 46.26 50_210 0002 2,000003 0.000 2.206.150 .219375 

7677.764 000 47.603,753.64( D.165 227.1573.695 2,451,207.003 0.000 n.371,0004 00 6,715,070.000 13a1131.00 250 6570,635.042 

0000 47.803,753201 0000 0000 0.000 0000 4.500.000.000 01200 1.00,M:100 3030,000.000 

ma 

5.000 

749.000,000 

4.600000 .000 

37000.000 000 

2.000000 

16657202E425 

6,500,000 coo 

73,302 005 000 50,612.1175 oca 65,436.207 E25 

) 

MORPHINE (FOR CONVERSION) 
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2016 Initial APQ WorkRails ClAti :

Tela! PQffeqtM. FOA EM:

IMS Est:

1.3J2.T73.00C

3014Pro)e<t*d

Inventory Ad) Avail Cafe

ooo

0.000

Calc Uaina CF« so*

Invent
Sham or 2M s

Total PQ 2013 1m*ntory 2014 projected Eapcrti 2014 Projected Sale*

5.000

740.000^00

3A40.CM.000

37.123.M2.<»0

2900.0X1

22.371 .OM.OOO

4.5M.OCC.OOO

MQ2013 Sakt 2613 OEAMQ Sales *k of 2013 Sake

47^03.753.801

47*03.733.001

47.WJ,733.601

47,603,753.801

47.M3.7i 3.601

47,603.753.60 1

47.803,753*01

EA Num 2016 Requested MQ 2014 RMlMd MO

0000

0.000

Company
SCXMS.OCfl

749.000.0CQ 749.O00.0H0

3,763.762.087 4.600,000 000

-7.4Sfi.921 .806 37,000.000 000

2.000.000

6.670.636.092 19.BS7.202.fl25

3.D30.000.000 3.QM.OOOCOO

oooo

oooc

1 ,*44.301 .000 4.030.727.250
*.*63.206.000 42.676.W2.$00

0.000 3.206.1 W

6.71 2.070.000 1 3,413,405.250

OOOO 1 .470,000.006

OOOO

0.000

5.640.000 OOC

0.000

O.OCC

0 000

0.000

0.000

oooo

«.*76.070 84.903.000

1.057.569 914 12*04 .91 OOM

4.628

227.673 665 2,451*07.003

0.000

OOOO

Q000

5.000

749.000.003

4,600.MO .000

3T.OOO.COO 000

2,000.000

2S.251.000.00C

4.500.COO.COO

0.000

OOOO

5,153.003000 3.335.263 000

44.000.000.CCfl 36.564,556.000

2,875.000

15.500,000-000

1.960.000 ,«0

0.000

0.000

0.070

0.765

OO00

0.1 65

0.000

(b)(4);(b)(7)(E)

•219.67569.21 0160 COQ

7.877,764 000

0000 OOOO

65,438.207.62573.302.005 000 Sfl.BI 2.875 OCflMQ Totan:

201* Final InfllilAFQ:

2014 Final Revised APQ;

FDAE*t:l2014lilHk1 APQ'i FOAE*t):

IMS £tf. 12014 IniUal APQ • 1 IMS E*1):

73.000,000.000

0.000

73.COO.OOO.000

73,000.000.000

APQ sumctonl, no adjustment re^uinti

;

MORPHINE (FOR CONVERSION)
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

Request ID. 20271 ate Submitted 11-3M-14 

game of Basic Class or Lilly 1 Chemical (only 1 per DEA-11121_ 
40EPRIUE 4FOR CONVERSION) C, dule/Liet Number 0 

Name and_Addrose of Assaatr.ant run Code 9100-A 

(b)(4) uota Year 2015 

EA Registration Number(b)(4)(b)(7)(E) 

rontact Per by6) ax. tto (b)(6) 
gmail Addre b)(4)(b)(6) I hone No. 

Marrs 111 Quantities aro to he napreased in armee of Anhydrous_keid, amae, or Alkaloid(not 9.1 3.tl. 
Quotas Prcyiouely Issued by DEA 

Quota History 3013 2014 2015 Quota Requested 

12,796,000.0 15,500,0E0.0 0.4 • 26,251,000.0 

Production Data 
.. 

Ind Preceding Year lee Preceding Year retleate for 
Current Year 

ascieate for Year 

Requested 

Inventory as of Dec 31 

a.11ulk Controlled Substance/List 1 Chemical 

b.In-Process Material 

c. Contained In FINISHED Dosage Forms 

2, 207.0 0.0 6,712,030.0451, 6,712,000.0 

O. 0.0 0.0 0.0 

.0 0.0 0,0 o.q 
2,451,202.0 0.0 4,722,000.0 4,712,000.0 

Dispoaition(Sale)ftilization 

a.Domeatic . 

b Exports 

5.787.0 0.0 22,371,000.01 22,371,000. 

0.0 0.0 0.0 0.t 

5,287.0 0.0 22,371,000.0 22,37L,000.0 

Acquisition/production 

a.Domeatic Sources.  
O.b 0.0 26,251,000.0 26,251,000.0 

0.0 0.4 26,251,000.0 26,251,000.0 

If the purpose is to Manufacture Another Substance(0. Furnish the Following Information: 

07AO of Rev Substance Drag Amount Deed foe thie pnepear, % Yield 

2012 2013 1 2015 

CODEINE (FOR SALE) 9050-8 10,7/6,811 7,400.960 14,500 91.45 

Product Development Dosage Term Strength Vaite/metch 0 of Batches Patch Purpose Sot. Quantity Est. Completion Time 

Teamster Regiutrent i Emplanstlou of Transfer . 

Date of Destruction! Explanation 

• 

packaging Product Name Strength Unite/Pr0 j  8 of raga Purpose Total Quantity 

Domarko 

22.371,000 grams for conversion to codeine for sale, of which o,oss.000 grave for conversion to 14-14K 1,000 grams to support 
reference standard business Replaces Application Referennell 119688 

. 1 

i • 
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APPLICATION FOR INDIVIDUAL KANOPACTURINO QUOTA

Request IP.|l2.Q271 bate Submitted) 31-JUL- 14

1-tUL-Itler. 1 chflmlr.al (oplv 1 par PBA-ia.ll.
iehedula.'T.lat Number

Jrug Coda	

S.
93CP-AMama ani Arid roan of Registrant

(b)(4)
201Sluota Year

(b)(4):(b)(7)(E)>BA Registration Numbe:

:ontact ParBonl(b)(6) ax. Ho

'hong Wo
(b)(6)

b)(4):(b)(6)
, or AlUlcldlnot as salta)

Quotas Proviooplv Ibu Ufld by PEA
HGTBi A1 1 Quantities «r« tD be Kxproaaod In Grans at Anhydrous Acid ttsae

20 IS Quota Requested20142013Ouoce History
0.0 • 26,251,000.012,796, 000.0 IS, 500, OCO.O

EBClmaitfl for

Current Year

Kstinst* for Year

Rcqi:f 3-fld
lot Preceding VeerQcvl Preceding Year

Production Data

inventory as o f Dec 11

a. Bulk controlled Substance/List 1 Chemical...

b. In- process Material	 	 	

c. Contained In FINISHED Dosage Forms ........ .

6,712,000.0 6,712, QCO.O2,451,207. 0.0

0.0 o.t0. 0.0

a 0 0.0.

6 712, too 0 6,712. 000.2,451,207.

llspoait ion (Sale) /Utilisation

a . DornoG t ic	 	 ...

b Exports	 			 	

22, 371, 000.0,22. 171,000,S, 767.0 o.o

0. o.<0.0 o.o

22,371,000.022, 371. OOP. 0[5.787.0 0.0

Icqu is i tionj Product ion

a. Domestic sources..
26, 2S1, 000.0 26, 251, 000. C0.0 0.

26, 251, 000 .00 26, 2S1, 000. 00.0

if the Purpose ia to Manufacture Another Substance (e| , Furnish the Following Infoiraaticni
\ YieldAmount Ujaj tor tblc PurposeN«ce of New Substance Drug

2012 2013

93.4514,50090S0-B 10.276.S11 7, 400.960:ot)BINE (FOR SALE)

Unite/Batch 1 # of Batches . Quantity iBatV CrapletIon Tia»eBatch Purpose BeeStrengthProduct Qevalcpneac Dossge Form

c rtaMitot Registrant"] Explanation o t Transfer

Cats of Cestruction [ Explanation

j Totel QuantityPnite/Phg | I of FfcflsStrength Purpoa e
Packaging Product Naae

Remarks 	 	 	

22,371/000 grams for conversion to codeine for sale, of which 6,855,000 grama for conversion to 14 -HM 1,000 grams to support

reference standard busineoo Replaces Application Referenced 119668

1

I

>
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Codeine From Mc r... )quirements 

7014 Quota 

initial 2314 
Grant 

Additional 
2014 Grant Cornmeal 

Morphine for Conversion for Cod rot Ssle 10,411 14,501 

Morphine for Conversion for 144114 0 999 

Total Morphine Ice Conversion 10,431 15.500 

Codeine For Sale (horn Morphine) 12,260 

Total Codeine for 

Sale Initial grant 
17,231.565 kgE3 

2Z11.1 hlorPhine for Conversion Inventory 
Calculations 

Initial 2014 
Grant 

Additional 
2014 Grant 

2013 Ending Inventory 2,454 2,454 
Non salcabk material 3 3 

2013 Available End. Inv. . 2,44t 2,451 

2014 API Quota 10,431 14,501 • 
2014 Dispositions: 

Converted to Codeine 13,120 13,120 
Convened to 14-HM 0 999 

Processing Losses - 
2014 Ending Inventors- -119 2,833 

Converted to % Yearend -3,2% 25.5% 

, 
lira, base 

2013 Dispositions 7,572 

2014 Est. Dispositions 
1 

14,119 
Average 10,995 
50%. Inventory Allowance _ 5,498 

2014 Codeine Phosphate from Morphine 
Inventory Calculations 

With 
Cumot 
Quota 

2013 Ending Inventory 2,644 
Non saleable material 26 

2013 Available End. Inv. 2,618 

2014 API Quota 12,260 

2014 Dispositions: 
Sales 11,360 

Processing Losses (772),

2014 Ending inventory 2,747 
Converted to 'A Yearend 24.8% 

]cgs, lute 
2011 Dispositions 10.761 

2014 Est. Dispositions 11,3643 

Average 11,060 
5I5% Inventory Allowance 5.530 

b)(4) Confidential 7/30/2014 

2015 Quota 

April 
Submission 

August 
reVil OKI Delta Comment 

Morphine for Conversion 22,000 19,395 (2.605) 

Morphine for Conversion for 14-EM 0 6,855 6,855 

Total Mosthine for Conversion 22,000 26450 4,250 

Codeine For Sate 19,000 14,500 (4.500) 
Total Codeine for Sale. 

25,500 kg13 

2015 Morphine for Conversion Inventory Calculations 

2014 Ending invenlory 2,833 
Non saleable material 0 

2014 Available End. !sty. 2,853 

2015 All Quota 26,250 

2015 Dispositions 
Converted to Codeine 151516 
Convened to 14-11M 6,555 
Processing Juncoes -

2015 Locliog Inventory 6,712 
Converged to % Yearend 30.0% 

lcr,s, base 
2014 Est. Dispositions 14,119 

2015 EST. Dispositions 22,372 
Average 18.245 
50%. Inventory Allowance 9,123 

2015 Codeine Phosphate from Morphine Inventory 
Calculations 

2014 Ending InaientoD, ' 2.747 
Non saleable material 0 

2014 Available End, Ion, 2,747 

2015 API Quota 14.500 

2015 Dispositions: 
Sales 11,176 

Processing Losses (1,015) 
2015 Ending Inventory 5,056 

Converted Co V. Yearend 44.9?. 

. - kgs, base 

2014 Est, Dispositions 11,360 
2015 Est, Dispositions 11,176 

Average 11,268 
511% Inventory ALlowance 5,634 

Page 1 
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Codeine From Mi qolremenis

/

April August

reviliou
rassrairj Additional

Grant 2014Granf DeltaSubmission Comment1015 Quoin2d 1 4 Quota Comment

22,000 10,395 (2.6U5)Morphine for ConversionMorphine for Conversion for Cod for Sale 10.431 14;501

6,8550 6,855Morphine for Conversioo for 14-KMMorphine for Conversion for 14j|M 0

11,000 26,231 4,250Total Morphine for Conversion10,431 15,500Tola! Morphine for Conversion

Total Codeine for

Sale Initial grant

17,231.565 kgB

Tctil Codeine for Sale:

25,500 kgB19,000 14,500 <4. 50H>Codeine For SateCodeine Fot Sale (fiom Morphine) 12,260

Additiooai
20)4 Grant

2014 Morphine for Conversion Inventory innsran
1015 Morphine for Conversion Inventory CalculationsCalculations Grant

2,8332014 Ending Inventory2013 Ending Inventory 2,454 2,454

Kon saleable material 03Noa saleable material 3

2,8331014 Available End. Inv,2013 Available End. Inv. 2,451 1,451

2015 API Quola

1015 Disposition*:

26,1 SO14.301 '2014 API Quota 10,431

2014 Dispositions:
15,516Converted 1o CodeineConverted to Codeine 13,120 13.120

Convened to 14-HM 6,SS5999Converted to 14-HM 0
Processing Losses

101 S fcndiug Inventory

Converted to % Yearend

Processing Losses
6,7112014 Ervdiag Inventory •135 1,833

30-0%Converted to % Yorcild •2,2% 25.8%

Vgs, basekgs, base
14,1192014 Est. Dispositions,

201 5 Est. Dispositions,
7,fl722013 Dispositions

22.3722014 Est. Dispositions 14.119
18.245Average	

50% Inventory Allowance

10,995Average

9,12350% Inventory Allowance 5.498

"WUTT

20t5 Codeine Phosphate from Morphine Inventory

	 Calculation!	

Current

Quota

2014 Codeine Phosphate from Morphine

Inventory Calculations

2014 Ending Inventory

Non saleable material

2,7472.6442013 Ending Inventory

0Non saleable material 26

3.7471014 Available End, lav.2013 Available End, inv. 2,618

14.5002015 API Quota20 14 API Quota 12,260

2015 Dispositions:ZtlH Dispositions:
Sales 11,1761 1,360Sales

(1,0151Processing Losses<2221Processing Losses

1014 Ending Inventory S£5£1015 Fading Inventory2,747
Converted to % Yenrend 44.9%24.8%Converted to % Yea rend

- fcgs, batekg*, base

20 1 4 Est. Dispositions	

201 S Est, Dispositions

Average	

Sft% Inventory Allowance

11,36010.7612013 Dispositions 	

2014 Est. Dispositions

Average	

50% Inventory Allowance

11,17611,360

11,26811.060
5,6345.530

Pagel7/30/2014Confidential!b)(4)
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Codeine From Mc/4°4184)quiretnents 

ACTUAL YEAR TO DATE (JUNE JO, 2014) 
ESTIMATE ON REMAINING 

Q1110TA 

Description 
Input to 

Step Process Yield MWC 
Net output 

of step 
lass by 

step 
luput to 

Step 
Output of 

Seep 
Loss by 

step 
CPS-AMA to Morphine foe mom. 7,617 85.60% 6,554 4,529 3,876 
(Codeine for Sale 
Morphine for Cony to Codeine for Sale 7,478 89.0% 1.05 6,988 5,642 5,272 
Codeineat Morph] to Codeine Phosphate 5,220 93.60% 4,886 43 14 I 5,775 5,406 t370) 
Codeine Phosphate Finished 5,114 99,36% 5,031 (331 5,490 5,455 (351 

Total (367) 0033 

1014 Total Codeine Inventory Calctdatioen 

With 
Current 
Quota 

2 013 Ending Inventory 5,I66 
Non saleable material 38 

2013 Available End. Iev. 5.128 

2014 API Quota 17,232 
2014 Dispositions: 

Sales 16,114
Processing Losses (1,362) 

2 014 Ending Inventory 4,882 
Converted to % Yearend 33,4% 

1‘83, bate 
2013 Dispositions 13.141 
2014 Est. Dispositions 16,114 
Average 14,628 
SO% Inventory Allowance 7.314 

(b)(4) Confidential 

1015 Quota Care 

Description Input to Step Process Yield MWC 
Net output of 

1 rep 
Loss by 

step 
CPS-AMA in Morphine for Cony 30.666 85.60%. 26,250 
Codeine for Sale 
Morphine for Coriv to Codeine for Sale 15,516 8900% 1.05 14,500 
Codeine(fr Morish) to Codeine Phosphate 14,500 91450% 13.572 19281 
Codeine Phosphate Finished • • 13,572 9936% 13,485 1671 

Total (1.015) 

2015 Forecast 
2015 

2015 Tonal, kg Total. 
Customer DEA 8 Sali liel3 Commen1 

(b)(4),(b)(7)(E) 1,900 1,406 
300 222 
158 117 
300 222 
300 222 

includes 
Generic 

b)(4) 
12 100 8,954 

45 33 
Total 15,103 11.176 

COMBINED CODEINE INVENTORY (TASMAN AND MORPHINE CODEINE) 

2015 Total Codeine Inventory Calculations 
2014 Ending Inventory 4,882 
Non saleable material 0 

2014 Available End, Inc. 4,882 

2015 API Quota 25,500 
2015 Dispositions-

Sales 19.168 
Pionessine Losses (2,291 

8,923 2015 Ending Inventor/ 
Converted to % Yearend 50.6% 

kg", base 
2014 Est. Dispositions 16,114 
2011 Est. Dispositions 19,168 
Average 17.641 
50% Inventory Allowance 8.821 

7/30/2014 Page 2 
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Codeine From Mc qulrecnents

/

C5TIMaT£0N kEMAlNiN^'
	 QUOTA	 2015 Quota CalcACTUAL YEAR TO DATE (JUNE 30, 2014)

Net output oi Less by

itep step

Net output i/»i by Input to

of step step Step

Output of

Step

Loss byInput to
Input to Step Process Yield MWCDescriptionProtest Ykld MWCStep stepDescription

30.66* 85.60% 26,250CPS-AM A Morphine foe Conv3,8767,657 8SW- 6,5S< 4,529Ci'S-AMA to Morphine far Conv
Codeine foe SaleCodema for Sate

89.00% 1.05 14,500Morphine for Conv to Codeine for Sale 15.516890% 1.05 0,988 5,642 5,272tunc for Conv lo Codeine foe Sale 7,478MOf£
13.572 i93ft14.500 90.00%Codeineffr Morph) to Codeine Phosphate

Codeine Phosphate Finished
<334t 5,775 5,400 1 37111Codcineffr Motphl to Codeine Phosphate 93.00% 4,8805,220

tS7t9936% 13,48513,5725,455 (3515,081 (.331 5.490Codeine Phosphate Finished 5,114 99.36%
Total U-OISj<3tV?| t-M5>Total

2015 Forecast

201 S Total, kg Total

CommentStilt JjgBCustomer PEAK

1,406(b)(4);(b)(7)(E) 1,900

222300

158 117

300 222

222300

Includes

Generic

!b)(4)
12,100 8,954

45 33

15,103 1 1.176Total

COMBINED CODEINE INVENTORY (TASMAN AND MORPHINE CODEINE)

With

Current

Quota 20 IS Total Cud tine Inventory Calc ulatkiru2014 Total Codeine Inventory Calculation*
4.8S25,166 2014 Endrng Inventory

Non sakable material
2013 Ending Invtruaiy

N'on saleable material 038
2014 Available End. Inv. 4,8825.1282013 Available End. lev.

25,5002015 ATI Quota17,2322014 API Quota
2015 Dispositions:2014 Dispositions:

19,168Sales16,114Sales
(2.291)Processing Losses(1.363)Processing Losses

8,923ZglS Eadjpp Inventory4,8822014 Ending Inventory
SO.6%Converted to % Ycarend33.4%Converted to % Yearend

kgs, baseto bale
16.1142014 Est. Dispositions

2015 Est Dispositions
13,1412013 Dispositions

2014 Est. Dispositions

Average 	

19,16816,114
17.641Average . .	

S0*/« Inventory Allowanee
14,628

3.8217.31450% Inventory Allowance _V

Page 2(b)(4) 7/30/2014Confidential
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Chwrnonf.boe• for .""IIIIII )eqtaltentenes 

1/14 (twin 

4.2447 
1.0/4 
Con 

444144.0 
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Cron Wu 

PSE•Ar.)t 0.2)2 6 402 1661 
Meephon tor Conon. 10,411 14 :the 4315 
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Gerona 1341 VON 7100 -524 
3.34rneepleen• tonal. 

Doel %mon 0 471 671 

1074 COM0 bewatee7 Caw Wino 

0..11.7 

2114 

Cowl 

Adi141....1.1 

2014 
GT., 

2.012 been" Inwettery 270 077 
Mtn ofee164 ottou1 2 , 

2013 Av41/3014 En4. Wv. DO 127 

1014 API 4 . • 21.02 • 05161) 
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inn ska in onewer.) 671 
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DIN 
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f t

N' '''' '  ------ Lrju72, (,12 
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1.14.Vertml la 'A Torte • n11% 41.7% - 

SCL•Q•••.• Are-15 Airk15 bell. 
1•SC.AUA 3,239 12.000 7.141_ 
Morpin. for Contemn, 21,000 16250 4130 

450 6.150 5,700 
tke Orif KI.161 
DAWIentnent 0 0 0 • 

n 13 COIA4 Invent/3 Calsolakm• 
0114 6.1tep InurroVev 
Noe daketin nieLevia/ 

674 

0 
0114 Av41.1 171, 474 

0015 AP1_Duras 6,150 

2015 Untpati 
Sets 

Hwang Lean 
V/144666 IA, NVIZre 

VP, 
(111 

0 
2410 rndint IJIMMITZ 

TAD,  wrted 1.-•/. Yearned 

1 Ica trate lap, Awn 
1011 Dopentinet 1,416 2014 PA 3,51111 

Vd.134s,pwigiorts 0,559 101500 a e.-11.atce1c 5,130 

Avorite L 3,119 
10% lawne417 Minnow. 7)) 74% 1/34034•44 4670 

. ACTUAL YEA R TO DATE MATTA WITH INCREASE 

Meer ipaion 

CPS.A0A 

tepee 

r.w... 

VZ.11 MWC 

Net oared 

et .4.9 
(73-404 

lAve MWC 
71.4 wtrpen 
.1 shl. 

won 6. 
Stet MWC 

Nei MOW 

.169 
2.1"6,41.7A le Ulla 4.1.)7304None Ids 
cwww. o 69.4% _ 00311 0 7.707 1011) 7,60E dell.. 1.0133 11201 

ACIVA 1.. TEAR TO DATE6113NE 34,142111 QUOTA WITH INCREASE 

Clneri56en 

Dyne 44 - Ammo 

Sot 31.1.1 

'NO 

MWC 

Antra 

01.3 
Lod, 1,.! 

nap 

{.pea 
Sap . 

°op...? 

5445 LA4419. 44/ 

Wiwi o 

SI., 

Oopna et 
SI., 

Inte 67 
Map 

Osyrentp404 for Ceeweslan 

COM to COW 0 99.0% 1.0200 0 0 2,605 2,594 1,11, • :74, 1, 25) 1 

Tot 0 - 0 (101 3 

2612 Cl%O•ipa.bae b...ntary 

Ca1.1.1.4. 

y.10.1 
1114 

Gn4.1 

A/4.mm) 
2901 

Coat 

2012 Ending Dotson 751 751 

Nen olaWie trateritl 0 
2111 6.411.01. End tne. 701 7111 

1014 API 9.44 %HI ft,100 
2011 Dn444,1063. 

MerpAire I.4 amenice • 1590 
thrfinantAtene fa COweenon 7071 1121 

00OOTntne Ito 541) 1411 1,113 

2012 EnaInglennetwe 4,496 1,5/5 
Dew creed 1.`1. ̀ furred 33% _ 13% 

HIS Quota Cale 

Dewripuon 
CPSACIA 

InN0 VA/6 

-Nee 

Aiwt 

entral 

el tsar 
ten-AI JA 1.1..nult 1N)yecrOwer to 
Conte-4W. 0.745 60411 1.0111 6.150 

10 5 Qm64 Cak 

n6Crir..62 

ler, 1
Sts, 

Prww.. 
Vitla MWC 

Nithelplor 
etswit 

Len 1. 

nap 
Osewerp3ow hir Cnvelossen 

COM to C4.641 6.150 19.3% 10000 6,117 (3l. 

Told 4311 

1011 CTs-Ottnia4 famentery Caleu141440 

2014 End/T.5.0%ov 3,975 
Not 44:6401. IMIVIdi 9 

1014 Avallaik 4.44. W., . 7.910 

Sob AP1Qinta 11,900 
2010 Dupos,nenv 

044233364 kr CaDown 

04)4eserptecne Ite Cenniiina 1.745 

Oneneepleno Ott SW 1.194 , 

PIS .F.A.Intlewlebet LOU 
arve.e.el 'NIG t eaccn-d MIL 

h1541... 457, twnt 

200 032006204, 3.464 wrara tra,  1)ceporaraloro 5f.41 
2014 En. Crupoilions 570.13 1015 EA 114000.0,002 11,151 
Ave.fer 0,174 11.761 
10% inventer0 06...46. 1,372 Toy. nanny 45404444 21630 

b)(4) [n44761141 7/10/1024 

n11pe ee.l~da  b)(4  AA gaol II be auk:Mar 2.012. 

otd ow 4. I.O. for 201 S. 
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Basic Mass: 

Total PO R000 1,130,005000 

2016 initial APO Works!' 

"'WI ) FDA Col: 

IMS Est: 

Company CEA Num 2015 Requested MO 2014 Revised MG1 1013 Sales 2013 DEA MQ Sales Y• of 2013 Sales 

Shoe 04 2015 

Total PQ 2013 Imentary 2014 Projected Exports 2014 Projected 9alos 

2914 Projected 

Vora ntory Ad) Avail Csic 
Cale Ualog CPR SOY. 

In.ra MO 

(b)(4) (b)(7)(E) 53,455 030 

450000.000 

35.000003 21,054000 

430,003,000 565000000 

356554 000 

300.654000 

0054 

0.646 

01.503.768 

1,066,474.212 

14.352.000 

173,107.900 

0000 

0000 

30000.005 

440000000 

19,0043000 

203.914 OCO 

37,014.030 

452390250 

74,311,465 

1.279.905765 

37 014000 

460000000 

40000000 0000 0.000 3663.654 000 0 000 0.000 0.000 0.000 40000 000 0000 . 0000 40.000.000 40000.000 

MO Totals: 543.450 230 465,000 000 527,014.000 

2014 Flnat 500,000030 

2014 Final Revised APO: 0200 

FDA Est potAIrdtal APO . 1 4 FDA Est): 500.000 063 

1185 Est: (IOU Inklsi APO • I +11.15 Est1: 500.900000 

2515 Proposed India! APO: 593.000 000 

APO alrfltcint, no •djuobnen1 raquirtd 

OPIUM TINCTURE 
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2015 Initial A PO Wo rfclfBasic Cb*k

T*rtj| PQ Roftw PDA Cat:

IMS Etf

1 ,130,005.000

Calc Using CFR 50V.
invent

74.511,485

1.279.90S.765

40.000.000
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Inventory Adj Avail Catc
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c.ooo
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1,068.474.212
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0.000oooo
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0000
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OPIUM TINCTURE
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APPLICATION FOR INDIVIDUAL NANUFACTURINO QUOTA 

Request ID.116650 Date Submitted 26 -MAR-14 

Name of Basis Class or Lkst.,1_Qhamical (only '1 per DRA-199)

OnpAvINE 'clledule/Lidt Negabe_r . 2 

HigimAnsUddrese of Reairstrant rua Code 9330-0 

(b)(4) otu Year 2015 

EA Registration number (b)(4);(b)(7)(E) 

Coateat Pernoallb)(6) nx. No (b)(6) 
=ail Address VI1V41(hVA) ;Phone No. 

00r01 all Quantitiea are to be Expreseed in drama of Anhydrous Acid, Rama, or AlAaloicl(aoa aff arnica). 
Quotas Previously Issued by DEA [ 

Own* History 2013 2014 2015 Quota Requested 

1,467,039.0 1,674,110.0 0.0 1,131,000.0 

Production Data 2nd Preceding Tear tat Preceding Year Setimate For 
Current Year 

Estirate For Year 
Requested 

L40antOry as of Dec 31 

04.601h Controlled Substance/List 1 Chemical 

b.In-Proceos Material 

c. Contained in FINISHED DOsage Forms 

253,404.0` 0.0 0.0 0.0 

0.0 0.0 0.0 0.0 

0.0 0.0 0.e- 0.0 
253 464.0 0.0 0. 0.0 

Disposition(Sale)/Utilization 

a.Donestic 

b Exports 

154.942.0 0.0 1,111,090.0 1,131,000.0

0.9 0.0 O.* 0.0 

154,943.0 0.0 1,131.000 1,111 000 0 

Acquisition/Production 

a.Domeatic Sources 
154,690.0 0.0 1,131,00C. 1.131 000. 

154.690.0 0.0 1,131,000. , 1,131,000. 

II the Purpose is Co MenuFaCtUre Another Submtance(S), Furnish the Following Information: 

Kano of gee SubatanCe Drug Amount Dead for his •oaa % Yield , 

2022 2013 2015 

HYDROHORPHONE 9150-0 0 0 116,000 45.00 

OXYKORPHONE (FOR SALE) 9652-B 35.053 ' 17,2]] 166.000 45.00 

Product Development Damage Form Strength Vnite/natch B of Batches Batch Serpent' I Mat. Quantity rEet. COOplotioo Tian 

• . 

Transfer Rogiatrant I Roplisoation od rriostor 

! 

Date of Destruction taplanstion 

Packaging Product Haas Strength I Unite/Pkg I * of Pkgm Purpose 1 Total Quantity 

. ' 

Remarks

Quota is for supply of 500 Kg tol(111611(h)(7)(F) kb)(4)Idill also use Oripavine for internal conversion to 

treakeoum. 9xynorphone and Hydromorphone. See supporting documentation submitted via email for sales 
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1 V. *

APPLICATION FOR INDIVIDUAL HAHUPACTCKISG QUOTA

c
bato Submitted | 26 -MAR- 14

Roguest IP.IU86S0	 		

Nnmp at Hani a CI Ann or LloK 1 Chemical

3RIPAY1KE	

Hams and Addroca of Rasjjtfxa"^

(only'l p«r DEA-189)

gchadule/Llae Number
briiCT code 	 		

" juota Year	 	 	

>ea Registration Nunbor|(b)(4);(b)(7)(E)

2.
9330-0

2015
(b)(4)

I
(b)(6)fra.

Phone Hp
Contact PflgflonFb1(61

IrlHrd hV4WhVf^Small, ae

NQTSj Ml Qimnt itiafl ar« to b« grprrgrrd In Qraaa of Anhydrous acid gMBf or ftlfcAloldtnoC »» 8alt«)
Qupcag Previous ly Teamed by DC&

Quota Requested20152013 2014Juot* History

1,467,039 .0 1,131,000.00.01,674,316 . 0

Satirute Jot

Current *«ar

Eatir-ace for Tfear

FcqyeaCcfi
2r.d Ps«ctdirg T«»r lot Preceding rear

Production Data

inventory as ot Dec 31

a. Bulk Controlled Substance/List 1 Chemical...

b.ln-Proceoo Material	 	

c . Contained in FINISHED Dosage Forms	 				

Jlsposft ion (Sale) /Utilization

a .Domestic	 			 		

b Exports . 		 	 	 	.

253.464.0 OJ0.0 o.c

o.o0.0o.c 0 .0

o.co.c o.o 0.0

0.00.0 0.025^,464701

JOT 1. 131,000.0| 1,131,000.0154 , 043
O.C0. o.o o.c

o.o" 1,131,000.01,131. 000.154/943

&cqui sit ion /Production

a. Domestic Sources..
1,131, 000 .0 1,131, 000.0O.C154. 690. t

154,690. C 1.131,000,0 1, 131,000.0O.C

If th# Purpose ia Co Manufacture Another Substance (a) , Furnish the Following Information:

AiLOUDt Uagd for this Purpose

2013 I
\ Held

j-'aaa of tiou SubetaACe Drug
20132012

0 116.000

146.000^'
45.00

45. OC
91SO-0

9652-B

0HYDHOMORPHONE

DXYK0RPHCWE (FOR 3*LE) 17,23715.053

*tt. Quantity |Egr- COBplecionTlaa# of Batcbefl Batch Purpoaetfnitw/BfttebProduct Dgvalopaant Poaaga Form Strongth

Rxploaation of Tr*n»fortransfer itegUtrant j

s

Onto of Destruction J Explanation

Strength | Unito/Fkg | P of Pkge j~Totpl QuantityPurpoaa
Packaging Product Ifano

Ranarfce

Quota is for supply of 500 Kg to |(hW4WhW7VR 1(b)(4) h*111 algQ use Oripavine Cor internal conversion to
Oxyworphone and Hydromorpfcone . see supporting documentation submitted via er.all for sales breakdown.

c
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

equest I0.119726 , 4ate Submitted' 01-MAY-14 

at 1 Chemical (only 1 oar DIA-161) 
IFAVINE Schedule/Lint Number 2 

_Egg Cede 
uota Year 

9330-0 
(b)(4) 2015 

EA Registration Number{b)(4)PX7XE) 

N (b)(6) _t_Egte 
ail Address h)(41(h)(6) .5me No, 

Nom All Quantities are to be Ewortunied in Grand of Anhydrona Acid. Base. or Alkaloid(nos ad Salta). 
•uotaa Previousl Raved b DEA 

• eta Hiatt:1:y 2013 2014 2015 Quota Requested 

1,000,000.0 1.100.000.0 0.0 1,200,000.0 

• reduction Data Ind Preceding Year tat Preceding Year Estimate for 
Current lone 

Patleate for Year
Requested 

nventory as of Dec 31 

aohilk Controlled Substance/List 1 Chemical 

b.Ia-Process Material 

C. Contained in FINISHED Dosage Forms 

167.0 3.
O.• 

0.• O. 0.• 
0.0 O. 0.•

0.• O. • 0 

3,167.0 0.. 0 O. 

•isposicien{5alel/Utilization 

ei,Domest1C 
b Exporta 

640.094. 0. 1 200,000 1.200.000. 
0. 0.0 0.• a 

640i 04.0 0,C 1,200 000.• 1,200,000.0 

•equisicion/Productien 

a.DomeatiC Sources 
731,568. 0.01 1,200,000.0 1,200,000. • 

731 568. 0.0 1,200,000.0 1,200,000..

f the Purpose la to Manufacture Another SubstanCele). Furnish the FOL1oving Information; 

Name of New Substance Drug Amount Used for thin Purpose 1. Yield 
2012 2013 2015 

. . 

Product Development nonage Form Strength Units/Batch IS of Batches Batch 
Puzpoee1 

 Rot. Quantity sot. Cenplation Time 

waster Regiattaat Implanetion O1 Tranatee 

• 

Date of Deeteuction Ibcplanation 

Packaging Predwct Nana strength Vnits/fts 0 of Pkg6 PurPOne Intel Quantity 

Blearka 

Oripavine mfg quota is requested to convert oripavine to a Buprenorphine lntereediate for 

drug code the the Intermediate quota is being requested for oripavine an we have been instructed 

reflects modest growth for the product over 2014. 

b)(4) As there is no specific 

1200 kg in the past_ 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

bo to Submitted I 01-KAY-lT;t ID .1119726"

Schedule /Lint Nam

3KUO Codft_	

hor 2^RTPAVIMS

Hftafl and AddroaB of Roolatrant 3^Q-Q
2015(b)(4) iuota Year

3EA Registration Number ;b)(4);(b)(7)(E)

1 (b)(6)NoMS)	
bW4VmV6i

ceatBSJ^Earao

small Addteaq hone No
of Anhydroua Acid. Baac, or Alkaloid (not aa Salca)

	 Ouoeaa Previously Issued by PER	

fJOTRi All Quantities ru to bm Bypraoaqd la Or?

2015 Quota Request «d2013 2014Quota History

1.200,000.0

Estimate for Year

Requested

1,000,000-0 1,100,000.0 0.0

tat Preceding Yeir Estimate for

Current Year

2nd Preceding YearProduction Data

Inventory ss of Dec 3L

a. Bui* controlled Substance/List 1 Chemical...
b. 3n-Procc8P Material	 	 .........

C. Contained in FINISHED Doeage Forma	

0.0 0.0 o.o3,367.0

0.0 o.qo.c 0.0

o.c o.c o.c0.0

0.(3, 167 . Q 0.0 o.c

5ispcsicicn<Sale)/Utili2ation

a .Domestic	 	

b Exports	 	

1 , 200, OC&.C540,094 .0 0.0 1,200.000.1

O.C o.ao.c o.c

640,094 .0 O.C 1, 200,000. ( 1, 200,000 .
1

ncquisiclony Production

a. Domestic Sources..
0.0 1,200, 000,0 1,200,000,0731,566.0

0.0 1,200, OOO.O731, 568.0 1,200. 000. 0

It the Purpose !• to Manufacture Another Substance l») . Furnish the Following Information

4 Visldt Oaed for this RurpoaaNajho of How Sufcetancs Drug tooun

2013 20352012

Product Development Boaage Fonm I Strength | Unitn/Batch 1 i of Batches Est. Quantity |Cst . Cataplstien TiasBatch Purpose

Ir.nafar Sagl.ttmt | Explanation of Transfer

ExplanationPate of Pea tract Loa

J Total QuantityI onit./Pks j Purpooe•of PfcgsPackaging Product Wm# strength

Renarkcj 	 	 	 	 	

3ripavine mfg quota is requested to convert oripavine to a Buprenorphlne Intermediate for f[b)(4) As there ia no specific

3rug code the the Intermediate quota Is being requested for oripavine oo we have been instructed in Che past.. 1200 kg
reflects modest growth for the product over 2014.

c
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APPLICATION POR INDIVIDUAL MANUFACTURING QUOTA 

equeet ID.119906 hate Submitted! 29-APR-14 

ame of Das CClane or List 1 Chemical (only l_per._DSA.7189) 

RIPAVINE d tedllle/List Number 2 
&ma and Addreiss aL_RtaiRtiAn& e 9330-G 

(b)(4) uota Year 2015 
EA Regietration Number bX4),(b)(7XE) 

Contact Person h)(61 I ex. No (b)(6) 

tmail Address (b)(4),(b)(6) hone No. 

Reid Dame. or Alkalaid(not as Salta). NOTSt all Quantitieu are to lad Exp  d in Grano ef anhydroua 
Quotas Previously Iosued_hy ACA 

: 110ta EistOry 2013 2014 2015 Quota Raqueated 

10,400,000.0 10,722,298.0 0.0 19,000,000.0 

reoduction Data 2nd Preceding Year lot Preceding Year Latinate tor 
Current Year 

satimsce for Year 
sequeated 

Inventory as 00 Dec 31 

a.BUlk Cantrolled Substance/Lint 1 Chemical—. 

b.In-Proceed Material 
c. Contained in FINISHED Dosage Forma 

69,2E2.0 0.0 316,179.0 316,179.0 

0.0 0.0 0.0 .1 

0.0 0.0 0.0 0.0 

60.202.0 0.0 316.179.0 316,179.0 

Disposition(Sale)/Utilization 

a.Dooestic 

b Exporta 

0.0 0. 18,777,778,0 18.777,778 .0 

o.o a.c 0.0 0.1 

18,777,778.0 0.0' 0.4 18,777,776.0 

Requisition/Production 

a.Eomentic Sources 
o.d o. 19,000,000.0 19,000,000.0 
0.0 0.t 19,000,C00.0 ' 19.000.000.0, 

If the Purpoas is to ManufaCtUre Another Subetancals1, Furnish the Following Information: 

Nana of New Substance Drug . Ax.201_yued for this Purplysa  % Yield 

2012 i 2013 I 2015 

WYBORMORE (PCB CONVERSIONI 9652.A 3,530,345 2.854,278 a ,)61(%/10,T77,77S 77.00 

?MI6 If05.5%.0(feLtrt.-1" 
I.W40.

Product Development Demise form Strength Units/Batch 0 de Beacham Batch Purses., let. Quantity Sat. Completion limo 

Ttanstar Registrant Explanation ot Transfer 

Date el DeutructionT Explanation 

• 

PiCkaging Product Name Strength Unite/8%0 I 0 a! Pkga Porpsoo 1 Total Quantity 

• 

• 

ROSaarks 

. . 

• 
• 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

L
bate Submitted 29-APR-14

Roquaat ID.|ll9S06
(only 1 per PEA-IBS)

Schedule/List Numbur

Pru<? CQ4«	
X

QRXPAVIMS	
Hirna and Addrsafl of. Ef.glutlAiJ. .9.3 31-

2015[uota Year
(b)(4)

>EA Registration NumbeiH(b)(4);(b)(7)(E)

l|)(4);(b)(6)
0(6)L~ NO

miContact Parasa
Small Addre

T= he tl«a No

KQTBt >11 Duamtlclep are Co be EXPieeaod In Orama of AnhydrouB Acid, B«a«. or Alfcaloldinot _se_S«lta>

	 		 Quotas Previously 1

2014
L<?4.fry Pc*>
2015 Quota Requested

2013Jucta History
19,000,000. 010,712, 298.0 0.010, 4DC( 000.0

lot Preceding Year Eatlnate for

Current Year

Eot 1 pa co for rear

Requested
3nd Preceding Year

Production Data

Inventory ae of Dec 21

a. Sulk controlled Substaocc/Lint 1 Chemical...

b.ln-Proceoo Material	 	

c. Contained in FINISHED Dosage Forma	

216,179 . 069, 202. C O.C 116, 17 9. Q

O.C0.0 , 3.0

O.CO.C 0O.C

216,179 316. 179 ,CO.C69,262 .0

> imposition (Sale) /Utilization

a .Domestic. 		

b Exports			 		 		. . .

Vequieit ion/Product ion

n . Cameatic Sources			 	.

HI 16, 777, 770. C16,777,770.0O.C

O.Ca .cO.CI O.C

16, 777.776.0 16, 777, 778. C0.G O.C

19,000,000.019. 000,000.00. 0. L

19, 000, COO .0 19.000,000.00. 0

If tbs Purpose is ta Manufacture Another Substance I b) , Furnish che Following Information:
% Yield>r thla Furx>oa«DrugHams of Hew Eubutance

2C1520132 012

,^100 18 . 777,778 77.007.3S4.7709662-A 3,530. 34S3XYM0RPH0KE CFCfl COWVERSIONI

Product Envelopment Daaage Form I Strength j Pnlts/Batch T # fif Betehoa Batch Purpose Sot. Quantity Bat. Completion Tiao

rrrnefnr Registrant! Explanation of transfer

V4

Cat o_ of Doc truetlonT Explanation

I Total QuantityStrength | Pnlcs/PXq | t of PkgaPackaging Product far- a
Fuxpoa •

Remark*
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

est /D.120202 Date Submitted 31-JUL-14 

of Basic clase_or List 1 Chemical_(onlv 1 Der DRA-1891 
IPAVIN2 Schedule/List_Number_ 2 

ems end Address of Reeiettant Prue Code 9330-0 
(b)(4) 2uota Year 2015 • 

PK Registration Number(b)(4),(b)(7)(E) 

ontact Peragn(b)(6) Pax NO (b)(6) 
all Address 'h)(41 (h)(6) r 241orle No. 

Kora. All Quantities aro to be Expreesad In Ora= of Anhydroua Acid, name, or Alkalold(net as Saito). 
Quotas Previeusly Issued by DEA 

uota Hiutary 2013 2014 2015 Quota ReQueetad 

3,124,000.0 3,202,650.0 0.0 6,231,000.0 

reduction Data 2nd Preceding roar :or Preceding Year estimate for 
Current Year 

Esti..te for Veer 

Requested 

Inventory as of Dec 31

caulk Controlled Subatance/List 1 chemical 
b.In-Process Material 

c. Contained in FINISHED Doeage Forms 

0.4 0.r 2,176,000.0 2,176,000.0 

151.100.0 0 t 0 O. 

0.0L 0-C 0. 0.0 

151,100.0 0 C 2,176,000.0 2.176.000.0 

ispOsitiOn(Sale)/UtiliZAtiOn 

a.pomestic 
h Exports 

4,676.705 0.0 3.616.000. 1,616,000.0 

0,075 0.0 350,000. 350,000.0 

4,676,70 0.0 3,966,000. 3,966.000.d 

cguloitionisroduction 
a.Domestic Sources 

2,001,510. . 5 151 000.0 5,151,000.0 

2 001,510 0 0, 5,151 000.0( 5,101,000.0 

f the Purpose le to Manufacture Another Substance(e), Furnish the Following Information; 

Name of Hey Oubstenco Drug Amount used for this Purpooe t Yield 
2012 1 .2013 2015 

YDROMORPHONE 9150-0 1,140,220 1.965.400.24 2,564,000‘''  76.00 

btiorw02,-(7A-e$•-e-- 2,60° 
_.) 

Product Development Decays Form Strength I Unita/Batch I 6 of Hatchem Betel' POrp0611 Eat. Quantity Eat. Completion Time 

xansfor Raglatrant Explanation of 7renefor 

Data of Deutructien  Explanstien 

ackeging Product Hama Strength gaits/Pk.; 1 I of Pkg. Purpoes i Total Quantity 

emarks 

,616,000 grams for converalon to hydromorphone, Logo on production estimated at 1.405,000 grams 1,000 grams for oripavine 
eference atandards/conversion to hydromorphone for reference standards Replaces application reference4119630 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

L
Ipate SubmlteedTteqUgSC XD. |l2Q262~ 31-JUL-I4

1
ffohadulft/LlBt Number 2.3RIPAV.INB	 		 				

nana and Addrnim of Registrant i»330r.0Drug Coda

2015(b)(4) 3uota Year

)EA Regloc ration Number (b)(4);(b)(7)(E)

(b)(6)~onnap-t. Paraon](b)(6) Pax. Mo

phone No.Small Address t'hlC4. VChlfai

of tohvdtou. Acid. B«««, or AlXalotdlnot » S.lt.l
Previously I sailed by DEA

mots i All Quantities a*u to ba gxpreBSad In On
QUOt

Quota RequestedQuota History 20152014203-3

6,231.000.00.03, 126,000.0 3 , 293 , 650-0

3nd Preceding voar •oc Preceding tfear Batinaeo for

Current Yoar

Batlcatu for Y«*r

Rogues ced

Product Ion Bafcn

Inventory as of Dec 3i

a. Bulk Controlled Substance/list 1 Chemical...
b. In-Proceaa Material	 	 	

c. Contained in FINISHED Doflage Forms 	

2, 176,000,0o.c 2, 176, 000 . 0O.C

O.C o.co.c151,100.0

o.co.c 0.00.0

2. 176,000.0 2. 176,000.0151,100.0. O.C

Jlapoeit ion (Sale) /Utilization

a. Domestic	 	

b Exports	 		 	

O.C 3, 616. 000. C3. 616.000.4,676.70;

3S0, 000.0O.C 350.000,0.07;

3, 966. 000. C3 , 966 ,000.O.C4 ,676 .71

&c gu i s i t Ion/ P ro due tion

a. Domestic Sources,.
5, 151. 000. CO.C 5,151, 000.02.003, 510.

S. IS 1.000.02,003. S10 O.C 5,151, 000.0

If the Purpoae Is to Manufacture Another Substance (e) . Furnish the Following Information?

6 Yieldt Used for this S*urpoucMaiaa of Haw Swfeetanca Drug Anoun

I 2015.20132012

T71,965, 400. 3« 2,594.000

Z,c>oc>

TB-00siso- o 1, 140, 220<*DRCM0RPHONE

€> y^v n\.oK< ^

Product DovelnpifcQPt Dgonja Fonaj Strength | Unite /batch I of Batches Batch Purpaaa But. Quantity [Eat. Completion Time

Explanation of Transferizanrfor Raglatraat

BxplanatlPato of Poptructica I on

[ fnita/Pkq [ Total QuantityPackaging Product Nana % of Pig* PurpoaeStrength

ternaries

3,616,000 grams Cor conversion to hydromorphone, boss on production estimated at 1.405,000 gram®
reference standards/conversion to hydroiaorphone for reference standards Replaces application reference# 119630

1,000 grans for oripavlne
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

equest ID.i119606 tuts Submitted L 30-APR-14 

ame of Basic ClaIIe List Chemical la lv 1 nor EA-1891

TPAVINE SchediagiLlet 
prua Code 

Number t____----
amp and Address of Reaistrant 9330-0 

b)(4) puota Year 2015 

DEA Registration Number(b)(4)0X7YE) 

ontect Porno bX61 I FIX. No (b)(6) 
ail Address FIV41(hVRI L _Phone No. 

warn all Quantities ate to be Expressed in Graze or Anhydrous Acid, Bees, or Alksloid(nac as Salts). 
Ouotai Previously loaned by DEA 

atm Hiotery 2013 2014 2015 'Quote Requested 

700,00D-0 417,500,0 0.0 1,000,000.0 

reduction Data lad Preceding Year lam Preceding Yens Sas/mace £er 

Current Year 
Setimate for Year 

Requested 

nventory as of Dee 31 
4.13ulk Controlled Substance/List 1 chemical 

P.M-Process Material 

c. Contained in FINISHED DOsage Forms 

324,264.0 0.0 /400,000.0 1,400,000.0 
o.a 0.0 0.0k c.o 
0.0 0.0 0.4k 0.0 

324.264.0 0.0 1.400,000,0 1,400,000.0 

isposition(Sale)/Utilization 

a-Domestic 

b Exports 

67.0 0.0 1,000 000. 1,000,000,E 

0.0 0.0 0. 0.0 

67.0 0.0 1 000 000 1,000,000.0 

cquisition/ProductiOn

a.Domeatic Sources 
327.581.0 0. 1,000,000.0 1.000.000.0 

327 581 0 0, 1,000,000.0 1,000,000.0 

the Purpose is to Manufacture Another Subetancelal, Furnish the Polleving Information, 

llama of Hey Subatance Drug Amount Os d h1 % Yield 
2012 2013 1 2015 _, 

uprenorphine base 0000-0 
uprenorphine NCI 0000-0 

0 0 500,000 50.00 

0 0 500.000 50.00 

-Product Development Dosage Perm I Stranyth I wilts/patch 4 of patched eatah Purpoili Mgt. Quantity 16at. Completion Tina 

roaster Registrant Esslanstioa of Sranefer 

Otto of Dentructlonf Expleuatios 

ackaging Product Dana Stresgta Unita/skg I I of rkqe Purpsau Total gusetity 

emarke 

ultistep conversion of intermediate purchased from 

Cl against manufacturing quota. 
a cmo against procurement quota to Buprenorphine baae and 8uprenorphine 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

c
bata Submitted I 30 -APR- ITRaquaat ia.|ll9606

{anlv 1 uar DEA-18S1glaaa or List 1 Chomtcal
S.e ho iJuJLoZL taSLjiu»hs!C.
Drug Coda	 		 	

2
aeiPAv..iNs

S>330-t>Uamn nnri MrtrnHa of Heglncrant

(b)(4) 2015Juoto Year

)SA Rsglaeraclon Number (b)(4);(b)(7)(E)

contact Pergontb)(6)
email Addraaa |7hWWhVfiV

(b)(6)Fax, HO
Phone No

WOTEi All Quantities are to be ExproHBd In Oraas of Anhydrous Acid, Baaa, qr Alkaloid (not as Salts)
Quotas Previously In a vied by PEA

•Quota Requested2014 3 0152013juotn History
1, 000,000.0€12, 5C0.0 0.0too, ooo.o

Satinets for

Currant y*ur

£stlnat« for Tee*

Requested

lor preceding rear2nd Preceding VcarProduction Eata

Inventory as of Dee 31

a. Bulk Controlled Substance/List i Chemical...

b. In-Proceaa Material	 	 	

c. Contained in FINISHED Dosage Forma .........

324,264 .0 1,400, 000. <1, 400,000 .00.C
!

c.0.0 o.c0.0

o.c o.oo.co.o
1.400,000.0 1.400,000.0324.264.0 O.C -a

I

3iapoeition{Salel /Utilization

a . Domestic	 	

b Exports ..................

1,000, 000, (6? 1, 000,000.0.

0. 0. 0. o.c

677 1, 000,000. 1,000,000.00.

icquinlt ion/Production

a. Domes tic Sources..
1, POP, 000. C337,581.0 0. 1,000,000.

327, S61 . 0 1,000,000. 1,000.000.00.

It the Purpose is to Manufacture Another SubatancelaJ , Furnish the Following Information;

Aaount Pflfid tor Chip Pu S Yield

5
8«Nae* of Hew Substance DW3

3012 20152 013

60.00

50.00

0 500.000

500. 000

oooo-o

ooco-o

0Juprenorphioe base

Suprenoxphine HCl 0 c

• of Batches Ket. Quantity |ejC. Completion TineBatch Purpose'Unite/BatchProduct Development Dosage Form Strang th

rreaafer Registrant Explanation of Transfer

Date of Dee traction! g>plep»Clon

PBltfl/PAg | I Cf rfcga' j Total QuantityPurpoaoPackaging Product Face Strength

leaark* 	 	 	 ... 	 	

iultistep conversion of intermediate purchased from a CM0 against procurement quota co Buprenarphine base and Buprenocphine

HCl against manufacturing quota.
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APPLICATION POR INDIVIDUAL NANUPACTURING QUOTA 

Request ID.118690. . bate Submitted! 2T-MAR-14 

pane of Basiq_Claee or LioWilomicaLionlylnor12E11120 
9RIPAVINg 2 
tape and Address of Registrant 

_Rmeibor 
9330-0 

(b)(4) 

l.- 

uata Year 2015 

RA Registration mumbar(b)(4),(b)(7)(E) 

Contact PQ eon b)(6) ax. No bX6) 
gmail Address > > 

Reid, 

ne No 

see.. orROTE' all Quantities are to be Zagregeed in Crams of kneydrous Alkaloldinot all Salts) 
Quotas previously Issued by DEA 

Quota Riotory 2013 2014 2015 Quota Requested 

0.0 430,000.0 0.0 1,000,400.0 

Production Data 2nd Preceding Year let Preceding Year Eetleota for Estivate for Year 
current Year 1 lequented 

Inventory as of Dec 31 

a.nulx controlled Substance/List 1 Chemical..., 

b.ln-Pracess Material 

C. Contained in FINISHED Dosage Pores 

0. 0.0 23,000.0k 23,000. 
0.0 O. 

Q, O.
• 

0 . 0 0 
0. 0.0 23,000.0 23,000. 

OiSposltion4Salel/Qtillzacion 

a.Domeattc 

b Exports 

o. 0.or 1,413,000.0 1,403,000. 
. 0.0 0.0 O. 
o. 0.0 1,443,000.0 1.403.000.0 

Acquisition/Production 

a.Donentio Sources 
0.0 0.0 1,000,000.0 1,000,000. 
0.0 0.d 1 000 000.0 1 000 000. 

If the Purpose is to Manufacture Another Substance(s), Purnieh the Following Information; 

Same of New substance Drys Amaw ill2Lia:m1.12411 1'9EPolis % Yield 
2012 2013 I 2015 

Product Development Dosage Form . Strength Voitn/Batch 0 of Batches Batch Purpose Rat. Quantity Bat. Completion Time 

...,0

ranefer Registrant I Magianstion of Transfer. 

• 

. . 

Date of neetructioo 1 Explanation 

Packaging Product Name 
I 

Strength I Vnita/pkg li of Pkga I 70r00ae 
1.1f.tal 

Quantity _ 

Remark° , 

103.000g Le planned for use 1n 'Hydromorphone and 1,100.0009 is planned for use in 

li 

2.4.3t5V__s)

Oxymorphone. 

• 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

L
bats gubgleted I 2 7 -MAR- 1 4Request iri. Iiiesso

1 Chemical tonlv 1 par PEA- 18 9)
Ichedule/Llflt Number 2.3RIPAVIHE	

Hajie and Addrepa ft "vqi-PtffBnt laiJJjiO.>rpg. .Coda
2015Data Year(b)(4)

ISA Regiotration Number (b)(4);(b)(7)(E)

(b)(6) (b)(6)Fax,. .Hy
phema MO.	 	_

KoTE i All Qnanc.lt.lofl aro to 5. XAorooBod in QrnpB ot AnPvotQua Ada, 9. . at AllaloMlnot flfl 3flltol
Quota* Ptoviouoly Issued by DEA

'h»4Wh»fSI

Quota RoquoMtod2014 20152011Juota History
0.0 1,000,000.0430, 000.00.0

2nd Proccdtng Yuar lat Prectdino y-nr Egtlnstu for

current year

Eoelti&tc for year

Requested
Production Data

Inventory as of Dec 31

a.BulX controlled Substance/ List 1 Chemical...

b.ln-Procese Material	 		

c . Contained in FINISHED Dosage Forma 			 	

23,000.0C .0 23, 0000.0
0.C0 .00.00.0

0.0 o.c0.00.0
23 , OOQ . C23,000.00.00,0

Disposition (Sale) /Utilisation

a .Domestic, 	

b Exporta	

0.0 1,103,000.00. 1.103.000.0

0.0 0.00.0.0

1,403,000,0 1,403. QOD.O0.O.C

ftcquisition/Praduct ion

a.Domentic Sources...
1,000,000.01,000,000.0O.CO.C
1,000,000,0 t1. 000,000.00.00.0

If the Purpose i» to Manufacture Another substance ts) , Purnieh the Following Informations
Amount Quad £oz thifl Puryoaa

" I 2033
\ YieldStvgft/ann of N«» Substance

I 20152Q12

. Quantity jBae. Coapiatlon TinaI« of Batches Batch Purpose BitUnitH /BatchStrengthProduct Development Ocaage Pcnr

c Explanation of Tr#njf O* ,Transfer Registrant I

Date of Dentructioo [ Bjcplanation

| Onite/Phg | I of Pkga purpoaa Total QuantityStrengthPackaging Product Kane

7^Ramarku

103, QOOg ia planned for use In "Hydromorphone and l,100,000g is planned for use in Oxymorphone.

t

c
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Darla Class: 
Total P0 Regl 

VANN Aar...! DEA Num 
(b)(4);(b)(7)(E) 

MO Tanta! 

2014 Final Yt15W APQ: 7,400,000.000 

2014 Final Ras,14441APC0 0.005 
FDA Eat 12014 Initial APO' t • FDA Eta)! 7,400,000000 

IMS r.5e: 1281i Initial APO • 1 • IMS Est): 7,400,000,080 

APO sufficient no adjustment requires! 

2015 Initial APO We 
5.000 "1.141) FDA Est;

IMS Est: 

2915 Requested MCI 2014 Revised MCI 2013 Salt 2051 DEA MO Sales % of 2012 Salta Snare as 2015 Tan' PO 2013 Lrivitistory ecila Paltered Exports 2014 Projected Sara Acij Avail Cale Cale Using CFR SO% avant MO 

5.000 • awe 0.000 5,624,322.050 0001:1 0000 0030 0.000 4000 0.000 4.020 5 000 

3,000,000.000 6,157,639.000 5,624,322000 5624,322.000 1.000 5.000 972,579.550 DODO 2,507018,000 5547,808.500 -2,784804.000 3,000,000.000 

3,000005.000 6.157,530 000 3000,005.000 

OXYCODONE (FOR CONVERSION) 
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2015 Initial APQ WoBads Ctes*:

Ten I PQ Acqc FCAEat;

IMS Esl:

5.000

SMr* or 2015 Total pq 231Jlnv*nloiY 2014 Projacud Enporta 2014 Pnijaettd Sates Aoj A**4 Cilc Cale Uaing CFA SO* Irwonl
0.000

5000

nf A Alun 2015 Requested MQ W14 Rcvtetd MQ 201JS»lr* 2013 DEA MQ Sale* *gf 2013 Sate*

0000

3.000,000.COO 5.1 57,639 000 5,624,322 COO

MQ
fTnrrnan*

(b)(4),(b)(7)(E)
0.000 4.M00000

0 000

4 000

2,807.018.000 5.347,888500

6000

-3.764,064.000 3,000.000 000

5.624.322OO0

S.624,322 000

O.COO

572,879.000

s.coo o.ooo o.oco

1.000

3.000,005 0006.167.B3H nooMQ Tauter 3,000.035 000

2014 Flml WJtel APa*

2D14 Final Ravlaad APQ:

7,400.000 000

0.003

FDA Cat; (2014 Initial APQ % 1 FDA Et«): 7.400.DD0 000

IMS Cat: [2PU Initial APQ - 1 IMS Eat): 7.-00.000 000

APQ sufficient, no adjuatrrem required

OXYCODONE {FOR CONVERSION)
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Bask C1ass: 110241 
2015191641 APO 

Worksheets 
Tsai Pa Atiusace: 

Company DEA Num 

6,226,0115 000 

7015 Requested 00 2014 RtViged 110 3013 5Ades 2013 DEA 02 Alma %612013 Sates 
Slunitlf 301$ 

Total PQ 

FDA Est: .07 (asg Aaaxone • par. sstort0 data) 

tµ9 Ea: .049 (08104030 data) 

201a Pt0pfelce 
2013 Inkreedery 2014 Projected Expel*/ 2014 Projected Sales invintory Adj Aral! Cak 

Cole Lfeln CFR 
SO% (mune MCI 

(b)(4);(b)(7)(E) 5.000 0000 0.000 . 7,793.780003 0005 aoco 0.000 0000 4,000 1.000 0.000 4000 5030 

16000,000.000 11200.000000 8,300,588.000 7,793,768000 6869 5031159.477 1.579.762.000 0.000 10.812.103000 1.731050.000 9,859,521.500 20058,79030 13068,790347 

1,000.000 0.000 0.000 7,793.769,000 0010 0.000 0.000 0.000 1000.000 0.000 0 000 1.000.000 1,000.000 

6,151030.000 2,751,003.000 1.403214.000. 7,793.748000 0.192 1,192,845.523 289.680.000 0030 5.130.000.000 101000.000 2.265010.000 4.280126003 4108124.003 

MC:Totals: 27.052.005.000 14.051,1303D00 27,357922250 

2014 Final fniEal APQ: 20.0K:9700000 
2014 Mal Revised AFQ: 0000 
FDA Est: 12014 Intital APQ • 1 .F041541): 21.390.000.000 
$AS Set P014 Mal APO" 1 • On Es* 20,968006 000 

2015 Establish APO; 21200,000.000 
*I 25% buffer: 20001000000 

APO idluatiTiant made blood on Moused driparston anal drupe toted. state. fecal low enforcement 
(came rationale for ortpevine) 

OXYMORPHONE (FOR CONVERSION) 
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APPLICATIOMPOR INDIVIDUAL MANUFACTURING QUOTA 

L 

comsat ID.1119501 Gate Submitted 29-APR-14 

• Basic Clau_sr_,Liat 1 Chemical (only l_mor DEA-1091 

•XYMOSPNONR (FOR-CONVERSION) CheduleiList Humber 0 

Ana And Adelroom of Recriotria t rug Code 9652-A 

(b)(4) uota rear 2015 

RA Registration Number(b)(4),(b)(7YE) 

ma g 15 41thl(R1 a Ng (b)(6) 

1 A r (101(41(101(61 

NOM All Ouantitlea aro to be lixpreassd in Drams of Anhydrous Acid, Base or AlCaloidUnat as Sa tel. 
Quotas Previcusly Issued by DCA 

• eta History 2013 2014 2015 Quota Requested 

9,400,000.0 11,300,000.0 0.0 16,900 000 0 

reduction Data 2nd Preceding Year 1st Preceding Year estsoate.for 
Current Year 

BeitiMate for Year 
sequested 

nventory as of Dec 31 

0.13141k Controlled Substance/List 1 Chemical... 

b. In-Procens Material 

c. Contained in FINISHED Dosage Forme 

1,579,762. 0. 737,633.0 737,6330 

O. O. 1,000,000.0 1,000,000 

O. 0 O. O. 

1,579.762. 0. 1 737 633.0 1 737 633 

•lspositionlEalel/Utilization 

a.Derneatie 

b Exports.  l 

0 O.• 16,632,103. 16,032,103.0 

O. 0.• 0.• 0. 

. 0,• 16 832 103.0 16,832,101.0 

cquisition/Productlon 

a,DOmeSC1C Sources ' 
' 16.900.000.0 16,900,000.0 

0.. O.q 16,900,000.0 16 900 000 0 

f the Purpose is CO Manufacture Another Substancele), FUrniah the Following Information; 

Nemo of Mew substance Drug Amount Used for this Pu ea.& t Yield 
2012 i 2013 1 2016 

OROXYMORPRONS (FOR SALES 6666-B 0 0 6,707 63.00 

'OROXYMORPROSS (FOR CONVERSION) 9666-A 3,328.952 4,333.939 14,025,396 63.00 

Product DoVallbrheat postage TOMO Strgn alca/atitcri f of patches Batch Purpose Bat. Quantity Eat. Completion Time 

• wieder Aogietrant Explanation of Transfer 

Date of Deetruction] trplanation 

• &akagin; Product Name Strength CaitaiNcg 6 of Mfrs Purpose 1 Total Quantity 

rke

• 

Page 829 

I

APPLICATION POR INDIVIDUAL WUTOPACTORING QUOTA

[Data SubmittedRequest ID,|ll3S0T	 		 i	
fame of Baale Clftnn or Lint 1 Chemical tonlv 1 per P&A-X89)

JXyWORrHQM B ( fOR CQPVERS ION)-	
fame nnri Addrnnn nf Rpqinfrrnnt	 		

29-APR-M

. Scheduls/LlBt Number
Drug Coda'	

SL

(b)(4) 2015luota Tear

iEA Registration Number (b)(4) ; (b)(7)( E )

I (b)(6)'ax. No

ihsaa JS9
Contact

fcaall Addreaa KbV4V(bV6i I
Bass, or Alkaloid, (not •• Salt* 1 .tfOT2» All Quancitioe are to bo Zxpraoaed In Crama ot Anhydrous Acid

Quotas Previously l9auad by OCA

2013 2014 2015 Quota RequestedQuota History
16,900,000.011,300,000.0 0.09,400, 000.0

2nd Preceding Year lac Preceding Hear fftts-raace- for

Current 'rear

HatimAce tor rearProduction Data
flequeeted

Inventory as of Dec 31

a. Bulk Controlled Subatance/List 1 Chemical...

b . In- Process Material 	 	 	 	 	

c. Contained in FINISHED Dosage Forms. ........

73"?. 633 .0 737,433 ,0O.C1,579, 762. <

1,000,000. 00.( 1,000, ooo.oo.<

o.c 0.00.00 . (

1, 737,633. 01, 737, 633 .01,579, 762. C 0-9

Dlspo&ltionlSalu} /Utllizat ion

a . DoroeBtic	 		 		. .

b Exports	 	 	

16, 932", "103.0O.C O.O 16. 932, 103 .0

O.C 0.0O.CO.C

16, 832,103.016, 032, 103.00.0O.C L

\cqui g icion/ Production

a, Domestic Sources..
16. 900, 000.0 16,900.000.00. O.C

16. 900, OOO.O',O.C 16, 900. goo.c0. 1

Lf the Purpose i9 co Manufacture Another Subetance (e) , Furnish the Following Information;

H VieldtegMt Uflgd for this Purpoa*Vu&o of New SubstinCo Drug

70152012 2013

<3 .00

63 .00

6,707

16,625,396

3660-2

966 S-A

0 0WROXVMORPitONE (FOR SALE>

sOROXYWORPHOA'B (FOR CONVERSION) 3,326.952 4,333.939

Eat. Quantity |E«c. completion TineBatch PurposeOaica/Batch * of BatcbaBStrengthproduct Development Dosage rona

c Explanation of TransferTransfer Registrant

Date of DBBtrUCCiOD ] explanation

| Total Quantity1 Cnlts/Pkg | 9 ot Pkga Purpose'ae keg log Product Name Strength

Remarks

c
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APPLICATION FOR INnzvrimAL MANUFACTURXNG QUOTA 

Request I .119502 ate Submitted 29-APR-14 

ijame of Basic Clasp or List 1 Chemical (only 1 oer DNA-1891 

NONXTMORPHONE (FOR CONVERSIORI pohodolo/Liot Number 0 

Nam and Address of Reoistrent Bras Code 9668-A 
2015 (b)(4) Quota Year 

ORA Registration Number(b)(4) (b)(7)(E) 

{Contact > (b)(41 px. NO (b)(6) 

pmaiL Addrooe (b)(4)(b)(6) .Phone No. 

90111 All QUelsCitided are to be Rep  d in OVAMA of Anhydrous Acid, Hasa, or Altalold(oot ss Salto). 
Quotas 
2014 

Previously fasucd by DEA 

Quote History 2013 2015 Quota Requested 

5,171,701.0 0,558,557.0 0.0 10,600,000.0 

Production Date 2o4 Preceding Year let Preceding Year Estimate for 
Current Year 

Latinate for Pear 
Requested 

Inventory as of Dec 31 

a.Buik Controlled Substance/List 1 Chemical... 

b.rn.procese Material  ' 

o. Contained in FINISHED Dosage Forms 

745.525.0 O. 1,230,032.0 1,230,032.0
318,905.0 0.1 1,314,035.0 1.314.035.0 

0.a D. 0.0 0.0 

1,064,034.0 O. 2,544,067.0 2.544.067.0 

Dispoeition(eale)/Utilieetion 

o.Domeatic 

b Exports 

0.0 0.e 8.170.000.0 8,/70,000.0 

G.0 0.61 0.0 a,q 
0.0 0.0 0,170.000,0 0,170,000.0 

..., 
AcquialeiOn/PrOduCtion 

a.Domeatic Sources 

._. 

0.0 0.0 10,600,000.4 14.600.000.g 
0.0 0.0 10,600,000.0 10,600,000.0 

If the Purpose it to manufacture Another Substance(s), Furnish the Following Information: 

Herne of Haft Substance I Drug Anouot Used for this PurpTao 4Yield 

2012 1 2013 2015 L 

HALEUPBIN£ (EXCEPTED) 0000-0 0 0 575.900 70.0D 

weaosxoxa (EXCEPTED) 0000-0 0 0 60307.361 05.0D 

EAUCIONE (EXCEPTED) 0000-0 0 0 706,718 70.00 

---671CTiS 

Prod:act Development Dosage Fora Eltrallgth 1 Velitf011itCh I I of Bittehafi I batch Purpose I Eat. Quantity Est. Completion Time 

tranefor Registrant I • Explanation of Transfer 

Dste of Destruction1 Explanation 

Fackaging Product Hem. I Strength I Voite/Pkg f of rkca I PlaRp0m6 1 Total Quantity 

. . 

'Remarks 

Page 830 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

bete aubmlttedT 29-APR-14Sequeet ID .11 19 SOB

gl 3n aig
MOBOXYMORPHfiNB (FOR CONVERSION)

<uia mj Addra»B of Eaaiatifiat

r Lint 1 Chemical tonlv I tier DBA-1891(?lann o
ichcdulB/Lint; ymifeftr A.

966S-A

2015
trug Code

(b)(4) iota Year

iea Registration Number (b)(4);(b)(7)(E)

(b)(6)Contact PBrBon|(bK41 'fl*. NO
^ae Wogypij AWrees. (b)(4);(b)(6)

HOTEi All Ouancitioa ait to b< Kwuramd In Qruu of >n>ivdrou» Acid. Bibb, or Alfcalold (not n S»lt»)
	 	 	 	 		 	 Quotas Pfevloualy Issued by PEA

2C1S " Quota Requaated3uota History 20142013

10, 600,000.0S, 371, 701.0 0,558,557,0 0.0

Eocloate for

Current Year

Eociute tor Year

Re<fueeted

Jot Preceding Year2nd Preceding YearProduction Data

Inventory of Etc 31

a. Bulk Controlled Substance/List I Chemical . . .

b. in-proeeae Material 		

c. Contained In FINISHED Dosage Forms ......... .

