
Bask Mass: gazdA 2014 APC1 WodcShetlei 

rout PO Requested: 3005020900 FDA Est: 

letS Eat 

Company o£A rile" 2011 Ramammile10 DM Rewfted MD 2012 Sates 2012 DEA MD Doi. 54 01 2012 Silos Share or 21314 Total PO 2912 trreorlory 2013 Preiectod Exports Sales 2014 Proieeted Exports 2013 Protected 114e...et:we limilaveryAdi. NO 20t3 Protected 

13.370611.100 (b)(4) (b)(7)(E) 10.503,005 000 13,202.990009 12,133,621.000 53.520,1110.000 0227 004.260010 5.113904 600 0 600 0.002 5197,404.020 16192,722647 5 000 

31,403,0M 000 21.709X4 000 201702609W 63.620.169 000 0,556 2,171019.160 101370.590009 0000 13,462,512000 0 000 tit.157,364X03 21,713.644000 24,209000600 

MCI Tools: 45.520200200 41960,656.000 20,000.005900 

0013 Final Irttal AK. 07000.000000 

2012 Final ReMiami 2.000 

FDA Est f/23111retal APO .  FDA Esp, 

west Q•012 lietiai APO- 1MS E412, 

0 000 

0 090 

2,314 Proposed Initial APO: 55,000,000 000 Lowered 10 20(2 8000156 level! 

N04& PQ +rapeseed 0, Needed 

b)(4) 1, 01 convert to Itydrocatiorte (tor sate) 1.500.000.000 0.742 9,500,733.154 

b)(4) commrt to dilit5, 2•600.1015 aaaoc ow 0.7 SC 106,6656E7 

tlysifOCOd5112 00, 5..90 30.000,000 000 0.1175 34205,711.206 

CODEINE (FOR CONVERSION) 
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r rr
2014 initial APQ W:w1Uh«taaow-A

tout PQ R*?u»3i*d:

Bll(CCl«a*L
FD*e»t;

iVSErt:
3fiOJ.000.000

S»ttf*«*roUTot*iPO Mllttwtrtorv 2913 Projtctod Exporti 2013 Projected Site* »14 Prgj««t*4 E*po*» 2911 Projected **e*«ory VrvTrtoryA"*.
1U7&61 1.649

13.4tt.Wl .000

MQ2014 RK)WBd MO 2013Re*MdMO TOIJSjIm 2012 OtA WQ S*Wi * QfKJ12Sjtal

J«.5O0,006.0O0 190BC.99O.OOQ 12.1M.M1 000

14 ,000000 WO 21 0M.8W WO »07C064.OOO

n£ANu*Cfxnparrf

5.0C0

D 000

5.317,404£00 (6062,722.687 3.000

2*000.000.000

644.BSfl0l4 3.1 13.004.000

2.171.010.164 10.876.596.000

ooco

0000

63.320,1*9.000

61.620.169 000

0227

05M
(b)(4);(b)(7)(E)

11,857.5*3X00 21,763.644.000

28.000.OO3.O0fl
48.500,000000 <1,080058.000mq rout*

2DtlFfiuJk*tlMAi4C.

2013 FWI R<m»ed APO;

FDA£rt|2ailM«1*PQ* FDA EtQ:

0*3 E*t (701 1 Wti*1 APQ • 1613 E»q:

08.005,000 000

o.ooo

DOOO

0000

35,000,000 000 kw***d la 2012 Hrwlodtefiftli2014 Piopeied kfirU! APQ:

PQJfKJJUtMl 8.1.

7.100.000 000

N««<fcdMote;

1(b)(4) r
8,368.733.1S4fiydrocodew (for Mle) 0.742convert to

106.866 667

14083,714286
(b)(4) dihv^maxKlrfl

hydrocodorio (for mIbJ

0.760

0.675

dU convert ta eo.ooo.roa

3O.OQOJM.000
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810( co,... 0050-0 

iota, PO 04.;••41,40. 25,736.266 011 

2014 1611.1•1 APC1W01136134V13 
FDA Es,: 

IMS Emt 
. 

• 05 

Ce•Ipany DEA Rom 7014 A•c.west•1 MO 0013 Pariand SKI 3012 0•1•• 2612 DEA HO 6•1•1 % of 2012 Sates St. • ',Fr 2014 rot•S PO 2012 i•ver•ory 7013 ProfecturExporta 2013 Ploi•cr..4 51/•• 7011 80/1ecte4 E•port• 2013 863f••=r0 Irreentory CM: U1411, CFR SO% 181,6 VD 

(b)(4) (b)(7)(E) 100800 100000 1.70 21.3002,00.076 0.000 1.060 0.720 0000 II 000 0 000 1.10730 -05.270 5.000 

126,000000 445000 000 ,00010.0:0 23.3.50206.078 0.005 111,423.106 137.344.00:, 3.003 14600.000 0.000 77.042.000 •174.330.010 148.000 000 

13.500003 Cm 12010,443,0.0 12.107010900 23.04520.928 0,501 13.400.140020 4,316.64: 000 &lama 72749.580 .000 0.000 2.650420003 76.187.931.679 13,000.000 .000 
1,000.000 4.000.000 4.190.140 23,330255078 0.000 4014.744 0.000 0030 0 103 003 0 000 13.300.003 7,010436 1,000 303 

14,210.000 303 15.730.710000 0.78000000 23.308.20078 0419 10.780.796331 7.21.. /o• CCU DON 12.260000000 0.300 6,018.000000 1313,766,001 11,210,003.000 

7,280000 CM 7.700.003.000 1.101,983000 23.334.70 978 5.056 IA 32,02764 706,652.000 0000 4,070,03600 0.600 485,200.000 0,121,807.417 0120,601.517 

MO Tamil: 13,130100 000 31,01.09003 26.06.6.612 917 

3013 Fl,W 112..1 APO, 59,505,000.003 

2913 Oral R•v•••6 APO: 000 

G•17. 19,661,000 001 

11.10 Est (2013 1000, 1813 • 112$ Err 37044.052500 

• 

2014 010902,441•31.1AP41: 34.500000.Dt0 Icwelet 101010 granted 00 27 12 

CODEINE (FOR SALE) 
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Bask Claes; 9223-0 
Waal PO Requested: 02000 

20t4 Initial APO Worksheets 
FDA Est: 
isiS Est 

Cowen, REA Hum 20111 Requested 110 2013 Revised WO 2212 Salsa 2012 CEA U0 Soles % et 2012 GsIes mate el vita /ow PO 2012 Inventory 2013 Probated EKWOW4 2013 Rejected Safes 201e PWIWCW el rupees, 2013PtoWeted Owenby's,' Cale Using CFR 50% Invent 

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

MO ROW 

2013 Final Offdal APO.: 15.030 
2013 RialRest1443 ODIN 

DA Est pal A00. FDA UR: 0003 
1015 Est; 12013 inkli14100 • IMS E31): 0000 

10.000 10.003 0225 12.612.070222 0.000 0.000 0310 0.000 2.000 0000 0010 6.353 10.000 

10000 

2014 Proposed Initial APCC 15 003 
12.000 Mb 25% buffet 

10.000 10.000 

DEXTROPROPDXYPH NE. OU LK (NON 
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flask Cta1St 1120-0 

Tok1P0 ReIskitatk 0007000 

2014 In0-& APO Worksheets 
f OA Est 
MOO Est 

414 

Company, OEMAsk 2014 RitS1141441141 2012 Raked 110 2012 Saks 21312 02.11, MO Saks X o12012 Saks Sham 44 2014 Total pa 2012 1.000444ay 2011 Proaseted Evans 2012 Prorottsd Saki 2014 Proittand &roosts 3013 Prortard 10,11171.01y Carol's kg CFR Ski Masai 610 

(b)(4);(b)(7)(E) 0200 5.000 0.520 

00.000.000 22)1/5.000 

21025.010 
21035.010 

0.000 

0250 

0.111 
4095454 

10.010 

210.562.0100 
0.000 
0.020 

5200 

57000.000 

0.000 
0.000 

15015 
113000.000 

-11.420 

0, 2 -197
:10
31331 .3

77

0.002 

00.000.000780000602 
250.000 370.000 40.4150 231835.000 0.002 10.393 139270 O.= 250.000 0.000 130400 50 .000 

..._ 

MO Tot*: 00206.000 00215000 00,205000 

Ion f W I HMO APO: 200.070.000 

2010 Erni Rests44 APO: 0.000 

FDA at 0201$ halal toil • POA Eat): 02200000 

0043 Est was Infbal APO • On 0000 

2016 Proposed Initia1AP12: 40000.000 
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0..leCuas: 01900 

Tete PO Dc•oaested, 4 000 

Canp‘ny 

2011 In Mal ADQ Worksheets 

DEA Nun 2014 lisqumsord MO 2013 Revised MO 2012 SM.. 2042 DEA MO Saws .901 2012 Sales 

(b)(4) (b)(7)(E) 2-030 2000 0100 0200 

MO Tolslw 2903 

2013 FIAM WIWI APO: 2.000 

nil Flail Revised ADCs 0 000 
FDA Est 420131019d APO • FDA EsO 0000 
IMS Est (2013143AI APO' IMS EMI: DOM 

2014 Proposedln1001APO: 7 OM 

1000 

ROA [it 

MI5 Eat 

Shaw of 2014 T001 PO 20121000.00ef =01 NO00140 E.10.0,3 20,0 D144.41mdSmks 2610 P, 100000119kp00.0 7913 P•000e0.1 inventory 0a1c ng CFR 50%10Vent 140 

4.070 0.510 0900 1000 0000 1 MO 7.910 2.000 

2.000 2 010 

ETHYLMORPNINE 
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081/c Cu,.: 7801-0 2014 APaltiarksh•ots 
T608 PO R4q.ett2 

C6o9p118 Ora then 

910,556,531 

2014 R 840E084 4:02913 Ft4(titt0 MO 2012 Stem 2012 OCA ISO 5.18.8 10 062012 Sal. SM. 44 291400W 70 

FDA Etc on 
WS Est 

7017 ....or, . y 2013 Plojectact E.4000,4 2011 Proleticd 5.41e1 2014 Ptole,ted e., -t.. 7011 Pr pjoctcd irrowntmy Celt Uslng CFR 5054 illW4 , 4 MO 

(b)(4) (b)(7)(E) 270,000000 137.147.000 43,779,000 9,179.006760 0,017 26,066.716 63.246000 0.000 :00,000.(450 0000 50000.001 70077 145 167,000.000 
210000 000 47.690.000 49.544.700 1,178.090230 0 342 ,,0,6..f.2.000 6.739,706 60030.000 210430 003 3240 0500000 270.301.307 922003 ow 

2000 2.000 0.000 1.17809078.0 0 000 0.000 0.223 0.000 (Ow 0.0(X1 2.233 .0131 2060 
31.760E00 6.000.000 5,140 000 1,176,096 700 0 004 4141,108 5218 003 0000 31,76E000 11000 500000 00,670,38.6 30,070 355 

350070000 474000020 279.861 000 1.176,0,A 700 0.017 237.230077 141.008.000 0 000 335.0011 000 0 000 179.100 000 127.009.530 350.030 000 
610000000 691247000 800.064.000 1.1?8,016.700 0 670 659.364677 305.901,005 95,603 000 615.320 003 0000 314.800 060 707,044.580 707,044509 

1.640007 _ " 0020 0.000 1.178.096.780 0 000 0.003 0,000 0000 1640000 0.000 0.000 1.940.003 1010000 
1000 CM 85,000 000 0000 1.178,096; 760 o C00 0.000 7000 0.000 1000,000 0 000 15.000004 42,7.50.0W 1033.003 

180 totals: 1404,4:2 030 1362,995.000 1.860056.072 

2015 final I MIA APO, 1.6870000E0 

2313 Flntl Revisto APO: 0000 
FDA £ac (2015 m010470 - FDA Ex1C 1 R00.464 OCO 

MS Eat (2017 .8+1 APO • 1/AS Et11: 0,687,000.000 

7014 IN 0004.4014060 A PQ, 1.687,0004530 

2106,700.000 .00 2018 Lune 

FE NTA.nryt 
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r"

(( (
20 14 Initial APU Wo rUl»«ttBaiicCUia: P»I4>

ri»W po nn,m»r*a: ft)fi t«c

WSCit

onS70.SM.531

SKaia c4 »«* ToteJ PO Invardwy 2013 Pto^rtKJ Eap««l» 2015 Pro;ecic4 Sale* »14 P.ojaded 6»port» 2013 Projected »nw»| Cole Ualng CFR SOUinwt

7*.9'7 145

270. 301.151

4J.723

30.670 345

127.0O9S39

7«7,044,M3

V440.OW

-32.750 CWJ

MQ
OtAMum 2014 Re**jU4W.Q 2913 Rer*«JM3 2012 6^0* 2912 OCA 140 Uof2012SaW

132.M7.000 43.770 CCD

42.099.000 49.344.7fi0
0 000

6.900.030 5.140 000

474.000 030 279.461.000

5$22«?.Cj00 600.364.000

Q.QQ0

0.000

0000

occo

o.ooo

QOOl

oocc

0000

OOOO

oooo

50.000.000
1.1 71 096 7*0

1.170 096700

1.170.M6.7M

».l 76.0*760

1.176,0* 790

1.170 096700

1 170 096700

1.179,096 '00

63,34b OCC

6.739.406

0 223

1.216 000

141.028.000

30B.93t.000

0000

oooc

0000

60.000 000

0000

0000

0 000

91.600 000

0000

0000

200.030 000

210.000 000

1000

31.7GQ003

335.640 000

613.323 000

1.6-3 000

1.000 000

167.000000

1Z3.UKIOO0

2 OCO

30.670 395

350 000 000

797.044,'W

1.640.000

1.CO300O

0037

fl C42

36.066.71G

4Q.6S20Q6

COOO

4.24 1.106

233.230 031

655.363 671

0.000

9.000

200.000000

21 O.OOO 000

2000

31.760 D00

3».QC*>CpOO

& 10. GOO 000

1.640 OCO

i. coo coo

Ib)(4);(b)(7)(E)
3.500000

2.Z23

500.000

170196 000

314.960 000

0.300

15.000 DOO

2000 OOOO

0004

0237

0 679

0000

Ctt»

. ' 0.000

4S.DCOOOO

1.460 356373
M 9 toWl»: 1.604.432 OCO 1.562,995 000

201Srm44IH-1li4APQ.

2013 Flru*Revl4*1APQ.

FOA t»t (2011 Jnldat APQ • FDA Ell):

<«3 Eat (ZD13 K*tJ4l APQ • (MS Eat):

1.667.000.000

0000

1.RO0.4M OCO

1,6417,000.000

2014 Prc-CK»44 InWil APQ. 1.M7.000.000

2l06.7SC.000 wri23*turfi»

FEToTANYL
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13.4 sic Claes. 72004 

Total PO Requested,

Company DEA efvfn 2014 

2014 INtIaIAPQ Workarleets 

4003000 

Reourste4 MP 2011 Revised MO 2012 Sales 2012 OF.19 MO Salts % cif 2512 Sales Share of 2014 Total PP 

FDA Ed: 

1215 Est 

7012 foverdopf 2012 Pro4otto 0 EefforrA 2011 ProjecoM Safes 2014 Projoctal Erports 2013 Projected keentory Pak Usfrry CFR bri t0rent MCI 

(b)(4) (b)(7)(E) 5 003 0.000 0000 3270 0000 0.000 0.000 0250 2.500 0000 2.500 2.750 5.000 
5000 5,000 0320 3270 0.1030 24.403 9.100 0001 3.000 0,000 11.101 20,554 11)00 

IA 0 701.41A: 10000 5.000 10 000 

2010 Fin.m. Entuir APO: 29 000 

2013 f iral leemAtt *00: 0 000 

f DA Eel: (2013 lo1141AP12 • FDA Est): 0.000 

LS Esc [2913 IoEAl APO • ties 0 000 

2014 Proposed InIcial APO: 25 000 

HEROIN 

Page 247 

r r r
2014 tnttlal APQ Worttsrxtot*fiaikCiw; »2»-C

Total PO R«iit«»t44: FDA Ett:

JMSEtt:

4 ,001 MO

SFi«ra«r2014 Total PQ HJ12Tnyeniofy *o13 Pro|cctad 6*0 e n* 201 5 P?oJ«ete4 Safes 2014 Prc|cctrt El pori* 2013 Projected tavonlary C«k Usbg CFR 4®* tnvwrit MS
2.750 S.OCfl

M<5$4 $.0C0

DBA Niffli 2014 Reqi*st*1 201 J R4*M<J MQ 2012 5*fe» 201 2 OCA HO S»fe« % of 201 2 Safe*

0.030

0.020

Company

2.500

3.000

COCO

OOOO

2500

11,101

0.2»

0.000

0.000 0.000

24.483

0.030

9.100

S.flOO

5.000

3270

3370
(b)(4) ; (b)(7)( E ) 0.000

5-000 0.008

10 ooo5.00010.000MQTouh:

25 006

0 000

C.000

0000

2013 FV>-lSn1UrAPO;

2013fil«lR»rtMdM»O;

FDA EH: {2011 InWal APC • FDA E»tJ:

vs e*c [2Q13 initial WO • tus Ed):

201 4 Propo*a<2 iiKial APQ; 25 000

HEROIN
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Bank Vasa: 9107.0 
Tow PO listmastod: 

Company DEA Winn 

79106722.142 

2011 Ratiraera 110 2913 Revlae0 MO 

2014 initial APQWorkinaots 
FDA Eat 015 
1313 Eat 

2312 SIM 20120£4 W3 £4094, 1.602012 Sales Slw• of 2014 10141 PQ 2013 kmaday 2C 13 Propoted Coco. 2913 Noscwo 3.1es 2014 Proptdad Expona 7013 Proleten1 baArnes, Calt miry CFR 50.61.nvani a63 

(b)(4);(b)(7)(E) 269000 132,500 0 56.909013 0 0 0 0 230.000 0 30900 1179.620 192,500 
20 20 5 36.999,043 0 7 63 0 10 9 64 ..60 20 

221.000 100,451 17696 56,909.043 0 21.766 44.06/3 0 231,033 0 0,000 71.681 203.000 
7,100,033 5.772000 0 53.909,1343 0 0 0 0 3651.423 0 3040667 44307 2170.367 

30.000033 16073010 24.410.363 36,991043 0 30.024.720 6.225.793 12,200 28.147.603 6363477 44.710,110 70,000,000 
24.000.033 
3
5319000 

21,401.013 23 3as.015 56,009.042 
366519 

0
00

29666,111 
149.567 

0160,117 0 14.13300M 0.657,000 26.164.243 24020.003 
0 

1.269,633 
66999.042 

0
a 0 

0 0 
2614,346 
1642,300 

0 
0 

1.000.000
29939043 UM.= 

4.163.000 
56060203 

Aazso 1 
4.433 

(A64.1 No;600,000 

3.700.000 
9006002 7417.003 6.680464 So.$03.043 0 13.463.41 1,695,7 10 a 4557,500 0 %IMO 9.730.123 9.003000 

MO Tomb. 70.522,020 58.249,54 71.28032* 

2013 Final moos APO: 79.709000 
2013 Flrbal 91414446 AFQ: 0.000 
F134 Eat 112013 011941 APO • FDA aul, 
oda tat 12103 Initai AP .1µS FA: 

oAaas.boo 
70,720.000 

2014 Propesotiln/1141APOT 79,700000 

,tri 7-5 , IL. 