1,230,032.0745.525,0 1,230,032.0

1,314,035.0

0.C

», 314, 035 (0.C310, 505 . 0

0-(0.C 0.00.0

0.{ 2,544,067.0 2.544, 007. <1,064, 034 . 0

Jlaposition (Sale) /Utilization

a. Domestic			

b Exports					 . ,

B, 170, 000.00.C 6. 170, QOO.O

o . co.o 0.0o.c

3,170,000,00.C 8, 170, 000, <o.c

Acquisition/Production

a. Domestic Sources..
10, 600, OOP. 10,600,000.00.0.

10,600,000.010,600,0000 0

If the Purpose to Manufacture Another substance <a) , Furnish the Following Information!

Aiaaunt ggfg for thlg Putmm % YieldWuna of Haw Suhatanca Drug

I 201520132012

7a .CD

05. QD

76.00

a 575.300

6,667.361

706,726

oaoo-a

«aoo-o

oooo-o

oNALBUPHINE (EXCEPTED)

NALTREXONE (EXCEPTED)

ALOXONE (EXCEPTED)

00

00

Est. Quantity [tat. Cenplotion TiomUnited ant eh t of aatehae hatch PurpooeStrangthProduct D»v«lapa«nc Doaaga Fern

e
rranafor Registrant | . Explanation of Transfer

Date of DoflCruc tloo j_ Explanation

^ Total Quantity"Strength | Unlte/Pfcg | * Of F*go PatpCaOPackaging Product Koto*

Remarks
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APPLICATION rox INDIVIDUAL MANUFACTURING QUOTA 
Neguest ID.1119509 pate Submitted 29-APR-14 

K. .13 of Basic Clapp or itep hg 1, al (only 1 ear GRA -11391 
NOROXYMORREQNE {FOR. SALE) Schedule List Number Q 
Fame and Address Of Rerietrant Grua Code _____SS6O-A 
(b)(4) Quota Year 2015 

DEA Registration Number(b)(4)XIDX7YE) 

;oDtact PereonthVRI I ax. No (b)(6) 
?mail Address b)(41(b)(6) Phone No 

Sorra )11 OusatItiaa are Co be Expressed In aroma of anhydrous aeldLjl e,er slas
i as 

:.01.17,51: Iluxalts. 

Note  History 2013 2014 2015 Quota Requested—

2.612.0 2.364.0 0.0 3.000.0 

Production Data 3n4 Preceding Year let Preceding Year estimate for 
Current Year 

estimate for Year 
Requeeted 

Inventory as of Dec 31 
a.RulX Controlled Substance/List I Chemical 
b.Ic-Process Material 
c. Contaleed in FINISHED Doaage Forma 

403. 0. 378.0 374.0
O. O. 0,0 O.
O. O. o.0\ 0.0 

403.0 O. 376.0 378.8 

Disposition(Sale)/0tilizacion 
0.0omeatic 
b Exports 

3.0 O.Ct 1,020.0 3,020.0 
1.0 0.0 0.0 o.d 
e.0, 0.0 1,020.0 3,020.0 

40qUisition/Production 
a.Dcreatie Sourcee 

10.0 0.0 3,000.0 3.000.0 
10.6 0.0 3.4300.W 3.000.0 

If the Purpose is to Manufacture Another Substance(s). Furiiiith the FollowingInformation; 

Nano of Nee Subotancs • Drug amount Heed for this Yu ae I Yield 
2012 1 2013 J 2015 

Product Devoiopment Dosage Poem Strength Units/Beteb I of betchee Batch Purpose I rat. guautity rat. coasyletton Time 

Tranetas riglatrarit Expleasttem of Tr/motet 

Date of Destruction I Explanation 

Packaging Product Nano Strength Unita/Pig 4 of Pkgs Purpose Total Quantity 

]remarks 

Page 831 

APPLICATION FOX INDIVIDUAL MANUFACTURING QUOTA

toatB Submittad |Eegweot ID.1119503
lama of Basic Plana or list 1 Chemical

29-APR-14

c
(only 1 par QBA-1B<))

ISchodule/LlBt Number o

and ftdflrggg if Pg<7lgcr»nt run Coda 9668-B

2015(b)(4) luoca Year	 	 	

JEA Registration Humber|(b)(4);(b)(7)(E)

I (b)(6)^ax. NoIqntact Parson 'h»m
Phone Kob)l4i:(b)l6)

NOTE) All OuantlUai on to bo txprooooil le Otooo ot Antvdrouo Held, Bw, or Alt»lold<oot »
^ Quota a Previoua^v laaued bv PEA

2015 Quota Requested2013 2014Quota History

3,000.02.618,0 2. 364.0 0.0

Eatiaate for vrcdr

Requested

2nd 9raCRdlog Year l«t preceding Year Cstliratc for

current Year

Production Data

Inventory as of Dec 31

a.BulK Controlled substance/List l chemical...

b. In- Process Material	 	 				

C. Contained in FINISHED Dosage Forrra ........ .

378 . 326.0403.0 0.

o.cO.C 0. 0,

a. o.co.c o.

376.00 376.4 03 . 0

Oisposi 1 1 on (Sale) /Ut 11 i I4C ion

a.Domeacic	 	

b Exports	 	

H3 3, C 20.0 3,020.00.0

0.0 0.0l.C o.c

3.020.0 3,020.04.0 0^

Acquis iti on/ Production

a.Domestic Sources. .
Q.ol

Ha
3.OO0.010. 3,003.0

3,000.0 3.000.010.

f the Purpose la to Manufacture Another Subatance<3) , Furnish the Following Infonriation;

A«oun_t_Pfled for thio PurpCfle % YieldKuao of How Sufcotanca ' Drug

2012 2013 20IS

Batch Puxpgeo j BSC. Quantity jget. Coapletlpn Tiro«.Strength Unite/Batch fl o( fi»tch««Produce Devolop&aat Dcaaga rone
I

Explanation of Transfer"ranafex Sagiotrant

Pata, _ot Deitxuctloa T amUMtlgP

I Total QuantityI . Strength I Cnlta/Pkg f of Pkgo PurpoaaPackaging Product Name

Reaiarks

L
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APPLICATION FOR INDIVIDUAL NANUPACTURING QUOTA 

Request ID.119780 ate Submitted 02-NAY-14 

Name of Basic Claes or Lint 1 Chemical (only : oar DRA-189) 
OXYMORPRONE (FOR CONVERSION) AChedule/Liat Number 
Same and Address of Reatetrant Prua Cede 9652-A 
(b)(4) Quota Year 2015 

bEA Registration Noedoer(b)(4)0X7XE) 

No (b)(6) Contact •:r:-, b)(6) I 'Fax. 
Estai_ b)(4)1b)(6) Phone No. 

UOTai All Quentitiee are to be Erg  d is drawn of Anhydrous Acid, 13.T1, or Alkaloid(not a. Saltel. 

Quoeae 
2014 

Prsvfouslo Issued by 0Th 

Quote History 2013 2015 Quota Requested 

0.0 0.0 0.0 1,000.0 

Production Data 2nd Sreeedtns Year lac staccatos Year Rscieuts far 
Current Year 

Estivate far rear 
Requested 

Inventory as of Dec 31 

a.Bulk Controlled Substance/List 1 chemical... 
b.In-Procesa material 
C. Contained in FINISHED Dosage Forms 

0.0 0.0 O. 0.0

0.0 0.0 O. C.0
0.0 0.0 O. 0. 
0.0 0.0 0 O. 

Disposition(Sale)/Uttlizatton 

a.Comestic 

b Exports 

o.ck 0.0 1,003,0 1,000.0 

0.0 0.0 0.0 0.0. 

0.0 0.0 1,000.0 1,000.0 

'hequisition/Broduction 
0,0omastic sourcea 

0.0 0.0 1,000.0 1.000.0 
0.0 0.0 1,000.0 1,000.0 

If she Purpose le co Hanufacture Another Subetance(s). Furnish the FellOwing Information! 

Nemo of New Substance Drug kno :a Dead for this Purpose t Yield 

2012 1 2013 2015 

Product nevelarment troupe Fora I Strength I Quits/Beech f of Retches Batch Purpose Hat. Quantity Bat. Completion fine 

framafer Regletrant I Hs:planation of Trampfer 

• 

Date of Destruction r I...tic. 

PaCkaging Product Rase Strength Valte/Pkg f 0 Of Pkg. Purpose Total Quantity 

• 

Remarks 

to support reference standards business 

---' 
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA

bate Submitted I 02-HAY-lTijaauaat ID, 1119790 	
Tame ef Run-ir. Claaa or Liat l Chemical (only 1 . peg. PBA-199)

3XYM0RPHCHB (fOB—CONVERS IQN )	 	—			—
Rama and Address ->t Registrant
b)(4)

c Schedule /Mat Number

Pruq Co4e	
Si

965P-A
2015Ouota laar

dea Registration Number (b)(4);(b)(7)(E)

(b)(6)pax. NoContact PBrBBnVb)(6i
BsalJ-Afldtepg Kb)(4);(b)(6) PhqDB No

or Alkaloid {not BftlflBofsi All QttaBtltZiS 5x5 to be Buoroaaad in flma oI Anhydroua Aold. Jjgfl
flu oca a Previously looucd by O&A

20 IS Quota R©<|ueeted20142013Quota History
1,000.0

EeclMte for Yea*

Rfijuoatcd

0.00.00.0

lac Preceding Year Bacieuiee for

Current Year

2nd Preceding YearProduction Data

Inventory as ot Dec 31

a. Bulk Controlled Substance/Liet 1 Chemical...

b.In-Prcccss Material 	 		

C. Contained in FINISHED Dosage Forms	

o.c o.cQ.Oo.c

c.oo.c0.0o.c
o.co.co.c 0.0

o.co.c o.co.c

Disposition (Sale) /Utilizat ion

a .Domestic	

b Exports	 	 	

1,000.01,000,0o.c 0 . c

o.c o.c0.0o.c

1,000.0 1,000.0o.c o.c

tcquisit ion /Product Ion

a, Domestic sources..
i.ooo.C1,000.0o.co.c

1,000.01, 000.0o.co.c

If che Purpcotis co Manufacture Another Substance (sj . Furnish the Following Information!
% YieldAaouat Uocd foe zhie PurpoaoJJtuaa of New Substance Drug

I 201520132012

I
Sat. Quantity* jBat. Completion tineHatch PurposeOnita/Daceh • of Batchaji3t rang thProduct Davslopcant Coaags Form

L
Explanation of Transferrganafcg Raglo treat j

ExplanationPate ot Deatrvctlpa

Strength | Vnlta/Pkg | I of Pkjs Purpose Total Quantity
Packaging product Han#

Remarks

La aupporc reference standards business
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APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA 

L 
Request ID.F20272 Sate Submitted 31-JUL-14 

{isms of Basic Class or List 1 Chemical (only 1 ner DEA-16.91. 
OXYMORFNOU (FOR CONVERSION] aCkladgleabit Rurber 0 
uame and Addrees of Recriattraiat_ ;xua Code 9652-A 

(b)(4) Amu' Year 2015 
3EA Registration Munher(b)(4)(b)(7)(E) 

contact P ereo (0(6) pax. Nu (b)(6) 
gMail Address (b)(4).(b)(6) _,phone No. 

MOTE* All Quest/Cleo ere to be Bxproomed in Orem& of enhvdroua Acid, He _se, or Alkeloid(not eo State). 
. _ . 

puota History 

tproduction Data 

Inventory as of Dec 31 
a.Dulk Controlled Substance/fiat 1 Chemical 

b.In-Process Material 

c. Contained in FINISHED Dosage Forms 

202.1 
uctae re,' MI5 Y 86,20 by 

2014 2015 Quota Requested 

3,010,449.W 2,7514 4200,0 0.0 6,151,000.0 

2nd Preceding Year tot Preceding Year detieste for 
Current Year 

Hartnett 'Or Veer 
Requeated 

269,680.0 0.0 1,663,000.0 1,663,000.0 

0.6 0.0k 0.0‘ 0.0 
0.0 0.0 0.0 0.0 

269,600.0 0.0 1,663,000,0 1.663,000. 

DispositiontSale)/Utilization 
a.Domestic 

b Exports 

7,017.0 0.0 
0.0 

0.0 

5,130,000.0 5,130,000.0 
1,416,201.0 

1,492,210.0 

0.0 0.0 
5,t ,000.3000.01 5,130,000.0 

Acquisition/Production 
a.Domeatie Sources 1,317,098.0 

1,117,098.0 
0.0 
0.0 

6,151.000. 
6,151,000.0 

6,151,000.0 
6,151,004. 

If the Purpose la to Manufacture another subacance(0, Furnieh the Polloning Information, 

Nerve of NW Subetent6 Drug L Amount (rasa for taimtHIpese 
2012 I 2013 I 2015 

% Yield 

Product Development Dosage Pere Strength Emits/Batch I of *latches I Batch Purpose . pet. Quantity IBet. Completion Time 

Transfer Rediatrent Explanation of Transfer 

Date of dedtructiont Explanation

ackeging Product Vnme Strength Vnito/Pkg I S of ekes I Purpose I Total Cuantity 

Remarks 

production loss eatimated'at 31;000 grams 1,000 grams co support reference standard business Replaces application referencelf 
119700 
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A

APPLICATION FOR INDIVIDUAL MANUFACTURING QUOTA
tPatip Submitted I 31 -JUL- H«quest ID. [120272

»m« fit Basle Class or r.< 1 Chemical (only 1 pat DBA- 1691
XVMORPHONE (FOR CONVERSION I	 		 					

wo and Mdgggp gf .RgqftffUaiiP	a	

IsrhnrtuWMflt Hugh or
bjLU5_£ode	

O

9652 -A

2015
!b)(4) luota Year

iKA Registration Numbar (b)(4);(b)(7)(E)

(b)(6)fantaet Paraon (b)(6) ax. No

'hona NO
(b)(4):(b)(6) . 	 . .
>!4fti 111 Suontlkloi ore to be Bamraaaad la Oreae oC tohvdroui. told. Bairn, oc »l*aIold Inoe a» salt.)

	 Quctaa Previously laaucd by PEA
2015 Quota Raquaated20142012Suota HlatOry

6, 151,000.0O.O2,751,000.03, 030,649.0'

Eactraatc 14 r Year

Requested

Efltinate tor

Current Year

2nd Preceding Year lot Preceding YearProduction Data

inventory as of Dec 31

a. Bulk Controlled Substance/ Hat 1 chemical...

b. In-Process Material, 	 		

c. Contained in FINISHED Dosage Porm3	

1,663,000,01, 663, OQfl .00.0269,660 . 0

0.C0.00.0 0.0
o.co.o0.00.0

1 . 663, 000. C0.0 1, 663 , 000 . Q269,660 .0

Disposition, (Sale) /Utilization

a. Domestic. 			 		 		

b Exports	

S, 130, OflO. 0S. 130, 0D0.0.017.017 . 0
0.00.0.01, 416,201.0

5,130,000.05, 130,000-JL41,493,218.0

Acquisition/Production

a. Domestic Sources..
1, 317,096.0 6. 151,000. 0 6, 151, 000. C0.

6,151,000.06. 151,000 .01, 317,098.0 0. u

It the Purpose ia to Manufacture Another Subseanee {a) , Furnieh the Following Information;
% YUidAnount Ooad for thla FuTpaaaCrugK*a« of Nav aubnianca

2013 20152012

Batch Purpose . Sit. Quantity [Bit. Completion TinaUnltp/EBtCh f of Gate he aStxongtbProduct Development Design Pera

franpfir aeqlatr»nt [

L
Explanation of Trahafar

ExplanationData of gadmiction 1

| Total Quantity^]Packaging Product Name palta/gkg | t of Pkqa PurposeStrength

Reworks

1,000 grams CO support reference standard business Replaces application reference#Production loss est imated 'at 31,-000 grams

119706
/
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?....1111) 043.00,34..-. n Reclo,o...1 

WU Q4•14 

4434 
1114 

Gras1 

8.4.115..si 
2514 
Cr.., NU. 

P5C-A0A 5132 0,900 1,661 
Ma/66x fa. Cacws ncr T0.471 14,01 4,9112, 
Osyresiri23cnil-ci,er...1 
0.6ec.1.1 6,601 1,07.1 -511 
1.73)morrirs.r L m3i,  pc. 
A -m-10,6, 0  6/1 671 

7011 CD614 lars.14.7 C.1...6(..64 

15111.1 
/111 

Ursa. 

A dd.314...41 
1034 
Gm.. 

7017 Endop 163 .1ory 01 172 
Nen n'.Wo er.41.011 3 

Z0/1 Areal. Cal Inv. 141 161 

2011 Py1Q..... 2,605 1,1a) 
2014 1.retriciit12.... la* 

if,dtdail o. imeol3,1 671 
7014 Dur54.11606.4' 

5.i.c. 1,541 1,766 
Proccu5/ Lew. (11)„,_ (101 

Nor 7.1.1.4.0566.1r6a ea R., I.70r7 1777 (7T 
1111 1...41.6q134.-6/ cry 11,111 474 

Coa,../Q4.%- Ynr..-1 711.175 44.9% 

2013 12,33r..3<trn1 
W14 1..1 

54, A 

1,416 
1 558 
1,501
771 

ACTUAL YEAR TO DATE glibi LA WITH 1NCRLA3E 

Downy kr 
crs-A0A 

15.4 
F.
Wald 

I -
MWC 

71A-1 eAttpr,
.f .4p 

CPS-A0A 
Lir/ MWC 

firc .rpm* 
41414p 

Ur. r 
Sop MWC 

fw 1614441
Arr., 

^,i31),5 7.C.nak 04-33..741orx ics-
Conoonc. D 634. I 0173 0  3.705 ' 1 413) 7.601 .f-4,, LOW -i:/.3 

ACTUAL 11F_AR V) DATE (JUNE 14.20141 QUOTA WIT) 115,CREASI. 

Oren ilv on 
2273 1. 

S1m 

Pr.rrr 
'414.11 MWC 

Now. ,
of .Frp 

L0.1. 
a rr 

1135. Im 
sou 

Oi.rimil or 

s.r L.. 1.. ,..7 
Ilnp.t l• 

7047 
OnFon of 

sp., 
lora by 

. ._ 
rb.coo.p..... F.. Cm...... 
6ot..(4/1A1 n 97 3% I DIM U 0 1 6116 2,50. III, .017. , 3.2, 1 1 
'1.44 . • 4.1.11. 1

1 — 

2014 CPS-061,431.3 1.34.14/7 
C.41 .1.400l 

I.311.8 
1114 
Cram 

4441116mal 
16 11 
C..31 

20/3 E(3,, 10.'430 734 _ 758 
1.1.1 40.614 ma, oral 0 0 

1013 1.3.411.1.6 F.r.5. Ire. 7541  151 

2011 .631 Q.0.4 5,112 6.400 
201A 10617.766.6. 

66aphinc T. 0.33477..44 - 1,193 
1,./wrac.741604 ra Cerro.... 1.071 101 

C6mrarrion• 0.r S.I. 1,477 1,17.1 

7014 Lain In. e..1.-rt  1p4 1.513 
roo.roc.T.WYe..../ 31.0. , 4.17. 

I 

1013 Qr... Apr-11 .4ovIS Dona 
P5C.o0A 5,119 11:360 7,61 
1.11,,I.< for Cor., 60on 51,11013 26,13.5 4; sa 

<11=criiCOn.riiii. 450 6,150 7,7353 
cnc C.r.vcr.c.3 

OcnIcceneet 0 a 0 

2115CW/11 14.•lor7 e4k1s1.01.. 

2711 E.1241',/163,3.3.
33re .11.370 4.y 

2114 AlogabF• Es L 

67. 
0 

671 

30)3 6,150 

2%115 166.361...ta -
5414-1 

A6an+'R Lams 
30,1411,06 lnrnrr.oy

1,115

0 
( 31, 

1113 L.32.62",54.61.et 
rocii•TrYsarroi 

1,147
113% 

1014 EX. L'An33--nnlm,
101) F Dopoin.. 
Axr 
747, 5 1,7 A 

3,170 
3,159 
1,677 

11, 5 Qr.. C..16 
C-1'-ASIA 13r..5... 71S-s..441.1-

Et.reilico loW 51661 755WC 3.137 
L.7.5-AUA14.3.41.101-hrrapho. T. 
Con‘aren 1 6315 , 69 134 I OW 6.13n 

71 13 go.. tak 

Ck6761/:13on 
Tow 1 • 

Srp 
Smi...iia 
1.41. 

'Nil 
MWC 

Mr. 
•I.6p 

I,... Oy 
WI 

Crn045.731r. Tor Cadl• r raion 
COM 1.5 C0641 6,150 94.57. 117'00 6,119 1,11, 
761/0 4111 ,, 

SOLO CTS-Orirvi. C. k-1.67). 

2D14 E641n, 133./3 , 5 , 
Ow, .1.,-61,4, mak" 311 

7011- 0,41.514 664- 1;17.0 

7011 API 
231515.tp.mans 

17,503 

MorF17t, 1. Coowrx.r. 

03).11,%Thax fol 1,715 

1,176 

Fm3r...3144.6noi In 3013. 

Sue o-cor G=5 Iv fIgn a./ Sol old ?men ono/a 1.7.411.1r 5:4- 2011 

1.1,1nrri13.3•4 for 541r 

1113 1.46K 1.3‘..ei 
Coo-orrivi 1'..1.1.1 

3131
34% 

1,1163 2011 Fn. 0.001:11. 141 7;517 
2014 Er. 03.66-rtrrro Fal 10,15 513 r6.p....163na 11,151 
A.Q. /I Avooffe 4,761 

3o31.465 All. ram 1,372 34 V. A113,3••rwr 2.6331 

(b)(4) dnfde3/141 7/30/7010 1 
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699 

101-4 M•rph.104 for Gm, ' We= 
law4/447 c...k.,141Lia4 

1...1 
2011 

Graff) 

AE.9.1 .1 
1614 

C..-4,n 

2013 f6.1,44 Inrcn,In. 1414 1454 
Son 4.4kabk )714.141 

2417 AWL121.4 End. Ins. 2,451 IASI 

2014 ATI Qua. i1 411 14,501 
11116Dorvaloon4 

C.,41.4:rtoLltnC4:44.,.., 0,120 /3.13,3 
Ca4,14411.0 i44/3.4 499 WO 
Yow:44,.1.....‘ -

,,,..t E441,02....... .1,231 1,411 
II.44.ruil .4% YeAnowi -It 1% 2,5.11 X 

1.,,,64,4 
X11106,i.nots.n. 11,72 
1014 Es,  Dupes um. 14 119 

urraze 1019.5 
5110 in, ra roc, A1.17.44n4.:4 1491) 

Drut tiptir4 _ 13.416.64 
1,1.464,- of 

8.4423 
14,46. 
K111 , 

1".0414 
likkl 

1344.4. 
•44p., 

4413 
LAN a, 

st4h KEG 

T.14.I 
b,,ad, 
646E 

7'...1 
Owty44, 

1,48 , 
T.411.. 4 

KO 

I.4.1 

. 4'7.1. 4. 
'LLAMA 14r 
Cm, rrin 

VOL. Wn A4Jl Crenr61 • 
1111: 1114 for Cam 41.4.4n 

C#S AOA . 111Q7 I 39) UX 7511 1,110 199 4.4.1 
0/45.,11.6. I, LOOArt• 

(C.......n*14(1 
111491'9 LUAU 1 263 1514 114 119 61) 

11n1.1 To C014 Dr, 1 1.24 911.. 121 (2 65,_ 664 ( 9) 
Va.11.4.466 Irs, ..nne 

/3.,-,..,,T, T44 S.14 (V.I.AI.Frt 

13-1 ".4 ,r4 -1) 
1410.1 to (1/3.1 0 131 6111.9 /16 

COM 100604 (Iv a 116 704 4) r11 -
C41.411.24y 10 UZI} ...Lai , ST 0 63 15% 63 (I1 - - 

1.1.44.0 Tolals I 

1114 Myra-plum. Lor Corn-m..4 Form441 

(b)(4):(b)(7)(E) 

(b)(4) CznftdrntIal 

6.r...11
1 452 314 F 

2,164 Ai-.psi.. a., r"....4.44.4 brurAme,' 

C•1[1.1,40. 

1014 £6.1.,4f 1,..49101 1911 
,I,,..441.41.4. ,...a.r.i 0 

1411 4o.4,1. 1.4 TAI, In,  1 /NJ 

_4.015 Alt Qua. 1615.0 
'u D,,r...t..., 
COn•sneki Lo Codeiret 11,516 
Ccemslod Lo i IBM 5.657 

Yrono.,,f, Lc.., .. 
2,10 Endl.g.....464447 6212 

C.....4.4 ...% y.,44...4.4 .11111, 

76(2/ 2 014 

1014 Est. DiTrAiliM1 

29,3 E13, 1,1,7444i66i 
Aocrl?r 
3S5:Tnismory-7[11o4.4.464 

4.)19
21112 
15,241
9.121 

(b)(4) 

1.90M.nawld vhailp34344W1114 aa7o54.20I7. 
Rn}c0o, romvp1ing B. .:9 , TrAT.6.441i Jrc on, p w.k be :01.4.:4 

1.44r11413n ''''''‘.r''11.41.21... 

E.M. 
LP'''' 
ti,k174 

P"'"' 
11444 

a...a 
" r u..
B.0 

I. " 4 
41u, KI01

T..7 

1..r.. 
1413 

T.4.1 
001.., 

KO 
T•1411. 

/QS 

t raz 
"-'p4.145 

4. 414 Fr 
Calwar.14= 1

2.46•74,164 lia Cowesr14.,
11'3 n119 to 141,1.4 17.36 1.07 aw.  162 IIMMIL ,I,/,acr 1,2.6 4.155 . 

101.-rm".1 4 F.. C.,,1.4, 
ul-114 . CAX4 26 57 161 

211 
4459 211 

(2 
6,019 
6, IS+) 

6,1M 
6aea COM )6 COM 11,..r 1,52 49, 219 (611 

Vali [RIM. 14,11.42rot ti 

On- r1.4.orm For Sae 
141Di160DM 1 412 765% 116 529 440 

co7. CR.01 IDr• 4 116 74% Is p 0 at., 341 {121) 
6/f.,41X -,. la 04...017,otta API 4 is 964. 41 (11 941 314 (1? 

[h .,.7I T•Aals (1 791 

/915 012 caolpivame for Cott. Won rerc44.1 
C.H.R.Cf I prA• 

(b)(4):(b)(7)(E) 6.01. 
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114,14 CO's: 
76141 PO Peg 3614,401.070 

2016 initial APO MOAKb 
FDA 641: 

INIS Col: 

. Na 
.006 

Company DCA Num 2010 Framlytted SAO 2611 Revised 4.10 101 Sales 2011 CEA tACI 541e4 %Of 2013 900.100000.0000002 31tat• 012013 Tota1 PO 30131owentory 2114 P.opmerd Elpolts 2014 Ogoietted Sates 
2014 Projected 

tritorAory Adj Avail Cate 
Cele Using CFA 

% 50%159091 MQ 

(b)(4);(b)(7)(E) 5.000 3000 0.000 0.000 0.007 - 0.000 4.000 1.000 1.755 0243 5.000 

0000 

168.000.000 

00E100 4.211 

141.000.010 8,820000 

33,,604004,5,590:070701 

300092071 4212 

6,814.001

216.006 
23,6E12000 

0.000 
0.000 

10.000 

166,000000 

25426E 

25000000 

706.001 

125011.500 

-245.590 

46,125.002 

60.000 

566000.000 

713,000.000 GI 0.13311 001 413.633.000 1004E02.071 0.11$ 211,218.000 0.000 423.000000 295641.000 617,142000 471,501749 617,142000 

1,400,000.000 2,810.810.000 2,802.150E00 3,604,302071 0.T77 7,80142..041154..1:643 1.132,591.000 0.000 1,442061E00 501,319000 2017.391150 1.714,360801 1,800.000000 

1000900 

3.601,000.000 

3000000 41,930.080 

1.182734.030 330405000 

9,404502.071 

3,684502071 

0.912 

0.092 111,19080 
34.090.280 

310739.000 
0000 
0.0E0 

1,000)000 
1277,000.4100 

0.000 
381,000.000 

28402315 
1.120,154.750 

1E015.915 

402,703.410 
1.000.000 

1,181,734.000 
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2015 Establish Adjusted Aggregate Production Quotas and Annual Assessment of Needs 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to 
establish the production amount of each basic class of Schedule I and II controlled substances 
and for the List I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This 
responsibility has been delegated to the Administrator of the Drug Enforcement 
Administration (DEA), and redelegated to the Deputy Administrator. 

• DEA regulations allow the Deputy Administrator to revise the established annual aggregate 
production quota (APQ) and assessment of annual needs (AAN) after review of pertinent 
information provided from various sources including DEA-registered manufacturers and the 
Food and Drug Administration (FDA). 

• The attached Federal Register notice, prepared for your signature, reflects the calendar year 
2015 established aggregate production quotas (APQ) for schedules I and II controlled 
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine, 
phenylpropanolamine, and pseudoephedrine for which the United States has medical, 
scientific, industrial, export and reserve stock requirements. 

• As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to 
the APQ for schedule II substances and those schedule I substances that are used to produce 
drugs that have a medical need (specifically, GH13 and tetrahydrocannabinols) to prevent 
potential drug shortage issues. 

Expeditious review and publication of this notice is necessary to ensure an uninterruptable 
supply of schedule I and II controlled substances as well as list I chemicals ephedrine, 
phenylpropanolamine, and pseudoephedrine for the legitimate medical, scientific, industrial, 
and export requirements of the U.S. 

• The following points provide brief explanations of the changes from the proposed revised 
AAN & APQ values: 

List I Chemicals: 

• OD is recommending an increase in the AAN for ephedrine (for sale). The increase is 
based on increased domestic sales and import requirements from registrant applications and 
projected demand for allergy and flu season. 

Controlled Substances: 

• OD is recommending an increase in the APQ for alfentanil. The increase is based on the 
increased domestic sales and exports. 

• OD is recommending an increase in the APQ for cocaine. The increase is based on the 
increased domestic product which leads to the production of cocaine as a by-product. 

• OD is recommending an increase in the APQ for codeine (for sale). The increase is based 
on the increased domestic sales and exports. 

DEAJOD/ODQ 8/12/2014 Page I of 2 

Page 837 

L
2015 Establish Adjusted Aggregate Production Quotas and Annual Assessment of Needs

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to
establish the production amount of each basic class ofSchedule I and II controlled substances
and for the List 1 chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This
responsibility has been delegated to the Administrator of the Drug Enforcement
Administration (DEA), and redelcgated to the Deputy Administrator.

• DEA regulations allow the Deputy Administrator to revise the established annual aggregate
production quota (APQ) and assessment of annual needs (AAN) after review of pertinent
information provided from various sources including DEA-registered manufacturers and the
Food and Drug Administration (FDA).

• The attached Federal Register notice, prepared for your signature, reflects the calendar year
20 1 5 established aggregate production quotas (APQ) for schedules I and II controlled
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine,
phenylpropanolamine, and pseudoephedrine for which the United States has medical,
scientific, industrial, export and reserve stock requirements. '

• As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to
the APQ for schedule II substances and those schedule I substances that are used to produce
drugs that have a medical need (specifically, GHB and tetrahydrocannabinols) to prevent
potential drug shortage issues.

• Expeditious review and publication of this notice is necessary to ensure an uninterruptable
supply of schedule I and II controlled substances as well as list I chemicals ephedrine,
phenylpropanolamine, and pseudoephedrine for the legitimate medical, scientific, industrial,
and export requirements of the U.S.

• The following points provide brief explanations of the changes from the proposed revised
AAN & APQ values:

List 1 Chemicals:

• OD is recommending an increase in the AAN for ephedrine (for sale). The increase is
based on increased domestic sales and import requirements from registrant applications and
projected demand for allergy and flu season.

Controlled Substances:

• OD is recommending an increase in the APQ for alfentanil. The increase is based on the
increased domestic sales and exports. •

• OD is recommending an increase in the APQ for cocaine. The increase is based on the
increased domestic product which leads to the production of cocaine as a by-product.

^ • OD is recommending an increase in the APQ for codeine (for sale). The increase is based
on the increased domestic sales and exports.

DEA/OD/ODQ 8/12/2014 Page 1 of 2
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• OD is recommending an increase in the APQ for codeine-n-oxide. The increase is based on 
the increased domestic sales and the need for increased reference standards. 

• OD is recommending an increase in the APQ for dihydrocodeine. The increase is based on 
the increased domestic sales. 

• OD is recommending.an increase in the APQ for fentanyl. The increase is based on the 
increased domestic sales and product development efforts. 

• OD is recommending an increase in the APQ for hydromorphene. The increase is based on 
the increased domestic sales and exports. 

• OD is recommending an increase in the APQ for levorphanol. The increase is based on the 
increased domestic sales. 

• OD is recommending an increase in the APQ for marihuana. The increase is based on the 
requirements from bulk manufacturers to supply cannabidiol or other marihuana extracts to 
dosage-form manufacturers conducting product development activities with the objective of 
receiving FDA approval of their products. 

• OD is recommending an increase in the APQ for oripavine. The increase is based on the 
increased domestic sales and exports of hydromorphone and the non-controlled substances 
naltrexone, naloxone, and nalbuphine which utilize oripavine as the starting material. 

• OD is recommending an increase in the APQ for oxymorphone (for conversion). The 
increase is based on the increased domestic sales and exports the non-controlled substances 
naltrexone, naloxone, and nalbuphine which utilize oxymorphone (for conversion) in the 
route of synthesis. 

DEA/OD/ODQ 8/12/2014 Page 2 of 2 
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• OD is recommending an increase in the APQ for codeine-n-oxide. The increase is based on
the increased domestic sales and the need for increased reference standards.

• OD is recommending an increase in the APQ for dihydrocodeine. The increase is based on
the increased domestic sales.

• OD is recommending an increase in the APQ for fentanyl. The increase is based on the
increased domestic sales and product development efforts, .

• OD is recommending an increase in the APQ for hydromorphone. The increase is based on
the increased domestic sales and exports. . .

• OD is recommending an increase in the APQ for levorphanol. The increase is based on the
increased domestic sales. .

• OD is recommending an increase in the APQ for marihuana. The increase is based on the
requirements from bulk manufacturers to supply cannabidiol or other marihuana extracts to
dosage-form manufacturers conducting product development activities with the objective of
receiving FDA approval of their products.

• OD is recommending an increase in the APQ for oripavine. The increase is based on the '
increased domestic sales and exports of hydromorphone and the non-controlled substances
naltrexone, naloxone, and nalbuphine which utilize oripavine as the starting material.

• OD is recommending an increase in the APQ for oxymorphone (for conversion). The
increase is based on the increased domestic sales and exports the non-controlled substances
naltrexone, naloxone, and nalbuphine which utilize oxymorphone (for conversion) in the
route of synthesis. '
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L Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 
Drug Enforcement Administration 
[Docket No. DEA-393] 

Established Aggregate Production Quotas for Schedule I and II Controlled Substances and 
Assessment of Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and 
Phenylpropanolamine for 2015 

AGENCY: Drug Enforcement Administration (DEA), Department of Justice (DOJ). 

ACTION: Notice. 

SUMMARY: This notice establishes the 2015 aggregate production quotas for controlled 

substances in schedules I and II of the Controlled Substances Act (CSA) and the assessment of 

annual needs for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. 

FOR FURTHER INFORMATION CONTACT: (b)(6) Executive Assistant, Office 

of Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield, 

VA 22152, Telephone: (b)(6) 

SUPPLEMENTARY INFORMATION: 

Legal Authority 

Section 306 of the Controlled Substances Act (CSA) (21 U.S.C. 826) requires the 

Attorney General to establish aggregate production quotas for each basic class of controlled 

substance listed in schedules I and II and for ephedrine, pseudoephedrine, and 

phenylpropanolamine. This responsibility has been delegated to the AdMinistrator of the Drug 

Enforcement Administration (DEA) through 28 CFR 0.100(b). The Administrator, in turn, haS 

redelegated this function to the Deputy Administrator, pursuant to 28 CFR pt. 0 subpt. R, App. 

Background 

The 2015 aggregate production quotas and assessment of annual needs represent those 

quantities of schedule I  II controlled substances and the list I chemicals ephedrine, 

1 
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DEPARTMENT OF JUSTICE

Drug Enforcement Administration
[Docket No. DEA-393]

Established Aggregate Production Quotas for Schedule I and II Controlled Substances and
Assessment of Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2015

AGENCY: Drug Enforcement Administration (DEA), Department of Justice (DOJ).

ACTION: Notice.

SUMMARY: This notice establishes the 2015 aggregate production quotas for controlled

substances in schedules 1 and II of the Controlled Substances Act (CSA) and the assessment of

annual needs for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine.

FOR FURTHER INFORMATION CONTACT:

ofDiversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield,

Executive Assistant, Office

c
VA 22152, Telephone: (b)(6)

SUPPLEMENTARY INFORMATION:

Legal Authority

Section 306 of the Controlled Substances Act (CSA) (21 U.S.C. 826) requires the

Attorney General to establish aggregate production quotas for each basic class of controlled

substance listed in schedules I and II and for ephedrine, pseudoephedrine, and

phenylpropanolamine. This responsibility has been delegated to the Administrator of the Drug

Enforcement Administration (DEA) through 28 CFR 0. 100(b). The Administrator, in turn, has

redelegated this function to the Deputy Administrator, pursuant to 28 CFR pt. 0 subpt. R, App.

Background

c
The 201 5 aggregate production quotas and assessment of annual needs represent those

quantities ofschedule 1 and II controlled substances and the list I chemicals ephedrine,
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pseudoephedrine, and phenylpropanolamine to be manufactured in the United States in 2015 to 

provide for the estimated medical, scientific, research, and industrial needs of the United States, 

lawful export requirements, and the establishment and maintenance of reserve stocks. These 

quotas include imports of ephedrine, pseudoephedrine, and phenylpropanolamine but do not 

include imports of controlled substances for use in industrial processes. 

On July 2, 2014, a notice titled, "Proposed Aggregate Production Quotas for Schedule I 

and II Controlled Substances and Proposed Assessment of Annual Needs for the List i Chemicals 

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2015," was published in the Federal 

Register (79 FR 37772). That notice proposed the 2015 aggregate production quotas for each 

basic class of controlled substance listed in schedules I and II and the 2015 assessment of annual 

needs for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. All 

interested persons were invited to comment on or object to the proposed aggregate production 

quotas and the proposed assessment of annual needs on or before August 1, 2014. 

Comments Received 

Five comments from DEA-registered manufacturers were received within the published 

comment period, offering comments on a total of 32 schedule I and II controlled substances. No 

comments were received for the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine. Commenters stated that the proposed aggregate production quotas for 1-

(1,3-13enzodioxo1-5-y1)-2-(methylamino)butan- l -one (butylone), 1-(1,3-Benzodioxo1-5-y1)-2-

(methylamino)pentan- I -one (pentylone), 2-(4-Bromo-2,5-dimethoxypheny1)-N-(2-

methoxybenzyBethanamine (25B-NBOMe), 2-(4-Chloro-2,5-dimethoxypheny1)-N-(2-

methoxybenzyBethanamine (25C-NBOMe), 2-(4-Iodo-2,5-dimethoxyphenyl)-N-(2-

methoxybcnzyl)ethanaminc (25I-NBOMe), 2-(Methylamino)-1-phenylpentan- 1-one 

(pentedrone), 3-Fluoro-N-methylcathinone (3-FMC), 4-Fluoro-N-methylcathinone (4-FMC), 4-

2 
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pseudoephedrine, and phenylpropanolamine to be manufactured in the United States in 2015 to

provide for the estimated medical, scientific, research, and industrial needs of the United States,

lawful export requirements, and the establishment and maintenance of reserve stocks. These

quotas include imports of ephedrine, pseudoephedrine, and phenylpropanolamine but do not

include imports of controlled substances for use in industrial processes.

On July 2, 2014, a notice titled, "Proposed Aggregate Production Quotas for Schedule I

and II Controlled Substances and Proposed Assessment of Annual Needs for the List I Chemicals

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2015," was published in the Federal

Register (79 FR 37772). That notice proposed the 2015 aggregate production quotas for each

basic class of controlled substance listed in schedules I and II and the 20 1 5 assessment ofannual

needs for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. All

interested persons were invited to comment on or object to the proposed aggregate production

quotas and the proposed assessment ofannual needs on or before August 1, 2014.

Comments Received

Five comments from DEA-registered manufacturers were received within the published

comment period, offering comments on a total of 32 schedule I and II controlled substances. No

comments were received for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine. Commenters stated that the proposed aggregate production quotas for 1-

( 1 ,3-Benzodioxol-5-yl)-2-(methylamino)butan- 1 -one (butylone), 1 -(1 ,3-Benzodioxol-5-yl)-2-

(methylamino)pentan-l-one (pentylone), 2-(4-Bromo-2,5-dimcthoxyphenyl)-JV-(2-

methoxybenzyl)ethanamine (25B-NBOMe), 2-(4-Chloro-2,5-dimethoxyphenyl)-Ar-(2-

methoxybenzyI)ethanamine (25C-NBOMe), 2-(4-Iodo-2,5-dimethoxyphenyl)-jV-(2-

methoxybcnzyl)ethanaminc (251-NBOMe), 2-(Methylamino)-l-phenylpentan-l-one

(pentedrone), 3-Fluoro-Ar-methylcathinone (3-FMC), 4-Fluoro-N-methylcathinone (4-FMC), 4-

c
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Anilino-N-phenethyl-4-piperidine (ANPP), 4-Methyl-N-ethylcathinone (4-MEC), 4-Methyl-a-

pyrrolidinopropiophenone (4-MePPP), alpha-Pyrrondinobutiophenone (a-PBP), alpha-

Pyrrolidinopentiophenone (a-PVP), amphetamine (for sale), codeine (for sale), dihydrocodeine, 

diphenoxylate, fentanyl, hydrocodone (for sale), hydromorphone, levorphanol, marihuana, 

morphine (for conversion), N-(l-Amino-3,3-dimethyl-l-oxobutan-2-y1)-1-penty1-1Thindazole-3-

carboxamide (ADB-PfNACA), N-(1-Amino-3-methyl-I -oxobutan-2-y1)-1-(4-fluorobenzy0-1H-

indazole-3-carboxamide (AB-FUBINACA), naphthylpyrovalerone (naphyrone), oripavine, 

pxycodone (for conversion), oxymorphone (for conversion), oxymorphone (for sale), Quinolin-

8-y1 1-(5-fluoropentyl)-1H-indole-3-carboxylate (5-Flouro-PB-22), and Quinolin-8-yl 1-penty1-

1H-indole-3-carboxylate (PB-22) were insufficient to provide for the estimated medical, 

scientific, research, and industrial needs of the United States, export requirements, and the 

establishment and maintenance of reserve stocks. 

Determination of 2015 Aggregate Production Quotas and Assessment of Annual Needs 

In determining the 2015 aggregate production quotas and assessment of annual needs, the 

DEA has taken into consideration the above comments along with the factors set forth at 21 CFR 

1303.11 and 21 CFR 1315.11, in accordance with 21 U.S.C. 826(a), and other relevant factors, 

including the consideration of 2014 manufacturing quotas, current 2014 sales and inventories, 

2015 export requirements, industrial use, additional applications for quotas, as well as 

information on research and product development requirements. Based on this information, the 

DEA has determined that adjustments to the proposed aggregate production quotas and 

assessment of annual needs for alfentanil, cocaine, codeine-N-oxide, codeine (for sale), 

dihydrocodeine, fentanyl, hydromorphone, icvorphanol, marihuana, oripavine, oxymorphone 

(for conversion), and ephedrine (for sale) are warranted. This notice reflects those adjustments. 

3 

Page 841 

L
Anilino-jV-phenethyl-4-piperidine (ANPP), 4-Methyl-vV-ethylcathinone (4-MEC), 4-Methyl-a-

pyrrolidinopropiophenone (4-MePPP), o/p/w-Pyrrolidinobutiophenone (ct-PBP), alpha-

Pyirolidinopentiophenone (a-PVP), amphetamine (for sale), codeine (for sale), dihydrocodeine,

diphenoxylate, fentanyl, hydrocodone (for sale), hydromorphone, levorphanol, marihuana,

morphine (for conversion), jV-(I-Amino-3,3-dimethyl-l-oxobutan-2-yl)-l-pentyl-l//-indazole-3-

carboxamide (ADB-PINACA), N-( 1 -Amino-3-methyl- 1 - oxobutan-2-y1)- 1 -(4-fluorobenzyl)- 1 H-

indazole-3-carboxamide (AB-FUBINACA), naphthylpyrovalerone (naphyrone), oripavine,

oxycodone (for conversion), oxymorphone (for conversion), oxymorphone (for sale), Quinolin-

8-yl l-(5-fluoropentyl)-l/f-indole-3-carboxylate (5'-Flouro-PB-22), and Quinolin-8-yl 1-pentyl-

l//-indole-3-carboxylate (PB-22) were insufficient to provide for the estimated medical,

scientific, research, and industrial needs of the United States, export requirements, and the

establishment and maintenance of reserve stocks.L
Determination of 2015 Aggregate Production Quotas and Assessment of Annual Needs

In determining the 20 1 5 aggregate production quotas and assessment of annual needs, the

DEA has taken into consideration the above comments along with the factors set forth at 21 CFR

1303.11 and 21 CFR 1315.11, in accordance with 21 U.S.C. 826(a), and other relevant factors,

including the consideration of 20 14 manufacturing quotas, current 2014 sales and inventories,

2015 export requirements, industrial use, additional applications for quotas, as well as

information' on research and product development requirements. Based on this information, the

DEA has determined that adjustments to the proposed aggregate production quotas and

assessment of annual needs for alfentanil, cocaine, codeine-N-oxide, codeine (for sale),

dihydrocodeine, fentanyl, hydromorphone, levorphanol, marihuana, oripavine, oxymorphone

c
(for conversion), and ephedrine (for sale) are warranted. This notice reflects those. adjustments.
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Regarding 1-0 ,3-13enzodioxo1-5-y1)-2-(methylamino)butan-l-one (butylone), 1-(1,3-

Benzodioxo1-5-y1)-2-(methylamino)pentan-l-one (pentylone), 2-(4-Bromo-2,5-

dimethoxypheny1)-N-(2-methoxybenzypethanamine (25B-NBOMe), 2-(4-Chloro-2,5-

dimethoxypheny1)-N-(2-methoxybenzyBethanamine (25C-NBOMe), 2-(4-lodo-2,5-

dimethoxypheny1)-N-(2-methoxybenzyBethanamine (251-NBOMe), 2-(Methylamino)-1-

phenylpentan-l-one (pentedrone), 3-Fluoro-N-methylcathinone (3-FMC), 4-Fluoro-N-

methylcathinone (4-FMC), 4-Anilino-N-phenethy1-4-piperidine (ANPP), 4-Methyl-N-

ethylcathinone (4-MEC), 4-Methyl-a-pyrrolidinopropiophenone (4-MePPP), alpha-

Pyrrolidinobutiophenone (a-PBP), alpha-Pyrrolidinopentiophenone (a-PVP), amphetamine (for 

sale), dihydrocodeine, fentanyl, hydromorphone, levorphanol, marihuana, N-(1-Amino-3,3-

dimethyl-l-oxobutan-2-y1)-1-penty1-1H-indazole-3-carboxamide (ADB-PINACA), N-(1-Amino-

3-methyl-  -oxobutan-2-y1)-1-(4-fluorobenzy1)-11/-indazole-3-carboxamide (AB-FUBINACA), 

naphthylpyrovalerone (naphyrone), oxycodone (for conversion), oxymorphone (for sale), 

Quinolin-8-y1 1-(5-fluoropenty1)-111-indole-3-carboxylate (5-Flouro-PB-22), and Quinolin-8-yl 

1-penty1-1H-indole-3-carboxylate (PB-22), the DEA has determined that the proposed aggregate 

production quotas are sufficient to provide for the 2015 estimated medical, scientific, research, 

and industrial needs of the United States, export requirements, and the establishment and 

maintenance of reserve stocks. This notice finalizes these aggregate production quotas at the 

same amounts as proposed. 

As described in the previously published notice proposing the 2015 aggregate production 

quotas and assessment of annual needs, the DEA has specifically considered that inventory 

allowances granted to individual manufacturers may not always result in the availability of 

sufficient quantities to maintain an adequate reserve stock pursuant to 21 U.S.C. 826(a), as 

intended. See 21 CFR 1303.24. This would be concerning if a natural disaster or other 

4 
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Regarding I-(I,3-Benzodioxol-5-yl)-2-(methyiamino)butan-l-one (butylone), I -(1,3-

Ben2odioxol-5-yl)-2-(methylamino)pentan-I-one (pentylone), 2-(4-Bromo-2,5-

dimethoxyphcnyl)-/V-(2-methoxybenzyl)ethanamine (25B-NBOMe), 2-(4-Chloro-2,5-

dimethoxyphenyl)-//-(2-methoxybenzyl)ethanamine (25C-NBOMe), 2-(4-Iodo-2,5-

dimethoxyphenyl)-A^-(2-methoxybenzyl)ethanamine (251-NBOMe), 2-(Methylamino)-l-

phenylperitan-l-one (pentedrone), 3 -Fluoro-iV-methylcathinone (3-FMC), 4-Fluoro-jV-

methylcathinone (4-FMC), 4-Anilino-ALphenethyl-4-piperidine (ANPP), 4-Methyl-iV-

ethylcathinone (4-MEC), 4-Methyl-a-pyrrolidinopropiophenone (4-MePPP), alpha-

Pyrrolidinobutiophenone (a-PBP), a/p/w-Pyrrolidinopentiophcnone (a-PVP), amphetamine (for

sale), dihydrocodeine, fentanyl, hydromorphone, levorphanol, marihuana, iV-(l-Amino-3,3-

dimethyl- 1 -oxobutan-2-yl)- 1 -pentyl-l//-indazole-3-carboxamide (ADB-PINACA), N-( 1 -Amino-

c
3-methyl- 1 -oxobutan-2-yl)- 1 -(4-fluorobenzyl)- 1 //-indazole-3-carboxamide (AB-FUBINACA),

naphthylpyrovalerone (naphyrone), oxycodone (for conversion), oxymorphone (for sale),

Quinolin-8-yl l-(5-fluoropentyl)-l//-indole-3-carboxylate (5-Flouro-PB-22), and Quinolin-8-yl

l-pentyl-l//-indole-3-carbo.xylate (PB-22), the DEA has determined that the proposed aggregate

production quotas are sufficient to provide for the 2015 estimated medical, scientific, research,

and industrial needs of the United States, export requirements, and the establishment and

maintenance of reserve stocks. This notice finalizes these aggregate production quotas at the

same amounts as proposed.

As described in the previously published notice proposing the 2015 aggregate production

quotas and assessment of annual needs, the DEA has specifically considered that inventory

allowances granted to individual manufacturers may not always result in the availability of

L
sufficient quantities to maintain an adequate reserve stock pursuant to 21 U.S.C. 826(a), as

intended. See 21 CFR 1303.24. This would be concerning if a natural disaster or other

4
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L 

L 

unforeseen event resulted in substantial disruption to the amount of controlled substances 

available to provide for legitimate public need. As such, the DEA has included in all proposed 

revised schedule II aggregate production quotas, and certain schedule I aggregate production 

quotas, an additional 25% of the estimated medical, scientific, and research needs as part of the 

amount necessary to ensure the establishment and maintenance of reserve stocks. The resulting 

• revised established aggregate production quota will reflect these included amounts. This action 

will not affect the ability of manufacturers to maintain inventory allowances as specified by 

regulation. The DEA expects that maintaining this reserve in certain established aggregate 

production quotas will mitigate adverse public effects if an unforeseen event results in the 

substantial disruption to the amount of controlled substances available to provide for legitimate 

public need, as determined by the DEA. The DEA does not anticipate utilizing the reserve in the 

absence of these circumstances. 

In accordance with 21 USC 826, 21 CFR 1303.11, and 21 CFR 1315.11, the Deputy 

Administrator hereby establishes the 2015 aggregate production quotas for the following 

schedule I and II controlled substances and the 2015 assessment of annual needs for the list I 

chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, expressed in grams of 

anhydrous acid or base, as follows: 

- 
Basic Class 

Established 
2015 Quotas 

(g) 
Schedule I 

(1-Penty1-1H-indo1-3-yi)(2,2,3,3-tetramethylcyclopropyl)methanone 
(UR-I 44) 

15 

[1-(5-Fluoro-pentyl)-1H-indol-3-y1](2,2,3,3-
tetramethylcyclopropyl)methanone (Xrsi 1) 

15 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)butan-l-one (butylone) 15 

1-0,3-Benzodioxo1-5-y1)-2-(methylamino)pentan-l-one (pentylone) 15 

1-(1-Phenylcyclohexyl)pyrrolidine 10 

1-(5-Eluoropentyl)-3-(1-naphthoyOindole (AM2201) 45 

5 
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unforeseen event resulted in substantial disruption to the amount of controlled substances

available to provide for legitimate public need. As such, the DEA has included in all proposed

revised schedule II aggregate production quotas, and certain schedule I aggregate production

quotas, an additional 25% of the estimated medical, scientific, and research needs as part of the

amount necessary to ensure the establishment and maintenance of reserve stocks. The resulting

• revised established aggregate production quota will reflect these included amounts. This action

will not affect the ability ofmanufacturers to maintain inventory allowances as specified by

regulation. The DEA expects that maintaining this reserve in certain established aggregate

production quotas will mitigate adverse public effects if an unforeseen event results in the

substantial disruption to the amount ofcontrolled substances available to provide for legitimate

public need, as determined by the DEA. The DEA does not anticipate utilizing the reserve in the

absence of these circumstances.

L

L
In accordance with 21 USC 826, 2 1 CFR 1 303. 1 1 , and 21 CFR 13 1 5. 1 1, the Deputy

Administrator hereby establishes the 2015 aggregate production quotas for the following

schedule I and II controlled substances and the 201 5 assessment of annual needs for the list I

chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, .expressed in grams of

anhydrous acid or base, as follows:

Established

2015 QuotasBasic Class

(g)
Schedule I

(l-Pentyl-l//-indol-3-yl)(2,2,3,3-tetramethy1cyclopropyl)methanone
(UR-144) •	 _

[l-(5-Fluoro-pentyl)-l/f-indol-3-yl](2,2,3,3-

tetramcthylcyclopropyl)methanone (XLR1 1)

IS

15

l-(l,3-Benzodioxol-5-yl)-2-(methylamino)butan-l-one (butylone)

l-(l,3-Benzodioxol-5-yl)-2-(methylamino)pentan-l-one (pentylone)

15

15

l-(l-Phenylcyclohexyl)pyrrolidine 10

451 -(5-FJuoropentyl)-3 -( l-naphthoyI)indole (AM220 1 )

5
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1-(5-Fluoropentyl)-3-(2-icdobenzoyl)indole (A1\4694) 45 

1-11-(2-Thienyl)cyclohexylThiperidine 15 

142-(4-MorpholinyDethyl]-3-(1-naphthoyDindole (JWH-200) 45 

1-Butyl-3-(1-naphthoyDindole (JWH-073) 45 

• 1-Cyclohexy1ethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and 
RCS-8) 

45 

1-Mexy1-3-(1-naphthoyDindole (JWM-019) 45 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 

1-Penty1-3-(1-naphthoyDindole (JWH-018 and AM678) 45 

1-Penty1-3-(2-chlorophenylacety0indole (JWH-203) 45 

1-Penty1-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 

1-Penty1-3-(4-chloro-l-naphthoyDindole (JWH-398) 45 

I-Penty1-3-(4-methyl-1-naphthoyDindole (JWH-122) 45 

I-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 

1-Penty1-3-[1-(4-methoxynaphthoy1)] indole (JWII-08 I) 45 

2-(2,5-Dimethoxy-4-n-propylphenyDethanamine (2C-P) 30 

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30 

2-(2,5-Dimethoxy-4-methylphenyl)cthanamine (2C-D) 30 

2-(2,5-Dimethoxy-4-nitro-phenyDethanamine (2C-N) 30 

2-(2,5-Dimethoxyphenyl)ethanamine (2C-11) 30 

2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine 
(25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36) 

15 

2(4-Chloro-2,5-dimethoxyphenyDethanamIne (2C-C) 30 

2-(4-Chloro-2,5-dimethoxypheny1)-N-(2-methoxybenzyDethanamine 
(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82) 

15 

2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 30 

2-(4-lodo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine 
(251-NBOMe; 2C-I-NBOMe; 251; Cimbi-5) 

15 

2-(Methylamino)-1-phenylpentan-I-one (pentedrone) 15 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 

2,5-Dimethoxy-4-n-propylthiophenethylamine 25 

2,5-Dimethoxyamphetamine 25 

2[4-(Ethylthio)-2,5-dimethoxyphenyllethanamine (2C-T-2) 30 

2[4-(Isopropylthio)-2,5-dimethexyphenyl]ethanamine (2C-T-4) 30 

3,4,5-Trimethoxyamphetamine 25 

3,4-Methylenedioxyamphetamine (MDA) 55 

3,4-Methylenedioxymethamphetamine (MDMA) 50 

3,4-Methylenedioxy-N-ethylamphetamine (MIJEA) 40 

3,4-Methylenedioxy-N-methyleathinone (methylone) 50 

3,4-Methylenedioxypyrovalerone (MDPV) 35 

6 
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l-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45

l-[l-(2-Thienyl)cyclohexyl]piperidine 15

l-[2-(4-Morpholinyl)ethyl]-3-(l-naphthoyl)indole (JWH-200) 45

l-Butyl-3-(L-naphthoyl)indole (JWH-073) 45

!-CycIohexylethyl-3-(2-methoxyphenylacetyi)indoIe (SR-1 8 and

RCS-8)	 		

\ -Hexyl-3-(l-naphthoyl)indole (JWH-0 1 9)	

45

45

' 2l-Methyl-4-phenyl-4-propionoxypiperidine

l-Pentyl-3-(l-naphthoyl)indole (JWH-Q1 8 and AM678) .

1 -Pentyl-3-(2-chlorophenylacetyI)indole (JWH-203)	 	

45

45

1 -Pentyl-3 -(2-methoxyphenylacetyl)indole (JWH-25Q) 45

1 -Pentyl-3-(4-chloro-l-naphthoyl)indole (JWH-398) 45

1 -Pentyl-3-(4-methyl-l-naphthoyI)indole (JWH-122) 45

l-Pentyl-3-[(4-methoxy)-benzoyl] indole (SR-1 9, RCS-4) 45

l-Pentyl-3-[l-(4-mcthoxynaphthoyl)]indole (JWH-081) 45

2-(2,5-Dimethoxy-4-«-propylphenyl)ethanamine (2C-P)

2-(2 , 5 -Dimethoxy-4-ethylphenyl)ethanamine (2C-E)

30

30

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D)

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N)

30

C
30

302-(2,5-DimethoxyphenyI)ethanamine (2C-H)

2-(4-Bromo-2,5-dimethoxyphenyl)-jV-(2-methoxybenzyl)ethanamine

(25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36)
15

302-(4-Chloro-2,5-dimcthoxyphenyl)ethanamme (2C-C)

2-(4-Chloro-2,5-dimethoxyphenyl)-Ar-(2-methoxybenzyl)ethanamine

(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82)	
15

2-(4-Iodo-2a5-dimethoxypheriyl)ethanamine (2C-I) 30

2-(4-Iodo-2,5-dimethoxyphenyI)-7/-(2-methoxybenzyI)ethanamine

(251-NBOMe; 2C-I-NBOMe; 251; Cimbi-5)
15

2-(Methylamino)-l-phenylpentan-l-one (pentedrone) 15

2,5-Dimethoxy-4-ethylamphetamine (POET) 25

2a5-Dimethoxy-4-/i-propylthiophenethylamine 25

252,5-Dimethoxyamphetamine

30 '2-[4-(£thylthio)-2,5-dimethoxyphenyl]ethana[nine (2C-T-2)

2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 30

3,4,5-Trimethoxyamphetamine 25

553,4-Methylenedioxyamphetamine (MDA)

503,4-Methylenedioxymethamphetamine (MDMA)

403 ,4-Methylenedioxy-N-ethylamphetamine (MDEA)

3,4-Methylenedioxy-Ar--methylcathinone (methylone) 50

353 ,4-Methylenedioxypyrovalerone (MDPV)

6
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3-Fluoro-N-methylcathinone (3-FMC) 15 

3-Methylfentanyl 2 

3-Methylthiofentanyl 2 

4-Bromo-2,5-dimethoxyamphetaminc (DOB) 25 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 

4-Fluoro-N-methyldathinone (4-FMC) 15
4-Methoxyamphetamibe 100 

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 

4-Methylaminorex 25 

4-Methyl-N-ethylcathinone (4-MEC) 15 

4-Methyl-N-methylcathinone (mephedrone) 45 

4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 15 

5-0 ,1 -Dimethylhepty1)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 68 

5-0 ,1-Dimethyl o ctyI)-2-[(1R,38)-3-hydroxycyclohexyl] -phenol 
(cannabicyclohexanol or CP-47,497 C8-homolog) 

53 

5-Methoxy-3,4-methylenedioxyamphetamine 25 

5-Methoxy-N,N-dilsopropyltryptamine 25 

5-Mcthoxy-N,N-dimethyltryptamine 25 

Acetyl-alpha-methylfentanyl 2 

Acetyldihydrocodeine 2 

Acetylmethadol 2 

Allylprodine 2 

Alphacetylmethadol 2 

alpha-Ethyltryptamine 25 

Alphameprodine 2 

Alphamethadol 2 

a/pha-Methylfentanyl 2 

alpha-Methylthiofentanyl 2 

alpha-Methyltryptamine (AMT) 25 

a/pha-Pyrrolidinobutiophenone (a-PBP) 15 

alpha-Pyrrolidinopentiophenone (a-PVP) 15 

Aminorex 25 

Benzylmorphine 2 

Betacetylmethadol 2 

beta-Hydroxy-3-methylfentanyl 2 

beta-Hydroxyfentanyl 2 

Betameprodine 2 

Betamethadol 4 

Betaprodine 2 

7 
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L
3-Fiiioro-vV-methylcathinone (3-FMC) 15

' 23-Methylfentanyl

• 3-MethyIthiofentanyl 2

4-Bromo-2,5-dimethoxyamphetaminc (DOB) 25

4-Bromo-2,5-dimethoxyphenethylamihe (2-CB) 25

4-Fluoro-Ar-methylcathinone (4-FMC) 15

4-Methoxyamphetamihe 100

254-Methyl-2,5-dimethoxyamphetamine (DOM)

254-Methylaminorex

154-Methyl-jV-ethyIcathinonc (4-MEC) •

454-Methyl-N-methylcathinone (mephedrone)

154-MethyI-a-pyrrolidinopropiophenone (4-MePPP)	

5-(l,l-Dimethylheptyl)-2-[(lfl,3S)-3-hydroxycyclohexyl]-pheriol

5-(l , 1 -Dimethyloctyl)-2-[( 1 /?,3<S)-3-hydroxycyclohexyl]-phenol

(cannabicyclohexanol or CP-47,497 CS-homolog)	 		

68

53

255-Methoxy-3,4-methylenedioxyamphctamine

255-Methoxy-jV,iV-cltisopropyltryptamme

255-Methoxy-Ay/-dimethyltryptamine

c 2Acetyl-a/pfta-methylfentanyl

2Acetyldihydrocodeine

2Acetylmethadol

2Allylprodine

2Alphacelylmethadol

25a/p/?a-EthyItryptamine

2Alphameprodine

2Alphamethadol

2a/p/w-Methylfentanyl

2a/pAa-Methylthiofentanyl

25fl/p/za-Methyltryptamine (AMT)

15a/p^a-Pyrrolidinobutiophenone (a-PBP)

15ff//>/ra-Pyrrolidinopcntiophenone (a-PVP)

25Aminorex

2Benzylmorphine

2Betacetylmelhadol

2ieto-Hydroxy-3-methylfentanyl

2beta-Hydroxyfentanyl

c 2Betameprodine

4Betamethadol

2Betaprodine

7
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L Bufotenine 3 

Cathinone 70 

Codeine methylbromide 5 

Codeine-N-oxide 305 

Desomorphine 5 

Diethyltryptamine 25 

Difenoxin 50 

Dihydromorphine 3,990,000 

Dimethyltryptamine 35 

Dipipanone 5 

Fenethylline 5 

gamma-Hydroxybutyric acid 70,250,000 

Heroin 25 

Hydromorphinol 2 

Hydroxypethidine 2 

Ibogaine 5 

Lysergic acid diethylamide (LSD) 35 

Marihuana 125,000 

Mescaline 25 

Methaqualone 10 

Methcathinone 25 

Methyldesorphine 5 

Methyldihydromorphine 2 

Morphine methylbromide 5 

Morphine methylsulfonate 5 

Morphine-N-oxide 350 

N-(1-AdamantyI)-1-pentyl-IH-indazole-3-carboxarnide (AKB48) 15 

N-(1-Amino-3,3-dimethy1-1-oxobutan-2-34)-1-penty1-1H-indazole-
3-carboxamide (ADB-PINACA) 

15 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-(4-fluorobenzy1)-1H-
indazole-3-carboxamide (AB-FUB1NACA) 

15 

N,N-Dimethylamphetamine 25 

Naphthylpyrovalerone (naphyrone) 15 

N-Benzylpiperazine 25 

N-Ethyl-l-phenylcyclohexylamine 5 

N-Ethylamphetaminc 24 

N-Hydroxy-3,4-methylenedioxyamphetamine 24 

Noracymethadol 2 

Norlevorphanol 52 

8 
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L Bufotenine 3

70Cathinone

5Codeine mettoylbromide

305Codeine-A^-oxide

5Desomorphine

25Diethyltryptamine

50Difenoxin

3,990,000Dihydromorphine

35Dimethyltryptamine

5Dipipanone

5Fenethylline

70,250,000guwmo-Hydroxybutyric acid

25Heroin

2Hydromorphinol

2Hydroxypethidine

5Ibogaine

35Lysergic acid diethylamide (LSD)

125,000Marihuana
25Mescaline

10Methaqualone

25Methcathinone

5Methyldesorphine

2Methyldihydromorphine

Morphine methylbromide 5

5Morphine methylsulfonate

350Morphine-N-oxide

N-( 1 -Adamantyl)- 1 -pentyL- 1 /7-indazo le-3 - carboxamide (AKB48)

//-(l-Amino-3,3-dimethyl-l-oxobutan-2-yl)-l-pentyl-l//-indazole-

3-carboxamide (ADB-PINACA)

15

15

;V-(l-Amino-3-methyl-l-oxobutan-2-yl)-l-(4-fluorobenzyl)-l//-

indazole-3-carboxamide (AB-FUBINACA)
15

25^/-Dimethyl amphetamine

15Naphthylpyrovalerone (naphyrone)

25N-Benzylpiperazine

N-Ethyl-l rphenylcyclohexylamine 5

24Ar-Ethylamphetaminc

c
24iV-Hydroxy-3,4-methylenedioxyamphctamine

2Noracymethadol

52Norlevorphanol

8
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Normethadone 2 

Normorphine 18 

Phenomorphan 2 

Psilocybin 30 

Psilocyn 30 

Quinolin-8-y1 1-(5-fluoropentyl)-IH-indole-3-carboxylate (5-fluoro- 
P3-22; 5F-PB-22) 

15 

Quinolin-8-yll-perity1-1H-indole-3-carboxylate (PB-22; QUPIC) 15 

Tetrahydrocannabinols 497,500 

Thiofentanyl 2 

Tilidine 10 

Trimeperidine 2 

Schedule II 

1 -P henylcyclohexylamine 5 
1-Piperidinocyclohexanecarbonitrile 5 
4-Anilino-N-phenethyl-4-piperidine (ANPP) 2;687,500 

Alfentanil 17,750 

Alphaprodine 3 

Amobarhital 25,125 

Amphetamine (for conversion) 21,875,000 

Amphetamine (for sale) 37,500,000 

Carfentanil 19 

Cocaine 275,000 

Codeine (for conversion) 50,000,000 

Codeine (for sale) 49,500,000 

Dextropropoxyphene 19 

Dihydrocodeine 226,375 

Diphenoxylate 1,337,500 

Ecgonine 174,375 

Ethylmorphine 3 

Fentanyl 2,150,000 

Glutethimidc 3 

Hydrocodone (for conversion) 137,500 

Hydrocodone (for sale) 99,625,000 

Hydromorphone 7,000,000 

Isomethadone 5 

Levo-alphacetylmethadol (LAAM) 4 

Levomethorphan 5 

Levorphanol 7,125 

Lisdexamfetamine 29,750,000 

Meperidine 6,250,000 

Meperidine Intermediate-A 6 

Meperidine Intermediate-B 11 

9 
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c
2Normethadone

18Normorphine

2Phenomorphan .

30 .Psilocybin

30Psilocyn

Quinolin-8-yl 1 -(5 -fluoropenty1)- 1 //-indole-3 -carboxylate (5-fluoro-

PB-22; 5F-PB-22)
15

15Quinolin-8-yl l-pentyl-l/j-indole-3-carboxylate (PB-22; QUPIC)

497,500 .Tetrahydrocannabinols

2Thiofentanyl

10Tilidine

2Trimeperidine

Schedule II

51 -Phenylcyclohexylamine
51-Piperidinocyclohexanecarbonitrile

2i687,5004-Anilino-7/-phenethyl-4-piperidine (ANPP)

17,750Alfentanil
3Alphaprodine

25,125.< Amobarbital	

k Amphetamine (for conversion)
Amphetamine (for sale)

Carfentanil

21,875,000

37,500,000

19

275,000Cocaine

50,000,000Codeine (for conversion)

49,500,000Codeine (for sale)

19Dextropropoxyphene

Dihydrocodeine 226,375

1,337,500Diphenoxylate

174,375Ecgonine

3Ethylmorphine

2,150,000Fentanyl

3Glutethimidc

137,500Hydrocodone (for conversion)
99,625,000Hydrocodone (for sale)

Hydromorphone	 7,000,000

5Isomethadone

4_ Levo-alphacetylmethadol (LAAM)
5Levomethorphan

7,125Levorphanol
29,750,000Lisdexamfetamine

c 6,250,000Meperidine	

Meperidine Intermediate-A 6

11Meperidine Intermediate-B

9
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L 

L 

Me eridine Intermediate-C 

Metazocine 19 

Methadone (for sale) 31,875,000 

Methadone Intermediate 34,375,000 

Methamphetamine 2,061,375 

[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled non-
prescription product; 750,000 grams for methamphetamine mostly for conversion to 
a schedule III product; and 61,375 grams for methamphetamine (for sale)] 

Methylphenidate 83,750,000 
Morphine (for conversion) 91,250,000 
Morphine (for sale) 62,500,000 
Nabilone 18,750 
Noroxymorphone (for conversion) 17,500,000 
Noroxymorphone (for sale) 1,475,000 
Opium (powder) 112,500 
Opium (tincture) 687,500 
Oripavine 35,000,000 
Oxycodone (for conversion) 8,350,000 
Oxycodone (for sale) 137,500,000 

Oxymorphone (for conversion) 29,000,000 
Oxymorphone (for sale) 7,750,000 
Pentobarbital 35,000,000 
Phenazocine 6 

Phencyclidine 19 
Phenmetrazine 3 
Phenylacetone 9,375,000 
Racemethorphan 3 

Remifentanil 3,750 

Secobarbital 215,003 
Sufentanil 6,255 
Tapentadol 12,500,000 

Thebaine 125,000,000 

List I Chemicals 
Ephedrine (for conversion) 1,000,000 
Ephedrine (for sale) 4,000,000 
Phenylpropanolamine (for conversion) 44,800,000 
Phenylpropanolamine (for sale) 8,500,000 

Pseudoephedrine (for conversion) 7,000 
Pseudoephedrine (for sale) 224,500,000 

The Deputy Administrator also establishes aggregate production quotas for all other schedule I 
and II controlled substances included in 21 CFR 1308.11 and 1308.12 at zero. Pursuant to 21 
CFR 1303.13 and 21 CFR 1315.13, upon consideration of the relevant factors, the Deputy 

10 

Page 848 

6Meperidine Intermediate-C

19Metazocine

31,875,000Methadone (for sale)

34,375,000Methadone Intermediate
i

2,061,375Methamphetamine

[1,250,000 grams of /evo-desoxyephedrine for use in a non-controlled, non

prescription product; 750,000 grams for methamphetamine mostly for. conversion to

a schedule III product; and 61,375 grams for. methamphetamine (for sale)]

83,750,000Methylphenidate

91,250,000Morphine (for conversion)

Morphine (for sale)	

Nabilone

62,500,000

18,750

Noroxymorphone (for conversion) 17,500,000

1,475,000Noroxymorphone (for sale)

Opium (powder)	

Opium (tincture)	

Oripavine	

Oxycodone (for conversion)

Oxycodone (for sale)	

Oxymorphone (for conversion)

112,500

687,500

35,000,000

8,350,000

137,500,000

29,000,000

7,750,000Oxymorphone (for sale)

Pentobarbital 35,000,000

6Phenazocine

Phencyclidine

Phenmetrazine

19

3

9,375,000Phenylacetone

3Racemethorphan

3,750Remifentanil
215,003Secobarbital

Sufentanil 6,255

12,500,000Tapentadol

Thebaine 125,000,000

List I Chemicals
1,000,000Ephedrine (for conversion)

Ephedrine (for sale) 4,000,000

44,800,000Phenylpropanolamine (for conversion)

8,500,000Phenylpropanolamine (for sale)

Pseudoephedrine (for conversion) 7,000

224,500,000Pseudoephedrine (for sale)

The Deputy Administrator also establishes aggregate production quotas for all other schedule I

and II controlled substances included in 21 CFR 1308.1 L and 1308.12 at zero. Pursuant to 21

CFR 1303.13 and 21 CFR 1315.13, upon consideration of the relevant factors, the Deputy

10
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Administrator may adjust the 2015 aggregate production quotas and assessment of annual needs 
as needed. 

Dated: Thomas M. Harrigan, 
Deputy Administrator 
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L Administrator may adjust the 2015 aggregate production quotas and assessment ofannual needs
as needed. -

Thomas M. Harrigan,

Deputy Administrator

Dated:

L
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equipment manufacturers, separation 
system designers, and end users, 

Patricia A. Brink, 
Di:yens- of Civil Enforcement Antitrust 
Division. 
Itm Dcc. 201441286 Filed 0-5-14: 5:45 eml 
MOOG CODE P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3931 

Established Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances and Assessment ot 
Annual Needs for the List I Chemicals 
Ephedrine, PseudoephedrIne, and 
Phenyipropanolamine for 2015 

AGENCY: Drug Enforcement 
Administration (DEA) Department of 
justice (DO)). 
ACTION: Notice. 

SUMMARY: This notice establishes the ' 
initial 2015 aggregate production quotas 
for controlled substances in schedules I 
and II of the Controlled Substances Act 
(CSA) and the assessment of annual 
needs for the list I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine. 
DATES: Effective date: Effective 
September 8, 2014. 
FOR FURTHER INFORMATION CONTACT: 
Imelda Paredes. Executive Assistant, 
Office of Diversion Control, ➢rug 

Enforcement Administration, 8701 
Morrissette Drive, Springfield, VA 
22152, Telephone: (202) 598-6612. 
SUPPLEMENTARY INFORMATION: 

Legal Authority 
The Drug Enforcement 

Administration (DEA) implements and 
enforces titles II and IB of the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970, as amended. 
Titles II and III are referred to as the 
"Controlled Substances Act" and the 
"Controlled Substances Import and 
Export Act." respectively, and are 
collectively referred to as the 
"Controlled Substances Act" or the 
"CSA" for the purpose of this action. 21 
U.S.C. 801-971. The DEA publishes the 
implementing regulations for these 
statutes in title 21 of the Code of Federal 
Regulations (CFR), parts 1300 to 1321. 
The CSA and its implementing 
regulations are designed to prevent, 
detect, and eliminate the diversion of 
controlled substances and listed 
chemicals Into the illicit market while 
providing for the legitimate medical, 
scientific, research, and industrial needs 

of the United States. Controlled 
substances have the potential for abuse 
and dependence and are controlled to 
protect the public health and safety. 

Section 306 of the Controlled 
Substances Act (CSA) (21. U.S.C. 826) 
requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules I and II 
and for ephedrine, pseudoephedrine, 
and phonylpropanolamine. This 
responsibility has been delegated to the 
Administrator of the DEA through 28 
CFR 0.100(b). The Administrator, in 
turn, has redelegated this function to the 
Deputy Administrator, pursuant to 26 
CFR pt. 0 subpt. R. App. 

Background 
The 2015 aggregate production quotas 

end assessment of annual needs 
represent those quantities of schedule I 
and II controlled substances and the list 
I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine to be 
manufactured in the United States in 
2015 to provide for the estimated 
medical, scientific, research, and 
industrial needs of the United States, 
lawful export requirements, and the 
establishment and maintenance of 
reserve stocks. These quotas include 
imports of ephedrine, pseudoephedrine, 
and phenylpropanolamine but do not 
include imports of controlled 
substances for use in industrial 
processes. 

On July 2, 2014. a notice titled, 
"Proposed Aggregate Production Quotas 
for Schedule I and II Controlled 
Substances and Proposed Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and 
Phenylpropanulamino for 2015" was 
published in the Federal Register. 70 FR 
37772. This notice proposed the 2015 
aggregate production quotas for each 
basic class of controlled substance listed 
in schedules I and II and the 2015 
assessment of annual needs for the list 
I chemicals ephedrine, 
pseudoephedrine, and 
phonylpropanolamine. All interested 
persons were invited to comment on or 
object to the proposed aggregate 
production quotas and the proposed 
assessment of annual needs on or before 
August 1, 2014. 

Comments Received 
Five comments were received from 

DEA-registered manufacturers within 
the published comment period. offering 
comments on a total of 32 schedule I 
and II controlled substances. None of 
the respondents commented on the list 
I chemicals ephedrine. 

pseudoephedrine, and 
phenylp ropanoiamine. Commenters 
stated that the proposed aggregate 
production quotas for 141,3-
Benzodioxo1-5-y1)-2-(methylamino) 
buten-l-one (butylone),141,3-
Benzodioxol-5-y1)-2-(methylamino) 
pentan-1-one (pentylone), 2-(4-Bromo. 
2.5-dimethoxypheny1)-N42-
methexybenzyllethanamine (MB-
NBOMe), 244-Chloro-2,5-
dimethoxypheny1)-N-(2-
methoxyhenzyl)ethanamine (25C-
NBOMe), 2-(4-lodo-2,5-
dimethoxyphenyi)-N-(2-
methoxybenzyllethanamine (251-
NBOMe), 2-(Methylamino)-1-
phenylpentan-l-one (pentadrone), 3-
Fl uoro-N-methyl cathinene (3-FMC), 4-
Fluoro-N-methylcathinone (4-FMC), 4-
Anilino-N-phenethyL-4-piperidine 
(ANPP), 4-Methyl-N-ethylcathinone (4-
MEC). 4-Methyl-a-
pyrrolidinopropiophenone (4,54ePP9). 
alpha-Pyrrolidinobutiophenone (a-
PRP), olpha-Pyrrolidinopentiophenone 
(a-PVP), amphetamine (for sale), 
codeine (for sale), dihydrocodeine, 
diphenoxylate, fentanyl, hydrocodone 
(for sale). hydromorphone, levorphanol. 
marihuana, morphine (for conversion), 
N-(1-Amino-3,3-dhnothyl-l-exobuten-2-
y1)-1-penty1-1Thindazole-3-carboxamide 
(ADB-PINACA), N-Ilamino-3-methyl-
1-oxobutan-2-y1)-1-(4-fluorobanzyl)-1H-
indmole-3-carboxamide (AB-
FUBINACA), naphthylpyrovelerone 
(naphyrone). oripavine. oxycodone (for 
conversion). oxymorphone (for 
conversion). oxymorphone (for sale), 
Quinolin-8-yl 1-(5-fluaropenty11-1H-
indole-3-carboxylate (5-Flouro-PB-22). 
and Quinolin-8-yl 1-penty1-11Mndole-3-
carboxylate (PB-22) were insufficient to 
provide for the estimated medical. 
scientific, research, and industrial needs 
of the United States, export 
requirements, end the establishment 
and maintenance of reserve stocks. 

Determination of 2015 Aggregate 
Production Quotas and Assessment of 
Annual Needs 

In determining the 2015 aggregate 
production quotas and assessment of 
annual needs, the DEA has taken into 
consideration the above comments 
a long with the factors set forth at 21 
CFR 1303.11 and 21 CFR.1315.11, in 
accordance with 21 U.S.C. 826 (a), and 
other relevant factors, including the 
consideration of 2014 manufacturing 
quotas, current 2014 sales and 
inventories. 2015 export requirements. 
industrial use, additional applications 
for quotas, as well as information on 
research and product development 
requirements. Based on this 
information, the DEA has determined 
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L pseudoephedrine, and
phenylpropanolamine. Commenters
stated that the proposed aggregate
production quotas for l-(l,3-
Benzodioxol-S*yl)-2-(metliylamino)
butan-i-one (butylone), 1-(1,3-
Benzodioxol-5-yl)-2-(methy!amino)
pentan-l-one (pentylone), 2-(4-Bromo-
2,5-dimethoxyphenyl)-N-(2-
methoxyhenzyOethanaoUne (25B-
NBOMe), 2-(4-Chloro-2,5-
dimethoxyphenyl) -iV-(2-
methoxyhenzyljethanamine (25C-
NBOMe], 2-(4-Iodo-2,5*
dimethoxyphenyl)-N-(2-

turn, has redelogalad this function to the methoxybenzyl)ethananune (251-
Deputy Administrator, pursuant to 2B "
CFR pt. 0 subpt. R, App.

of the United States. Controlled
substances have the potential for abuse
and dependence and are controlled to
protect the public health and safety

Section 306 of the Controlled
Substances Act (CSA) (21 U.S.C. 826)
requires the Attorney General to

equipment manufacturers, separation

system designers, and end users,

Patricia A. Brink,

Director ofCivil Enforcement, An titrust
Division.

[FR Doc. 2014-21286 Filed 9—5-14; 8:45 ami

BILUHO CODE P establish aggregate production qi

for each basic class of controlled
uotas

substance listed in schedules I and II
and for ephedrine, pseudoephedrine,
and phenylpropanolamine. This
responsibility has been delegated to the
Administrator of the DEA through 28
CFR 0.100(b). The Administrator, in

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

(Docket No. DEA-393]

Established Aggregate Production
Quotas for Schedule I and II Controlled
Substances and Assessment of
Annual Needs for the List 1 Chemicals
Ephedrine, Pseudoephedrine, and Background
Phenylpropanolamine for 2015

AGENCY: Drug Enforcement
Administration (DEA), Department of
Justice (DO)).

ACTION: Notice.

NBOMe), 2-(Methylamino)-l-
phenylpertfan-J-orte (pentudrone), 3-
Fluoro-lV-methylcathinone (3-FMC), 4-
Fluoro-iV-methylcathinone (4-FMC). 4-
Anilino-Af-phenethyl-4-piperidine
(ANPP), 4-Methyl-A,-ethyleathinone (4-
MEC). 4-Metliyl-a-
pyrrolidinopropiophenone (4-MePPP).
a/pho-Pyrrolidinobutiophenonc la-
PBP), olpIio-Pyrrolidinopantiaphenone
(a-I'VP), amphetamine (for sale),
codeine (for sale), dihydrocodeine, ,
diphenoxylate, fentanyl, hydrocodone
(for sale), hydromorphone, levorphanol.
marihuana, morphine (for conversion),
N-(l-Amina-3.3-diuioUiyl-1-oxobulan-2-

yl)-l-pentyl-lH-indazole-3-carboxamide
(ADB-PINACA), A'.;i-Amino-3-methyl- '
l-oxobutan-2-yl)-l-(4-fluocohanzyl)-lH-
indazole-3-carboxamide (AB-
FUBINACA), naphthylpyrovalerone
(naphyrone), oripavine. oxycodone (for
conversion), oxymorphone (for
conversion), oxymorphone (for sale),
Quinolin-8-yl l*(5-fluoropentyl)-lff-
indole-3-carboxylate (5-Plouro-PB-22),

Substances and Proposed Assessment of and Quinolin-8-yl l-pentyl-lH-indole-3-
Annual Needs for the List I Chemicals carboxylate (PB-22) were insufficient to
Ephodrine, Pseudoephedrine, and provide for the estimated medical.
Phenylpropanolamine for 2015" was scientific, research, and industrial needs
published in the Federal Register. 7Q FR of the United States, export
37772. This notice proposed the 2015
aggregate production quotas for each
basic class of controlled substance listed
in schedules I and II and the 2015
assessment of annual needs for the list
I chemicals ephedrine,
pseudoephedrine. and
phenylpropanolamine. All interested
persons were invited to comment on or
object to the proposed aggregate
production quotas and the proposed
assessment of annual needs on or before

The 2015 aggregate production quotas
end assessment of annual needs
represent those quantities of schedule I
and 11 controlled substances and the list
1 chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine ta he
manufactured in the United States in
2015 to provide for the estimated
medical, scientific, research, and
industrial needs of the United States,

SUMMARY: This notice establishes the 1
initial 2015 aggregate production quotas
for controlled substances in schedules 1
and II of the Controlled Substances Act
(CSA) and the assessment of annual ,
needs for the list I chemicals ephedrine, law^ e*Port requirements, and the

establishment and maintenance ot
reserve stocks. These quotas include
imports of ephedrine. pseudoephedrine.

a phenylpropanolamine but do not
include imports of controlled
substances for use in industrial

c
pseudoephedrine, and
phenylpropanolamine.

DATES: Effective date: Effective
Septembers, 2014.

FOR FURTHER INFORMATION CONTACT:
Imelda Paredos. Executive Assistant,
Office of Diversion Control, Drug
Enforcement Administration, 8701

Morrissette Drive, Springfield, VA
22152, Telephone: (202) 598-6612,
SUPPLEMENTARY INFORMATION:

an

processes.

On July 2, 2014, a notice titled.
"Proposed Aggregate Production Quotas
for Schedule I and II Controlled

Legal Authority

The Drug Enforcement
Administration (DEA) implements and
enforces titles II and III of the
Comprehensive Drug Abuse Prevention
and Control Act of 1970, as amended.
Titles II and III are referred to as the
"Controlled Substances Act" and the
"Controlled Substances Import and
Export Act," respectively, and are
collectively referred to as the
"Controlled Substances Act" or the
"CSA" for the purpose of this action. 21
U.S.C. 801-971. The DEA publishes the
implementing regulations for these
statutes in title 21 of the Code of Federal
Regulations (CFR), parts 1300 to 1321.

The CSA and its implementing
regulations are designed to prevent,
detect, and eliminate the diversion of
controlled substances and listed
chemicals into the illicit market while
providing for the legitimate medical,
scientific, research, and industrial needs

requirements, and the establishment
and maintenance of reserve stocks.

Determination of 2015 Aggregate

Production Quotas and Assessment of
Annual Needs

In determining the 2015 aggregate
production quotas and assessment of
annual needs, the DEA has taken inlo
consideration the above comments
along with the factors set forth at 21
CFR 1303.11 and 21 CFR 1315.11, in
accordance with 21 U.S.C. 826 (a), and
other relevant factors, including the
consideration of 2014 manufacturing
quotas, current 2014 sales and
inventories. 2015 export requirements,
industrial use, additional applications
for quotas, as well as information on
research and product development
requirements. Based on this
information, the DEA has determined

August 1, 2014.

Comments Received

Five comments were received from
DEA-registered manufacturers within
the published comment period, offering
comments on a total of 32 schedule 1
and II controlled substances. None of
the respondents commented on the list
I chemicals ephedrine.

L
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that adjustments to the proposed 
aggregate production quotas and 
assessment of annual needs for 
alfentanil, cocaine, codeine-N-oxide. 
codeine (for sale), dihydrocodeine, 
fentanyl, hydramorphone; levorphenol, 
marihuana, oripavine. oxymorphone 
(for conversion), and ephedrine (for 
sale) are warranted. This notice reflects 
those adjustments. 

Regarding 1-(1.3-BenzodioxoL-5-y1)-2-
(methylamino)butan-1-one (butylone), 
1-(1,3-13enzodioxol-5-y1)-2-
(methylamino)pentab-1-one,(pentylone). 
2-(4-Bromo-2,5-dimethoxyphenyI)-N-(2-
methoxybenzgethanamine (2513-
11130Me), 244-Chloro.2,S. 
dimethoxyphonyll-N-(2-
metboxybenzyl)ethanamine (25C-
NBOMe), 2-(4-lodo.2,5-
dimethoxyphenyll-N-(2-
methoxybenzyllethanamine (251-
NBOMe), 2-(Mathylamino)-1-
phenylpentan-1-one (pentedrone), 3-
Fluaro.N-methylcathinone (3-FMC), 4-
Fluoro-N-methylcathinone (4-FMC), 4-
Anilino-N-phenetlay1-4-piperidine 
(AMP)), 4-Methyl-MdthylcaLhinone 
MEC). 4-Methyl-a-
pyrrolidlnopropiophenone (4-Me1)1313). 
alpha-Ityrrolidinobutiophonone (a-

elpha-Pyrrolidthopentiophenone 
(a-PVP). amphetamine (for sale), 
dihydrocodeine, fentanyt, 
hydromorphone, levorphanol. 
marihuana. N-(1-Amino-3,3-dimethy1-1-
oxabutan-2-y11-1-penty1-1H-indazole-3-

carboxamide (ADB-PINACA), N-(1-
Am ino-3-methyl-l-oxobutan-2-yll-1-(4-
fluorobenzy11-1H-indazole-3-
carhoxamide (AB-FUBINACA), 
naphthylpyrovalerone (naphyrone). 
oxyeadone (for conversion), 
oxymorphone (for sale). Quinolin-8-yl 
(5-fluoropenty 0-111-Indole-3-
carboxylate (5-Flouro-P13-22), and 
Quinolin-8-y11.penty1-1H-indole-3-
carboxylate (1313-22), the DEA has 
determined that the proposed aggregate 
production quotes are sufficient to 
provide for the 2015 estimated medical. 
scientific. research, and industrial needs 
of the United Stales, export 
requirements, and the establishment 
and maintenance of reserve stocks. This 
notice finalizes these aggregate 
production quotas at the same amounts 
as proposed, 

As described in the previously 
published notice proposing the 2015 
aggregate production quotas end 
assessment of annual needs, the DEA 
has specifically considered that 
inventory allowances granted to 
individual manufacturers may not 
always result in the availability of 
sufficient quantities to maintain an 
adequate reserve stock pursuant to 21 
D.S.C. 826(a), as intended. See 21 CFR 
1303.24. This would he concerning if a 
natural disaster or other unforeseen 
event resulted In substantial disruption 
to the amount of controlled substances 
available to provide for legitimate 

public need. As such, the DEA has 
included in all established schedule II 
aggregate production quotas, and certain 
schedule I aggregate production quotas, 
an additional 25% of the estimated 
medical, scientific, and research needs 
as part of the amount necessary to 
ensure the establishment and 
maintenance of reserve stocks. The 
resulting established aggregate 
production quota will reflect these 
included amounts, This action will not 
affect the ability of manufacturers to 
maintain inventory allowances as 
specified by regulation. The DEA 
expects that maintaining this reserve in 
certain established aggregate production 
quotas will mitigate adverse public 
affects if an unforeseen event results in 
the substantial disruption to the amount 
of controlled substances available to 
provide for legitimate public need, as 
determined by the DEA. The DEA does 
not anticipate utilizing the reserve in 
the absence of these circumstances. 

In accordance with 21 U.S.C. 826, 21 
CFR 1303.11. and 21 CFR 1315.11, the 
Deputy Administrator hereby 
establishes the 2015 aggregate 
production quotas for the following 
schedule I and II controlled substances 
and the 2015 assessment of annual 
needs for the list I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolemine. expressed in 
grams of anhydrous acid or base, as 
follows: 

Basic class Established 
2015 quotas (g) 

Schedule I 

(1-Penty1-1H-indol-3-y1)(2,2,3.3-totramethylcyclopropylmethanone (UR-144)  
[1-(5-Fluoro-pen1y1)-1Windol-3-y11(22,3.34etramethylcyclopropyl)methanone (XLR11)  

(13-Benzedioxol-511)72-(methyla mino)butan-l-one (butylone)  
1.(1,343enzoiliexid-5-y)-2-(methylaminMpentan-l.one (penlylone)  
1-(1-Phenylcyclonexylpyrno1dine  
145-Fludropeny)-3-(1-naphihoylyndole (AM2201)  
1-(5-Fluoropenty1)-3-(2-iodobenroyhindole (AM694)  
1-11-(2-11denyl)cyclohexygolperidine  
112-(4-Morphollnyl)ethy11-3-(1-naphlhoyl)tndele (JWH-200)  
1-Buty1-3-(1-naphthoW)indola (JWH-073) .  
1-Cyclohexylelhy1-312-malhoxyphenylacetyl)indole (SR-18 and RCS-8)  
1-Hexy1-3-(1-naphlhoyl)indole (JWH-019)  
1.Methyl-4.pheny1-4-propionoxypiperldlne  
1-Penly1-3-(1-naphthayl)indole (JVVH-018 and AM878)  
1.Penly5342-chlorophenylacelyl)indole (JWH-203)  
1-Pardyl-3-(2-melhoxyphenylacetyl)inclole (JWH-250)  
1•Per5y1-344-chlaro-1-raphthaylyndole (JWH-398)  
1-Penly1.344-methyl-l-naptithayl)indole (JWH-122)  
1-Penty1-31(4-methow)-benzewlyndola (SR-19. RCS-4)  
1-Pen1(4-3-(1-(4-methoxynapIlhoyOlindole (JWH-081)  
2-(2.5-Dimethory-4-npropylphenyl)elhanamina (20-P)  , 
2-(2,5.0imethoxy-4-ethylphenyl)elhanamine (20.E)  
2-(2.5-01methoxy-4-metliylphenyDelhanamlne (20-0)  
2-(2,5-Dirnathoxy-4-nitro-plienyl)e1hanamlno (20-N)  
2-(2,54511rnalhoxyphenyl)ethanamine (20-H)  
2-(4-Bro rno-2.5-climethoxypheny1).N.(2.methoxybenzyl)eth anamine (250-NBOMe; 2C-B-NBOMe; 256; Cinibl-36)  
2-(4-Chlore-2,5-dimetlioxyphanyl)elhanamine (2C-C)  
2(4-Chlon-2.5-dimetlwxyphenyl)W-(2-methoxybenzyuethanarnIna (250-MECMa; 2C-C-NBOMe; 25C; Clmbi-82)  
2-(440d0-2.5-dinletlioxyphenyl)elhanamlne (20-1)  

15 
15 
15 
15 
10 
45 
45 
15 
45 
45 
45 
45 

2 
45 
45 
45 
45 
45 
45 
45 
30 
ao 
30 
30 
30 
15 
30 
15 
30 
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L public need. As such, the DEA has
included in all established schedule II
aggregate production quotas, and certain
schedule 1 aggregate production quotas,
an additional 25% of the estimated
medical, scientific, and research needs

catboxamida (ADB-PINACA), N-{1-
Amino-3-methyl-l-axobutan*2-yl)-l-(4-
fluorobenzyl)-ltf-indazole-3-
carhoxamide (AB-FUBINACA).
naphthylpyrovalerone (naphycone),
oxycodone (for conversion),
oxymorphone (for sale). Quinolin-8-yl 1- as part of the amount necessary to
(5-fkioropentyl)-lH»indole-3- ensure the establishment and
carboxylate (5-Flouro-PB-22), and maintenance of reserve stocks. The
Quinolin-8-yi l-pentyl-lH-indcle-3- resulting established aggregate

Regarding l-(l,3-Ben2odiaxol-5-yl)-2- carboxylate (PB-22), the DEA has production quota will reflect these
(methylaroino)butan-l-one (butylone), determined that the proposed aggregate included amounts. This action will not
1-(l,3-Benzodioxol-5-yl)-2- production quotas are sufficient to affect the ability of manufacturers to
(methylamino)pentah-l-one.(pentylone), provide for the 2015 estimated medical, maintain inventory allowances as
2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2- scientific, research, and industrial needs specified by regulation. The DEA
methoxybenzyl)ethanamine (25B- of the United States, export expects that maintaining this reserve in
NBOMe), 2-(4-Chloro-2,5- requirements, and the establishment certain established aggregate production
dimethoxyphonyI)-iV-(2- and maintenance of reserve stocks. This quotas will mitigate adverse public
methoxybenzyl]ethanamine (25C- notice finalizes these aggregate effects if an unforeseen event results in
NBOMe), 2-(4-Iodo-2,5- production quotas at the same amounts the substantial disruption to the amount
dimethoxyphenyl)-N-(2- as proposed, of controlled substances available to
methoxybenzyl)ethanamino (251- As described in the previously provide for legitimate public need, as
NBOMe), 2-(Methylamino)-l- published notice proposing the 2015 determined by the DEA. The DEA does
phenylpentan-l-one (pentedrone), 3- aggregate production quotas and not anticipate utilizing the reserve in
Fluoro-N-methylcathinone (3-FMC), 4- assessment of annual needs, the DEA the absence of these circumstances.
Fluoro-N-methylcathinone (4-FMC), 4- has specifically considered that In accordance with 21 U.S.C. 826, 21
Anilino-N-phenethyl-4-piperidine inventory allowances granted tc CFR 1303.11, and 21 CFR 1315.11, the
(ANPP), 4-Methyl-W-ethylcalhinone (4- individual manufacturers may not Deputy Administrator hereby
MEC), 4-Methyl-a- always result in the availability of establishes the 2015 aggregate
pyrrolidlnopropiophenone (4-MePPP), sufficient quantities to maintain an production quotas for the following
c/pho-Pyrrolidinobutiophonone (a- adequate reserve stock pursuant to 21 schedule I and II controlled substances
PBP), aJpha-Pyrrolidinopentiophenone U.S.C. 826(a), as intended. See 21 CFR and the 2015 assessment of annual
(a-PVP), amphetamine (for sale), 1303,24. This would be concerning if a needs for the list I chemicals ephedrine.
dihydrocodeine, fentanyl, natural disaster or other unforeseen pseudoephedrine, and
hydromorphone, levorphanol, event resulted in substantial disruption phenylpropanolamine, expressed in
marihuana. N-(l-Amino-3,3-dimethyl-l- to the amount of controlled substances grams of anhydrous acid or base, as
oxobutan-2-yl)-l-pentyl-lH-indazole-3- available to provide for legitimate follows:

that adjustments to the proposed
aggregate production quotas and
assessment of annua) needs for
alfentanil, cocaine, codeine-N-oxide,
codeine (for sale), dihydrocodeine,
fentanyl, hydromorphone, levorphanol,
marihuana, oripavine. oxymorphone
(for conversion), and ephedrine (for
sale] are warranted. This notice reflects
those adjustments.

L

Established
2015 quotas (g)

Basic class

Schedule I

15(1-Pentyl-1H-indol-3-y!K2,2,3.3-tetrame!hylcyclop/opyl)methanone (UR-144) 	
[1-(S-Fluoro-pertyl)-1H-indol-3-ylI(2,2,3.3-letfamethylcyclopropy1)methancne (XLR11) 	 	 		
1-(1,3-Benzodioxol-5-yl)-2-(methylaiTiino)bctan-1-one (butylone) 		
1-(1,3-Benzodioxol-5-yl)-2-(methylarrino)pentan-l-one (penlylone) 	
1-(1-Phenylcye[ohexyl)pyrrolidine 			
1-(S-Fluo'ropentyl)-3-(1-naphlhoyl)lndole (AM2201) 	 	
i-(5-Fluofopentyl)-3-(2-iodobenzoyl)indole (AM694) 	
1-(1-(2-TTiienyt)eyclohexyilplperidine 	 	
1-(2-(4-Morpholinyl)ethyl]-3-(1-naphthoyl)inclole (JWH-200) 	
1-Butyl-3-(1-naphthoyl)indole (JWH-073) 	
VCyclohexylelhyl-3-(2-melhoxyphenyl3cetyl)indole (SR-18 and RCS-8) 	
l-Hexyl-3-(1-naphihoyl)indole (JWH-019) 	 	 —	
l-Metbyl-A-pbenyM-prcpienoxypipe/Jdine			
1-Penlyl-3-(1-naphlhoyl)indole (JWH-016 and AM678) 	 		
1-Penlyl;3-(2-cblofopbcnylacelyl)indole (JWH-203) 	 	
l-Peniyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 	 ..	
VPenlyl-3-(4<hloro-1-naphthoyl)indole (JWH-398) 	 	
1-Pen1yl-3-(4-rriethyl-i-napfithoyt)indoie (JWH-122) 	 	
1-Pentyl-3-[(4-tnethoxy)-benzoyl]indola (SR-19, RCS-4) 	
1-PentyI-3-(l-{4-methoxynaptithoyl)]indole (JWH-0B1) 	 	 		
2-(2.5-Dimettioxy-4-n-propylphenyl)eihanamine (2C-P) 			
2-(2.5-Dimettioxy-4-ethylphenyl)ethanamlne (2C-E) 	 			

2-(2.5-Dimethoxy-4-mettiylphenyl)ethanamlne (2C-D) 	
2-(2,5-Dimethoxy-4-nitro-ptienyl)eihanarilno (2C-N) 	 	
2-{2,5-0[melhoxyphenytJotfianamlne (2C-H) 	
2-(4-Bromo-2.S-dimett)oxypheny))-Af-(2-rriethoxyben2yl)elhanarrine (25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36)
2-(4-ChlQra-2,5-dirretboxyptienyl)eltianamino (2C-C) 	
2-(4-Cnioro-2.5-dimethoxyphenyl):AFl2-methoxybenzyl)etharamlne (25C-NBOMe; 2C-C-NBOM6; 25C; Clmbi-82)
2-(4-lodo-2,5-dimethoxyphenyi)ethanamtne (2C-I) 	 		

15
15

15

10
• 45

45

15

45
45

45

45
2

45
45
45

45

45

45
45

30

30

30

30

30
15

c 30

15

30
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Basic class 
Established 

2015 quotas (9) 

2-(44odo-2.5-dImethexyphenyl)-N-(2-methoxybonzyl)ethanamlne (251-MB0Ms; 2C-1-NBOMe; 251; Cimbi-5)  
2-(Methylemlno)-1-phenylpentan-1-one (pentedrone)  
2,5.Oimethoxy-4-ethylamphotamine (00E7)  
2,5-Olmethoxy-4-ntropylthiophenethylamine  
Z5-Dimethoryamphetamlne  
2-14-(Ethylthio)-2,5-dimelhozyphenyliethanamine (2C-T-2)  
2(4-(Isopronyllhio)-2,5-dimethoxyPhanyllethanamine (2C-T-4)  
3,4,5-Thmetho)ryampheMmine  
3,4-Meltslenedioxyamphotamine (MDA)  
3,4-Melhylenerfoxymethamphetamine (M DMA)  
3,4-Meihylenedioxy-Methylamphelamine (MOEA)  
3,4-Melhylenedioxy-MmelhythathInone (methylene)  
3,4-Melhylenedioxypyrovalerone (MOPV)  
3-Fluora-At-melhylcathinone (3-FMC)  
3,,Melhyllentanyl  
3-Methylthielentanyl  
4-Bromo.2,5-dimelhexyamphetamme (00B)  
443rome-2,5-dimethozyphenethylamine (2.08)  
4-Fluom-Mmethyleathinene (4-FMC)  
4-Methoxyamphetamine  
4-Methyl-2,5-dimethoxyamphetamlne (DOM)  
4-Methylaminorex  
4.Methyl-N-ethyleathinene (4-MEC) .. 
4-MethypNmelhylcaOinone (mephedrone)  
4•Methyhapyrrolidinoptopiophenene (4-mePPP)  
5-(1,1-Dimethylhcely1)-2-81FISS)-3-hydroxytyclohexyll-Phenol  
5-(1.1-DImethyleety1)-2-81F1,35)-3-hydroxycyclohexyll-phenol (cannabicyclohexanol or CP-47,497 C6-homolog)  
SMethoxy-3.4-mothylenedioxyamPhetarnine  .. 
5-Mathoxy-N.MdlisoproPyltrypiamine  
5-Methmey-N,Mdimethylltyptamine  
Acelyka/pha-methyllentanyl  
AcetyldihydrocOdelne  
Acetylmethadol  
Allyiprodinc  
Alphacetylmethadol  
a(phatthyltryptamine  
Alphameprodlne  
Alphamelhadel  
era-Methyllenlanyl  
alpha-Methylthiolentanyl  
alpha-Melnyltryetamine (AMT)  
alpha-Prolidinobutiophenene (“438P)  
aiplia-Pyrrolidinopentiophenone (a-PVP)  
Amino= .  
Benzylmorphine  
Betacolylmethadol  
bota-Hydroxy-3-melhyllenlanyl  
beta-Hydroxylentanyl  
B atom opted Ina  
Beta meth add  
Betaprodlne  
Bufotenine  
calthnone 
Codeine methylbromido  
Codeine-ALoxide  
Desomorehine  
Diethyltryptemine  
Difenexin  
Dihydromorphine  
Dimethyltryptamlne  
Dipipanone  
Feneihylline  
gamma-Hydroxybutyrth acid  
Heroin  
Hydromerphinel  
Hydroxypethidine  
thogaine  
Lysergic acid diethylamde (LSD)  
Marihuana  
Mescaline  
Melhaqualone  
Melhcathlnone  
Methyldesorphlne  

15 
15 
25 
25 
25 
30 
30 
25 
55 
50 
40 
50 
35 
15 

2 
2 

25 
25 
16 

100 
25 
25 
15 
45 
15 
68 
53 
25 
25 
25 

2 
2 
2 
2 
2 

25 
2 
2 
2 
2 

25 
15 
15 
25 

2 
2 
2 
2 
2 
4 
2 
3 

70 

305 
5 

25 
50 

3,990,000 
3 

70,250,00 
2 

3 
125.00 

2 
1 
2 
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Basic class 
Established 

2015 quotas (g) 

Methyldlhyd romorphine  
Morphine mothythromide  
Morphine methylsollonate  
Morphine-ALoAde  
N-(1-Adamanly1)-1-penty1-1H-indazde-3-carboxarnide (AKB4B)  
Ar(1-Arnino-3,341methyl-1-oxobutan-2-y1)-1-penty1-1H-indazole..3.carboxamide (AOB-PINACA)  
N-(1 -Arnino-3-methyl-l-oxobutan-210-1-(4.fluorobem)1)-1H-Indazole-3-carboxamide (AB.FUBINACA)  
(.1,AuDimelhylamphetamine  
Naphihylpyrovalerone (naphyrone)  
MBenzylpiperazine  
N-Ethyl-1-nhenylcyclohexylamlne  
AtEthylampheramine  
N-Hydroxy-3,4-methylenedioxyamphetamine  
Noracymelhadol  
Norlevorphanol  
Normetha.done  
Normorphine  
Phenornorphan  
Psilocybin  
Psilocyn  
Quinolin-811 1-(5-quoropenty1)-1H-Indole-3-carboxylate (5-fluoro-P8-22; 5F.PB.22)  
Quinolin-811 1-panly1-1H-indole-3-carborylate (P13-22; QUPIC)  
Tetrahydrocannahinols  
Thiofentanyl  

Trimeperidine .  

2 
5 
5 

350 
15 
15 
15 
25 
15 
25 

5 
24 
24 
2 

52 
2 

1B 
2 

30 
30 
15 
15 

497,500 
2 

10 
2 

Schedule II • 

1-Phenyloyclohexylamine  
1-Pipeddinocyclohexanecarbonitrile  
4-AnNno-N•phenethyl-4-piperidine (ANPP)  
Allentanll  
Alpheprodine  
Amobarbital  
Amphetamine (for conversion)  
Amphetamine41°r sale)  
Carlentanil  
Cocaine  
Codeine (for conversion)  
Codeine (for sale)  
Dextropropoxyphene 
Dihydrocodeine  
Diphonoxylate  
ECO011ifle  
Ethylmorphine  
Fentanyl  
Glutethimide  
Hydrocodone (for conversion)  
Hydrocodone (for sale)  
Hydromorphone  
Isomethadone  
Levo-alphacelylmethadol (LRAM)  
Levomathorphan  
Levorphanol  
Usdexamfetamine  
Meperidine  
Meperidine Intermediate-A  
Meparidine Intermediate-13  
meparldne Intermediate-C  
Metazoclne  
Methadone (for sale)  
Methadone Intermediate  
Methamphetamlne  

(1,250,000 grams of favo-desoxyephedrine for use in a non-controlled, non-prescription product; 750,000 grams for methamphetamine mostly 

for conversion to a schedule-Ill product; and 61,375 grams for methamphetamine (for sale)] 

5 
5 

2,687.500 
17,750 

3 
25,125 

21,875.009 
37,500,000 

19 
275.000 

50,000.000 
49,500.000 

19 
226,375 

1,337,500 
174.375 

3 
2,150.000 

3 
137,500 

99,625,000 
7,000.000 

5 
4 
5 

7.125 
29,750,000 
6,250,000 

6 
11 
6 

19 
31,675,000 
34,375.000 
2,061,375 

Methylphenidate  
Morphine Pr conversion)  
Morphine (for sale)  
N Io'l ne  
Noroxymorphone (Ion conversion)  

83,750,000 
91,250,000 
62,500,000 

16,750 
'7,500000 
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c EstaDlished
201 5 quotas (g)Basic class

2Melhyldlhydromorphine 	 	 	

Morphine methytbromide 	 	
Morphine methylsulfonate 	 	
Morphine-ffcxide 	 	
(V-(1-Adarnanlyl)-1-pcntyl-1H-indazole-3-carboxamide (AKB48) 	
7A(1-Arnlno-3,3-dlmethtf-1-oxobutan-2-yl)-1-pentyl-1H-indazole-3-earboxaniide (ADB-PINACA) 	
iV-(1-AmIno-3-meUiyl-1-oxobutan-2-yl)-1-(4-flijorobenzyl)-1H-lnda20le-3-carboxamide (AB-FUBINACA) ..

N.W-Dimelhylaitiphetamine 	
Naphlhylpyrovalerone (naphyrone) 	 -	 -	
Af-Benzylpiperaane 	
W-Ethyl-1-phenylcydohBxytamlne 	
N-Ethylamphetamine 	
N-Hydroxy-3,4-meihylenedioxyamphetamlne 	

Noracymethadoi 	 	
Norlevorphanoi 	

Normethadone 	 .	 		

Normorphine 	 	
Phenomorphan 	 	 	
Psilocyblr 	

Psilocyn 	 		
Ouinclin-8-yl 1 (5-fluoropentyl)-1 rif-lndole-3-carboxylate (5-fluoro-PB-22; 5F-PB-22) 	
Quinolin-8-yl 1-pentyl-1H-indole-3-carboxylate (P8-22; QUPIC) 	
Tetrahydrocannabinols 	 	

Thiolentanyl 	

Trimeperidine 	

5
5

350

15
15

15
25
16
25

5

24

24

2

52
2

18
2

30
30
15
15

497,500

2

10

2

Schedule II

51-Phenyfcyclohexylamln# 	
1-Plperidinoeyclohexanecarbonitrile 	

4-Anltino-N-phenethyl-4-piperidine (ANPP)

Allentanll 	

Alphaprodine 	 	
AmobarOltal 	
Amphetamine (for conversion) 	

Amphetamine (for sale) 	
Caiientanil	 	
Cocaine 	
Codeine (for conversion) 	
Codeine (for sale) 	 	
Dcxtropropoxyphene 	
Dihydrocodeine 	
Diphenoxylate 	
Ecgonine 	
Ethylmorphine 	

Fentanyl 	 	
Glutethimide 	 	
Hydrocodone (for conversion) 	 	
Hydrocodone (for sale) 	
Hydromorphone 	
Isomefhadone 	
Levo-alphacelylmethadol (LAAM) 	
Levomethorphan 	

Levorphanol 	
Lisdexamfetamire 	
Meperidine 	
Meperidine Intermediaie-A 	
Meperidine Intermediale-B 	
Meperidine Infermediate-C 	
Metaeoelne 	 		 	
Methadone (for safe) 	
Methadone intermediate 	
Methamphetamlne 	

5

2,687,500
17,750

c 3
25,125

21,875.000
37,500.000

19
275,000

50,000.000

49,500.000

19
226,375

1,337.500
174.375

3
2,150.000

3

137.500

99,625,000

7,000.000
5
4

S
7.125

29,750,000
6,250,000

6
11

6
19

31,675,000
34,375,000
2,051,375

(1,250.000 grams of /evo-desoxyephedrine for use in a non-controlled, non-prescription product; 750.000 grams for methampheiamine mostly
for conversion to a schedule 111 product; and 61,375 grams for meihamphetamine (far sale)]

83,750,000

91,250,000

62,500,000

18,750
17,500,000

Meihyiphenldate 	
Morpnine (for conversion) 	
Morphine (for sale) 	
Nabilone 	 		

Noroxymorphone (for conversion) ..
c
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Basic class 
Established 

2015 quotas (0) 

Noroxymorphone (for sale) .. 
Opium (powder)  
Opium (tincture)  
OripavIne 
Oxycodone (for conversion)  
Oxycodone (for sate)  
Oxymorphone (for conversion)  
Oxymorphone (for sale)  
Pentobarbital  
Phenamoine  
Phencyclidine  
Phenmetrazine  
Phenylacetone  
flacemethorphan  
Remaentana  
Secobarbital  
Sulantana  
Tapen134°1  
Thebalne  

1,475,000 
112500 
667,500 

35,000,000 
8,350.000 

137.500,000 
29,000.000 
7,750,000 

35,000,000 
6 

19 
3 

9,375,000 
3 

3,750 
215,003 

6,255 
12,500.000 

125,000.000 

List I Chemicals 

Ephedrine (for conversion)  
Ephedrine (for sale)  
Phenylpropenolamine (for conversion)  
Phenylpropanolamine (for sale)  
Pseudoepheddne (for conversion)  
nseudoepheddne (for sale) ..  

1,000,000 
4,000,000 

44,800,000 
6500.000 

7,000 
224,500.000 

The Deputy Administrator also 
establishes aggregate production quotas 
for all other schedule I and II controlled 
substances included in 21 CFR 1308.11 
and 1308.12 at zero, In accordance with 
21 CFR 1303.13 and 21 CFR 1315.13, 
upon consideration of the relevant 
factors, the Deputy Administrator may 
adjust the 2015 aggregate production 
quotas and assessment of annual needs 
as needed. 

Dated: September 2. 2014. 
Thames M. Harrigan. 
Deputy Administrator. 
(FR not. zets-zissa Filed 9-5-14: 8:45 cool 
GRAM CODE 4410-09-P 

OFFICE OF SCIENCE AND 
TECHNOLOGY POLICY 

National Nanotechnology Coordination 
Office 

Nanoscale Science, Engineering, and 
Technology Subcommittee; Committee 
on Technology, National Science and 
Technology Council; Meeting 

ACTION: Notice of public meeting. 

SUMMARY: The National Nanotechnology 
Coordination Office (NNCO), on behalf 
of the Nanoscale Science, Engineering, 
and Technology INSET) Subcommittee 
of the Committee on Technology, 
N t onel Science and Technology 
Council (NSTC), will hold a technical 

interchange meeting entitled "Realizing 
the Promise of Carbon Nanotubes—
Challenges, Opportunities and the 
Pathway to Commercialization" on 
September 15, 2019. The meeting will • 
be sponsored by the National 
Nanotechnology Initiative (NM) and co-
sponsored by the National Aeronautics 
and Space Administration (NASA). The 
objectives of this meeting are to identify, 
discuss, and report the technical 
barriers preventing the production of 
carbon nanotube-based materials with 
electrical and mechanical properties 
approaching theoretical values, and to 
explore ways to overcome these barriers. 
Obstacles preventing the full 
exploitation of the multifunctional 
nature of carbon nanotube materials will 
also be discussed. This one-day meeting 
will assemble some of the Nation's 
leading experts in carbon nanotube 
research and development, as well as 
executives and experts from the Federal 
government, academia, and private 
sector. 

DATES: The technical interchange 
meeting will be held Monday, 
September 15, 2014 from 8:00 a.m. until 
5:15 p.m. 
ADDRESSES: The technical interchange 
meeting will be held at the National 
Aeronautics and Space Administration 
(NASA) Headquarters, 300 E Street 
Southwest, Washington, DC 20546. 
FOR FURTHER INFORMATION, CONTACT: Dr. 
Tarek Fadel, 703-292-7926, Vadat@ 

nnco.nano.gov, NNCO Additional 
information is posted t: http:// 
nono.gov/2014CNTTechInterchenge. 

Registration: Regist align opens on 
September 8, 2014. Due to space 
limitations, pre-registration for the 
technical interchange meeting is 
required. Written notices of 
participation by email should be sent to 
dpetreski@nnoo.nano.gov or mailed to 
➢iana Petreski, 4201 Wilson Blvd.. 
Stafford II, Suite 905, Arlington, VA 
22230. Please provide your full name, 
title, affiliation and email or mailing 
address when registering. Registration is 
on a first-come, first-served basis until 
capacity is reached. Written or 
electronic comments should be 
submitted by email to dpetreski@ 
nnco.nano.gov until dose of business 
September 10. 2014. 

Meeting Accommodations: 
Individuals requiring special 
accommodation to access this meeting 
should contact Diana Petreski at 703-
292-7922 at least five business days 
prior to the meeting so that appropriate 
arrangements can be made. 

Ted Wackier. 
Deputy Chief of Staff and Assistant Director. 
IFR Dec. 2014-21201 riled 9-5-14; B:44 aml 
BILLINO CODE P 
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L Established
2015 quotas (g)Basic class

1.475,000
112,500

667,500

35,000,000

8,350,000
137,500,000

29,000,000

7,750,000
35,000,000

Noroxymorphone (lor sale) 	

Opium (powder) 	
Opium (tincture) 	

Oripavlne 	 	

Oxycodone (lor conversion) .....
Oxycodone (for sate] 	
Oxymorphone (for conversion) .

Oxymorphone (for sale) 	

Pentobarbital 	
Ptienazodne 	

Phencyclidine 	 	

Phenmetrazire 	

Phenylacetone 	

flacemethorphan 	

Remifentanil 	

Secobarbital 	

Sufentanil 	
Tapenladol 	 	

Thepalne 	

a

19
3

9,376,030

3
3,750

215,003

6,255
12,500,000

125,000.000

List I Chemicals

1,000,000

4,000,000
44,800,000

6,500,000
7,000

224,500,000

Ephedrine (for conversion) 	

Ephedrlne (for sale) 	

Phenylpropanolamine (for conversion)

Phenylpropanolamine (for sale) 	

Pseudoephedrine (for conversion) 	

Pseudoephedrlne (for sale) 	

nnco.nano.gov, NNCO. Additional
• information is posted at: http://

narto.gov/20l4CNTTech[nterchange.

interchange meeting entitled "Realizing
tho Promise of Carbon Nanotubes—
Challenges. Opportunities and the
Pathway to Commercialization" on
September 15, 2014. The meeting will
be sponsored by the National
Nanatechnology Initiative (NN1) and co-

sponsored by the National Aeronautics
and Space Administration (NASA], The
objectives of this meeting are to identify,

discuss, and report the technical
barriers preventing tho production of

carbon nanotube-based materials with
electrical and mechanical properties
approaching theoretical values, and to , . . . .

explore ways to overcome these barriers, address when registering. Registration is
Obstacles preventing the full on a first-come, first-served basis until
exploitation of the multifunctional
nature of carbon nanolube materials will

The Deputy Administrator also
establishes aggregate production quotas
for all other schedule 1 and II controlled
substances included in 21 CFR 1308.11

and 1306.12 at zero. In accordance with
21 CFR 1303.13 and 21 CFR 1315.13,
upon consideration of the relevant
factors, the Deputy Administrator may
adjust the 2015 aggregate production
quotas and assessment of annual needs
as needed.

Dated: September 2, 2014.

Thomas M. Harrigan,

Deputy Administrator.

(FR Doc. 2014-21280 Filed 9-5-14: 8:45 am]

CHUNG CODE 4110-09-9

c Registration: Registration opens on

September 8, 2014. Due to space

limitations, pre-registration for the
technical interchange meeting is

required. Written notices of

participation by email should be sent to
dpetreski@nnco.nano.gov or mailed to

Diana Petreski, 4201 Wilson Blvd..

Stafford II, Suite 405, Arlington, VA

22230. Please provide your full name,

title, affiliation and email or mailing

capacity is reached. Written or

electronic comments should be
submitted by email to dpetreski@
nnco.nano.gov until close of business

September 10. 2014.

Meeting Accommodations;

Individuals requiring special
accommodation to access this meeting
should contact Diana Petreski at 703

292-7922 at least five business days
prior to the meeting so that appropriate

arrangements can be made.

OFFICE OF SCIENCE AND
TECHNOLOGY POLICY

National Nanotechnology Coordination
Office

also be discussed. This one-day meeting
will assemble some of the Nation's
leading experts in carbon nanotube

research and development, as well as
executives and experts from the Federal
government, academia. and private

sector.
Nanoscale Science, Engineering, and
Technology Subcommittee; Committee
on Technology, National Science and
Technology Council; Meeting

ACTION: Notice of public meeting.

dates: The technical interchange
meeting will be held Monday.
September 15, 201 4 from 8:00 a.m. until
5:15 p.m.

AD0RESSES: The technical interchange
meeting will be held at the National
Aeronautics and Space Administration
(NASA) Headquarters, 30Q E Street
Southwest, Washington, DC 20546.

FOR FURTHER INFORMATION, CONTACT: Dr.

Tarek Fade I, 703-292-7926. tfadel®

Ted Wackier, .

Deputy ChiefofStaf/and Assistant Director.

|FR Doc. 2014-21201 Piled 9-5-14: S:4S ami

BILLING CODE P

SUMMARY: The National Nanotechnology
Coordination Office (NNCO). on behalf

of tho Nanoscale Science, Engineering,
and Technology (NSET) Subcommittee
of the Committee on Technology,
National Science and Technology
Council (NSTC), will hold a technical
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management strategies for Fire Island 
National Seashore for the next 15 to 20 
years to support the protection of 
important natural rot-mimes and 
processes; significant recreation 
resources; cultural resources of national, 
state, and local significance; and 
residential communities. 

The park is composed of two distinct 
units—the bather island that runs 
parallel to the south shore of Long 
Island and the 613-acre William Floyd 
Estate situated on the south shore of 
Long Island near the east end of Fire 
Island. To address the specific needs of 
these two distinct units, the Draft GMP/ 
EIS includes two sets of alternatives. 
One addresses park-wide alternatives 
for Fire Island National Seashore with a 
primary emphasis on the harrier island 
and includes a no-action alternative and 
two action alternatives. The other set of 
alternatives focuses specifically on the 
William Floyd Estate and includes a no. 
action and a single action alternative. 
The Draft GMP/EIS also incorporates 
plans far the Otis Pike High Dunes Fire 
Island Wilderness and includes a draft 
Wilderness Stewardship Plan for public 
review concurrent with the Draft GMP/ 
EIS. 
FOR FURTHER INFORMATION CONTACT: 

Ellen Carlson. NI'S/Northeast Region, 15 
State Street, Boston, MA 02019. Phone: 
(617) 223-5046. Email: FireIsland_ 

GlOPOnps.gov. 

Dated: June 1, 2015. 

Michael A, Caldwell, 
Regional Director. Northeast Region, National 
Pork Service. 

IFR DOC, 2015-14 92 7 Fled 6-16-15: 6:45 am] 

BILLING CODE 4.110-WV-P 

INTERNATIONAL TRADE 
COMMISSION 

(investigation Nos. 701-TA-456 and 731-
TA-1151-1152 (Review)] 

Citric Acid and Certain Citrate Salts 
From Canada and China 

Determination 
On the basis of the record I developed 

in the subject five-year reviews, the 
Dnitecl,States International Trade 
Commission ("Commission") 
determines, pursuant to the Tariff Act of 
1930. that revocation of the 
countervailing duty order on citric acid 
and certain citrate salts from China and 
the antidumping duty orders on citric 
acid and cer lain citrate salts from China 
and Canada would be likely to lead to 

The record le defined in sec. 201.210 of the 
C m 'RI tract an el I 
CFR 207.1(01 

continuation or recurrence of material 
injury to an industry in the United 
States within a reasonably foreseeable 
time. 

Background 
The Commission, pursuant to section 

751(c) of the Tariff Act of 1930 (19 
U.S.C. 1675(c)), instituted these reviews 
on April 1, 2014 (79 FR 18311) and 
determined on fuly 7, 2014 that it would 
conduct full reviews (79 FR 42049, fuly 
111. 2014). Notice of the scheduling of 
the Commission's reviews and of a 
public hearing to be held in connection 
therewith was given by posting copies 
of the notice in the Office of the 
Secretary, U.S. International Trade 
Commission. Washington, DC, and by 
publishing the notice in the Federal 
Register on November 14. 2014 (79 FR 
63299). The hearing was held in 
Washington, DC, on March 26, 2015, 
and all persons who requested the 
opportunity were permitted to appear in 
person or by counsel. 

The Commission made these 
determinations pursuant to section 
751(c) of the Tariff Act of 1930 (19 
U.S.G. 1675(c)). It completed and filed 
its determinations in these reviews on 
June 11, 2015, The views of the 
Commission are contained in LISITC 
Publication 4538 (June 2015), entitled 
Citric Acid and Certain Citrate salts 

from Canada mid Chino: Investigation 

Nas. 701-TA-456 and 731-TA-1151-

1152 (Review). 

By order of the Commission. 
Issued: lune 12, 2015. 

Lisa R. Barton, 

Secretary to the Commission. 

int non. 2015-14a03 Filed 6-16-15 8 

BILLING CODE 7020-02. 

are 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3921 

Manufacturer of Controlled 
Substances Registration: Siemens 
Healthcare Diagnostics, Inc. 

ACTION: Notice of registration. 

SUMMARY: Siemens Healthcare 
Diagnostics, Inc. applied to be registered 
as a manufacturer of certain basic 
classes of controlled substances. The 
Drug Enforcement Administration 
(DEA) grants Siemens Healthcare 
Diagnostics. Inc. registration as a 
manufacturer of those controlled 
substances. 
SUPPLEMENTARY INFORMATION: By notice 
dated January 9, 2015, and published in  

the Federal Register on January 26. 
2015. BO FR 3982, Siemens Healthcare 
Diagnostics, Inc., Attn: RA, 100 GBC 
Drive, MalLstop 514. Newark. Delaware 
19702 applied to be registered as a 
manufacturer of certain basic classes of 
controlled substances. No comments or 
objections were submitted to this notice. 

The DEA has considered the factors in 
21 U.S.C. 823(a) and determined that 
the registration of Siemens Healthcare 
Diagnostics, Inc. to manufacture the 
basic classes of controlled substances is 
consistent with the public interest and 
with United States obligations under 
International treaties, conventions, or 
protocols in effect on May 1, 1971. The 
DEA investigated the company's 
maintenance of effective controls 
against diversion by inspecting and 
testing the company's physical security 
systems, verifying the company's 
compliance with state and local laws, 
and reviewing the company's 
background and history. 

Therefore. pursuant to 21 U.S.C. 
623(a). and in accordance with 21 CFR 
1301.33, tho above-named company is 
granted registration es a bulk 
manufacturer of the basic classes of 
controlled substances listed: 

Controlled substance Schedule 

Tetrahydreeennablnols (7370)  
Ecgonine (9180)  
Morphine (9300)  
Thebaine (9333)  

II 
II 
II 

The company plans to.produce the 
listed controlled substances in bulk to 
be used in tho manufacture of reagents 
and drug calibrator controls which are 
DEA exempt products. 

In reference to drug code 7370 the 
company plans to bulk manufacture a 
synthetic tetrahydrocannabinol. No 
other activity for this drug code is 
authorized for this registration. 

Dated: funo 11.2015. 
Joseph T. RannarrIsl, 
DeputyAssistan t Administrator. 

(FR Doc. 2015-14512 Fled 5-16-15; 8:.15 

BILLING CODE 4410-09-11

ml 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. 0EA-4119 

AGENCY: Drug Enforcement 
Administration. Department of Justice. 
ACTION: Final order. 
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c the Federal Register on January 26,
2015. BO FR 3982, Siemens Healthcare
Diagnostics, Inc., Attn: RA, 100 GBC
Drive, Mailstop 514. Newark. Delaware
10702 applied to be registered as a
manufacturer of certain basic classes of
controlled substances. No comments or
objections were submitted to this notice.

The DEA has considered the factors in
21 U.S.C. 823(a) and determined that

management strategies for Fire Island
National Seashore for the next 15 to 20
years to support the protection of
important natural resources and
processes: significant recreation
resources; cultural resources of national,
state, and local significance; and

residential communities.
The park is composed of two distinct

units—the barrier istand that runs
parallel to the south shore of Long
Island and the 613-acre William Floyd
Estate situated on the south shore of
Long Island near the east end of Fire
Island. To address the specific needs of
these two distinct units, the Draft GMP/
EIS includes two sets of alternatives.
One addresses park-wide alternatives
for Fire Island National Seashore with a
primary emphasis on the barrier island
and includes a no-action alternative and

two action alternatives. The other set of
alternatives focuses specifically on the
William Floyd Estate and includes a no-
action and a single action alternative.
The Draft GMP/EIS also incorporates
plans for the Otis Pike High Dunes Fire

Island Wilderness and includes a draft
Wilderness Stewardship Plan for public
review concurrent with the Draft GMFI
EIS.

FOR FURTHER INFORMATION CONTACT:

Ellen Carlson, NFS/Northeast Region, 15
. State Street, Boston, MA 02019. Phone:

(617) 223-5048. Email: Firejslar\d_
GMP®nps.gov.

Dated: June 1, 201S.

Michael A, Caldwell,

Regional Director, Northeast Region. National
Park Service.

IFR DOC, 2015-14927 Hied 6-16-1S; 0:4S ami

BILLING CODE MI9-WV-P

continuation or recurrence of material

injury to an industry in the United
States within a reasonably foreseeable
time.

Background

The Commission, pursuant to section
751(c) of the Tariff Act of 1930 (19
U.S.C. 1675(c)), instituted these reviews
on April 1, 2014 (79 FR 18311) and
determined on July 7, 2014 that it would t}je registration of Siemens Healthcare

conduct full reviews (79 FR 42049, July Diagnostics, Inc. to manufacture the
IB. 2014). Notice of the scheduling of basic classes of controlled substances is
the Cbmmission's reviews and of a consistent with the public interest and
public hearing to be held in connection wilh United States obligations under
therewith was given by posting copies international treaties, conventions, or
of the notice in the Office of the protocols in effect on May 1, 1971. The
Secretary, U.S. International Trade DEA investigated the company's
Commission, Washington, DC, and by maintenance of effective controls
publishing the notice in the Federal against diversion by inspecting and
Register on November 14. 2014 (79 FR testing the company's physical security
68299). The hearing was held in systems, verifying the company's
Washington, DC, on March 26, 2015, compliance with state and local laws,
and all persons who requested the and reviewing the company's
opportunity were permitted to appear in background and history,
person or by counsel. Therefore, pursuant to 21 U.S.C.

The Commission made these 823(a), a/id in accordance with 2) CFR

1301.33, the above-named company is
granted registration as a bulk
manufacturer of the basic classes of
controlled substances listed:

determinations pursuant to section
751(c) of the Tariff Act of 1930 (19
U.S.C. 1675(c)). It completed and filed
its determinations in these reviews on
June 11, 2015, The views of the
Commission are contained in USITC
Publication 4538 (June 2015). entitled
Citric Acid and Certain Citrate Softs
from Concdq and China: Investigation
Nos. 701-TA-4SS and 731-TA-l 151
1152 (Review).

L
Controlled substance Schedule

Tetrahydrocannabinols (7370)
Ecgorine (9180) 	 	

Morphine (9300) 	
Thebaine (9333) 	

I

By order of the Commission.

Issued: June 12, 201S.
Lisa R, Barton,

Secretary to the Commission.

IFRnoc. 2015-14363 Filed 6-16-1S; 8:45 am]

BILLING CODE TOM-OW

The company plans to produce the
listed controlled substances in bulk to
be used in tho manufacture of reagents
and drug calibrator controls which are
DEA exempt products.

In reference to drug code 737Q the
company plans to bulk manufacture a
synthetic tetrahydrocannabinol. No
other activity for this drug code is
authorized for this registration.

Dated: June 11. 2015.

Joseph T. R&nnaz2i$l,

DepulyAssistant Administrator.

(FT? Doc. 2015-14912 Filed S-16-15; 8:45 am|

SILLING CODE 4410-09-P

INTERNATIONAL TRADE
COMMISSION

(investigation Nos. 701-TA-456 and 731-
TA-l 151-1152 (Review)]

Citric Add and Certain Citrate Salts
From Canada and China

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. OEA-392]

Manufacturer of Controlled
Substances Registration: Siemens
Healthcare Diagnostics, Inc.

ACTION: Notice of registration.

Determination

On the basis of the record 1 developed
in the subject five-year reviews, the
United-States International Trade
Commission ("Commission") SUMMARY: Siemens Healthcare „
determines, pursuant to the Tariff Act of Diagnostics, Inc. applied to be registered aru9 Enforcement Administration
1930. that revocation of the as a manufacturer of certain basic [Docket No. OEA-411F]
countervailing duty order on citric acid classes of controlled substances. The
and certain citrate salts from China and Drug Enforcement Administration
the antidumping duty orders on citric (DEA) grants Siemens Healthcare
acid and certain citrate salts from China Diagnostics. Inc. registration as a
and Canada would be likely to lead to manufacturer of those controlled

substances.

DEPARTMENT OF JUSTICE

,aw->
AGENCY: Drug Enforcement
Administration, Department of Justice.

SUPPLEMENTARY INFORMATION; By notice F;na, order,
dated January 9. 2015, and published in - — -

L 1 The record Is defined in sec. 20?. 2(f) of the
Commission's Rules of Practice end Procedure (19
CFR 207,2(0).
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SUMMARY: This final order establishes 
the adjusted 2015 aggregate production 
quotas for difenoxin, diphenoxylate (for 
conversion), and marijuana. 
OATES: This order is effective June 17, 
2015. 

5041 FURTHER INFomitemati cMITAcT: John 
R. Scherbenske, Office of Diversion 
Control, Drug Enforcement 
Administration. 8701 Morrissette Drive, 
Springfield. Virginia 22152. Telephone: 
(202)590-6812. 
SUPPLEMENTARY INFORMATION: 

legal Authority 

The DEA implements and enforces 
titles U and III of the Comprehensive 
Drug Abuse Prevention and Control Act 
of 1970. as amended. 21 U.S.C. 801-971. 
Titles.11 and III are referred to as the 
"Controlled Substances Act" and the 
"Controlled Substances Import and 
Export Act," respectively, and are 
collectively referred to as the 
"Controlled Substances Act" or the 
"CSA" for the purposes of this action. 
The DEA publishes the implementing 
regulations for these statutes In title 21 
of the Code of Federal Regulations 
(CFR), Chapter II. The CSA and its 
Implementing regulations are designed 
to prevent, detect, and eliminate the 
diversion of controlled substances and 
listed chemicals into the illicit market 
while providing for the legitimate 
medical, scientific, research, and 
industrial needs of the United States. 
Controlled substances have the potential 
for abuse and dependence and are 
controlled to protect the public health 
and safety. 

Section 306 of the Controlled 
Substances Act (CSA) (21 U.S.C. 626) 
requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules I and II 
each year. The Attorney General has 
delegated this function to the 

Administrator of the ➢EA, 26 CFR 
0.100. 

Background 

The DEA established the initial 2015 
aggregate production quotas and 
assessments for annual need on 
September 8, 2014 (79 FR 53216). That 
notice stipulated that, as provided for in 
21 CFR 1303.13 and 21 CFR 1315.13, all 
aggregate production quotas and 
assessments of annual need are subject 
to adjustment. Based on unanticipated 
medical, scientific. research, and 
industrial needs of the United Stales, 
the DEA proposed to adjust the 
established 2015 aggregate production 
quotas for the schedule I and ❑ 
controlled substances difenoxin, 
diphenoxylate (for conversion], and 
marijuana to be manufactured in the 
United States in 2015. The notice of 
proposed adjustment was published in 
the Federal Register on Wednesday. 
April 8, 2015 (80 FR 18867). All 
interested persons were invited to 
comment on or object to the proposed 
adjusted aggregate production quotas on 
or before May 8, 2015. 

Comments Received 

Two companies, one institution of 
higher education, and five private 
citizens submitted timely comments in 
response to the proposed adjustment of 
these three controlled substances. The 
comments from the institution of higher 
education and one of the private 
citizens were in support of the proposed 
increases for these three controlled 
substances. The two companies and one 
private citizen supported the proposed 
adjustment and requested further 
increase's to the APQs to support 
research, additional product 
development efforts, and increases in 
manufacturing demands. Further 
comments received from three private 
citizens were outside the scope of the 
proposed APQ notice. The DEA 

appreciates the support for this adjusted 
2015 aggregate production quota for 
difenoxin, diphenoxylate (for 
conversion), and marijuana, which is 
intended to provide for the estimated 
scientific, research, and industrial needs 
of the United States. 

Determination for Adjusting the 
Aggregate Production Quotas for 
Difenoxin.Diphenoxylate (for 
Conversion), and Marijuana 

In accordance with 21 CFR 1303,13, 
the DEA has taken into consideration 
the above comments along with the 
relevant 2014 year-end inventories, 
initial 2015 manufacturing quotas. 2015 
export requirements, actual and 
projected 2015 sales, research and 
product development requirements, and 
information derived from additional 
application for manufacturing quota 
received since the April 8.2015 
publication of the notice of proposed 
adjustment to the aggregate production 
quotas for difenoxin, diphenoxylate (for 
conversion , and marijuana. Upon 
considerati n of the above, the Acting 
Administra or has determined to 
increase the 2015 aggregate production 
quotas for difenoxin and marijuana 
beyond tha which was previously 
proposed. Regarding the aggregate 
production quota for diphenoxylate (for 
conversion the Acting Administrator 
has determ ned that the proposed 
aggregate p oduction quota adjustment 
for this sub tance is sufficient to meet 
the current 2015 estimated medical, 
scientific, research, and industrial needs 
of the Unit d States and to provide for , 
adequate re erve stock. 

Pursuant to the above, the Acting 
Administra or hereby establishes the 
2015 aggre ate production quotas for 
difenoxin, diphenoxylate (for 
conversion , and marijuana, expressed 
in grams of anhydrous acid or base. as 
follows: 

Basic class—schedule I 
Previously 
eslablished 
2015 quota 

(9) 

Adjusted 
2015 quern 

(9) 

Ditenoxin  
Marijuana  

50 
125,000 

11,000 
656,000 

Basic ci hedule II 

Dahenoxylate (tor conversion)   

Previously 
established 
2015 quota 

(0) 

0 

Adjusted 
2015 quota 

ICU 

75,000 
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c appreciates the support for this adjusted
201S aggregate production quota for

difenoxin, diphenoxylate (for
conversion), and marijuana, which is
intended to provide for the estimated
scientific, research, and industrial needs
of the United States.

Determination for Adjusting the
Aggregate Production Quotasfor
Difenoxin, Diphenoxylate (fnr
Conversion), and Marijuana

SUMMARY: This final order establishes
the adjusted 2015 aggregate production
quotas for difenoxin. diphenoxylate (for
conversion), and marijuana.

DATES: This order is effective June 17.
2015.

FOR FURTHER INFORMATION CONTACT: John
R. Scherbenske, Office of Diversion
Control, Drug Enforcement
Administration. 8701 Morrissette Drive,
Springfield. Virginia 22152, Telephone;
(202) 59B-6812.

SUPPLEMENTARY INFORMATION:

Administrator of the DBA, 2B CFR
0.100.

Background

The DEA established the initial 201S
aggregate production quotas and
assessments for annual need on
September 8, 2014 (79 FR 53216). That

notice stipulated that, as provided for in
21 CFR 1303.13 and 21 CFR 1315.13, all
aggregate production quotas and
assessments of annual need are subject
to adjustment. Based on unanticipated
medical, scientific, research, and
industrial needs of the United Stales,
the DEA proposed to adjust the
established 2015 aggregate production
quotas for the schedule I and f!

In accordance with 21 CFR 1303.13,
the DEA has taken into consideration
the above comments elong with the
relevant 2014 year-end inventories,
initial 2015 manufacturing quotas, 2015
export requirements, actual and
projected 2015 sales, research and
product development requirements, and
information derived from additional
applications for manufacturing quota
received since the April 8. 2015
publication of the notice of proposed
adjustments to the aggregate production
quotas for difenoxin, diphenoxylate (for
conversion), and marijuana. Upon
consideration of the above, the Acting
Administrator has determined to
increase the 2015 aggregate production
quotas for difenoxin and marijuana
beyond that which was previously
proposed. Regarding the aggregate
production quota for diphenoxylate (for
conversion), the Acting Administrator
has determined that the proposed
aggregate production quota adjustment
for this substance is sufficient to meet
the current 2015 estimated medical,
scientific, research, and industrial needs
of the United States and to provide for .
adequate reserve stock.

Legal Authority

The DEA implements and enforces
titles II and HI of the Comprehensive
Drug Abuse Prevention and Control Act
of 1970. as amended. 21 U.S.C. 801-971.
Titles. II and III are referred to as the
"Controlled Substances Act" and the
"Controlled Substances Import and
Export Act," respectively, and are
collectively referred to as the
"Controlled Substances Act" or the
"CSA" for the purposes of this action.
The DEA publishes the implementing
regulations for these statutes in title 21
of the Code of Federal Regulations
(CFR), Chapter II. The CSA and its
implementing regulations are designed
to prevent, detect, and eliminate the
diversion ofcontrolled substances and
listed chemicals into the illicit market
while providing for the legitimate
medical, scientific, research, and
industrial needs of the United Slates.
Controlled substances have the potential citizens were in support of the proposed

increases for these three controlled
substances. The two companies and one
private citizen supported tbe proposed
adjustment and requested further
increase's to the APQs to support

research, additional product
development efforts, and increases in
manufacturing demands. Further
comments received from three private
citizens were outside the scope of the
proposed APQ notice. The DEA

controlled substances difenoxin,

diphenoxylate (for conversion), and
marijuana to be manufactured in the
United States in 2015. The notice of
proposed adjustment was published in
the Federal Register on Wednesday,
April 8, 2015 (80 FK 18867). All
interested persons were Invited to
comment on or object to the proposed
adjusted aggregate production quotas on
or before May 8, 2015.