HYDR 0 CO DONE (FOR SALE) 

Page 248 

r r r
2014 tnKfil APQ WofkfthMts

Total rQ R+quaautd:

9193-B

FCtiEit

ws f*e

01570.100.722.142

2014 RffcmM HQ 2013 RwImhS HQ Tol? S»!u 2012 DEA MaSAt %d KM 5»"J* 20 14 ToUl KJ 201J krv*j4o»y 2C13 Pio)rctr<J C<F»Of» 201 5 P> Sm\n 2014 PfojwVd Cdpoiti 2013 Proj»Cf»iJ hnwrrtarj CaleUifr^CfO %r% Invent
100.625

HQDEAHU/nCqfpp*>f

1W.6W0 200.000 0 00.COOS6.099.W3

w.mMJ

S6.999.W3

56.W9MJ

56.909.043

S6.W9.043

66.999.W3

56.909.W3

S6.9W.W3

0 0 0266.000 132.500 0(b)(4);(b)(7)(E)
2064 *07 63 0 10 020 5 020

203.0OT
2,170.«7

39,000.000

24,000.000

1,964.134

3.7SO.OOO

9.003,000

S.COO

3.WB.W

6.962.477

0.657,000

4.403.000

5.000.000

W1700

71.661

-740.067

44.710,110

26.1W.24S

-&52.M1

4.450

0.730.123

0 231.000

3.551.4*3

20.147.603

l4.03a.OM

1 .006X00

ZSOQ.OTD

6.S57.5M

0231.000

7,100.000

20.00C.0X

24.000.OM

3.600.OX

5.3'C.COO

9,000.COO

W.4$1

5,722,000

1fl.073.0W

24,451 036

17.696 9 21.766 44.080

00 00 0 0

06.625.703

6.160.117

2.514.546

1,643,300

1.695.7 H>

12.200a 30.024.720

26,666.111

449.568

24.410.303

23. 305.8 1S

366.5*9

0 00
0090

0 0 01.209.659

7.6U.W

C 0
06.5000W 0 0.462.467 0

71,280.22173.S37.020 56.249.754KQ Total*:

2010 FW IntOa! APQ:

2013 Final Ro*U»d APQ:

FDA Eit <201 3 h«ta1 APQ • FDA Eal):

I"S l*t S201 J W*4J APQ » IMS Est):

79.7OT.00q

0 000

en.as5.wo

79.730.000

2«14 Pr©pe**J Wi»*»APOt 79.700.000

^,^5,603 '(.V>LV Se lf'

MYOROCOOONE IFOR SALE)
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Basis Class: 116434 291 4 !radial APQ Worksheet* 
Total 9CIDestsratast. 

Comparr, DEA 76•41 

2,4, 0.372307 

0914 Raquel-1.d Mg 2313 Revised 1.19 2012 Ssisrs 2110 OEA MO Sa1ss %d 2012 Sales 

rCA Est 

MS Est 

510re 6(2014 Vaal PO 2012 Irrssrsary 

.109 

SOO Pra9,-9447 Espana 2013 Proms- rd ,Islcs 2014 P94•044 Experts 2013 Proi...csrd !mentor, Lyle Ilairc CFR 5046 hwere 110 

(b)(4) (b)(7)(E) 1770,000 000 103,150000 0 003 1,500,000.104 0.000 0.000 0.000 0.000 50,000 000 0 000 50090 0130 -26.762.500 109,900.000 
10 0400 251100 t 0 723 3,509.05504 8 090 11.727 29.416 0.000 22 000 0030 S2.115 -11310 10 009 

156.000.000 70000 OtO 0.000 3,509.060961 0 003 0.000 0.000 0 MO 150,900 000 0000 1,000_000 07400900 91.509 000 

511495 290 540,743900 575062 609 3,50900904 0,161 401,411.413 215.000.022 0000 40,000000 0.700 117494.900 291146.153 535,905.000 

445000900 447,534 00) 343362700 3,925169 04 0 046 241,106.511 165255 000 0 001 445,000 1•30 0.000 257,565.000 244.003.307 445000.000 
0,170,(]00 .000 966,4641 0110 501,100,0430 3,503710.6 4.11, 0257 637,651378 068581 000 0,700.000 047,410.000 0.000 477,105.000 051,100.7212 1,100007276 
1,503,050 090 1,514,091009 19446115S 50 5,509026 .4 0.412 1,013,022.107 226,101 Dm 0000 1,517,001.000 0000 726,000000 1,405,525.911 1 365.000 000 

220.000 NO 93J= COO 41.557.000 3,500,965.454 0.012 30,5.6.603 1711%2,000 0 001 142.400000 - 0.000 213,772= 75,511.566 153300010 

lea Totals: 4.192026000 3,703203.000 1,703,995370 

MS Flint Weal APQ 4,775,000 000 

2311 Final Revised AFC: 000 

FDA Est 12011 iviedI APO' 110k 0.201.150 000 

EMS Est 42917 Wig APO' 063 CFO' 0.000 

2114 Proposed Mal APO; 4,775,000.000 

5,R6 \PD‘i.PCf_w 

I 

11YOROMORP HONE 
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r r r
BiM CUm: «1MC

Total PQ P ?«<*•.• ilKt;

2014 Initial APQ Worfc^fwsU

fGa Ettr

(ms eit

.1062,4*0377507

Stuia at 2014 Total PQ 2012 tmWvij 2013 Pr*<9ni E*port» 2813 Prevail Sak» 2014 Pro^<«e<J E*f»in* 201J P™»r«w3 Cak UaingCf K ftO% biw^

5C.WO.OOO

22 000

156,000 OOQ

4t?,OTfl.OO0

445.000 art

9d7.4W.000

1,617.000.900

n2.4oe.ooo

UQPEAWtan 2314 R*qu«l»d MQ 20\J P««Ht4 MQ 2012 $**% 2012 PEA WO SaWs % of 2012 Sate*

ICC.CWMC 1D2J55.000

2&.C00

70.000 OOP

549,743000 S73.J«2«»

447,529000 343.962.COO

ftM,4ajoco ooi.Ke.cop

l.SW.WJ.QOO 1,444.0154»

MjttOOOO 43.567X00

Cocnpany

-2fi.76Z.500 100.000.CO0

50.000

B7.5OO.0OC S7.50C00O

294 .146.1 « SJSXM.OOO

244.553-397 445^00.000

651.108.720 1,108^07^76

1.406.525.954 1.M5.000000

73.531 .K6 133.300.000

O.WO

11.727

o.ooo

403,411.413

241,166.317

&31.861.S7S

1.013.622.107

30.546.693

0.000

29.438

O.OOO

21 5.BOB.922

166758 000

166.563.000

226,161.030

37762.000

0.000

COOP

D COO

COO

0 000

t.reo.ooo

DOW

o.ooo

0.000

oooo

oooa

6.000

O.0OC

OXOC

0X00

oxoo

80.000.COO

32.438

3,000.COO

117.9M.CCO

237,946.000

477,106XCO

77E.306OC

20.T72XC0

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

18724

O.MO

3.509.088.464

3,508.088494

3.509.088.484

3.509,086.484

3,509,088 484

3,509.086 484

3.5OT.C«fl4M

3.5C3.C66.464

0.000

fl.000

COW

0.1 64

DOM

-11X3030 GW

156.000 MO

531X98 COO

440.000 COO

1,170.000.000

1,565.000000

220.CO0D00

0247

0412

0.012

4,305X95.574WQTotab: 4.192JE6.DW 3.793293.000

wnriraiWSaiAPa

ZDIlFlMl RavfcodAPQ:

FDA E*t (201 3 JiVHal APQ* FUAEatJ; 6241.1 W.000

MS E«t (2013 *0*1 APQ' IU9 trt):

4,776,000.000

0.000

O.OOO

2314 Propow<J trtal APQ: 4,776,000.000

<5,<*feSl'V=0 ud\z^'L WPfo/

f

HYDROMORPHOME
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Ets41c CIssi: 0226-0 
Sofa PD Requsalsot 0.000 

COMMIT/

2014 Initial APG1 WOr%11hset1 
FDA Est 

1MS Est 

0EA/4urn 2014 Requeltes1 MO 2012 Resiss01.161 2012 54164. 21212 DEA MO Salt. %012012 Swiss Stall of IOU Total PO 2012 Inver/cry 2013 P144•elsS Espons 2013 Peojested Sets• 2014 Frei acted Eaporia 2013 ProJectal bropalca 3, Cale U2 r0 CPR 20% Invent MQ 

(b)(4) (b)(7)(E) 2000 2.000 0000 ACCO 0000 0.000 0.000 0.030 0503 0000 1 000 .1000 2.000 

MO 7001s: 2000 

2012 Mai tn1[1212,Ca 4000 

2013 RMI REs1.0610, 61! 0000 

FDA Eft (2013 inital APO • FDA Eat): 0.000 
1MS Est F201310100 AK • 1100 Fat} 0.000 

2014 Pdossessci Oiwl API 2.000 

2 COO 2.000 

ISOM ETHAO ONE 

Page 250 

ffr
2014 Initiil APQ WortiihwGUC lis*:

Tclai pQ RequaaMj

9226-0

FDA Est

IMS Eft

0.000

Shin at >014 Total M» 2012 tuyrf^iy 2013 P«©J*£tod Cxporti MOPdijK^ 2014 Ptojtitoi E«f>or& 3C IS Projected lirrtttoiy Cale Umrv<Pft 40% Inveni
-1.000

MOPfcAKim 2014 R^urttesJ MO 2013 RfrvisaO MO 2012 2012 0£A MO $**e»

2000 O.OCO

%o<201ZS^c»CWnpJny

1 100 2.0000503 0003(b)(4);(b)(7)(E) 0 000 o.ooo OQOO 0 0000.CCC2000

2.0002 COO 20CO

2013 FIimHWIWAPO:

»13 FlMJ RftirlMd AJ-Q!

FDA t<t 12013 inlUI APD ' FDA Est):

IMS Eat (2013 IrJWAPQ' IMS E^J;

4.<X»

0000

0 000

0000

201 4 Fmnu4 Initial APQ: 2000

ISOMETHAOONE

Page 250Vol. IVol. I



Basic Mass: 26424 
Tate Pa Paw 45122: 

2014 midst APQ WOrkthe9111 
0000 FI3AEst: 

040 Est.' 

eernpony DEA Nunn 2014 Re questa' M13 20131446401M 2012 321es 2012 BEA W054142 14 012012 Shan al 2010 Total 00 loll Inventory 2013 Proloetad Ex ports 2011 Noielted Saks 22114 Po:Outs/1 (41/4, Its 3013 Projected kravrery C.A. thing CFR 50% Sword 14.0 

(b)(4);(b)(7)(E) 2000 2.000 0.200 0.000 0.000 0000 2012 0003 0600 0000 6.312 4.012 2.000 

Ma Totsh ; 2000 2.000 2.000 

2013 Flul 16111.014001: 3.000 
2013 regi R44i140 APO: 0003 
FDA Est (201316111a1 APO • FOAE01): 0000 
1k3 Eat: (2013 IAMBI APQ' OAS Est): 0000 

2614 Proposed Initial APO: 3000 ke12,2514 Wier 

LEVO•ALPHACETyLmETHADOL (LAAM 

Page 251 

( ( r
2014 initlll APQ Wtwkth««taBrtK Ctau: I&45-0

Total PQ Requart*<J; FDACtl:

IMS Eit

OOOO

ShJ»«f7014Totail PQ 30l2lftv*frt©/y 20JJ PmfoeUd £jp*rtt 3013 Pr©j«<t*l Sale* 2014 Pnsjeclail tape it* 2013 Pfo>«t*<l Inventory Cm*c U»ing CFfl 50* fctvtflt MQ

0500

DEAFdum20l4 Reqi*»1»<lUO 2013 Revbad KQ 3012 SaW* 2012 DEfi MQ Sab*

2.000 0C00

•A rA 2012 S*wm

0.000

Comp»*y

|(b)(4);(b)(7)(E) -1.012 3.000Q.OCO 1.512ocoo2£00 0.0M OOOO D.H12

2.00020CC 2.000MQTet«fi;

20i3f*ullnitUlAPGi

201 3 Fiat I RavimO APQ:

FDA Eat: {2013 InHW M>Q ' FOAEH}:

IKS Ell: (2012 LlftUI APQ PAS E*1):

3 000

OOOO

DflOO

0 000

2014 PraiMMd inKul APQ: 2.005 «*h 25*; buffer

9

LEVO-A1PHACETYLMETHADOL (LAAM
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Deck Class: 1210.0 2014 Initial ;APO W0111400410 
Total PQ Nquusted: 0.000 FDA Sat: 

DAS Ea 

DCA Duro 2014 FOrauerted 100 2013 Revived MO 2012 4. tee 2012 PEA 110 Salt' 2. of 2012 Sate, Share of 2014 Total PO 2012 inventory 2012 Projected Warta 2013 PrO14c.led Sates 2014 Projected Elperts 2012 Propected Inventory Cate Using CPR BOY trivem MO 

b)(4);(b)(7)(E) 2.000 2.000 0.120 0.120 1.000 0.000 2.741 0002 1400 0.000 2247 -7_747 2.000 

MO Totals: 2.000 2/303 2000 

2013 Fl41101eled APO: 5.000 
2413 FloAl Revised APO: 0.000 
FDA E er: (20111000.0 $.PQ• FDA Eetj: 0.000 
1115 Ee:(2012 tailiat APO • WS CZ): 0030 

2014 proposed Inttial APO: 5.000 

LEVOMETHORPHAN 

Page 252 

r r r
nio-c

Total PQ Rfquialcd.

2014 loti Jl APQ WoUMhoets

0.0OQ roAEit:

043 E4t

Shw of 2014 Total M 2012 Inventory 201? P*«jr<t«d EapofU 20 13 Pr«Je<.«rt Sales 2014 Prcj««r«» Eaporta 2DI3 Projected lnwt<*y Calc U*l*g CFft W* InvrM WQ

I SCO

P£Aflum 20U ftgqmrtad HO 201 J R«VF*«tf UQ 20U£jfti 2012 PEA UQ Sa*» % of 2012 Sale*

2X100

C*«rpofty

(b)(4)|(b)(7)(E) 2.74? 0000 2247 •7.747 2 .0002.000 0.120 0.120 t.000 o.cco o.wo

2 000MQ Total*: 2.000 2.000

201 S final initial APCT.

2013 Fhui RavoMl APO:

FDAEtt (2012 tofl-l *PQ« FDA Ell);

Ius Ed: {2012 tonitl APQ ' INS Eii):

5.000

0.000

o.ooo

cooo

2014 PropoMd Inttul APfl: 5.000

LEVOMETHOflPHAN
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Bask Class: MC-0 
7otel PO Rogue Med: 4.400 000 

Carripmay ' 

/014 PA; t APQ Worksheets 
FDA Est.: 

082 Eat: 

DEA Num ' 2014 Pettoesto51.10 2011 Revised 1:10 2012 Was 2011 DEA uc3 setae % et 2012 saki sae re al 2014 Twat PO 1012 Imo:9ov 203 Projected Eopostc 1013 Projected Sake 2014 Projected Exports 2011 Proicese d Inventory Clot Using CFR 50% looter: MO 

(b)(4);(b)(7)(E) 2100 2.000 0.050 1,065000 ' 0.000 000 0.000 0.000 0.500 0.000 1.500 •1000 2.000 

- 1,501000 3.100.000 1060.030 1963000 1900 4e26.000 171.000 41.000 1.431:200 0.000 000.000 065.500 1,300,000 

1.10 totaNc: 1,502.00) 3.102.000 1,5021:C0 

2013 Owl WW1 API): 3000 000 

20/3 Paul Revised APO: 0000 

OA tat (101$ Initial APO' FDA Eel): 0000 
015 039 (2013 In4li* APO•  PeS Es17 0,000 

2014 Proposed 011101AP0, 1000900 

2001000 .411 25% Puler 

EVORPHA190 L 
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Bock C14es: P210-0 

Total PO Pecusb14: 2.406.714 111 

2014 initial APQ Worksheets 
FDA Ect 

003 E4t 
- 26 

Cornperty 13E4 16433 2014 Regan ,d MO 2013 Resh43116r2 2012543es 2912 0E4 MO S. 14 of 2012 /3.aLti Share of 2014 Tour P3 2312 seterrfory 2013 Projected Esper3.3 5017 Projected 5444 2314 Projected Exports 2•313 Proirefod !rm./effort Cols thing CF 50% eccerd 14C1 

(b)(4) (b)(7)(E) 4,000,000.020 1,103.000.CW 1,715769.000 2.171A10_ne 0.796 3.922k44.4130 1,34409.030 500.1100.000 4,000000.000' 0.000 1250,000.000 1,227.156,901 322/.310.601 

5.0^A 
710,000090 

7.0120 

740000.300 

0.396 

400,030.000 

2,174619 395 

2,074.619_31G 
0000 

0202 

0 415 

•60.069.492 

3.532 

433.151.000 

0.000 

91.700 000 

1.000 

572.000000 

0.000 

0.000 

10.512 
216503.040 

.5714 

214,111.065 

5000 

710000.01/3 

IdQ101213: 1.710005.000 3,849007.000 1517,341531 

2013 llrol ketial 490: 5500,031 003 

2000 Fns( Revised APO: 0 000 

EGA ELI: (2010 kilthl APQ • FDA Es+ 4,013000 OM 
345 Est 7013 k41411 APQ • 565£tq: 012:3 