Comments Received

Two companies, one institution of
higher education, and five private
citizens submitted timely comments in
response to the proposed adjustment of
these three controlled substances. The
comments from the institution of higher
education and one of the private

L

for abuse and dependence and are
controlled to protect the public health
and safety.

Section 306 of the Controlled
Substances Act (CSA) (21 U.S.C. B26)
requires the Attorney General to
establish aggregate production quotas
for each basic class of controlled
substance listed in schedules I and II
each year, The Attorney General has
delegated this function to the

Pursuant to the above, the Acting
' Administrator hereby establishes the

2015 aggregate production quotas for
difenoxin, diphenoxylate (for
conversion], and marijuana, expressed
in grams of anhydrous acid or base, as
follows:

Previously
established
2015 cuo'a

Adjusted
2015 quotaBasic class—schedule I

(9)(9)

11,000
658.000

50Difenoxin
Marijuana 125.000

Previously
established
2015 quota

Adjusted
2015 quotaBasic class—schedule II

(9)(9)

75.0000Diphenoxylate (lor conversion)

c
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C 

C 

Dated: Juno 11,2015. 
Chuck Rosenberg, 
Acting Administrator. 
[FR Doc. CO15-14910 Filed a-15-I5: 8:45 aml 
musts cane smo-as-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

pocket No. DEA-4109 

Controlled Substances: 2015 
Established Aggregate Production 
Quotas for Three Temporarily 
Controlled Synthetic Cannabinoids 

AGENCY: Drug Enforcement 
Administration. Department of Justice 
ALMON: Final order. 

SUMMARY: This final order establishes 
the initial 2015 aggregate production 
quotas for three temporarily controlled 
synthetic cannabinoids:11-(1-amino-3-
methyl-1-oxobutan-2-y1]-1-
(cyclohexylmethylk1H-indazole-3-
carboxamide (ARCHMINACA). N- (1-
amino-3-methy1-1-oxobutan-2.y1).1. 
penty1.1H.indazole-3-earboxamide (AB-
PINACA). and 11-(5-fluoropentyl)-1H-
Indazol-3-yll(naphthalen.1. 
yfirnethanone (THJ-2201). 
DATES: Effective June 17. 2015. 
FOR FURTHER INFORMATION CONTACT: John 
R. Scherbonske. Office of Diversion 
Control. Drug Enforcement 
Administration; Mailing Address: 6701 
Morrissetta Drive, Springfield. Virginia-
22152; Telephone: (202) 598-6612. 
SUPPLEMENTARY INFORMATION: 

Background 

Section 306 of the Controlled 
Substances Act (CSA) (21 U.S.C. 826) 
requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
suhstance listed in schedules I and II 
and for ephedrine, pseudoephedrine, 
and phenylpropanolamine. The 
Attorney General has delegated this 
authority to the Administrator of the 
DEA. 28 CFR 0.100(b). 

On January 30, 2015. the DEA 
published in the Federal Register a final 
order to temporarily place three 
synthetic cannabinoids. N-(1-amina-a-
methy1-1-attobutan-2-y1)-1-
(cyclohexylmethyl)-1H-indazole-3-
carboxamide (AB-CHMINACA), N-(1-
emino-3-rtlethy1-1-oxobutan-2-y1)-1-
penty1-1H-indazOle-3-carboxamide (AR-
PINACA), and kld5-fIuoropentyI)-1H-
indazoL-3-yII(naphthalen.1• 
yfirnethanone (TH).2201), into schedule 
I of the CSA (80 FR 5042), making all 
regulatory controls pertaining to 
schedule I controlled 
applicable to AB-CHMINACA, AB-
PINACA. and THl -2205111,bisntcallu

AB-CHMINACA,
ng the 

requirement to obtain a manufacturing 
quota pursuant to 21 CFR part 1303. 

The 2015 aggregate production quotas 
for AB-CHMINACA. AB-PINACA, end 
THJ-2201 represent those quantities that 
may be manufactured in the United 
States in 2015 to provide for the 
estimated scientific, research, and 
industrial needs of the United States, 
lawful export requirements, and the 
establishment and maintenance of 
reserve stocks. 

On March 20, 2015, the DEA 
published a notice titled, "Controlled 
Substances: 2015 Proposed Aggregate 
Production Quotas for Three 
Temporarily Controlled Synthetic 
Cannabinoids" in the Federal Register 
(80 FR 15034]. That notice proposed the 
2015 aggregate production quotas for 
AB-CHMINACA, AD-PINACA, and THJ-
2201. Interested persons were invited to 
comment on or object to the proposed 
aggregate production quotas for AB-
CHMINACA, AB-P1NACA, and THJ. 
2201 on or before April 20, 2015. No 
comments were received. 

Analydis for 2015 Established Aggregate 
Production Quotas 

In determining the 2015 aggregate 
production quotas for N-(1-amino-3-
methy1-1-oxobutan-2-y1).1-
(cyclohexylmethylk1H-indazole-3-
carboxamide (AB-CHMINAGA). N-(1-
amino-3-methy1-1-oxobutan-211)-1-
penty1-1H-indazole.3-earboxamide (AB-
PINACA), and 11.(5-f1uoropentyI]-lH-
inda2o1-3-y1I(naphthalen--l-
ylimethanone (TH1-2201). the DEA has 
taken Into consideration the factors set 
forth at 21 CFR 1303.11, pursuant to 21 
U.S.C. 826(a), and other relevant factors, 
including 2015 export requirements, 
industrial use, applications for quotas. 
as well as information on research and 
product development requirements. 

Pursuant to 21 U.S.C. 626 and in 
accordance with 21 CFR 1303.11, the 
Acting Administrator hereby establishes 
the 2015 aggregate production quotas for 
AB-CHMINACA, AB-PINACA. and TI-11-
2201, expressed in grams of anhydrous 
acid or base, as follows: 

Basic class—schedule I 
Established 
2015 quota 

(el 

1)1-(1-amino-3-rnethyl-1-exobutan-211)-1-(eyelehexylmethyl)-1(1.1ndazole.3.carboxamIde (AB-CHMINACA) 
N-(1-amino.3.methyl-l-exobutan-219-1.penty1-1H-Indazole.3.carboxamiCe (AB-PINACA)  
(11541uoropenty8-1Hdridazol.3-yll(naphthalen.1-yllrnethenorie (THJ-2201)  

15 
15 
15 

In accordance with 21 CFR 1303.13. 
upon consideration of the relevant 
factors. the Acting Administrator may 
adjust the 2015 aggregate production 
quotas for AB-CHMINACA, AB-
PINACA. and THJ-2201 as needed. 

Dated: lune 11, 2015. 
Chuck Rosenberg, 
Acting AdMildS11910t. 
[FR Dec. 2015-14005 Filed 0-10-15: 8:45 am] 
MONO CODE 44io-tol-li 

DEPARTMENT OF JUSTICE 

Drug Enforcement AdmInistratNn 

(Docket No. DEA-392] 

Importer of Controlled Substances 
Registration: Mylan Technologies, Inc. 

ACTION: Notice of registration. 

SUMMARY: Mylan Technologies, Inc. 
applied to be registered as an importer 
of certain basic classes of controlled 
substances. The Drug. Enforcement 
Administration (DEA] Grants Mylan 
Technologies, Inc. registration as an 
importer of those controlled substances 

SUPPLEMENTARY INFORMATION: By notice 
dated February 11. 2015.and published 
in the Federal Register on February 19, 
2015,80 FR 3902, Mylan Technologies. 
Inc., 110 Lake Street, Saint Albans, 
Vermont 05478 applied to be registered 
as an importer of certain basic classes of 
controlled substances. No comments or 
objections were submitted for this 
notice. 

The DEA has considered the factors in 
21 U.S.C. 823, 952(a) and 958(a) and 
determined that the registration of 
Mylan Technologies, Inc. to import the 
basic classes of controlled substances is 
consistent with the public interest and 
with United States obligations under 
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c On March 20, 2015, the DEA

tfsssfK'c 326, s^ssr^issssSubstances Act (CSA) (21 U.S.C. 826] production Quotas for Three
requires the Attorney General to Temporarily Controlled Synthetic
establish aggregate production quotas Cannabinoids" in the Federal Register
for each basic class of controlled (8Q ra ig034]< That notice proposed the
suhstance listed in schedules I and II 2Q15 aggcegate prodoction quotas for
and for ephedrine, pseudoephedrine, AB-CHMINACA, AB-PINACA, and THJ-
and phenylpropanolamine. The 2201. Interested persons were invited to
Attorney General has delegated this Mmment on or object t0 ^ proposed
authors to the Administrator of the aggregate production quotas for AB-
DEA. 28 CFR 0.100(b). CHMINACA, AB-PINACA. and THJ-

On January 30. 2015, the DEA 2201 on or before April 20, 2015. No
published in the Federal Register a final comments were received,
order to temporarily place three
synthetic cannabinoids, N-(l-amino-3-
mothyl-l-oxobutan-2-yl)-l-
(cyclohexylmethyl)-lH-indazole-3-
carboxamide (AB-CHMINACA), N-(i-
amino-3-methyl-l-oxobutan-2-yl)-l-
pentyl-lH-indazoIo-3-carboxamfde (AB-
PINACA), and (l-(S-fluoropentyl)-lH-
indazol-3-yl)(naphthalen-l-

yfimethanone (THJ-2201). into schedule
I of the CSA (80 FR 5042), making all
regulatory controls pertaining to
schedule I controlled substances
applicable to AB-CHMINACA, AB-
PINACA, and THJ-2201. including the
requirement to obtain a manufacturing
quota pursuant to 21 CFR part 1303.

The 2015 aggregate production quotas
for AB-CHMINACA. AB-PINACA, and
THJ-2201 represent those quantities that

for further information contact: John raay be manufactured in the United
R. Scherbenske. Office of Diversion "
Control. Drug Enforcement
Administration; Mailing Address: 8701
Morrissetta Drive, Springfield. Virginia-
22152; Telephone: (202) 508-6812.

Dated: Juno 11, 2013.

Chuck Rosenberg,

Acting Adntinislra tor.

[FR Doc 2015-14910 Filed 6-16-15; 8:45 oml

BILLING CODE 4410-09-P

Background

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-410F]

Controlled Substances; 2015
Established Aggregate Production
Quotas tor Three Temporarily
Controlled Synthetic Cannabinoids

AGENCY: Drug Enforcement
Administration, Department of Justice.

action: Final order.

Analysis for 2015 Established Aggregate
Production Quotas

In determining the 2015 aggregate
production quotas for N-(l-amino-3-
metliyl-l-oxobutan-2-yl)-i-

(cycIohexyImethyJ)-lH-indazole-3-
carboxamide (AB-CHMINACA). N-(l-
amino-3-methyl-l-oxobutan-2-yl]-l-
pentyl-lH-indazole-3-carboxamide (AB-
PINACA), and |l-(S-fluoropentyl]-lH-
indazol-3-yl](naphthiilen-l-
yl)melhanone (THJ-2201), the DEA has
taken into consideration the factors set
forth at 21 CFR 1303.11, pursuant to 21
U.S.C. 826(a), and other relevant factors,
including 2015 export requirements,
industrial use, applications for quotas,
as well as information on research and
product development requirements.

Pursuant to 21 U.S.C. 626 and in
accordance with 21 CFR 1303.11, the
Acting Administrator hereby establishes
the 2015 aggregate production quotas for
AB-CHMINACA, AB-PINACA. and THJ-
2201, expressed in grams of anhydrous
acid or base, as follows:

SUMMARY: This final order establishes
the initial 2015 aggregate production
quotas for three temporarily controlled
synthetic cannabinoids; N-(l-amino-3-
methyl-l-oxobutan-2-yl]-l-
(cyclohexylmethyl)-iH-indazole-3-
carboxamide (AB-CHMINACA). N-(l-
amino-3-methyl-i-oxobutan-2-yl)-l-
pentyl-lH-indazole-3-carboxamido (AB-
PINACA), and [l-(5-fluoropentyl)-lH-
lndazol-3-yll(naphtbalen-l-
yljmethanone (THJ-2201).

DATES: Effective June 17, 2015.

States in 201 5 to provide for the
estimated scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
establishment and maintenance of
reserve stocks.SUPPLEMENTARY INFORMATION:

Established
2015 quotaBasic class—schedule I

(9)

N-(1-amlrw-3-meihyl-1-oxobutan-2-yl)-1-(cyclohexy!nnethy|)-iH-lrdazole-3-eart)oxamltie (AB-CHMINACA)
N-(1-amino-3-methyM -oxobutari-2-yl)-1-penlyl-1 H-inda2o!e-3-carboxamlde (AB-PINACA) 	
(l-(5-tluoropeatyi)-1H-indazoi-3-yl](naphthalen-l-yl]methanone (THJ-2201) 	

15

15
15

SUPPLEMENTARY INFORMATION: By notice
dated February 11, 2015, and published
in the Federal Register on February 19,
2015, 80 FR 8902, Mylan Technologies.
Inc., 110 Lake Street, Saint Albans,
Vermont 05478 applied to be registered
as an importer of certain basic classes of
controlled substances. No comments or
objections were submitted for this
notice.

The DEA has considered the factors in
21 U.S.C. 823, 962(a) and 958(a) and
determined that the registration of
Mylan Technologies, Inc. to import the
basic classes of controlled substances is
consistent with the public interest and
with United States obligations under

In accordance with 21 CFR 1303.13.
upon consideration of the relevant
factors, the Acting Administrator may
adjust the 2015 aggregate production
quotas for AB-CHMINACA. AB-
PINACA, and THJ-2201 as needed.

Daled: June 11.2015.

Chuck Rosenberg,

Acting Administrator.

|FR Doc. 2015-14909 Filed lj-10-15; 8:43 ami

BILLING COOE 4410-49-f

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-392]

Importer of Controlled Substances
Registration: Mylan Technologies, inc.

action; Notice of registration.

summary; Mylan Technologies, Inc.
applied to be registered as an importer
of certain basic classes of controlled
substances. The Drug Enforcement
Administration (DEA) grants Mylan
Technologies, Inc. registration as an
importer of those controlled substances.

c
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COLORADO 

P k C unty 

Tarryall Rural Historic Landscape, Cty. Rd. 
77. Mileposts 2.4 to 41.13. Jefferson, 
15000170 

San Juan Comity 

Sound Democrat Mill and Mine and Silver 
Queen Mine. (Mining Resources of San 
Juan County. Colorado MPS) Address 
Restricted. Silverton. 15000171 

MARYLAND 

Baltimore Independent city 

McOonogh Place Historic District, N. 
Broadway, E. Eager, McDonogh & E. Chose 
Sts., Baltimore. 15000172 

Charles County • 
Mallows Bay—Wklewater Historic and 

Archeological District. Off Charles County 
shoreline at Sandy PL. Nenjeraoy, 
15600173 

MISSOURI 

St. Louis Independent city 

Woodward and Tierman Printing Company 
Building, 1519 Tower Grove Ave., St. 
Louis. 15000174 

NEW HAMPSHIRE 

Cans County 

Burgess, George E., Schuol—Notre Dame 
High Schol, 411 School St., Berlin, 
15000175 

NEW JERSEY 

Sussex County 

Waterloo Village (Boundary Increase), 
Musconetcong It & Cty. Rd. 604. Eyram 
Township, 15000176 

NEW YORK 

Bruns County 

Crotana Play Center, 1700 Fulton Ave., 
Bronx, 15000177 

Suffolk County 
Sylvester Manor, 80 N. Ferry Rd., Shelter 

Island. 15000178 

NORTH CAROLINA 

Ashe County 

Ash° County Memorial hospital, (Ashe 
County. North Carolina, c. 1799-1955 
MPS) 410 McConnell St.. Jefferson, 
10000170 

Beaufort County 

Belhaven Commercial Historic District, 260-
292 E. Main & 246-288, 251-229 Pamlico 
Sts., Belhaven, 15000160 

Guilford County 
Willis. lames H. and Anne B., House, 707 

Blair St., Greensboro, 15000101 

Harnett County 

Erwin Commercial Historic District, 100 
➢enim ➢rive, 101-127 E. H & 103-111 S. 
13th Sts., Erwin, 15000162 

Mecklenburg County 

Oaten, R.F., Pottery. 430 Jefferson Si.. 
Matthews, 15000103 

OHIO 

Hamilton County 

United States Post Office and Court House, 
100 E. 501 St.. Cincinnati. 15000184 

Ottawa County 
Perry's Victory and International Peace 

Memorial (Boundary Increase). 93 
➢elaware Ave., Put-in-Buy, 15000105 

TENNESSEE 

Grundy County 

Christ Episcopal Church, 530 10th St., Tracy 
City, 15000186 

Shelby County 
One Hundred North Main Building. 100 NI 

Main SI. Mall Memphis, 15000187 

%VEST VIRGINIA 

Marion County 
Dunbar School, 103 High St., Fairmont, 

15000188 

WISCONSIN 

Sheboygan County 

Prange, Eliza. House. 605 Erie Ave., 
Sheboygan, 15000109 

WYOMING 

Teton County 
Haldeman Barns, 5460 W. WY 22, Wilson, 

15000190 

(FR Doc 2015-08007 Filed 4-7-15:8:45 mut 
B10.810 000E 4312-81-P 

INTERNATIONAL TRADE 
COMMISSION 

Public Availability of FY 2013 Service 
Contract Inventory Analysis, FY 2014 
Service Contract inventory, and FY 
2014 Service Contract Inventory 
Planned Analysis 

AGENCY: U.S. International Trade 
Commission. 
ACTION: Notice. 

SUMMARY: In accordance with Section 
743 of Division C of the Consolidated 
Appropriations Act of 2010 (Pub. L. 
111-117), the U.S. International Trade 
Commission is publishing this notice to 
advise the public of the availability of 
the FY 2013 Service Contract Inventory 
Analysis, the FY 2014 Service Contract 
Inventory, and the FY 2014 Service 
Contract Inventory Planned Analysis. 
The FY 2013 inventory analysis 
provides information on specific service 
contract actions that were analyzed as 
part of the FY 2013 Inventory. The 2014 
inventory provides information on 
service contract actions over $25,000 

which were made in FY 2014. The 
inventory information is organized by 
function to show how contracted 
resources are distributed throughout the 
agency. The inventory has been 
developed in accordance with guidance 
issued on November 5, 2010 by the 
Office of Management and Budget's 
Office of Federal Procurement Policy 
(OFPP). OFPP's guidance Is available at 
http://invw.whitchouse.govisitest 
defoulUffies/omb/procuremenilmemo/ 
service-cone:vet-inventories-guidance-
laszoiapdt The FY 2014 inventory 

planned analysis provides information 
on which functional areas will be 
reviewed by the agency, The United 
States International Trade Commission 
has posted its FY 2014 inventory, FY 
2014 planned analysis, and FY 2013 
inventory analysis at the following link: 
littp://www.usitc.gov/procurementi 
FOR FURTHER INFORMATION CONTACT: 
Questions regarding the service contract 
inventory should be directed to Debra 
Bridge. U.S. International Trade 
Commission, Office of Procurement, 500 
E Street SW.. Washington, DC 20436, or 
at 202-205-2009 or debrabridgee 
usitc,gote, 

By order of the Commission. 
Dated: April 3. 2015. 

Lisa R. Barton, 
Secretary to the Commission. 
IFR Doc. 2015-08950 Filed 4-7-15;8:45 ami 
BILLING 000E 7020-02-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-411N1 

Controlled Substances: Proposed 
Adjustments tO the Aggregate 
Production Quotas for Dllenoxin, 
Diphenoxylate (for conversion), and 
Marijuana 

AGENCY: Drug Enforcement 
Administration, Department of Justice. 
ACTION: Notice with request for 
comments. 

SUMMARY: The Drug Enforcement -
Administration is proposing to adjust 
the established 2015 aggregate 
production quota for difenoxin, 
diphenoxylate (for conversion), and 
marijuana which are schedule I and II 
controlled substances under the 
Controlled Substances Act. 
DATES: Interested persons may file 
written comments on this notice in 
accordance with 21 CFR 1303.13, 
Electronic comments must be 
submitted, and written comments must 
be postmarked, on or before May G. 
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L which were made in FY 2014. The
inventory information is organized by
function to show how contracted
resources are distributed throughout the
agency. The inventory has been
developed in accordance with guidance
issued on November 5, 2010 by the
Office of Management and Budget's
Office of Federal Procurement Policy
(OFPP). OFPP's guidance is available at
http://ivww.ivhitchoijse.gov/siles/
defoult/files/omb/procurement/mcmo/
service-controct-inventories'guidance-
1 10520l0.pdf. The FY 2014 inventory
planned analysis provides information
on which functional areas will be
reviewed by the agency, The United
States International Trade Commission
has posted its FY 2014 inventory. FY
2014 planned analysis, and FY 2013
inventory analysis at the following link:
http://www.usitc.gov/procurement/.

FOR FURTHER INFORMATION CONTACT:
Questions regarding tho service contract
inventory should be directed to Dcbra
Bridge, U.S. International Trade
Commission, Office of Procurement, 500
E Street SW., Washington, DC 2043G, or
at 202-205-2004 or debra.br/dge® •
usilc.gov.

Mackleuburg County

Outen, R.F., Pottery, 430 Jefferson St.,
Matthews, 15000183

OHIO

Hamilton County

United States Post Office and Court House,
100 E. 5th St.. Cincinnati. 15000184

Ottawa County

Perry's Victory and International Peace
Memorial (Boundary Increase). 93
Delaware Ave., Pul-in-Bay, 15000185

TENNESSEE

COLORADO

Park County

Tarryall Rural Historic Landscape, Cty. Rd.
77. MiJeposts 2.4 to 43.8. Jefferson,
15000170

San Juan County

Sound Democrat Mill and Mine and Silver
Queen Mine. (Mining Resources of San
Juan County, Colorado MPS) Addrsss
Restricted. Silverton. 15000171

MARYLAND

Baltimore Independent city

McDonogh Place Historic District, N.
Broadway, E. Eager, McDonogh & E. Cliuse
Sts., Baltimore. 1S000172

Charles County .

Mallows Bay—Widewaler Historic and
Archeological District, Off Charles County

shoreline at Sandy PL. Nanjcmoy,
15000173

MISSOURI .

St. Louis Independent city '

Woodward and Tierman Printing Company
Building. 1519 Tower Grove Ave., St.
Louis, 15000174

NEW HAMPSHIRE

Grundy County

Christ Episcopal Church. 530 10th St., Tracy
City. 150001 86

Shelby County

One Hundred North Main Building. 100 N.
Main SI. Mall, Memphis. 15000187

WEST VIRGINIA

Marion Cuunty

Dunbar School, 103 High St.. Fairmont,
15000188

WISCONSIN

Sheboygan County

Prange, Eliza. House, 605 Erie Ave.,
Sheboygan, 15OOO109

WYOMING

Teton County

Hardeman Barns, 5450 W. WY 22, Wilson,
15000190

Cnos County By order of the Commission.

Burgess, George E,. School—Notre Dame
High Schal, 411 School St., Berlin,
15000175

Dated: April 3. 2015.

c Lisa R. Barton,

Secretory to the Commission.
IFR Dor, 201S-08050 Filed 4-7-15; 8:45 am!NEW JERSEY

Sussex County

Waterloo Village (Soundary Increase),
Musconetcong R. & Cty. Rd. 604. Byram

Township, 15000176

NEW YORK

Brunx County

Croiona Play Center, 1700 Fullcn Ave.,
Bronx, 150C0177

Suffolk County

Sylvester Manor, 80 N. Ferry Rd., Shelter
Island, 15000178

NORTH CAROLINA

Ashe County

Ashs County Memorial Hospital. (Ashe
County. North Carolina, c. 1799-1955
MPS) 410 McConnell St.. Jefferson,
150D0176

Beaufort County

Bcihaven Commercial Historic District, 260
292 E. Main & 246-288, 251-279 Pamlico
Sts.. Belhaven, 15000180

Guilford County

Willis, fames H. and AnnB B., House. 70"
Blair St., Greensboro, 15000181

Harnett County

Erwin Commercial Historic District, too
Denim Drivo. 101-127 E. H & 103-111 S.
13th Sts.. Erwin, 15000102

BILLING CODE 702O-OS-P(FR Ddc. 2015-08007 Filed 4-7-15: S:4S am)

BILLING CODE 4312-51-P

OEPARTMENTOF JUSTICE

Drug Enforcement Administration

[Docket No; OEA-411N]

Controlled Substances: Proposed
Adjustments to the Aggregate
Production Quotas for Dlfenoxln,
Diphenoxylate (for conversion], and
Marijuana

AGENCY: Drug Enforcement
Administration, Department of Justice.

ACTION: Notice with request for
comments.

INTERNATIONAL TRADE
COMMISSION

Public Availability of FY 2013 Service
Contract Inventory Analysis, FY 2014
Service Contract Inventory, and FY
2014 Service Contract Inventory
Planned Analysis

AGENCY: U.S. International Trade
Commission.

. action: Notice.

SUMMARY: In accordance with Section
743 of Division C of the Consolidated
Appropriations Act of 2010 [Pub. L.
111-117), tho U.S. International Trade
Commission is publishing this notice to
adviss the public of tho availability of
the FY 2013 Service Contract Inventory
Analysis, the FY 2014 Service Contract
Inventory, and the FY 2014 Service
Contract Inventory Planned Analysis.
The FY 2013 inventory analysis
provides information on specific service
contract actions that were analyzed as
part of the FY 2013 inventory. The 2014
inventory provides information on
service contract actions over $25,000

SUMMARY: The Drug Enforcement "
Administration is proposing to adjust
the established 2013 aggregate
production quota for difenoxin,
diphenoxylate (for conversion), and
marijuana which are schedule I and II
controlled substances under the
Controlled Substances Act.
dates: Interested persons may file
Written comments on this notice in
accordance with 21 CFR 1303.13.
Electronic comments must be
submitted, and written comments must
be postmarked, on or before May 8,

L
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2015. Commenters should be aware that 
the electronic Federal Docket 
Management System will not accept 
comments after 11:59 pm. Eastern Time 
on the last day of the comment period. 
ADDRESSES: To ensure proper handling 
of comments, please reference "Docket 
No. DEA-411N" on all correspondence. 
including any attachments. The Drug 
Enforcement Administration encourages 
that all comments he submitted 
electronically through the Federal 
eRulemaking Portal which provides the 
ability to type short comments directly 
into the comment field on the Web page 
or attach a file for lengthier comments. 
Please go to http://www.regulations.gov 
and fallow the online instructions at 
that site for submitting comments. Upon 
completion of your submission you will 
receive a Comment Tracking Number for 
your comment. Please be aware that 
submitted comments are not 
instantaneously available for public 
view on Regulations.gov. If you have 
received a Comment Tracking Number, 
your comment has been successfully 
submitted and there is no need to 
resubmit the same comment. Paper 
comments that duplicate electronic 
submissions are not necessary end are 
discouraged. Should you wish to mail a 
paper comment in lieu of an electronic 
comment, it should be sent via regular 
or express mail to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/ODXL, 8701 
Morrissette Drive, Springfield, Virginia 
22152. 

FOR FURTHER INFORMATION CONTACT: 
Imelda L. Paredes. Office of Diversion 
Control, Drug Enforcement 
Administration; Mailing Address: 8701 
Morrissette Drive. Springfield, Virginia 
22152, Telephone (202) 598-6612. 
SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments 
received In response to this docket are 
considered part of the public record. 
They will, unless reasonable cause is 
given, be made available by the Drug 
Enforcement Administration for public 
inspection online at http:// 
www.regulations.gov. Such information 
includes personal identifying 
information (such as your name, 
address, etc.) voluntarily submitted by 
the commenter. The Freedom of 
Information Act applies to all comments 
received. If you want to submit personal 
identifying information (such as your 
name, address. etc.) as part of your 
comment, but do not want it to be 
posted online or made available in the 
public docket, you must include the 
phrase "PERSONAL IDENTIFYING 

INFORMATION" in the first paragraph 
of your comment. You must also place 
all the personal identifying information 
you do not want made publicly 
available in the first paragraph of your 
comment and identify what information 
you want redacted. 

If you want to submit confidential 
business information as part of your 
comment, but do not want it to be made 
publicly available, you must include the 
phrase "CONFIDENTIAL BUSINESS 
INFORMATION" in the first paragraph 
of your comment. You must also 
prominently identify confidential 
business information to be redacted 
within the comment. 

Comments containing personal 
identifying information and confidential 
business information identified and 
located as directed above will generally 
be made available in redacted form. If a 
comment has so much confidential 
business information or personal 
identifying information that it cannot be 
effectively redacted, all or part of that 
comment may not be made publicly 
available. Comments posted to littp:// 
www.regulations.gov may include any 
personal identifying information (such 
as name, address, and phone number) 
included in the text of your electronic 
submission that is not Identified as 
directed above as confidential. 

An electronic copy of this document 
is available at http:// 
www.regulations.gov for easy reference. 

Legal Authority 
The Drug Enforcement 

Administration (DEA) implements and 
enforces titles II and III of the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970, as amended. 21 
U.S.C. 801-971. Titles II and III are 
referred to as the "Controlled 
Substances Act" and the "Controlled 
Substances Import and Export Act," 
respectively, and are collectively 
referred to as the "Controlled 
Substances Act" or the "CSA" for the 
purpose of this action. The DEA 
publishes the implementing regulations 
for these statutes in title 21 of the Code 
of Federal Regulations (CFR), chapter II. 
The CSA and its implementing 
regulations are designed to prevent, 
detect, and eliminate the diversion of 
controlled substances and listed 
chemicals into the illicit market while 
providing for the legitimate medical, 
scientific, research. and industrial needs 
of the United States. Controlled 
substances have the potential for abuse 
and dependence and are controlled to 
protect the public health and safety. 

Section 306 of the CSA (21 U.S.C. 
626) requires the Attorney General to 
establish aggregate production quotas 

for each basic class of controlled 
substance listed in schedules I and II 
each year. The Attorney General has 
delegated this function to the 
Administrator of the DEA. 28 CFR 
0.100. 

Background 

lOa. 

The DEA established the initial 2015 
aggregate production quotas and 
assessments of annual need an 
September 8. 2014 (79 FR 53216). That 
notice stipulated that, as provided for In 
21 CFR 1303.13, all aggregate 
production quotas and assessments of 
annual need are subject to adjustment. 

Based on unanticipated medical, 
scientific, research, and industrial needs 
of the United States the DEA proposes 
to adjust the established 2015 aggregate 
production quotas for the schedule I and 
II controlled substances difenoxin, 
diphenoxylato (for conversion), and 
marijuana to be manufactured in the 
United States in 2015. The adjustment 
is necessary to provide for the estimated 
medical, scientific, research. and 
industrial needs of the United States. 
lawful export requirements, and the 
establishment and maintenance of 
reserve stocks. 

In proposing the adjustment, the 
Administrator has taken into account 
the following criteria in accordance 
with 21 CFR 1303.13: (1) Changes in 
demand for the basic class. changes in 
the national rate of net disposal for the 
class, and changes in the rate of net 
disposal by the registrants holding 
individual manufacturing quotas for the 
class; (2) whether any increased demand 
or changes in the nationaland/or 
individual rates of net disposal arc 
temporary, short term, or long term; (3) 
whether any increased demand for that 
class can be met through existing 
inventories, increased individual 
manufacturing quotas, or increased 
importation, without increasing the 
aggregate production quota; (4) whether 
any decreased demand will result in 
excessive inventory accumulation by all 
persons registered to handle the class; 
and (5) other factors affecting the 
medical, scientific, research. and 
industrial needs of the United States 
and lawful export requirements, as the 
Administrator finds relevant. 

Analysis for Adjusting the Established 
2015 Aggregate Production Quota for 
Difenoxin and Diphenoxylate (for 
Conversion) 

Since the establishment of the initial 
2015 aggregate production quotas, the 
DEA has received requests from DEA 
registered manufacturers to manufacture 
difenoxin and diphenoxylate (for 
conversion) to support the manufacture 
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L 2015. Commenters should be aware that
the electronic Federal Docket
Management System will not accept
comments after 11:59 p.m. Eastern Time
on the last day of the comment period.
addresses: To ensure proper handling
ofcomments, please reference "Docket
No. DEA-411N" on all correspondence,
including any attachments. The Drug

Enforcement Administration encourages
that all comments be submitted
electronically through the Federal
eRulemaking Portal which provides the

ability to type short comments ditectly ' . ^ _
into the comment field on the Web page prominently identify confidential
or attach a file for lengthier comments. business information to be redacted
Please go to http://www.regulations.gov within the comment,
and follow the online instructions at Comments Containing personal
that site for submitting comments. Upon identifying information and confidential of the United States tha DEA proposes
completion of your submission you will business information identified and to adjust the established 2015 aggregate
receive a Comment Tracking Number for 'oca,ed 39 directed above will generally production quotas for the schedule 1 and

be made available in redacted form. If a II controlled substances difenoxin,
comment lias so much confidential diphenoxylate (for conversion), and
business information or personal marijuana to be manufactured in the
identifying information that it cannot be United States in 2015. The adjustment
effectively redacted, all or part of that is necessary to provide for the estimated
comment may not be made publicly medical, scientific, research, and
available. Comments posted to bttp:// industrial needs of the United States.
www.teguIations.gov may include any lawful export requirements, and the
personal identifying information (such establishment and maintenance of
as name, address, and phone number) reserve stocks. _
included in the text of your electronic In proposing the adjustment, the
submission that is not identified as Administrator has taken into account
directed above as confidential. >ho following criteria in accordance

An electronic copy of this document with 21 CFR 1303.13: (1) Changes in
is available at http:// demand for the basic class, changes in
www.regulations.gov for easy reference, the national rate of net disposal for the
, ...... class, and changes in the rate of net
Legal Authority disposal by the registrants holding

The Drug Enforcement individual manufacturing quotas for the

Administration (DEA) implements and class; (2) whether any increased demand

enforces titles IT and Iff of the or changes. in the national and/or
Comprehensive Drug Abuse Prevention individual rates of net disposal are

and Control Act of 1970, as amended. 21 temporary, short term, or long term; (3)
U.S.C. 601-971, Titles II and Hi are whether any increased demand for that
referred to as the "Controlled class can be met through existing
Substances Act" and the "Controlled inventories, increased individual
Substances Import and Export Act," manufacturing quotas, or increased
respectively, end are collectively importation, without increasing the
referred to as the "Controlled aggregate production quota; (4) whether
Substances Act" or the "CSA" for the any decreased demand will result in

purpose of this action. The DEA excessive inventory accumulation by all
publishes the implementing regulations persons registered to handle the class;

for these statutes in title 21 of the Code and (5) other factors affecting the
of Federal Regulations (CFR). chapter II. medical, scientific, research, and
The CSA and its implementing industrial needs of the United States
regulations are designed to prevent,
detect, and eliminate the diversion of
controlled substances and listed
chemicals into the illicit market while
providing for the legitimate medical,
scientific, research, and industrial needs
of the United States. Controlled
substances have the potential for abuse
and dependence and are controlled to

INFORMATION" in the first paragraph
of your comment. You must also place
all tho personal identifying information

you do not want made publicly
available in the first paragraph of your
comment and identify what information

you want redacted.
If you want to submit confidential

business information as part of your
comment, but do not want it to be made
publicly available, you must include the
phrase "CONFIDENTIAL BUSINESS
INFORMATION" in the first paragraph

• of your comment. You must also

for each basic class of controlled
substance listed in schedules I and II
each year. The Attorney General has

delegated this function to the
Administrator of the DEA, 28 CFR
0.100.

Background

The DEA established the initial 2015
aggregate production quotas and
assessments of annual need on
September 8, 2014 [79 FR S3216). That
notice stipulated that, as provided for in
21 CFR 1303.13. all aggregate

production quotas and assessments of
annual need are subject to adjustment.

Based on unanticipated medical,
scientific, research, and industrial needs

your comment. Please be aware that
submitted comments are not
instantaneously available for public
view on Regulations.gov. If you have
received a Comment Tracking Number,

your comment has been successfully

submitted and there is no need to
resubmit the same comment. Paper

comments that duplicate electronic
submissions are not necessary and are
discouraged. Should you wish to mail a
paper comment in lieu of an electronic

comment, it should be sent via regular
or express mail to: Drug Enforcement
Administration, Attention: DEA Federal
Register Representative/ODXL. 8701

Morrissette Drive, Springfield, Virginia
22152.

FOR FURTHER INFORMATION CONTACT:
Imelda L. Paredcs, Office of Diversion
Control, Drug Enforcement

Administration; Mailing Address: 8701

Morrissette Drive. Springfield. Virginia
22152, Telephone (202) 590-6812.

SUPPLEMENTARY INFORMATION:

c

Posting of Public Comments

Please note that all comments
received in response to this docket are

considorcd part of the public record.
They will, unless reasonable cause is
given, be made available by the Drug
Enforcement Administration for public

inspection online at http:/l
www.i-egubtions.gov. Such information
includes personal identifying
information (such as your name,
address, eic.) voluntarily submitted by
the commenter. Tho Freedom of
information Act applies to all comments
received. If you want to submit personal
identifying information (such as your
name, adtfress, etc.) as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the

and lawful export requirements, as the
Administrator finds relevant.

Analysis for Adjusting the Established
201S Aggregate Production Quota for
Difenoxin and Diphenoxylate (for
Conversion)

Since tho establishment of the initial
2015 aggregate production quotas, the
DEA has received requests from DEA

registered manufacturers to manufacture
difenoxin and diphenoxylate (for
conversion) to support the manufacture

c
protect Ike public health and safety.

Section 306 of tho CSA (21 U.S.C.
826) requires the Attorney General to
establish aggregate production quotasphrase "PERSONAL IDENTIFYING
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of prescription drug products approved 
by the Food and Drug Administration 
(FDA) for the treatment of chronic 
diarrhea and for the treatment of , 
diarrhea associated with irritable bowel 
syndrome (1BS).1 These FDA approved 
products have not been manufactured 
since 2009 due to FDA-regulated 
manufacturing issues and there is no 
existing generic or therapeutic 
equivalent. 

Analysis for Adjusting the Established 
2015 Aggregate Production Quota for 
Marijuana 

Since the establishment of the initial 
2015 aggregate.productian quotas, the 
DEA has received notification from DEA 
registered manufacturers that research 
and product development involving 
cannabidiol, is increasing beyond that 
previously anticipated for 2015. The 
associated product development 
activities are related to process 
validation and commercialization 
activities, including qualification 
activities related to potential U.S. Food 
and Drug Administration submission 
support. 

Additionally, the DEA has also 
received notification from the National 
Institute on Drug Abuse (NIDA) that it 
required additional supplies of 
marijuana to be manufactured in 2015 to 
p 'd f ng g and anticipated 
research efforts involving marijuana. 
NIDA is a component of the National 
Institutes of Health and the U.S. 
Department of Health and Human 
Services which oversees the cultivation. 
production and distribution of research-
grade marijuana on behalf of the United 
States Government, pursuant to the 
Single Convention on Narcotic Drugs 
(March 30, 1961,10 UST 1407). 

The Administrator, therefore. 
proposes to adjust the 2015 aggregate 
production quotas for difenaxin, 
diphenoxylate (for conversion), and 
marijuana, expressed in grams of 
anhydrous acid or base, as follows: 

Basic (lats. 
schedule I 

Previously 
established 
2015 quota 

Adjusted 2015 
quota 

DifenoxIn 
Marijuana .. 

50 g 
125.000 9 

9,000 9 
400,000 

Basic class- schedule 0
Previously 
established 
2015 quota 

Adjusted 2015 
quota 

aphenexYla1-
e (fer con-
version). 

Zero  75,0009 

silenexin Itchedule I) Is the a tote 
p arm ' lig d' I h ea 
preparation (soh dole Vl 

Dated: April 1, 2015. 
Michele M. Leonharl. 
Administrator. 
Ira Doc. 2015-08042 Filed 4-7-15; B:45 aml 
eu.1.11111 CODE 0410-09-1. 

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

(Notice (15-026)1 

Notice of Intent To Grant a Partially 
Exclusive License 

Maim National Aeronautics and 
Space Administration. 
ACTION: Notice of Intent to Grant 
Partially Exclusive License. 

SUMMARY: This notice is issued in 
accordance with 35 U.S.C. 209(e) and 37 
CFR 404.7(e)(1)((). NASA hereby gives 
notice of its intent to grant a partially 
exclusive license in the United States to 
practice the invention described and 
claimed in U.S. Patent No. 7.066,593 132 
titled "Magnetic Field Response 
Measurement Acquisition System," 
NASA Case No. LAR-16908-1; U.S. 
Patent No, 7,159174 B2 titled 
"Magnetic Field Response Measurement 
Acquisition System." NASA Case No. 
LAR-17280-1; U.S. Patent No. 
7,075,295E12 titled "Magnetic Field 
Response Sensor for Conductive 
Media," NASA Case No. LAR-16571-1: 
U.S. Patent No. 7,589,525 812 titled 
"Magnetic Field Response Sensor for 
Conductive Media," NASA Case No, 
LAR-16571-2; U.S. Patent No. 
7.769.932 B2 titled "Magnetic Field 
Response Sensor for Conductive 
Media," NASA Case No. LAR-16571-3; 
U.S. Patent No. 8,430,327 B2 titled 
"Wireless Sensing System Using Open-
Circuit, Electrically-Conductive Spiral-
Trace Sensor," NASA Case No. LAR-
17294-1; U.S. Patent No. 7,683,797 B2 
titled "Damage Detection/Locating 
System Providing Thermal Protection," 
NASA Case No. LAR-17295-1; U.S. 
Patent No. 7,902.815 B2 titled "Wireless 
System and Method for Collecting 
Motion and Non-Motion Related Data of 
a Rotating System," NASA Case No. 
LAR-17433-1: U.S. Patent No. 
8,042,739 B2 titled "Wireless Tamper 
Detection Sensor and Sensing System," 
NASA Case No. LAR-17444-1; U.S. 
Patent No. 7,711,509 112 titled "Method 
of Calibrating a Fluid-Level 
Measurement System,' NASA Case No. 
LAR-17460-1; U.S. Patent No. 
7,814,786 112 titled "Wireless Sensing 
System for Non-Invasive Monitoring of 
Attributes Of Contents in a Container," 
NASA Case No. LAR-17488-1: U.S. 
Patent No. 8,673.649E12 titled "Wireless 

Chemical Sensor and Sensing Method 
for Use Therewith," NASA Case No. 
LAR-17579-1; U.S. Patent Application 
No. 14/215,793 titled "Wireless 
Chemical Sensor and Sensing Method 
for Use Therewith," NASA Case No. 
LAR-17579-2; U.S. Patent No. 
8,167,204 B2 titled "Wireless Damage 
Location Sensing System," NASA Case 
No. LAR-17593-1. U.S. Patent No. 
8,179,203 B2 titled "Wireless Electrical 
Device Using Open-Circuit Elements 
Having No Electrical Connections, 
NASA Case No. LAR-17711-1; U.S. 
Patent Application Na 14/193,881 titled 
"Wireless Temperature Sensing (laving 
No Electrical Connections and Sensing 
Method for Use Therewith," NASA Case 
No. LAR-17747-1-CON; U.S. Patent 
Application No. 1317913,628 filled 
"Method of Mapping Anomalies in 
Homogenous Material." NASA Case No. 
LA11-17845-1 to GLSEQ, LLC having its 
principal place of business in Owens 
Cross Roads. Alabama. The fields of use 
may be limited to, but not necessarily be 
limited to, safety related and non-safety 
related instrumentation and control 
systems for nuclear facilities, including 
advanced safety related and non-safety 
related instrumentation systems for 
severe accident monitoring within 
nuclear power plants and nuclear 
storage facilities. The patent rights in 
these inventions have been assigned to 
the United States of America as 
represented by the Administrator of the 
National Aeronautics and Space 
Administration. The prospective 
partially exclusive license will comply 
with the terms and conditions of 35 
U.S.C. 209 and 37 CFR 404.7. 

DATES: The prospective partially 
exclusive license may be granted unless, 
within fifteen (15) days from the date of 
this published notice, NASA receives 
written objections including evidence 
and argument that establish that the 
grant of the license would not be 
consistent with the requirements of 35 
U.S.C. 209 and 37 CFR 404.7. 
Competing applications completed and 
received by NASA within fifteen (15) 
days of the date of this published notice 
will also he treated as objections to the 
grant of the contemplated partially 
exclusive license. 

Objections submitted in response to 
this notice will not be made available to 
the public for inspection and, t0 the 
extent permitted by law, will not be 
released under the Freedom of 
Information Act, 5 U.S.C. 552. 

ADDRESSES: Objections relating t0 the 
prospective license may be submitted to 
Patent Counsel, Office of Chief Counsel. 
NASA Langley Research Center, MS 30, 
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c of prescription drug products approved
by the Food and Drug Administration
(FDA] for the treatment of chronic
diarrhea and for the treatment of
diarrhea associated with irritable bowel
syndrome {IBS/. 1 These FDA approved
products have not been manufactured
since 2009 due to FDA-regulated
manufacturing issues and there is no
existing generic or therapeutic

equivalent.

Dated: April t, 2015.
Mlchele M, Leonharl,

Administrator.

IFR Doc. 21)15-08042 Filed 4-7-15. 8:45 ami

BILLING eooe 4410-C9-P

Chemical Sensor and Sensing Method
for Use Therewith," NASA Case No.
LAR-17579-1; U.S. Patent Application
No. 14/215,793 titled "Wireless
Chemical Sensor and Sensing Method
for Use Therewith," NASA Case No.
LAR-17579-2; U.S. Patent No.

8,167,204 B2 titled "Wireless Damage
Location Sensing System," NASA Case
No. LAR-17593-1; U.S. Patent No.

8,179,203 B2 titled "Wireless Electrical

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

(Notice (15-026)1

Device Using Open-Circuit Elements

Having No Electrical Connections,"
NASA Case No. LAR-17711-1: U.S.
Patent Application No. 14/193,861 titled
"Wireless Temperature Sensing Having
No Electrical Connections and Sensing
Method for Use Therewith," NASA Case
No. LAR-17747-1-CON; U.S. Patent
Application No. 13/796,626 titled
"Method of Mapping Anomalies in

. Homogenous Material." NASA Case No.
LAR-17848-1 toGLSEQ, LLC having its
principal place of business in Owens
Cross Roads. Alabama. The fields of use

Analysis for Adjusting the Established Not|ee o( |ntent to Grant a Partially
2015 Aggregate Production Quota for Exclusive License
Marijuana

Since the establishment of the initial AGENCY: National Aeronautics and
2015 aggregate.production quotas, the Space Adminis a ion.
DEA has received notiGcation from DEA action: Notice oflntent to Grant
registered manufacturers that research Parffaliy Exclusive License,
and product development involving
cannabidiol, is increasing beyond that
previously anticipated for 2015. The
associated product development
activities are related to process
validation and commercialization
activities, including qualification
activities related to potential U.S. Food
and Drug Administration submission
support.

Additionally, the DEA has also
received notification from the National
Institute on Drug Abuse (NIDA) that it
required additional supplies of
marijuana to be manufactured in 2015 to
provide for ongoing and anticipated
research efforts involving marijuana.
N3DA is e component of the National
Institutes of Health and the U.S.
Department of Health and Human
Services which oversees the cultivation,
production and distribution of research-

grade marijuana on behalf of the United
States Government, pursuant to the
Single Convention on Narcotic Drugs
(March 30, 1961, 18 UST 1407).

The Administrator, therefore,
proposes to adjust the 2015 aggregate
production quotas for difenoxin,
diphenoxylate (for conversion), and
marijuana, expressed in grams of
anhydrous acid or base, as follows:

summary: This notice is issued in
accordance with 35 U.S.C. 209(e) and 37
CFR 404.7(a](l)(i). NASA hereby gives
notice of its intent to grant a partially

exclusive license in the United States la
practice the invention described and
claimed in U.S. Patent No. 7,086,593 B2 ' may be limited to, but not necessarily he
titled "Magnetic Field Response limited to. safety related and non-safety
Measurement Acquisition System," related instrumentation and control
NASA Case No. LAR-16908-1; U.S. systems for nuclear facilities, including
Patent No 7,159,774 B2 titled advanced safety related and non-safety
"Magnetic Field Response Measurement related instrumentation systems for

- - severe accident monitoring within

nuclear power plants and nuclear
storage facilities. The patent rights in
these inventions have been assigned to
the United States of America as
represented by the Administrator of the
National Aeronautics and Space
Administration. The prospective
partially exclusive license wiil comply
with the terms and conditions of 35
U.S.C. 209 and 37 CFR 404.7.

Acquisition System." NASA Case No.
LAR-17280-l; U.S. Patent No.
7,075,295 B2 titled "Magnetic Field
Response Sensor for Conductive
Media," NASA Case No. LAR-16571-l;
U.S. Patent No. 7,589,525 B2 titled
"Magnetic Field Response Sensor for
Conductive Media," NASA Case No,
LAR-16571-2; U.S. Patent No.
7,759,932 B2 titled "Magnetic Field
Response Sensor for Conductive
Media," NASA Case No. LAR-16571-3;
U.S. Patent No. 8,430,327 B2 titled
"Wireless Sensing System Using Open-
Circuit, Electrically-Conductive Spiral-
Trace Sensor," NASA Case No. LAR-
17294-1; U.S. Patent No. 7,683,797 B2
titled "Damage Detection/Locating
System Providing Thermal Protection,"

NASA Case No. LAR-17295-1; U.S.
Patent No. 7,902.815 B2 titled "Wireless
System and Method for Collecting
Motion and Non-Motion Related Data of
a Rotating System," NASA Case No,

LAR-i 7433-1; U.S. Patent No.
8.042,739 B2 titled "Wireless Tamper
Detection Sensor and Sensing System,"
NASA Case No. LAR-17444-1; U.S.
Patent No. 7,711,509 B2 titled "Method
of Calibrating a Fluid-Level

75,000 g Measurement System," NASA Case No.
LAR-l 7480-1; U.S. Patent No.
7,814,786 B2 titled "Wireless Sensing
System for Non-Invasive Monitoring of
Attributes of Contents in a Container,"
NASA Case No. LAR-17488-1; U.S.
Patent No. 8,673.649 E2 titled "Wireless

L

OATEs: The prospective partially
exclusive license may be granted unless,
within Gfteen (15) days from the date of
this published notice, NASA receives
written objections including evidence
and argument that establish that the
grant of the license would not be
consistent with the requirements of 35
U.S.C. 209 and 37 CFR 404.7.
Competing applications completed and
received by NASA within fifteen (15)
days of the date of this published notice
will also he treated as objections to the
grant of the contemplated partially
exclusive license.

Objections submitted in response to
this notice will not be made available to

Previously
established
2015 quota

Adjusted 2015
Quota

Basic class-
schedule I

Difenoxin ...
Marijuana ..

SO g 9,000g
400,000 g125,000 g

Previously
established
2015 quota

Basic class-
schedule II

Adjusted 2015
quota

the public for inspection and, to the
extent permitted by law, will not be

ZeroDiphonoxylat-

e (for con
version).

released under the Freedom of
information Act. 5 U.S.C. 552.

aodresses: Objections relating to the
prospective license may be submitted to
Patent Counsel, Office of Chief Counsel,
NASA Langley Research Center, MS 30.

L ' Difenoxin (schedule I) is the octivo
pharmaceutical ingredient In the diarrhea
preparation (schedule V|.
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Dated: June IL 2015. 
Chuck Rosenberg, 
A t' g Adm" rot 
(FR Doc 2015-11910 Filed 6-111-15; 8215atel 
BILLING CODE 4110-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-4109 

AGENCY: Drug Enforcement 
Administration, Department of Justice. 
ACTION: Final order. 

SUMMARY: This final order establishes 
the initial 2015 aggregate production 
quotas for three temporarily controlled 
synthetic cannabinoids:N-(1-amine-3-
methyl-1-oxobutan-2-y1)-1-
(cyclohexylmethyl)-1H-indazole-3-
carboxamide (AB-CHMINACA), N-(1-
amino-3-mothyl-1-exobutan-2.yl)-1. 
penty1-111-indazole-3-carboxamide (AB-
PINACA), and 11-(5.fluorapentyl)-1H-
indazol.3-yll(naphthaIen-1. 
yfimethanone (TH1-2201). 
DATES: Effective June 17, 2015. 
FOR FURTHER INFORMATION CONTACT: John 
K Scherbenske, Office of Diversion 
Control, Drug Enforcement 
Administration:Mailing Address: 8701 
Mortissatte Drive, Springfield, Virginia 
22152; Telephone: (202) 5O8-6812. 
SUPPLEMENTARY INEORMADONI 

Background 

Section 306 of the Controlled 
Substances Act (GSA) (21 U.S.C. 826) 
requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules I and II 
and for ephedrine. pseudoophedrine, 
and phenylpropanolamine. The 
Attorney General has delegated this 
authority to the Administrator of the 
DEA. 28 CFR 0.100(h). 

On January 30, 2015, the DEA 
ublished in the Federal Register a final 

order to temporarily place three 
snthetic cannabinoids,N-(1-amino.3. 
methy1-1-axobutan-2-y1)-1-
(cyclohoxylmethylk1H-indazole-3-
carboxamide (AB-CHMINACA), N.(1-
amino-3-rnethy1-1.oxobutan-2-yfi -1-
pentyl-th-indazole-3-carboxamide (AR 
PINACA), end (1-(5-fluoropenty1).1H. 
indazol-3-ylfinaphthalen-1-
yfirnethanone (TIIJ-2201), into schedule 
I of the CSA (80 FR 5042), making all 
regulatory controls pertaining to 
schedule I controlled substances 
applicable to AB-CHMINACA, AB-
PINACA, and THJ-2201. Including the 
requirement to obtain a manufacturing 
quota pursuant to 21 CFR part 1303, 

The 2015 aggregate production quotas 
for AB-CHMINACA, AB-PINACA, and 
TH1-2201 represent those quantities that 
may be manufactured in the United 
States in 2015 to provide for the 
estimated scientific, research, and 
industrial needs of the United Stales, 
lawful export requirements, and the 
establishment and maintenance of 
reserve stocks. 

On March 20. 2015, the DEA 
published a notice titled, "Controlled 
Substances: 2015 Proposed Aggregate 
Production Quotas for Three 
Temporarily Controlled Synthetic 
Cannabinoids" in the Federal Register 
(80 FR 15034). That notice proposed the 
2015 aggregate production quotas for 
AB-CHMINACA, AB-PINACA, and TIll-
2201. Interested persons were invited to 
comment on or object to the proposed 
aggregate production quotas for AB-
CHMINACA, AB-PINACA, and TH1. 
2201 on or before April 20, 2015. No 
comments were received. 

Analysis for 2015 Established Aggregate 
Production Quotas 

In determining the 2015 aggregate 
production quotas for N.(1-amino-3-
mathyl-Fuxobutan-2-31)-1-
(cyclohexylmethyl)-1H-indazole-3-
carboxamide (AB-CHMINACA), N-(1. 
annno-3-methyl-1-oxobutan-2-yI)-1-
penty1-111-Indazole.3-cuboxamide (AB-
PINACA), and (1-(5-fluoropentyI)-1H-. 

yfimethanone (TH1-2201), the DEA has" 
taken into consideration the factors set 
forth at 21 CFR 1303.11, pursuant to 21 
U.S.C. 826(a), and other relevant factors, 
including 2015 export requirements, 
industrial Use, applications for quotas, 
as well as information on research and 
product development requirements. 

Pursuant to 21 U.S.G. 826 and in 
accordance with 21 CFR 1303.11, the 
Acting Administrator hereby establishes 
the 2015 aggregate production quotas for 
AB-CHMINACA. AB-FINACA, and TH1. 
2201, expressed in grams of anhydrous 
acid or base. as follows: 

Basic class—schedule I 
Established 
2015 quota 

(9) 

N-(1-amino-3-methyl-1-oxabutan-211)-11cyclohexylmethyl)-1H-Indazole-3-carboxamide (AB-CHMINACA)  
N-(1-amino-3.methy1-1-exobutan-210-1-pentyi-114.1ndazole-3-carboxamIde (AB-PINACA)  
11-(5-11uoropenly1)-1H.indaw1-311(naphtnalen.111)methanono (THJ-2201)  

15 
15 
15 

In accordance with 21 CFR 1303.13, 
upon consideration of the relevant 
factors, the Acting Administrator may 
adjust the 2015 aggregate production 
quotas for AB-CHMINACA, AB-
PINACA, and THJ-2201 as needed. 

Dated: lune 11. 2015. 
Chuck Rosenberg, 
Acting Administrator. 
IFR Doc. 2015-14E09 Filed 6-10-IS: 8:45 anil 
BILLING CODE 4110-C9-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-392] 

Importer of Controlled Substances 
Registration: Mylan Technologies, Inc. 

ACTION: Notice of registration. 

SUMMARY: Mylan Technologies, Inc. 
applied to be registered as an importer 
of certain basic classes of controlled 
substances. The Drug Enforcement 
Administration (DEA) grants Mylan 
Technologies, Inc. registration as an 
importer of those controlled substances. 

SUPPLEMENTARY INFORMATION: By notice 
dated February 11, 2015, and published 
in the Federal Register on February 19. 
2015, 80 FR 8002, Mylan Technologies, 
Inc., 110 Lake Street, Saint Albans, 
Vermont 05478 applied to he registered 
as an importer of certain basic classes of 
controlled substances. No comments or 
objections wore submitted for this 
notice. 

The DEA has considered the factors in 
21 U.S.C. 823, 952(a) and 958(a) and 
determined that the registration of 
Mylan Technologies, Inc. to Import the 
basic classes of controlled substances is 
consistent with the public interest and 
with United States obligations under 
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L
On March 20, 2015, the DEA

published a notice titled, "Controlled
Substances: 2015 Proposed Aggregate
Production Quotas for Three
Temporarily Controlled Synthetic
Cannabinoids" in the Federal Register
(80 FR 15034). That notice proposed the
2015 aggregate production quotas for
AB-CHMtNACA, AB-PINACA, andTHJ-
2201. Interested persons were invited to
comment on or object to the proposed
aggregate production quotas for AB-
CHMINACA, AB-PINACA. and THJ-
2201 on or before April 20, 2035. No

comments were received.

Analysis for 2015 Established Aggregate
Production Quotas

In determining the 2015 aggregate
production quotas for N-(l-amino-3-
methyl-l-oxobutan-2-yIl-l-
(cyclohexylmethyl).lH-indazolc-3-
carboxamide (AB-CHMINACA), N-(i-
amino-3-methyl-l-oxobutan-2-yl)-l-
pentyl-lH-indazole-3-carboxamide (AB-
PINACA), and [l-(5-fluoropentyl)-lH-
indazol-3-ylJ(naphthalen-l-
yljmethanone (THJ-2201), the DEA has"
taken into consideration the factors set
forth at 21 CFR 1303.11, pursuant to 21
U.S.C. 826(a), end other relevant factors,
including 2015 export requirements,
industrial use, applications for quotas,
as well as information on research and
product development requirements.

Pursuant to 21 U.S.C. 826 and in
accordance with 21 CFR 1303.11, the
Acting Administrator hereby establishes
the 2015 aggregate production quotas for
AB-CHMINACA. AB-PINACA, and THJ-
2201 , expressed in grams of anhydrous
acid or base, as follows:

BackgroundDated; June 11, 2015. '
Chuck Rosenberg,

Acting Administrator.

(Fit Doc. 2011-14910 Filed B-1&-1S; 0:45 ami

BILLING CODE 4410-09-P

Section 306 of the Controlled
Substances Act (CSA) (21 U.S.C. 826) .
requires the Attorney General to
establish aggregate production quotas
for each basic class of controlled
substance listed in schedules I and II
and for ephedrine, pscudoophedrine,
and phenylpropanolamine. The
Attorney General has delegated this
authority to the Administrator of the
DEA. 28 CFR 0.100(b).

On January 30, 2015. the DEA
published in the Federal Register a final

rorder to temporarily place three
.^ynthetic cannabinoids, N-(i-amino-3-
"methyl- l-oxobutan-2-yl)-l-
(cyclohoxylmethyl)-lH-indazole-3-
carboxamide (AB-CHMINACA), N-(l-
amino-3-methyM-oxobutan-2-yl]-l-

. pentyl-lH-indazole-3-carboxamide (AB-
SUMMary: This final order establishes £IN/CA), and [Ms-fluoropentyU-lH-
the initial 2015 aggregate production indazol-3.yl|(naphthalen-l-
quotas for three temporarily controlled yl)methanone (THJ-2201), into schedule
synthetic cannabinoids: N-(l-amino-3- [of(he CSA [80 FR 5042)i makillg all
methyl-l-oxobutan-2-yl)-l- regulatory controls pertaining to
(cyclohexyImethyI)-lH;.ndazo e-3- sc£cduleI controlled substances
carboxamide (AB-CHMINACA), N-(l- applicable to AB-CHMINACA, AB-
amino-3-mothyl-l-oxobutan.2.yl)-l- pjnaca, and THJ-2201, including the

r«"Carh0Xamn B' requirement to obtain a manufacturingPINACA), and [l.(5.fluoropenty])-lH- Mota pursuantt0 21 CFR part 1303,

' The 2015 aggregate production quotasyDmethanone (THJ-2201). for AB-CHMINACA, AB-PINACA. and

DATES: Effective June 17, 2015. THJ-2201 represent those quantities that

FOR FURTHER information contact: John may be manufactured in tho United
R. Scherbenske, Office of Diversion
Control, Drug Enforcement
Administration; Mailing Address; 8701
Morrissotte Drive, Springfield, Virginia
22152; Telephone: (202) 598-6812.

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-41 OF)

f

4

agency: Drug Enforcement
Administration, Department of Justice,

ACTION; Final order.

I

L
States in 201 5 to provide for the
estimated scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
establishment and maintenance of
reserve stocks.SUPPLEMENTARY INFORMATION:

Established
2015 quotaBasic class—schedule I

(9)

N-(T-amirio-3-fretfiyf-l-<3>MDufati-2-y!)-t-(cyctoftexyknethyi)-tH-indazole-3-ca'be>xamWe (AB-CHMINACA)
N-(l-arriino-3-methyl-1-oxobutan-2-yl)-l-pemyl-1H-lndazo1e-3-carboxamlde (AB-PINACA) 	
ll-(5-llLoropenlyl)-lH-indazol-3-yi](naphthalen-l-yl)methanono (THJ-2201) 	

15
15

15

SUPPLEMENTARY INFORMATION! By notice
dated February 11, 2015, and published
in the Federal Register on February 19,
2015, 80 FR 8902, Mylan Technologies,
Inc., 110 Lake Street, Saint Albans,
Vermont 05478 applied to be registered
as an importer of certain basic classes of
controlled substances. No comments or
objections wore submitted for this
notice.

The DEA has considered the factors in
21 U.S.C. 823, 952(a) and 958(a) and
determined that the registration of
Mylan Technologies, Inc. to import the
basic classes of controlled substances is
consistent with the public interest and
with United States obligations under

In accordance with 21 CFR 1303.13,
upon consideration of the relevant
factors, the Acting Administrator may

adjust tho 2015 aggregate production
quotas for AB-CHMINACA, AB-
PINACA, and THJ-2201 as needed.

Dated: June 11, 2015.

Chuck Rosenberg,

Acting Administrator.

IFRDoe. 2015-14909 Filod 6-16-15:8:45 ami

BELLING CODE 4410-09-P

DEPARTMENT OF JUSTICE

rug Enforcement Administration

[Oocket No. DEA-392]

Importer of Controlled Substances
Registration: Mylan Technologies, Inc.

ACTION: Notice of registration.

SUMMARY: Mylan Technologies, Inc.
applied to be registered as an importer
of certain basic classes of controlled
substances. The Drug Enforcement
Administration (DEA) grants Mylan
Technologies, Inc. registration as an
importer of those controlled substances.L
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The publication of this notice opens 
a period for public comment on the 
proposed Consent Decree. Comments 
should be addressed to the Assistant 
Attorney General, Environment and 
Natural Resources ➢ivision, and should 
refer to United States and the State of 
Indiana v. Exide Technologies, O.J. Ref. 
No. 90-5-2-1-11003. All comments - 
must be submitted no later than thirty 
(30) days after the publication date of 
this notice. Comments may be 
submitted either by email or by mail: 

To submit 
comments: Send Them a: 

By email  

By mail  

pubcomment-eelenrd@ 
usciej.gov. 

Assistant Attorney General 
U.S. DOJ—ENRO 
P.O. Box 1611 
Washington, D.C. 20044-

7611. 

During the public comment period, 
the Consent Decree may be examined 
and downloaded at this Justice 
➢epartment Web site: http:// 
www.usdolgovienrd/Consent_ 
Decrees.html. We will provide a paper 
copy of the Consent Decree upon 
written request and payment of 
reproduction costs (at 25 cents per 
page). Please mail your request and a 
hk m y d pybl to the 

United States Treasury to: Consent 
Decree Library. U.S. DOJ—ENRD, P.O. 
Box 7611, Washington, DC 20044-7611. 

The cost for a paper copy of the 
Consent ➢ecree is 58.25. 

Randall M. Slone, 
Acting Assistant Section Chief 
Environmental Enforcement Section, 
Environment and Natural Resources Division. 
IFR Oen 2015-06369 Filed 3-10-1S; fleiS eml 
BILLING CODE 4410-1s-e 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-41D1 

Controlled Substances: 2015 Proposed 
Aggregate Production Quotas for 
Three Temporarily Controlled 
Synthetic Cannabinolds 

AGENCY: Drug Enforcement 
Administration, Department of lusting. 
ACnON: Notice with request for 
comments. 

SUMMARY: Three synthetic cannabinoids: 
N-(1-amino-3-methyl-t-oxobutan-2-y1)-
1-(cyclohexylmethyl)-1H-indazole-3-
carboxamide (AB-CHMINACA). N-(1-
n1 -3-rn thy1-1-oxobutan-2-y1)-1-

pentyla.H-indazole-3-carboxamide (AB-

PINACA), and {145-BuoropentyB-1H-
indazol-3-yll(naphthalen-1-
yl)methanone (THJ-2201) were 
temporarily placed in schedule I of the 
Controlled Substances Act by a final 
order published by the Drug 
Enforcement Administration on January 
3D, 2015 (80 FR 5042). This means that 
any person that wishes to manufacture 
AB-CHMINACA, AB-PINACA, or THf-
2201 after January 30, 2015, must be 
registered with the Drug Enforcement 
Administration and have obtained a 
manufacturing quota pursuant to 21 
CFR part 1303. 

The Drug Enforcement 
Administration cannot issue individual 
manufacturing quotas for AB-
CHMINACA, AB-PINACA, or TH1-2201 
until it establishes aggregate production 
quotas, Therefore, this notice proposes 
the 2015 aggregate production quotas for 
AB-CHRENACA, AB-PINACA. and THE 
2201. 
DATES: Interested persons may file 
written comments on this notice in 
accordance with 21 CFR 1303.11(c). 
Electronic comments must be 
submitted, and written comments must 
be postmarked, on or before April 20, 
2015. Commenters should be aware that 
the electronic Federal Docket 
Management System will not accept 
comments after 11:59 p.m. Eastern Time
on the last day of the comment period. 

Based on comments received in 
response to this Notice, the 
Administrator may hold a public 
hearing on ono or more issues raised. In 
the event the Administrator decides in 
her sole discretion to hold such a 
hearing, the Administrator will publish 
a notice of any such heating in the 
Federal Register. After consideration of 
any comments and after a hearing, if one 
is held, the Administrator will publish 
in the Federal Register a final order 
establishing the 2015 aggregate 
production quotas for AB-CIIMINACA, 
ABRINACA, and THJ-2201. 
ADDRESSES: To ensure proper handling 
of comments, please reference "Docket 
No. DEA-410" on all correspondence, 
including any attachments, The Lint 
Enforcement Administration encourages 
that all comments be submitted
electronically through the Federal 
eRulemaking Portal which provides the 
ability to type short comments directly 
into the comment field on the Web page 
or attach a file for lengthier comments. 
Please go to http://www.regulotions.gov 
and follow the online instructions at 
that site for submitting comments. Upon 
completion of your submission you will 
receive a Comment Tracking Number for 
your comment: Please be aware that 
submitted comments are not 

instantaneously available for public 
view on Regulations.gov. If you have 
received a Comment Tracking Number, 
your comment has been successfully 
submitted and there is no need to 
resubmit the same comment. Paper 
comments that duplicate an electronic 
submission are not necessary and are . 
discouraged. Should you wish to mail a 
paper comment in lieu of an electronic 
comment, it should be sent via regular 
or express mail to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/011%L, 8701 
Morrissette Drive, Springfield, Virginia 
22152. 
FOR FURTHER INFORMATION CONTACT: 
Imelda L. Paredes, Office of Diversion 
Control, Drug Enforcement 
Administration; Mailing Address: 8701 
Morrissette Drive, Springfield, Virginia 
22152; Telephone: (202) 596-6812. 
SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments 
received in response to this docket are 
considered part of the public record and 
will be made available for public 
inspection online at http:// 
www.regu lationsgov. Such information 
includes personal identifying 
information (such as your name. 
address, etc.) voluntarily submitted by 
the commenter, 

The Freedom of Information Act 
applies to all comments received. If you 
want to submit personal identifying 
information (such as your name. 
address, etc.) as part of your comment, 
but do not want it to be posted online 
or made available in the public docket, 
you must include the phrase 
"PERSONAL IDENTIFYING 
INFORMATION" in the first paragraph 
of your comment. You must also place 
all the personal identifying information 
you do not want publicly available in 
the first paragraph of your comment and 
identify what information you want 
redacted. 

If you want to submit confidential 
business information as part of your 
comment, but do not want it to be made 
publicly available, you must include the 
phrase "CONFIDENTIAL BUSINESS 
INFORMATION" in the first paragraph 
of your comment. You must also 
prominently identify confidential 
business information to be redacted 
within the comment. If a comment has 
so much confidential business 
information that it cannot be effectively 
redacted, all or part of that comment 
may not be posted online or made 
available in the public docket. 
Comments containing personal 
identifying information or confidential 
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L instantaneously available for public
view on Regulations.gov. If you have
received a Comment Tracking Number,
your comment has been successfully
submitted and there is no need to
resubmit the same comment. Paper
comments. that duplicate an electronic
submission are not necessary and are .
discouraged. Should you wish to mail a
paper comment in lieu of an electronic
comment, it should be sent via regular
or express mail to: Drug Enforcement
Administration, Attention: DBA Federal
Register Representative/ODXL, 8701
Morrissette Drive, Springfield, Virginia
22152.

PINACA), and {l-(5-fluocopentyl)-lH-
jndazol-S-ylJfjiaphthalen-l-

yljmethanone (THJ-2201) were
temporarily placed in schedule I of the
Controlled Substances Act by a final
order published by the Drug
Enforcement Administration on lauuary
30, 2015 (80 FR 5042). This means that
any person that wishes to manufacture
AB-CHMINACA, AB-PINACA, or THJ-
2201 after January 30, 201S, must be
registered with the Drug Enforcement
Administration and have obtained a
manufacturing quota pursuant to 21
CFR part 1303.

The Drug Enforcement
Administration cannot issue individual
manufacturing quotas for AB-
CHMINACA, AB-PINACA, or TfIJ-2201
until it establishes aggregate production
quotas. Therefore, this notice proposes

The publication of this notice opens
a period for public comment on the
proposed Consent Decree. Comments
should be addressed to the Assistant
Attorney General, Environment and
Natural Resources Division, and should
refer to United States and the State of
Indiana v. Exide Technologies, D.J. Ref.
No. 90-5-2-3 -J 1 003. All comments
must be submitted no later than thirty
(30) days after the publication date of
this notice. Comments may be
submitted either by email or by mail:

To submit
comments:

Send them to:

FOR FURTHER INFORMATION CONTACT:
Imelda L. Parades. Office of Diversion
Control, Drug Enforcement
Administration; Mailing Address: 8701

, , , Morrissette Drive, Springfield, Virginia

2201.

pubcomment-ees.enrd@
usdoj.gov.