2014 Proosmod IsSE3 APO: 5.000.000,000 

4 2 '3)( bt.cf€E-

MEP ERMINE 

Page 254 

r ( r
2014 triltitl APQ WcrtaheelJbmIcCImi; nsw

Toid PQ R*qu»st«d! FOAErtr

IM3E.U

2,408^14*11

Shaw of201«Tpt»IPQ 2017 hTrttrtaiy 2013 Prodded E«pert* 2013 Proj««44 $*\n 2014 Pk^cUkI Ea^ottj »« C»k Using CFR 60% friwol

500.000 000 4,MQ,O00 000' 	

I 000

$22.000 000

MQ
PEA Hum 20l4Rt«MMt»dMQ 201>RcvH«4WG 2012 S-J* 2012 PEA MO S.'« %oM012SjWs

5.174*10.596

2,174.610 396

2,t74.6iai80

Cccnpany

O.ODO

0000

0.000

1 250.000 ODO

1D.S12

2Ui.503.oaD

1,2277W«0< 3727.3S6.601

5.0CC

214,131.665 710.000.000

0.796

o.ooo

OJ2D2

1.922.644.480 1.M4.1B9.DC0

Q.41S

466.069.492 436,151.000

(b)(4);(b)(7)(E) 4.mo^oo.«o 1.1OT.OOO.OOO 1 .715.769.000

0 596

74Q.O00.CO0 439,830.000

-S7141.532 O.COO

9S.70QOQQ

5 7.0CO

7ia.0O0.O0O

3.937,391 601
UQtcUt* 4.710.005.000 3*49.0©r<»0

2013 final Htial M>Q:

2013 Final RavlMd APQ:

FOA Ell: (201* WtU1 APQ » FDA Etiy 4,075,000.000

(MS Est (7011 Inttil APQ • IMS 6if):

5,600,009.000

0 000
r

Qom

201 K Prop Initial APQ: S. CCD.000.COO

4 2 "5L>t 020 ticfles—

/

MEPERIDINE

Page 254Vol. IVol. I



0.18 Claao, 02330 

TOW F0.118400S014: 0.003 

Company DEA Mum 2014 Poefostea Mt3 2515 Polspd1.10 2012 Ste.. 2012 OZA ISO Saba 

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

2014 APO Work3heeta 
Oat.! 

181E 061: 

%of 2012 Saba Stun, of 2554 Tema PO 2012 invornoty 2013 Projected Eaposta 2013 Projected Sates 2014 Pe 0Jorlad EsPOtl9 2013 01020C100 104011100i Ce. Us 4g CFR 50% 1. ,41. 1 140

3020 3020 am aece 0000 acco 0000 in COO 0.203 0.020 2800 •2050 3.000 

1.3TOUgs: 3000 

2013 yinallnklal APO, 5003 

2343 Aral ReVeat0APO: 0000 

FDA Eat 12013 WOW 41P13 • 1045.0; COCO 
IMS Eat 1201310:182 APO • WIS E.O: COCO 

2014 Plopa.O101L44 APO: &MO 

3.030 late 

MEPERIDINE-NTERMEDIATE-A 

Page 255 

r ( c
2014 Inital APQ Wortsh««t»FUnlc Cliu:

ToUl PQ MdMtiM

92DO

1 DJ> Ht

«M6 E»\:

0.000

&Kamof 3014 Total PQ 2012 In.oniofy 2013 Ptofeclad Ekpoila 2013 Prejoctod Solo* ZOu PrOjoclffd ErCttlt? 201) Wr*»il$iy Catc Uilng Cfft SO* Invonl
-205O

UQ2012 Sale*PEA Mum 201 < J013 RcvK«UQ »12S4»* 2012 OSAMQSato.

30CO aoco

Company

fb)(4);(b)(7)(E)
2.000 3.000COM 0.200 0.000OCCO 0.000 ooooS<XD ooco

3 Wo
MGTo^lt: 3 0CC 3000

2M3 F**l InfcUI APQ:

2013 Fkr*J APQ:

fOA E«t (201 J H#al APQ * FDA E«U;

!MS Fat (2013 Initio APQ HAS E$:

SOCO

DM

o.aoo

oooo

2014 Projy^<3lf-nji APQ: 3 CCD

MEPERICHNE-JNTEKMEDIATE-A
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floc Clod: 414142 
Todd.I 

Ga.% OEM., 14141trren,...0 

2 000 

ip 
7000 

>tO1E traL•14.00111arteowee 
spa idc 
bunt. 

1., tidet 01A1001.1.. .t ono shoe.", lo.di Pa TO12..... 2c13F14,-.1144•11. At7row.. 4.14, 101...1...0 Eta." nf ...mid e.nrfted 46...n.i•ededlawao, 
7LOC 1084 1016 IWO OGGLI 2,X* 1X0741 11213 11 MI fLtl 

C.....04.1* tad Id...M.% 02 
17737 Id ri 1 45:17 JIMI I(b)(4),(b)(7)(E) 

NO Teo* 7072 1PX ern 

r1.1.11Ny1.ODt. 1041 
01.3 

fLM UCC71111...00. (041eR OXOJ 
A174cgn>IOW 07'0.841.6 0000 

ZOMP“....b...J 7000 

,i1410,NE-INTERIVEOATE-13 

Page 256 

f r c
l&ii MU1J0<3 WortJVC CUM: ««|.0

0»j«eJOCC

IVt«K<<1cUm KllPl<|KMl)Min BUf'WM t«Wp J0« **•*<«•« tt*wH RIlPiMMtvrtt lf»0tAPl4iMMk«rtn "*>m Um>C<T, k7**rrt C* C* OM U% ' *Q
urn

IM BtfUVi Nl3UAM3<

/OKi in&l
ECA 1

Kb)(4);(b)(7)(E)
13K7 l<tt» .*437 fMMI173J »**OKQ 3003/OK 'OX 3X03 i.m

'OK»cmMQIrafV y.

TMlrtOtll ""WWI#«

M3Cict»i»NUvc'Mii.a

•COfl

0«

•ox

• COS

im

t

H£P trtl0iNE4VrERWeDATe-8
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Desk DM= 9224-6 
Total PO Requested: • 0.000 

Company 

2014 laital APO Worksheets 
FDA Eat 
PAS Est: 

DEA Nom 2014 Requested MO 2313 Revised MO 3012 Sales 3013 DEA MO Saks 'A of 2012 Sates Share 012014 TALI PO 2012 loyentory 2013 FroJeded Experts 2013 Peolected Dales 3014 Projected Exports 2013 Preluded invenlo ry Celt Using( CFR SSY. Invent HQ 

(b)(4) (b)(7)(E) 3.003 3.000 0.000 0000 0003 0.000 0.000 0003 0.200 0000 2.600 -2.000 3.020 

110 Tema. 3.000 

2013 FIMO lottlal APO: 0000 
2013 11911 Rorke 0 ANN 0000 
FDA Est: (2303 InttLa (APO 'FDA Est): 0.000 
MIS Eat.• (2013 1119111 APO • 90$ Eat): 0000 

2014 Proposed Initial APO: 3.000 

3.000 3.060 

MEPERIDINE-INTERmEDIATE4 

Page 257 

r ( (
2014 Initial APO W<*kshc«t3fttsk CUjk

Tnlal PQ Rvqimtoil:

9234-0

FDA Elfc

IKS £«:

0.000

Share o< 2014 Total PQ 2017 Inventory 2013 Prcjecled Eipors 2013 Pfqjetted 5ak« 20H Projected Eip««t9 Mt3 Projected JnwiJary Celt Using CFR SOK invent

0.000

MQDEANom 2014 Requested MG Z0U Revised MO 3012 SaUs 2012 DEAMQ Saks 'A of 2011 Sates

3.000 0.0DC

Company

-2.050 3.0000.003 2.6000.000 0200

Kb)(4);(b)(7)(E)
o.ooo0.000 0.0003.0C»

3000yax 3.000UQ TOUH:

M13 Final Initial APO:

3013 Final Revised APO:

FDA Eit: <2 MS InftUlAPG FOA Est):

1US Est (2013 LnhLal APO ' HAS Est):

S.DOO

Q.OOO

O.OOfl

aoao

2014 Proposed Initial APO: 3.000

MEPERIDINE- INTERMEDIATED
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114114 C1334: 02500 

1440 P0 Requeotod: 21,563,020 000 

30111.41W APCI Wortttheets 
POA Est 

WAS Est 

Consery DEA Nuol 2014 Re4032103140 MO 2012 54103 20121364110 Saka %M 2012 Sal. Strafe et 2014 To1a1 PO NU lorentory 2013 Projected Exports 2413 Projected Sales 2004 P3004440 6494414 3013 Pre14040 Iromotori Cate U4'413 C411 50161.i01 140 

(b)(4);(b)(7)(E) 6.376000800 

10.000 

6.321.000 000 
10000 

4.076.000.000 

2.683 

1743470683 

12834766.381 

0270 

0000 

6.016.635.060 301645400 0603 6.644.000.000 

3.123 6 236 00001 0.000 

0.000 

0.000 

4272004000 6807.400626 

9.236 -1.133 

6.037.409426 

10.000 

1,032,000003 733,333030 26672.000 17834760.583 0002 32.407.631 63,1]0000 0.000 3052,000 030 0 000 5.000000 06201.776 662831 376 

13.003.000.000 9804,535030 9,14.716000 17834762.543 0.646 11257,402340 3633734 000 43.033000 11.1530001300 0 000 4.064.206000 14002.648.616 1300000.000 

480000 000 35510000 3.057.304000 07.605.768.6133 0.170 3.686206.653 662225 000 0000 3.02700.000 0.000 1,234870.030 5,131.004318 40000803 

70141.: 2507E1010 000 1493003.003 24,820351 602 

2013 Mal trd 83.1 9PO: 20 000400.033 

2013 PISA Ilevlsod APO: 0.000 

20000000000 

*60 Est (2013 1r:041090'1ms Lap 24,237,600000 

2014 01074.40 0400tAP0: 24600.000.000 

3s.675,000.000 00.1'15% WV 41 

METHADONE 
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8.1.,CUrat: 0300.. 

7000 PO Rtquented. 6,200,018000 

2014 Initial AIKTWOrkeheetS 
FDA Eat 

1.5 Eat: 

Cory.a.ny DEA Nutt% 2014 0490.611.160 7013 RY7i44d MO 2012 Sat.. 201298A MO SAS. V.& 2012 SO... Shar... 2014 Tool PO 2012 61.....sory 2013 Prol.c...$ 6.ports 2013 Pi ojectecr Saiert 2014 8/944.05.0 001:8415 2012 Pro)ac.cfinvciAay Cato ltalna 30% krvVA N0 

(b)(4) (b)(7)(E) 0300000000 

44,000.000900 

3.100.000903 

42.205.090 013 

1,433,651.000 

34.734.093000 

47.011.714600 

47,630,774.020 

0033 

0726 

185011 9.1 950.000 3,470950000 

4.498300 047 /0870020 000 0000 

3.470, -1,3 000 

45,351.9.0 000 

000C 

0.000 

0000 

13.740160 MO 

4.446.2.39. 6 

.0..901 191
3,500.000900 

44,000,00X1000 

5.000.000 1,000.000 2 DWI 47631,774000 0.000 DOW 0 000 0 090 50000000 0000 0 003 4,210000 4.256 tra3 

5,151,0)3000 12730,000000 11,170,137.000 47,831,774 800 0234 1,447801.411 1.111.503 000 0 CO) 0,051000.000 0 OM 4.009.220 000 262.176.316 6,204.870 .76 

9.28D0X000 1,599975000 4.1,600 .000 47831,774.600 0.0/9 07.1E06E3 a oco tow 5,2ta 000090 0000 0.000 1,151,602.103 ..151.6021 03 

1401012107 61,930000030 60.102.061 000 57860,422588 

2013 Flog 1400 APO: 03000.000.000 

2015 8061 R8.2146 APO: 73900 000 000 

FDA E.. r201/ 1n+8.1 APO-  FDA 0.0: 0 000 

MS Eat- (7013 !radii APO' 1105 EII): 0067 

2014 Proposoct 0104 APO: 73.000.000.030 

91250030.000 vArk 25% tuner 

hvfiaa-t„, 
MORPH:NE (FOR CONVERSION) 
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rrr
2014 Initial APOWort»9h««UBwfc €!*»•:

TclMPD ffequeated:

9VO^

FDA Efct

IMS Eat*

<200.018000

SMrr dM1« Tot* PCJ 2012 bwmto*y 2013 Prr>)ft«vd f.* porta TO13 Piojedetf Sato* 2014 P<0j«ct»<l E*pOfU 2013 Pro^cM* lirrtotofy Calc IHtfm CfR SOU lHr*M

1BS.831 9-1

4.49B.3a9 047 *>.670.020000

D0C0

1,417,887.405 1.111.609000

57.366663

WODEA NuM 2014 R«MC»V»aMQ 3011 R»v««3 MQ 20 12 63If* 2»1 2 t»CA MO Safes 2C12S»V»

3.500.000000 J.KCKOtO! 1 *33.663.000

44.0OT.OOO.COO <2.205.090 0» 34.7W.M3000

5.000.000

9,151,030 000 1 2,730,030 COO 11,170. 137.000

5.20O.OQDOOO i,sag^7sooo mi.oocooo

Company

0000

13,7*6.160.000

CoJ

4.609.030.000

0.000

4.446.239.926 3.SQO.COO.OW

-40 1.903 191 44 .000.000 «X>

4.J5O.CO0

262.176.356 S,204.$?0.4B6

<151.602.103 4.151.602.163

owe3.420.950 OCO

DOOO

Q0CO

occo

onto

3.420.950.000

45JM.948000

6.000.000

9.1 Si ,000.000

5.2W.tWOOCO

0030

0 726

GOTO

0.234

O.OM

950.00047.831.774 800

47,631.774 430

47.B31.77<80D

47,631,774 BOO

47.U1.774.8W3

(b)(4);(b)(7)(E) o.ooo

O.QOO

O.KO

oocc

4.950 0000000voooooo 0 000

o.oco

57,860,422 48861.935.0W0W 60.182.065 000UQTptoi*;

20l3fl««IWttalAf>a:

2013 final Rcvlied APQ;

FDA Eh: r»l3 tr>HIal APQ* FDA EaQ:

IMS E»t <2013 IntflM APQ ' IMS E»1J^

83.000.OOQ.000

73.QGO.QOO.OOO

0000

0003

2014 PropOMd MOM APQ: 73.000.001000

91.2w.aw ooo wm\26ii butkr

hsfiiAfotdsor\

f\$b {£fb

MO R PI ONE (FOR CONVERSION)
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Basic C143.41' 9600.81 
Total Ott 244604103: 42,497,766326 

2014 Imo APQ Wog.lishoMs 
Fotk Est 
NS 116 

019 
-021 

Con,eane OER Mei Si Riisasstei 1,10 N0 2012 Sales 2017 DEA Mg Wei % of 2012 Sates Shale of zoi 4 Total PO 2012 I/wenn:Icy 7013 Prajeca.4 Espores 2013 Projected Salci 2014 Proj4,-Tocl Eiports 7013 Prolarted Inventory Colt Whiz OFR 5f lenvnt MO 

(b)(4),(b)(7)(E) MOW 100.0013 6677 30.610.097.717 0.000 7 056 129.7119 now la= 0,c(0 211.349 .1i5.929 100.033 

132.630000 MOW 0.000 39,613967.717 MOW 0000 . 01.03 0000 121.971000 0.000 0.000 121.973100 162,030600 

6,600.005000 4,512,:00000 260.583000 39,613.997 717 0073 3,100,160.907 0.000 0000 0,032099m 0000 547.915030 6122.922.364 6.600.000.000 
14600600 000 14625,035.= 19,310701.000 31.612997.717 0.402 00445 117.491 4,160,053.000 223,000 000 13637,163003 0600 8004.820.000 22,193,095.113 14.600.000600 

26650.000.000 29696,101.000 15.447,446003 50010907,757 0.390 18 573.224.31a 3.090,000000 0.000 20,250000000 0.000 0,997000000 24062.954.643 21690101.030 

1603.003 5.000 000 1.762700 39.619697 737 0030 1.891.152 0.000 0.000  1.103.003 0.000 5123 000 -309.016 1.000.000 

1.600.063.030 937,500 005 424650.030 29610195.717 0.012 5 tS,S72 576 0000 0003 4000003 000 0 003 0000 1,541,340.719 937.500.930 

5.40.000.000 4.900.030000 0 000 39.610207.717 08100 0603 0.600 0.003 7.000602000 0.803 5.400003.000 -1,000.000.010 3.000.0.30.000 

NO lotils: 54013.730000 40.179,156= 37,130850.277 43,702.240000 47,199,331.000 

201571.1 0dsa11PQ 40.2133.800.003 
9311 Fir.d RW1161411.0: 0 000 

41.116800.000 
945 6,t 0093141021401C1• 1MS bp; 47,197.4.40003 

2014 PlogoaoctInItal AP00 50.004000 000 

62680.006.080 WM 25% Ourfet 

MORPHINE (FOR SALE) 

Page 261 

rrr
2014 lift111 APQ W04*Sh»«11B*«IC CltVt: vw»0

Tool PQ R*qunM; *CA£«t

IMS Dt

0(942.497.706 32ft
-021

201 7 DEA MQ 14 of 201 2 Sates Shan at 201 4 Total PO 2M 8 In-^mxy TOO d 2D13 Projccied Saki 201 4 Piojaewd £»w« »t 3 Projected Inv^iUxy Cole U*ii»a CfR «0% Ift^rtt

0.0M

0 000

0.073

0.482

0.390

0.CW5

0.01?

0.000

MQ
Caa: OLA WmW g 4 Ittd MQ

100.000

182.830.0W

6.600.000000

14.600.00D 000

26.5sc.oao.cca

1000000

5.403.03 000

MO 2012 Slick

Cb)(4) (b)(7)(E) 2l7.»49

Q.CCO

547.91 5 CO

0.9CM.B20CW

0.997,000000

SCO M»

ocoo

5.400,OCO.COQ

10C OCX)

121973.000 162,030.000

5 522.P22364 5.WO.OOO.OOO

23. 193,095.113 14 000.000.000

20.6G2.»54fi43 21.KM. 101.000

48*0* 1.000COQ

1.541.340.719 937.500.000
1.OMMQOC0 3,000.000.000

• 165 92918.610.997717

39.610.997. 7 17

39.61 3.997 71?

39.61 3.997.7 17

W,«1 0.907,7)7

19.610.997 717

S9.G1 0.997.717

39.610.W7. 7 17

7 0*6

ooco

1,100.169 807

19645 147.491 4.168,053 000

16 &71 224.314 3,800,000 K»

1.091.182

S1S.S72575
0003

aooo

awe

owo

225.CC0 CKJO

0 000

0.000

0003

COOT

13.003

121.973,000

6.012.C65 003

13.697, IRQ 000

20.250.000 COO

torn ooo

1.6OO.000 000

z.ooo.ooocoa

o.ooo

oooo

0M0

ocoo

ocoo

0.000

0003

oooo

100.DCO

oooo

4,512,500 000

14.625,835000

21.898,101.000

5.000 COD

857.5«MOOO

4.O00.0000CO

6677 129.749

0tee

0003

OCOO

2.609. SB3 000

13.3)0. T01 .000

15 447.446.000

1.762 7 CO

40.55V4CO

OOCC

OCOO

OCOO

0 000

47,189.33100041,702.248 OW
HQ Total*; 54.913,730003 48.179,156 CCO 17,130.050277

2ftttflr»Mlnitte1ArQ

2013 Rn*4 RcviMd APQ:

48 200.CC0.0CC

oooo

49.115.800 000

HAS EtC <20 13 Iftmjl AX) • IMS e«Q: 47.197.440 000

E»q:

2014 Pi0f«ModM6al APQ: -OCCO.XC OOQ

62.SCC.OCC.030 25* tcflf

MORPHINE (FOR SALE)
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B4114 Ctn14: 96613-A 

16,1 PO P at, 0.1ati. 1000 OCO 

2014 Initial APQ work. he< La 

FDA Et e 

KS ESC 

Company 0EA t140 2014 Ren.asteel110 2013 Ftewi 400 KO 2012 Sat. 2013 DEA 1, 0 Sates 16 0120125m. St‘ar. of 2014 Taw PO 21112 irmanenty 2011 PiOiact.1 Fa Kea XI, riojecead Saks 2314 Put4e4141 Upon. 2013 0 rOING/0 0 Intten,Vly Cale Utarg CPR SO% 1n..t. Ma 

(b)(4) (b)(7)(E) 6.103000 000 6321,101 COO esssarontal 

3010.one con 632.213 OM 0 GOD 

3,713.002000 

3713,00,2000 

I 000 
poop 

1.090 003 

0 000 

5,505.604 OW 0 COO 

44 4132000 0.003 

6.047.42..331 0000 

3.000000000 0 CO3 

1,517,44.000 

0.000 

13,40:4 760 

1,931,63:230 

6.E00.000000

3.003.000 030 

MO Totry 0,600,0(4.000 6.203.274.000 510Z113,000000 

2013 final lottal APO: 7.100.000.000

2053 Final R.44.1 APO; 0 000 

FDA E.t 12013 In1.1 APO.  FO Esp.: 0 COD 

OAS Est 120 11 trt16.l APO • 1145 o 000 

2014 0109.t.d tntnal Apo: 9.600:01,0:10 

12,260.000000 Wan 23% Collet 

1(b)(4)

(b)(4) 

wil In converting 1365 API to NaIttnnirte, Nallrex004, and Nalantelfb, yItleS were 0,04,161 boO 01 aro een-castrorieri substances 

.11 be converang the API 0110a0n0 (non-controled stintsnca). Ro cArmsrtIon frt or given with MQ request 

NOROXYMORPHONE (FOR CONVERS'0 
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r r r
2014 Initial APQ WotVih«UBask Oasa; WS4-A

ToUd PG Rpqrotod: FOAEitt

IMS ESC

1.000 cco

Star* of 2014 low PQ 7012lnrenKKy 2D1 i PfejactAd Eip<wt» zflu Vtopclnl SaK» 2014 P«cject«4 Ejtpom 201 J Projaotad |nvvil«rr C*lC Using CPR 50* l«Tv»nt

114,003 2SO

1.931.602 »0

MQMAM 20l4R«que«tcdM0 201 J fc*via©d MQ »l2Sa*» ?Ol J D£A VQ Sal*» % of 2012 SoMb
C.fiM.oaCi lMJ S.071.W COO mi'imm

3.<TC.OaO CCO 632.271 000

Company

0 005

0000

1.S17.4M.000

0 000

6.600.000 000

J.ooa.ooo.ooa

occo

coo

5.047.428.000

aooawoooo

3,711.002000

3,71 i.crn ooo

1000 1 .000 000 V3g5.S34.COO

0 000 444.132.CC0
(b)(4);(b)(7)(E)

GOOD OOOO

n.owi.ooo.oao8.500,000.000 6203. 874.000mq tou.'»:

2013 final InttWAFQ:

2013 F*»l Rnttad APQ:

FDA E«t |701 3 WdM APQ • FP* C»Q:

IMS Zxt: |201 1 Initial APQ ' IMS Est}:

7.200.001000

0 000

COM

D00C

2014 Proposed InttSK APO: 8.6W.0O0.0O0

11250^00.000 *«i 25% Suffer

[(b)(4) I*"* ** contorting tttft API Va KaJDuphaw. NaHr«*0r"«, »vj NgltwOM, yield! wt* proviflad h«fl en ar® nao-ccMroflrt aubttancaa

[(b)(4) [*" ^ cocweosng tho API 18 naloxone (non-controlled aAwtaica). no eaiwwifcnfBaor given wfh MQ reqirfsl

NO ROXYMOR PHONE (FORCONVERS'O
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Basle Cass: Wald 

Told PO Req. stot 4.002SOC 

2014 IOW APO Wonkshoott 
FDA Eat 
1.9 Est 

Corolurrg DEP. lets 3014 Requested MO 2011 Rowited MD 39312 &Das ID12 DEA MO 50es % 04 2211 SM.. sh... ..fro11 70141 PO 2011 9... 110Y 2013 Prehkud Extlorn 2013 Predested Saks NU Protected 0111.114 2013 Proles-14. Inventory C4% Utk0 CFR OA invent 610 

(b)(4);(b)(7)(E) 1000000.000 400600.000 166604000 166600.302 1.000 46.7.412 314,290600 ' 1600,000.000 1600.000.000 0.000 0.600 1133613271 1,000600000 

10010 10E00 0242 166.002382 0.000 0006 261141 0.000 1003 0.000 266647 -266.014 10.000 

1000.000 2.610.000 0.000 166102382 0000 0603 814.000 5.000 3615001 0.000 609.600 632.600 1000.000 

2.000.000 1,000600 3.140 196,007.362 0.000 0.077 0.000 0.000 2.000.002 0.001 760200 1260.096 2600.000 

MO 'Maim 1.005.010.000 403020001 1,001010000 

201371.11 read APO: 407600.000 
2015711.1 Revised AM 0000 

FDA Est (20111.16a1API3 • FDA E.40: 0000 
PAS Est 120131nlital APO • IMS Fed 0000 

2614 Proposed Iritis1APEC 1,010000.000 

1262,500.000 shit. 25% 0.6red 

NOROXYMORPHON4 (FOR SALE) 
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1.14.1c Mats: /COO 2014 tn1, 141 APO Work.hbatII 

70421A0 Re014414.11: 1016.421 00C FDA Est: 

VAS 0.o 

Comparr DEA 7021 R.,. sux,11.10 2011 Reris<rd MO 2012 S4,es 2012 DEA 140 15.44,. IL of 2012 Salo. Slurp 01 2011 Toisl PO 2037 ...Mc'', 2013 PmfOCIAA Export. 2013 Pr04•01.4tI S4.,.. 1.,014 P...50µ-16. Leppt. 2. 17 Pfti4,-*1:11.,`,4wy C410.14:4..9 CTR 60SlIrmt.t MQ 

(b)(4) (b)(7)(E) 52.000000 12400,000 2,000.000 4490077C00 0 004 4,W1 .445 0000 0 000 41,000000 0000 11.000.000 21.151.007 52,800 000 

x]0,000000 11$4.054000 447000 000 449.0, 30.090 C 990 1,011,159.5.54 155.553.000 0.000 411.400000 0.000 214,301.000 S00,130.3.) 4x000000 

140 701.11: 402.000001 014,454.003 402.100000 

2013 iit411‘11%.1 APO. 1.210.000.000 

2313 rim/ •4144/0 0.000 

70A Eat 12013 Ine•S41APQ • FDA Etil: 0.000 

Tag E41:(20111r0s41 APO .  INS Log. 0.000 

201A Prcvcru.11...1APCL. 500,000 OGO 

625,0110 000 .33125% Caen.

OPIUM TINCTURE 

Page 264 

r r r
fj**te CUti'. M39-0

10U\ PQ RmjhW;

2014 tnhia] APQ WoffcttlMC*

FDA E*U

lMSCit

1.0 16.421 .000

£4uiT> Of M1 4 Tol»l PO 201? W13 Prcf«Ct«4 Expat* 2«J1J PrCj»Ct!d S.lc* 3014 £*p*XH 201J Pn^«t*H( kn^fory Cxk: llang CPR SO% Irwti*

23.151,607

KXJ.I 90.943

Cf^nptwwf DE* N« 301tn*quf%to^PJQ 2013 Rr»lM* KG 2012 S»lea M12 DEA HQ R-W* *o*2012 3ak»

62.600000

430,000 000

MQ

(b)(4);(b)(7)(E) 32.400400 2.COO.OCO
964.064.000 447.000000

449.COOCCO

449.000.000

0.004

C.99G

4,521446

1.011,859554

0.000

U5.5i3.CO0

0 000

0.000

41,000000

43 1.400 DOG

0.000

fl.OOQ

11.CCO.OCO

2H.301.0CO

52,800 000

430.000 000

WQTotio: 462.fiOO.OCD 462.900 000fi56,454 000

»1i fan! InttW AP0.-

»Ufhi1MH4AW3;

FCA Eat (2013 +rtm\ APQ ' FDA E»lj:

043 £it (201 3 MU1 APQ * EMS EiQ:

1 .C30.000.000

o.ooo

oJKO

0.M0

2014 Prc<*>wJ APQ; 500.DWQC0

$25,000 OCO «*h25Ktxflcr

\

OPl'JM TINCTURE

Page 264Vol. IVol. I



flask Class: 99760 

Total PO ossesostect 6A.,70.000 

Conv.oay

2010 10/1101 APO W0E1..010019 

PDA Est. 

OAS Est 

0EA NWT.  2914 Rsquosted160 1913 Rsakssi LICI 2012 Solos 2012 DEA ISO Sales % at 2012 1-airs Slurp a/ 2010 Total pa 2012 Imitator,. 2011 Pro,cisd Exports 2013 Pnaasssod Sales 201,1 Projeolsd Esports 2913 Proits- tod Invontosy Cols Lk.; CPR 60% CrossO 150 

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

ISO Totals: 

2013 f /nal Inttts1 APO: 

2013 Finsl Rnisod APO) 

FDA Est 02011 bitia1 Ao FDA 6.0 

lin Est 0113 initial A90' ISIS Est): 

73.000000 

0.000 

0.020 

13.060 

90.0191099 53,260000 05,700.000 • 65.750000 1 109 51.170.000 . 4.911000 0000 56.000 010 0000 11000 900 77.331.505 71231.530 
• 

900001004 03.160.000 77.517600 

PM Proposes, loalialAPCI: 90,950 000 

112,500 000 roth 25% bulltr 

OPIUM, POWDERED 

Page 265 

r r r
ajfie cu*»:

Total PO H^unlKl:

K2S-D 2014 Initial APQ WofV*hoot»

5l.iro.DO0 rda Get:

IMS E»C

	 Corner/

p>)(4);(b)(7)(E)
DE*N!ot> 20UR«.tuMtsdKO »11 Rc^dUQ 2012S-I-* »«2DE* MOSaU* S«i2DI2^iln

S3.36D000 45.7M.ODO

Shared 2014 Total PO 2012 hverltory 201 J Prwl»d taped. 2013 Safe* 2014 Project E*p«m 201 J P«io*»*d hv^BOfy Ctf« UiiOtf CPft 60*

53.lTQ.000

MO

M.fOOCCO 5i.7M.OOC 1.GCO 4J911.DCO CDOC 56O0OCCO 0.000 54.000 000 72.531 .SCC 77,531.500

MQ Totab! 90.OOQ.CCO 53.360.000 77.531 600

MllFJrwIWttalAPQ:

2013 Final Ravfaad APQ;

FOACit 12Q1 Jln#1iaJ*PQ*rOAC»0;

IMS E«t (2013 MTSd APQ * IMS Eafl:

73.000.000

O.OCO

O.OCO

o.oco

Mil Eiflul APQ: W.0C0.W0

1 12.SCO.OOO wffi 2S% buffer

OPJL'M. POWDERED

Page 265Vol. IVol. I



1 
Ores CLIst: 03300 

rout PD Requosted. 

Celf101111y DEA Mon 

5.977.006000 

2014 $144.6144 MO 3013 

3014 Inttim AP4 13/orkitto4ts 
FDA Est 
OAS Est 

201280es 201200A540 Saks 1G of 2032 Sams Slum a 2014 7o1a1P01 2012irrxolow 2013 704C010,3 Exports 2013 Plojacted Saws 2014 Psolect4d Export* 2013 70010144 9,4sotofy Cale Using 0f m Sas Inverri MD 

(b)(4);(b)(7)(E) 1.000.033.000 
5.674,000000 

1.000000000 0000 
1,467,639.000 845.573.000 

7;156.027.370 
7,450037.370 

0.003 
9113 

10 700000 000 17 444460.000 4532,217.000 7,456037.370 0.606 
4233000003 3126062002 1,457004.370 7.456037.370 0197 

480.003 000 482216.020 611043.000 7.456.037.170 0.062 
no.000too 700.000000 0000 7.456.637.310 0.000 

10 0 Tow,: 11.783901030 15.200361.000 

2313 F1AM InI341 APO: 10,200.0001:00 

2013 Ftna Revised 4P13: 0.000 

FDA Est 0201313041 APO• FDA Est)! woo 
10S Est Om 3 frsEm APO.  1145 cur occio 

2014 Psopotod IOU! AACk :8,200.000006
22,130,000.000 veth 20; bow 

0000 
677.765 564 

3.632061 522 
1076032.555 

490423460 
ovoci 

0 003 0.000 1.000900000 0.000 0 000 200000000 607000.903 

277047E00 0.000 1E74,000 00C 0000 105.000.000 1.143.301.050 1063037.332 
570.621.000 0.000 10666007.000 0000 633333 000 0,303,660.003 8444.444.000 

1032,200.000 0.000 3057,030.000 0 000 1.410000.000 780,258693 2.916.000130) 

0 000 (k000 476.000 000 0000 4.000000 741008.375 400.000 000 
0000 moo Tockom000 0 000 0000 175000.030 704000.000 

14373403.333 

ORIPAVINE 
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,,,, , ii. lf?;'V.i.,; 
'.'-',4 4-,04.1..., :: 'AR:AtPkIgq.I9p.,Fq.k.l.PMPOWLNAIRPFAMFgrar.ttt,9;',AU-:i:illt4le:.,YE U.01,4441,Y:4%t,!/1,1 .' 

Request ID.1115S3S hare Submitted 15-APR-l3 
Var471 of Basic Class or List 1 Chemical (only 1 nor DEA-1891 
ORIEAVINE Schedule/List Number 2 
pare and Addrese of ReaistranX pruq_cOde .______ 

Quota Year 
........9330_7.4 . 

2014 (b)(4) 
DMA Registration Number(b)(4)0X7XE) 

Cantu 1 Pore n (b)(4);(b)(6) /ex. No _Ab)(4);(b)(6) 
• Ibmskia_Addreen Phone NO.

' NOTE: All Quantities. are to be 2uprepped in drama of Anhydrous Avid, Baae, or Alkeloid(nOt as &Altai. 
Ouetao Previously !soiled by DEA 

quota History 2012 2013. 2014 Quota Requested 

3,604,000.0 3,126,000.0 0.0 4,235,000.0 

Production Data 2nd Preceding Year let Preceding Year estimate for 
current Year 

Estimate for Year 
Requested 

Inventory as of Dec 31 

a.flulk Controlled Substance/List 1 Chemical... 
b.In-scccess Material 
C. Contained in FINISHED Dosage Porno 

O. 0.0 1.415.000. 1,415,000.0 
. 1,252.200. 0.0 O. 0.0 

1 
o.1 0.0 0. 0.0 

1.252.20 0. 0.0 1,415.00 0. 1,415,000.0 

Disocsition(Sale)/Vtilifation 

a.Domestic 

b Exports 

2,504.92 0.0 2,857,000.0 2,857,000.0 
0.85 0.0 0.0 0.0 

2,505.11 0.0, 2,857,000.0 2,857,000.0 

Acquisition/Product/On 

a.Domestic Sources 
, 

3,184.006.7' 0.0 4,235,000.0 4,235,000.0 
3,184,006.7 0.0 4,235,000.0 4.235.000.0 

_ • .... 

If the Purpose is to manufacture Mother Subetance(0). Purnish the Following Intoreaton; 

Rama of Now Substance Drug Amount Deed for thio Puzocea % Yield 
I I2011 2012 1 2014 

HYDRCHORPNCING 9150-0 874.020 1,140.220 1,827,000 85.70 

Product Development Doper, Vote I Strength 1 Doite/Datch Ft of Batches. Batch Pulpoeo I got. Quantity Dot. Completion Time 

Transfer RegiaTant. Explanation of Transfer 

• 

Date of DOStrUCL1011 1 Explanation 

Packaging Product Name I Strength I unite/Pkg S of Pkge Purpose 1.' 764 .--ua"ity— 

• 

Remarks 

Page 267 

m'rPI
<<lc>

;?*• ••>•

[Data SubmittedRequest ID. 115535 15 -APR-I3

. *«=e of Basic Class or List 1 Chemical
JRIPflVrNE •	

'"*« and Addrasa of Registrant
(b)(4)

{only 1 nor QgA-189)
Ichedule/Llsfc ttumber 2.

Dru<t_Cod«_
Quota Yaar '
)B* Registration Number (b)(4);(b)(7)(E)

(b)(4);(b)(6)gontact... P.ornpn (b)(4);(b)(6)
Ad(ir9Bn 	

p*. Hp
bone hq

HOTS i All fiaascUUs to bo 2*pg.aaoJ In flgaaa of ImJtvdromi Apid. Baaa, or Alfcaioidfttot *fl Salts I
Quctao Previously loaned by PEA

2013. 2014 Quota RequestedQuota History 2012

3,684, 000.0 3,126,000.0 0.0 4 , 235, 000.0

let Preceding Year for

Current Year

estimate tor Year

Requested
Production Data 2r.d Precodirjg Year

•*.Wr-r- X*:Inventory #e at Dec 31

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

b. In-Procens Material	 		 . .