Assistant Attorney General
U.S. DOJ—ENRD

P.O. Box 7611
Washington, D.C. 20044

7611,

By email

By mail

During the public comment period,
the Consent Decree may be examined
and downloaded at this Justice
Department Web site: http://
www.usdoj.gov/enrd/Consent_
Decrees.html. We will provide a paper
copy of the Consent Decree upon

written request and payment of
reproduction costs (at 25 cents per
page). Please mail your request and a
check or money order payable to the
United States Treasury to: Consent
Decree Library. U.S. DOJ—ENRD, P.O.
Box 7511, Washington, DC 20044-7611.

The cost for a paper copy of the
Consent Decree is 58.25.

Randall M- Stone,

Posting of Public CommentsDATES: Interested persons may file
written comments on this notice in
accordance with 21 CFR 1303.11(c).
Electronic comments must he
submitted, and written comments must
be postmarked, on or before April 20,
2015. Commentors should be aware that
the electronic Federal Docket
Management System will not accept

Please note that all comments
received in response to this docket are
considered part of the public record and
will be made available for public
inspection online at http://
tvww.regulations.gov. Such information
includes personal identifying
information (such as your name,

comments after 11:59 p.m. Eastern Time . address, etc.) voluntarily submitted by
on the last day of the comment period. the commenter,

Based on comments received in The Freedom of Information Act
response to this Notice, the applies to all comments received. If you
Administrator may hold a public Want to submit personal identifying
hearing on one or more issues raised. In information (such as your name,
the event the Administrator decides in address, etc.) as part of your comment,
her sole discretion to hold such a but do not want it to be posted online
hearing, the Administrator will publish or made available in the public docket,
a notice of any such hearing in the you must include the phrase

EnvironmentandNaturalResources Division. Federal Register. After consideration of "PERSONAL IDENTIFYING
Ifr doc. 20i5-t»6369 Filed 3-io-i5; a:4s am| any comments and after a hearing, if one INFORMATION" in the first paragraph

is held, the Administrator will publish of your comment. You must also place
in the Federal Register a final order all the personal identifying information
establishing the 2015 aggregate you do not want publicly available in
production quotas for AB-CHMINACA, the first paragraph of your comment and
ABrFINACA, and THJ-2201. identify what information you want

ADDRESSES: To ensure proper handling redacted.
of comments, please reference "Docket If you want to submit confidential
No. DEA-410" on all correspondence, business information as part of your
including any attachments. The Drug comment, but do not want it to be made
Enforcement Administration encourages publicly available, you must include the

phrase "CONFIDENTIAL BUSINESS
INFORMATION" in the first paragraph
of your comment. Yon must also
prominently identify confidential
business information to be redacted
within the comment. If a comment has
so much confidential business
information that it cannot be effectively
redacted, all or port of that comment

c

ActingAssistant Section Chief,
Environmental Enforcement Section,

BIUING CODE 44I0-1S-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-410]

Controlled Substances: 201 5 Proposed
Aggregate Production Quotas for

Three Temporarily Controlled
Synthetic Cannablnolds

agency: Drug Enforcement
Administration, Department of Justice.

action: Notice with request for
comments.

that all comments be submitted ,
eloctronically through the Federal
cRulemaking Portal which provides the
ability to type short comments directly
into the comment field on the Web page
or attach a file for lengthier comments.
Please go to http://www.regulations.gov
and follow the online instructions at
that site for submitting comments. Upon
completion of your submission you will may not be posted online or made
receive a Comment Tracking Number for available in the public docket,
your comment. Please be aware that Comments containing personal
submitted comments are not identifying information or confidential

SUMMARY: Three synthetic cannabinoids:
N-(l-amino-3-ineuiyl-i-oxobutan-2-yl)-
l-fcyclohexylmethyl)-lH-inda2o)e-3-
carboxamide (AB-CHMINACA). N-(l-
amino-3-methyl-l-oxobutan-2-yl)-l-
pentyl-lH-indazole-3-carboxamide (AB-

c
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business information identified as 
directed above will be made publicly 
available in redacted form. 

An electronic copy of this document 
is available at Mind/ 
www.regularianagov for easy reference. 
If you wish to personally inspect the 
comments and materials received, these 
materials will be available for public 
inspection by appointment. To arrange 
a viewing, please see the FOR FURTHER 
INFORMATION CONTACT paragraph above. 

Legal Authority and Background 

Section 306 of the Controlled 
Substances Act (CSA), 21 U.S.C. 826, 
requires that the Attorney General 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules I and II 
each year. This responsibility has been 
delegated to the Administrator of the 
Drug Enforcement Administration 
IDEAL 28 CFR 0.100. 

The DEA established the 2015 
aggregate production quotas for 
substances in schedules I and II on 
September 8. 2014 (79 FR 53216). 
Subsequently, on December 19, 2014, 
DEA published in the Federal Register 
a notice of intent to temporarily place 3 

synthetic cannabinoids: N-(1-amino.3-
methyl.1.oxobutan-2-y1)-1-
(cyclone xylmethyl)-1H-indazol 
carboxamide (A13.CHMINACA), N-(1-
amino-3-methyl-1-oxobutan-2-y1)-1-
pentyl-thdndazole-3-carboxamide (AB-
PINACA), and I1-(5-fluoropentyl)-1H-
indazol-3-yl)fnaphtha1en-1-
yihnethanone (THJ-2201) into schedule 
I of the GSA (79 FR 75767). On January 
30, 2015, the DEA published in the , 
Federal Register a final order to 
temporarily place these three synthetic 
cannabinoids in schedule [of the CSA 
(80 FR 5042), making all regulatory
controls pertaining to schedule I 
controlled substances applicable to the 
manufacture of these three synthetic 
cannabinoids, including the 
requirement to establish an aggregate 
production quota pursuant to 21 U.S.C. 
826 and 21 CFR part 1303. 

AB-CHMINACA, AB.PINACA. and 
THJ-2201 were non-controlled 
substances when the aggregate 
production quotas for schedule I and II 
substances were established. Therefore 
no aggregate production quotas for AB. 
CIIMINACA, AB-PINACA, and THE 
2201 were established at that time. 

In determining the 2015 aggregate 
production quotas of these three 
synthetic cannabinolds, the 
Administrator considered the following 
factors in accordance with 21 U.S.C. 
826(a) and 21 CFR 1303.11(h): (1) Total 
net disposal of the class by all 
manufacturers during the current and 2 
preceding years; (2) trends in the 
national rate of net disposal of the class; 
(3) total estimated inventories of the 
basic class and of all substances 
manufactured from the class, and trends 
in inventory accumulation; (4) projected 
demand for each class as indicated by 
procurement quotas requested pursuant 
to 21 CFR 1303.12; and (5) other factors 
affecting medical, scientific, research, 
and indifstrial needs of the United 
States and lawful export requirements, 
as the Administrator finds relevant. 
These quotas do not include imports of 
controlled substances for use in 
industrial processes. 

The Administrator, therefore, 
proposes that the annual 2015 aggregate 
production quotas far the following 
temporarily controlled schedule I 
controlled substances, expressed in 
grams of anhydrous acid or base, be 
established as follows: 

Basic class—schedule I 
Proposed 

2015 quota 
(9) 

N-(1-errino-3-methyl-1-oxobulao-2.y1).1.(cyclohexylmolhell-1H-Indazoie-3-carooxamide (AB-CHMINACA)  
N-(1-are ino-3-methyl-l-oxebulan-211)-1-pentyl-1H-Indazole-3-earboxamIde (AB-PINAGA)  
(14S4uoropenty1)-1H-Indazol-3-ylgnaptilhaten-1-ylimethanone (TH..1-22011  

15 
15 
15 

Bated. March 12, 2015. 
Michele M. Lennhart, 
Sidirunisea tor. 
1111 Dec 2015-0945n Filed 3-19-15: 5:45 amt 
BILLING CODE 4410-09. 

MORRIS K. UDALL AND STEWART L. 
UDALL FOUNDATION 

Sunshine Act Meetings 
• 

TIME AND DATE: 0:00 a.m. to 9:00 p.m., 
Thursday, April 16 2015. 
PLACE: The offices of the Morris K. 
Udell and Stewart L. Udall Foundation, 
130 South Scott Avenue, Tucson. AZ 
85701. 
STATUS: This meeting of the Board of 
Trustees will be open to the public. 
MATTERS TO BE CONSIDERED: (I) Chair's 
Remarks; (2) Executive Director's 
Remarks; (3) Overview of Trustee 
Responsibilities; (4) Board Officers & 
Committee Elections; (5) Consent 
Agenda Approval, including program 
reports of the Education Programs, U.S. 

Institute for Environmental Conflict 
Resolution, and Udall Center for Studies 
in Public Policy/Native Nations Institute 
for Leadership, Management, and 
Policy/Udall Archives, and resolutions 
related to the Operating Procedures of 
the Board of Trustees and the Parks in 
Focus Fund, Inc. (6) Financial end 
Internal Controls Update; (7) Ethics 
Briefing: (8) Program Panel & 
Discussion: and (9) Appropriations 
Update. . 

CONTACT PERSON FOR MORE INFORMATION: 
Philip J. Lemanski, Executive Director, 
130 Smith Scott Avenue, Tucson, AZ 
85701, (520) 901-8500. 

Dated: March 16. 2015. 
Philip J. Lemanski, 
Executive Thirster, Mons K. Udall and 
Stewart L. Udall Foundation, and &demi 
Register Liaison Officer. 
IFR Nac. 2015-09556 Filed 3-18-15:4:15 pin] 
BILLING CODE an20-ni-B 

NUCLEAR REGULATORY 
COMMISSION 

(NRC-2015-0001) 

Sunshine Act Meetings 

0 March 23, 30, April 6, 13. 20. 27, 
2015.

PLACE: Commissioners Conference 
Room, 11555 Rockville Pike, Rockville, 
Maryland. 

STATUS: Public and Closed. 

Week of March 23, 2015—Tentative 

Thursday, March 26, 2015 

9:30 a.m. Briefing on Security Issues 
(ClosecD-Ex. 1) 

1:30 p.m. Briefing on Security Issues 
(Closed—Ex. 1) 

Friday. March 27. 2015 

9:30 a.m. Briefing an Threat 
Environment Assessment (Closed—
Ex. 1) 
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L In determining the 2015 agg
production quotas of these three

business information identified as
directed above will be made publicly
available in redacted form.

An electronic copy of this document
is available at htlp://
www.regulatians.gov for easy reference.
If you wish to personally inspect the
comments and materials received, these
materials will be available for public
inspection bv appointment. To arrange
a viewing, please see the FOR further
INFORMATION CONTACT paragraph above.

Legal Authority and Background

Section 306 of the Controlled
Substances Act (CSA), 21 U.S.C. 826,
requires that the Attorney General
establish aggregate production quotas
for each basic class of controlled
substance listed in schedules 1 and II
each year. This responsibility has been
delegated to the Administrator of the
Drug Enforcement Administration
(DEA). 28 CFR 0.100.

The DEA established the 2015
aggregate production quotas for
substances in schedules I and II on
September 8, 2014 (79 FR 53216).
Subsequently, on December 19, 2014,
DEA published in the Federal Register
a notice of intent to temporarily place 3

synthetic cannabinoids: N-(l-amino-3-
methyM-oxobutan-2-yl)-l-
{cyclohexylraethylJ-JH-indazole-H-
carboxamide (AB-CHMINACA), N-(l-
amino-3-methyl-l-oxobutan-2-yl)-l-
pentyl-lH-indazole-3-carboxamide (AB-
PINACA), and |l-(5-fluoropnntyl)-lH-
,indazol-3-yl](naphthalen-l-
yl)methanone (THI-2201) into schedule
I of the CSA (79 FR 75767). On January
30, 2015, the DEA published in the .
Federal Register a final order to
temporarily place these three synthetic
cannabinoids in schedule I of the CSA
(80 FR 5042). making all regulatory •
controls pertaining to schedule I
controlled substances applicable to the
manufacture of these three synthetic
cannabinoids, including the

requirement to establish an aggregate
production quota pursuant to 21 U.S.C.
826 and 21 CFR part 1303.

AB-CHMINACA, AB-PINACA, and
THJ-2201 were non-controlled
substances when the aggregate
production quotas for schedule 1 and II
substances were established. Therefore
no aggregate production quotas for AB-

1 CHMINACA, AB-PINACA, and THJ-
2201 were established at that time.

regate

synthetic cannabinoids, the
Administrator considered the following
factors in accordance with 21 U.S.C.
826(a) and 21 CFR 1303.11(b): (1) Total
net disposal of the class by all
manufacturers during the current and 2
preceding years; (2) trends in the
national rate of net disposal of the class;
(3) total estimated inventories of the
basic class and of all substances
manufactured from the class, and trends
in inventory accumulation; (4) projected
demand for each class as indicated by
procurement quotas requested pursuant
to 21 CFR 1303.12; and (5) other factors
affecting medical, scientific, research,
and industrial needs of the United
States and lawful export requirements,
as the Administrator finds relevant.
These quotas do not include imports of
controlled substances for use in
industrial processes.

The Administrator, therefore,
proposes that the annual 2015 aggregate
production quotas for the following
temporarily controlled schedule I
controlled substances, expressed in
grams of anhydrous acid or base, bo
established as follows:

L Proposed
2015 (juotaBasic class—schedule I

N-(1-amlno-3-rtiethyM-oxobutan-2-yl)-1-(cyclotiexylmclhyl)-1H-lndazoie-3-carboxamide (AB-CHMINACA)
N-(1-aitiino-3-meihyM-oxobutan-2-yl)-1-pentyMH-ln(la20le-3-carboxamlde (AB-PINACA) 			
(1-(5-fluoropentyl)-1H-lndazol-3-yiKnaphlbaleri-i-yl)methanonB (THJ-2201) 	

15

15

15

Institute for Environmental Conflict
Resolution, and Udall Center for Studies
in Public Policy/Native Nations Institute
for Leadership, Management, and
Policy/Uriah Archives, and resolutions
related to the Operating Procedures of
the Board of Trustees and the Parks in
Focus Fund. Inc. (6) Financial and
Internal Controls Update; (7) Ethics
Briefing; (8) Program Panel &
Discussion; and (9) Appropriations
Update. .

CONTACT PERSON FOR MORE INFORMATION:

Philip J. Lemanski, Executive Director,
130 South Scott Avenue, Tucson, AZ
85701, (520) 901-8500.

Daied: March 16, 2015.

Philip J. Lemanski,

Executive Director, Morris K. Udall and
Stewart L. Udall Foundation, and Federal
Register Liaison Officer.

[FR Doc. 2015-06556 Filed 3-18-18; 4:15 ]Jrn|

9ILLINO CODE M2D-FW-#

NUCLEAR REGULATORY
COMMISSION

Dated; March 12, 2015.

Michete M. Lennhart,

Administrator.

[FR Doc. 2015-00456 Filed 3-19-15; 8:40 ami

BIILINO CODE 4410-08-P

IN RC-201 5-0001]

Sunshine Act Meetings

DATES: March 23, 30, April 6, 13. 20. 27,
2015.

MORRIS K. UDALL AND STEWART L.
UDALL FOUNDATION

Sunshine Act Meetings

TIME AND DATE: 0:00 a.m. to 4 :00 p.m.,
Thursday, April 16, 2015.

place: The offices of the Moiris K.
Udall and Stewart L. Udall Foundation,
130 South Scott Avenue, Tucson, AZ
85701.

STATUS: This meeting of the Board of
Trustees will be open to the public.
MATTERS TO BE CONSIDERED: (l) Chair's
Remarks; (2) Executive Director's
Remarks; (3) Overview of Trustee
Responsibilities; (4) Board Officers &
Committee Elections; (5) Consent
Agenda Approval, including program
reports of the Education Programs, U.S.

place: Commissioners' Conference
Room, 11555 Rockville Pike, Rockville,
Maryland.

STATUS: Public and Closed.

Week of March 23, 2015—Tentative

Thursday, March 26, 2015

9:30 a.m. Briefing on Security Issues
(Closed—Ex. 1)

1:30 p.m. Briefing on Security Issues
(Closed—Ex. 1)

Friday, March 27, 2015

9:30 a.m. Briefing on Threat
Environment Assessment (Closed-
Ex.!)

c
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2015100 
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(b)(4) (b)(7)(E) 11,070.0000m 16,400,000.000 13,003,000.000 2,000003003 
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CODEINE (FOR SALE) 
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L 
(b)(4) 

May 14, 2015 

Dr. Christine S amend 
Drug Enforcement Administration 
Office of Diversion Control 
8701 Morrisette Drive 
Springfield, VA 22152 

Dear Dr. Saruaerud: 

L 

I 

(b)(4) (b)(7)(E) is  requesting an increase in 2015 CPS morphine (9670) and CPS 
codeine (9670) procurement quota. ;b)(4)  also requests additional 2015 morphine for sale (9300), 
morphine for conversion (9300), and codeine for sale (9050) manufacturing quota. 

Quota Category Material Name 
2015 Granted 

Quota (kg) 
Requested 
Quota(kg) 

Increase 
(kg) 

Procurement 
CPS-Morphine — 9670 NET 38,999 80,000 41,001 

CPS-Morphine — 9670 as kgB 31,199 64,000 32,801 

Procurement 
CPS-Codeine — 9670 NET 6,366 9,988 3,622 

CPS-d ine — 9670 as kgB j 5,417 8,500 3,083 

Manufacturing 
Total Morphine 300 for Conversion 

- 9
13,463 24,600 11,037 

Morphine for Conversion for 
Codeine 

24,097 10,634 24,097 

Morphine for Conversion for 
oxyrnorphone 

403 403 403 

Manufacturing Morphine for Sale — 9300 19.546 26,000 6,454 
Manufacturing Codeine For Sale - 9050 16,769 28,250 ( - 11,481 

Current Situation 
•• . 

1))(4) 
• CPS Morphine is the starting material for two ; • g products: Morphine Sulfate and 

Codeine Phosphate (via morphine for conversion category). 

• Morphine sales have increased over 2014. (b)(4)  bolds a contract with 'W(4) (b)(7)(E)  and 
b)(4)(b)(7)(E)  -equiririg supply of 80% of their requirements. As a result of exhausting inventory from 
another supplierj(b)(4)  will require b)(4) to begin supplying in 2015.'_b)(4)  bas already 
supplied initial, uti-forecasted quantities. b)(4) xpects demand to be approximately 4,000 to 6, 000 
kg salt due in part to base business not previously supplied by (b)(4) but also driven by 
substitution for hydrcoodone. 

• (b)(4) Codeine sales have increased significantly compared to recent years. This may potentially 
be attributed to the reschedulin of hydrocodoce and the movement of physicians to other schedule 
ila-V pain medication. ;b1(4) ey codeine customer, (b)(4 ) has requested supply increase for 
2015 of 18.000 kg salt and is predicting 22,000 kg salt requirement for 2016. 

Page 1 of 20 
CONFIDENTIAL BUSINESS INFORMATION 
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L
M4)

May 14, 2015

Dr. Christine Saanerud
Drug Enforcement Administration
Office of Diversion Control
8701 Momsette Drive

Springfield, VA 22152

Dear Dr. Sannerud:

(b)(4);(b)(7)(E)	 lis requesting an increase in 2015 CPS morphine (9670) and CPS
codeine (9670) procurement quota. |(b)(4) |also requests additional 2015 morphine for sale (9300),
morphine for conversion (9300), and codeine for sale (9050) manufacturing quota.

Increase2015 Granted

Quota (kg)

Requested
Quota(kg)

Material NameQuota Category
M

38,999 80,000 41,001CPS-Morphine-9670 NET
Procurement

L
64,000 32,801CPS-Morphine- 9670 as KgB 31,199

9,988 3.622CPS-Codeine -9670 NET 6,366
Procurement

3,083CPS-Codeine - 9670 as kgB 5,417 8,500

Total Morphine for Conversion
13,463 24300 11,037Manufacturing

-9300
Morphine for Conversion for

24,09724,097 10,634
Codeine

Morphine forConversion for
	 oxymorphone	

403 403403

19.546 26,000 6,454Morphine forSale-9300Manufacturing

>128,250 f\ 11,48116,769Codeine For Sale - 9050Manufacturing

Current Situation

• CPS Morphine is the starting material for two |'b"'Jl [hug products: Morphine Sulfate and
Codeine Phosphate (via morphine for conversion category).

' • Morphine sales have increased over 2014. 1(b)(4) [holds a contract withKb)(4);(b)(7)(E) land
. |(b)(4)-(b)(7)(E)~frequiring supply of 80% of their requirements. As a result of exhausting inventory from

another supplierjfb)(4) [will require [b)(4) |to begin supplying in 2015. 1(b)(4) |has already
snpplied initial, un-forecasted quantities,[(b)(4) |expects demand to be approximately 4,000 to 6, 000
kg salt due in part to base business not previously supplied by |(b)(4) | but also driven by
substitution for hydrocodone.

• |(b)(4) |Codeine sales have increased significantly compared to recent years. This may potentially
be attributed to the rescheduling of hydrocodone and the movement ofphysicians to other schedule
ffl-V pain nadication.[ bK4) key codeine customerJW(4) |has requested supply increase for
2015 of 18,000 kg salt and is predicting 22,000 kg salt requirement for. 2016.

L
Page 1 of 20
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Procurement and Manufacturing Quota Increase Request -
CPS Morphine (9670) , CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale 
(9300) and Codeine for Sale (9050) 
May 14, 2015 

(b)(4) (b)(7)(E) 

• Tasman codeine sales slowly increase as suUSppculiedstomeo rs on board and " 4)
consume tbe Tasman API. (b)(4) 

'international sites 
historically since the Tasman 

introduction. In 2014  ;b)(4) 'received qualification samples with 
bulk API delivered in 2015.  (b)(4)  will be requiring qualification material in 2015 with 
commercial volume in 2016. 

• The requested quota increases will provide adequate morphine and codeine inventory to support our 
first quarter 2015 sales and will be under the 5(1% year-end level requirement 

• With the recent change to reporting CPS as net and with the increase API demand, the initial CPS 
Mo .hine and CPS Codeine procurement quota grant does not provide enough material to support 
the ;b)(4) 15 production plan for both morphine for sale and codeine for sale while allowing 
for adequate year-end inventory to support IQ2016. The CPS needed to produce the planned 

"volumes of morphine and codeine can be found in Appendix A. 

Timing

• The current CPS Morphine and CPS Codeine procurement quota grant will impact the supply chain 
in November. 

• The additional morphine for sale quota is required in the fall to support the remaining 2015 
production and provide adequate year-end inventory. 

• The additional codeine is required by June to support the remaining 2015 production and provide 
adequate year-end inventory. 

Quota justiB cation — Process Losses, Morphine Sales 

b)(4)  s notifying DEA in this letter of the actual processing losses for the purified morphine 
sulfate steps (PMS) and codeine phosphate steps (CPI-1). The quota requested includes 
replacement quota for the material lost in the waste water streams. The process losses for both 
products can be found in Appendix A. 
2015 Morphine sales are shown in Table I and the 2015 Codeine sales are shown in Table IL 
Supporting POs available can be found in Appendix B. 
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L
Procurement and Manufacturing Quota Increase Request (b)(4);(b)(7)(E)

CPS Morphine (9670) , CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale
<9300) and Codeine for Sale (9050)
May 14,2015

• Tasman codeine sales slowly increase as US customers on board andp)W
consume the Tasman API.|(b)(4) |has supplied )'b)(4)
introduction. In 20I4Kb)(4) '
bulk API delivered in 2015. WW
commercial volume in 2016.

• The requested quota increases will provide adequate morphine and codeine inventory to support our
first quarter 2015 sales and will be under the 50% year-end level requirement.

• With the recent change to reporting CPS as net and with the increase API demand, the initial CPS
Morphine and CPS Codeine procurement quota grant does not provide enough material to support
the[[b)(4) [2015 production plan for both morphine for sale and codeine for sale while allowing

for adequate year-end inventory to support IQ2016. Hie CPS needed to produce the planned
'volumes of morphine and codeine can be found in Appendix A.

	{international sites
Ihistorically since the Tasman

	 (received qualification samples with
{will be requiring qualification material in 2015 with

Timing

• The current CPS Morphine and CPS Codeine procurement quota grant will impact the supply chain
in November. .

• The additional morphine for sale quota is required in the fall to support the remaining 2015
production and provide adequate year-end inventory.

• The additional codeine is required by June to support the remaining 2015 production and provide
adequate year-end inventory.

Quota Justification - Process Losses. Morphine Sales

« |(b)(4) notifying DEA in this letter of the actual processing losses for the purified morphine
sulfate steps (FMS) and codeine phosphate steps (CPH). The quota requested includes
replacement quota for the material lost in the waste water streams. The process losses for both
products can be found in Appendix A.

• 2015 Morphine sales are shown in Table I and the 201 5 Codeine sales are shown in Table IL
Supporting POs available can be found in Appendix B.
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Procurement and Manufacturing Quota Increase Request -
CPS Morphine (9670) , CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale 
(9300) and Codeine for Sale (9050) 
May 14, 2015 

(b)(4):(b)(7)(E) 

Table I: 2015 Codeine for Sale YTD Saks and Forecast 

2015 Codeine from Mor7hlne Sales, kg Base 

Customer Reg 4 Jan - 
April 

May • 
June 

In1y- 
• Sept 

- 
Dec 

2815 
Total 

(b)(4)(b)(7)(E) 
0.1 -, - - 0.1 

- 44.4 88.8 - 1332 

0.1 - - 0.1 - 
50.1 166.5 111.0 134.7 462-3 

- . 

372.2 370.0 1,462.2 1,446.7✓ 3,651.2 
42.3 421.8 252.3 716.5 

1.0 0.7 - 1.7 

I01.9 11.8 44.4 96.2 254.3 

0.2 - 0.2 

858.2 606.1 966.4 - 2,430.1 
75_5 18.5 44.0 

2.2 - - - 2.2. 
. . _ . 
. _ - - • 

111.0 111,0. 481.0 1,342.4 t 2,045.4 
692.6 865.8 w 1,858.9 2,516.0 59533 

. _ . . 

Total 1307.4 2,597.4 5,224.3 V 5,535.9 15,725.1 
Intercompany Movement for 

testing 
-b)(4):(b)(7)(E) 0.8 

2015 Codeine from Tasman Sales, kg Base 
(b)(4).(b)(7)(E) 

1,110.0 1,184.0 740.0 1,480.0 4,514.0 

37.7 - - _ 37.7 

107,3 - - - 107.3 
0.0 - - - 0.0 
- 296.0 - ,_ 370.0 666.0 

Total 1,255.1 1,480.0 740.0 1,850.0 5,325.1 
Intercompany Movement for 

testing 
0.5 - - 

(b)(4):(b)(7)(E) 
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L Procurement and Manufacturing Quota Increase Request -|(b)(4)i(b)(7)(E)|
CPS Morphine (9670) , CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale
(9300) and Codeine for Sale (9050)
May 14, 2015

Table 1: 2015 Codeine for Sale YTD Sales and Forecast

2015 Codeine from Morphine Sales, kg Base

Oct- MISMay • Joly-

• Sept

Jan-
Reg#Customer

April June Dec

(b)(4);(b)(7)(E)
0.10.1

44.4 88.8 133^

0.1 0.1

oSt
Oft

166.5 111.0 134.750.1 46X3

1.462.21 1 ,446.7, ' 3fiS12372.2 370.0
0

421. B 252.342.3 7163

0.7 1.71.0

96.211.8 44.4 2543101.9

0.2 0.2

606.1 966.4 2^30.7858.2

755 18.5 94.0

2.2 23

1

1,342,4lli.O 111,0. 481.0 3,045,4

2316.0692,6 865.8 1,858,9 5,933.3

2307.4 2397-4 S084.3 5335.9 15,725,1Total

Intercompany Movementfor

	 testing	
|;b)(4):(b)(7)(E) 0.B

2015 Codeine from Tasman Sales, kg Base
(b)(4);(b)(7)(E)

1,110.0 1,184.0 740.0 1,480.0 4,514.0

37.737.7

107.3107.3

0.0 0.0

370.0296.0 666.0

1,480.0 740.0 1,850.0 5,325.11,255.1Total
i

Intercompany Movement for
	 testing	

;b)(4);(b)(7)(E) 0.5

L
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Procurement and Manufacturing Quota Increase Request - b)(4)(b)(7)(E) • 

CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300) 
and Codeine for Sale (9050) 
May 14, 2015. 

Table II: 2015 Morphine for Sale YTD Sales anti Forecast 

Custornzr Reg # 1 .Ru2- 
April 

May - 
June 

July 
Sept 

Oct- 
Dec 

2015 
Total 

(b)(4)(b)(7)(E) 0.5 - - 0.5 

0.2 - - .. 0.2

657.3 1,630.5 1,687.5 3,9783 

7.5 - 143 - 21.8 

233.3 36.8 - 298.5 568.5 
- - 600.0 - 600.0 

0.7 - - - 0.7 
86.4 95.3 150.0 - 331.6

1.5 - 0.8 0.8 3.0 
- - - ' 159.0 159.0 

- 198.8 - 198.8 

150.0  - 150.0 225.0 525.0 

- 18.8 - 37.5 56.3 

73.0 - 60.0  133.0 

. _ . . 

- 300.0 300.0 300.0 900.0 
- 9.0 - 9.0 

3,369.4 - 4,500.0 750.0 8,6I9A 
51,0 -  51.0 

22.1 - - 22.1 

- 257.3 198.0 -  4553 

83.0 - - 83.0 
2,301.0 1481.9 360.3 543.8 915.0 

3.8 - - 3.8 
I16.6 749.7  - - 866.3 

Total 5,287.1 3,457.5 6,766.5 4,3733 19,884.3
Intercompany Movement for 

testing 
\b)(4)(b)(7)(E) 

1.0 - - - 
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Procurement and Manufacturing Quota Increase Request -|(b)(4);(b)(7)(E) ' .
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300)
and Codeine for Sale (9030)
May 14, 2015.

Table II: 2015 Morphine for Sale YTD Sales and Forecast

May Inly Oct- 2015Jan-
Rcg#Customer

April Jtlne Stpt Dec Total

(b)(4);(b)(7)(E) 0.5 OS

0.2 03

657.3 1,630.5 1,687.5 3,975.3

7.5 14.3 21.8

233.3 36.8 29B.5 S6SS

600.0 600.0

0.7 0.7

150.086.4 95,3 3M.6

0.8 0.8 3.01,5
• 159.0 159.0

198.8 198.8

225.0150.0 525.0150.0

37.5 56318.8

60.0 133.073.0

300.0 300.0 300.0 900.0

9.0 9.0

4,500.0 750.0 8,619.43369.4

51.0 51.0

22.122.1

198.0257.3 4553

83Xi83.0

915.0 2301.0481.9 360.3 543.8

3.83.8

749.7 8663116.6

6,766-S 437333,4573 1938435387.1Total
(b)(4);(b)(7)(E)Intercompany Movement for

•	 testing 	
1.0

Page 4 of20 .
CONFIDENTIAL BUSINESS INFORMATION

Page 887Vol. I



Procurement and Manufacturing Quota Increase Request , b)(4) (b)(7)(E) 

CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300) 
and Codeine for Sale (9050) 
May 14, 2015 

Inventory 

As noted in the tables below, the current quota grants do not provide (b )(4)  sufficient quota to meet 
our projected 2015 dispositions nor to end 2015 with sufficient inventory to meet first quarter 2016 
projected dispositions, The quantities requested take into account processing losses. 

Table DM CPS-Morphine Procurement Quota Request 

kg Base kg NET 

2015 CPS-Morphine Inventory 
Calculations 

With 
Current 
Quota 

Additional 
2015 
Grant 

With 
Current 
Quota 

Additional 
2015 
Grant 

2014 Ending Inventory 8,101 8,101 10,107' 10,107 

Non saleable material ... 2 2 2 2 

2014 Available End. Inv.  8,099 8,099 10,105 10,105 

2015 CPS Quota kgB 31,199 64,000 38,999 80,000 

2015 Dispositions: 
Converted to AMA for Salt 30,110 30,110 37,638 37,638 

Converted to AMA for Cony 26,024 28,024 35,030 35,030 

2015 Ending Inventory -18,836 13,965  -23,564 17,437 

Converted to % Yearend -41.1% 30.5% 

kgq, base 
2014 Dispositions 33,516 
2015 Estimated Dispositions 58.134 
Average 45,825 
30% Inventory Allowance 13,748 
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Procurement and Manufacturing Quota increase Request - ib)(4);(b)(7)(E)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300)
and Codeine for Sale (9050)
May 14. 2015

Inventory . .

As noted in the tables below, the current quota grants do not provide (b><4) [sufficient quota to meet
our projected 2015 dispositions nor to end 2015 with sufficient inventory to meet first quarter 2016
projected dispositions. The quantities requested take into account processing losses.

Table HI: CPS-Morphine Procurement Quota Request

kg NETkg Base

Additional With
Current

Quota

AdditionalWith
Current

Quota

2015 CPS-Morphine Inventory
Calculations

20152015
GrantGrant

ID, 1078,101 10,1072014 Ending Inventory 8,101

2Non saleable material 2 2 2

10,1052014 Available End. Inv. 8,099 8,099 10,105

64,000 38,999 80,00031,1992015 CPS Quota kgB

2013 Dispositions:
37,63837,63830,110 30,110Converted to AMA for Sale

35,030 35,03028,024 28,024Converted to AMA for Conv

17,43713,965 -23,564-18,8362015 Ending Inventory

-41.1% 30.5%Converted to % Yearend

kgs, base

2014 Dispositions	
20 1 5 Estimated Dispositions

Average	 .	

30% Inventory Allowance

33,516

58.134

45,825

13,748
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Procurement and Manufacturing Quota Increase Request — 
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300) 
and Codeine for Sale (9050) 
May 14, 2015 

;b)(4) 

Table IV: Morphine for Conversion Manufacturing Quota Request 

Initial 
2015 
Grant 

Additional 
2015 
Grant 

2014 Ending Inventory 1,999 1,999 
Non saleable material 3 3 

20I4 Available End. Inv. 1,996 1,996 

2015 API Quota 13,463 24,500 
2015 Dispositions: 

Converted to Codeine 23,059 23,059 
Converted to I4-HM 0 403 

Processing Losses 4 9 V01 aLitiNIF.4. 
3,035 2015 Ending Inventory -7,600 

Converted to % Yearend -42.2% 16.8% 

kgs, base
2014 Dispositions 12,572 

2015 Est. Dispositions 23,059 
Average 17,815 

50% Inventory Allowance 8,908 
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Procurement and Manufacturing Quota Increase Request ~|tbK4) |
CPS Morphine (9670), CPS Codeine (9670), Moiphine for Conversion (9300), Morphine for Sale (9300)
and Codeine for Sale (9050)
May 14, 2015

Table IV: Morphine for Conversion Manufacturing Quota Request

Initial
2015
Grant

Additional

2015
Grant

1,999 1,9992014 Ending Inventory

3Non saleable material 3

1,9961,9962014 Available End. Inv.

13,463 24,3002015 API Quota

2015 Dispositions:
23,05923,059Convened to Codeine

4030Converted to 14-HM

Processing Losses

-7,600 3,0352015 Ending Inventory
16.8%.42.2%Converted to % Yearend

kgs, base

12,5722014 Dispositions
23,0592015 Est. Dispositions
17,815Average

8,90850% Inventory Allowance

Page 6 of20
CONFIDENTIAL BUSINESS INFORMATION

Page 889Vol. I



Procurement and Manufacturing Quota Increase Request —
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300) 
and Codeine for Sale (9050) 
May 14, 2.015 

(b)(4) (b)(7)(E) 

Table V: Morphine for Sale Manufacturing Quota Request 

Initial 
2015 
Grant 

Addltionsd 
201S Grant 

2014 Ending Inventory 6,951 6,951 

Non saleable material 56 56 

2014 Available End. Thy. 6,895 6,895 

2015 API Quota 19,546 26,030 

2015 Dispositions; 

Sales 19,884 19,884 

Processing Losses 
OfitIl . (•, , f93T ,'̀ ., , ,,:„4-?2(5;4 8)r Y) 

2015 Ending Inventory 2,626 7,543 

Converted to % Yearend 14.6% 41.9% 

- 
kgs, bass 

2014 Dispositions 16,113 

2015 Estimated Dispositions 19,884 

Average 17,999 

SO% Inventory Allowance 8,999 
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Procurement and Manufacturing Quota Increase Request - (b)(4);(b)(7)(E)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300)
and Codeine for Sale (9050)
May 14. 2015

Table V: Morphine for Sale Manufacturing Quota Request

In! tied
2015 Additional

2015 GrantGrant

6,951 6,9512014 Ending Inventory

56Noil saleable material 56

6.8956,8952014 Available End lav.

19,546 26,0002015 API Quota

2015 Dispositions;

19,884 19,884Sales

Ji®i
wsmmsmmProcessing Losses

2.626 7,5432015 Ending Inventory

41.9%14.6%Converted to % Yearend

kgs.bra

2014 Dispositions 16,113

2015 Estimated Dispositions 19,884
l

17,999Average	

50% Inventory Allowance 8,999
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Procurement and Manufacturing Quota Increase Request 
CPS Morphine (9670), CPS Codeine (9670), Morphine for onversion 300), Morphine for Sale (9300) 
and Codeine for Sate (9050) 
May 14, 2015 

(b)(4) (b)(7)(E) 

Table VIt CPS-Codeine Procurement Quota Request 

kg Base kg NET 

2015 CPS-Codeine Inventory 
Calculations 

With 
Current 
Quota 

Additional 
2015 
Grant 

With 
Current 
Quota 

Additional
2415 
Grant 

2014 Ending Inventory I,787 1,787 2,100 2,100 
Non saleable material 0 0 0 0 

2014 Available End. biv. 1,787 1,787 2,100 2,100 

2015 CPS Quota (kgB) 5,417 8,500 6,366 9,988 
2015 Dispositions: 

Converted to ACA for Sale 8,036  8,036 9,443 9,443 

2015 Ending Inventory _ -832 L251 -977 2,646 
Converted to % Yearend -11,8% 32.1% 

kgs, base 
2014 Dispositions 6,007 

2015 Est. Dispositions  8,036 
Average 7,021 

30% Inventory Allowance , 2,106 

Table VII: Codeine from Morphine for Sale Manufacturing Quota Request 

With 
Current 
Quota 

Additional 
2015 
Grant 

2014 Ending Inventory 2,372 2,372 
Non saleable material 28 28 

2014 Available End. Inv. 2,344 2,344 

2015 API Quota 12,581 21,500 
2015 Dispositions: 

Sales 15,725 15,725 
Processing Losses ielt(9.S0) i, VaktiOYA4. 

2015 Ending Inventory .1,738 6,550 

Converted to % Yearend -13.0% .49.0% 

kgs, base 
2014 Dispositions 11,001 

2015 Est. Dispositions 15,725 
Average 13,363 

50% Inventory Allowance 6,681 
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Procurement and Manufacturing Quota Increase Request -|(b)(4);(b)(7)(E)
CPS Motphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300)
and Codeine for Sate (9050) '
May t4,2015

Table VI; CPS-Codelne Procurement Quota Request

kg NETkg Base

Additional

2015
Grant

With
Current

AdditionalWith2015 CPS-Codeine Inventory
Calculations 2015Current

Quota Quota Grant

2,1001,787 2,1002014 Ending Inventory 1,787

0 00 0Non saleable material

2,1001,787 1,787 2,1002014 Available End, Inv.

6,366 9,9835,417 8,500201S CPS Quota (ItgB)
2015 Dispositions:

9,4439.4436,036 8,036Converted to ACA for Sale

-977 2,6462,251•8322015 Ending Inventory

32,1%Converted to % Yearend -11,8%

kgs, base
2014 Dispositions 6,007

2015 Est. Dispositions 8,036

7,021• Average

30% Inventory Allowance 2,106

Table VII: Codeine from Morphine for Sale Manufacturing Quota Request

Additional
2015
Grant

With

Current

Quota
2,372 2,3722014 Ending Inventory

2628Non saleable material
234423442014 Available End. Inv.

12,581 21,5002015 API Quota
2015 Dispositions:

15,72515,725Sales

mmmmProcessing Losses
63501,7382015 Ending Inventory

•13.0% 49.0%Converted to % Yearend

kgs, base
2014 Dispositions 11,001

2015 Est. Dispositions 15,725

13,363Average

50% Inventory Allowance
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Procurement and Manufacturing Quota Increase Request -X
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300) 
and Codeine for Sale (9050) 
May 14, 2015 

b)(4) (b)(7)(E) 

Table VIII: Codeine from Tasman for Sale Manufacturing Quota Request 

With Current 
Quote 

Additional 
2015 Grant 

2014 Ending Inventory 2,045 U45 
Non saleable material 9 9 

2014 Available Rad. Inv. 2,036  2,036 

2015 API Quota 4,188 6,750 

2015 Dispositions: 
Sales 5,325 5,325 

Processing Losses 

3-7..,.. 4i,,,4 

;0;,CW(083)*..Z 

- 4 ,;.., .1, 
ry
,_,..,:• 

tlit (88 ) i(A 

2015 Ending Inventory 16 2,578 

Converted to % Yearend 0.3%  50.2% 

- 
legs, base 

2014 Dispositions 4,941 
2015 Est. Dispositions 5,251 

Average 5,096 
50% Inventory Allowance 2,548 

Thank you in advance for considering this request. If you require any additional information, please do 
not hesitate to contact me at (b)(6) 

;b)(6) 

[rector, ontro U•S ce ompliance 
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Procurement and Manufacturing Quota Increase Request 4b>(4);(b>(7>(E) |
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300)
and Codeine for Sale (9050)
May 14, 2015

Table VIII: Codeine from Tasman for Sale Manufacturing Quota Request

With Current

Quota

Additional
2015 Grant

2,045 2,0432014 Ending Inventory

Non saleable material 9 9

2014 Available End. Inv. 2,0362,036

6,7504,1882015 API Quota

2015 Dispositions:

Sales 	 5,325 5,325

Iifn
sin MillProcessing Losses

16 23782015 Ending Inventory

0.3% 50.2%Converted to % Yearend

kgs, base

4,9412014 Dispositions
5,2512015 Est. Dispositions :

5,096Average

2,54830% Inventory Allowance

Thanh you in advance for considering this request. If you require any additional information, please do
not hesitate to contact me at (b'<6)

Best regards.
(b)(6)

Director, Controlled Substance Camp iance
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Procurement and Manufacturing Quota Increase Request —
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix A Morphine and Codeine Process Loss Information 

(b)(4) (b)(7)(E) 

APPENDIX A-I 
CPS- Morphine Requirements and Morphine Production, kg BASE 

PROCESS LOSSES BASED ON 2014 
YIELDS FOR CURRENT GRANT 

ESTIMATE 
ADDITIONAL 

WITH 
QUOTA 

Output 
of Step 

Lass 
by 

step Description 
Input to 

Step 
Process 
Yield 

Net 
output of 

step 

Loss 
by 

step 

Input 
to 

Step 

CPS-AMA Requirements 

CPS-AMA to Morphine for Sale 22,636 86.35% 19,546 7,474  6,454 

CPS-AMA to Morphine for Cony 7,657 85.64% 6.557 20,367 17,443 

TOTAL CPS-AMA kgB 30,293 _27,842 

Standard processing yields are used to determine output_ 

APPENDIX A-Z 
Morphine for Sale 20I5 Production and Estimated Process Loss, kg BASE 

PROCESS LOSSES BASED ON 2014 
YIELDS FOR CURRENT GRANT 

ESTIMATE WITH 
ADDITIONAL QUOTA 

Deri tion Input to 
, Step 

Process 
Yield 

put out 
Net of

step 

Loss 
by step 

pu t 
Into 
Step 

Output 
of Step 

Loss 
by step 

Morphine for Sale 
Morphine to Morphine Sulfate 19,546 80.13% 15,662 (3,884) 7,642 6,124 (1,518) 

Morphine Sulfate Finishing 15,662 99.70% 15,615 (47) 6,124 6,105 (18) 

Total - 
_ (3,931) (1,537) 
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1
Procurement and Manufacturing Quota Increase Request - (b)<4) (b)(7)(E)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion
May 14, 2015

Appendix A Morphine and Codeine Process Loss Information

300), Morphine for Sale (9300) and Codeine for Sale (9050)

APPENDIX A-I
CPS- Morphine Requirements and Morphine Production, kg BASE

ESTIMATE WITH
ADDITIONAL QUOTA

PROCESS LOSSES BASED ON 2014
YIELDS FOR CURRENT GRANT

LossNet InputLoss

Output

ofStep

byInput to Process output of by to

Step Yield	 Description

CPS-AMA Requirements

step Step *{g>St*!

19,546 6,45422,636 86.35% 7,474CPS-AMA to Morphine for Sale

6,55785.64% 20367 1 7,443CPS-AMA to Morphine for Conv 7,657

27342TOTAL CPS-AMAImB 30393

1 Standard processing yields are used to determine output .

APPENDIX A-Z
Morphine for Sale 2015 Production and Estimated Process Loss, kg BASE

PROCESS LOSSES BASED ON 2014
YIELDS FOR CURRENT GRANT

ESTIMATE WITH

ADDITIONAL QUOTA

Net Input
Output
of Step

LossInput to Process

Yield

Loss
output ofDescription to

by stepStep by step
Stepstep

Morphine for Sale

6,12415,662 7,642 (1.516)Morphine to Morphine Sulfate
Morphine Sulfate Finishing

19,546 80.13% (3,884)

6.10515,615 6,124 (18)(47)15,662 99.70%

(1.337)(3.931)Total
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Procurement and Manufacturing Quota Increase Request --(b)(4) (b)(7)(E) 
CPS Morphine (9670), CPS Codeine (9670), Morphine for ConversiorT(9300), Morphine for Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 

APPENDIX A-3 
Codeine for Sale (Morphine) 2015 Production and Estimated Process Imss, kg BASE 

PROCESS LOSSES BASED ON,2014 YIELDS FOR 
CURRENT GRANT 

ESTIMATE 
ADDITIONAL 

WITH 
QUOTA 

Output 
of Step 

Low by 
step Description 

Input to 
Step 

Process 
Yield MWC 

Net 
output 
of step 

Loss 
by 

step► 
Input to 

Step 

CPS-AMA to Morphine for Cony 15,720 85.64% 13,463 12,304 10,537 
Codeine for Sale 

Morphine for Cony to Cc seine for Sale 13,493 88.8% 1.05 12,581 9,566 8,919 

Codeine(fr Morph) to Codeine Phosphate 12,581 93.60% 11,776 (805) 9,422 8,819 (603) 
Codeine Phosphate Finished 11,776 99.29% 11,691 (85) 8,903 8,839 cf.:4) 

Total _ I ...I- __ (890) (667) 
APPENDIX A-4 

Codeine for Sale (Tasrnan) 2015 Production and Estimated Process Loss, kg BASE 

PROCESS LOSSES BASED ON 
FOR CURRENT GRANT 

2014 YIELDS ESTIMATE 
ADDITIONAL 

Output 
of Step 

WITH 
QUOTA 

Loss by 
step Description 

• 
Input to Step 

Process 
 Yield 

Net 
output 
of step , 

Loss 
by 

step 

Input 
to 

Step 

CPS-ACA to Codeine for Sale 4.986 84.0% 4,188 3,450 2,562 

Codeine for Sale 

Codeine(fr CPS) to Codeine Phosphate 4,188 87.8% 3,677 (511) 2,692 2364 (328) 

Codeine Phosphate Finished 3,677 99.3% 3,650 (26) 

, 

2,364 2,347 (17) 

Total (537) _ (346) 

Page II of 20 
CONFIDENTIAL BUSINESS INFORMATION 

Page 894 

Procurement and Manufacturing Quota Increase Request - !b)(4);(b)(7)(E) I
CPS Morphine (9670), CPS Codeine (9670), Morphine for conversion (,wuO),

May 14, 2015

Morphine for Sale (9300) and Codeine for Sale (9050)

APPENDIX A-3

Codeine for Sale (Morphine) 2015 Production and Estimated Process Loss, kgBASE

ESTIMATE WITH

ADDITIONAL QUOTA

Input to Output Loss by

Step ofStep step

PROCESS LOSSES BASED ON 2014 YIELDS FOR
CURRENT GRANT	

Net Loss

byInput to Process
Yield

output

MWC ofstepStepDescription step

15.720 85.64% 13.463 13.304 10.537CPS-AMA to Morphine for Conv

Codeine for Sale

13,493 9,566 8,91988.8% 1.05 12381Morphine for Conv to Codeine for Sate

Codctitc(fr Morph) to Codeine Phosphate 93.60% 11,776 (805) 9,422 8,819 (603)12,581

11,691 (85) 8,903 8,83911,776 99-28%Codeine Phosphate Finished

(890) (667)Total

APPENDIX A-4
Codeine for Sale (Tasman) 2015 Production and Estimated Process Loss, kg BASE

PROCESS LOSSES BASED ON 2014 YIELDS
FOR CURRENT GRANT	

ESTIMATE WITH

ADDITIONAL QUOTA

Loss InputNet
Output
ofStep

Loss bybyProcess

Yield

output

ofstep

to

StepDescription Input to Step step step

4,986CPS-ACA to Codeine for Sale 3.050 2,56284.0% 4,188
i

Codeine for Sale
r

2,692 2364 (328)3,677 (511)Codeine(fr CPS) to Codeine Phosphate 4,188 87.8%

3,650 1261 2,364 2347 (17)Codeine Phosphate Finished 3,677 99.3%

(346)(537)Total
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Procurement and Manufacturing Quota Increase Request —(b)(4) (b)(7)(E) 

CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion ( 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix B Purchase Orders 

300), Morphine for 

(b)(4) (b)(6) 

Page 12 of 20 
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Procurement and Manufacturing Quota Increase Request -pX4) (b)(7)(E) I
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for
SaJe (9300) and Codeine for Sale (9050) .
May 14,2015 '

" Appendix B Purchase Orders
[b)(4);(b)(6)
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Procurement and Manufacturing Quota Increase Request — b)(4) (b)(7)(E) 

CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (93 ), Morphine for 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix B Purchase Orders 

(b)(4)(b)(6) 

Page 13 of 20 
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, Procurement and Manufacturing Quota Increase Request ~ft>)ffl;(b)(7)(E)	I •
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (93UU), Morphine for
Sale (9300) and Codeine for Sale (9050)
May 14, 2015
Appendix B Purchase Orders 	 		 		

b)(4)Kb)(6)
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Procurement and Manufacturing Quota Increase Request 
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix 13 Purchase Orders 

_,(b)(4) (b)(7)(E) 

(b)(4) (b)(6) 
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Procurement and Manufacturing Quota Increase Request -|(b)ffl,(b)(7)(E) |
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for
Sale (9300) and.Codeine for Sale (9050)
May 14, 2015
Appendix B Purchase Orders

(b)(4);(b)(6)
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Procurement and Manufacturing Quota Increase Request —  b)(4) (b)(7)(E) 

CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion 9300), Morphine for 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix B Purchase Orders 

(b)(4) (b)(6).(b)(7)(E) 

Page 15 of 20 
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Procurement and Manufacturing 'Quota Increase Request -|W(4);(b)(7)(E)|
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for
Sale (9300) and Codeine for Sale (9050)
May 14, 2015
Appendix B Purchase Orders '

(b)(4);(b)(6);(b)(7)(E)
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Procurement and Manufacturing Quota Increase Request —
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix B Purchase Orders 

(b)(4) (b)(7)(E) 

(b)(4) (b)(6) (b)(7)(E) 

rktgc iu U1 Arti 
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Procurement and Manufacturing Quota Increase Request - (b)ffl;(b)(7)(E)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for
Sale (9300) end Codeine for Sale (9050)
May 14, 2015 .

Appendix B Purchase Orders '
(b)(4);(b)(6);(b)(7)(E)
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Procurement and Manufacturing Quota Increase Request — 
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix B Purchase Orders 

(b)(4) (b)(7)(E) 

(b)(4) (b)(6),(b)(7)(E) 
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Procurement and Manufacturing Quota Increase Request -|(b)ffl:(b)(7)(Er •
CPS Morphine (9670), CPS Codeine (9670), Motphinefor Conversion (9300), Morphine for
Sale (9300) and Codeine for Sale (9050) '
May 14,2015
Appendix B Purchase Orders • ' .

(b)(4);(b)(6);(b)(7)(E)
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Procurement and Manufacturing Quota Increase Request —
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix 8 Purchase Orders ' 

(b)(4) (b)(7)(E) 

(b)(4) (b)(6) (b)(7)(E) 

Page 18 of 20 
CONFIDENTIAL BUSINESS INFORMATION 

Page 901 

Procurement and Manufacturing Quota Increase Request- |(b)(4);(b)(7)(E)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for
Sale (9300) and Codeine for Sale (9050) . ' •
May 14, 2015 ; . .
Appendix S Purchase Orders '

(b)(4);(b)(6);(b)(7)(E)
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Procurement and Manufacturing Quota Increase Request -
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix B Purchase Orders 

(b)(4) (b)(7)(E) 

(b)(4) (b)(6) (b)(7)(E) 

Page 19 of 20 
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Procurement and Manufacturing Quota Increase Request -|(b)ffl (bX7XE)
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for
Sale (9300) and Codeine for Sale (9050)
May 14,2015
Appendix B Purchase Orders ' . ' . '

(b)(4);(b)(6);(b)(7)(E)
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Procurement and Manufacturing Quota Increase Request --X
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for 
Sale (9300) and Codeine for Sale (9050) 
May 14, 2015 
Appendix B Purchase Orders 

b)(4) (b)(7)(E) 

(b)(4) (b)(7)(E) 

Page 20 of 20 
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Procurement and Manufacturing Quota Increase Request -|(b)<4):(bK7)<E) .
CPS Morphine (9670), CPS Codeine (9670), Morphine for Conversion (9300), Morphine for
Sale (9300) and Codeine for Sale (9050)
May 14, 2015
Appendix B Purchase Orders '

(b)(4);(b)(7)(E)
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L 2015 Proposed Adjusted Aggregate Production Quotas and Assessment of Annual Needs 

Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish 
limits on the production of schedules I and II controlled substances. This responsibility has since 
been delegated to the Administrator of the Drug Enforcement Administration (DEA), who has re-
delegated this responsibility to the Dcputy Administrator of the DEA. 

• The attached Federal Register notice, prepared for your signature, proposes to adjust the calendar 
year 2015 aggregate production quotas (APQ) for each basic class of schedule I and II controlled 
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine, 
phenylpropanolamine, and pseudoephedrine for which the United States has medical, scientific, 
industrial, export, and reserve stock requirements. 

• As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to the APQ 
for schedule II substances and those schedule I substances that are used to produce drugs that have a 
medical need (specifically, GHB and tetrahydrocannabinols) to prevent potential drug shortage 
issues. 

• The Federal Drug Administration (FDA) has responded to DEA' s annual letter, which requests 
information on new, continuing, and discontinued drug products containing schedule II substances. 
Therefore, this information is considered in the analysis for the current proposed adjustments. 

L • Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of 
schedule I and II controlled substances as well as list I chemicals ephedrine, phenylpropanolamine, 
and pseudoephedrine for the legitimate medical, scientific, industrial, and export requirements of the 
U.S. 

• The following points provide brief explanations of the changes from the proposed initial AAN & 
APQ values: 

List 1 chemicals 
• No changes proposed. 

Schedule I substances 
• The APQ for (1-Penty1-1H-indol-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone (UR-144), 

11-(5-Fluoro-penty1)-1H-indo1-3-y11(2,2,3,3-tetramethylcyclopropyl)methanone (XLR11), 1-
(1,3-Benzodioxo1-5-y1)-2-(methylamino)butan-l-one (butylone), 1-(1,3-13enzodioxo1-5-y1)-2-
(methylamino)pentan-1-one (pentylone), 2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2-
mcthoxybenzyl)ethanamine (25B-NBOMe; 2C-B-NBOMe; 2513; Cimbi-36), 2-(4-Chloro-2,5-
dimethoxypheny1)-N-(2-methoxybenzyDethanamine (25C-NBOMe; 2C-C-NBOMe; 25C; 
Cimbi-82), 3-Fluoro-N-methylcathinone (3-FMC), 4-Fluoro-N-methylcathinone (4-FMC), 4-
Methyl-N-ethylcathinone (4-MEC), 4-Methyl-a-pyrrolidinopropiophenone (4-MePPP), alpha-
Pyrrolidinobutiophenonc (a-P1311), alpha-Pyrrolidinopentiophenonc (a-PVP), Desomorphine, 
N-(1-Adamanty1)-1-penty1-1H-indazoIe-3-carboxamide (AKB48), 
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L
• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney General to establish

limits on the production of schedules I and II controlled substances. This responsibility has since
been delegated to the Administrator of the Drug Enforcement Administration (DEA), who has re-
delegated this responsibility to the Deputy Administrator of the DEA.

• The attached Federal Register notice, prepared for your signature, proposes to adjust the calendar
year 20 1 5 aggregate production quotas (APQ) for each basic class ofschedule I and II controlled
substances and assessment of annual needs (AAN) for the list I chemicals ephedrine,
phenylpropanolamine, and pseudoephedrine for which the United States has medical, scientific,
industrial, export, and reserve stock requirements. '

• As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to the APQ
for schedule II substances and those schedule I substances that are used to produce drugs that have a
medical need (specifically, GHB and tetrahydrocannabinols) to prevent potential drug shortage
issues. ,

• The Federal Drug Administration (FDA) has responded to DEA's annual letter, which requests
information on new, continuing, and discontinued drug products containing schedule II substances.
Therefore, this information is considered in the analysis for the current proposed adjustments.

L'
Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of
schedule I and II controlled substances as well as list I chemicals ephedrine, phenylpropanolamine,
and pseudoephedrine for the legitimate medical, scientific, industrial, and export requirements of the
U.S.

• The following points provide brief explanations of the changes from the proposed initial AAN &
APQ values:

List 1 chemicals

• No changes proposed.

Schedule I substances

• The APQ for (l-Pentyl-lH-indol-3-yl)(2,2,3,3-tetramethylcycIopropyl)methanone (UR-144),
[l-(5-Fluoro-pentyl)-lH-indol-3-yI](2,2,3,3-tetramcthylcyclopropyl)methanone (XLR11), 1-
(l,3-Benzodioxol-5-yl)-2-(methylamino)butan-l-one (butylone), l-(l,3-Bonzodioxol-5-yl)-2-
(mcthylamino)pentan-l-one (pentylone), 2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2-
mcthoxybenzyl)ethanamine (25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36), 2-(4-Chloro-2,5-
dimethaxyphenyl)-N-(2-methoxybenzyl)ethanaminc (25C-NBOMe; 2C-C-NBOMe; 25C;
Cimbi-82), 3-Fluoro-N-methylcathinone (3-FMC), 4-Fluoro-N-methylcathinone (4-FMC), 4-
Methyl-N-ethylcathinone (4-MEC), 4-Methyl-a-pyrrolidinopropiophenone (4-MePPP), aJpha-
Pyrrolidinobutiophenonc (a-PBP), alpha-PyrroIidinopentiophcnonc (a-PVP), Desomorphine,
N-(l-Adamantyl)-l«pentyl-lH-indazoIe-3-carboxamide (AKB48), N-(l-Amino-3,3-dimethyl-l-
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L oxobutan-2-yl)-1-pentyl-1H-indazole-3-carboxamide (ADB-PINACA), N-(1-Amino-3-methyl-1-
oxobutan-2-y1)-1-(4-fluorohenzy1)-111-indazole-3-carboxamide (AB-FUBINACA), 
Naphthylpyrovalerone (naphyrone), Quinnlin-8-y1 1-(5-fluoropenty1)-1H-indole-3-carboxylate 
(5-fluoro-PB-22; 5F-PB-22), Quinolin-8-yll-penty1-1H-indde-3-carboxylate (PB-22; QUPIC), 
Heroin, Normorphine, and Tilidine,. The manufacturing of these substances will be used for 
analytical standards, reference, and research material. New DEA registrant(s) entering the reference 
standard market at the bulk manufacturing level. 

• The APQ for Para-Fluorofentanyl, Parahexyl, and Pholcodine were increased from zero due to 
requests' to manufacture these substances for analytical standards, reference, and research material. 

• The APQ for Tetrahydrocannabinols was increase due to increased product development efforts by 
DEA registered manufacturers. 

Schedule II substances 
• The APQ for Dextropropoxyphene, Levomethorphan, Meperidine-Intermediate B, and 

Phencyclidine were increased due to increased registrant requirements. The manufacturing of these 
substances will be used for analytical standards, reference, and research material. New DEA 
registrant(s) entering the reference standard market at the bulk manufacturing level. 

• The APQ for Codeine (for sale) is proposed to increase based on analysis of IMS Ilealth Data, 
which shows an increase in prescription sales that appears to coincide with the rescheduling of FDA 

caw, approved hydrocodone products from schedule III to schedule . 

• The APQ for Fentanyl is proposed to increase based on a DEA registered bulk manufacturer's 
improvement of their synthesis route to manufacture fentanyl from ANPP. 

• The APQ for Methylphenidate is proposed to increase based on the FDA downgrading the efficacy 
rating for two generic manufacturers of the brand Concerta® . This change is to allow the remaining 
authorized generic and brand manufacturers to supply the entire domestic market. This will avert a , 
possible shortage due to APQ limitations. 

• The APQ for Oxycodone (for sale) is proposed to increase based on additional product development 
efforts as dosage form manufacturers qualify a second supplier of API as required by the FDA. 

• The APQ for Remifentanil was increased due to new applications from registrants conducting bulk 
API product development efforts or supporting dosage form manufacturers in dosage form product 
development efforts. 
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DEA registered manufacturers. .

Schedule II substances

• The APQ for Dextropropoxyphene, Levomethorphan, Meperidine-Intermediate B, and
Phcncyclidine were increased due to increased registrant requirements. The manufacturing of these •
substances will be used for analytical standards, reference, and research material. New DEA
registrant(s) entering the reference standard market at the bulk manufacturing level.

• The APQ for Codeine (for sale) is proposed to increase based on analysis of IMS Health Data,
which shows an increase in prescription sales that appears to coincide with the rescheduling of FDA
approved hydrocodone products from schedule III to schedule .c

• The APQ for Fentanyl is proposed to increase based on a DEA registered bulk manufacturer's
improvement of their synthesis route to manufacture fentanyl from ANPP. '

• The APQ for Methylphenidate is proposed to increase based on the FDA downgrading the efficacy
rating for two generic manufacturers of the brand Concerta® . This change is to allow the remaining
authorized generic and brand manufacturers to supply the entire domestic market. This will avert a ^
possible shortage due to APQ limitations.

• The APQ for Oxycodone (for sale) is proposed to increase based on additional product development
efforts as dosage form manufacturers qualify a second supplier of API as required by the FDA.

• The APQ for Remifentanil was increased due to new applications from registrants conducting bulk
API product development efforts or supporting dosage form manufacturers in dosage form product
development efforts.
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BILLING CODE 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

pocket No. DEA-4111 

Proposed Adjustments to the Aggregate Production Quotas for Schedule I and H 

Controlled Substances and Assessment of Annual Needs for the List .I Chemicals 

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2015 

AGENCY: Drug Enforcement Administration (DEA), Department of Justice. 

ACTION: Notice with request for comments. 

SUMMARY: The Drug Enforcement Administration proposes to adjust the 2015 

aggregate production quotas for several controlled substances in schedules I and II of the 

Controlled Substances Act and assessment of annual needs for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine. 

DATES: Interested persons may tile written comments on this notice in accordance with 

21 CFR 1303.11(c) and I315.11(d). Electronic comments must be submitted, and written 

comments must be postmarked, on or before [INSERT 30 DAYS AFTER 

PUBLICATION IN THE FEDERAL REGISTER]. Commenters should be aware that 

the electronic Federal Docket Management System will not accept comments after 

midnight Eastern Time on the last day of the comment period. 

ADDRESSES: To ensure proper handling of comments, please reference "Docket No. 

DEA-411" on all electronic and written correspondence. The DEA encourages that all 

comments be submitted electronically through the Federal eRulemaking Portal at 

http://www.regulations.gov. Paper comments that duplicate electronic submissions are 
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L DEPARTMENT OF JUSTICE

Drug Enforcement Administration

IDocketNo. DEA-411|

Proposed Adjustments to the Aggregate Production Quotas for Schedule I and II

Controlled Substances and Assessment of Annual Needs for the List I Chemicals

Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2015

AGENCY : Drug Enforcement Administration (DEA), Department ofJustice.

ACTION: Notice with request for comments.

SUMMARY: The Drug Enforcement Administration proposes to adjust the 2015

aggregate production quotas for several controlled substances in schedules I and II of the

Controlled Substances Act and assessment of annual needs for the list I chemicalsL
ephedrine, pseudoephedrine, and phenylpropanolamine.

DATES: . Interested persons may file written comments on this notice in accordance with

21 CFR 1303.1 1(c) and 1315.1 1(d). Electronic comments must be submitted, and written

comments must be postmarked, on or before [INSERT 30 DAYS AFTER

PUBLICATION IN THE FEDERAL REGISTER]. Commenters should be aware that

the electronic Federal Docket Management System will not accept comments after

midnight Eastern Time on the last day of the comment period.

ADDRESSES; To ensure proper handling of comments, please reference "Docket No.

DEA-41 1" on all electronic and written correspondence. The DEA encourages that all

comments be submitted electronically through the Federal eRulemaking Portal at

http://www.regulations.gov. Paper comments that duplicate electronic submissions are
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L 

not necessary. Should you, however, wish to submit written comments via regular or 

express mail, they should be sent to: Drug Enforcement Administration, Attention: DEA 

Federal Register Representative/ODW, 8701 Morrissette Drive, Springfield, Virginia 

22152. 

FOR FURTHER INFORMATION CONTACT: John R. Scherbenske, Office of 

Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, 

Springfield, Virginia 22152, Telephone: (202) 598-6812. 

SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

All comments received are considered part of the public record and will be made 

available for public inspection online at http://www.regulations.gov. Such information 

includes personal identifying information (such as your name, address, etc.) voluntarily 

submitted by the commenter. 

The Freedom of Information Act (FOIA) applies to all comments received. If you 

want to submit personal identifying information (such as your name, address, etc.) as part 

of your comment, but do not want it to be made publicly available, you must include the 

phrase "PERSONAL IDENTIFYING INFORMATION" in the first paragraph of your 

comment. You must also place all the personal identifying information you do not want 

made publicly available in the first paragraph of your comment and identify what 

information you want redacted. 

If you want to submit confidential business information as part of your comment, but 

do not want it to be made publicly available, you must include the phrase 

"CONFIDENTIAL BUSINESS INFORMATION" in the first paragraph of your 

2 
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phrase "PERSONAL IDENTIFYING INFORMATION" in the first paragraph of your

comment. You must also place all the personal identifying information you do not want

made publicly available in the first paragraph of your comment and identify what
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"CONFIDENTIAL BUSINESS INFORMATION" in the first paragraph of your
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comment. You must also prominently identify the confidential business information to 

be redacted within the comment. If a comment has so much confidential business 

information that it cannot be effectively redacted, all or part of that comment may not be 

made publicly available. Comments containing personal identifying information or 

confidential business information identified as directed above will be made publicly 

available in redacted form. 

An electronic copy of this document is available at http://www.regulations.gav for 

easy reference. If you wish to personally inspect the comments and materials received or 

the supporting documentation the DEA used in preparing the proposed action, these 

materials will be available for public inspection by appointment. To arrange a viewing, 

please see the "For Further Information Contact" paragraph above. 

Legal Authority 

Section 306 of the Controlled Substances Act (CSA), 21 U.S.C. 826, requires the 

Attorney General to determine the total quantity and establish aggregate production 

quotas for each basic class of controlled substance listed in schedules I and II and for the 

list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This 

responsibility has been delegated to the Administrator of the DEA pursuant to 28 CFR 

0.100(6). The Administrator, in turn, has redelegated that authority to the Deputy 

Administrator, pursuant to 28 CFR pt. 0 subpt. R, App. 

The DEA published the established aggregate production quotas for schedule I and II 

controlled substances and established assessment of annual needs for the list I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine for 2015 in the Federal Register 

(79 FR 53216) on September 8, 2014. That notice stipulated that, in accordance with 21 

3 
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Attorney General to determine the total quantity and establish aggregate production

quotas for each basic class ofcontrolled substance listed in schedules I and II and for the

list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. This

responsibility has been delegated to the Administrator of the DEA pursuant to 28 CFR

0. 100(b). The Administrator, in turn, has redelegated that authority to the Deputy

Administrator, pursuant to 28 CFR pt. 0 subpt. R, App.

The DEA published the established aggregate production quotas for schedule I and II

controlled substances and established assessment of annual needs for the list I chemicals

ephedrine, pseudoephedrine, and phenylpropanolamine for 2015 in the Federal Register

(79 FR 53216) on September 8, 2014. That notice stipulated that, in accordance with 21L
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CFR 1303.13 and 1315.13, all aggregate production quotas and assessments of annual 

need are subject to adjustment. 

Analysis for Proposed Adjusted 2015 Aggregate Production Quotas and Assessment 

of Annual Needs 

The DEA proposes to adjust the established 2015 aggregate production quotas for 

certain schedule I and II controlled substances to be manufactured in the United States in 

2015 to provide for the estimated medical, scientific, research, and industrial needs of the 

United States, for lawful export requirements, and for the establishment and maintenance 

of reserve stocks. These quotas do not include imports of controlled substances for use in 

industrial processes. The DEA also proposes to adjust the established 2015 assessment of 

annual needs for the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine to be manufactured in and imported to the United States in 2015 to 

provide for the estimated medical, scientific, research, and industrial needs of the United 

States, lawful export requirements, and the establishment and maintenance of reserve 

stocks. 

In proposing the adjustment, the DEA has taken into account the criteria that the DEA 

is required to consider in accordance with 21 CFR 1303.13 and 21 CFR 1315.13. The 

DEA determines whether to propose an adjustment of the aggregate production quotas for 

basic classes of schedule I and II controlled substances and assessment of annual needs 

for ephedrine, pseudoephedrine, and phenylpropanolamine by considering: (I) changes 

in the demand for that class or chemical, changes in the national rate of net diSposal of 

the class or chemical, and changes in the rate of net disposal of the class or chemical by 

registrants holding individual manufacturing quotas for the class; (2) whether any 
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L CFR 1303.13 and 1315.13, all aggregate production quotas and assessments of annual

need are subject to adjustment.

Analysis for Proposed Adjusted 2015 Aggregate Production Quotas and Assessment

of Annual Needs

The DEA proposes to adjust the established 2015 aggregate production quotas for

certain schedule I and II controlled substances to be manufactured in the United States in

2015 to provide for the estimated medical, scientific, research, and industrial needs of the

United States, for lawful export requirements, and for the establishment and maintenance

of reserve stocks. These quotas do not include imports of controlled substances for use in

industrial processes. The DEA also proposes to adjust the established 2015 assessment of

annual needs for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine to be manufactured in and imported to the United States in 2015 to

provide for the estimated medical, scientific, research, and industrial needs of the United

States, lawful export requirements, and the establishment and maintenance of reserve

c

stocks.

In proposing the adjustment, the DEA has taken into account the criteria that the DEA

is required to consider in accordance with 21 CFR 1303.13 and 21 CFR 1315.13. The

DEA determines whether to propose an adjustment of the aggregate production quotas for

basic classes of schedule I and II controlled substances and assessment of annual needs

for ephedrine, pseudoephedrine, and phenylpropanolamine by considering: (1) changes

in the demand for that class or chemical, changes in the national rate of net disposal of

the class or chemical, and changes in the rate of net disposal of the class or chemical by

registrants holding individual manufacturing quotas for the class; (2) whether any

4
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L increased demand for that class or chemical, the national and/or individual rates of net 

disposal of that class or chemical are temporary, short term, or long term; (3) whether any 

increased demand for that class or chemical can be met through existing inventories, 

increased individual manufacturing quotas, or increased importation, without increasing 

the aggregate production quota; (4) whether any decreased demand for that class or 

chemical will result in excessive inventory accumulation by all persons registered to 

handle that class or chemical; and (5) other factors affecting medical, scientific, research, 

and industrial needs in the United States and lawful export requirements, as the Deputy 

Administrator finds relevant. 

The DEA also considered updated information obtained from 2014 year-end 

inventories, 2014 disposition data submitted by quota applicants, estimates of the medical 

needs of the United States, product development, and other information made available to 

the DEA after the initial aggregate production quotas and assessment of annual needs had 

been established. Other factors the DEA considered in calculating the aggregate 

production quotas, but not the assessment of annual needs, include product development 

requirements of both bulk and finished dosage form manufacturers, and other pertinent 

information. In determining the proposed adjusted 2015 assessment of annual needs, the 

DEA used the calculation methodology previously described in the 2010 and 2011 

established assessment of annual needs (74 FR 60294, Nov. 20, 2009, and 75 FR 79407, 

Dec. 20, 2010, respectively). 

As described in the previously published notice establishing the 2015 aggregate 

production quotas and assessment of annual needs, the DEA has specifically considered 

that inventory allowances granted to individual manufacturers may not always result in 

5 
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L increased demand for that class or chemical, the national , and/or individual rates ofnet

disposal of that class or chemical are temporary, short term, or long term; (3) whether any

increased demand for that class or chemical can be met through existing inventories,

increased individual manufacturing quotas, or increased importation, without increasing

the aggregate production quota; (4) whether any decreased demand for that class or

chemical will result in excessive inventory accumulation by all persons registered to

handle that class or chemical; and (5) other factors affecting medical, scientific, research,

and industrial needs in the United States and lawful export requirements, as the Deputy

Administrator finds relevant.

The DEA also considered updated information obtained from 20 14 year-end

inventories, 20 1 4 disposition data submitted by quota applicants, estimates of the medical

needs of the United States, product development, and other information made available toc
the DEA after the initial aggregate production quotas and assessment of annual needs had

been established. Other factors the DEA considered in calculating the aggregate

production quotas, but not the assessment of annual needs, include product development

requirements of both bulk and finished dosage form manufacturers, and other pertinent

information. In determining the proposed adjusted 2015 assessment of annual needs, the

DEA used the calculation methodology previously described in the 20 1 0 and 20 1 1

established assessment ofannual needs (74 FR 60294, Nov. 20, 2009, and 75 FR 79407,

Dec. 20, 2010, respectively).

As described in the previously published notice establishing the 2015 aggregate

production quotas and assessment ofannual needs, the DEA has specifically considered

that inventory allowances granted to individual manufacturers may not always result in

5
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the availability of sufficient quantities to maintain an adequate reserve stock pursuant to 

21 U.S.C. 826(a), as intended. See 21 CFR 1303.24. This would be concerning if a 

natural disaster or other unforeseen event resulted in substantial disruption to the amount 

of controlled substances available to provide for legitimate public need. As such, the 

DEA has included in all proposed adjusted schedule II controlled substance aggregate 

production quotas, and certain proposed adjusted schedule I controlled substance 

aggregate production quotas, an additional 25% of the estimated medical, scientific, and 

research needs as part of the amount necessary to ensure the establishment and 

maintenance of reserve stocks. The resulting adjusted established aggregate production 

quotas will reflect these included amounts. This action will not affect the ability of 

manufacturers to maintain inventory allowances as specified by regulation. The DEA 

expects that maintaining this reserve in certain established aggregate production quotas 

will mitigate adverse public effects if an unforeseen event resulted in substantial 

disruption to the amount of controlled substances available to provide for legitimate 

public need, as determined by the DEA. The DEA does not anticipate utilizing the 

reserve in the absence of these circumstances. 

The Deputy Administrator, therefore, proposes to adjust the 2015 aggregate 

production quotas for certain schedule I and II controlled substances and assessment of 

annual needs for the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows: 

6 

Page 915 

L the availability of sufficient quantities to maintain an adequate reserve stock pursuant to

21 U.S.C. 826(a), as intended. See 21 CFR 1303.24. This would be concerning if a

natural disaster or other unforeseen event resulted in substantial disruption to the amount

of controlled substances available to provide for legitimate public need. As such, the

DEA has included in all proposed adjusted schedule II controlled substance aggregate

production quotas, and certain proposed adjusted schedule I controlled substance-

aggregate production quotas, an additional 25% of the estimated medical, scientific, and

research needs as part of the amount necessary to ensure the establishment and

maintenance of reserve stocks. The resulting adjusted established aggregate production

quotas will reflect these included amounts. This action will not affect the ability of

manufacturers to maintain inventory allowances as specified by regulation. The DEA

c expects that maintaining this reserve in certain established aggregate production quotas

will mitigate adverse public effects if an unforeseen event resulted in substantial

disruption to the amount of controlled substances available to provide for legitimate

public need, as. determined by the DEA. The DEA does not anticipate utilizing the

reserve in the absence of these circumstances.

THe Deputy Administrator, therefore, proposes to adjust the 2015 aggregate

production quotas for certain schedule I and II controlled substances and assessment of

annual needs for the list I chemicals ephedrine, pseudocphedrine, and.

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows:

c
6
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L 

Basic Class 
Established 

2015 Quotas 

Proposed
Adjusted 2015

Quotas 

• (g) (g) 
Schedule I 

(1-Penty1-1H-indo1-3-y1)(2,2,3,3- 15 
tetramethylcyclopropyl)methanone (IJR-144) 

25 

H-(5-Fluoro-penty1)-111-indol-3-y11(2,2,3,3- 15 
tetramethylcyclopropyl)methanone (XLR I I) 

25 

[1{5-fluoropenty1)- I H-indazol-3-yl](naphthalen-1- 15 
yl)methanone (THJ-2201) 

no change 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)hutan-l-one 
(butylone) 

15 25 

I-(1,3-Benzodioxol-5-yl)-2-(methylamino)pentan-t-one 
(pentylone) 

IS 25 

1-(1-Phenyleyclohexyl)pyrrolidine 10 no change 

1-(5-Fluoropenty1)-3-(1-naphthoyeindole (AM2201) 45 no change 

1-(5-Fluoropenty1)-3(2-iodobenzoypindole (AM694) 45 no change 

141-(2-Thienypcyclohexylipiperidine 15 no change 

142-(4-Morpholinypethy1]-3-(I-naphthoyflindole (MB-
200) 

45 no change 

1-Butyl-3-(1 -naphthoyl)indole (JWH-073) 45 no change 

1-Cyclohexylethy1-3-(2-methoxyphenylacetypindole (SR-
18 and RCS-8) 

45 no change 

1-11exy1-3-(1-naphthoyl)indole (JWH-019) 45 no change 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 no change 

1-Penty1-3-(1-naphthoypindole (INVH-0 18 and AM678) 45 no change 

1-Penty1-3-(2-chlorophenylacetyl)indole (JWH-203) 45 no change 

1-Penty1-3-(2-methoxyPhenylacetyl)indole (1WH-250) 45 no change 

1-Penty1-3-(4-chloro- 1 -naphthoyl)indole (1W11-398) 45 no change 

1-Pentyl-.3-(4-methyl- 1 -naphthoyBindole (IWEI-122) 45 no change 

1-Pcnty1-3[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 no change 

1-Penty1-311-(4-methoxynaphthoyl)]indole (1 WH-081) 45 no change 

2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 no change 

2-(2,5-Dimethoxy-4-ethylphenypethanamine (2C-E) 30 no change 

2-(2,5-Dimethoxy-4-methylphenyBethanamine (2C-D) 30 no change 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30 no change 

2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30 no change 

2-(4-Bromo-2,5-dimethoxyphenyI)-N-(2-
methoxybenzyl)ethanamine (258-NBOMe; 2C-B-NBOMe; 

15 25 

7 

Page 916 

L Proposed
Established

2015 Quotas
Adjusted 2015

Quotas
Basic Class

M
Schedule I

( 1-Pentyl- l^f-indol-3 -yl)(2,2,3,3-

te;ramethylcyclopropyl)methanone (UR- 1 44)
2515

[l-(5-Fluoro-pentyl)-l//-indol-3-yl3(2,2,3,3-

tetramethylcyclopropyQmethanone (XLR 1 1 )
2515

[l-(5-fluoropentyl)-l//-indazol-3-yl}(naphthalen-I-

yQmethanone (THJ-220 1 )	

1 -{l,3-Benzodioxol-5-yl)-2-(me(hylamino)butan-l -one

(butylone)	

l-(l,3-Benzodioxol-5-yl)-2-(methylamino)pentan-l-one

(pentylone)	

1 -(1 -Phenylcyclohexyl)pyrrolidine

IS no change

2515

15 25

no change10

no change1 -(5-Fluoropentyl)-3-( 1 -naphthoyl)indole (AM220 1 ) 45

no changel-(5-F!uoropentyl)-3-(2-iodobenzoyI)indole (AM694) 45

no change15I-[l-(2-Thienyl)cyclohexyl]piperidine

l-[2-(4-Morpholinyl)ethyl]-3-(l-naphthoyl)indole (JWH-
no change45

200)

L 45 no changel-Butyl-3-(l -naphthoyl)indole (JWH-073)

] -CyclohexylethyI-3-(2-methoxyphenylacetyl)indole (SR-
18 and RCS-8)	

no change45

no change

no change

451 -Hexyl-3-( 1 -naphthoyl)indole (JWH-0 19)

2l-Methyl-4-phenyI-4-propionoxypiperidine

no changel-Pentyl-3-(l-naphthoyI)indole (JWH-018 and AM678) 45

no change45l-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203)

no changel-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45

45 no change1 -Pentyl-3-(4-chloro- 1 -naphthoy[)indo!e (JWH-398)

no changel-Pentyl-3-(4-methyl-l-naphthoyl)indole (JWH-122) 45

no changel-Pcntyl-3-[(4-methoxy)-benzoyI]indole (SR-19, RCS-4)

l-Pentyl-3-[l-(4-methoxynaphthoyl)]indole (JWH-081)

45

45 no change

30 no change2-(2,5-Dimethoxy-4-«-propylphenyl)ethanamine (2C-P)

no change2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30

no change302-(2,5-Dimethoxy-4-methy[pheny])ethanamine (2C-D)

no change2-(2,5-Dimethoxy-4-nitro-phenyI)ethanamine (2C-N) 30

no change302-(2,5-Dimethoxyphenyl)ethanamine (2C-H)

2-(4-Bromo-2,5-dimethoxyphenyl)-N-(2-

methoxybenzyl)ethanamine (25B-NBOMc; 2C-B-NBQMe;
2515

7
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L 

L 

L 

25B; Cimbi-36) 

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 no change 

2-(4-Chloro-2,5-dimethoxypheny1)-N-(2-
methoxybenzyl)ethanamine (25C-NBOMe; 2C-C-NBOMe; 
25C; Cimbi-82) 

15 25 

2-(4-ledo-2,5-dimethoxyphenyDethanamine (2C-1) 30 no change 

2-(4-Iodo-2,5-dimethoxypheny1)-N-(2-
methoxybenzyl)ethanaminc (251-NBOMe; 2C-I- 
NBOMe; 251; Cimbi-5) 

15 no change 

2-(Methylamino)-1-phenylpentan-1 -one (pentedrone) 15 no change 

2,5-Dimethoxy-4-ethylamphctamine (DOET) 25 no change 

2,5-Dimethoxy-4-n-propyithiophenethylamine 25 no change 

2,5-Dimethoxyamphetamine 25 no change 

2[4-(Ethylthio)-2,5-dimethoxyphenyliethanamine (2C-T- 
2) 

30 no change 

2[4-(lsopropylthio)-2,5-dimethoxyphenyllethanamine 
(2C-T-4) 

30 no change 

3,4,5-Trimethoxyamphetamine 25 no change 

3,4-Methylenedioxyamphetamine (MDA) 55 no change 

3,4-Methylenedioxymethamphetamine (MDMA) 50 no change 

3,4-Mohylenedioxy-N-ethylamphetamine (MDEA) 40 no change 

3,4-Methylenedioxy-N-methylcathinone (methylone) 50 no change 

3,4-Methylenedioxypyrovalerone (MDPV) 35 no change 

3-Fluoro-N-methylcathinone (3-FMC) 15 25 

3-Methylfentanyl 2 no change 

3-Methylthiofentanyl 2 no change 

4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 no change 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 no change 

4-Fluoro-N-methylcathinone (4-FMC) 15 25 

4-Methoxyamphetamine 100 no change 

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 no change 

4-Methylaminorex 25 no change 

4-Methyl-N-ethylcathinone (4-MEC) 15 25 

4-Methyl-N-methylcathinone (mephedrone) 45 no change 

4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 15 25 

5-(1,1-Dimethylhepty1)-2-1(1R,38)-3-hydroxycyclohexyli-
phenol 

68 no change 

5-(1,1-Dimethylocty1)-21(1R,3S)-3-hydroxycyclohexylk 53 no change 

8 
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L 25B; Cimbi-36)

no change302-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C)

2-(4-Chloro-2,5-dimethoxyphenyl)-A''-(2-

methoxybenzyl)ethanamine (25C-NBOMe; 2C-C-NBOMe;
25C; Cimbi-82)	

15 25

30 no change2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I)

2-(4-Iodo-2,5-dimethoxyphenyl)-Af-(2-

methoxybenzyl)ethanamine (251-NBOMe; 2C-I-

NBOMe; 25I;Cimbi-5)	

2-(Methylamino)-I-phenylpentan-l-one (pentedrone)

15 • no change

no change15

25 no change2,5:Dimethoxy-4-ethylamphctamine (DOET)

no change252,5-Dimethoxy-4-n-propylthiophenethylamine

no change252,5-Dimethoxyamphetamine

2-[4-(Ethylthio)-2,5-dimethoxyphenyl)ethanamine (2C-T-
no change30

21
2-[4-(lsopropylthio)-2,5-dimethoxyphenyl]ethanamine

(2C-T-4)
no change30

no change253,4,5-Trimethoxyamphetamine

no change553,4-Methylencdioxyamphetamine (MDA)

no change503 ,4-Methylenedioxymethamphetamine (MDMA)

c no change403,4-Mcthylenedioxy-fV-ethylamphetamine (MDEA)

no change

no change

503,4-Methylenedioxy-iV-methylcathinone (methylone)

353,4-Methylenedioxypyrovalerone (MDPV)

3-Fluoro-<V-methylcathinone (3-FMC) 2515

no change23-Methylfentanyl

no change23-Methylthiofentanyl

4-Bromo-2,5-dimethoxyamphetamine (DOB) no change25

no change254-Bromo-2,5-dimethoxyphenethylamine (2-CB)

4-Fluoro-jV-methylcathinone (4-FMC) 2515

no change

no change

1004-Methoxyamphetamine

254-Methyl-2,5-dimethoxyamphelaminc (DOM)

no change254-Methylaminorex

4-Methyl-jV-ethylcathinone (4-MEC) 15 25

no change454-Methyl-iY-methylcathinone (mephedrone)

25154-Methyl-a-pyrrolidinopropiophenone (4-MePPP)

5-(l,l-Dimethylheptyl)-2-[(l/?,35)-3-hydroxycyclohexyl]-

phenol 	

5-(l , 1 -Dimethyloctyl)-2-[( 1 /?,35)-3-hydroxycyclohexyl]-

no change68

53 no change

8
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phenol (cannabicyclohexanol or CP-47,497,C8-homolog) 

5-Methoxy-3,4-methylenedioxyamphetamine 25 no change 

5-Methoxy-N,N-diisopropyltryptamine 25 no change 

5-Methoxy-N,N-dimethyltryptamine 25 151 change 

Acetyl-alpha-methylfentanyl 2 no change 

Acetyldihydrocodeine 2 no change 

Acetylmethadol 2 no change 

Allylprodine 2 no change 

Alphacetylmethadol 2 no change 

alpha-Ethyltryptamine 25 no change 

Alphameprodine 2 no change 

Alphamethadol 2 no change 

alpha-Methylfentanyl 2 no change 

alpha-Methylthiofentanyl 2 no change 

alpha-Methyltryptamine (AMT) 25 no change 

alpha-Pyrrolidinobutiophenone (a-PBP) 15 25 

alpha-Pyrrolidinopentiophenone (a-PVP) 15 25 

Aminorex 25 no change 

Benzylmorphine 2 no change 

Betacetylmethadol 2 no change 

beta-Hydroxy-3-methylfentanyl 2 no change 

beta-Hydroxyfentanyl 2 no change 

Betameprodine 2 no change 

Betamethadol 4 no change 

Betaprodine 2 no change 

Bufotenine 3 no change 

Cathinone 70 no change 

Codeine methylbromide 5 no change 

Codeine-N-oxide 305 no change 

Desomorphine 5 25 

Diethyltryptamine 25 no change 

Difenoxin 11,000 no change 

Dihydromorphine 3,990,000 no change 

Dimethyltryptamine 35 no change 

Dipipanone 5 no change 
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L phenol (cannabicyclohexanol or CP-47,497.C8-homolog)

no change5-Methoxy-3,4-methyienedioxyamphetamine 25

no change5-Methoxy-/W-diisopropyltryptamine 25

151 change255-Methoxy-N,jV-dimethyltryptamine

no changeAcetyl-a/p/io-methylfentanyl 2

no change2Acetyldihydrocodeine

no change2Acetylmethadol

no change2Allylprodine

no change2Alphacetylmethadol

no change25a/p/jn-Ethyltryptamine

no change2Alphameprodine

no changeAlphamethadol 2

no change2a/pAcr-Methylfentanyl

no change2n/pAo-Methyltfriofentanyl

no change25o/p/w-Methyltryptamine (AMT)

2515o/pAa-Pyrrolidinobutiophenone (a-PBP)

25o/pte-Pyrrolidinopentiophenone (o-PVP) 15

c no change25Aminorex

no change2Benzylmorphine

no change2Betacetylmethadol

no changei^ta-Hydroxy-3-methylfentanyl 2

no change

no change

heta-Hydroxyfentanyl 2

2Betameprodine

no change4Betamethadol

no change2Betaprodine

no change3Bufotenine

no change70Cathinone

no change5Codeine methylbromide

no change305Codeine-/V-oxide

255Desomorphine

no changeDiethyltryptamine 25

no change

no change

no change

11,000Difenoxin

3,990,000Dihydromorphine

35Dimethyltryptamine

c
no change5Dipipanone

9
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L 

Fenethyllinc 5 no change 

gamma-Hydroxyhutyric acid 70,250,000 no change 

Heroin 25 50 

Hydromorphinol 2 no change 

Hydroxypethidine 2 no change 

Ibogaine 5 no change 

Lysergic acid diethylamide (LSD) 35 no change 

Marihuana 658,000 no change 

Mescaline 25 no change 

Methaqualone 10 no change 

Methcathinone 25 no change 

Methyldesorphine 5 no change 

Methyldihydromorphine 2 no change 

Morphine methylbromide 5 no change 

Morphine methylsulfonate 5 no change 

Morphine-N-oxide  350 no change 

N-(1-Adamanty1)-1-penty1-1H-indazole-3-carboxamide 
(AKB4S) 

15 25 

N-(1-Amino-3,3-dimethyl-l-oxobutan-2-y1)-1-penty1-1H-
indazole-3-carboxamide (ADB-PINACA) 

15 25 

N-(1-Amino-3-methy1-1-oxobutan-2-y1)-1-(4-
fluorobenzyl)-1H-indazole-3-carboxamide (AB- 
FUBINACA) 

15 25 

N-(1-Amino-3-methy1-1-oxobutan-2-y1)-1-
(cyclohexylmethyl)-1Thindazole-3-carboxamide (AB- 
CHMINACA) 

15 no change 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-penty1-1 H- 
indazole-3-carboxamide (AB-PINACA) 

15 no change 

N,N-Dimethylamphetaminc 25 no change 

Naphthylpyrovalerone (naphyrone) 15 25 

N-Benzylpiperazine 25 no change 

N-Elhyl-I-phenyleyclohcxylamine 5 no change 

N-Ethylamphetamine 24 no change 

N-Hydroxy-3A-methylenedioxyamphetamine 24 no change 

Noracymethadol 2 no change 

Norlevorphanol 52 no change 

Normethadone 2 no change 

Nonnorphine 18 40 
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L no change5Fenethyllinc

70,250,000 no changega/wna-Hydroxybutyric acid

5025Heroin

no change2Hydromorphinol

no change2Hydroxypethidine

no change5Ibogaine

no change35Lysergic acid diethylamide (LSD)

no change658,000Marihuana

no change

no change

no change

no change

25Mescaline

10Methaqualone

25Methcathinone

5Methyldesorphine

no change2Methyldihydromorphine

no change5Morphine methylbromide

Morphine methylsulfonate no change5

no change350Morphine-A'-oxide

N-( 1 -Adamantyl)- 1 -pentyl- 1 W-indazole-3-carboxamide
(AKB48)	 		

A^l-AminoO^-dimethyl-l-oxobutan^-y^-l-pentyl-l//1

indazole-3-carboxamide (ADB-PINACA)	

2515

L 2515

7V-(l-Amino-3-methyl-l-oxobutan-2-yl)-l-(4-

15 25fluorobenzyl)-l//-indazole-3-carboxamide (AB-

FUBINACA)

N-( 1 -Amino-3 -methyl- 1 -oxobutan-2-yl)- 1 -
(cyclohexylmethyl)-l//-indazole-3-carboxamide (AB-

CHMINACA)	

N-( 1 -Amino-3 -methyl- 1 -oxobutan-2-yl)-l -pentyl-1 H-
indazole-3-carboxamide (AB-PINACA)	

no change15

no change15

no change25AyV-Dimethylamphetaminc

2515Naphthylpyrovalerone (naphyrone)

N-Benzylpiperazine no change25

5 no changeN-Ethyl- 1 -phenylcyclohcxylamine

24 no changejV-Ethylamphetamine

no change24Af-Hydroxy-3,4-methylenedioxyamphetamine

no change2Noracymethadol

no change ^52Norlevorphanol

no change2Normethadone

4018Normorphine
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Para-fluorofentanyl . zero 5 

Parahexyl zero 5 

Phenomorphan 2 no change 

Pholcodine zero 5 

Psilocybin 30 no change 

Psilocyn 30 no change 

Quinolin-8-y1 1-(5-fluoropcnty0-1H-indole-3-carboxylate 
(5-tluoro-PB-22; 5F-PB-22) 

15 25 

Quinolin-8-yl l-penty1-1H-indole-3-carboxylate (PR-22; 
QUPIC) 

15 25 

Tetrahydrocannabinols 497,500 511,250 

Thiofentanyl 2 no change 

Tilidine 10 25 

Trimeperidine 2 no change 

Schedule II 

1-Phenyleyclohexylamine 5 no change 

1-Piperidinocyclohexanecarbonitrile 5 no change 

4-Anilino-N-phenethy1-4-piperidine (ANPP) 2,687,500  no change 

Alfentanil 17,750 no change 

Alphaprodine 3 no change 

Amobarbital 25,125 no change 

Amphetamine (for conversion) . 21,875,000 no change 

Amphetamine (for sale) . 37,500,000 no change 

Carfentanil 19 no change 

Cocaine 275,000 no change 

Codeine (for conversion) 50,000,000 no change 

Codeine (for sale) . 49,500,000 63,900,000 

Dextropropoxyphene 19 45 

Dihydrocodeine 226,375 . no change 

Diphenoxylate (for conversion) 75,000 no change 

Diphenoxylate (for sale) 1,337,500 no change 

Ecgonine 174,375 no change 

Ethylmorphine 3 no change 

Fentanyl 2,150,000 2,300,000 

Glutethimide 3 no change 

Hydrocodone (for conversion) 137,500 no change 
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5Para-fluorofentanyl . zero

5Parahexyl zero

no change2Phenomorphan

5Pholcodine zero

no change30Psilocybin

no change30Psilocyn

Quinolin-8-yl |-(5-fluoropcntyl)-l//-indole-3-carboxylate
(S-fluoro-PB-22; 5F-PB-22) 	

Quinolin-8-yl l-pentyl- l//-indole-3-carboxylate (PB-22;
QUPIC)	 :	 '	

2515

2515

497,500 511,250Tetrahydrocannabinols

no change2Thiofentanyl

2510Tilidine

no change2Trimeperidine

Schedule II

5 no changel-Phenylcyclohexylamine

no change51-Piperidinocyclohexanccarbonitrile

2,687,500 no change4-Anilino-vV-phenethyl-4-piperidine (ANPP)

no change17,750Alfentanil

no change3' Alphaprodine

no change25,125Amobarbital

no change• 21,875,000Amphetamine (for conversion)

no change. . 37,500,000Amphetamine (for sale)

no change19Carfentanil

no change275,000Cocaine

no change50,000,000Codeine (for conversion)

63,900,000Codeine (for sale) . 49,500,000

4519Dextropropoxyphene

• no change226,375Dihydrocodeine

no change

no change

75,000Diphenoxylate (for conversion)

1,337,500Diphenoxylate (for sale)

no change174,375Ecgonine

no change3Ethylmorphine

2,300,0002,150,000Fentanyl

no change3Glutethimide

no change137,500Hydrocodone (for conversion)
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Hydrocodone (for sale) 99,625,000 no change 

Hydromorphone 7,000,000 no change 

Isomethadone 5 no change 

Levo-alphacetylmethadol (LAAM) 4 no change 

Levomethorphan 5 30 

Levorphanol 7,125 no change 

Lisdexamfetamine 29,750,000 no change 

Meperidine 6,250,000 no change 

Meperidine Intermediate-A 6 no change 

Meperidine Intermediate-B 11 32 

Meperidine Intermediate-C 6 no change 

Metazocine 19 no change 

Methadone (for sale) 31,875,000 no change 

Methadone Intermediate 34,375,000 no change 

Methamphetamine 2,061,375 no change 

[1,250,000 grams of /evo-desoxyephedrine for use in a non-controlled, non-prescription product; 
750,000 grams for methamphetamine mostly for conversion o a schedule III product; and 61,375 
grams for methamphetamine (for sale)] 

Methylphenidate 83,750,000 87,500,000 

Morphine (for conversion) 91,250,000 no change 

Morphine (for sale) 62,500,000 no change 

Nabilone 18,750 no change 

Noroxymorphone (for conversion) • 17,500,000 no change 

Noroxymorphone (for sale) 1,475,000 no change 

Opium (powder) 112,500 no change 

Opium (tincture) 687,500 no change 

Oripavine 35,000,000 no change 

Oxycodone (for conversion) 8,350,000 no change 

Oxycodone (for sale) 137,500,000 139,150,000 

Oxymorphone (for conversion) 29,000,000 no change 

Oxymorphone (for sale) 7,750,000 no change 

Pentobarbital 35,000,000 no change 

Phenazocine 6 no change 

Phencyclidine 19 38 

Phenmetrazine 3 no change 

Phenylacetone 9,375,000 no change 
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L 99,625,000 no changeHydrocodone (for sale)

no change7,000,000Hydromorphone

no change5Isomethadone

no change.4Levo-alphacetylmethadol (LAAM)

305Levomethorphan

no change7,125Levorphanol

no change29,750,000Lisdexamfetamine

no change6,250,000Meperidine

no change6Meperidine Intermediate-A

32IIMeperidine Intermediate-B

no change6Meperidine Intermediate-C

no change19Metazocine

no change31,875,000Methadone (for sale)

no change34,375,000Methadone Intermediate

no change2,061,375Methamphetamine

[1,250,000 grams of /evo-desoxyephedrine for use in a non-controlled, non-prescription product;
750,000 grams for methamphetamine mostly for conversion to a schedule III product; and 61,375
grams for methamphetamine (for sale)]

Methylphenidate 87,500,00083,750,000

no change91,250,000Morphine (for conversion)

no change

no change

62,500,000Morphine (for sale)

18,750Nabilone

• 17,500,000 no changeNoroxymorphone (for conversion)

1,475,000 no changeNoroxymorphone (for sale)

112,500

687,500

35,000,000

no changeOpium (powder)

no changeOpium (tincture)

no changeOripavine

no change8,350,000Oxycodone (for conversion)

139,150,000137,500,000Oxycodone (for sale)

no change29,000,000Oxymorphone (for conversion)

no change7,750,000Oxymorphone (for sale)

no change35,000,000Pentobarbital

6 no changePhenazocineJ

3819Phencyclidine

no change3Phenmefrazine

no change9,375,000Phenylacetone
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Racemethorphan 3 no change 

Remifentanil 3,750 4,200 

Sccobarbital 215,003 no change • 

Suferaanil 6,255 no change 

Tapentadol 12,500,000 no change 

Thebaine 125,000,000 no change 

List I Chemicals 

Ephedrine (for conversion) 1,000,000 no change 
Ephedrine (for sale) 4,000,000 no change 
Phcnylpropanolamine (for conversion) 44,800,000 no change 

Phenylpropanolamine (for sale) 8,500,000 no change 
Pseudoephedrine (for conversion) 7,000 no change 

Pseudoephedrine (for sale) 224,500,000 no change 

The Deputy Administrator further proposes that aggregate production quotas for all 

other schedule I and II controlled substances included in 21 CFR 1308.1 l and 1308.12 

remain at zero. Pursuant to 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of 

the relevant factors, the Deputy Administrator may adjust the 2015 aggregate production 

quotas and assessment of annual needs as needed. 

Comments 

Pursuant to 21 CFR 1303.11(c) and I315.11(d), any interested person may submit 

written comments on or objections to these proposed determinations. Based on 

comments received in response to this notice, the Deputy Administrator may hold a 

public hearing on one or more issues raised. 21 CFR 1303.11(c) and 1515.11(e). In the 

event the Deputy Administrator decides to hold such a hearing, the Deputy Administrator 

will publish a notice of the hearing in the Federal Register. After consideration of any 

comments or objections, or after a hearing, if one is held, the Deputy Administrator will 

issue and publish in the Federal Register a final order establishing any adjustment of 
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L no change3Racemethorphan

4,2003,750Rcmifentanil

215,003 no change 'Secobarbital

.6,255 no changeSufentanil

12,500,000 no changeTapentadol

125,000,000 no changeThebaine

List I Chemicals

1,000,000 no changeEphedrine (for conversion)

4,000,000 no changeEphedrine (for sale)

44,800,000 no changePhenylpropanolamine (for conversion)

8,500,000 no change

no change

Phenylpropanolamine (for sale)

7,000Pseudoephedrine (for conversion)

224,500,000 no changePseudoephedrine (for sale)

The Deputy Administrator further proposes that aggregate production quotas for all

other schedule I and II controlled substances included in 21 CFR 1308.1 1 and 1308.12

L remain at zero. Pursuant to 21 CFR 1303.13 and 21 CFR 1315.13, upon consideration of

the relevant factors, the Deputy Administrator may adjust the 201 5 aggregate production

quotas and assessment of annual needs as needed.

Comments

Pursuant to 21 CFR 1303.11(c) and 1315.1 1(d), any interested person may submit

written comments on or objections to these proposed determinations. Based on

comments received in response to this notice, the Deputy Administrator may hold a

public hearing on one or more issues raised. 21 CFR 1303.11(c) and 1515.11(e). In the

event the Deputy Administrator decides to hold such a hearing, the Deputy Administrator

will publish a notice of the hearing in the Federal Register. After consideration of any

comments or objections, or after a hearing, if one is held, Jhe Deputy Administrator will

issue and publish in the Federal Register a final order establishing any adjustment of

L
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2015 aggregate production quota for each basic class of controlled substance and 

established assessment of annual needs for the list I chemicals ephedrine, 

pseudoephedrine, and phenylpropanolamine. 21 CFR 1303.11(c) and 1315.11(f). 

Dated: 

John S. Riley, 
Acting Deputy Administrator 
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L 20 1 5 aggregate production quota for each basic class of controlled substance and

established assessment of annual needs for the list 1 chemicals ephedrine,

pseudoephedrine, and phenylpropanolamine. 21 CFR 1303.ll(c)and 1315.11(f).

Dated:

John J. Riley,

Acting Deputy Administrator.
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Dated: July 1.2015. 
Robed W. Middleton, 
Deputy Chief, Office ofOffshere Regulatory 
Programs. 
IFS Doe. 2015-18075 Filed 7-7-15:8:45 all 
BILLING CODE 41110-Vil-le 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-418P) 

Proposed Adjustments to the 
Aggregate Production Quotas for 
Schedule I and II Controlled 
Substances and Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and 
Phenylpropanolamlne for 2015 

AGENCY: Drug Enforcement 
Administration. Department of Justice. 
ACTION: Notice with request for 
comments. 

SUMMARY: The Drug Enforcement 
Administration proposes to adjust the 
2015 aggregate production quotas for 
several controlled substances in 
schedules I and II of the Controlled 
Substances Act and the assessment of 
annual needs for the list I chemicals 
ephedrine, pseudoephedrine, and 
phenylpropanolamine. 
OATES: Interested persons may file -
written comments on this notice in 
accordance with 21 CFR 1303.13(c) and 
1315.13(4). Electronic comments must 
be submitted, and written comments 
must be postmarked, on or before 
August 7. 2015. Commenters should be 
aware that the electronic Federal Docket 
Management System will not accept 
comments after 11:59 p.m. Eastern Time 
on the last day of the comment period. 
AmmEsses: To ensure proper handling 
of comments, please reference "Docket 
No. DEA-418P" on all correspondence. 
including any attachments. The Drug 
Enforcement Administration encourages 
that all comments be submitted 
electronically through the Federal 
eRulemaking Portal which provides the 
ability to type short comments directly 
into the comment field on the Web page 
or attach a file for lengthier comments. 
Please go to hitp://www.regulations.gov 
and follow the online instructions at 
that site for submitting comments. Upon 
completion of your submission you will 
receive a Comment Tracking Number for 
your comment. Please be aware that 
submitted comments are not 
instantaneously available for public 
view on Regulations.gov. If you have 

' d C mm ntT g N mb 
your comment has been successfully 

submitted and there is no need to 
resubmit the same comment. Paper 
comments that duplicate electronic 
submissions are not necessary and are 
discouraged. Should you wish to mail a 
paper comment in lieu of an electronic 
comment. it should be sent via regular 
or express mail to: Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/ODL, 8701 
Morrissette Drive, Springfield. Virginia 
22152. 

FOR FURTHER INFORMATION CONTACT: John 
R. Scherbenske. Office of Diversion 
Control, Drug Enforcement 
Administration, 8701 Morrisselte Drive, 
Springfield, Virginia 22152, Telephone: 
(202) 598-6812. 

SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments 
received in response to this docket are 
considered part of the public record and 
will be made available for'public 
inspection online at blip:// 
www.regulations.gov. Such information 
includes personal identifying 
information (such as your name, 
address. etc.) voluntarily submitted by 
the commenter. 

The Freedom of Information Act 
(FOIA) applies to all comments 
received. If you want to submit personal 
identifying information (such as your 
name, address. etc.) as part of your 
comment, but do not want it to be 
posted online or made available in the 
public docket, you must include the 
phrase "PERSONAL IDENTIFYING 
INFORMATION" in the first paragraph 
of your comment. You must also place 
all the personal identifying information 
you do not want made publicly 
available in the first paragraph of your 
comment and identify what information 
you want redacted. 

If you want to submit confidential 
business information as part of your 
comment, but do not want it to be made 
publicly available, you must include the 
phrase "CONFIDENTIAL BUSINESS 
INFORMATION" in the first paragraph 
of your comment. You must also 
prominently identify the confidential 
business Information to be redacted 
within the comment. If a comment has 
so much confidential business 
information that it cannot be effectively 
redacted, all or part of that comment 
may not he made available in the public 
docket. Comments containing personal 
identifying information or confidential 
business information identified as 
directed above will be made publicly 
available in redacted form. 

An electronic copy of this document 
is available at http:// 
unenv.regulations.gov for easy reference. 

Legal Authority and Background 
Section 306 of the Controlled 

Substances Act (CSA), 21 U.S.C. 826, 
requires the Attorney General to 
determine the total quantity and 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules land II 
and for the list I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine. This 
responsibility has been delegated to the 
Administrator of the DEA. 28 CFR 

The DEA established the 2015 
aggregate production quotas for 
substances in schedules I and II and the 
assessment of annual needs for the list 
I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine on September 8, 
2014 (79 FR 53216). That notice 
stipulated that, in accordance with 21 
CFR 1303.13 and 1315.13, all aggregate 
production quotas end assessments of 
annual need are subject to adjustment. 

Analysis for Proposed Adjusted 2015 
Aggregate Production Quotas and 
Assessment of Annual Needs 

The DEA proposes to adjust the 
established 2015 aggregate production 
quotas for certain schedule I and II 
controlled substances to be 
manufactured in the United Slates in 
2015 to provide for the estimated 
medical, scientific, research, and 
Industrial needs of the United States, 
lawful export requirements, and the 
establishment and maintenance of 
reserve stocks. These quotas do not 
include imports of controlled 
substances for use in Industrial 
processes. Tho DEA is not proposing to 
adjust the established 2015 assessment 
of annual needs for the list I chemicals 
ephedrine, pseudoephedrine, and 
phenylpropanolamine to be 
manufactured in and imported into the 
United States in 2015 to provide for the 
estimated medical. scientific, research, 
and industrial needs of  United 
States, lawful export requirements, and 
the establishment and maintenance of 
reserve stocks. 

In proposing the adjustment, the DEA 
has taken into account the criteria that 
the DEA is required to consider in 
accordance with 21 CFR 1303.13 and 21 
CFR 1315.13. The DEA determines 
whether to propose an adjustment of the 
aggregate production quotas for basic 
classes of schedule I and II controlled 
substances and assessment of annual 
needs for ephedrine. pseudoephedrine, 
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L An electronic copy of this document
is available at http://
www.regulalians.gov for easy reference.

submitted and there is no need to
resubmit the same comment. Paper
comments that duplicate electronic
submissions are not necessary and are
discouraged. Should you wish to mail a
paper comment In lieu of an electronic
comment, it should be sent via regular
or express mail to: Drug Enforcement
Administration, Attention: DEA Federal
Register Representative/ODL, 8701
Morrissette Drive. Springfield, Virginia
22152.

Dated: July 1. 2015.

Robert W. Middleton,

Deputy Chief, Office ofOffshore Regulatory
Programs.

|FR Doc. 2015—16675 Filed 7-7-15:8:45 ami

SILLING CODE 4310-VH-P

Legal Authority and Background

Section 306 of the Controlled
Substances Act (CSA), 21 U.S.C. 826,
requires the Attorney General to
determine the total quantity and
establish aggregate production quotas
for each basic class of controlled -
substance listed in schedules I and II
and for the list I chemicals ephedrine.

FOR FURTHER INFORMATION CONTACT: John pseudoephedrine, and
phenylpropanolamine. This
responsibility has been delegated to the
Administrator of the DEA. 28 CFR
0.100(b).

The DEA established the 2015
aggregate production quotas for
substances in schedules I and 11 and the
assessment ofannual needs for the list
I chemicals ephedrine.
pseudoephedrine, and
phenylpropanolamine on September 6,
2014 (79 FR 53216). That notice
stipulated that, in accordance with 21
CFR 1303.13 and 1315.13, all aggregate
production quotas and assessments of
annual need are subject to adjustment.

DEPARTMENT OF JUSTICE

rug Enforcement Administration

[Docket No. DEA-418P]

Proposed Adjustments to the
Aggregate Production Quotas for
Schedule I and II Controlled
Substances and Assessment of
Annual Needs (or the List I Chemicals
Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 201 5

AGENCY: Drug Enforcement
Administration, Department of Justice.

ACTION: Notice with request for
comments.

R. Scherbensko. Office of Diversion
Control, Drug Enforcement
Administration, 8701 Morrissette Drive,
Springfield, Viiginia 22152, Telephone:
(202) 596-6812.

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

Please note that ail comments
received in response to this docket arc
considered part of the public record and
will be made available for public
inspection online at http://
www.regulations.gov. Such information

includes personal identifying
information (such as your name,

address, otc.) voluntarily submitted by
the commenter,

SUMMARY: The Drug Enforcement

Administration proposes to adjust the
2015 aggregate production quotas for
several controlled substances in
schedules I and II of the Controlled
Substances Act and the assessment of
annual noods for the list I chemicals
ephedrine. pseudoephedrine, and
phenylpropanolamine.

OATES: Interested persons may file -
written comments on this notice in
accordance with 21 CFR 1303.13(c) and
1315.13(d). Electronic comments must
be submitted, and written comments
must be postmarked, on or before
August 7, 2015. Commenters should be
aware that the electronic Federal Docket
Management System will not accept •

comments after 11:59 p.m. Eastern Time
on the last day of the comment period.
aodresses; To ensure proper handling
of comments, please reference "Docket
No. DEA-418P" on all correspondence,
including any attachments. The Drug _
Enforcement Administration encourages business information as part of your
that all comments be submitted comment, but do not want it to be made
electronically through the Federal publicly available, you must include the
eRulemaking Portal which provides the phrase "CONFIDENTIAL BUSINESS
ability to type short comments directly INFORMATION" in the first paragraph
into the comment field on the Web page
or attach a file for lengthier comments.
Please go to http://www.regulations.gov
and follow the online instructions at
that site for submitting comments. Upon
completion of your submission you will
receive a Comment Tracking Number for redacted, all or part of that comment
your comment. Please be aware that may not be made available in the public
submitted comments are not docket. Comments containing personal
instantaneously available for public identifying information or confidential
view on Regulatians.gov. If you have business information identified as
received a Comment Tracking Number, directed above will be made publicly
your comment has been successfully available in redacted form.

Analysis for Proposed Adjusted 2015
Aggregate Production Quotas and
Assessment ofAnnual Needs

The DEA proposes to adjust the
established 2015 aggregate production
quotas for certain schedule I and II
controlled substances to be
manufactured in the United States in
2015 to provide for the estimated
medical, scientific, research, and
industrial needs of the United States,
lawful export requirements, and the
establishment and maintenance of
reserve stocks. These quotas do not
include imports of controlled
substances for use in industrial
processes. The DEA is not proposing to
adjust the established 2015 assessment
of annual needs for the list I chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine to be
manufactured in and imported into the
United States in 2015 to provide for the
estimated medical, scientific, research,
and industrial needs of the United
States, lawful export requirements, and
the establishment and maintenance of
reserve stocks.

In proposing the adjustment, the DEA
has taken into account the criteria that
the DEA is required to consider in
accordance with 21 CFR 1303.13 and 21
CFR 1315.13. The DEA determines
whether to propose an adjustment of the
aggregate production quotas for basic
classes of schedule I and II controlled
substances and assessment of annual
needs for ephedrine. pseudoephedrine,

c The Freedom of Information Act
(FOIA) applies to all comments
received. If you want to submit personal
identifying information (such as your
name, address, etc.) as part of your
comment, but do not want it to be
posted online or made available in the
public docket, you must include the
phrase "PERSONAL IDENTIFYING
INFORMATION" in the first paragraph
of your comment. You must also place
all the personal identifying information
you do not want made publicly
available in the first paragraph of your
comment and identify what information
you want redacted.

If you want to submit confidential

of your comment. You must also
prominently identify the confidential
business Information to be redacted
within the comment. If a comment has
so much confidential business
information that it cannot be effectively
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and phenylpropanalamine by 
considering (11 Changes in the demand 
for that class or chemical, changes in the 
national rate of net disposal oldie class 
or chemical, and changes in the rate of 
net disposal of the class or chemical by 
registrants holding individual 
manufacturing quotas for the class; (21 
whether any increased demand for that 
class or chemical, the national and/or 
individual rates of net disposal of that 
class or chemical are temporary, short 
term, or long term; (3) whether any 
increased demand far that class or 
chemical can be met through existing 
inventories, increased individual 
manufacturing quotas, cr increased 
importation, without increasing the 
aggregate production quota; (4) whether 
any decreased demand for that class or 
chemical will result in excessive 
inventory accumulation by all persons 
registered to handle that class or 
chemical; and (5) other factors affecting 
medical, scientific, research, and 
industrial needs in the United States 
and lawful export requirements, as the 
Acting Administrator finds relevant. 

The DEA also considered updated 
information obtained from 2014 year-
end inventories, 2014 disposition data 
submitted by quota applicants, 
estimates of the medical needs of the 
United States, product development, 

and other information made available to 
the DEA after the initial aggregate 
production quotas and assessment of 
annual needs had been established. 
Other factors the DEA considered in 
calculating the aggregate production 
quotas, but not the assessment of annual 
needs. include product development 
requirements of both bulk and finished 
dosage form manufacturers, and other 
pertinent information. In determining 
the proposed adjusted 2015 assessment 
of annual needs, the DEA used the 
calculation methodology previously 
described in the 2010 and 2011 
established assessment of annual needs 
(74 FR 602134. Nov. 20,2009, and 75 FR 
79407, Dec. 20, 2010, respectively). 

As previously described in the 
published notice establishing the 2015 
aggregate production quotas and 
assessment of annual needs, the DEA 
has specifically considered that 
inventory allowances granted to 
individual manufacturers, 21 CFR 
1303.24, may not always result in the 
availability of sufficient quantities to 
maintain an adequate reserve stock 
pursuant to 21 U.S.C. 626(a). as 
intended. This would be concerning if 
a natural disaster ar other unforeseen 
event resulted in substantial disruption 
to the amount of controlled substances 
available to provide for legitimate 

public need. As such, the DEA has 
included in all proposed adjusted 
schedule II controlled substance 
aggregate production quotas, and certain 
proposed adjusted schedule I controlled 
substance aggregate production quotas, 
an additional 25% of the estimated 
medical, scientific, and research needs 
as part of the amount necessary to 
ensure the establishment and 
maintenance of reserve stacks. The ' 
resulting adjusted established aggregate 
production quotas will reflect these 
included amounts, This action will not 
affect the ability of manufacturers to 
maintain Inventory allowances as 
specified by regulation. The ➢EA 

expects that maintaining this reserve in 
certain established aggregate production 
quotas will mitigate adverse public 
effects if an unforeseen event results in 
substantial disruption to the amount of 
controlled substances available to 
provide for legitimate public need, as 
determined by the DEA. The DEA does 
not anticipate utilizing the reserve in 
the absence of these circumstances. 

The Acting Administrator, therefore, 
proposes to adjust the 2015 aggregate 
production quotas for certain schedule I 
and II controlled substances expressed 
in grams of anhydrous acid or base, as 
follows: 

Basle class 

Schedule I 

Established 
2015 Quotas 

(9) 

Proposed
Adjusted 2015 

Quotas 

(g) 

(1-Peniy1-1H-Indol-3.y1)(2,2,3,3-tetramelhylcycloondnyl)methanone (LIF1-144)  15 
(1.(5-ReorasentyfilH-indel-311)(2,2,3,3-tetramethyleyelopropyl)methanane (XLR11)  15 
[1(5-11uoropenty1).1H-Inda2o1-3113(naphthalen-lil)meinanone (THJ-2201)  15 
1-(1,3-Benzodionol-5-y1)-2-(methylamlno)butan-1-cnelbutylona)  15 
1.(1,3.Benzedierol.5.y1).2.imethylamlnajpentan-l-one (pentylone)  15 
1-0.Phenyleyeloberyfipyrrolidine  10 
1-(5•Fluaropenyl)-3{t-naphthoygindole (AM2201)  45 
1-(5-Fluerepenty1)-312-10dobenzoyDindole (AM694)  45 
141-(2.Thieny)cydeharyllpipeddine  15 
1-[2.(4-Morpholinygethy11.3-0-naphthoygindole (.1WH-200)  45 
1-Buty1-3-(1-naphlhoyl)indole (JWH-073)  45 
1-Cyclohexylethy1-342-methoxyphenylacetPlindele (SR-le and RCS-5)  45 
1-11exy1.341.naphtbayginaole (MH-019)  45 
1-Methyl-4-phenp-4-proolonexypiperidine  2 
1-Penty1-3-(1-naphlhoyl)indole (JWH-018 and AM678)  45 
1-penty1-3-(2-chloropnenytheetPlindoie (JWH- 203)  45 
1-Penty1-3.(2-methioxyphenylacety0Indole (JW11-250)  45 
1-Penty1-3-(4-chloro-l-naphthoynindole (JW/1-398)  45 
1-Penty1-3-(4-methyltnaphtheyllindole (JVVH-122)  .45 
1-Penty1-3.(14-melhoxy).0enzoyllindole (SR-19, RCS-4)  45 
1.Penty1-3-i144-methoxynanntheyillndole (JWH-051)  45 
2-(2,5-pirnethext4-n-prepylpheny)ethenamine (2C-P)  30 
2-12,5-131methoxy-4-ethylphanybethanarnine (2C-E)  30 
2.(2,5-Ciniethcxy-4-methylphenyl)ethanamine (2C-0)  ' 30 
212,5-Dimethoxy-4-nitro-phenynelhanamine (2C-N)  30 
2-(2,5-Cimethoxyphenypelhanamine (2C-H)  30 
2-(4-Bromo-2.5-dirnethoxypnenyll-N.(2-methoxyhenzyl)ethanamlne (25B-N130Me: 2C-B-NBOMe; 15 

2513; Cimbi.36). 
2-(4-Chlero-2,5-dimethoxyphenynethanamine (2C-C)  30 

25 
25 
no change 
25 
25 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
25 

no change 
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Basic class 

Established 
2015 Quotas 

(9) 

Proposed 
Adjusted 2015 

Quotas 

(al 

2-(4-Chlom-2,S.dimethoxyphenyI)-Aa(2-m etho,tybenzygethanamine (25C-NBOMe; 2C-C-NBOMe; 

25C ambi-82). 
2-(4-lodo-2.5-MmethozyPhenyl)elhanamine 
2-(4-lodo-2,5-dlmeOoxypheny1)-N-(2-methoxybenzyl)ethanamine (251-NBOMe; 2C-1-I,1B0Me; 251; 

 lc
2-(methylamino)-Iphenylpentan-tone (pentedrOne)  
25-Dimelhoxy.4-ethylamphelamine (DOE1)  
2,5.11methoxy-4-n-propylthioPhenethylamine  
2,5-Dimethoxyamphetamine  
2-(4-(51hylthio)-2,5-dimethozyPhenygelhanamlne (20-T-2)  
2(4-(lsopropylthio)-2.5-dimelhoxyphenyljethanamino (2C-T-4)  
3,4,5-TrImethoxyamphetaniine  
3.4-Methylenedioxyamphetimine (MOA)  
3,4.Methylenedionmethemphelamine (MOMA)  
3,4-Methylenedloxy-Na  (MDEA)  
3,4-Methylenedioxy-AamethylcathIncne (methylene)  
3,4-Methylenedioxypyrovalcrene (MDPV)  
3-Flucro-namethylcathinone (3-FMC)  
3-Melhyllentanyl  
3-Malhylthlofentany1  
4-Brerno-2.5-dimeLhoxyamphetamine (DCB)  
4-13romo-Z5-dimethoxyPhenethylamine (2-GB)  
4-Fluoro-Aamelhylcalhinone (4-FMC) .  
4-Melhoxyamphetamine  
4-Melhy1.2,5-dimelhoxyamPhetamine (Dom) 
4-Methyl
4-Methyl-N-ethylcathinone (4-MEC)  
4-Methyl.AFmethylcaihinore (mephedrona)  
4-Methyl-o-pyrrolidinoproPloPhenone (4-MaPPP)  
5-(1,1-Dirnothylheptsol)-24(1R,35)-3-hydroxycyclohexyl]thenol  
5-(1.1- ((1-U1P,35)-3-hydroxycyclohexyll-phenol (cannabicyolohexanol or CP-47.497 

CB-homolog). 
5.Methoxy-3,4-methylenedloxyamPhetamine  
5-Methoxy-Wadasopropynryplamine  
5-Melhoxy-N,N-dirnethyliryPlamine  
Acetykerphemethylfentanyl  
Acelyldhydrocodeine  
Acelylmelhadot  
Allylprocane  
Alphacelylmelhadol  
arphe-Ethyltryptamine  
Mpharneprodine  
Alphamethadol  
elphe-Methylfentanyl  
elphe-Methylthiefentanyl  
alphe-Methyltrypternine (AMT)  
alpha-Pyrrolidinchutophenone (a-:BP)  
alpha-PyrrolWinopenliophenone (a-PVP)  
ArnIncrex  
Benzylmorphine  
eetacetylmethadol  : .. ...
beta-Hydroxy-3-methyllentanyl  
bera.Hydroxylentanyl  
Setarneprodine  
Betarnethadol  
Setae rodhe 
&Menthe 
Cath&one  
Codeine methylbremide  
Codeine..N.oxide  
Dasomorphine  
Diethyltryptamlne  
Difenoxin  
Dthydromorphine  
Dimethylttyptamine  
Diplpanone  
Fenethylline  
gamma-Hydroxyboardc acid  
Heroin  
HydromorPhinol  

15 125 

30 no change 
15 no change 

15 nochange 
25 nochange 
25 no change 
25 no change 
30 no change 
30 no change 
25 no change 
55 mc change 
50 no change 
40 no change 
50 nochange 
35 nochange 
15 25 
2 no change 
2 no change 

25 nochange 
25 nochange 
15 25 

100 nochange 
25 no change 
25 nochange 
1 25 
4 no change 
1 25 
6 nochange 
5 no change 

2 no change 
2 no change 
2 no change 

no change 
no change 
no change 
no change 
no change 

2 no change 
no change 
no change 
no change 
no change 

2 no change 
1 25 
1 25 
2 no change 

no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 

7 no change 
no change 

305 no change 
5 25 

25 no change 
11.000 no change 

3,990.000 no change 
35 no change 
5 nochange 
5 no change 

70,250.000 no change 
25 50 

2 no change 
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L
Established

2015 Quotas
Proposed

Adjusted 2015
QuotasBasic class

(9) (9)

2-(4-Ch1ora-2,5-dimethoxyphenyI)-iV-(2-m0thoxybenzy()ethanamine (Z5C-NBOMe; 2C-C-NSOMe;

25C; Clmbi-82). .
2-(4-lodo-2.5-Cimethoxyphenyi)elhanamine (2C-I) 	

2-(4-iodo-2,5-dlmethoxypheny.l)-W-(2-methoxybenzy1)ethanamine (251-NBOMe; 2C-l-NBOMe; 251;

Cimbi-5).
2-(Methylamino)-i;phenyipentan-Vone (pentedrone) 	

2,5-Dimelhoxy-4-elhylamphetamine (DOET) 	 		

2,5-Qimelhoxy-4-n-propyHhiophenethyfamine 	

2,5-Dimethoxyamphetamine 	 		

2-|4-(Elhylthio)-2.5-dimethoxyphenyllclhanarrine (2C-T-2) 	

2-[4-(lsopropylthio)-2,6-di(Tielhoxyphenyl]ethanamino (2C-T-4) 	

3,4.5-TrlmeUioxyamphetafriine 	

3,4-Methylenedioxyamphetamine (MOA) 		 	

3.4-MelhylenedioxymeiharTphelamine (MOMA) 	

3.4-Methylenedloxy-W-ethylampheternifie (MDEA) 	

3,4-Methylenedioxy-N.melhylcathincne (methylene) 	

3,4-Methylenedioxypyrovalcrone (MDPV) 	

3-Fluoro-N-methylcathinone (3-FMC) 	

3-Methylfentanyl 	

3-Methyllhlofentany	l	

4-Bromo*2,5-dimetho*yamph«amine (DOB) 	 		 		 —	

4-Bromo-2.5-dimethoxyphenethylamine (2-CB) 	

4-FKioro-W-meihyleaihinone (4-FMC) 	

4-Meihoxyamphetamine 	
4-Methyl-2,5-dimelhoxyamphetamioe (DOM) 	

4-Meihylamirorex 	 	

4-Methyl-W-ethylcathinore (4-MEC) 	

4-Methy(-iVmelhyfcalhinone (mephedrone) 	
4-Methyl-a-pyrrolidinoproplophenone (4-MePPP) 	

5-(1,1-Dimothylheptyl)-2-[|1fl,3S)-3-hy{Jroxycyc!ohexyl]-phenol 	

6-(1,vDimethykx:tyi)-2-((lfl.3S)-3-hydfoxycyclohexyl]-Phenol (cannabicyclohaxanol or CP-47,497

C3-homolog).
S-Methoxy-3.4-methylenedioxyamphetarrine 	

5-Methoxy-W.N-diisopropylttyplamine 			

5-Melhoxy-W.W-dimethyltrypiamine 	

Acetyl-a(o/ie-rtisthylfentanyt 	 -	

Acelyldihydrocodeine 	

Aceiylmeihadol 	

Allylprodine 	
Alphacetyimethadol 	

a{aba-Elhyltoptamine 	 	

Alphameprodine 	 		 	

Alphamethadol 	 	

a/pha-Methylfentanyl 	

afcha-Methylthiofentanyl 	
a/pba-Methyltryptamine (AMT) 	 		

a/pha-Ryrrolidinohuliophenorte (a-PBP) 	
3lpt>a-PYrr£>lklinopenllophenor>e (a-PVP) 	 —			

Amlrorex 	 -	
Benzylmorphlne 	

Betacotylmethadol 		

fiera-Hydroxy-3-meihyitenlariyl 	

fiera-Hydroxytenlarryl 	

Betanneproaine 	 	

	 	

Betaprodlne 	 		
Bufotonina 	

Cathinone 	 		

Codeine methyibromide 	 	

Codeine-N-oxide 	

Oesomorphine 	-	 	

DiethyUryptamlne 	

Difenoxin 	 		

Dihydromorphine 	 -	

Dimethyltryptamine 	

Diplpanone 	 		 -	 	

Ferethyllino 	 1	

garo/na-Hydroxybutyric add 	
Heroin 	 	 	
Hyd'omorphinol 	 		 		

15 25

30 no change

15 no change

16 no change
25 no change

£5 no change

25 no change
30 no change

30 no change

25 no change

35 no change

50 no change

40 no change

50 no change

35 no change

2515
2 no change

2 no change

25 no change

25 no change

2515

100 no change

no change

no change
25
25

15 25
45 no change

15 25

68 no change

no change

c
53

25 no Change

25 no change

25 no change

2 no change

2 no change

2 no change

2 no change

2 no change

25 no change

2 no change
2 no change

2 no change

2 no change

25 no change

15 25
15 25
25 no change

2 no change

2 no change

2 no change

2 no change

2 no changB

4 no change

2 no change
3 ho change

70 no change

5 no change

305 no change

5 25

25 no change

1 1 ,000 no change

3,990,000 no change

35 no change
5 no change

5 no change

70,250,000 no change

c 25 SO
2 no change

Page 927Vol. I



Federal Register/Val. 80, No. 130/Wednesday, July 8, 2015/ Notices 39159 

Basic class 

Established 
2015 Quotas 

(9) 

Hydroxypethicline  2 

lhogaine 5 

Lysergic acid diethylamide (LSD)  35 

Marihuana  658,000 

Mescaline  25 
Melhaqualone  10 
Melhcathinone  25 
Merhyldesorphine  5 
Merhyld.hydrernorphine  2 

Morphine methylbrOmide  5 

Morphine methylsulfonate 5 
MorphinoNoxide  350 
N.(1-Adamanty1)-1-pentyl-1H-indazole-3-carboxamide (AKB48)  15 
N.(1-Amino-3,3-dimerhyl-1-oxobutan-211)-1.Pentyl-1H-Indazole-3-carboxamide (ADB-PINACA)  15 
N-(1-Amino-3.methy1-1-oxoloutan-211)-1-(441uorohenzyl)-1H-Indaz010-3-carboxamide (AB- 15 

FUBINACA). 
N-(1-Amino-3-methy1-1 -oxobutan-2.y1)-1-(cyclohexylmethyl)-1H-Indazolo-3-carboxamIde (AB- 15 

CHMINACA). 
N-(1-Amino-3-methyl.1-oxebutan-2-y1)-1-pentyl-11-tindazolo-3-carboxam!de (AB-PINACA)  15 
1,4N-Climethylamphetarnine  25 
Naphthylpyrovalerone (naphyrone)  15 
N.Benzylpiperazine  25 
N-Eihyl.1-phenylcyclohexylamlne  5 
NElhylamphelamine  24 
MHydroxy-3,4-methylenedioxyamphetamine  24 
Noracymethadol  2 

Norlevorphanol 52 
Normethadone  2 

Norrnorphine  113 
Pare-fluordenianyl  zero 
Parahexyl  zero 
Phenomorphan  2 

nholcaline  zero 
Psilocybin  30 

Palocyn 30 
Claindin-811115-11uoroponly1FIffindole-3-catioxylate (5Auorc-P8-22 5F-P0-22)  15 
Oulnolin.8.y1 1-peniy1-1H-Indole-3-carboxylate (P13-22; QUPIC)  15 
Tetranydnocannabinols  497,500 

Thief ant anyl  2 
- 10 

TrImeparldine  2 

Schedule II 

1-Phenylcyclohexylamine  5 
1-Piperidlnocyclohexanecarbonihile  5 
4-Anilino-N-phenerhyl-4-piperidine (ANPP)  2,687,500 
Allentanil  17,750 
Mphaprodine  3 
Amobarbital  25,125 
Amphetamine (Ion conversion)  21,875,000 
Amphetamine (for sale)  37,500.000 
Carlentanil  19 
Cocaine  275.000 
Codeine (for conversion)  50,000,000 
Codeine (for sale)  49,500,000 
Dextropropoxyphene  19 
031ydrucodeine  226,375 
Diphenoxylate (for conversion)  75.000 
Olphenoxylate (for sale)  1,337,500 
Ecgonine  174,375 
Ethylrnorphine  3 
Fentanyl  2,150,000 
Clutetdmide  3 
Hydrocodone (lor conversion)  137,500 
Hydrecodone (lor sale) .. 99,625,000 

Hydromorphone 7,000,000 
Isomethadone  5 
Leyo-alph.acetylmethadol (LAAM)  4 
Levomeinorphan  5 
Levorphanol  7,125 

Proposed 
Adjusted 2015 

Quotas 

• (9) 

no change 
no change 
no change 
no °tinge 
no change 
no change 
no change 
no change 
no change 
no change 
no Mange 
no change 
25 
25 
25 

no change 

no change 
no change 
25 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
40 
5 
5 
no change 
5 
no change 
no change 
25 
25 
511,250 
no change 
25 
no change 

no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
63.900,000 
45 
no change 
no change 
no change 
no change 
no change 
2300,000 
no change 
no change 
no change 
no change 
no change 
no change 
30 
no change 
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c
Proposed

Adjusted 2015
Quotas

Established
2015 Quotas

Basic class

(9) is)

• 2 no change

5 no change
35 no change

658,000 no change
25 no change
10 no change
25 no change
5 no change

2 no change
5 no change

5 no change
350 no change

Hydroxypethtdine 	 		

	 	

Lysergic acid diethylamide (LSD) 	I	 	
Marihuana 	

Mescaline 	 	 	

Meihaqualone 	 	 		

Melhcathinorxe 	 		 I	
Methyldesorphine 	

Methyldihydromorphine 	 	 	

Morphine methylbromlde 	
Morphine methylsulfonate ...~	
Morphino-W-oxide 	
N (1-Adamantyl)-1-pentyl-iH-inda2ole-3-carboxamlde (AKB48) 	
N {1-Amino-3,3-dimeihyi-1-oxobutan-2-yl)-1-pentyMH-indazole-3-cartioxamidB (ADB-PINACA)
A/-(1-Amino-3-methyI-l-oxobutari-2-yl)-1-(4-fluorobenzyl)-1H-indazole-3-carboxamide

FUBINACA).
N-(1-Amino-3-methyM oxobutar-2-yl)-1-(cyclohexylmethyi)-i H-lndazoic-3-carboxamlde

CHMINACA). . .
AP(1.Amino-3-methyM-oxobutan-2-yl)-1-pcntyMH-indazole-3-earboxam!de (AB-PINACA) 	

N.N-Dimethylamphetamine 	 :		

Naphthylpyrovalerone (naphyrone) 	 	
N-Benzylpiperazine 	 	 -		
W-Elhyl-1 -phenylcyctohexylamlne 	 		
Af-Elhylamphelamine 	 	
A/-Hydroxy-3,4-meihylenedioxyamphetamine 	

Noracymethadol 	
Norlevorphanol 	 	 -	 	
Normethadone 	

Normorphine 	 	
Para-ftuorolenianyl 	 	 	

Parahexyl 	 	
Phenomorphan 	 -	
	 	

Psilocybin 	 	
Psilocyn 	

Quinolin-0-yl l-(5-lluoropontyl)-lH-indo1e-3-earboxylate (5-lluoro-PB-22; 6F-PB-22) 	
Quinolln-8-yl 1-paniyt-i K-tndola-3-carboxylate (PB-22; QUP1C) 	
Tetrahydrocannabinols 	
Thiofentanyl 	 		 		
Tilidlne 			 ,	 	 	

Trimeperidine 			

2515
15 25
15 25(A8-

no change15(AB-

15 no change

no change25
2515

25 no change
5 no change

24 no change
24 no change

2 no change

52 no change
2 no change

4018

Szero

zero S

c 2 no change

5zero

30 no change

no change30
15 25

2515

497,500 511,250
2 no change

10 25

2 no change

Schedule II

S no change
5 no change

2,687,500 no change

1 7,750 no change
3 no change

25,125 no change

21,875,000 no change
37,500,000 no change

19 no change

275,000 no change

50,000,000 no change
49,500,000 63,900,000

19 45
226,375 no change

75,000 no change

1,337,500 no change
174,375 no change

3 no change

2,150,000 2,300,000
' 3 no change

137,500 no change
99,625,000 no change

7,000,000 no change
5 no change
4 no change

5 30
7,125 no change

1-Phcnylcyclohexylamine 	
1-PiperidlnocyclohexanecarbonitrUe 		
4-Anilino-W-phenelhyl-4-piperidine (ANPP)

Alfentanll 	
Alphaprodine 	

Amobarbital 		 	
Amphetamine (lor conversion) 	

Amphetamine (for sale) 	
Carlentanil 	

Cocaine 	 	
Codeine (for conversion) 	 	 	
Codeine (for sale) 	 		
Dextropropoxyphene 	
Oihydrocodcine 	

Diphenoxylate (for conversion) 	
Diphenoxylate (for sale) 	
Ecgonine 	
Ethylmorphine 	

Fentanyl 	
Glutethimide 	 	
Hydrocodone (lor conversion) 	
Hydrocodone (lor sale) 		

Hydromorphone 	

Isomethadone 	
Levo-aiphaeetylmeihadol (LAAM) 	
Levomethorphan 	

Levorphanol 	
c
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Established 
2015 Quotas 

Basic class 

(9) 

Lisdexamletamine  29,750,000 
meperldine  6,260,000 
Meneridine Intermediate-A  6 
Meperidine Intermediate-El  11 
Moporldine Intermediate-O  6 
Metazocine  19 
Methadone (for sale)  31,815,000 
Methadone Intermediate 34,375,000 
Melhamphetamine  2061,375 

11,250000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 750 000 grams for rnethamphetamine mostly for 
conversion to a schedule Ill product; and 61,375 grams for melhamphetamine (for sale)I 

Proposed 
Adjusted 2015 

Quotas 

(9) 

no change 
no change 
no change 
32 
no change 
no change 
no change 
no change 
no change 

Methylphenidate  
Morphine (for conversion)  
Morphine (for sale)  
Neftione  
Noroxyrnorphone (tor conversion)  
Noroxymorphone (tor sale)  
Opium (powder)  
Opium (tincture)  
Odpavine 
Oxyoodone (for conversion)  
Ogoodone (for sale)  
Oxymorphone (for conversion)  
Oxymorphono (for sale)  
Pentobarbital  
Phone/00w  
Phencyclidine  
Phenmetrazine  
Phonylacetone  
Racemelhorphan  
Remit ardent]  
Secobarbilal  
Sufentanil  
Tapentadol  
Thebaine  

133,150,000 
91,250,000 
62,600,000 

18,750 
17,500,000 

1,475,000 
112,500 
687,500 

35.000,000 
8,350,000 

137.500,000 
29000,000 

7,750,000 
35,000,000 

6 
19 

3 
9,376,000 

3 
3,750 

215,003 
6,255 

12.500000 
125,000,000 

67,500.000 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
no change 
139,150,000 
no change 
no change 
no change 
no change 
38 
no change 
no change 
no change 
4200 
no change 
no change 
no change 
no change 

List I Chemicals 

Ephedrine (for conversion)  
Ephedrine (for sale)  
Phenylpropanolamine (for conversion)  
Phenylpropanolamine (for sale)  
Pseudoephedrine (for conversion)  
Pseudoephedrine (for sale)  

The Acting Administrator further 
proposes that aggregate production 
quotas for all other schedule I and II 
controlled substances included in 21 
CFR 1308.11 and 1308.12 remain at 
zero. In accordance with 21 CFR 
1303.13 and 21 CFR 1315.13, upon 
consideration of the relevant factors. the 
Acting Administrator may farther adjust 
the 2015 aggregate production quotas 
and assessment of annual needs as 
needed. 

Comments 

In accordance with 21 CFR 1303.13(c) 
and 1315.13(d), any interested person 
may submit written comments on or 
objections to those proposed 
determinations. Based on comments 

received in response to this notice, the 
Acting Administrator may hold a public 
hearing on one or more issues raised. 21 
CFR 1303,13(c) and 1315.13(e). In the 
event the Acting Administrator decides 
to hold such a hearing, the Acting 
Administrator will publish a notice of 
the hearing in the Federal Register. 
After consideration of any comments or 
objections, or after a hearing. if one is 
hold, the Acting Administrator will 
issue and publish in the Federal 
Register a final order establishing any 
adjustment of the 2015 aggregate 
production quota for each basic class of 
controlled substance and established 
assessment of annual needs for the list 
I chemicals ephedrine, 
pseudoephedrine. and 

1,000,000 
4,000,000 

44,800000 
6.5110.000 

7,000 
224,500,000 

no change 
no change 
no change 
no change 
no change 
no change 

phenylpropanolamine. 21 CFR 
1303.13(c) and 1315.13(fl. 

Dated: July 1.2015. 

Chuck Rosenberg. 
Acting Administrator. 
(FR Doc. 2015-16699 Filed 7-7-15; 8:45 anal 

BILLING CODE P 
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L
Established

2015 Quotas
Proposed

Adjusted 2015
QuoiasBasic class

0) (9)

29,750.000

6,250,000

no change

no Charge
no change

lisdexamfetamlno 	

Meperidine 	
Meperidine Intermediate-A .
Meperidine Intermediale-B .
Meperidine Intermediaie-C .
Meiazocine 	

Methadone ('or sale) 	
Methadone Intermediate 	
Meihamphetamine 	

6

3211

6 no change
19 no change

31,675,000 no change
34,375,000 no charge
2,061,375 no charge

(1,250,000 grams ol levo-dasoxyephedrlne tor use in a non-controlled, non-prescription product; 750,000 grams tor methamphetamine mostly for
conversion to a schedule III product; and 61,375 grams for meihamphetamine (for sale)]

63,750,000 07,500.000
91,250,000 no change

62,500,000 no change

16,750 no change
17,500,000 no change

1,475,000 ro change
112,500 no change
687,500 ro change

35,000,OX no change

8,350,000 no change
137,500,000 139,150.000
29,000,000 no change

7,750,000 no change

35,000,000 no Change
6 no change

Methylphenidate 	

Morphine (for conversion) 	
Morphine (for sale) 	 	
NaWione 	
Noroxymorphone (tor conversion) .