C. Contained in FINISHED Dosage Foma ........ .

1,415,000.0
	

o.o 1.415, OGQ.C

1, 282, 3 00 . C 0.0 0.0 0.0

0.0 0.0 0.0 0.0

1,415. 000.6 1,415, 000,01,252,200.0 0.0

Disposition (Sale) /Utilization

a .Domestic	

b Exports	

0. 2,557, 000. 2,857. J0Q.Q2, 504.92

0,00, 0 .0.05

0. 2, fl57, 00 Q. 2, 857,000.02, 505.77

>- y.
Acqui b i 1 1 on / Produc c ion

a. Domestic Sources..
4, 235,000.04,235, OOO.O3.184,006.7 0.0

4, 235,000.00.0 2 3 5, 00 Q3, 184,006.7

4
If the Purpose is to Manufacture Another Substance (o) , Purniah the Following In format Ion;

\ YieldAjftOuot Dflfldtor thin PurposeDrugKama oC Nov Subatance
50142011 2012

1,627,000 as. 701,140,22091$ D- 0 674 ,020iYDRCHOP.PHOHE

"product Development DoBoga 7otn j Strength I Oai lb /Batch I # Of Bfttcbea flat. Quantity jflot. Completion TiiflflBatch Purpose

Explanation of transferfrapp far Registrant |

Krplana tlcaT

I Total Quantity| Pnlta/Pkg tf of Pkge PurpoaeStrengthPackaging Product N*nia

Remarks

Page 267Vol. I Vol. I



f. XA ;!'MW*' PPE! T N'ToR#PPEYA-WW-m 2iiii*T040 YdVOITAF IXT4 
Regneot 1D.6.15756 !nate Su/Dratted' 25-APR-13 

'Hame_cal_Aaais Claela_cx_1401.-1—gAgmical_Sonlv_l_nor_MVI,UM 

1RIPAVINE Schedule/List Number 2 

kale and AddresP_MeRosiatMMI fliaCride 9330-0 

(b)(4) Quota Year 2014 

EA Registration NambelAbX4)0X7XE) 

Contact Person (b)(4);(b)(6) Ax No WypX6) 

gmaii Address hone No. 

VOTEx All (MC:Mitten are to be Exprenaed in Crams of Anhydrava Acid, Bane, or Alkelold(not e. state]. 
_Quota. Previously Issued by DEA 

Quota Rietory 

/Production Data 

1012 2 uota Request. 

1,630,000.0 1,467,039.0 0.0 1,6/4,000.0 

lnd Preceding Year 1st Preceding roar Estimate Oct 
Current Tees 

Bstinete ter rear 

Requested 

nventory as of Dec 31 

a.Bulk Controlled Substance/140c 1 Chemical 

a.In-Process Material 

c. Contained in FINISHED Dosage Forme 

277 547.0 

0.0 0. 

0 
105,000.0 

0.0 

0.0• (\
277,547.0 

0. 
105,000,0 

105,C00.01

 0.0 

0.0 

105,000 .0 
Diaposition(Sale7/13tilixation 

a.DooestiO 

b Exports 

799.775.0 0.0 

0. 0.0 

1,674,000.0 

0.0 

1,674,600.0 

0.0 

2.674 000.0 700.775.n 0. 1,674,000,0 

Acquisition/Production 

a.Domestic Sources 797.922. 

797 922. 

0. 
0.0 

1,674,000.0 

1.674 000.0 

1,674,000.6( 

1,674.000. 
• 

f the Purpose is to Manufacture Another Sobatance(s), Furnish the Folloviag Information: 

Nast of New substance Drug 
2011 

anount Dead for this Parer  Yield 

2012 2014 

HYDROMORPHONE 9150-0 

‘OXYPIORPROVE (DOR SALE/ 9652-B 
0 
0 35,053 

156,000 45.00 

142,000 45.00 

Product Development Dosage ?arm Strength DoitaiBatch 6 of Batches Batch Purpose. Vat. Quantity Vet. Completion Time 

Tr./mice Registrant Explanation at Tram/Afar 

Date of Destruction Explanation

Peckegiag Product Nemo Strength I itaita/Pkg 4 of Phge Purpose Total Quantity 

anarke 

pilot. is for supp ly of 1,000Xg to ybk4Mbn( ) 

bxymorphone aGd Hydromorphone for sale toppX4MX7XE) 

11411 also one OripaVine for internal conversion to 
and 1(b)(4) 

Page 268 

T
-I V.:rt

Pato Submitted | 2S-APR-13KHiont. IP.(US756

Igchedu 1.8 /List Wupbag
Drug Code	

Quoea Year	 	

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

iRIPAVINE
233Q -Qaafl Wrasg. of Kaqlgtraig
2014

:b)(4)

(b)(4);(b)(6)'ax. Ho(b)(4);(b)(6)
[Phone Ho.Email MdraEE.

, or Alialold(not <* Salts}

Quotas Previously lamiad by PEA

2014

KOXSi All Quantltion «r« CO bo Arpraoied Id Gcamo yf Anhydrous Acid Ban*

Quota Requested ;
Quota History 2012 201 J

0.0 1,614,000.01, 630. 000. 0 1.467,033 .0

1st Preceding Yoac Ettimjtc let

Current fear

BMinate tor rear

Requested
and Preceding YearProduction Data

Inventory as of Dec 31

a. Bulk Controlled Substanco/blac l chenical...

b.ln*Proce3s Material	 	

C. Contained in FINISHED Ooaago Forme	 . .

>iapoBiclon(Sal«] /ociliiacion

a. Ooc.estiC	 *	 	 	

b Exports	 	

105. COOO.C IPS. COO. 0277,547

oToo.c o.oo.
<Too.c 0.00 .

105, QOQ.OI277, S47 c.c 105,000.0

o.o !, 674,000 0 1,674. 000. 0798,775.0
0.00,0 o.co.o

1,674,000.01 1,674,

wtV r
o.o qoQ.o796,775,

s- , •4; .
IWqulsl t ion/Product Ion

a . Domeat ie Sources . .
1. 674, 000. c 1, 674, 000. C797,922.0 0.

1,674, 000 fl 1, 674,000. C0.

"rv*'yy: *7 ;

tf Che Purpose is to Mar.utacCuce Another substance (a) . Furaioh Che Following IilEocrr.it ion:

Agotmz Psod for tblo Pocpoog

" [ 2012 |
\ Yield

K<®e Of Nev Sitbitane* Prug

2011 2014

156,000

143,000

4S.00

45.00
91S0-0

9652-B

0 0IYDROMORPHONE

^XYHORTKONE 5 FOP. SALE) 0 35,053

Rat . Quantity [Rpfc, Completion TlaoStrength Pol to/Batch 4 «C Batchoa Batch Purpoaa
Product Envelopment besage Form

Explanation of TransferIr«nofor Registrant j

pate of Destruction | explanation

| Uoita/Pkg" Total Quantitypurpoao• ot PkgaStrengthpackaging Product Homo

^osarke 	

juota ia for supply of l, 000Xg to ^b)(4):(b)(7)(E)
Oxyirorphone ar.d Hydromorphone for sale to |(b)(4):(b)(7)(E)

[will also use Oripavlne for Internal conversion to

""* Kb)(4)

Page 268Vol. I Vol. I



: 
. ":4',C%.:' ,.cam" -74>  ' :',..:z..F.I U. ......,TIVir.:2-4.;'.V,:,%t.:A4...: ' Y :7%.-1".i$::',71,g;.:!... 

Request Z0115204 Oat° Submitted 01-APR-13 

Name of Basic Clegg Or LiSt 1 Chemical (only 1 per ORA -250) . 
ORIPAOINE rug Schedule/Lint 2 ! 
Name. and Address of Registrant rug Code . 9330-0 1

J (b)(4) 
uota Year 2014 1 

BA Registration (b)(4);(b)(7)(E) 

co n t JAss-PAraggi-___
Email Address 

(b)(4);(b)(6) ax. No (b)(4);(b)(6) 
hone No. 

NOTE: All Quantities are to be lirprenead Su Drama of anhydrous Acid, Beset or Alkaloid(not ed 84110). 

040raa Previa:may :roved by OEA , 

2uota Bletery 2912 2013 2014 Quota Requested. 

610,000.0 668.000.0 0.0 476,000.0 

Production Date 2nd Preceding Year lac Preceding Year OICTOAC Year Estimates qapta Year Eatlmecea 

Inventory an of Dec 31 

a.Bulk Controlled SUbscance/Lian 1 Chemical.., 

b.ln-Process Material 

C. Contained in YINISUSD Dosage Forms 

\Ca5p0alt1011(SO.20/Utilliabicn 

84,060.0 0.0 52,000.0 52,000.0 
0.0 0.4 O.0 0.0 

O.d 0.0 0.0 0.0 
89,060.0 0.0 52,000.0 52,000.0 

a.b0400iic 

b EsPOrts 

64740 0.6k 176,00040 476,000.0 

D. 0.0 0.0 0.0 

447.d 0.0 476,000.0 476.000.0 

' '.''' '',:n';: :' . . ., '2^,' , 
Acquisition/Production 

e.Domestic Sources 

b.Imporcation 

610,324.0' 0.4 476,000.0 476,000.0 

0, 0.0 0.d 0.0 

0I0,324.Q 0.0 476,000.0 176,000.0 

If the Purpeae iS to Manufacture Another Subetanceisl, Furnieh the ?alloying Information: 

Noma of Hew Subaranca Drug Coda imaunt tined 1os thin Purpose 1 t Yield 

2011 1 2012 1 2014 

11YDRCAORNME 9150.0 17.414 46.171 113.500 00.00 

0271RORMONC 1000 SALE) 9652-0 475,640 121.500 01.00 

If the Purpoac is co manufacture the Bailin Class or List 1 Chemical into Renege Forme, Forniah the Following Informations 

Name of Dosage Form 
uncles product to.. 4.a.. stS146•. paccher. 4.V. • nal at..,./0.) 

uthoriey to Drug 

%Enrico t. 1 Schad 
Amodnt Vied for this Vurpoma garb:rate fur Nitimate for Year 

2014 Quota 1. Requested 
2011 2012 1 

Transfer Registrant] Explanation of Pramoter • 

'Product Development Doodge Farm' Strength 1 Delta/Batch 1 II of Baraboo I BetCh Purpono 'intimated QuanritylEntimatad completion 

Data of neatruatiou 1132771anatien 

Packaging Produce Noma 1 Strength 1 Vaita/Pkg 1 0 of Pkga I purpose I Total Quantity 

Remark. 

Mydramorphene production requires 356,000 gram and Owymorphonc production required 220,000 grams in 7011. Do. co equipment cone:trainee it la 

paaalble nom all 1001 quota el1.1 La coneurbd. 02 this la the ease, quota Vill be surrendered toter this, year 

Page 269 

(Pato Submitted Ol-APR-13lequest 10)115204

iama of Basic CXaaa oe ilat 1- Chemical (only 1 par pea-250)
Drug Scbedulo/Cfist 2ORXPAVIHE

. jKeme and Address of Realaerant

(b)(4)
3rug Code . 9330-0

juofca Year	

3EA Registration

2014

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

(b)(4);(b)(6)CenEMS-PArflflR	 (b)(4);(b)(6)
Small Addreea	 Phone Ho .

H0T2: All Quantities are to bo RsproDsad in 0rv»fl at A*ihydrgw. Acid, Bust, or Alkaloid (not *6 Sdlt»).

Quocan Previoualy rcaued by OEA
Quota Requo»tod20142 012 2013tuota alotoxy

0.0 476,000.0615, 000. 0 663.000.0

Quel a y«aC EvtluwlCiilac Preceding Year Current Year Estimates2nd Preceding YearProduction Data

inventory ao of Dec 31

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

b.In-Proce&y Material	 	

c. contained in FINISHED Dosage Forma	

>2,qoQ .u0.0 52,000.039. 060
a .oo.o o.o0.

0.0 0.00- o.o

52,000.0 az.ooo .o89,060. 0.0

Di 3poaitton (Salej /Utili ration

a.poc.eacic, 		 		

b Exports	 		

476,000. 4 76, 000.11647.0 0.0

0. 0 o.oo.o 0.0

476, 000. C0.0 476,000.0447.0

Acquisition/Product! on

a.Dorc.e3tic Sources..

b. Importatio	n	

476, 000.0476,000.00.0610, 124. <

0-00.0 D .00.0

476,000 .0 476,000.0610,324.0 0.0

If che Purpose is to Manufacture Another Substance (s) , Furnish the Pol Lowing information:
% YieldDrug code AatQunt Unsd for tbi* PurpoaaXawo of Naw Subatanco

I 201420122011

00. 00<4.774

475, «iC

133. S00<2.424sno-oHYt>K»«*fKOWE

0XY*QR?«9NE IfOH 6ALE]
127,500 Bt .009652-S

If the Purpose ia co Manufacture the Baoic Class or Liac 1 Chemical inco Dosage Forma, Furnish the Following Information!
Homo of Dosage Farm

(include product foot. I.*.. lOliii. p«cch«». «*«•

Authority to Drug Estimate fur

2014

EBtiiLftte Cor Yoar

Quota Lb Re^uaattiJ
Aoount Used Cor this Purpoaa

Mark* t Schsd 20122011

Explanation of Troop tarTrana far Regie treat |

Product Devolepcent DooagB Forp | Strength [ Colts/Batch | I ot Batches | Batch Purpose [Bptlaafd Quantity | Satlax tad completion

pate of Do a truet ion jsaplooetlon

| Stroogtb | UaiWPXg1 Total goaneityH t>t Pkga Furpojie
Packaging Product Naae

Rgaarkg 	 .	 		 ;	

Hydxomorphone production requires 256,000 grams and Oayirorphone production requires 220,000 grata In 3 01 4. Dun to equlpr^nt constraint* it J a
poanlblo not all !0tl <paot, -ill bo eoneurei. II thl. Is tho CJSS, quota vlll be Butt«nd.i«d Utar this year
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Bask Class, 0143A 

TOW PQ Atm:patted: 0000 

Company 

2011 Inau1 APQ WeAtShoe14 
FDA Pat 
I110 Est 

DEA NW, 2011 Rogues:14411Q 2013 Poised 101 2012 Sal. 2012 SEA MO Solo! 14 ni 2012 Szies Share of 2014 TatAl PQ ,o12 tr.:feat. 2013 Projected Espana 2013 PrOjetlo4 5440 2014 Psojectod Expo:rts 2011 Projosto0 Invontory Cat Using CFO 30% 0wont /40 

7.100.001005 5,410015.000 6,640,059.000 0046.059.000 ' 1000 0.000 2,170,141.000 0000 7,017,544.000 0000 2.073.040000 267,369250 7100000.000 

7100,000.000 '_,046045000 7,400,000.000 

1(b)(4),(b)(7)(E) 
Potato: 

2013 Mal 440.1 /PO: 

2013 Final Pewits/ APO: 

FDA Est VDU 2100 APO• FDA 001 

043 Est (2011 MLA APO • on En): 

0200.000000 
0.060 
0.050 
0.000 

2014 Propottd MAW APO: 7,400,000.006 
9,250.000060 wict 2S14 Duffer 

OXYCODONE (FOR CONVERSION) 
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,W ,1 1K s..:AIWZ.:4*.Y5r-„, ,,,VAiillii4TR314:tPeRlakii/V.ilitikOOTTaja:6#0 61.61504;.; 4t.).45S4g5aR 

°quest ID.116051 'Dace Submitted 30-APR-13 

ama_aLaanic_01ass or Liat 1 Chemical {only 1 per DSA-16.9) 
XZCODONE (FOR CONYERS/ONI Schedule/List Rusher 0 
me and Addreea of Reaiattent prua Code 5143-A 

(b)(4) puota Year 2014 
DBA Registration Number DX4)0X7XE) 

—NQ (b)(4);(b)(6) Ellgr etmfb)(4)PX6) 
R1222_112a 

NOTE{ All Quantities are to be Expressed  p Drams of Anhydrous Acid, Base, or Alkeloidinot de salts).
Quota° Previously Issued by DCA 

QuOtaXietory -1 2012 2013 2014 Quota Requested 

7,542,000.0 5,040,045.0 0.0 7,400,000.0 

1211uotion Data and Preceding Year let Preceding Year tetLeate for 
Current Year 

escieece for Year 
Requested 

Inventory as of Dec 31 
a.9u1k Controlled Substance/List 1 Chemical., 

b.in-Process material 
C. Contained in YINI$0130 Dosage FOrM8 

,,--- - .'• • ..'f" ... 
1,150,621.0 O. 625,098.0 625.098.0
1,219,520.0 0. 1,950,000.0 1,950,000.0 

03 0. 0.0 0.0 
2,370,141.0 D. 2,575,290.0 2,575,098,0 

piaposltion{Sale)/Atilizat£on 

a.Dorestic 

b ExpOrC0 

0.0 0.0 7,017,544.0 7.017.544.0 
B.0 0,0 0.d 0 0 

0.0 0.0 7,017,594.0 7.017.594.0 

Acquisition/Production 
a•DOmeeCiC Sources 

-i ,.',1,.... • ?"..:r.A. 
0.0 0.0, 7.400,000. 7,400,000.0 

0.0 3.4 7,400,000. 7,400,000.0 
-........... -, .1. _ , 

If the Purpose is co Manufacture Another Substance 0). Furnish the Following oformation: 

Name of New Substance Drug Amount Used for this Du sae % Yield 

2011 2012 2014 

OTYPORPRONC Imo 59101 5652-D 4.167,525 5.016,612 1,017,544 57.00 

ProdUct DeVelopoanc Daeage Perm Strength Vnits/Setch 0 of satchel, I sate' Purpose  Yet. Quantity fat, Completieo Time 

gremefer Regiettanel Sxplanatiou of Transfer 

Pato of Deatructioni lanatiou 

Packaging Product Name Strongth vg I of pkgy 1 purpose f Total Quantity 

• 

• 

* ' 

Remarks

• 

Page 271 

•v.
a.

tpate Submit ted Iaguest ID.[ll60Sl 	 _
ana of Baalc Glass or Llnfe 1 Chemical fonlv 1 per Dgh-189)

DXYCODON'E (FOR CONVERSION)	

an^ ad^Baa si Baalattaat	 		 ,

30-APR-I 3

Bchndula/Llst Bumhor £.
iruc Code 9143-AEa

2014luota Year(b)(4)
JBA Registration Nuttier ;b)(4);(b)(7)(E)

(b)(4);(b)(6)Fax. No

Phone No
(b)(4);(b)(6)

Small Address

KOTR» All Quftctitioa ACQ to be E«pgqiis«d in Oram* of Anhydrous AcldLBaa»t or Alkaloldtnot aa_Belta)
	 	 	 Quo Lac Previously Issued by PEA

Quota Requested20142012 2013iUOta History

7,400, 000-05,640, 045.0 0.07,542,000.0

Production bat* lat Preceding Year estimate for

Current Year

&3Ci*4r« for Year

acqueated

and Preceding rear

/y . » ^"s .
inventory as of Dec 51

a. Bulk Controlled Substanc«/Li&t 1 Chemical..

b. In- Process Material	 		

c. contained in FINISHED Dosage Forme	

0. 625, 096.0

L, 950,000^0
625.099.01, 150,621.