Noroxymorphone (lor sale) 	
Opium (powder) 	
Opium (tincture) 	
Oripavine 	
Oxycodone (for conversion) 	
Oxycodone (for sale) 	

Oxymorphone (for conversion) 		
Oxymorphone (for sale) 	
Pentobarbital 	

Phenazoclna 	 ...

Phancyclldlne 	
Phenmetrazlne 	

Phenylacetone 	

Racemelhorphan 	

Remifentanil 	
Secobarbital 	
Sufentanil 	
Tapentadai 	

Thebaine 	

3819

3 no change

S.37S.OOO no change
3 no change

• 3.750 4.200

215,003 no change

6.255 no change
12.500,000 no change

125,000,000 no change

c

List I Chemicals

1,000,MO

4,000,000
44,800,000

6,500,000
7,000

224,500,000

no change

no change
no change
no change

no change

no change

Ephcdrire (for conversion) 	

Ephedrine (for sale) 	
Phenylpropanolamine (for conversion)

Phenylpropanolamine (for sale) 	
Pseudoephedrine (for conversion) 	

Pseudoephedrine (for sale) 	

phenylpropanolamine. 21 CFR

1303.13(c) and 1315.13(f).

Dated: July1,20l5.

Chuck Rosenberg,

Acting Administrator.

(FR Doc. 201S-16699 Filed 7-7-15:8:45 aiu|

9ILUNO CODS P

received in response lo this notice, the
Acting Administrator may hold a public
hearing on one or more issues raised. 21
CFR 1303.13(c) and 1315.13(e). In the
event the Acting Administrator decides
to hold such a hearing, the Acting
Administrator will publish a notice of
tha hearing in the Federal Register.

After consideration of any comments or
objections, or after a hearing, if one is
hold, the Acting Administrator will
issue and publish in the Federal
Register a final order establishing any
adjustment of the 2015 aggregate

In accordance with 21 CFR 1303.13(c) production quota for each basic class of
controlled substance and established
assessment of annual needs for tha list
1 chemicals ephedrine. •
pseudoephedrine. and

The Acting Administrator further
proposes that aggregate production
quotas for all other schedule I and II
controlled substances included in 21
CFR 1308.11 and 1308.12 remain at
zero. In accordance with 21 CFR
1303.13 and 21 CFR 1315.13. upon
consideration of tha relevant factors, the
Acting Administrator may further adjust
the 2015 aggregate production quotas
and assessment of annual needs as
needed.

Comments

and 1315.13(d), any interested person
may submit written comments on or
objections to these proposed
determinations. Based on comments

c
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Drag I Cnmnanv Comment Amount - Response Proposed APO Revised APO Chants • codeine (for sale) . (b)(4) increase APO 5,484,000 sufficient APQ available 63300,000 - 63.900,000
codeine (for sale) increase APO 6,636.000 • sufficient APQ available see above see above. a Ye 

, 

codeine (for sale) increase_A PO 3.884,067 sufficient APQ available see above see above see above 
. fentanyl . 

increase_AEO 38,485 sufficient APQ available 2,300,000 3100.004 .. 
eamma bvdroxvbutric acid increase APO 7.500 sufficient APQ available 70,250.000 70.250.000

. 

• hydrocodone (for sale) increaseJtPO ' 1.830_000 sufficient APQ available 99,625,000 99,625,000 _-
methadone increase APO 2,718,159 sufficient APO available 31,875,000 31,875.000 

--

methadone intermediate increase APO 1,800,634 sufficient APQ available 34,375,000 34,375,000 -_, 
methylphenidare increase APQ 9,186,236 adjust APQ 87,500,000 96,750,000 9,250,000 

inn iirie (for conversion) increascAPO 4,499,987 sufficient APQ available 91,500,000 91,500,000 - 
oripavine increaseAPO 1,823,038 sufficient APQ available 35,000,000 35,000.000 - 

oxvcodone (for sale) increase APO 2,510,000 adjust APQ 139,150,000 /4I.375,000 2,225.000 
- oxmenitione (for conversion) inefeAsc APO 3,130,000 sufficient APQ available 29,000,000 29.000,000 

oxvmorphone (for sale) inerease_APQ 150,000 sufficient APO available 7.750,000 7,750.000 -
1 

Number of registrants/entities commenting: 5 
Number of drugs commented on: 12 12 

CMPA Chemical r Comnanv Comment Amount Response Pronose,e1 AAN Revised AAN Change 

Number of registrants/entities commenting: 
Number of List I chemicals commented on: 0 

Additional Drug Considerations: 
n rim Resnonse Proposed Revised Change 

dihvdroetorphine (b)(4) no available APQdrug code 9334 3 . 3,ethylnkorphjne no available APQ, drug code 9190 3 5 2 
morphine HCl no available APQ drug code 9059 ' - 3 3 

racem ethom han ' no available APQ drug code 9732 3 5 2 
nteemorfihan nn available APQ drug code 9733 - 3 3 

fentanyl 1(b)(4) ding application # 123706, 123955 • 2,300,000 see above see above 
. 1 

Additional Chemical Considerations: 
Drug Resnonse Proposed Revised Chariot 

_ - 
• _ 

the proposed and revised values include 25% buffer for C11 substances 

2015 Proposed Revised APQ AAN 
Summary of proposed revised comments received as of 7-21-15 Created by 00E0 on 8-12-15 
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Proposed ARO. Btviscd APO ChangeResponseComment
increase A PO
increase APO

Cnmnanv Amount
5,484,000

6.636.000

Pfllfl
63.900.00Q 63.900.00Qsufficient APO available(b)(4)codeine I for sale!

see abovesufficient APO available
sufficient APO available

see above see above
codeine (for sale)

see above see above See above3.884.061codeine (for sale) increase APO

2.300,000

70.250.00(1

sufficient APO available 1300.0(10
70.2g0.Q0O

38.485increase APOfemanyl
sufficient APO available
sufficient APO available

7.SOOincrease APOoamma hvdroxvhutric acid

99.625.000 99.625.000increase APO _1

increase APO _
increase APO

1 .830.000

2.718.159

hvdrocodone ( for sale!

31.875.00031.87S.OOOsufficient APO availablemethadone

34,375,000 34.375.000sufficient APO available1.800.634methadone intermediate

9.250,00096,750,00087.500,000adjust APQ
sufficient APO available

increase APQ 9,186,236methylphenidate

91.500,000 91.500,0004,499,987

1,823,038

morphine (for conversion) increase APO

increase APO
increase APO
increase APO

3S.OOO.OOO3 S,000.000sufficient APO availableoripavine

141,375,000 2,225.000139,150,000adjust APO2.510,000

3,190,000

oxycodone ( for sale)

29,000.00029.000.000
7.750,000

sufficient APO availableoxvmorphone (for conversion)

7,750.000sufficient APO available150,000increase APOoxvmorphone (for sate!

Number of registrants/entities commenting:
Numher of drugs commented on:

5

1212

Revised AAIS CJjQnEE-Pronosed AANResponseConvncplCompany AmountCMKA Chemical

0Number of registrants/entities commenting:
Number of List I chemicals commented on: 0

Additional Drug Considerations:

ChangeRevisedProposed.Response."rue			

dihvdroelornhine i3no available APQ drug code 9334(b)(4)

253no available APQ, drug code 9190ethvlmorohine
I?

33no available APQ drug code 9059
no available APQ drug code 9732

ctorphinc CI

2_S
racemethorpban

3

33
racemorphan nn available APQ drug code 9733

Mm see above2.300,000 see above
lentanyl lending application 4 123706, 123955

Additional Chemical Considerations:

ChangeProposed RevisedResponseDruK

-** the proposed and revised values inc!ude25% buffer for Cll substances

2015 Proposed Revised APQ AAN
Summary ol proposed revised comments received as of 7-21-1 5

Created by OOEQ on 8-12-15
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L 
August 6, 2015 

Drug Enforcement Administration 
Attention: .DEA Federal Register Representative/ODL 
8701. Morrissette Drive 
'Springfield, VA 22152 

Subject: Docket No, DEA-418P 

Dear Sirs: 

AUG 1 0 2015.

(b)(6) of (b)(6) manufacturing 
registration (b)(4),(b)(7)(E) am submitting this comment on the 2015 Proposed Adjustments to the 
Aggregate Production Quota for various products as published in the July 8, 2015 Federal 
Register. We consider the information in this first paragraph to be "PERSONAL IDENTIFYING 
INFORMATION" and this information should not be released under the Freedom of Information 
Act per 5 USC Sec. 552(b)(4). In addition, the following information is "CONFIDENTIAL 
BUSINESS INFORMATION". The following items' manufacturing quota should be increased 
by the identified quantity: (i) Hydrocodone (for sale) by 1,830,000 grams as base. As noted 
herein, this first paragraph of this letter contains personal identifying and confidential business 
information and should be redacted in its entirety from any public docket. 

We feel the proposed quantities for the material mentioned above are not sufficient to provide for 
adequate supplies for the medical, scientific, research and industrial needs of the United States, 
and for the lawful export requirements, and that the quotas should be increased to cover our 
needs. For these items an appropriate Electronic DEA Quota Application Form 189 will be 
submitted shortly pertaining to the items for which we are submitting comments. 

Very truly yours 

L 

Pane 931 

c
AUG 1 0 2015

August 6, 2015

Drug Enforcement Administration
Attention: DEA Federal Register Representative/ODL

870 1 Morrissette Drive
Springfield, VA 22152

Subject: Docket No, DEA-418P

Dear Sirs:

of H	 	 ] manufacturing
registration p)ffl;(b)(7)(ET|am submitting this comment on the 2015 Proposed Adjustments to the
Aggregate Production Quota for various products as published in the July 8, 2015 Federal
Register. We consider the information in this first paragraph to be "PERSONAL IDENTIFYING
INFORMATION" and this information should not be released under the Freedom of Information
Act per 5 USC Sec. 552(b)(4). In addition, the following information is "CONFIDENTIAL
BUSINESS INFORMATION". The following items' manufacturing quota should be increased
by the identified quantity: (i) Hydrocodone (for sale) by 1,830,000 grams as base. As noted
herein, this first paragraph of this letter contains personal identifying and confidential business
information and should be redacted in its entirety from any public docket. 'c
We feel the proposed quantities for the material mentioned above are not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of the United States,
and for the lawful export requirements, and that the quotas should be increased to cover our
needs. For these items an appropriate Electronic DEA Quota Application Form 189 will be
submitted shortly pertaining to the items for which we are submitting comments.

Very truly yours

c
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L 
PUBLIC SUBMISSION 

As of: 8/7/15 10:21 AM 
Received: August 04, 2015 
Status: DoNotPost 
Tracking No. 1 jz-81ctia-10sr 
Comments Due: August 07, 2015 
Submission Type: Web 

Docket: DEA-2015-001I 
Adjustments to the Aggregate Production Quotas for Schedule I and II Controlled Substances 
and Assessment of Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and 
Phenylpropanolamine for 2015 

Comment On: DEA-2015-0011-0001 
Proposed Adjustments to the Aggregate Production Quotas for Schedule I and I1 Controlled 
Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine, 
Pseudoephedrine, and Phenylpropanolamine for 2015 

Document: DEA-2015-0011-DRAFT-0005 
Comment on FR Doc # N/A 

Name: (b)(6) 

Submitter Information 

General Comment 

Re: Comments on Proposed Adjustments to the Aggregate Production Quotas for Schedule I 
and II Controlled Substances and Assessment of Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2015 on behalf of the following 

• registrant: 

(b)(4) 

Docket No. DEA-418P (b)(4) 

Attachments 

Comment 

https://www.fdms.gov/fdms/getcontent?objectld=0900 006481bc1842&format=xml&showo... 8/7/2015 
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c As of: 8/7/15 10:21 AM

Received: August 04, 20 1 5

Status: DoNotPost
PUBLIC SUBMISSION Tracking No. ljz-8kda-I0sr

Comments Due: August 07, 2015
Submission Type: Web

Docket: DEA-20 15-001 1

Adjustments to the Aggregate Production. Quotas for Schedule I and II Controlled Substances
and Assessment ofAnnual Needs for the List 1 Chemicals Ephedrine, Pseudoephedrine, and

Phenylpropanolamine for 20 1 5

Comment On: DEA-20 15-001 1-0001

Proposed Adjustments to the Aggregate Production Quotas for Schedule I and II Controlled
Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine,
Pseudoephedrine, and Phenylpropanolamine for 201 5 -

Document: DEA-20 1 5-001 l-DRAFT-0005
Comment on FR Doc # N/A

r	

Submitter Information

Name:

General Comment

Re: Comments on Proposed Adjustments to the Aggregate Production Quotas for Schedule I
and II Controlled. Substances and Assessment ofAnnual Needs for the List I Chemicals
Ephedrine, Pseudoephedrine, and Phenylpropanolamine for 2015 on behalfofthe following
registrant:

*"N

(b)(4)

Attachments

Docket No. DEA-418P|(b)(4T Comment

https://www.fdms.gov/fdms/getcontent?objectld2=0900006481bcl842&format=xml&showo... 8/7/2015
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(b)(4) 

August 4, 2015 

Deputy Administrator 
Drug Enforcement Administration 
Washington, D.C. 20537 

Attn: DEA Federal Register Reoresentative [Docket No. DEA-418P) 

This letter constitutes (b)(4)  comments on the. Proposed Revised Aggregate 
Production Quotas for 2015, as published in Federal Register on July 8, 2015, FR Volume 
80, No. 130, pages 39156-39160. It should be considered to be Confidential Business 
Information. 

In light of the fact that (b)(4)  has no knowledge of either the amounts of any 
available aggregate quotas or DEA's planned allocation of any aggregate,(b)(4) 
requests that DEA make any adjustments to the aggregate quotas sufficient to satisfy our 
requests for increased manufacturing quotas, which are outlined below. Because this 
comment contains proprietary information on our manufacturing quota needs, 

also requests that DEA treat this entire document as confidential. (b)(4) 

All requests below are stated in grams anhydrous base ("AA"). 

9050 Codeine (for Sale) 
•equests that the revised aggregate be sufficient to include 

request for 6,636,000 grams AA of codeine (for Sale) manufacturing quota for 2015, 
reference DEA online subinission number 123843. 

(b)(4) (b)(4) 

9801 
(b)(4) 

Fentanyl
 'requests that the revised aggregate be sufficient to include 
request for 38,485 grams AA of fentanyl manufacturing quota for 2015, reference DEA 
online submission number 124116. 

(b)(4) 

2010 Gamma Hydroxybutyric Acid 
 'requests that the revised aggregate be sufficient to include 

request for 7,500 grams AA of gamma hydroxybutyric acid manufacturing quota for 2015, 
reference DEA online submission number 124113. 

(b)(4) (b)(4) 

Contains Confidential and Proprietary Business Information Page 1 of 2 
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(b)(4)

August 4, 2015

Deputy Administrator

Drug Enforcement Administration
Washington, D.C. 20537

Attn: PEA Federal Register Representative fDocketNo. PEA-41 8PI

	 Jcomments on tho.Proposed Revised Aggregate
Production Quotas for 201 5, as published in Federal Register on July 8, 2015, FR Volume
80, No. 130, pages 39156-39160. It should be considered to be Confidential Business
Information. ' .

This letter constitutes

In light of the fact that|(b)(4) Hias no knowledge of either the amounts of any
available aggregate quotas or DEA's planned allocation of any augregatej(b)(4)
requests that PEA make any adjustments to the aggregate quotas sufficient to satisfy our
requests for increased manufacturing quotas, which are outlined below. Because this
comment contains proprietary information on our manufacturing quota needs,

|(b)(4) jalso requests that PEA treat this entire document as confidential,
5

?
All requests below are stated in grams anhydrous base ("AA").

9050 Codeine (for Sale) 	
|(b)(4) j-eqnests that the revised aggregate be sufficient to include P"(4)
request for 6,636,000 grains AA ofcodeine (for Sale) manufacturing quota for 2015,
reference DBA online submission number 123843.

9801 Fentanvl 	
|(b)(4) [requests that the revised aggregate be sufficient to include |M(4)
request for 38,485 grams AA of fentanyl manufacturing quota for 2015, reference DEA
online submission number 1241 16.

2010 Gamina Hydroxybutyric Acid
Kb)(4) Requests that the revised aggregate be sufficient to include|(b)(4) |
request for 7,500 grams AA ofgamma hydroxybutyric acid manufacturing quota for 2015,
reference DEA online submission number 1241 13.

3

L i
3

i

Page 1 of 2Contains Confidential and Proprietary Business Information
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9250 Methadone 
requests that the revised aggregate be sufficient to include 

request for 2,718,159 grams AA of methadone manufacturing quota for 2015, reference 
DEA online submission number 124112. 

(b)(4) (b)(4) 

9170 Methadone Intermediate 
requests that the revised aggregate be sufficient to include 

request for I,800,634 grams AA of Methadone Intermediate manufacturing quota for 2015, 
reference DEA online submission number 124111. 

(b)(4) (b)(4) 

9330 Oripavine 
requests that the revised aggregate be sufficient to include 

request for 1,823,038 grams AA of oripavine manufacturing quota for 2015, reference 
➢EA online submission number 124115. 

(b)(4) (b)(4) 

All other quota requests remain unchanged from 

Sincerely, 
(b)(6) 

Supervisor, Controlled Substance Compliance 

J(b)(4)(b)(6) 

1(b)(4),(b)(6) 

(b)(4) original request. 

Contains Confidential and Proprietary Business Information Page 2 of 2 
y
a

f
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9250 Methadone
p4)	

request for 2,718,159 grams AA ofmethadone manufacturing quota for 2015, reference
DEA online submission number 1241 12.

]requcsts that the revised aggregate be sufficient to include N<4>

9170 Methadone Intermediate 	
1(b)(4) Irequests that the revised aggregate be sufficient to include!^4) |

request for 1,800,634 grams AA ofMethadone Intermediate manufacturing quota for 2015,
reference DEA online submission number 1241 1 1 .

9330 Oripavine
|(bjffl Irequests that the revised aggregate be sufficient to include 1(b)(4)
request for 1,823,038 grams AA oforipavine manufacturing quota for 2015, reference
DEA online submission number 1241 15,

All other quota requests remain unchanged fromp<4' original request.

Sincerely,
(b)(6)

L
Supervisor, Controlled Substance Compliance
(b)(4) I

b)(6)

j(b)(4);(b)(6)

I
i

1

I

t

i
i

L i

i
s
s
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(b)(4) 

Page 1 of 1 

L 
PUBLIC SUBMISSION 

As of: 8/7/15 9:44 AM 
Received: August 04, 2015 
Status: Pending_Post 
Tracking No. 1 jz-8kd8-q82k 
Comments Due: August 07, 2015 
Submission Type: Web 

Docket: DEA-2015-001 I 
Adjustments to the Aggregate Production Quotas for Schedule I and Il Controlled Substances 
and Assessment of Annual Needs for the List 1 Chemicals Ephedrine, Pseudoephedrine, and 
Phenylpropanolamine for 2015 

Comment On: DEA-2015-0011-0001 
PrOposed Adjustments to the Aggregate Production Quotas for Schedule I and II Controlled 
Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine, 
Pseudoephedrine, and Phenylpropanolamine for 2015 

Document: DEA-2015-0011-DRAFT-0003 
Comment on FR Doc #I N/A 

r 

Name: 

Submitter Information 

(b)(4) 

• Address: United States, 
Email: (b)(4) (b)(6) 

See attached file(s) 

General Comment 

Attachments 

Docket DEA-418P (b)(4) Comment 

https://www.fdms.gov/fdms/getcontent?objectld=0900006481bc14b7&fonnat=xml&showo... 8/7/2015 
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!b)(4)

Page 1 of I

L As of: 8/7/15 9:44 AM
Received: August 04, 20 15
Status: Pending_Post
Tracking No. Ijz-8kd8-q82k
Comments Due: August 07, 20 1 5
Submission Type: Web	

PUBLIC SUBMISSION

Docket: DEA-2015-001 1
Adjustments to the Aggregate Production Quotas for Schedule I and 11 Controlled Substances
and Assessment ofAnnual Needs for the List 1 Chemicals Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 20 15

Comment On: DEA-2015-001 1-0001
Proposed Adjustments to the Aggregate Production Quotas for Schedule I and II Controlled
Substances and Assessment ofAnnual Needs for the List 1 Chemicals Ephedrine,
Pseudoephedrine, and Phenylpropanolamine for 201 5

Document: DEA-2015-001 l-DRAFT-0003
Comment on FR Doc # N/A

Submitter Information

L Name: [(b)(4)
Address: United States,
Email: |(b)(4);(b)(6)

	

General Comment

See attached file(s)

Attachments

Docket DEA-418P(b>(4* Comment

https://www.fdms.gov/fdms/getcontent?objectld=090000648 1 bcl4b7&format=xml&showo... 8/7/20 15
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;b)(4) 

Confidential Business Information 
August 4, 2015 

Drug Enforcement Administration 
Attn: DEA Federal Register Representative/ODW 
8701 Morrissette Drive 
Springfield, Virginia 22152 

RE: Docket No. DEA-4-i8P Teva Pharmaceuticals Comment 

Dear DEA Federal Register Representative, 

L 

M0 - hereby requests an increase to the 2015 adjusted 
aggregate production quota for codeine (for sale), CSA code 90501(6 )(4 ) 
believes the proposed new level of 63.9 metric tons may not be adequate for the 
medical, scientific, research and industrial needs of the United States. Confidential 

Business 
Information 

Since the rescheduling of hydrocodone combination products from schedule ill to 
schedule it in October 2015, the codeine combination products market has 
observed a significant increase in sales, specifically in sales of APAPicodeine 
combination tablets, which remain schedule Ill. 

Confidential 
Business 
Information 

,b)(4)  itself has observed a 70.7% increase in APAP/codeine combination tablets 
(in terms of codeine base content). Our market share, per IMS, has remained 
relatively steady, indicating all manufacturers are observing similar increases in 
sales. Reference Table 1 for year-by-year APAP/Codeine tablet sales (kg 
codeine base). 

Confidential 
Business 
Information 

(b)(4) is requesting DEA take into account our sales data (in kg codeine base), 
and the corresponding % increase relative to 2014 sales when calculating a 
2015 Final Aggregate Production Quota. b)(4) 2014 sales of 4.499 MT base 
codeine represented 9.8% of the 2014 Final Aggregate Production Quota. 

•rojected 2015 sales of 7.822 MT are 12.2% of the 2015 Proposed 
• usted Aggregate Production Quota and represent a 70.7% increase over 

2014 sales. To reiterate, DEA proposed adjusted aggregate of 63.9 metric tons 
represents an increase of just 38.5% over the 2014 final adjusted aggregate 
 production quota of 46.125 MT.  

(b)(4) 

Administrative Offices: 
;b)(4) 

Page 936 

(b)(4)

L

Confidential Business Information
August 4, 2015

Drug Enforcement Administration
Attn: DEA Federal Register Representative/ODW
8701 Morrissette Drive
Springfield, Virginia 22152

RE; Docket No. DEA-418P Teva Pharmaceuticals Comment

Dear DEA Federal Register Representative,

1(b)(4)	 ] hereby requests an increase to the 2015 adjusted
aggregate production quota for codeine (for sale), CSA code 9050.|'b)(4) |
believes the proposed new level of 63.9 metric tons may not be adequate for the
medical, scientific, research and industrial needs of the United States.

Since the rescheduling of hydrocodone combination products from schedule III to
schedule II in October 2015, the codeine combination products market has
observed a significant increase in sales, specifically in sales of APAP/codeine
combination tablets, which remain schedule III.

Confidential
Business

Information

c
bx™jitself has observed a 70.7% increase in APAP/codeine combination tablets
(in terms of codeine base content). Our market share, per IMS, has remained
relatively steady, indicating all manufacturers are observing similar increases in
sales. Reference Table 1 for year-by-year APAP/Codelne tablet sales (kg
codeine base). 	 		

Confidential
Business
Information

(b)(4) |is requesting DEA take into account our sales data (in kg codeine base),

and the corresponding % increase relative to 2014 sales when calculating a
2015 Final Aggregate Production Quota. 1 201 4 sales of 4.499 MT base
codeine represented 9.8% of the 2014 Final Aggregate Production Quota.

(b)(4) |prcjected 2015 sales of 7.822 MT are 12.2% of the 2015 Proposed
Adjusted Aggregate Production Quota and represent a 70.7% increase over
2014 sales. To reiterate, DEA proposed adjusted aggregate of 63.9 metric tons
represents an increase of just 38.5% over the 2014 final adjusted aggregate
production quota of 46.125 MT.	 :	 •

Confidential
Business

Information

c Administrative Offices:

(b)(4)
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Confidential Business Information 

Confidential 
Business 
information 

Table 1. :b)(4) Codeine/APAP Combination Tablet Historical and Projected Sales in Terms of Codeine Base Content 
kg 

codeine base 
kg 

codeine base 
kg 

codeine base 
kg 

codeine base 
kg 

 codeine base 

Year 2011 (actual) 2012 (actual) 2013 (actual) 2014 (actual) 2015 (Projected) 

Sales 4556.151 _I 4638.9,16 4633.833 4499,778 7822.236* 

Notes 
combination products sales 

content = 4582.169 kg. 

2015 projected sales 
represent an increase of 
3240.067 kg base over 
2011-2014 yearly sales 
average • 
(or 70.7%)

2011-2014 Jp)(4 ) yearly codeine/APAP 
average, in terms of codeine base 

*Projected sales = 2015 sales (as of 30June2015) x 3651 day of_year --- 3872.972 kg x 365/121 = 7822.236. 

In addition to the commercial quota needs outlined above,  b)(4 )  also plans to consume 644 kg of codeine base for 

Confidential 
Business 
Information 

(b)(6) 
site transfer purposes (development quota). if you have any questions, please feel free to contact me at 

or by email at (b)(4) (b)(6) 

Sincerely,
(b)(4) 

(b)(6) 

Senior Manager DEA Compliance 

• 

Page 937 

Confidential Business Information

Table 1.1(b)(4) |Codeine/APAP Combination Tablet Historical and Projected Sales in Terms of Codeine Base Content
kg~~ kg kg kg ' 7

codeine base codeine base codeine base codeine base
kg

codeine base

2015 (Projected)2014 (actual)2012 (actual) 2013 (actual)2011 (actual)Year

4499.778 7822.236*4633.8334556.151 4638.916SalesConfidential

Business
Information

2015 projected sates
represent an increase of

2011-2014^X4) jyearly codeine/APAP combination products sales

average, in terms of codeine base content = 4582.169 kg.
3240.067 kg base over
201 1-2014 yearly sales. Notes

average

(or 70.7%)

'Projected sates g 2015 sales fas of 30June201S) x 365 / day ofyear = 387B.972 kg x 365/1 B1 = 7822.236.

In addition to the commercial quota needs outlined above,plffl lalso plans to consume 644 kg of codeine base for
site transfer purposes (development quota). If you have any questions, please feel free to contact me at (0)(6)

or by email at[(b>W;(b>(6>(b)(6)

Sincerely,
Confidential
Business
Information

(b)(4)

(b)(6)

Senior Manager DEA Compliance
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Confidential Business Information 
Docket No, DEA-418P 

2014 and Projected 2015 Acetominophen/Codeine Tablet Sales 
;b)(4) 

2014 54144 

L 

L 

Palancy solulbaftle Day of Year 11a4 Sold =Alt {k9} aase Ikg) 

Confidential 
Business 

Information 

ACETAN1Ng PNEN & CODEINE TB 300/1514G 100 13 100 365 2.231 40.655 29 717 

ACETAMINOPHEN & CODEINE TB 300/ 10/40 VID 30 100 365 16.133 551779 429.776 

ACETANINDI71191 & CODEINE 300/30MG low icon 365 0,642 347094 2553 406 

ACETAMINOPHEN & CODEINE 713 300164/40 bo 100 385 18,2E33 1314.924 973.044 

ACETAMINOPHEN & CODEINE TO 303L60146 500 80 600 385 1,045 610-2 451.548 

ACETAMINOPH EN & CODEINE ta 330/69M6 1000 60:10 385 so 63.78 47,197 
Tazi 6080.781 4499.770 

2015 Plai Saks (JansJun Asp 
Pdency vs91.1bolVe Dey of Year Mn Awe blue 

!,cETAmINO9NEN 6 CODEINE TB 3130/ISNG 100 15 100 181 18,750 50.660 37.493 

ACE-TAMINMIEN & CODEINE TB 300/30MG 100 100 161 183.638 1110.959 622-110 

ACETAMINOPHEN & CODEINE TB meg P.m 1000 30 1D00 161 61.092 4906.842 3630.323 

ACETAMINOPHEN & CODEINE TB 300/60HG 100 100 181 220,515 2749.718 .2329 132 

ACETAMINOPHEN & CODEINE TB 300/$4P40 500 60 500 1131 69.362 1170 743 853 349 

ACETAMINOPHEN & CODEINE TB 300/60MG 1000 1000 161 4.890 691.603 437.831 

Total 10570.542 7622.218 
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Confidential Business Information

Docket No. DEA-418P

2014 and Projected 2015 Acetominophen/Codeine Tablet Sales
(b)(4)

MUSatet

Isalt (fcq) basolkfl)Potency ay ol YM' IWIStid

2971722311 4Q.tS815 100 365ACETAMINOPHEN & COCclNE TB 3D0/15HG 100
ACETAMINOPHEN 6 COPE3NE TB 300/30MG 130
ACETAMINOPHEN & COOHItE TB 300/10MG IMP

30 365 580.776 479.776

2588496

973.644

451.548

106 46.1331
385 3470.8435 1066 0642]

18J2S3] 1314.974ACETAMINOPHEN t. CODEINE TB 3W60MG 100
ACETAMINOPHEN &C00BNE T8 3001E0H6 SOP

ACETAMINOPHEN OtCODBNE TB 3M/60KG 1060

HI 100 365

610260 600 1.698 1385

47,197

4499.771

S3.7660 tooo 385 fl9|
6080.781TotalConfidential

Business

Information iTTTTJnrrrrtiJatvOun Aval

PaydTw. UH basePotency uaiisitoiCe

50.86818.750 37.493ACETAMINOPHEN h COOHNE TB 30071SMS 100
ACETAMINOPHEN 5 COOSNE IB 3MQ0HG 100.

ACETAMINOPHEN 8 CODEatE TB 31W33MS IQQO

1C0 18115

577-110183,838 1110.85910 100 181

I 81.097 4905.842 3830,3231000 181

.2028 1332749.718100 181 228.510ACETAMINOPHEN & CODEINE TB 300/60HG 100

ACETAMINOPHEN A CODEINE TB 300760 MG 500
ACETAMINOPHEN ft COSSNE TB 3 00160HQ 1033

80

19.352 8883491170 743500 18160

4378314,590 691.88350 1000 151

Total 10570.592 7522238

c

c
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L 

L 

L 

(b)(4) 

(b)(4) 

July 31, 2015 

Drug Enforcement Administration 
DEA Federal Register RepresentativelODL 
8701 Morrissette Drive 
Springfield, Virginia 22152 

RE: Docket No. DEA-418P 
Noramco Comment to Federal Register Volume 80, Number 130/Wednesday, July 8, 2015 
Notices Pages 39156-39160 FR Doc No: 2015-16699 

Dear DEA Federal Register Representative: 
(b)(4)  perewith comment to a portion of the 
above referenced Federal Register proposal. Specifically,  (b)(4)  believes that 2015 Proposed 
Aggregate Production Quotas for Schedule I and TI Controlled Substances and Assessment of 
Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine 
for the listed drug codes below may not be adequate for the medical, scientific, research and 
industrial needs of the United States. 

Drug Drug Code 

Methylphenidate 1724 
Codeine 9050 

Morphine for Conversion 9300 
Oxymorphone for Conversion 9652 

Oxymorphone 9652 

ds 
(b)(6) 

'rector, ontro u stance ompliance 
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(b)(4)

(b)(4)

July 31, 2015

Drug Enforcement Administration
DEA Federal Register Representative/ODL
8701 Moirissette Drive
Springfield, Virginia 22152

RE: Docket No. DEA-418P
Noramco Comment to Federal Register Volume 80, Number 130/Wednesday, July 8, 2015
Notices Pages 39156-39160 FR Doc No: 2015-16699

Dear DEA Federal Register Representative:
1(b)(4) _ 1	
above referenced Federal Register proposal. Specifically",|(b)(4)

( Aggregate Production Quotas for Schedule I and II Controlled Substances and Assessment of
Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrine, and Phenylpropanolamine
for the listed drag codes below may not be adequate for the medical, scientific, research and
industrial needs of the United States.

herewith comment to a portion of the
	 1believes that 2015 Proposed

Drug CodeDrug

1724Methylphenidate

9050Codeine

9300Morphine for Conversion
9652Qxymorphone for Conversion
9652Qxymorphone

Retards,
(b)(6)

Director, Controlled Substance compliance

c
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I))(4) 

Drug Enforcement Administration
Attn: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

July 15, 2015 

Subject Docket No. DEA-418F Oxycodone (for sale) 

Dear Federal Register Representative, 

;b1(4)(b)(6) 

(b)(4) "PERSONAL IDENTIFYING INFORMATION" to be redacted is 
registration number (b)(4) (b)(7)(E) "CONFIDENTIAL 

BUSINESS INFORMATION" to be redacted includes increased sales volumes from 694 kg 
(624 kg as base) in 2014 to 2,469 kg (2,222 kg as base) in 2015 and a 33% manufacturing loss. 

(b)(4) 

'b)(4) is a registered manufacturer (b)(4) (b)(7)(E) of Oxycodone (for sale). (b)(4)  is 
providing comment to the Proposed Adjustments to the Aggregate Production Quota for 2015 
for Oxycodone (for sale) based on the information provided below. 

On June 12, 2015,;b){4)  requested an Increase of 3,514 kg in its 2015 Oxycodone (for 
sale) manufacturing quota over its then granted quota of 2,510 kg. On June 29, 2015, 
was only granted an increase of 1,004 kg "due to the limitations of the currently established 
aggregate production quota, no additional oxycodone (for safe) can be authorized at this time.' 

(b)(4) 

b)(4) as granted 502 kg for a new high ABUK process and 502 kg for our regular low 
impu ty material. One batch of Oxycodone Base which consumes 502 kg of quota will ield 
—375 kg (337.5 kg as base) of saleable Oxycodone HCI, Low impurity material. (b)(4) has 
545 kg (490.5 kg as base) of low impurity sales for fourth quarter 2015 and currently has no 
saleable low impurity inventory. 

(b)(4) s requesting that the a r ate production quota for Oxycodone (for sale) be 
increas by 1,506 kg to allow (b)(4) a make three additional batches. These batches will 
be used to meet the balance o 2015 sa es plus January through April 2016 sales of 1040 kg 
(936 kg as base). 

A table detailing customers' registration numbers, their actual year to date purchases, their 
open 2015 purchase orders and their forecasts for the balance of 2015 was provided to DEA 
with our quota request Reference # 123773. 

Page 940 

(b)(4)

(b)(4);(b)(6)
Drug Enforcement Administration *
Attn: DEA Federal Register Repress ntative/ODL
8701 Morrissette Drive
Springfield, VA 221 52

July 15, 2015

Subject: Docket No. DEA-418P - Oxycodone (for sale)

Dear Federal Register Representative,

"PERSONAL IDENTIFYING INFORMATION" to be redacted Is P><4>
(registration number |(b)(4);(b)(7)(E) ("CONFIDENTIAL

BUSINESS INFORMATION" to be redacted includes increased sales volumes from 694 kg
{624 kg as base) in 2014 to 2,469 kg (2,222 kg as base) in 2015 and a 33% manufacturing loss.

(is a registered manufacturer p>)(4);(b)(7)(E) |of Oxycodone (for sale). 1(b)(4) lis
providing comment to the Proposed Adjustments to the Aggregate Production Quota for 2015
for Oxycodone (for sale) based on the information provided below.

On June 12, 2015,Tb>ffi Irequested an increase of 3,514 kg in its 2015 Oxycodone (for
sale) manufacturing quota over its then granted quota of 2,510 kg. On June 29, 2015, [(b)(4)
was only granted an increase of 1 ,004 kg "due to the limitations of the currently established
aggregate production quota, no additional oxycodone (for sale) can be authorized at this time.'

p4) " |was granted 502 kg for a new high ABUK process and 502 kg for our regular low
impurity material. One batch of Oxycodone Base which consumes 502 kg of quota will yield
-375 kg (337.5 kg as base) of saleable Oxycodone HCI, Low Impurity material.^4) |has
545 kg (490.5 kg as base) of low impurity sales for fourth quarter 2015 and currently has no
saleable low impurity inventory.

[(b)(4)

pw

~~js requesting that the aggregate production quota for Oxycodone (for sale) be
Increased by 1.506 kg to allowpW (to make-three additional batches. These batches will
be used to meet the balance of 20.15 sales plus January through April 2016 sales of 1040 kg
(936 kg as base).

(b)(4)

i.

c A table detailing customers' registration numbers, their actual year to date purchases, their
open '201 5 purchase orders and their forecasts for the balance of 2015 was provided to DEA
with our quota request Reference # 123773.
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(b)(4) 

L 

L 

L 

In your calculations it is important to remember that there is an —33% manufacturing loss 
between the point that DEA requires (b)(4) to count quota as consumed and the final 
saleable product. Therefore, the additional 1,506 kg of quota to be requested will only yield 
approximately 1,125 kg (1,012.5 kg as base) of saleable product. 

;b1(4) 

2/2 

respectfully requests that the 2015 aggregate production quota for Oxycodone (for 
sale) be increased by at least 1,506,000 grams to allow for its request, 

if you have any questions or require additional information, please feel free to contact me 
directly. 

Sincerely, 

(b)(4) 

(b)(6) 

DEA Compliance Manager 

(b)(6) 

Page 941 

(b)(4)
2/2

layour calculations it is important to remember that there is an ~33% manufacturing loss
between the point that DEA requires [WW |to count quota as consumed and the final
saleable product. Therefore, the additional 1 ,506 kg of quota to be requested will only yield
approximately 1,125 kg (1,012.5 kg as base) of saleable product.

;b)(4) respectfully requests that the 2015 aggregate production quota for Oxycodone (for
sale) be increased by at least 1,506,000 grams to allow for its request,

If you have any questions or require additional information, please feel free to contact me
directly.

Sincerely,

(b)(4)

(b)(6)

DEA Compliance Menagar

L
per

c
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• 
(b)(4) 

Alt 0 7 kir?)

Drug Enforcement Administration 
Attn: DEA Federal Register Representative/DDL 
8701 Morrissette Drive 
Springfield, VA 22152 

August 5, 2015 

(b)(4),(b)(6) 

Subject: Docket No. DEA-418P — Oxycodone (for sale) AMENDED 

Dear Federal Register Representative, 

"PERSONAL IDENTIFYING INFORMATION" to be redacted is 
'egistration numberl(b)(4),(b)(7)(E) "CONFIDENTIAL 

BUSINESS INFORMATION" to be redacted includes increased sales volumes from 694 kg 
(624 kg as base) in 2014 to 3,862 kg (3,476 kg as base) in 2015 and a 33% manufacturing loss. 

(b)(4) 
(b)(4) 

(b)(4) (b)(7)(E) is a registered manufacturer (b)(4) (b)(7)(E) of Oxycodone (for sale). (b)(4) is 
providing comment to the Proposed Adjustments to the Aggregate Production Quota for 2015 
for Oxycodone (for sale) based on the information provided below, 

On June 12, 2015, (b)(4) requested an increase of 3,514 kg in its 2015 Oxycodone (for 
sale) manufacturing quota over its then granted quota of 2,510 kg. On June 29, 2015, 
was only granted an increase of 1,004 kg "due to the limitations of the currently established 
aggregate production quota, no additional oxycodone (for sale) can be authorized at this time." 

(b)(4) 

(b)(4) was granted 502 kg for a new high ABUK process and '502 kg for our regular low 
impurity material. It is important to remember that there is an —33% manufacturing loss between 
the point that DEA requiresl(b)(4) to count quota as consumed and the final saleable 
product. Therefore, one batch of Oxycodone Base consumes 502 kg of quota but yields only 
—375 kg (337.5 kg as base) of saleable Oxycodone Hydrochloride, Low Impurity material. 

On July 27, (b)(4)  received a purchase order for 1500 kg for low impurity material for fourth 
quarter 2015. A copy will be provided to DEA with the quota application. Purchase orders for 
fourth quarter total 1,540 kg (1,386 kg as base) for low impurity material. (b)(4) currently 
has no saleable low impurity inventory. 

(b)(4) s requesting that the a• regate production quota for Oxycodone (for sale) be 
increase• by 2,510 kg to allow b)(4) to make five additional batches. These batches plus 
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(b)(4)

'AUG 0 7

(b)(4);(b)(6)Drug Enforcement Administration
Attn: DEA Federal Register Representative/ODL
8701 Morrissette Drive
Springfield, VA 22152

August 5, 2015

Subject: Docket No. DEA-41 8P - Oxycodone (for sale) AMENDED

Dear Federal Register Representative,

"PERSONAL IDENTIFYING INFORMATION" to be redacted isp'W
		 Jegistration numberl(b)(4);(b)(7)(E) ~~| "CONFIDENTIAL
BUSINESS INFORMATION" to be redacted includes increased sales volumes from 694 kg
(624 kg as base) in 2014 to 3,862 kg (3,476 kg as base) in 2015 and a 33% manufacturing loss,

j(b)(4);(b)(7)(E) js a regjStered manufacturer |(b)(4):(b)(7)(E) | of Oxycodone (for sale).|WW lis

providing comment to the Proposed Adjustments to the Aggregate Production Quota for 2015
for Oxycodone (for sale) based on the information provided below,

On June 12, 201 S, |(b)<4) [requested an increase of 3,514 kg in its 2015 Oxycodone (for
sale) manufacturing quota over its then granted quota of 2,510 kg. On June 29, 2015, IWffl I
was only granted an increase of 1,004 kg "due to the limitations of the currently established
aggregate production quota, no additional oxycodone (for sale) can be authorized at this time."

(WW |was granted 502 kg for a new high ABUK process and 502 kg for our regular low
impurity material. It is important to remember that there is an -33% manufacturing loss between
the point that PEA requires^ jto count quota as consumed and the final saleable
product. Therefore, one batch of Oxycodone Base consumes 502 kg of quota but yields only
-375 kg (337.5 kg as base) of saleable Oxycodone Hydrochloride, Low Impurity material.

On July 27,p4) | received a purchase order for 1 500 kg for low impurity material for fourth
quarter 2015. A copy will be provided to DEA with the quota application. Purchase orders for
fourth quarter total 1,540 kg (1,386 kg as base) for low impurity material. |(b)(4) [currently
has no saleable low impurity inventory.

((b)(4) (is requesting that the aggregate production quota for Oxycodone (for sale) be

increased by 2,510 kg to allow [(b)(4) [to make five additional batches. These batches plus

L W(4)

L
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(b)(4) 

L 
the one batch granted at the end of June will yield —2,250 kg of saleable product. See table 
below for inventory numbers.

MVMPitilie.iiidiiiiiiii.i . ''. -: '4 
Open 2015 PO's 1540 kg 

2015 Forecast 205 kg 
2016 Q1 Safes 500 kg 

Total Sales 2245 kg 
Make 6 batches 2250 kg 

Balance 5 kg 

,-M4*.' ' Iiiii*BUK 11 .. !,:`,$, .. .-, 
Make 375 kg 
:Sell 160 kg 

Available 215 kg 

212 

A table detailing customers' registration numbers, their actual year to date purchases, their 
open 2015 purchase orders and their forecasts for the balance of 2015 was provided to DEA 
with quota request Reference # 123773. An updated eversion will be provided with the next 
quota request. 

(b)(4) 
respectfully requests that the 2015 aggregate production quota for Oxycodone (for 

sale) be increased by at least 2,510,000 grams to allow for its request. 

If you have any quettions or require additional information, please feel free to contact me 
directly. . 

Sincerely, 

(b)(4) 

(b)(6) 

DEA Compliance Manager 

(b)(6) 

Page 943 
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(b)(4)
2/2

the one batch granted at the end of June will yield ~2,25G kg of saleable product. See table
below for inventory numbers. . .

Open 2015 PO s 1540 I kg
	 2015 Forecast	 205 kg

? • HlghfABUKCi;
Make 375

Sell 160

MAvailable 2152016 Q1 Sales 500 k£

Total Sales 2245

2250Make 6 batches

5 kgBalance

A table detailing customers' registration numbers,, their actual year to date purchases, their
open 2015 purchase orders and their forecasts for the balance of 2015 was provided to DEA
with quota request Reference # 123773. An updated version will be provided with the next
quota request.

I respectfully requests that the 2015 aggregate production quota for Oxycodone (for
sale) be increased by at least 2,510,000 grams to allow for its request.

If you have any questions or require additional information, please feel free to contact me
directly. .

Sincerely, .

:t»(4>

L

(b)(4)

(b)(6)

DEA Compliance Manager

(b)(6)

J

c
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"w) 
Request 10 Status 

Data 
Submitted Quota Typo 

DEA 
Number Company Drug Nana 

Drug Quota 
Code Year Requested Quota Currant Quota frientaseiDecrease 

(b)(4) (b)(7)(E) 4-AN1LINO-N-PKENETHYL-4-
123712 Pending 02-JUN-15 MAN PIPEIRIDINE (ANPP) 8.-333.0 2015 235,490.000 215,000.000 20,400.000 

123843 New 25-JUN-15 MAN CODEINE (FOR SALE) saso-£3 2015 20,000,0'00.000 13,363,697.000 8,638,303.000 
124044 New 22-JUL-15 MAN CODEINE (FOR SALE) 9050-B 2015 27,251,000.000 21,767,000.000 5,484,000.000 

12,120,303.000 

124116 NOW • 04-AUG,15 MAN FENTANYL j • 9801-0 2015 910,000.000 071.515.000 38.485.000 

(b)(4);(b)(7)(E) 
123955 New 09-1UL-15 MAN' FENTANYL 9301.0 2015 195,800.000 136,000.000 59,600.000 

98,285.000 

124113 Now 04-AUG-15- MAN GAMMA HYDROXYBUTYRIC ACID 2010-0 2015 7,500.000 . 0.000 7,500.000 

124014 Pending 16•JUL-15 MAN HYDROCODONE (FOR SALE) 9193-8 2015 5,900.000 5,900.000 0.000 

124163 New 04-AUG-15 MAN HYDROCODONE (FOR SALE) 9193.8 2015 2,481,653.000 - 1,241,653.000 1,220,000.000 

124112 New 04-AUG-15 MAN METHADONE 9250-0 2015 14,100,000.000 11.381,84/.000 2,718,153.000 

124111 New 04-AUG-15 -̀MAN METHADONE-INTERMEDIATE 9254-0 2015 16,000,000.000 14.199.386.000 1,800,634.000 

124038 Pending 22-JUL-15 MAN METHYLPHENIDATE 1724-0 2015 28,187,000.000 27,949,764.000 237,238.000 
237,238.000 

1 24042 New 22-JUL-15 MAN MORPHINE (FOR CONVERSION) 9300-A 2015 23,501,000.000 19,001,013 000 4,499,987.000 

NOROXYMORPHONE (FOR 
124061 New 23-JUL-15 MAN CONVERSION) 9668-A 2015 1,329,285.000 729,265.000 600,020.000 

(b)(4);(b)(7)(E) 
124126 New 05-AUG-15 MAN ORIPAVINE 9330-0 2015 12,300,000.000 10,476,962000 1,023,034.000 

124161 New 07-AUG-15 MAN OXYCODONE (FOR SALE) 9143-8 2015 6,024,000.000 3,514,000.000 2,510,000.000 
2,510,000.000 

OXYMOR PHONE (FOR 
124049 Pending 22-JUL-15 MAN CONVERSION) 9652-A 2015 5,456,000.000 2,268,000.000 3,190,000.000 

2015 pending MO requests as of 8-10-15 

Page 944 

Drug Quota

Code Year Requested Quota Currant Quota In ere otoTDeeree fta

DEA

Requoat 10 Status Submitted Quota Typo Number

Data

Company Drug Namo

4-ANILINO-N-PHENETHYL-4-
PIPERIOINE (ANPP)

(b)(4);(b)(7)(E)
20,400.000235,400.000 215,000.0008333-0 2015123712 Ponding 02-JUN-15 MAN

20,000,000.000 13,363,697.000

27,251,000.000 21,767,000.000

6,636,303.000

5,484,000.000

12,120,303.000

CODEINE (FOR SALE)

CODEINE (FOR SALE)

9050-6 201 S
90S0-B 2015

123843 New 25-JUN-15 MAN

124044 New 22-JUL-1S MAN

9801 -O 2015 38,435.000910,000.000 671 ,515,000FENTANYL124116 New 04-AUG-1 5 MAN .
1

$65

[b)(4);(b)(7)(E)
59.600.000

98,285.000

195,800.000 136,000.000FENTANYL 9801-0 2015123S55 New OO-JUL-15 MAN

O.OQO 7,500.000GAMMA HYDROXYSUTYRIC ACID 20104) 2015 7,500.000 .124113 Now 04-AUG-15" MAN

5.900.000 0.000HYDROCODONE (FOR SALE) 9193-8 2015 5,900.000124014 Pending 1S-JUL-15 MAN

2,461,653.000 "1241,653.000 1.220,0004300HYDROCODONE (FOR SALE) 9193-B 2015124163 New 08-AUG-15 MAN

2.718.159.00014.100.000.000 11.381,841.000METHADONE 9250-0 2015124112 New 04-AUG-1S MAN

1,800,634.000
L-

16,000,000.000 14,199.368.000METHADONE-INTERMEDIATE 9254-0 20151241 1 1 New 04-AUG-15 MAN

1 r

28,187,000.000 27,949,764.000 237,236.000

237,236.000

1724-0 2015METHYLPHENIDATE124038 Pending 22-JUL-1E MAN
%

23,501 ,000.000 19,001,013.000 4,499,987.000MORPHINE (FOR CONVERSION) 9300-A 2015124042 Now 22-JUL-15 MAN

NOROXYMORPHONE (FOR

CONVERSION) 1,329,285.000 729,265.000 600,000.0009668-A 2015124061 New 23-JUL-15 MAN

(b)(4);(b)(7)(E)
1,823,038.00012,300,000.000 10,476,962.0009330-0 2015ORIPAVINE124126 New 05-AUG-15 MAN

6,024,000:<100 3,514.000.000 2,510,000.000

2,510,000.000

9143-B 201SOXYCODONE (FOR SALE)124181 New 07-AUG-1 5 MAN

OXYMORPHONE (FOR

CONVERSION) S.456.000.000 2,268,000.000 3,190,000.0009652-A 2015124049 Ponding 22-JUL-15 MAN

2015 panding MQ requests as of 8-10-15
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IMS data 2012-2015 (jun) opiate salts 

Molecule 
2012 
KG 

2013 
KG 

2014 
KG 

6months 2015 
KG 

est year
2015
KG 

CODEINE 22,756.7281 21,747.8088 21,719.2066 13,853.5453 27,707.0906 

HYDROCODONE 63,179.5151 61,711.0281 56,376.7266 24,594.5385 49,189.077 

HYDROMORPHONE 1,913.0402 1,927.6179 1,834.5971 852.8523 1705.7046 

MORPHINE . 26,706.4431 26,272.7352 24,604.3908 11,924.7271 23,849.4542 

OXYCODONE =1:'66,704.849 60,357.3128 58,914.83 29,802.5075 59,605.015 

OXYMORPHONE 

with c.f. 

1,958.2805 1;863.4005 1,930.5344 980.6512 1961.3024 

2013 2014 2015 2015 est. 
Molecule % chg 

KG. KG • KG KG KG 

CODEINE . 16,839.9788 16,093.3785 16,072.2129 10,251.6235 20,503.247 27.6% 

HYDROCODONE i 38,539.5042 37,643.7271 34,389.8032 15,002,6685 30,005.337 -12.7% 

HYDROMORPHONE 1,702.6058 1,715.5799 1,632.7914 759,0385 1,518.0771 -7.0% 

MORPHINE 21,529.8323 19,704.5514 18,453.2931 8,943.5453 17,887.0907 -3.1% 

OXYCODONE 60,034.364 54,321.582 53,023.347 26,822.257 53,644.514 1.2% 

OXYMORPHONE 1,742.8696 1,658,4264 1,718.1756 872.7796 1,745.5591 1.6% 

KG Audit from July 2009 to June 2015. 

L4
A. Includes all available columns. 
ltle NSP KG 
'ub Title 
Audit NSPKG 
-- Report Filters ---
Molecule CODEINE, HYDROCODONE, HYDROMORPHONE, MORPHINE, OXYCODONE, OXYMORPHONE, restricted to: 4. 

HYDROXYBUTYRIC ACID, ALPENTANIL, ALPRAZOLAM, AMOBARBITAL, ATOMOXETINE, BELLADONA, BENZPHETAMINE, BUPRENORPHINE, 
BUPROPION, BUTABARBITAL, BUTALBITAL, BUTORPHANOL, CAREINOYAMINE, CARISOPRODOL, CHLORAL HYDRATE, 
CHLORDIAZEPDXIDE, CLONAZEPAM, CLORAZEPATE, COCAINE, CODEINE, CYCLOBENZAPR/NE, DEXMETHYLPHENIDATE, 
DECROAMPHETAMINE, DEKTROMETHORPHAN, DIAZEPAM, DICHLORALPHENAZONE, DIETHYLPROPION, DIFENOXIN, 
DIHYDROCODEINE, DIPHENtITORAMINE, DIPHENOXYLATE, DRONABINOL, EPHEDRINE, ESTAZOLAM, ESZOPICLONE, 55NTANTL, 
FLUOXETINE, FLUOXYMESTERONE, FLURAZEPAM, FOSPROPOFOL, GABAPENT1N, HYDROCODONE, HYDROMORPHONE, KETAMINE, 
lACOSAMIDE, LEVORPHANOL, USDEXAMFETAMINE, LORAZEPAM, LORCASERIN, MEPERIDINE, MEPROBAMATE, METHADONE, 
METHAMPHETAMINE, METHOHDETAL, METHYLPHENIDATE, METHYLPHENOBARBITAL, METHYLTESTOSTERONE, MIDAZOLAM, 
MODAFINIL, MORPHINE, NABILONE, NALBUPHINE, NALOXONE, NALTREXONE, NANDROLONE, OPIUM, OXANDROLONE, OXAZEPAM, 
OXYCODONE, OXYMETHOLONE, OXYMORPHONE, PEMOLINE, PENTAZOCINE, PENTOBARBITAL, PERAMPANEL, PHENDIMETRAZINE, 
PHENOBARBITAL, PHENTERMINE, PHENYLEPHRINE, PHENYLPROPANOLAMINE, PREGABAUN, PROPOFOL, PROPDXYPH ENE, 
PSEUDOEPHEDRINE, QUAZEPAM, REMIFENTANIL, RETIGABINE, SECOBARBITAL, SIBUTRAMINE, STANOZOLOI., SOPENTANIL, 
SUVOREXANT, TAPENTADOL, TEMAZEPAM, TESTOSTERONE, THIOPENTAL, TRAMADOL, TRIAZOLAM, ZALEPLON, ZOLPIDEM 
Month 2012, 2013, 2014, 2015 

DEA Confidential created 8-3-15 
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IMS data 2012-2015 (jun) opiate salts

est year

2015
2012 2013 2014 6months 2015

Molecule
KG KG KG KG

c
KG

22j756.7281

63,179.5151

, ' 1,913.0402
28)706.4431

.66^704.849

CODEINE

HYDROCODONE

HYDROMORPHONE

MORPHINE

OXYCODONE

OXYMORPHONE

21,747.8089

61,711.0281

1,927.6179

. 26,272.7352

60,357.3128

1,863.4005

21,719.2066

S6,376.7266

1,834.5971

24,604.3908

58,914.83

1,930.5344

13,853.5453 27,707.0906

24,594.5385 49,189.077

852.8523 1705.7046

11,924.7271 23,849.4542

29,802.5075 59,605.015

980.6512 1961.30241,958.2805

r

with c.f.

2012 2013 2014 2015 2015 est
Molecule o/o ehg

KG KG KG KG KG

. 16,839.9788

' 38,539.5042

1,702.6058

21,529.8323

60,034.364

1,742.8696

CODEINE

HYOROCODONE

HYDROMORPHONE

MORPHINE

OXYCODONE

OXYMORPHONE

16,093.3785

37,643.7271

1,715.5799

19,704.5514

54,321.582

1,658,4264

16,072.2129

34,389.8032

1,632.7914

18,453.2931

53,023.347

1,718.1756

10,251.6235 20,503.247

15,002.6685 30,005.337

759,0385 1,518.0771

8,943.54S3 17,887.0907

26,622.257 53,644.514

872.7796 1,74S.SS91

27.6%

-12.7%

-7.0%

-3.1%

1.2%

1.6%

KG Audit from July 2009 to June 201S. -

/ A. Includes all available columns.

| 'Itle NSP KG

^ Title
Audit NSPKG
— Report Filters —

Molecule CODEINE, HYDROCODONE, HYDROMORPHONE, MORPHINE, OXYCODONE, OXYMORPHONE, restricted to: 4-

HYDROXYBUTYRIC ACID, ALFENTANIL, ALPRAZOLAM, AMO0ARBITAL, ATOMOXETINE, BEILADONA, BENZPHETAMINE, BUPRENORPHINE,

BUPROPION, 8UTABARBITAL, BUTALBITAL, BUTORPHANOL, CARBINOXAMIN6, CARISOPRODOL, CHLORAL HYDRATE,

CHLORDIAZEPOXIDE, CLONAZEPAM, CLORAZEPATE, COCAINE, CODEINE, CYCLODENZAPRINE, DEXMETHYLPHENIDATE,

DEXTROAMPHETAMINE, DEXTROMETHORPHAN, DIAZEPAM, D1CHLORALPHENAZONE, D2ETHYLPROPION, DIFENOXIN,

DIHYDROCODEINE, DIPHENHYDRAMINE, DIPHENOXYLATE, DRONABINOL, EPHEDR1NE, ESTAZOLAM, ESZOPICLONE, FENTANYL,

FLUOXETINE, FLUOXYMESTERONE, aURAZEPAM, FOSPROPOFOL, GABAPENTIN, HYDROCODONE, HYDROMORPHONE, KETAMINE,

LACOSAMIDE, LEVORPHANOL, LISDEXAMFETAMINE, LORAZEPAM, LORCASERIN, MEPERIDINE, MEPROBAMATE, METHADONE,

METHAMPHETAMINE, METHOHEXITAL, M ETHYLPHENIDATE, METHYLPHENOBARBITAL, METHYLTESTOSTERONE, MIDAZOLAM,

MODAFINIL, MORPHINE, NABILONE, NALBUPHINE, NALOXONE, NALTREXONE, NANDROLONE, OPIUM, OXANDROLONE, OXAZEPAM,

OXYCODONE, OXYMETHOLONE, OXYMORPHONE, PEMOLINE, PENTAZOCINE, PENTOBARBITAL, PERAMPANEL, PHENDIMETRAZ1NE,

PHENOBARBrTAL, PHENTERMINE, PHENYLEPHRINE, PHENYLPROPANOLAMINE, PREGABAUN, PROPOFOL, PROPOXYPHENE,

PSEUDOEPHEDRINE, QUAZEPAM, RE MI FENTANIL, RETIGABINE, SECOBARBITAL, SIBUTRAMINE, STANOZOLOL, SUFENTANIL,

SUVOREXANT, TAPcNTADOL, TEMAZEPAM, TESTOSTERONE, THIOPENTAL, TRAMADOL, TRIAZOLAM, ZALEPLON, ZOLPIDEM

Month 2012, 2013, 2014, 2015 .

r
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2015 Final Adjusted Aggregate Production Quotas and Annual Assessment of Needs 

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney. General to establish the 
production amount of each basic class of Schedule I and II controlled substances and for the List I 
chemicals ephedrine; pseudoephedrine, and phenylpropanolamine. This responsibility has been 
delegated to the Administrator of the Drug Enforcement Administration (DEA). 

• DEA regulations allow the Administrator to revise the established annual aggregate production quota 
(APQ) and assessment of annual needs (AAN) after review of pertinent information provided from 
various sources including DEA-registered manufacturers and the Food and Drug Administration 
(FDA). 

• The attached Federal Register notice, prepared for your signature, reflects the calendar year 2015 
final adjusted aggregate production quotas (APQ) for schedules I and II controlled substances and 
assessment of annual needs (AAN) for the list I chemicals ephedrine, phenylpropanolamine, and 
pseudoephedrine for which the United States has medical, scientific, industrial, export and reserve 
stock requirements. 

• As stated in the 2013 Federal Register Notices, DEA continues to add an additional 25% to the APQ 
for schedule II substances and those schedule I substances that are used to produce drugs that have a 
medical need (specifically, OHS and tetrahydrocannabinols) to prevent potential drug shortage issues. 

Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of 
schedule I and II controlled substances as well as list I chemicals ephedrine, phenylpropanolamine, 
and pseudoephedrine for the legitimate medical, scientific, industrial, and export requirements of the 
U.S. 

• The following points provide brief explanations of the changes from the proposed revised AAN & 
APQ values: 

List 1 Chemicals: 

• No further adjustments 

Controlled Substances: 

• OD is recommending an increase in the APQs for Dihydroetorphine, Ethylmorphine, Etorphine 
HCI, Racemethorphan, Racemorphan. The increase is based on registrant applications and, 
projected demand for reference standards. 

• OD is recommending an increase in the APQ for Methylphenidate based on the FDA downgrading 
the efficacy rating for two generic manufacturers of the brand Concerta® . This change is to allow 
the remaining authorized generic and brand manufacturers to supply the entire domestic market. This 
will avert a possible shortage due to APQ limitations. 

• OD is recommending an increase in the APQ for Oxycodone (for sale). The increase is based on 
additional new purchase orders and batch size requirements at the bulk manufacturer level. 

OD/ODQ/ODEQ 8/17/15 Page 1 of 1 
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2015 Final Adjusted Aggregate Production Quotas and Annual Assessment of Needs

• Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney. General to establish the

production amount- of each basic class of Schedule I and II controlled substances and for the List I

chemicals ephedrine; pseudoephedrine, and phenylpropanolamine. This responsibility has been

delegated to the Administrator of the Drug Enforcement Administration (DEA).

• DEA regulations allow the Administrator to revise the established annual aggregate production quota

(APQ) and assessment of annual needs (AAN) after review ofpertinent information provided from

various sources including DEA-registercd manufacturers and the Food and Drug Administration

(FDA).

• The attached Federal Register notice, prepared for your signature, reflects the calendar year 20 15

final adjusted aggregate production quotas (APQ) for schedules I and II controlled substances and

assessment of annual needs (AAN) for the list I chemicals ephedrine, phenylpropanolamine, and

pseudoephedrine for which the United States has medical, scientific, industrial, export and reserve

stock requirements.

• As stated in the 20 1 3 Federal Register Notices, DEA continues to add an additional 25% to the APQ

for schedule II substances and those schedule I substances that arc used to produce drugs that have a

medical need (specifically, GHB and tetrahydrocannabinols) to prevent potential drug shortage issues.

• Expeditious review and publication of this notice is necessary to ensure an uninterruptable supply of

schedule 1 and II controlled substances as well as list I chemicals ephedrine, phenylpropanolamine,

and pseudoephedrine for the legitimate medical, scientific, industrial, and export requirements of the

U.S.

• The following points provide brief explanations of the changes from the proposed reyised AAN &

APQ values:

List 1 Chemicals:

« No further adjustments

Controlled Substances:

• OD is recommending an increase in the APQs for Dihydroetorphine, Ethylmorphine, Etorphine

HCI, Racemcthorphan, Racemorphan. The increase is based on registrant applications and

projected demand for reference standards.

• OD is recommending an increase in the APQ for Methylphenidate based on the FDA downgrading

the efficacy rating for two generic manufacturers of the brand Concerta® . This change is to allow

the remaining authorized generic and brand manufacturers to supply the entire domestic market. This

will avert a possible shortage due to APQ limitations.

• OD is recommending an increase in the APQ for Oxycodone (for sale). The increase is based on

additional new purchase orders and batch size requirements at the. bulk manufacturer level.

Page 1 of 18/17/15OD/ODQ/ODEQ
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L Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-418F] 

Final Adjusted Aggregate Production Quotas for Schedule .I and II Controlled 

Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine, 

Pseudoephedrine, and Phenylpropanolamine for 2015 

AGENCY: Drug Enforcement Administration, Department of Justice. 

ACTION: Final order. 

SUMMARY: This final order establishes the final adjusted 2015 aggregate production 

quotas for controlled substances in schedules 1 and II of the Controlled Substances Act 

and the assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, 

and phenylpropanolamine. 

DATES: This order is effective [INSERT DATE OF PUBLICATION IN THE 

FEDERAL REGISTER]. 

FOR FURTHER INFORMATION CONTACT: John R. Scherbenske, Office of 

Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, 

Springfield, Virginia 22152; Telephone: (202) 598-6812. 

SUPPLEMENTARY INFORMATION: 

Legal Authority 

The Drug Enforcement Administration (DEA) implements and enforces titles II and 

111 of the Comprehensive Drug Abuse Prevention and Control Act of 1970, as amended. 

21 U.S.C. 801-971. Titles H and III are referred to as the "Controlled Substances Act" 

1 
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Billing Code4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-418F]

Final Adjusted Aggregate Production Quotas for Schedule I and II Controlled

Substances and Assessment of Annual Needs for the List I Chemicals Ephedrine,

Pseudoephedrine, and Phenylpropanolamine for 2015

AGENCY: Drug Enforcement Administration, Department of Justice.

ACTION: Final order.

SUMMARY: This final order establishes the final adjusted 2015 aggregate production

quotas for controlled substances in schedules I and II of the Controlled Substances Act

L and the assessment of annual needs for the list 1 chemicals ephedrine, pseudoephedrine,

and phenylpropanolamine.

DATES: This order is effective [INSERT DATE OF PUBLICATION IN THE

FEDERAL REGISTER].

FOR FURTHER INFORMATION CONTACT: John R. Scherbenske, Office of

Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive,

Springfield, Virginia 22152; Telephone: (202) 598-6812.

SUPPLEMENTARY INFORMATION:

Legal Authority

The Drug Enforcement Administration (DEA) implements and enforces titles II and

III of the Comprehensive Drug Abuse Prevention and Control Act of 1 970, as amended.

L 21 U.S.C. 801-971. Titles II and III are referred to as the "Controlled Substances Act"

1
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L 
and the "Controlled Substances Import and Export Act," respectively, and are 

collectively referred to as the "Controlled Substances Act" or the "CSA" for the purposes 

of this action. The DEA publishes the implementing regulations for these statutes in title 

21 of the Code of Federal Regulations (CFR), chapter II. The CSA and its implementing 

regulations are designed to prevent, detect, and eliminate the diversion of controlled 

substances and listed chemicals into the illicit market while providing for the legitimate 

medical, scientific, research, and industrial needs of the United States. Controlled 

substances have the potential for abuse and dependence and are controlled to protect the 

public health and safety. 

Section 306 of the CSA (21 U.S.C. 826) requires the Attorney General to establish 

aggregate production quotas for each basic class of controlled substance listed in 

schedules I and II and for ephedrine, pseudoephedrine, and phenylpropanolamine. This 

responsibility has been delegated to the Administrator of the DEA. 28 CFR 0.100(b). 

Background 

The DEA established the initial 2015 aggregate production quotas for controlled 

substances in schedules I and II and the assessment of annual needs for the list I 

chemicals ephedrine, pseudoephedrine, and phenylpropanolamine on September 8, 2014. 

79 FR 53216. That notice stated that the DEA could adjust, as needed, the established 

aggregate production quotas and assessment of animal needs in accordance with 21 CFR 

1303.13 and 21 CFR 1315.13. The proposed adjusted 2015 aggregate production quotas 

for controlled substances in schedules I and II and assessment of annual needs for the list 

I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine were subsequently 

published in the Federal Register on July 8, 2015, 80 FR 39156, in consideration of the 

2 
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L
and the "Controlled Substances Import and Export Act," respectively, and are

collectively referred to as the "Controlled Substances Act" or the "CSA" for the purposes

of this action. The DEA publishes the implementing regulations for these statutes in title

21 of the Code of Federal Regulations (CFR), chapter II. The CSA and its implementing

regulations are designed to prevent, detect, and eliminate the diversion of controlled

substances and listed chemicals into the illicit market while providing for the legitimate

medical, scientific, research, and industrial needs of the United States. Controlled

substances have the potential for abuse and dependence and are controlled to protect the

public health and safety.

Section 306 of the CSA (21 U.S.C. 826) requires the Attorney General to establish

aggregate production quotas for each basic class of controlled substance listed in

schedules I and II and for ephedrine, pseudoephedrine, and phenylpropanolamine. This

responsibility has been delegated to the Administrator of the DEA. 28 CFR 0.100(b).
L

Background

The DEA established the initial 2015 aggregate production quotas for controlled

substances in schedules I and II and the assessment of annual needs for the list I

chemicals ephedrine, pseudoephedrine, and phenylpropanolamine on September 8,2014.

79 FR 53216. That notice stated that the DEA could adjust, as needed, the established

aggregate production quotas and assessment of annual needs in accordance with 21 CFR

1303.13 and21 CFR1315.13. The proposed adjusted 2015 aggregate production quotas

for controlled substances in schedules I and II and assessment of annual needs for the list

I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine were subsequendy

published in the Federal Register on July 8, 2015, 80 FR 39156, in consideration of the

2
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outlined criteria. All interested persons were invited to comment on or object to the 

proposed adjusted 2015 aggregate production quotas and assessment of annual needs on 

or before August 7, 2015. 

Analysis for Final Adjusted 2015 Aggregate Production Quotas and Assessment of 

Annual Needs 

Consideration has been given to the criteria outlined in the July 8, 2015, notice of 

proposed adjusted aggregate production quotas and assessment of annual needs, 80 FR 

39156, in accordance with 21 CFR 1303.13 and 21 CFR 1315.13. Five companies 

submitted timely comments regarding twelve schedule I and II controlled substances. 

These comments suggested that the proposed adjusted aggregate production quotas for 

codeine (for sale), fentanyl, gamma hydroxybutric acid, hydrocodone (for sale), 

methadone, methadone intermediate, methylphenidate, morphine (for conversion), 

oripavine, oxycodone (for sale), oxymorphone (for conversion), and oxymorphone (for 

sale) were insufficient to provide for the estimated medical, scientific, research, and 

industrial needs of the United States, for export requirements, and for the establishment 

and maintenance of reserve stocks. The DEA did not receive any comments related to 

the proposal not to adjust,the 2015 assessment of annual needs for ephedrine, 

pseudoephedrine, and phenylpropanolamine. 

In accordance with 21 CFR 1303.13, the DEA has taken into consideration the above 

comments along with the relevant 2014 year-end inventories, initial 2015 manufacturing 

and import quotas, 2015 export requirements, actual and projected 2015 sales, research 

and product development requirements, and the additional quota applications received. 

Upon consideration of the above, the Administrator determined that the proposed 

3 
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outlined criteria. All interested persons were invited to comment on or object to the

c
proposed adjusted 20 1 5 aggregate production quotas and assessment of annual needs on

or before August 7, 2015.