0. 1, 950,000.01,219, 520.

o7co.c0.0

2,575,099.00. 2,575, 359. C2,370. 141

Disposition {Sale} /Util ization

a . Domestic. 	 	

b Exports	 -	

0.0 7, 017, 544 0 7, 017, 544 . C0.

O.C 0.00.00.

7,017,544.0 7,017, 544 .0D. 0.0

"a.**?:-
\cqul Bit ion/Production

a. Domestic Sources..
7.400,000.0 7,400,000.00.o.c ;

7,400,000,07,400, 000 . QO.C l

FurniHh the Fallowing information:If the Purpose is to Manufacture Another Substance (s>

Amount Pa ad for this Purpose \ Yi®ldNud« of New Substance Drug
201420122011

S7.007,017,5445.036,6139652-B 4.167,525OXYKORPHOXE {FOR SA1E)

. Quantity "jgat. Coaptation TineBatch Purpose EatUnits/Batch 0 of aetchaeStrengthProduct Eavolopacne Dnaoga Form

transfer Registrant | Explanation of Traaafex

Pa to of Poat ruction f Explanation

| Tot. 3 gu.otJ.tyUnlWPKg | I ot Pkj. PurposeS txongthPackaging Product Nona

Remarks
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':,J . .̀1: - ' '-''',"4A'rk '''''' , c'F.ri 1,1"64416:641kiliRtiallilliOlkki:* 6ilikidijOg'gZ.V.irg iN'I. 4 :-A , ';'t 

°quest ID416052 bate Submitted 30-APR-13 • 

of Stain Claes or List 1 Chemigal {only 1 oar OSA:71891 _DAle 
OXYMQRPHONE (FOR SAD?) gcheduleLLiat Number 0 

and address o£ Registrant pjua Code 9652-s 
M1) Quota Year Quota Year 2014 - 201 

ZA Registration Nualber0X4)0X7YE) 

2J.Iteqt_perfflon(b)(4)X1:0(6) ax. No lbX4MX6) 
Email Addreee Phone No. 

NOM A11 Quantities are to ha amp  d in ar61118 of Anhydrouo Acid, Bass, or Alkaloi4(not as Salto). 
quotas Previously Issued by DEA 

Quota Eistory 2012 2013 . 2014 Quota Requested 

3,548,263.0 2,661,622.0 0.0 4.000.000.0 

Production Date god Preceding Year 1st Preceding Year Estimate for 
curreot Year 

isticate for Year 
A.:Noosed 

Inventory an of Dec 31 

a.aulk Controlled Substance/Lie:. 1 Chemical... s60,781.cr 
b.In-Process Material 

c. Contained in FINISHED Dosage Forms 

•,. „ .., . , • , 
325,061.0 0.0 1,273,450.0 1,273,450.0 

0.0 250,000.0 
0.0 0.0 0.0 0.0 

885.042.0 0.0 1,623,460.0 

Dispoeltion(Sale)/UtIlization 

a.Domeatic 

b Exports 

2,664,919.0 0,0 3,277,692,0 3,277,692.0 

0.0 0.0 13,0 0.0 

2,864 919.0 0.0 3.277 692,0 3,277,692.0 

Acquisition/ProductiOn 

S,DomesciC sources 

, ..k.:'-. •:;-.-• . :..t.';''.'. ' "'tP!'n.. "• ' 
0.0 0.0 4,000.'000.0 4,000,000.0 

0.0 0.0 4,000,400.0 4,000,000.0 
• :, 

It the Forpoae is co Manufacture Another Subutancela), Furnish the Following Information, 

Name of New Substance Drug ) Amount Seed for thin fur one a Yield 
I 2011 I 2012 1 2014 

Product Ds...lop:us= Dosage Form Strength Unite/Batch f of Satchea Batch Purpose Sat. Quantity Sot. Completion T£ma 

Transfer Registranil amplaoation of Troop/or 

1 Dace of Destruction! E:5planatton 

Packaging Product Name Strength Units/Pkg i f of lugs Purpose Total Quantity 

Remarks 

. . 

Page 272 

' " " ' ~ bate Submitted 'Raqueae IP.;llgQS2	 	 	 	

Wmi of Basic Claea or Lint 1 Chemical (only 1 nag PEA-189)
3XYMORPHOME (FOR SALE)	
Jama and Addreaa og Reqlatrane

30 -APR- 13

gchodule/LlBt Hgmfreg
Drug Coda 	 	
juota Year	 	

02A Registration number (b)(4);(b)(7)(E)

0_

9SS2-3
2014(b)(4)

(b)(4);(b)(6)fax. Ho(b)(4);(b)(6)
Phone Ho.Email AddraaB

. or Alkaioidfwot as gait.).
Vfnuijlv Issued by DBA

HOTBi AH Quant it ion ere to h® Bacproesec! In fltm of Anhydrous Acid, Eae»,
Quotas PW

2013 2014 Quota Requested2012Juota History
4.QQQ. 000.02, 661, 622.0 0.03,540,263 .0

estimate lor Year
ftequwuted

Est Irate lor

curreot Year

1st Preceding Year2nd Preceding YearProduction Date

Vj £_Inventory «ie o£ Dec 31

a. Bulk Controlled Subs Cane* /Mat 1 Chemical...

b. In-Process Material.. 	

c. Contained in finished Dosage Forms	 	

disposition (Sale) /Utilization

a .Domestic. 		 	 	 - •

b Exports		 		 	

aTcion/ Product Ion
a .Domestic Sources	 	 	

1. 273,450.c 1,273, 450.0325. 061.0 0.0

250, 000. C560,781.0 0.0 250,000.0

o.c0.0 	 0. 0

1, S23 .4S0.C

O.C

	

O.C385. 942.0

3, 277, 692. C3.277, 692.02, 664 ,919.0 O.C

O.CO.C 0,0O.C

3,277, 692. C3,277, 692.0O.C2, 664,9L9.C
I

i.' <' J: ?
4f 000,000.0 4,000,000.00.0.0

4,000,000.04, 000. -OOP. 0
:V

0.O.C

If the purpose is co Manufacture Another Subetance le) , Furnish the Following reformation :

Hue of Hbw Substance
I Yieldb™5 ITT Amount Ufled for tbia Purpose

I 201420122011

Quantity lEst . Ccapletlen Ti«®Batch PurposeProduct DavelopneXLC Dosage For™ | Strength Unite /Batch # of Batches

rransfar Wag la trout I Krpl&aation of tion»C«r

;

pate of DHfltructiOP |* EaplaoBtlon

| Total QuantityPurposeUnits/Phg 9 ofstrengthPackaging product Naae

Remark®
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Bask C1ase, 111,430 

Total PQ Requeste0. 98,7µ751.7f7 
20141011bl ADD Welts/meta 

412A 640 

1045 Est • 045 

Gemmel, DEA Nun 2014 Requested 900 110 201a Sasea 2012 0E410 sAir. %e4 2012 Sews Snare et 7314 rotai 00 20421nreelogy 2013 Psoyetted Espana 20f3 Pro/ea/4 Sakes 11114 Profecieci &mu 2013 Projected Irnentees 0810 Using CFR 50%,,,,,•es0 1412 

200.000 000 0.000 0.000 70.6721 22.703 0.000 2 OW 100.000 WO 0.000 . 2.200 100 800000 0000 100.000 WO 102,002000 (b)(4) (b)(7)(E) 
60E03 60.000 3.298 78072,122,709 0.000 5 018 0003 20.030 0020 013.440 60.0143 60.000 

875.500000 115.835.000 2936000 70.072122.706 0.000 0,00D 3.485.100 12.1°87%3'1 875,530.030 0000 20.000 000 741.0.3.125 701.043.125 
2.882000 WO 900,000 000 365.669000 70272,122708 0006 458006 85.E 090.207 000  0.000 2.956.000.000 0000 1.462995.000 1;3241:1. 000570 1;224.501.570 

24,000.000000 72000000.030 10,099.8661110 719872.122.750 0.230 22717910603 18.073.590.000 88,951.000 23.257,329.003 0000 8,147,670000 19.170091.2M 19.170p91 299 

64.500.000002 43,326,873.000 39262.449000 26.8r0,1z2.705 0.499 19.379084.6.34 12240.254000 0.000 53,82,11:000030:01:03 0.003 713684,562192 64.500.033 000 

1001000 

14000.000500 

5.003.00) 11,150.715 

xem000.ow 20.430277000 

10.072,121 700 9.000 

70672.122.708 0.260 

14045.340 

75.718,228.079 
:6:1: 4300..:C577:" IXOCCQMCC6

79,125990 0000 0 000 

15.057,705000 6.000.000000 23.000.000.000 0 000 25,800.074.599 

1.000000 

24,030.000 000 

875000 OW 565003 000 439.711030 78672,122708 0006 558.975,n1 140.7o4 coo 0.000 636.080.000 0000 764457.563 764,453 563 

140 TO I9 117.331,560000 92912768.000 119.116,785.448 111,241.110.557 

2011 FlnaJ initial APO: 106.300010.000 
2013 Fb Revisal APO: 0000 

Esti: 0050 

Ills tat /0013 018111 AP0' 110 E417 157.189600000 

2014 Pcosamsest0411.11ADD 119300000 WO 

119.375.000 000 v47125%0.9/1

OXYC000NS (FOR SALE) 

Page 273 

r c r
2P14 fnWal APOBute Ctaf.

Total PQ RKjuoitsC.

S143-3

roAEic

(MS Est

». 744,757.71 7

• <W5

50l«Sale« 2012 DEAUO Sate* *<XMt2SjilM Sluv at 2D14 Total PQ 2012 IftWUxy 2513 Pio*a«U»d Z» porta 20 13 Project*! Satot 201* pro)*«teiJ D»i>o<t« 2013 Pio>-eteJ Inventor* Calc UaWiQ CFR SO* (n-wil

o.oco

A990

2336.000

365.669 000

VGPEA Mum. 2014 R«QU4»tod «Q

200.00C 000

60 too

87S.MOOW

2.8aC.O»WO

24.000.000 00)

64.500 000000

I.OOO.OOO

24.000 C00 WO
«7S.WW«te

MQCompany

1DODOO.OCW

20.000

67S.500.000

2.9W.OOOOOO

33257.123 000

5W2D.003 000

1,000 000

23.000.000.000

639.00fl.00C

OOQC

OOJQ

c.«o

0 W0

oooo

COM

OOOO

0 000

OOOO

100.003 tOO

033.440

20.000 000

1,462.095.000

8,147,07000

16.OM.OOQ MO

35,000 COO

1D.O00.00O.COO

T4a500CTO

100.000 003

80 0CO

761.043. 125

1,924^01.570

19.170.09V299

70.644.562292

1.000000

25.MC.074.599

764.4S2.563

1CC.003000

6000O

7Bt.043.l25

1.934AJ1.570

19.170.091 299

64.500.000 000

1.000 000

24.030.000 000

764,492 t€3

o.ooo

303439

3.685. 1CO 1 2.107.000

4S0.W6 B 46 890.207 000

22.7 17.9 18.640 iBOn.59C.OOO

49.3».fld4M4 12.540,2^4 000

14.04S.94Q 29VM5 W0

25. 710.226.079 15.557,703 000

551.926251 140.704 «0

- D COO

0 MO

o.cco

. 0C00

88.954.000

OOOO

Q,K0

fl.CtX7.000 0CC

O.OCO

(b)(4);(b)(7)(E) 70.672.122-708

76.672.122/709

70.672.122-706

70fi72,1 2370ft

79.072.122 7C8

70.675,122.700

f0.072. 122 TOO
70.672.122708

70,673,122.700

0.000

cxoo

0 000

0QQ5

0.230

0.499

0,000

0.260

0 006

QOOO

5 018

0.000

60.000

K5.ew.000

900.000000

22.0CW.000BOO 1^099.080 000

43,326.873.WO 3«®1445 OW

5000.000 11.1 &0. 710

Jfl.000.OCC WO 20.* 90.277.000

?6a.OCH OOO 4 19.731 COO

1 19.41 5.785.448 111.241.140S57117.331,560000 92.912760 OCOWO Te**rt:

20l3FMI1ni«aJ APQ:

2013 Final Revtwi flPCR

Ell]:

(WS fc«t {2013 InWat APQ " 1MS Eft):

10S.200.CCO.CCO

0000

oooo

llJ.4S9.6CO XQ

2014 Propo*d1nrtU<APO: 119.300.0M MO

149.375.DOC XO 25* tjuttei

OXYCODONE (FOR SALE)
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2014 Proposed Established Aggregate Production Quotas 

• 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 2014 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. 

• 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 changes from the 2013 proposed revised AAN & 

APQ values: 

Schedule I substances 
• DEA is proposing to establish the APQ for I-(1-phenylcyclohexyl)pyrrolidine, codeine 

methylbromide, dipipanone, fenethylline, morphine methylbromide, morphine methylsulfonate, 
n-ethyl-l-phenylcyclohexylamine, parahexyl for the first time in this FR. In previous years these 

substances have been established at zero. The change is based on receiving requests from bulk 

manufacturers for these substances. The manufacturing of these substances will be used for 

analytical standards, reference, and research material. 

• DEA is proposing to establish the APQ for betamethadol at zero, although a quota was established in 

2013. This is based on receiving zero requests for this substance for the 2014 calendar year. 

• The APQ for gamma-hydroxybutyric acid (GHB) is proposed to accommodate a new bulk 
manufacturer that will supply a dosage form manufacturer bringing the first generic GHB product to 

market. FDA approval for the generic product is expected in late 2013. 

• The APQ for 2-(2,5-dimethoxy-4-(n)-propylphenyl)ethanamine (2C—P), 2-(2,5-dimethoxy-4-
ethylphenyl)ethanamine (2C—E), 2-(2,5-dimethoxy-4-methylphenyBethanamine (2C—D), 
dimethoxy-4-nitro-phenyBethanamine (2C—N), 2-(2,5-dimethoxyphenyOethanamine (2C—H), 2-(4-
chloro-2,5-dimethoxyphenyl)ethanamine (2C—C), 2-(4-iodo-2,5-dimethoxyphenyl)ethanamine (2C—

I), 2,5-dimethoxy-4-ethylamphetamine (DOET), 2,5-dimethoxy-4-n-propyithiophenethylamine, 2,5-

dimethoxyamphetamine, 2-[4-(ethylthio)-2,5-dimethoxyphenyllethanamine (2C—T-2), 244-
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>1. • Section 306(a) of the Controlled Substances Act (CSA) requires the Attorney Genera! to establish

limits on the production of each basic class of schedule I and II controlled substances and for the list

1 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 2014 aggregate production quotas (APQ) for each basic class of schedule I and II controlled
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phenylpropanolamine, and pseudoephedrine for which the United States has medical, scientific,
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• 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.

• 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 changes from the 2013 proposed revised AAN &

APQ values:

Schedule I substances

• DEA is proposing to establish the APQ for L-(l-phenylcyclohexyl)pyrrolidine, codeine

methylbromide, dipipanone, fenethylline, morphine methylbromide, morphine methylsulfonate,

n-ethyl-l-phenylcyclohexylamine, parahexyl for the first time in this FR. In previous years these

substances have been established at zero. The change is based on receiving requests from bulk

manufacturers for these substances. The manufacturing of these substances will be used for

analytical standards, reference, and research material.

• DEA is proposing to establish the APQ for betamethadol at zero, although a quota was established in

2013. This is based on receiving zero requests for this substance for the 2014 calendar year.

• The APQ for gamma-hydroxybutyric acid (GHB) is proposed to accommodate a new bulk

manufacturer that will supply a dosage form manufacturer bringing the first generic GHB product to

market. FDA approval for the generic product is expected in late 2013.

• The APQ for 2-(2,5-dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P), 2-(2,5-dimethoxy-4-

ethylphenyl)ethanamine (2C-E), 2-(2,5-dimethoxy-4-methylphenyl)ethanaminc (2C-D), 2-(2,5-

dimethoxy-4-nitro-phenyl)ethanamine (2C-N), 2-(2,5-dimethoxyphenyl)ethanamine (2C-H), 2-(4-

chloro-2,5-dimethoxyphenyl)ethanamine (2C-C), 2-(4-iodo-2,5-dimethoxyphenyl)ethanamine (2C-

I), 2,5-dimethoxy-4-ethylamphetamine (DOET), 2,5-dimethoxy-4-n-propylthiophenethylamine, 2,5-

dimethoxyamphetamine, 2-[4-(ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2), 2-[4-
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(isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C—T--4), 3,4-methylenedioxyamphetamine 
(MDA), 3,4-methylenedioxy-n-methylcathinone (methylone), 3,4-methylenedioxy-n-
ethylamphetamine (MDEA), 3,4-methylenedioxypyrovaleroue (MDPV), 3,4,5-
trimethoxyamphetamine, 4-bromo-2,5-dimethoxyamphetamine (DOB), 4-bromo-2,5-
dimethoxyphenethylamine (2-CB), 4-methoxyamphetamine, 4-methylaminorex, 4-methy1-2,5-
dimethoxyamphetamine (DOM), 4-methyl-n-methylcathinone (mephedrone), 5-methoxy-3,4-
methylenedioxyamphetamine, 5-methoxy-n,n-diisopropyltryptamine, 5-methoxy-n,n-
dimethyltryptamine, alpha-ethyltryptamine, alpha-methyltryptamine (AMT), aminorex, 
diethyltryptamine, dimethyltryptamine, mescaline, methcathinone, n-henzylpiperazine, 
n,n-dimethylamphetamine, n-ethylamphetamine, n-hydroxy-3,4-methylenedioxyamphetamine, 
psilocybin, and psilocyn were increased. The manufacturing of these substances will be used for 
analytical standards, reference, and research material. There are new DEA registrant(s) entering the 
reference standard market at the bulk manufacturing level and caused increased requests for research 
material. 

• The APQ for codeine-n-oxide, hydromorphinol, and morphine-n-oxide were decreased. The 
decrease is due to lower quantities being requested from the bulk manufacturers who require this 
material for analytical and reference standards. 

Schedule II substances 
• The APQ for amphetamine (for sale), lisdexamfetamine, morphine (for sale), nabilone, opium 

(powder), oxymorphone (for sale), and tapentadol are proposed to accommodate increased 
registrants' requirements based on FDA granting new generic manufacturers access to market, 
registrants exporting to new markets overseas, and changes in domestic market demands. 
Amphetamine (for sale) manufacturing has high losses due to the isomer isolation, i.e., d-

amphetamine from the racemic (d,l-amphetamine) mixture. 

• The APQ for 1-piperdinocyclohexanecarbonitrile (PCC), alfentanil, codeine (for conversion), 

codeine (for sale), dihydrocodeine, levorphanol, meperidine, methadone (for sale), methadone 

intermediate, methamphetamine, opium (tincture), oxycodone (for conversion), oxycodone (for 

sale), oxymorphone (for conversion), pentobarbital, and phencyclidine were decreased. The 

proposed values are determined from a review of the requested API quantities and subsequent 

registrant requests. 

• The APQ for 4-anilino-n-phenethy1-4-piperidine (ANPP), noroxymorphone (for conversion), and 

phenylacetone were increased due to the increased sales of the controlled substances that utilize 

them as the starting material. These controlled substances include: amphetamine (for conversion), 

amphetamine (for sale), fentanyl, lisdexamfetamine, and nal-based non-controlled drugs. 

List I Chemicals 
• Pseudoephedrine (for conversion), for which DEA does not typically establish an AAN, was added 

to the 2014 AAN because a registrant requested small amounts for product development efforts for a 

feasibility study for the conversion of pseudoephedrine to methamphetamine. 

• The proposed AAN for ephedrine (for sale), phenylpropanolamine (for sale), and pseudoephedrine 

(for sale) have decreased based on registrant demand. 
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material.

• The APQ for codeine-n-oxide, hydromorphinol, and morphine-n-oxide were decreased. The
decrease is due to lower quantities being requested from the bulk manufacturers who require this '
material for analytical and reference standards.

Schedule II substances

• The APQ for amphetamine (for sale), lisdexamfetamine, morphine (for sale), nabilone, opium
(powder), oxymorphone (for sale), and tapentadol are proposed to accommodate increased
registrants' requirements based on FDA granting new generic manufacturers access to market,
registrants exporting to new markets overseas, and changes in domestic market demands.
Amphetamine (for sale) manufacturing has high losses due to the isomer isolation, i.e., d-
amphetamine from the racemic (d,l-amphetamine) mixture.

• The APQ for 1-piperdinocyclohexanecarbonitriie (PCC), alfentanil, codeine (for conversion),
codeine (for sale), dihydrocodeine, levorphanol, meperidine, methadone (for sale), methadone
intermediate, methamphetamine, opium (tincture), oxycodone (for conversion), oxycodone (for
sale), oxymorphone (for conversion), pentobarbital, and phencyclidine "were decreased. The
proposed values are determined from a review of the requested API quantities and subsequent
registrant requests.

• The APQ for 4-anilino-n-phcnethyl-4-piperidine (ANPP), noroxymorphone (for conversion), and
phenylacetone were increased due to the increased sales of the controlled substances that utilize
them as the starting material. These controlled substances include: amphetamine (for conversion),
amphetamine (for sale), fentanyl, lisdexamfetamine, and nal-based non-controlled drugs. -

List I Chemicals

• Pseudoephedrine (for conversion), for which DEA does not typically establish an AAN, was added
to the 2014 AAN because a registrant requested small amounts for product development efforts for a
feasibility study for the conversion ofpseudoephedrine to methamphetamine.

• The proposed AAN for ephedrine (for sale), phenylpropanolamine (for sale), and pseudoephedrine
(for sale) have decreased based on registrant demand.
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Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3781 

Proposed Aggregate Production Quotas for Schedule I and U Controlled Substances and 
Proposed Assessment of Annual Needs for the List I Chemicals Ephedrine, 

Pseudoephedrine, and Phenylpropanolamine for 2014 

AGENCY: Drug Enforcement Administration (DEA), Department ofJustice. 

ACTION: Notice with request for comments. 

SUMMARY: This notice proposes initial year 2014 aggregate production quotas for controlled 

substances in schedules I and 11 of the Controlled Substances Act (CSA) and assessment of 

annual needs for the list I chemicals ephedrine, pseodoephedrine, and phenylpropanolamine. 

DATES: Electronic comments must be submitted and written comments must be postmarked on 

or before [INSERT 30 DAYS FROM DATE OF PUBLICATION]. 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-378" on all electronic and written correspondence. DEA encourages that all comments be 

submitted electronically through http://www.regulations.gov using the electronic comment form 

provided on that site. An electronic copy of this document is also available at 

http://www.regulations.gov for easy reference. Paper comments that duplicate the electronic 

submission are not necessary as all comments submitted to www.regulations.gov will be posted 

for public review and are part of the official docket record. Written comments submitted via 

1.
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Billing Code 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

(Docket No. DEA-378]

Proposed Aggregate Production Quotas for Schedule l and II Controlled Substances and

Proposed Assessment of Annual Needs for the List I Chemicals Ephedrine,

Pseudoephedrine, and Phenylpropanolamine for 2014

AGENCY: Drug Enforcement Administration (DEA), Department ofjJustice.

ACTION: Notice with request for comments.

SUMMARY: This notice proposes initial year 2014 aggregate production quotas for controlled

r
substances in schedules 1 and II of the Controlled Substances Act (CSA) and assessment of

annual needs for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine.

DATES: Electronic comments must be submitted and written comments must be postmarked on

or before [INSERT 30 DAYS FROM DATE OF PUBLICATION] . 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-378" on all electronic and written correspondence. DEA encourages that all comments be

submitted electronically through http://www.reguladons.gov using the electronic comment form

provided on that site. An electronic copy of this document is also available at

http://www.regulations.gov for easy reference. Paper comments that duplicate the electronic

submission are not necessary as all comments submitted to www.regulations.gov will be posted

for public review and are part of the official docket record. Written comments submitted via
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regular or express mail should be sent to the Drug Enforcement Administration, Attention: DEA 

Federal Register Representative/ODL, 8701 Morrissette Drive, Springfield, VA 22152. 

FOR FURTHER INFORMATION CONTACT: John W. Partridge, Executive Assistant, 

Office of Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, 

Springfield, VA 22152, Telephone: (202)307-7165. 

SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

All comments received are considered part of the public record and made available for 

public inspection online at http://www.regulations.gov and in the DEA's public docket. Such 

information includes personal identifying information (such as your name, address, etc.) 

voluntarily submitted by the commenter. 

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 posted online or made available in the public docket 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 posted online or made available in the public docket, 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. 
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Personal identifying information and confidential business information identified and 

located as set forth above will be redacted, and the comment, in redacted form, will be posted 

online and placed in the DEA's public docket file. The Freedom of Information Act applies to all 

comments received. If you wish to inspect the agency's public docket file in person by 

appointment, please see the FOR FURTHER INFORMATION CONTACT paragraph. 

Background 

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 by 28 CFR 0.100. The Administrator, in turn, has 

redelegated this function to the Deputy Administrator, pursuant to 28 CFR 0.104. 

The proposed year 2014 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 2014 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 phenylpropanolaminc 

but do not include imports of controlled substances for use in industrial processes. 

In determining the proposed 2014 aggregate production quotas and assessment of annual 

needs, DEA has taken into account the criteria that 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). DEA proposes the aggregate production quotas and assessment of annual 

needs for 2014 by considering (I) total net disposal of the class or chemical by ail manufacturers 
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Persona] identifying information and confidential business information identified and

located as set forth above will be redacted, and the comment, in redacted form, will be posted

online and placed in the DEA's public docket file. The Freedom of Information Act applies to all

comments received. If you wish to inspect the agency's public docket file in person by

appointment, please see the FOR Further Information Contact paragraph.

Background

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 by 28 CFRO.lflO. The Administrator, in turn, has

redelegated this function to the Deputy Administrator, pursuant to 28 CFR 0.104.

The proposed year 20 14 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 2014 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.

In determining the proposed 2014 aggregate production quotas and assessment of annual

needs, DEA has taken into account the criteria that 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 21 CFR 1315.1 1 (assessment of annual needs for ephedrine, pseudoephedrine, and

phenylpropanolamine). DEA proposes the aggregate production quotas and assessment of annual

needs for 2014 by considering (1) total net disposal of the class or chemical by all manufacturers
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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 pursuant to 21 CFR 1303.12, 13 1532, 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 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 2014 assessment of annual needs, DEA used the calculation methodology previously 

described in the 2010 and 20 11 assessment of annual needs (74 FR 60294 and 75 FR 79407, 

respectively). 

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, DEA proposes to include in all schedule II aggregate production quotas, and certain 

schedule 1 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. 

DEA expects that maintaining this reserve in certain established aggregate production quotas will 
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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 ofall substances manufactured from the class or chemical, and trends in inventory
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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 

DEA. DEA does not anticipate utilizing the reserve in the absence of these circumstances. 

The Deputy Administrator, therefore, proposes that the year 2014 aggregate production 

quotas and assessment of annual needs for the following schedule I and II controlled substances 

and for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, expressed in 

grams of anhydrous acid or base, be established as follows: 

Basic Class — Schedule 1 Proposed 2014 Quotas 

(1-Penty1-11-1-indol-3-y1)(2,2,3,34etramethylcyclopropyOmethanone 

(UR-144) 
15 g 

[1-(5-fluoro-penty1)-1H-indol-3 -y1](2,2,3,3- 
tetramethylcyclopropyl)methanone (XLRI I ) 

15 g 

1-(I-Phenylcyclohexyl)pyrrolidine 10 g 

1-(5-Fluoropenty1)-3-(1-naphthoyDindole (AM2201) 45 g 

1(5-Fluoropenty1)-3-(2-iodobenzoyDindole (AM694) 45 g 

141-(2-Thienyl)cyclohexyl]piperidinc 5 g 

1-12-(4-Morpholinypethyq-3-(1-naphthoypindole (JWN-200) 45 g 

I -Buty1-3-(1-naphthoyDindole (JWN-073) 45 g 

I-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and RCS-8) 45 g 

1-11exy1-3-(1-naphthoyl)indole (JWN-019) 45 g 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 g 

1-Penty1-3-(1-naphthoyl)indole (JWF1-018 and AM678) 45 g 

1-Penty1-3-(2-chlorophenylacetypindole (JWN-203) 45 g 

1-Penty1-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 g 

1-Penty1-3-(4-chloro-l-naphthoyflindole (JWH-398) 45 g 

1-Pcnty1-3-(4-methyl-l-naphthoy)indole (1WH-122) 45 g 

1-Penty1-3-[(4-methoxy)-benzoyllindole (SR-19, RCS-4) 45 g 

I -Penty1-311-(4-methoxynaphthoyl)]indole (JWH-081) 45 g 

2-(2,5-Dimethoxy-4-(n)-propylphenypethanamine (2C—P) 30 g 

2-(2,5-Dimethoxy-4-ethylphenyflethanamine (2C—E) 30 g 

2-(2,5-Dimethoxy-4-methylphenypethanamine (2C—D) 30 g 

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C—N) 30 g 

2-(2,5-Dimethoxyphcnyl)ethanamine (2C—H) 30 g 

2-(4-Chloro-2,5-dimethoxyphenyeethanamine (2C—C) • 30 g 

2-(4-lodo-2,5-dimethoxyphcnypethanamine (2C-1) 30 g 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 g 
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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

DEA. DEA does not anticipate utilizing the reserve in the absence of these circumstances.

The Deputy Administrator, therefore, proposes that the year 2014 aggregate production

quotas and assessment of annual needs for the following schedule I and II controlled substances

and for the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, expressed in

grams ofanhydrous acid or base, be established as follows:

Proposed 2014 QuotasBasic Class - Schedule I

(l-Pentyl-lH-indol-3-yl)(2,2,3,3-tetramethylcyclopropyI)methanonc

(UR-144) "
15 g

[l-(5-fluoro-pentyl)-lH-indol-3-yl](2,2,3,3-

tetramethylcyclopropyl)methanone (XLR1 1 )

15 g

lOgl-(l-Phenylcyclohexyl)pyrrolidine

45 gI -(5-Fluoropentyl)-3-( 1 -naphthoyl)indole (AM2201)
45 gl-(S-Fluoropentyl)-3-(2-iodobenzoyl)indo]e (AM694)

5gl-[l-(2-Thienyl)cyclohexyl]piperidinc

|-[2-(4-Morpholinyl)ethyt]-3-(I-naphthoyl)indole (JWH-200)	

l-Butyl-3-(l-naphthoyl)indole (JWH-073)

l-CycIohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-1 8 and RCS-8)

45 g

45 g

45 g

45 gl-ITexyl-3-(l-naphthoyl)indole(JWH-019)	

1 -Methy[-4-phcnyl-4-propionoxypiperidine	

l-Pentyl-3-(l-naphthoyl)indole (JWH-01 8 and AM678)

l-Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203)

l-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250)

l-Pentyl-3-(4-chloro-l-naphthoyl)indole (JWH-398)

l-Pentyl-3-(4-methyl-l-naphthoyl)indole (JWH-122)

l-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4)

1-Pentyl-3-[l-(4-methoxynaphthoyl)]indole (JWH-081)

2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanamine (2C-P)

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E)

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D)

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N)

2-(2,5-Dimethoxyphcnyl)ethanamine (2C-H)	

2-(4-Chloro-2,S-dimethoxyphenyl)ethanamine (2C-C) '

2-(4-Iodo-2,S-dimethoxyphcnyl)ethanamine (2C-I)	

2g
45 g

45 g

45 g

45 g

45 g

45 g

45 g

30 g

30 g

30 g

30 g

30 g

30 g

30 g

25 g2,5-Dimethoxy-4-ethylamphetamine (POET)
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2,5-Dimethoxy-4-n-propyithiophenethylamine 25 g 

2,5-Dimethoxyatnphetamine 25 g 

2[4-(Ethylthio)-2,5-dimethoxyphenyliethanamine (2C—T-2) 30 g 

2[4-(lsopropylthio)-2,5-dimethoxyphenygethanamine (2C—T-4) 30 g 

3,4,5-Trithethoxyamphetamine 25 g 

3,4-Methylenedioxyamphetamine (MDA) 55 g 

3,4-Methylenedioxymethamphetamine (MDMA) 50 g 

3,4-Methylenedioxy-N-ethylamphetarnine (MDEA) 40 g 

3,4-Methylenedioxy-N-methylcathinone (methylone) 50 g 

3,4-Methylenedioxypyrovalerone (MDPV) 35 g 

3-Methylfentanyl 2 g 

3-Methylthio£entanyl 2 g 

4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 g 

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 g 

4-Methoxyamphetamine 100 g 

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 g 

4-Methylaminorex 25 g 

4-Methyl-N-methylcathinone (mephedrone) 45 g 

5-(1,1-Di methyl hepty1)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 68 g 

5-(1,1-Dimethylocty1)-2-[(1R,3S)-3-hydroxycyclohexyl]-Phenol 

(cannabicyclohexanol or CP-47, 497 C8-homolog) 
53 g 

5-Methoxy-3,4-methyrenedioxyamphetamine 25 g 

5-Methoxy-N,N-diisopropyltryptamine 25 g 

5-Methoxy-N,N-dimethyltryptamine 25 g 

Acetyl-alpha-methylfentanyl 2 g 

Acetyldihydrocodeine 2 g 

Acetylmethadol 2 g 

Allylprodine 2 g 

Alphacetylmethadol 2 g 

Alpha-ethyltryptamine 25 g 

Alphameprodine 2 g 

Alphamethadol , 2 g 

Alpha-methylfentanyl 2 g 

Alpha-methylthiafentanyl 2 g 

Alpha-methyltryptamine (AMT) 25 g 

Aminorex 25 g 

Benzylmorphine 2 g 

Betacetylmethadol 2 g 

Beta-hydroxy-3-methylfentanyl 2 g 

Beta-hydroxyfentanyl 2 g 

Betameprodine • 2 g 

6 

Page 287 

/

25 g2,5-Dimethoxy-4-n-propylthiophenethylamine

25 g2,5-Dimethoxyamphetamine

30 g2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)

2-[4-(lsopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) 30 g

25 g3,4,5-Trimethoxyamphetamine

55 g3,4-Methylenedioxyamphetamine (MDA)

50 g3,4-Methyienedioxymethamphetamine (MDMA)

3,4-Methylenedioxy-N-ethylamphetamine (MDEA)

3,4-Methylenedioxy-N-methylcathinone (methylone)

3,4-Methylenedioxypyrovalerone (MDPV)	

3-Methylfentanyl 	 	

40 g

SOg

35 g

2 g

2 g3-Methylthiofentanyl

25 g4-Bromo-2,5-dimethoxyamphetamine (DOB)

4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 g

100 g4-Methoxyamphctamine

25 g4-Methyl-2,5-dimethoxyamphetamine (DOM)

25 g4-Methylaminorex	 		

4-Methyl-N-methylcathinone (mephedrone)

5-(l)l-Dimethylheptyl)-2-[(lR,3S)-3-hydroxycyclohexyl]-pheno!