Analysis for Final Adjusted 2015 Aggregate Production Quotas and Assessment of

Annual Needs

Consideration has been given to the criteria outlined in (he July 8, 2015, notice.of

proposed adjusted aggregate production quotas and assessment of annual needs, 80 FR

39156, in accordance with 21 CFR 1303.13 and 21 CFR 1315.13. Five companies

submitted timely comments regarding twelve schedule I and II controlled substances.

These comments suggested that the proposed adjusted aggregate production quotas for

codeine (for sale), fentanyl, gamma hydroxybutric acid, hydrocodone (for sale), ,

methadone, methadone intermediate, methylphenidate, morphine (for conversion),

oripavine, oxycodone (for sale), oxymorphone (for conversion), and oxymorphone (for

sale) were insufficient to provide for the estimated medical, scientific, research, and

industrial needs of the United States, for export requirements, and for the establishment

c

and maintenance of reserve stocks. The DEA did not receive any comments related to

the proposal not to adjust. the 20 1 5 assessment ofannual needs for ephedrine,

pseudoephedrine, and phenylpropanolamine. *

In accordance with 21 CFR 1303.13, the DEA has taken into consideration the above

comments along with the relevant 2014 year-end inventories, initial 2015 manufacturing

and import quotas, 2015 export requirements, actual and projected 2015 sales, research

and product development requirements, and the additional quota applications received.

Upon consideration of the above, the Administrator determined that the proposed
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adjusted 2015 aggregate production quotas for dihydroetorphine, ethylmorphine, 

etorphine MCI, racemethorphan, racemorphan, methylphenidate, and oxycodone (for sale) 

required additional consideration and hereby further adjusts the proposed 2015 aggregate 

production quotas for these substances. Regarding codeine (for sale), fentanyl, gamma 

hydroxybutric acid, hydrocodone (for sale), methadone, methadone intermediate, 

morphine (for conversion), oripavine, oxymorphone (for conversion), and oxymorphone 

(for sale) the Administrator hereby determines that the proposed adjusted 2015 aggregate 

production quotas for these substances as published in the Federal Register on July 8, 

2015, 80 FR 39156, are sufficient to meet the current 2015 estimated medical, scientific, 

research, and industrial needs of the United States and to provide for adequate reserve 

stock. 

As described in the previously published notice establishing the 2015 aggregate 

production quotas and assessment of annual needs, the DEA has specifically considered 

that inventory allowances granted to individual manufacturers may not always result in 

the availability of sufficient quantities to maintain an adequate reserve stock pursuant to 

21 U.S.C. 826(a), as intended. See 21 CFR 1303.24. This would be concerning if a 

natural disaster or other unforeseen event resulted in substantial disruption to the amount 

of controlled substances available to provide for legitimate public need. As such, the 

DEA included in all schedule 11 aggregate production quotas, and certain schedule ] 

aggregate production quotas, an additional 25% of the estimated medical, scientific, and 

research needs as part of the amount necessary to ensure the establishment and 

maintenance of reserve stocks. The final established aggregate production quotas will 

reflect these included amounts. This action will not affect the ability of manufacturers to 

4 
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L
adjusted 20 1 5 aggregate production quotas for dihydroetorphine, ethylmorphine,

etorphine HC1, racemethorphan, racemorphan, methylphenidate, and oxycodone (for sale)

required additional consideration and hereby further adjusts the proposed 201 5 aggregate

production quotas for these substances. Regarding codeine (for sale), fentanyl, gamma

hydroxybutric acid, hydrocodone (for sale), methadone, methadone intermediate,

morphine (for conversion), oripavine, oxymorphone (for conversion), and oxymorphone

. (for sale) the Administrator hereby determines that the proposed adjusted 2015 aggregate

production quotas for these substances as published in the Federal Register on July 8,

2015, 80 FR 39156, are sufficient to meet the current 2015 estimated medical, scientific,

research, and industrial needs of the United States and to provide for adequate reserve

stock.

c
As described in the previously published notice establishing the 2015 aggregate

production quotas and assessment of annual needs, the DEA has specifically considered

that inventory allowances granted to individual manufacturers may riot always result in

the availability of sufficient quantities to maintain an adequate reserve stock pursuant to

21 U.S.C. 826(a), as intended. See 21 CFR 1303.24. This would be concerning if a

natural disaster or other unforeseen event resulted in substantial disruption to the amount

of controlled substances available to provide for legitimate public need. As such, the

DEA included in all schedule II aggregate production quotas, and certain schedule 1

aggregate production quotas, an additional 25% of the estimated medical, scientific, and

research needs as part of the amount necessary to ensure the establishment and

maintenance of reserve stocks. The final established aggregate production quotas will

reflect these included amounts. This action will not affect the ability of manufacturers to

c
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L maintain inventory allowances as specified by regulation. The DEA expects that 

maintaining this reserve in certain established aggregate production quotas will mitigate 

adverse public effects if an unforeseen event results in substantial disruption to the 

amount of controlled substances available to provide for legitimate public need, as 

determined by the DEA. The DEA does not anticipate utilizing the reserve in the absence 

of these circumstances. 

Pursuant to the above, the Administrator hereby finalizes the 2015 aggregate 

production quotas for the following schedule I and II controlled substanceS and the 2015 

assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows: 

Basic class 

Final 
Adjusted 

2015 
Quotas 

(g) 

Schedule I 

(l-Pentyl-IFI-indol-3-y1)(2,2,3,3-tetramethylcyclopropypmethanone (UR- 
144) 

25 

[1- (5-Fluoro-penty1)-1H-indo1-3-yl](2,2,3,3- 
tetramethylcyclopropyfimetharione (XLRI I) 

25 

fl-(5-fluoropenty1)41-1-indazol-3-yllinaphthalen-l-yemethanone (TH5— 
2201) 

15 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)butan-l-one (butylone) 25 

1-(1,3-Benzodioxo1-5-yI)-2-(methylamino)pentan-l-one (pentylone) 25 

1-(1 -Phenylcyclohexyl)pyrrolidine 10 

I -(5-Fluoropentyl)-3-(1-naphthoyl)indole (AM2201) 45 

1-(5-Fluoropentyl)-3-(2-iodobenzoyDindole (AM694) 45 

1-[1-(2-Th enyl)eyclohexyl]piperidine 15 
1-[2-(4-MorpholinyBethy1]-3-(1-naphthoyeindole (JWH-200) 45 

1-Butyl-3-0-naphthoyDindole (JWH-073) 45 

l-Cyclohexylethy1-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 45 

l-Hexy1-3-(1-naphthoyl)indole (JWH-019) • 45 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 

✓ 
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c
maintain inventory allowances as specified by regulation. The DEA expects that

maintaining this reserve in certain established aggregate production quotas will mitigate

adverse public effects if an unforeseen event results in substantial disruption to the

amount of controlled substances available to provide for legitimate public need, as

determined by the DEA. The DEA does not anticipate utilizing the reserve in the absence

of these circumstances.

Pursuant to the above, the Administrator hereby finalizes the 201 5 aggregate

production quotas for the following schedule I and II controlled substances' and the 2015

assessment of annual needs for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine, expressed in grams of anhydrous acid or base, as follows:

Final

Adjusted

2015Basic class
Quotas

(g)

Schedule I

(l-Pentyl-lH-indol-3-yl)(2,2,3,3-tetramethylcyclopropyL)methanonc(UR- 25

144)

25[l-(5-Fluoro-pentyl)-lH-indoI-3-yl](2,2,3,3-

tetramethylcyclopropyi)mcthanonc (XLR1 1)
y

[ 1 -(5-fluoropentyl> 1 H-indazol-3-yl](naphthalen- 1 -yl)methanone (THJ-

2201)	 :	

l-(li3-Benzodioxol-5-yl)-2-(methylamino)butan-l-one (butylone)

l-(l13-BenzodioxoI-5-yl)-2-(methylamino)pentan-l-one (pentylone)

15 v

25 \/
25

/101 -(1 -Phenylcyclohexylpyrrolidine

l-(5-Fluoropentyl)-3-(l-naphthoyl)indole (AM2201) 45 v

l-(5-FIuoropentyl)-3-(2-iodobenzoyl)indole.(AM694) 45 v

15 /l-[l-(2-Thienyl)cyclohexyl]piperidine

l-[2-(4-Morpholinyl)ethyl]-3-(l-naphthoyl)indole (JWH-200) 45

45 s/l-Butyl-3-(l-naphthoyI)indole (JWH-073)

l-CycIohcxylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 45

45 Jl-Hexyl-3-(l-naphthoyl)indole (JWH-019)

L l-Methyl-4-phenyl-4-propionoxypiperidine 2 v
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L 

L 

1-Penty1-3-(1-naphthoyeindole (JWH-018 and AM678) 45 

1-Penty1-3-(2-chlorophenylacetypindole (1WH-203) 45 

1-Penty1-3-(2-methoxyphenylacetypindole OWH-250) 45 

1-Penty1-3-(4-chloro-1-naphthoyDindole (JWH-398) 45 

1-Penty1-3-(4-methyl-1-naphthoyl)indole (JWH-122) 45 

1-Penty1-3-[(4-methoxy)-benzoyflindole (SR-19, RCS-4) 45 

1-Penty1-341-(4-methoxynaphthoyl)]indole (JWH-081) 45 

2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30 

2-(2,5-Dimethoxy-4-methylphenypethanarnine (2C-D) 30 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) 30 

2-(2,5-Dimethoxyphenypethanamine (2C-H) 30 

2-(4-Bromo-2,5-dimethoxypheny1)-N-(2-methoxybenzyflethanamine 
(25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36) 

25 

2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 

2-(4-Chloro-2,5-dimethoxypheny1)-N-(2-methoxybenzyflethanamine 
(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82) 

25 

2-(4-lodo2,5-dimethoxyphenyl)ethanamine (2C-I) 30 

2-(4-1odo-2,5-dimethoxypheny1)-N-(2-methoxybenzyl)ethanamine (25I- 
NBOMe; 2C-I-NBOMe; 251; Cimbi-5) 

15 

2-(Methylamino)-1-phenylpentan- 1-one (pentedrone) 15 

2,5-Dimethoxy-4-ethylamphetaminc (DOET) 25 

2,5-Dimethoxy-4-n-propylthiophenethylamine 25 

2,5-Dimethoxyamphetamine 25 

2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 30 

2[4-(Isopropylthio)-2,5-dimethoxyphenyliethanamine (2C-T-4) 30 

3,4,5-Trimethoxyamphetamine 25 

3,4-Methylenedioxyamphetamine (MDA) 55 

3,4-Methylenedioxymethamphetamine (MDMA) 50 

3,4-Methylenedioxy-N-cthylamphetamine (MDEA) 40 

3,4-Methylenedioxy-N-methylcathinone (methylone) 50 

3,4-Methylencdioxypyrovalerone (MDPV) 35 

3-Fluoro-N-methylcathinone (3-FMC) 25 

3-Methylfentanyl 2 

3-Methylthiofentanyl 2 

4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 

4-Fluoro-N-methylcathinone (4-FMC) 25 

4-Methoxyamphetamine 100 

6 
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1 -Pentyl-3-( 1 -naphthoyl)indole (J WH-0 1 8 and AM678) 45

45 vl-PentyI-3-(2-chlorophenylacetyl)indole (JWH-203)

45 yl-Pertfyl-3-(2-methoxyphenylacety!)indole (JWH-250)

l-Penty[-3-(4-chloro-l-naphthoyl)indo!e (JWH-398)

l-Pentyi-3-(4-methyl-I-naphthoyl)indole (JWH-122) 45

45_y
45 -y

30 ^

l-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4)

l-Pentyl-3-[l-(4-methoxynaphthoyl)]indole (JWH-08 1)

2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P)

' 2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30

30 ^

30 y

30 y
25 y

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D)

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N)

2-(2,5-DimethoxyphenyI)ethanamine (2C-H)

2-(4-Bromo-2>5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine

(25B-NBOMe; 2C-B-NBOMe; 25B; Cimbi-36)

302-(4-Chloro-2,5-dimethoxyphenyl)ethanaminc (2C-C)

2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-methoxyben7-yl)ethanamine

(25C-NBOMe; 2C-C-NBOMe; 25C; Cimbi-82)

25 /

302-(4-Iodo-2,5-dimethoxyphenyl)echanamine (2C-I)

15 /2-(4-Iodo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine (251-

NBOMe; 2C-I-NBOMe; 251; Cimbi-5)

c 152-(Methylamino)- 1 -phenylpentan- 1 -one (pentedrone)

25 ^

25 i/

2,5-Dimethoxy-4-ethylamphetaminc (DOET)

2,5-Dimethoxy-4-n-propylthiophenethylamine

252,5-Dimethoxyamphetamine

30 v2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)

2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 30 ^

25 y3,4,5-Tnmethoxyamphetamine

553,4-Methylenedioxyamphetamine (MDA)

50 /
40 y

3,4-Methylencdioxymethamphetamine (MDMA)

3,4-Methylenedioxy-N-cthylamphetamine (MDEA)

503,4-Methylenedioxy-N-methylcathinone (methylone)
y353,4-Methylcncdioxypyrovalerone (MDPV)

25 J3-Fluoro-N-methylcathinone (3-FMC)

2 y3-Methylfentanyl

2 J3-Methylthiofentanyl

25 *

25"y
25 '/

4-Bromo-2,5-dimethoxyamphetamine (DOB)

4-Bromo-2,5-dimethoxyphenethylamine (2-CB)

4-Fluoro-N-methylcathinone (4-FMC)

iy
c 100 \4-Methoxyamphetamine
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L 4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 

4-Methylaminorex ' 25 

4-Methyl-N-ethylcathinone (4-MEC) 25 

4-Methyl-N-methylcathinone (mephedrone) 45 

4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 25 

5-(I , 1-Dimethylhept yI)-2 -[(1R,35)-3-hydro xycyclohexyl ] -phenol 68 

5-(1 J-Dimethylocty1)-2-KIR,38)-3-hydroxycyclohexyli-phenol 
(cannabicyclohexanol or CP-47,497 C8-homolog) 

53 

5-Methoxy-3,4-methylenedioxyamphetamine 25 

5-Methoxy-N,N-diisopropyltryptamine 25 

5-Methoxy-N,N-dimethyltryptamine 25 

Acetyl-alpha-methylfentanyl 2 

Acetyldihydrocodeine 2 

Acetylmethadol 2 

Allylprodine 2 

Alphacetylmethadol 2 

alpha-Ethyttryptamine . 25 

Alphameprodine 2 

Alphamethadol 2 

alpha-Methylfentanyl 2 

alpha-Methylthiofentanyl 2 

alpha-Methyltryptamine (AMT) 25 . 

alpha-Pyrrolidinobutiophenone (a-PBP) 25 

alpha-Pyrrolidinopentiophenone (a-PVP) 25 

Aminorex 25 

Benzylmorphine 2 

Betacetylmethadol 2 

beta-Hydroxy-3-methylfentanyl 2 

beta-Hydroxyfentanyl 2 

Betameprodine 2 

Betamethadol 4 

Betaprodine 2 

Bufotenine 3 

Cathinone . 70 

Codeine methylbromide 5 

Codeine-N-oxide 305 

Desomorphine 25 

Diethyluyptamine 25 

Difenoxin 11,000 

7 
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25]/
C

4-Methyl-2,5-dimethoxyamphetamine(DOM)

254-Methylaminorex •

25 c/

45 /
4-Methyl-N-ethylcathinone (4-MEC)

4-Methyl-N-methylcathinone (mephedrone)

25 ^4-Methyl-a-pyrrolidinopropiophenone (4-MePPP)	

5-(l1l-Dimethylheptyl)-2-[(lR,3S)-3-hydroxycyclohexyl]-phenol 68 y

5-(l , 1 -Dimethyloctyl)-2-[( 1 R,3 S)-3-hydroxycycIohexyl]-phenol
(cannabicyclohexanol or CP-47,497 C8-homolog)

25 y5-Methoxy-3,4-methylenedioxyamphetamine

255-Methoxy-N,N-diisopropyltryptamine

25 v/5-Methoxy-N,N-dimethyltryptamine

Acetyl-alpha-methylfentanyl 2 y
2 /Acetyldihydrocodeine

2 /Acetylmethadol

Allylprodine

Alphacetylmethadol

25 /
2 i/

~2 y
~2 y

alpha-Ethyltryptamine .

Alphameprodine

Alphamethadol

c alpha-Methylfentanyl

2 yalpha-Methylthiofentanyl

25/alpha-Methyltryptamine (AMT)

25alpha-PyrrolidinobuIiophenone (a-PBP)

alpha-Pyrrolidinopentiophenone (q-PVP) 25

Aminorex

2Bertzylmorphine

2Betacetylmethadol

2 Vbeta-Hydroxy-3-methylfentanyl

2 ybeta-Hydroxyfentanyl

Bctameprodine 2 ^

4Betamethadol

2 yBctaprodine

3 y
70 y

Bufotenine

Cathinone

5 yCodeine methylbromide

Codeine-N-oxide

25 yDesomorphine

25Diethyltryptamine

11,000Difenoxin

7
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Dihydromorphine 3,990,000 

Dimethyltryptamine 35 

Dipipanone 5 

Fenethylline 5 

gamma-Hydroxybutyric acid 70,250,000 

Heroin 50 

Hydromorphinol 2 

Hydroxypethidine 2 

Ibogaine 5 

Lysergic acid diethylamide (LSD) 35 

Marihuana 658,000 

Mescaline 25 

Methaqualone 10 

Methcathinone 25 

Methyldesorphine 5 

Methyldihydromorphine 2 

Morphine methylbromide 5 

Morphine methylsulfonate ' 5 

Morphine-N-oxide 350 

N-(I-Adamantyl)-I-pentyl-1$-indazole-3-carboxamide (AKB48) 25 

N-(1-Amino-3,3-dimethyl-l-oxobutan-2-y1)-1-pentyl-lH-indazole-3- 
carboxamide (ADB-PINACA) 

25 

N-(1-Amino-3-methy1-1-oxobutan-2-y1)-l-(4-fluorobenzyl)-1H-indazole- 
3-carboxamide (AB-FUBINACA) 

25 

N-(1-Amino-3-inethyl±oxobutan-2-y1)-1-(cyclohexylmethyl)-11-1- 
indazole-3-carboxamide (AB-CHMINACA) 

' 15 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-pentyl-111-indazole-3- 
carboxamide (AB-PINACA) 

15 

N,N-Dimethylamphetamine 25 

Naphthylpyrovalerone (naphyrone) 25 

N-Benzylpiperazine 25 

N-Ethyl-l-phenyleyclohexylamine 5 

N-Ethylamphetamine 24 

N-Hydroxy-3,4-methylenedioxyamphetamine 24 

Noracymethadol 2 

Norlevorphanol 52 

Normethadone 2 

Normorphine , 40 

Para-fluorofentanyl 5 

8 
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3,990,000

c
Dihydromorphine

35Dimethyltryptamine

5Dipipanone

5Fenethylline

70,250,000 v"gamma-Hydroxybutyric acid

50Heroin

Hydromorphinol

Hydroxypethidine

5Ibogaine

35Lysergic acid diethylamide (LSD)
658,000 •Marihuana

25Mescaline

10Methaqualone

25 /Methcathinonc

5 ^Methyldesorphine

Methyldihydromorphine

5Morphine methyibromide

5 VMorphine methylsulfonate '
350 c/Morphine-N-oxide

25N-(I-Adamantyl)-l-pentyMH-indazole-3-carboxamide (AKB48)

N-( 1 -Amino-3 ,3 -dimethyl- 1 -oxobutan-2-yl)- 1 -pentyl- 1 H-indazole-3-
carboxamide (ADB-PINACA)

25

25N-( 1 -Amino-3 -methyl- 1 -oxobutan-2-yl)- 1 -(4-fluorobenzyl)- 1 H-indazole-
3-carboxamide (AB-FUBINACA)

N-(l-Amino-3-methyl-l-oxobutan-2-yl)-l-:(cyclohexylmethyI)-lH-

indazole-3-carboxamide (AB-CHMINACA)

X

15 XN-(l-Amino-3-methyl-l-oxobutan-2-yl)-l-pentyl-lH-indazole-3-

carboxamide (AB-PINACA)

25 XN,N-Dimethylamphetamine

Naphthylpyrovalerone (naphyrone) 25

25 VN-Benzylpiperazine

5N-Ethyl- 1 -phenylcyclohcxylamine
24N-Ethylamphetamine

N-Hydroxy-3,4-methylenedioxyamphetamine

Noracymethadol

52 XNorlevorphanol

2Normethadone

40 sjNormorphine

5 \/Para-fluorofentanyl

8
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L 

L 

L 

Parahexyl 5 

Phenomorphan 2 

Pholcodine 5 

Psilocybin 30 

Psilocyn 30 

Quin°lin-8-y1 1-(5-fluoropenty1)-1H-indole-3-carboxylate (5-fluoro-PB- 
22;.5F-PB-22)

25 

Quinolin-8-y1 l-pentyl-II-1-indole-3-carboxylate (PB-22; QUPIC) 25 

Tetrahydrocannabinols 511,250 

Thiofentanyl 2 

Tilidine 25 

Trimeperidine 2 

Schedule 11 

1-Phenylcyclohexylamine 5 

1-Piperidinocyclohexanecarbonitrile 5 

4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,687,500 

Alfentanil 17,750 

Alphaprodine 3 

Amobarbital 25,125 

Amphetamine (for conversion) 21,875,000 

Amphetamine (for sale) 37,500,000 

Carfentanil 19 

Cocaine 275,000 

Codeine (for conversion) 50,000,000 

Codeine (for sale) 63,900,000 

Dextropropoxyphene 45 

Dihydrocodeine 226,375 • 

Dihydroetorphine 3 

Diphenoxylate (for conversion) 75,000 

Diphcnoxylate (for sale) 1,337,500 

Ecgonine 174,375 

Ethylmorphine 5 

Etorphine hydrochloride 3 

Fentanyl 2,300,000 

Glutethimide 3 

Hydrocodone (for conversion) 137,500 

Hydrocodone (for sale) 99,625,000 

Hydromorphone 7,000,000 

Isomethadone 5 

Levo-alphacetylmethadol (LAAM) 4 

9 
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Parahexyl

2Phenomorphan

5Pholcodine

30 ^Psilocybin

30 y*Psilocyn

25Quinolin-8-yl l-(5-fluoropentyl)-lH-indole-3-carboxylate (5-fluoro-PB-
22;'5F-PB-22) .	 	 	

Quinolin-8-yl l-pentyl-lH-indole-3-carboxylate (PB-22; QUPIC) 25

511,250 i/'Tetrahydrocannabinols

2Thiofentanyl

25Tilidine

2Trimeperidine

Schedule 11

51 -Phenylcyclohexylamine

1-Piperidinocyclohexanecarbonitrile 5

2,687,5004-Anilino-N-phenethyl-4-piperidine (ANPP)

17,750 /Alfentanil

3 /Alphaprodine

25,125 /
21,875,000

37,500,000 ^

19" /
275,000

Amobarbital

Amphetamine (for conversion)

Amphetamine (for sale)

Carfentanil

Cocaine
50,000,000Codeine (for conversion)
63,900,000Codeine (for sale)

45Dextropropoxyphene

226,375 V
	

75,000

1,337,500 w

174,375

5 V

Dihydrocodeine

Dihydroetorphine

Diphenoxylate (for conversion)

Diphenoxylate (for sale)

Ecgonine

Ethylmorphine

3 -Etorphine hydrochloride
2,300,000

3 ^
Fentanyl

Glutethimide
137,500 v^"-

99,625,000 ^
7,000,000 ^

5

Hydrocodone (for conversion)

Hydrocodone (for sale)

Hydromorphone

L
Isomcthadone

4 \/Levo-alphacetylmethadol (LAAM)

9
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L 

Levomethorphan 30 

Lcvorphanol 7,125 

Lisclexarnfetamine 29,750,000 

Meperidine 6,250,000 

Meperidine Intermediate-A 6 

Meperidine Intermediate-B 32 

Meperidine Intermediate-C 6 

Metazocine 19 

Methadone (for sale) 31,875,000 

Methadone Intermediate 34,375,000 

MethamphetaminV 2,061,375 

[1,250,000 grams o cvo-desOxyephedrine for use in a non-controlled, non-prescription 
product; 750,000 r s for methamphetamine mostly for conversion to a schedule III 
product; and 61,375 rams for methamphetaminc (for sale)] 

Methylphenidate 96,750,000 

Morphine (for conversion) 91,250,000 

Morphine (for sale) 62,500,000 

Nabilone 18,750 

Noroxymorphone (for conversion) 17,500,000 

Noroxymorphone (for sale) 1,475,000 

Opium (powder) 112,500 

Opium (tincture) 687,500 

Oripavine 35,000,000 

Oxycodone (for conversion) 8,350,000 

Oxycodone (for sale) 141,375,000 

Oxymorphone (for conversion) 29,000,000 

Oxymorphone (for sale) 7,750,000 

Pentobarbital 35,000,000 

Phenazocine 6 

Phencyclidine 38 

Phenmetrazine 3 

Phenylacetone 9,375,000 

Racemethorphan 5 

Racemorphan 3 

Remifentanil 4,200 

Secoharbital 215,003 

Sufentanil 6,255 

Tapentadol 12,500,000 

Thebaine 125,000,000 

10 
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30 /

7,125 /

Levomethorphan

L LcVorphanol

29,750,000Lisdcxamfetamine

6,250,000 ,/

6 l/"

32 (/"

Meperidine

Meperidine Intermediate-A

Meperidine Intermediate-B

Meperidine Intermediate-C

w^
31,875,000 ^
34,375,000 /

2,061,375 ^

Metazocine

Methadone (for sale)

Methadone Intermediate

Methamphetamine/

[1,250,000 grams oflcvo-desoxyephedrine for use in a non-controlled, non-prescription
j^raros for methamphetamine mostly for conversion to a schedule III

product; and 61,375 ^rams for methamphetamine (for sale)]
. product; 750,000

96,750,000. Methylphenidatc

91,250,000Morphine (for conversion)

62,500,000 v/

18,750 /

Morphine (for sale)

Nabilone

17,500,000Noroxymorphone (for conversion)

c 1,475,000Noroxymorphone (for sale)

112,500 /

687,500 /

35,000,000 V

8,350,000./

141,375,000

29,000,000 ^

7,750,000 /

35,000,000 /

6

Opium (powder)

Opium (tincture)

Oripavine

Oxycodone (for conversion)

Oxycodone (for sale)

Oxymorphone (for conversion)

Oxymorphone (for -sale)

Pentobarbital

Phenazocine

38Phencyclidirie

3Phenmetrazine 4/

9,375,000Phenylacetone

5Racemethorphan

3Racemorphan

4,200Remifcntanil

215,003Secobarbital

6,255 /Sufentanil

12,500,000 l/
125,000,000 k/

Tapentadol

c Thebaine
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List I Chemicals 

Ephedrine (for conversion) 1,000,000 

Ephedrine (for sale) 4,000,000 

Phenylpropanolamine (for conversion) 44,800,000 

Phenylpropanolamine (for sale) 8,500,000 

Pseudoephedrine (for conversion) 7,000 

Pseudoephedrine (for sale) 224,500,000 

Aggregate production quotas for all other schedule I and 11 controlled substances 
included in 21 CFR 1308.11 and 1308.12 remain at zero. 

Dated: 

Chuck Rosenberg, 
Acting Administrator. 

11 -
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List I Chemicals

1,000,000

4,000,000

Ephedrine (for conversion)

Ephedrine (for sale)

44,800,000Phenylpropanolamine (for conversion)

Phenylpropanolamine (for sale)	

Pseudoephedrine (for conversion)

Pseudoephcdrine (for sale)

8,500,000

7,000

224,500,000

Aggregate production quotas for all other schedule I and 11 controlled substances
included in 21 CFR 1308.11 and 1308.12 remain at zero.

Dated:

Chuck Rosenberg,

Acting Administrator.
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Jean Sanneman, 
Bureau of Land Management. Information 
Collection Clearance Officer. Bureau of Land 
Management. 
IFR Doc. 2015-23257 FtIod 9-15-15;8:452ml 
BILLING CODE 4310-14-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-418F) 

Final Adjusted Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances and Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudoephedrine, and 
Phenylpropanolamine for 2015 

AGENCY: Drug Enforcement 
Administration, Department of Justice. 
ACTION: Final order. 

SUMMARY: This final order establishes 
the final adjusted 2015 aggregate 
production quotas for controlled 
substances in schedules I and 11 of the 
Controlled Substances Act and the 
assessment of annual needs for the list 

chemicals ephedrine, 
pseudoephedrine. and 
phenylpropanolamine. 

DATES: This order is effective September 
16, 2015. 
FOR FURTHER INFORMATION CONTACT: John 
R. Scherbenske, Office of Diversion 
Control, Drug Enforcement 
Administration. 8701 Morrissette Drive, 
Springfield, Virginia 22152; Telephone: 
(202) 598-6812. 
SUPPLEMENTARY INFORMATION: 

Legal Authority 

The Drug Enforcement 
Administration (DEA) implements and 
enforces tides II and III of the 
Comprehensive Drug Abuse Prevention 
and Control Act of 1970. as amended. 21 
U.S.C. 801-971. Tides II and III are 
referred to as the "Controlled 
Substances Act" and the "Controlled 
Substances Import and Export Act," 
respectively, end are collectively 
referred to as the "Controlled 
Substances Act" or the "CSA" for the 
purposes of this action. The DEA 
publishes the implementing regulations 
for these statutes in title 21 of the Code 
of Federal Regulations (CFR), chapter II. 
The CSA and its implementing 
regulations are designed to prevent. 
detect, and eliminate the diversion of 
controlled substances and listed 
chemicals into the illicit market while 
providing for the legitimate medical, 

' ti re arch el • cl t i t d 
of the United States. Controlled 

substances have the potential for abuse 
and dependence and are controlled to 
protect the public health and safety. 

Section 306 of the CSA (21 U.S.0 
826) requires the Attorney General to 
establish aggregate production quotas 
for each basic class of controlled 
substance listed in schedules I and II 
and for ephedrine, pseudoephedrine, 
and phenylpropanolamine. This 
responsibility has been delegated to the 
Administrator of the DEA. 28 CFR 
0.100(b). 

Background 
The DEA established the initial 2015 

aggregate production quotas for 
controlled substances in schedules I and 
11 and the assessment of annual needs 
for the list I chemicals ephedrine, 
pseudoephedrine, and 
phonylpropanolamine on September 8. 
2014. 79 FR 53216. That notice stated 
that the DEA could adjust, as needed. 
the established aggregate production 
quotas and assessment of annual needs 
in accordance with 21 CFR 1303.13 and 
21 CFR 1315.13. The proposed adjusted 
2015 aggregate production quotas for 
controlled substances in schedules land 
Hand assessment of annual needs for 
the list I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine were 
subsequently published in the Federal 
Register on July 8, 2015, 80 FR 39156, 
in consideration of the outlined criteria. 
All interested persons were Invited to 
comment on or object to the proposed 
adjusted 2015 aggregate production 
quotas and assessment of annual needs 
on or before August 7, 2015. 

Analysis for Final Adjusted 2015 
Aggregate Production Quotas and 
Assessment of Annual Needs 

Consideration has been given to the 
criteria outlined in the July 6. 2015, 
notice of proposed adjusted aggregate 
production quotas and assessment of 
annual needs, 80 FR 39156. in 
accordance with 21 CFR 1303.13 and 21 
CFR 1315.13. Five companies submitted 
timely comments regarding twelve 
schedule I and II controlled substances. 
These comments suggested that the 
proposed adjusted aggregate production 
quotas for codeine (for sale). fentanyl, 
gamma hydroxybutric acid. 
hydrocodone (for sale), methadone, 
methadone intermediate. 
methylphenidate, morphine (for 
conversion), oripavine, oxycodone (for 
sale). oxymorphone (for conversion). 
and oxymorphone (for sale) were 
insufficient to provide for the estimated 
medical, scientific, research, end 

d t • . I d fth U 't dSt i f 
export requirements. and for the 

establishment and maintenance of 
reserve stocks. The DEA did not receive 
any comments related to the proposal 
not to adjust the 201.5 assessment of 
annual needs for ephedrine, 
pseudoephedrine, and 
phenylpropanolamine. 

In accordance with 21 CFR 1303.13, 
the DEA has taken into consideration 
the above comments along with the 
relevant 2014 year-end inventories. 
initial 2015 manufacturing and import 
quotas. 2015 export requirements, actual 
and projected 2015 sales, research and 
product development requirements, and 
the additional quota applications 
received. Upon consideration of the 
above, the Administrator determined 
that the proposed adjusted 2015 
aggregate production quotas for 
dihydroetorphina, ethylmorphine, 
etorphine HCI, recemethorphan, 
racemorphan. methylphenidate, and 
oxycochone (for sale) required additional .
consideration and hereby further adjusts 
the proposed 2015 aggregate production 
quotas for these substances. Regarding 
codeine (for sale), fentanyl, gamma 
hydroxybutric acid. hydrocodone (for 
sale). methadone, methadone 
intermediate, morphine (for 
conversion), oripavine, oxymorphone 
(for conversion), and oxymorphone (for 
sale) the Administrator hereby 
determines that the proposed adjusted 
2015 aggregate production quotas for 
these substances as published in the 
Federal Register on July 8, 2015. 80 FR 
39156, are sufficient to meet the current 
2015 estimated medical, scientific. 
research, and industrial needs of the 
United States and to provide for 
adequate reserve stock 

As described in the previously 
published notice establishing the 2015 
aggregate production quotas and 
assessment of annual needs, the DEA 
has specifically considered that 
inventory allowances granted to 
individual manufacturers may not 
always result in the availability of 
sufficient quantities to maintain an 
adequate reserve stock pursuant to 21 
U.S.G. 826(a), as intended. See 21 CFR 
1303.29. This would be concerning if a 
natural disaster or other unforeseen 
event resulted in substantial disruption 
to the amount of controlled substances 
available to provide for legitimate 
public need. As such, the DEA included 
in all schedule II aggregate production 
quotas, and certain schedule I aggregate 
production quotas, an additional 25% of 
the estimated medical, scientific, and 
research needs as part of the amount 
necessary to ensure the establishment 
and maintenance of reserve stocks. The 
F I tbl'hdgg gt p d t' 
quotas will reflect these included 
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L establishment and maintenance of
reserve stocks. The DEA did not receive
any comments related to the proposal
not to adjust the 2015 assessment of
annual needs for ephedrine,
pseudoephedrine, and

phenylpropanolamine.
In accordance with 21 CFR 1303.13,

the DEA has taken into consideration
the above comments along with the
relevant 2014 year-end inventories,
initial 2015 manufacturing and import
quotas, 2015 export requirements, actual
and projected 2015 sales, research and
product development requirements, and

additional quota applications
received. Upon consideration of the
above, the Administrator determined
that the proposed adjusted 2015
aggregate production quotas for
dihydroetorphins, ethylmorphine,
etorphine HC1, raceroethorphan,
racemorphan, melhylphenidate. and
oxycodone (for sale) required additional
consideration and hereby further adjusts
the proposed 2015 aggregate production
quotas for these substances. Regarding
codeine (for sale), fentanyl, gamma
hydroxybutric acid, hydrocodone (for
sale), methadone, methadone
intermediate, morphine (for
conversion), oripavina, oxymorphone
(for conversion), and oxymorphone (for
sale) the Administrator hereby
determines that the proposed adjusted
2015 aggregate production quotas for
these substances as published in the
Federal Register on July 8, 2015, 80 FR
39156, are sufficient to meet the current
2015 estimated medical, scientific,
research, and industrial needs of the
United Stales and to provide for
adequate reserve stock.

As described in the previously
published notice establishing the 2015
aggregate production quotas and
assessment of annual needs, the DEA
lias specifically considered that
inventory allowances granted to
individual manufacturers may not
always result in the availability of
sufficient quantities to maintain an
adequate reserve stock pursuant to 21
U.S.C. 826(a), as intended. See 21 CFR
1303.24. This would be concerning if a
natural disaster or other unforeseen
event resulted in substantial disruption
to the amount of controlled substances
available to provide for legitimate
public need. As such, the DEA included
in all schedule II aggregate production
quotas, and certain schedule I aggregate
production quotas, an additional 25% of
the estimated medical, scientific, and
research needs as part of the amount
necessary to ensure the establishment
and maintenance of reserve stocks. The
final established aggregate production
quotas will reflect these included

substances have the potential for abuse
and dependence and are controlled to
protect the public health and safety.

Section 306 of the CSA (21 U.S.U.
026) requires the Attorney General to
establish aggregate production quotas
for each basic class of controlled
substance listed in schedules 1 and II
and for ephedrine, pseudoephedrine,
and phenylpropanolamine. This
responsibility has been delegated to the
Administrator of the DEA. 23 CFR
0.100(b).

Background

The DEA established the initial 2015
aggregate production quotas for
controlled substances in schedules 1 and
II and the assessment of annual needs
for the list 1 chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine on September 0.
2014. 79 FR 53216. That notice stated
that the DEA could adjust, as needed,
the established aggregate production
quotas and assessment of annual needs
in accordance with 21 CFR 1303.13 and
21 CFR 1315.13. The proposed adjusted
2015 aggregate production quotas for
controlled substances in schedules I and
II and assessment of annual needs for
the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine were
subsequently published in the Federal
Register on July 0, 2015, 80 FR 39156,
in consideration of the outlined criteria.
All interested persons were Invited to
comment on or object to the proposed
adjusted 2015 aggregate production
quotas and assessment of annual needs
on or before August 7, 2015.

Analysis for Final Adjusted 21115
Aggregate Production Quotas and
Assessment of Annual Needs

Consideration has been given to the
criteria outlined in the July 6, 2015,
notice of proposed adjusted aggregate
production quotas and assessment of
annual needs, 80 FR 39156, in
accordanco with 21 CFR 1303.13 and 21
CFR 1315.13. Five companies submitted
timely comments regarding twelve
schedule I and II controlled substances.
These comments suggested that the
proposed adjusted aggregate production
quotas for codeine (for sale), ientanyi,
gamma hydroxybutric acid,
hydrocodone (for sale), methadone,
methadone intermediate,
mathylphenidate, morphine (for
conversion), oripavine, oxycodone (for
sale), oxymorphone (for conversion),
and oxymorphone (for sale) were
insufficient to provide for the estimated
medical, scientific, research, end
industrial needs of the United Stales, for
export requirements, and for the

Jean Sonneman,

Bureau ofLand Management. Information
Collection Clearance Officer, Bureau ofLand
Management.

[FR Doc. 2015*23257 Filod 9-15-15; 8:45 om)

BILLING CODE 4310-W-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

(Docket No. DEA-418F]

Final Adjusted Aggregate Production
Quotas for Schedule I and II Controlled
Substances and Assessment of
Annual Needs lor the List I Chemicals
Ephedrine, Pseudoephedrine, and
Phenylpropanolamine for 2015

agency: Drug Enforcement
Administration, Department ofJustice.

ACTION: Final order.

the

SUMMARY: This final order establishes
the final adjusted 2015 aggregate
production quotas for controlled
substances in schedules I and II of the
Controlled Substances Act and the
assessment of annual needs for the list
I chemicals ephedrine,
pseudoephedrine. and
phenylpropanolamine.

. dates: This order is effectivo September
16, 2015.

FOR FURTHER INFORMATION CONTACT: John
R. Scherbenske, Office of Diversion
Control, Drug Enforcement
Administration. 8701 Morrissette Drive,
Springfield, Virginia 22152; Telephone:
(202) 598-6812.

SUPPLEMENTARY INFORMATION:

Legal Authority

The Drug Enforcement
Administration (DEA) implements and
enforces titles II and III of the
Comprehensive Drug Abuse Prevention
and Control Act of 1970. as amended. 21
U.S.C. 801-971. Titles II and 111 are
referred to as the "Controlled
Substances Act" and the "Controlled
Substances Import and Export Act,"
respectively, end are collectively
referred to as the "Controlled
Substances Act" or the "CSA" for the
purposes of this action. The DEA
publishes the implementing regulations
for these statutes in title 21 of the Code
of Federal Regulations (CFR], chapter II.
The CSA and its implementing
regulations are designed to prevent,
detect, and eliminate the diversion of
controlled substances and listed
chemicals into the illicit market while
providing for the legitimate medical,
scientific, research, and industrial needs
of the United States. Controlled

L

L
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amounts. This action will not affect the 
ability of manufacturers to maintain 
inventory allowances as specified by 
rogulation. The DEA expects that 
maintaining this reserve in certain 
established aggregate production quotas 
will mitigate adverse public effects if an 
unforeseen event results in substantial 

disruption to the amount of controlled 
substances available to provide for 
legitimate public need, as determined 
by the DEA. The DEA does not 
anticipate utilizing the reserve in the 
absence of these circumstances. 

Pursuant to the above, the 
Administrator hereby finalizes the 2015 

aggregate production quotas forjhe 
following schedule I and II controlled 
substances and the 2015 assessment of 
annual needs for the list ['chemicals 
ephedrine, pseudoephedrine, and 
phenylpropanolamine, expressed in 
grams of anhydrous acid or base, as 
follows: 

Basic class 
Final adjusted 
2015 quotas 

(0) 

Schedule! 

(1-Penryl-1H.indol3ryl)(2,2,3,3Aetramethylcyclaprept4)methanOne (1.1R-144)  
(1.(5-Fluoro-penty1)-1H-indol-3-y11(2,2,3.3-talramethylcyclopropyqmethanone (XLR11)  
11-(5.tuo(Openty1)-1H-Indazol-3-ylEnaphthalen-1-yqmethanone (THJ-2201)  
1-(1,3-Benzodioxol-5.1/0-2.(melhylarrine)bulan-1-one (butylono)  
1-(1.3-Beneodioxel-5.0)2-(methylambo)pentan-1.one (pentylone)  
1-(1-Phenylcyclohexyl)pymnIldlne  
1-(5-Flueropenty1)-3-(1-naphlboylbndole (AM2201)  
1-(5-Fluorapenty1)-3-(2-iodobenaoynindole (AM694)  
1.11-(2-Thlenyl)cydehexyl)pipe ridine  
1-12-(4-Morpholinyl)ethy11-3-(1-naphthoyl)Indole (JWH-200)  
1-Butyl-3-(1-naphthoyljindele (JW11-073)  
1-Cyclohexylethyl-3.(2-melhoxyphenylacelyqindole (SR-113 and RCS-8)  
I-Hoxyb3-(1-naphthoy0lndole (JWH-019)  
1-Maihyl-4.phenyl-4.propionoxypiperidine  
1-Penly1-3-(1-naphlhoyllindole (JWH-016 and AM678)  
1-Penly1-3-(2-chlorophenylacetyqindole (JWH-203)  
1-Penly1-3-(2-metboxyphenylacelyI)indole (JWH-250)  
1-Perayba-(4-cblaro-l-napbtboygindole (JWH-395)  
1-Penly1-3-(4-methyl-1-naphtheynindole (JWH-122)  
1-Penty1.34(4.melhoxy)-benzoyFindole (611-19. RCS-4)  
1-Penly1-3-11-(4-melhoxynaptehoynlIndole (JWH-081)  
2-(2,5-Dimelboxy-4-n-propylpheny)ethanamine (2C-P)  
2-(2,5.01me1boxy-4-elhylphenynalhanamine (2C-E)  
2-(2,5-Dimelhoxy-4-melhylphenyl)elhanamlne (2C-D)  
2.(2,5-Dimelhoxy.4.nitro-phenyl)ethanamine (2C-N)  
2.(2.5:Dimethoxyphenyl)ethanamine (20-H) 
2.(4.Bromo-2,5.dimethoxypheny1)-N-(2-methoxybenzylbelhanamme (258-NBOMe; 2C-B-NBOMe: 25B; Cim01-36)  
2.(4.Chloro-2.5-dimethoxyphenyl)elhanamine (2C-C)  
2.(4-Chloro-2,5-dimelhoxypheny1).N.(2-melhoxybenzyl)ethanamino (25C-NBOMe; 2C-C-NBOMe; 25C; Cen1q1-62)  
2.(4.1odo-2,5-dirnethozyphenyhethanamine (2C-1)  
2-(4.1odo-2.5.thmethoxyphenyb-N1-(2-melhoxybenzyl)elhanamine (25HNBOMe; 20-I-NBOMe; 251; Cimbi-5)  
2.(Melbylamlno)-1-phenylf≥enten-1-une (pentedrone)  
2.5-Dimelhoxy-4-elbylampholarnine (DOET)  
2,5-Dimethoxy-4-n-propylthiophenelhYlemine  
2,5-DImelhoxyamphetemine  
244-(EthylthiO)-2,5-dimelhoxyphenyllelhanarmne (20-T-2)  
2.(4-(lsopropyllhio)-2,541imelhoxyphenyqethanamine (2C-T-4)  
3.4,5-Trimethoxyamphelamine  
3.4-Methylenedioxyamphemmlne (MDA)  
34-Meihylenedioxymethamphelamlne (M DMA)  
3,4-Melhylenedi0xy-N-ethylamphetamine (MDEA) 
3.4-Methylenedioxy-N-methylcathlnone (methylene)  
3.4-Melhylenedioxypyrovalerune (MDPV)  
3-Fluoro.N.methyteathInone (3-FMC) . 
3-Methyllenlanyl  
3-Mathyllhlolentanyl  
4.Bromo-2,5-dlmethoxyampbelamlne (DOB)  
4-Bromo-2,5-dImethoxyphenethYlamlne (2-CE1)  
4-Fluom-N-methylcathIncne (4-FMC)  
4-Methoxyamphetamine  
4-Methyl-2.5-dimethoxyamphatamIne (DOM)  
4-Mainylamlnoreq  
4-Mathyl-N-Mtlylcallenene (4-MEG)  
4-metnyl-Nmethylcatninone (mephedrona)  
4-Methyba-pyrrolldlqopropiophenone (4-MePPP)  
5-(1.1.1)Imethylhepty1)-24(1R,35).3.hydroxycyclohexylj-phenol  
5-(1,1421methylocly1)-2-[(1F135)-3-bydroxycyclohexyll-phenol (cannableyelohexanol or GP-47,497 CZeomolog) ..... 
5-Melhoxy-3,4-Methylenedioxyamenetamine  
5-Metboxy-N,N-diisopmpy0ryptamine  
5-Melhoxy-N,N-eimethyltryptamine  
Acetybalphametnyttentanyl  

25 
25 
15 
25 
25 
10 
45 
45 
15 
45 
45 
45 
45 

2 
45 
45 
45 
45 
45 
45 
45 
30 
30 
no 
30 
30 
25 
30 
25 
30 
15 
15 
25 
25 
25 
30 
30 
25 
55 
50 
40 
50 
35 
25 
2 
2 

25 
25 
25 

100 
25 
25 
25 
45 
25 
68 
53 
25 
25 
25 
2 
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Basic class 
Final adjusted 
2015 quotas 

(g) 

ACetyldihydrocodeine  
Acetylmethadol  
Allylprodine  
Alphacelylmelhadol  
alpha-Elhyltryptamine  
Alphameprodine  
Alphamethadol  
alpha.Methyllentanyl  
alpha-Methylthiotentanyl  
alpha-Methyluyptamine (AMT)  
alpha-Pyrrolldinobutlophenone (a-PBP)  
alpha-PyrrolldlnoPentioptenone (a-PVP)  
Aminorex  
Benzylmorphine  - 
Betacetylmethadol  
beta.Hydroxy-3-melnyllentanyl  • 
beta-Hydroxylentanyl  
Betameprodine  
Betamethadol  
&tap/term  
Bufolenine  
Cathinone 
Codeine methylbromide  
Codeine-NI-oxide  
Desornorphine  
Diethyltrypiamlne  
Difenoxin  
Dihydromorphlne  
Dimethyltryptamine  
Dipipanone  
Fenethylline  
gamma-Hydroxyloutyric acid  
Heroin  
Hydromorphinol  
Hydroxypethidine  
lbogaine  
Lysergic acid diethylamide (LSD)  
Marihuana  
Mescaline  
Methaqualone  
Methcalninone  
Methyldesorphine  
MethyldihydrornerPhine  
Morphine methylbromide  
Morphine methylsullonate  
Morphine-N-oxide  
N-(1-Adamanly1).1.penty1-1H-Indazole-3-oarboxamide (AKB46)  
14-(1-Arano-3,3-dimethyl-l-oxebtitan-211)-1-Penty1-1H-indazole-3-carboxamide (ADB-PINACA)  
N.(1-Arrino-3-methyl-1-oxobutan-211)-1-(4-11uorobenz14)-1H-Indazole-3-carboxamide (AB-FUEll MAGA)  
51-(1-Arnino-3-methy1-1-oxobutan-211)1-(cyclohexylmothyl)-1H-Ineazole-3-carboxamide (AB-CHMIMACA)  
N-(1-Amino-3.methyl-1.oxobutan-211)-1-Penty1-1H-Indazole-3-CarboxamIde (AB-PINACA)  
N,N.Oimethylamphelamine  
Naphthyipyrovalerone (naphyrone) ... ...... .. 
N-Benzylpiperazine  
N-Ethyl-1.-phenylcyclohexylamino  
N-Ethylamphetarnine  
N-Hyd rOXy-3,4-methylenedroxyamphetamine  
Noracymelhadol  
Norlevo rpha nol  
Normethadone  
Normorphine  
Para-fluorolentanyl  
Parahexyl  
Phenomorphan  
Pholcodine  
Psilocybin  
Psilocyn  
Quinaln.8.y11-(5-fluoropenty151H-Indole.3.carboxylate (5-flunro-PB-22; 5F-PB-22)  

' Cuinolln-15111-penty1-1H-Indole-3-carboxylate (PB-22; QUPIC)  c ave.
Totrahydrocannablnels  
TM t 1 nyl ... 
Tilicline  

2 
2 
2 
2 

25 
2 
2 
2 
2 

25 
25 
25 
25 
2 
2 
2 
2 
2 
4 
2 
3 

70 
5 

305 
25 
25 

11.000 
3,990,000 

35 
5 
5 

70,250,000 
50 

2 
2 
5 

35 
658.000 

25 
10 
25 
5 
2 
5 
5 

350 
25 
25 
25 
15 
15 
25 
25 
25 
5 

24 
24 
2 

52 
2 

40 
5 

2 
5 

30 
30 
25 
25 

511,250 
2 

25 
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L Final adjusted
2015 quotasBasic class

(9)

2Acetyldihydrocodeine 	 		 	

Acatylmeihadol 	

Alfylprodine 	 	
Alphaceiylmethadol 	 	 	

alpha-EIhyltryptamine 	 	
Alphameprodine 	 	 	

Alphamethadol 		 	 	

alpha-Methyilentanyt 	 	 	

atpha-Methylthiofentanyl 	 	

alpha-Methyltryptamine (AWT) 		 	

alpha-Pyfolldinobullopfienone (a-PBP) 	 	

alpha-Pyrrolldlnopentiophenone (a-PVP) 	

Arrinorex 	 	

Senzyimorphine 			 	 ;	

Bctaeetyimethsdol 	 		 —	

beta-Kydfoxy-3-methyllentanyl 			
beta-Hydroxyfcntanyl 	

Betameprodine 	

Betarr.ethadol 	 	 	

Betaprodmo 	 -	 		

Bufetenine 	 		 		

Cathinone 	 	

Codeine methylbromide 		 	

Codeine-N-oxide 	 	

Desomwphine 	 		
Diethylirypiamlne 	 	 	

Di/sneotin 	 		 		

Dihydromorphlne 	 n	
Dimethyltryplamine 	 	

Dipipanone 	 	

Fenethylline 	

gamrria-Hydroxybutyric acid 	
Heroin 	 	

Hyflromorphirol 	 	

Hydroxypettiidine 	 	 	

Ibogalne 	 	

Lysergic acid diethylamide (LSD) 	

Marihuana 	 	 	

Mescaline			—			 		

Methaqualone 	 	

Methcalhinor.e 	 	 	
Methyldesorphine 	 		

Methyldihydromorphine 	 		

Morphine methylbromide 	

Morphine methylsulfonate	 	
Morphine-N-oxide 	 	

N-(i-Adamantyl)-1-pentyl-1H-indazoie-3-carBoxamide (AKB48) 	 	

N-(1-Arr.lno-3,3'dirr!ethyl-1-oxcbutan-2-yl)-1-pentyl-1H-irida2o!e-3-carboxamkJe (ADB-PINACA) 	
N.(i-Arrino-3-methyl-1-oxobutan-2-yl)-1-(4-lluorobenzyl)-1H-indazole-3-carboxamide (AB-FUBINACA) 	

N-(1-Airino-3-methy1-1-oxobjtan-2-yl)-1-(cyclohexylmothy])-1H-indazole-3-carboxamide (AB-CHMINACA)

N-(l-Amino-3-methyl-1-oxobutan-2-yl)-1-pentyl-1H-indazole-3-carboxamide (AB-PINACA) 	

N.N-Qimelhylamphelamina 	 	 :	

Naphthylpyrovalerone (naphyrone) 	
N-Benzylpiperazine 	 	

N-Ethyl-1-phenylcyclohexyiamino 	 	 	 •'••••

N-Ethylamphetamine 	 	 	

N-Hydroxy-3,4-methyleneflioxyamphetamine 	 	

Noracymelhadol 	
Norlevorphanot 	 	 		

Normeihadone 	 	 	

Normorphinc 	 	 	

Para-fluorolentanyl 	

Parahexyl 	 		

Phenomorphan 	 	 	 	

Pholcodine 	 	

Psiloeybin 	 	 		

Psilocyn 	 	

Quinoiln-8-yl 1-(5-fluoroperityl)-t H-indola-3-carDoxylate (5-fluoro-PB-22; 5F-PB-22) 	
Quinolin-8-yl 1-pentyl-1H-lrdo1e-3-carboxytale (PB-22; QUPIC) 	 	

Tetrahydrocannabinols 	 		 	 	

Thlofentanyl 	 	

	 	

2
2

2

25
2
2

2

2
25
25
25
25

2

2
2

2
2
4

2

3
70

5
305

25

25
11,000

3,990,000

35
5

5

70,250,000

L
50

2

2

5
35

658,000

25
10

25

5
2

5

5

350
25
25
25

15
15

25

25
25

5
24
24

2
52

2

40
5

5
2
5

30
30
25
25

511,250

2

25
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Basic class 
Final adjusted 
2015 quotas 

(g) 

Trimeperidine  ' 2 

Schedule II 

1 -Phenylcyclohexylamine  
1-Piperid Inocyclohennecarbonitrile  
4-Aniline-N-phenelhy1-4-plperidine (MVP)  
Alfentand  
Alphaprodine  
Amoberbeal  
Amphetamine (for conversion)  
Amphetamine (for sale)  
Carlentanil  
Cocaine . 
Codeine (for conversion)  
Codeine for sale)  
Llextropropoxyphene  
Elihydrocodeine  
Dihydroetorphine  
Eliphenoxylate (for conversion)  
Ciphenoxylate (for sale)  
Ecgonine  
Ethylmorphine  
Elorphine hydrochloride  
Fentanyl  
GlutethirnIde .  
Hydrocodone (ter conversion)  
Hydrovodono dor sale)  
Hydromorphone  
Isomethadone  
Levo-alphacetylmethadol (LAAM)  
Levomelhorphan  
Levorphanol  
Lisdexamfetamme  
Meperidine  
Meperidine Intermediate-A  
Meperidine Intermediate-13  
Meperidine Intermediate C  
Metazocine 
Methadone (for sale)  
Methadone Intermediate  
Methamphetamlne  

[1,250,000 grams of leve-desonephedrIne for use In a non-controlled, non-prescription product; 750,000 grams for methamphelamlne 

mostly for conversion to a schedule III product; and 61,375 grams for methamphetamlne (for sale) 

5 
5 

2,687,500 
17,750 

3 
25,125 

21,875 000 
37.500,000 

19 
275.000 

50,000,000 
63,900,000 

45 
226,375 

]5,000 
1,337,500 

174,375 
5 
3 

2,300.000 

137,500 
99.625.000 
7.000.000 

5 

30 
7,125 

29,750,000 
6,250,000 

6 
32 
6 

19 
31,875,000 
34,375.000 
2,061,375 

Methylphenidate  
Morphine (for conversion)  
Morphine (for sale)  
Nabilone  
Noroxymorphone (for conversion)  
Noroxymorphone (for sale)  
Opium (powder)  
Opium (tincture)  
Oripaeine  
Oxycodono (for conversion)  
Oxycodone (for sale)  
Ogroorphone (for conversion)  
Oxymorphone (for sale)  
Pentobarbital  
Phenazocine  
Phencyclidine  
Phenmetrazine  
Phenylacetone  
Hacernethorphan  
Pacemorphan  
Hemifentanil  
Seenbarbilal  
Suleniann  
Tapontadol  
Th b I 

95,750,000 
91 250,000 
62,500,000 

18,750 
17,500,000 
1,475.000 

112,500 
687,500 

35,000,000 
8,350,000 

141,375,000 
29,000,000 
7,750,000 

35,000,000 
6 

38 
3 

9,375,000 
5 
3 

4,200 
215,003 

6,255 
12,500,000 

125,000,000 
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Final adjusted
2015 quotasBasic class

(9)

2Trimeperidine

Schedule II

51-Phenylcyclohexylamirte 	
1-Piperiqlnocyclohexanecarbonltrile 	
4-Anilino-N-phenelhyl-4-plperidine (AMPP)

Alferttanil 	 	

Alphaprodine 	 	
Amobaitiltal 	
Amphetamine (for conversion) 	
Amphetamine (for sale) 	
Carfentanil 	 		
Cocaine 	
Codeine (for conversion) 	

Codeine (for sale) 	
Dcxtropropoxyphene 	
Dihydrocodeine 	

Oihydroetorphine 	 '	

Diphenoxylate (forcenversion) 			
Diphenoxylate (for sale) 	
Ecgonine 	
Ethylmorphine 	 	

Elorphine hydrochloride 	
Fentanyl 	 	

Glutethimlde 	
Hydrocodone (lor conversion) 	
Hydrocodorto (lor sale) 	 .	
Hydromorphone 	

Isomethadone 	

Levo-alphacetylmeihadol (LAAM) 	
Levomelhorphan 	
Levorphanal 	

Lisdexamfetamine 	 	
Meperidine 	
Meperidine Intermediate-A 	
Meperidine lntecmediate-B 	

Meperidine Interrr.edlate-C 	
Metazocine 	
Methadone (for sale) 	

Methadone Intermediate 	 	
Methamphetamine 	

5

2,637,500
17,750

3
25,125

21,375,050
37,500,000

19

275,000
50,000,000
63,900,000

45
226,375

3

75,000

1,337,500
174,375

S

3
2,300,000

3

137,500
99.625.000

7,000,000

5
; 4

30

L
7,125

29.750,000

6,250,000
6

32

6

19

31,875,000
34,375,000

2,061,375

[1,250,000 grams of levo-desoxyephedrlne (or use In a non-controllcd, non-prescrlptlon product; 750,000 grams for methamphelamine
mostly for conversion to a schedule III product; and 61,375 grams for methamphetamine (for sale)]

96,750.000
91,250.000
62,500.000

18,750
17,500,000

1,475,000
112,500

687,500
35,000,000

8,350,000
141,375,000

29.000.000

7,750,000

35,000,000

Methylphenidate 	

Morphine (for conversion) 	
Morphine (for sale) 	
Nabilone 	

Noroxymorphone (for conversion)
Noroxymorphone (for sale) 	

Opium (powder) 	
Opium (tincture) 		
Oripavine 	
Oxycodone (for conversion) 	
Oxycodone (for sale) 	
Oxymorphone (for conversion) ....
Oxymorphonc (for sale) 	
Pentobarbital 	
Phenazocinc 	
Phencyclidine 	

Phenmetrazine 		

Phenylacetone 	

Bacemelhorphan 	 	
Bacemo/phan 	

Bemifentanll 	
Secobarbital 	
Sufentanil 	

Tapentadol 	

Thebalne 	

6

38
3

9,375.000

5

3
4,200

215,003

6,255

12,500,000

125,000,000

v

L
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Basic class 
Heal adjusted 
2015 quotas 

(9) 

List I Chemicals 

Ephedrine ((or conversion)  
Ephedrine (tor sale)  
Phenytpropanolamine (for conversion)  
Phenylpropanolamine (for sale)  
Psoudoophodrine (for conversion)  
Pseudoephedrine (for sale)  

1,000,000 
4,000,000 

44,800,000 
6,500,000 

7,000 
224,500.000 

Aggregate production quotas for all 
other schedule I and II controlled 
substances included in 21 CFR 1308.11 
and 1308,12 remain at zero. 

Dated: September 10, 2015. 
Chuck Rosenberg, 
Acting Administrator. 
(FR Dan. 2015-23199 Filed 9-15-15: 0:95 aml 
atuNo cooa 4413-09-e 

DEPARTMENT OF LABOR 

Office of the Secretary 

Establishing a Minimum Wage for 
Contractors, Notice at Rate Change In 
Effect as of January 1, 2016 

AGENCY; Wage and Hour Division, 
Department of Labor. 
ACTION: Notice. 

sUMMARY: The Wage and Hour Division 
(Will]) of the U.S. Department of Labor 
(the Department) is issuing this notice to 
announce the applicable Minimum 
wage rate to be paid to workers 
performing work on or in connection 
with Federal contracts covered by 
Executive Order 13658, beginning 
January 1. 2016. 

Executive Order 13658, Establishing a 
Minimum Wage for Contractors (the 
Executive Order or the Order), was 
signed by President Barack Ohama on 
February 12. 2014, and raised the hourly 
minimum wage paid by contractors to 
workers performing work on covered 
Federal contracts to: $10.10 per hour, 
beginning January 1, 2015; and 
beginning January 1. 2016, and annually 
thereafter, an amount determined by the 
Secretary of Labor (the Secretary) in 
accordance with the methodology set 
forth in the Order. See 79 FR 9851. The 
Secretary's determination of the 
Executive Order minimum wage rate 
also affects the minimum hourly cash 
wage that must be paid to tipped 
employees performing work on or in 
connection with covered contracts 
beginning January 1, 2016. See 79 FR 
9851-52. The Secretary is required to 
p 'd ti to the public of the new 
minimum wage rate at least 90 days 

before such rate is to take effect. Sec 79 
FR 9851. 

Pursuant to Executive Order 13658 
end its implementing regulations at 29 
CFR part 10, notice is hereby given that 
beginning January I, 2016, the 
Executive Order minimum wage rate 
that generally must be paid to workers 
performing work on or in connectinn 
with covered contracts is 210.15 per 
hour. Notice is also hereby given that, 
beginning January I, 2016, the required 
minimum cash wage that generally must 
be paid to tipped employees performing 
work on or in connection with covered 
contracts is $5,85 per hour. 
DATES: This notice is effective on 
September 16, 2015. 
FOR FURTHER INFORMATION CONTACT: 
Robert Waterman, Acting Director, 
Division of Regulations, Legislation, and 
Interpretation, Wage and Hour ➢ivision, 

U.S. Department of Labor. Room S--
3502, 200 Constitution Avenue NW., 
Washington, DC 20210; telephone: (202) 
693-0406 (this is not a toll-free 
number). Copies of this notice may be 
obtained in alternative formats (Large 
Print, Braille, Audio Tape, or Disc), 
upon request, by calling (202) 693-0023 
(not a toll-free number). TTY/TTO 
callers may dial toll-free (877) 889-5627 
to obtain information or request 
materials in alternative formats. 
SUPPLEMENTARY INFORMATION: 

L Executive Order 13658 Background 
and Requirements for Determining 
Annual Increases to the Minimum 
Wage Rate 

Executive Order 13858 was signed by 
President`Barack Ohama on February 
12. 2014, and raised the hourly 
minimum wage paid by contractors to 
workers performing work on or in 
connection with covered Federal 
contracts to 510.10 per hour, beginning 
January 1. 2015; and beginning January 
1, 2016. and annually thereafter, an 
amount determined by the Secretary 
pursuant to the Order. See 79 FR 9651. 
The Executive Order directed the 
Secretary to issue regulations to 
Implement the Order's requirements. 
See 79 FR 9852. Accordingly, after 

engaging in notice-and-comment 
ndemaking, the Department published a 
Final Rule on October 7. 2014 to 
implement the Executive Order. See 79 
FR 60634. The final regulations, set 
forth at 29 CFR part 10, established 
standards and procedures for 
implementing and enforcing the 
minimum wage protections of the 
Order. 

The Executive.Order and its 
implementing regulations require the 
Secretary to determine the applicable 
minimum wage rale to be paid to 
workers performing work on or in 
connection with covered contracts on an 
annual basis. beginning January 1, 2016. 
See 79 FR 9851; 29 CFR 10.1(a)(2), 
10.5(a)(2), 10.12(a). Sections 2(a) and (b) 
of the Order establish the methodology 
that the Secretary must use to determine 
the annual inflation-based increases to 
the minimum wage rate. See 79 FR 
9851. These provisions, which are 
implemented in 29 CFR 10,5(b). explain 
that the applicable minimum wage 
determined by the Secretary for each 
calendar year shall be: 

(i) Not less than the amount in effect 
on the date of such determination; 

(ii) Increased from such amount by 
the annual percentage increase in the 
Consumer Price index for Urban Wage 
Earners and Clerical Workers (CPI—W) 
(United States city average, all items, 
not seasonally adjusted). or its successor 
publication, as determined by the 
Bureau of Labor Statistics (BLS): and 

(iii) Rounded to the nearest multiple 
of $0.05. 

Section 2(b) of the Executive Order 
further provides that, in calculating the 
annual percentage increase in the CPI 
for purposes of determining the new 
minimum wage rate, the Secretary shall 
compare such CPI for the most recent 
month, quarter, or year available (as 
selected by the Secretary prior to the 
first year for which a minimum wage is 
in effect) with the CPI for the same 
month in the preceding year. the same 
quarter in the preceding year, or the 
preceding year, respectively. See 70 FR 
9851. In order to calculate the annual 
percentage increase in the CPI, the 
Department elected in its Final Rule 
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Final adjusted
2015 quotasBasic class

(9)

List I Chomlcals

t.OCO.OOO

4,000,000

44,800,000
6,500,000

7.000

224,500.000

Ephedrire (tor conversion) 	 	
Ephedrine (lor sale) 	
Phenylpropanolamine (for conversion)
Phenylpropanolamine (for sale) 	
Pscudoephodrino (for conversion) 	
Pseirdosphedrine (far sale) 	

before such rate is to take effect. See 79 engaging in notico-and-comment
FR 9851. rulemaking, the Department published a

Pursuant to Executive Order 13658 Final Rule on October 7. 2014 to
and its implementing regulations at 29 implement the Executive Order. See 79
CFR part 10, notice is hereby given that FR 60634. The final regulations, set
beginning January 1, 2016, the forth at 29 CFR part 10. established
Executive Order minimum wage rate standards and procedures for
that generally must be paid to workers implementing and enforcing the
performing work on or in connection minimum wage protections of the
with covered contracts is 510.15 per Order.
hour. Notice is also hereby given that. The Executive.Order and its
beginning January 1, 2016, the required implementing regulations require
minimum cash wage that generally must Secretary to determine the applicable
be paid to tipped employees performing minimum wage rale to be paid to
work on or in connection with covered workers performing work on or in

connection with covered contracts on an
annual basis, beginning January l, 2016.
See 79 FR 9851; 29 CFR 10.1(a)(2),
10.5(a)(2), 10.12(a). Sections 2(a) and (b]
of the Order establish the methodology
that the Secretary must use to determine
the annual inflation-based increases to
the minimum wage rate. See 79 FR
9851. These provisions, which are
implemented in 29 CFR 10.5(b), explain
that the applicable minimum wage
determined by the Secretary for each
calendar year shall be:

(i) Not less than the amount in effect

Aggregate production quotas for all
other schedule I and II controlled
substances included in 2 1 CFR 1308.11
and 1308,12 remain at zero. '

Dated: September 10, 2015.

Chuck Rosenberg,

Acting Administrator.

(PR Doc. 2015-23199 Filed 9-15-15: 6:45 ami

BILLING COOS 441S-OT-A

the
DEPARTMENT OF LABOR

Office of the Secretary

Establishing a Minimum Wage for
Contractors, Notice of Rate Change in
Effect as of January 1, 2016

AGENCY: Wage and Hour Division,
Department of Labor.
ACTION: Notice.

contracts is 55. 65 per hour.

DATES: This notice is effective on
September 16, 2015.

FOR FURTHER INFORMATION CONTACT:

Robert Waterman, Acting Director,
Division of Regulations, Legislation, and
interpretation, Wage and Hour Division,
U.S. Department of Labor. Room S-
3502, 200 Constitution Avenue NW.,
Washington, DC 20210; telephone: (202)
693-0406 (this is not a toll-hee
number). Copies of this notice may be
obtained in alternative formats (Large
Print, Braille, Audio Tape, or Disc),
upon request, by calling (202) 693-0023
(not a toll-free number). TTY/TTD
callers may dial toll-free (877) 889-5627
to obtain information or request
materials in alternative formats.

c
SUMMARY: The Wage and Hour Division
(WHD) of the U.S. Department of Labor
(the Department) is issuing this notice to
announce the applicable tninimum
wage rate to be paid to workers
performing work on or in connection

with Federal contracts covered by
Executive Order 13658, beginning
January 1, 2016.

Executive Order 13658, Establishing a
Minimum Wage for Contractors (the
Executive Order or the Order), was

on the date of such determination;
(ii) Increased from such amount by

the annual percentage increase in the
Consumer Price Index for Urban Wage
Earners and Clerical Workers (CPI-WJ
(United States city average, all items,
not seasonally adjusted), or its successor
publication, as determined by the
Bureau of Labor Statistics (BLS); and

(iii) Rounded to the nearest multiple
of $0.05.

Section 2(b) of the Executive Order
further provides that, in calculating the
annual percentage increase in the CPI
for purposes of determining the new
minimum wage rate, the Secretary shall
compare such CPI for the most recent
month, quarter, or year available (as
selected by the Secretary prior to the
first year for which a minimum wage is
in effect) with the CPI for the same
month in the preceding year, the same
quarter in the preceding year, or the
preceding year, respectively. See 79 FR
9851. In order to calculate the annual
percentage increase In the CPI, the
Department elected in its Final Rule

signed by President Barack Ohama
February 12. 2014, and raised the hourly
minimum wage paid by contractors to
workers performing work on covered
Federal contracts to: $10.10 per hour,
beginning January 1, 2015; and

beginning January 1. 2016, and annually
thereafter, an amount determined by the
Secretary of Labor (the Secretary) in
accordance with the methodology set
forth in the Order, See 79 FR 9851. The
Secretary's determination oftho
Executive Order minimum wage rate
also affects the minimum hourly cash
wage that must be paid to tipped
employees performing work on or in
connection with covered contracts
beginning January 1, 2016. See 79 FR

9851-52. The Secretary is required to
provide notice to the public of the new
minimum wage rate at least 90 days

SUPPLEMENTARY INFORMATION:on

L Executive Order 13658 Background
and Requirements for Determining
Annual Increases to the Minimum
Wage Rate

Executive Order 13658 was signed by
PresidenfBarack Ohama on February
12, 2014, and raised the hourly
minimum wage paid by contracfors to
workers performing work on or in
connection with covered Federal
contracts to 510.10 per hour, beginning
January 1, 2015; and beginning January
1 , 2016. and annually thereafter, on
amount determined by the Secretary
pursuant to the Order. See 79 FR 9851.
The Executive Order directed the
Secretary to issue regulations to
implement the Order's requirements.
See 79 FR 9852. Accordingly, after

L
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