5-(l,l-Dimcthyloctyl)-2-[(lR,3S)-3-hydroxycyclohexyl]-phenol

(cannabicyclohexanol or CP-47, 497 C8-homolog)	
5-Methoxy-3,4-methy[enedioxyamphetamine 	

5-Methoxy-N,N-diisopropyltryptamine	 	

5-Methoxy-N,N-dimethyltryptamine	

Acetyl-alpha-methylfentanyl 	

45 g

68 g

53 g

25 g

25 g

25 g

2 g

2 gAcetyldihydrocodeine

2 gAcetylmethadol

2 gAllylprodine

2 gAlphacetylmethadol
25 gAlpha-ethyltryptamine

2 gAlphameprodine

2 gAlphamethadol

2gAlpha-methylfentanyl

2 gAlpha-methyithiofentanyl

25 gAlpha-methyltryptamine (AMT)

25 gAminorex

2 gBenzylmorphine

2 gBetacetylmethadol

2 gBeta-hydroxy-3-methylfentanyl

2 gBeta-hydroxyfertanyl

2 gBetameprodine '
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Betaprodine 2 g 

Bufotenine 3 g 

Cathinone 26 g 

Codeine Methylbromide 5 g 

Codeine-N-oxide 200 g 

Desomorphine 5 g 

Diethyltryptamine 25 g 

Difenoxin 50 g 

Dihydromorphine 3,300,000 g 

Dimethyltryptamine 25 g 

Dipipanone 5 g 

Fenethylline 5 g 

Gamma-hydroxybutyric acid 70,250,000 g 

Heroin 25 g 

Hydromorphinal 2 g 

Hydroxypethidine ' 2g 

Ihogaine 5 g 

Lysergic acid diethylamide (LSD) 30 g 

Marihuana 21,000 g 

Mescaline 25 g 

Methaqualone 10 g 

Methcathinone 25 g 

Methyldihydromorphine 2 g 

Morphine Methylbromide 5 g 

Morphine Methylsulfonate 5 g 

Morphine-N-oxide • 175 g 

N-(1-adamanty1)-1-penty1-1H-indazole-3-carboxamide (AKB48) 15 g 

N-Benzylpiperazine 25 g 

N,N-Dimethylamphetamine 25 g 

N-Ethyl-l-phenylcyclohexylamine 5 g 

N-Ethylamphetamine 24 g 

N-Hydroxy-3,4-methylenedioxyamphetamine 24 g 

Noracymethadol 2 g 

Norlevorphanol 52 g 

Normethadone 2 g 

Normorphine 18 g 

Para-fluorofentanyl 2 g 

Parahexyl 5 g 

Phenomorphan 2 g 

Pholcodine 2 g 

Properidine 2 g 
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2gBctaprodine

3gBufotenine

26 gCathinone

5gCodeine Methylbromide

200 gCodeinc-N-oxide

5gDesomorphine

25 gDiethyltryptamine

50 gDifenoxin

3,300,000 gDihydromorphine

25 gDimethyltryptamine

5gDipipanone

5 gFenethylline

70,250,000 gGamma-hydroxybutyric acid

25 gHeroin

2 gHydromorphinol

' 2 gHydroxypethidine

5 gIbogaine

30 gLysergic acid diethylamide (LSD)

2 1,000 gMarihuana

25 gMescaline

10gMethaqualone

25 gMethcathinone

2 gMethyldihydromorphine

5gMorphine Methylbromide

5 gMorphine Methylsulfonate
175 gMorphine-N-oxide

•5 gN-( I -adamantyl)- 1 -pentyl-lH-indazole-3-carboxamide (AKB48)
25 gN-Benzylpiperazine

25 gN,N-Dimethylamphetamine

5gN-Ethyl- 1 -phenylcyclohexylamine
24 gN-Ethylamphetamine

24 gN-Hydroxy-3,4-methylenedioxyamphetamine

2 gNoracymethadol

52 gNorlevorphanol

2 gNormethadone

18 gNormorphine

2gPara-fluorofentanyl

5gParahexyl

2 gPhenomorphan

2gPhoicodine

2 gProperidine
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Psilocybin 30'g 

Psilocyn 30 g 

Tetrahydrocannabinols 491,000 g 

Thiofentanyl 2 g 

Tilidine 10 g 

Trimeperidine 2 g 

Basic Class — Schedule II Proposed 2014 Quotas 

I-Phenylcyclohexylamine 3 g 

1-Piperdinocyclohexanecarbonitrile (PCC) 3 g 

4-Anilino-N-phenethy1-4-piperidine (ANPP) 2,687,500 g 

Alfentanil 17,625 g 

Alphaprodine 1 g 

Amobarbital 9 g 

Amphetamine (for conversion) 18,375,000 g 

Amphetamine (for sale) 49,000,000 g 

Carfentanil 6 g 

Cocaine 240,000 g 

Codeine (for conversion) 68,750,000 g 

Codeine (for sale) 46,125,000 g 

Dextropropoxyphene 19 g 

Dihydrocodeine 100,750 g 

Diphenoxylate 750,000 g 

Ecgonine 127,500 g 

Ethylmorphine 3 g 

Fentanyl 2,108,750 g 

Glutethimide" 3 g 

Hydrocodone (for sate) 99,625,000 g 

Hydromorphone 5,968,750 g 

Isomethadone 5 g 

Levo-alphacetylmethadol (LAAM) 4 g 

Levomethorphan 6 g 

Leyorphanol 2,000 g 

Lisdexamfetamine 23,750,000 g 

Meperidine 6,250,000 g 

Meperidine Intermediate-A 6 g 

Meperidine Intermediate-B 11 g 

Meperidine Intermediate-C 6 g 

Metazocine 6 g 

Methadone (for sale) 31,875,000 g 
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30 gPsilocybin

30 gPsilocyn

491,000 gTetrahydrocannabinols

2gThiofentanyl

lOgTilidine

2gTrimeperidine

Proposed 2014 QuotasBasic Class - Schedule II

3g1 -Phenylcyclohexylamine

3 g1-Piperdinocyclohexanecarbonitrile (PCC)

2,687,500 g4-Anilino-N-phenethyl-4-piperidine (ANPP)

17,625 gAlfentanil

"3gAlphaprodine

9gAmobarbital

1 8,375,000 gAmphetamine (for conversion)

Amphetamine (for sale) 49,000,000 g

6 gCarfentanil

240,000 gCocaine

68,750,000 gCodeine (for conversion)

46,125,000 gCodeine (for sale)

19 gDextropropoxyphene

100,750 gDihydrocodeine

750,000 gDiphenoxylate

127,500 gEcgonine

3gEthylmorphine

2,108,750 gFentanyl

3 gGlutethimide"

99,625,000 gHydrocodone (for sale)

5,968,750 gHydromorphone

5g •Isomethadone

4gLevo-alphacetylmethadol (LAAM)

6gLevomethorphan

2,000 gLevorphanol

23,750,000 gLisdexamfetamine

6,250,000 gMeperidine

6gMeperidine Intermediate-A

Meperidine Intcrmediate-B Hg
6gMeperidine Intermediatc-C

6gMetazocine

3 1 ,875,000 gMethadone (for sale)
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Methadone Intermediate 38,875,000 g 

Mothamphetamine 3,911,375 g 

[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 

2,600,000 grains for methamphetamine mostly for conversion to a schedu e III product; and 61,375 

grams for methamphetamine (for sale)] 
Methylphenidate 96,750,000 g 

Morphine (for conversion) 91,250,000 g 

Morphine (for sale) 62,500,000 g 

Nabilone 30,375 g 

Noroxymorphone (for conversion) 12,250,000 g 

Noroxymorphone (for sale) 1,262,500 g 

Opium (powder) 112,500 g 

Opium (tincture) 625,000 g 

Oripavine 22,750,000 g 

Oxycodone (for conversion) 9,250,000 g 

Oxycodone (for sale) 149,375,000 g 

Oxymorphone (for conversion) 17,250,000 g 

Oxymorphone (for sale) 7,750,000 g 

Pentobarbital 35,000,000 g 

Phenazocine 6 g 

Phencyclidine 6 g 

Phenmetrazine 3 g 

Phenylacetone 29,980,050 g 

Racemethorphan 3 g 

Remifentanil 3,750 g 

Secobarbital 215,003 g 

Sufentanil 6,255 g 

Tapentadol • 17,500,000 g 

Thebaine ' 145,000,000 g 

Basic Class — List I Chemicals Proposed 2014 Quotas 

Ephedrine (for conversion) 15,100,000 g 

. Ephedrine (for sale) Z900,000 g 

Phenylpropanolamtne (for conversion) 25,700,000 g_ 

Phenylpropanolimine (for sale) 5,300,000 g 

Pseudoephedrine (for conversion) 5,000 g 

Pseudoephedrine (for sale) 156,000,000 g 
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38,875,000 gMethadone Intermediate

3,91 1,375 gMethamphetamine

[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product;
2,600,000 grains for methamphetamine mostly for conversion to a schedule III product; and 6 1 ,375
grams for methamphetamine (for sale)]
Methylphenidate 96,750,000 g

91,250,000 gMorphine (for conversion)

62,500,000 gMorphine (for sale)

30,375 gNabilone

12,250,000 gNoroxymorphone (for conversion)

Noroxymorphone (for sale) 1,262,500 g

' 112,500 gOpium (powder)

Opium (tincture) 625,000 g

22,750,000 gOripavine

9,250,000 gOxycodone (for conversion)

149,375,000 gOxycodone (for sale)

1 7,250,000 gOxymorphone (for conversion)

7,750,000 gOxymorphone (for sale)

35,000,000 gPentobarbital

6gPhenazocine

6gPhencyclidine

3 gPhenmetrazine

29,980,050 gPhenylacetone

3 gRacemethorphan

3,750 gRemifentanil

215,003 gSecobarbital

6,255 gSufentanil

17,500,000 gTapentadol •

145,000,000 gThebaine '

Proposed 2014 QuotasBasic Class - List I Chemicals
15, 100,000gEphcdrine (for conversion)	

• Ephedrine (for sale) ' -

Phenylpropanolamine (for conversion)
Phenylpropanolamine (for sale)	

Pseudoephedrine (for conversion)

2;90Q,000 g

25,700,000 g

5,300,000 g

5,000 g
156,000,000 gPseudoephedrine (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 be established 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 2014 aggregate production quotas and 

assessment of annual needs as needed. 

Comments 

Pursuant to 21 CFR 1303.11 and 21 CFR 1315.11, 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. In the event the Deputy Administrator decides in his sole discretion to hold 

such a hearing, the Deputy Administrator will publish a notice of any such hearing in the Federal 

Register. After consideration of any comments and after a hearing, if one is held, the Deputy 

Administrator will publish in the Federal Register a Final Order establishing the 2014 aggregate 

production quota for each basic class of controlled substance and assessment of annual needs for 

the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine. 

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 be established 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 2014 aggregate production quotas and

assessment of annual needs as needed.

Comments

Pursuant to 21 CFR 1303.11 and 21 CFR 1315.1 1, 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. In the event the Deputy Administrator decides in his sole discretion to hold

such a hearing, the Deputy Administrator will publish a notice ofany such hearing in the Federal '

Register. After consideration of any comments and after a hearing, if one is held, the Deputy

Administrator will publish in the Federal Register a Final Order establishing the 2014 aggregate

production quota for each basic class of controlled substance and assessment of annual needs for

the list I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine.

Thomas M. Harrigan

Deputy Administrator
Dated:
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OC: 

00: 

OD/D: 

ODX: 

ODXS: 

ODW: 

ODQ: 

ODQ: (b)(6) (b)(6) 06-25-13 

Webcims #ODEQ-13-408 

(DFN#: 680-03 Drug control files - Manufacturing and Procurement quotas) 
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OC:

OD:

OD/D;	

ODX:	

ODXS:	

ODW:	

ODQ;	

ODQr^MeT

Webcims #ODEQ-13-408

:p6) 06-25-13

(DFN#: 680-03 Drug control files - Manufacturing and Procurement quotas)
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1308.24(0). All other requirements of the 
CSA and the CFR apply, including, but 
not limited to, registration as an 
importer as required by 21 U.S.C. 957. 

Chemical Preparations Containing 
Newly Controlled Substances 

The statutory authority for exempt 
chemical preparations is based on the 
control status of substances contained 
within a preparation, the intended 
administration of a preparation, and the 
packaged form of a preparation. DEA 
conducts a case-by-case analysis of each 
application for exemption to determine 
whether exemption of a preparation 
from certain provisions of the CSA is 
appropriate pursuant to the specified 
statutory and regulatory requirements. 

Most exempt chemical preparations 
have remained effective until the holder 
of a specific exempt chemical 
preparation specifically requested Mal 
the exemption ho terminated. TheGSA 
allows for modifications to the 
controlled substances schedules to add. 
remove. or change the schedule of 
substances thus resulting in periodic 
modifications to the control status of 
various substances. 21 U.S.C. 811(a). 
Since the CSA was enacted in 1970. 
DEA has on several occasions added to, 
removed from. or modified the 
schedules of controlled substances in 
accordance with the CSA. Such changes 
may result in the non-compliance of 
exempt chemical preparations with 
current statutes or regulations if 
chemical preparations that have already 
obtained exempt status contain newly 
controlled substances. For example, 
although an exempt chemical 
preparation may continue to be 
packaged in the same manner as when 
it was approved, non-controlled 
substances in the preparation may 
become controlled, thus prompting the 
need for a new application for 
exemption of the chemical preparation 
to ensure continued compliance. Other 
preparations that previously contained 
no controlled substances may contain 
newly controlled substances and thus 
would require an application for 
exemption. 

DEA reviews applications for 
chemical preparation exemptions based 
on the statutes and regulations that are 
in place at the time of the application, 
including the control status of 
substances included in the preparation. 
DEA must remain vigilant to ensure that 
exempt chemical preparations remain 
consistent with the standards set forth 
in the CSA and its implementing 
regulations. As such, DEA reminds the 
public that any chemical preparation, 

g rdles f wh th w p eviously 
exempt, that contains a newly 

controlled substance will require a new 
application for exemption pursuant to 
21 U.S.C. 811(g)(3)(13) and 21 CFR 
1308.23-1308.24. 

Review of Exemptions Pursuant to 21 
U.S.C. 811(g)(3) 

Based on inquiries received from 
industry, DEA is conducting a 
comprehensive review of the exempt 
chemical preparation regulations. DEA's 
reguldtions at 21 CFR 1308.24(a) state 
that approved chemical preparations are 
exempt from certain provisions of both 
Subchapter I and Subchapter H of the 
CSA: "The chemical preparations and 
mixtures approved pursuant to 1308.23 
are exempt from application of sections 
302, 303, 305, 306, 307, 308, 309, 1002, 
1003 and 1004 of the Act (21 
822-823,825—B29, 952-954) and 
1301.74 of this chapter, to the extent 
described in paragraphs (b) to (h) of this 
section." Pursuant to its regulations. 
DEA has provided exemptions from the 
application of section 302, 303. 305, 
300, 307, 308, 309, 1002, 1003, and 1004 
of the Act 121 U.S.C. 822-823, 825-029, 
952-954) and 21 CFR 1301.74 since the 
implementation of the regulations in the 
early 1970s. Until DEA's analysis of the 
exemption regulations is complete, DEA 
will continue to review and provide 
exemptions to chemical preparations 
consistent with the implementing 
regulations, when warranted. DEA will 
publish a future noticaregarding the 
outcome of DEA's review of its 
regulations with respect to the 
exemption of chemical preparations. 

Opportunity for Comment 

Pursuant to 21 CFR 1308.23. any' 
interested person may submit written 
comments on or objections to any 
chemical preparation in this order that 
has been approved or denied as exempt. 
If any comments or objections raise  
significant issues regarding any finding 
of fact or conclusion of law upon which 
this order is based, the Deputy Assistant 
Administrator will immediately 
suspend the effectiveness of any 
applicable part of this order until he 
may reconsider the application in light 
of the comments and objections filed. 

Approved Exempt Chemical 
Preparations Are Posted on DEA's Web 
Site 

A list of all current exemptions, 
including those listed in this order, is 
available on DEA's Web site at hitp:// 
www.DEAd i version.usdof.gov/ ' 
schedeles/exempt/exem pt_chemlisl.pdf. 
The dates of applications of all current 
exemptions are posted for easy 
reference. 

Dated: lune 17, 2013. 
Joseph T. Rannazzisi, 
Depuiy Assistant Administrator. 
IFR Dm. 2013-16010 Filed 7-2-13:8:45 amt 
Almital CODE 4110-00-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-378] 

Proposed Aggregate Production 
Quotas for Schedulel and II Controlled 
Substances and Proposed 
Assessment of Annual Needs for the 
List I Chemicals Ephedrine, 
Pseudoephedrine, and 
Phenylpropanolamine far 2014 

AGENCY: Drug Enforcement 
Administration (DEN, Department of 
Justice. 
ACTION: Notice with request for 
comments. 

SUMMARY: This notice proposes initial 
year 2014 aggregate production quotas 
far controlled substances in Schedules I 
and II of the Controlled Substances Act 
(GSA) and assessment of annual needs 
for the List I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanalamine. 

DATES: Electronic comments must be 
submitted and written comments must 
be postmarked on or before August 2, 
2013. 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-378" on all electronic and 
written correspondence. DEA 
encourages that all comments be 
submitted electronically through Spill 
www.regulations.gov using the 
electronic comment form provided on 
that site. An electronic copy of this 
document is also available at hit p:// 
wwwsegulations.gov for easy reference. 
Paper comments that duplicate the 
electronic submission are not necessary 
as all comments submitted to 
www.regulatiorts.gov will be posted for 
public review and are part of the official 
docket record. Written comments 
submitted via regular or express mail 
should be sent to the Drug Enforcement 
Administration, Attention: DEA Federal 
Register Representative/ODL, 9701 
Morrissette Drive, Springfield, VA 
22152. 
FOR FURTHER INFORMATION CONTACT: John 
W. Partridge, Executive Assistant, Office 
of Diversion Control. Drug Enforcement 
Administration, 8701 Morrissette Drive, 
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1308.24(a). All other requirements of the controlled substance will require a new
i CSA and the CFR apply, including, but application for exemption pursuant to

not limited to, registration as an 21 U.S.C. 811(g)(3)(B) and 21 CFR
importer as required by 21 U.S.C. 957. 1308.23-1300.24.

Chemical Preparations Containing
Newly Controlled Substances

The statutory authority for exempt
chemical preparations is based on the
control status of substances contained
within a preparation, the intended
administration of a preparation, and the
packaged form of a preparation. DBA
conducts a case-by-case analysis of each
application for exemption to determine
whether exemption of a preparation
from certain provisions of the CSA is
appropriate pursuant to the specified
statutory and regulatory requirements.

Most exempt chemical preparations
have remained effective until the holder
of a specific exempt chemical
preparation specifically requested that
the exemption bo terminated. ThcCSA
allows for modifications to the
controlled substances schedules to add,
remove, or change the schedule of
substances thus resulting in periodic
modifications to the control status of
various substances. 21 U.S.C. 811(a).
Since the CSA was enacted in 1970.
DEA has on several occasions added to,
removed from, or modified the

; schedules of controlled substances in . . . , ,.

Vw accordance with the CSA. Such changes exemptions to chemical preparations^ may result in the non-compliance of consistent wUh the .mplemenhng
exempt chemical preparations with r\u, at'onfs' ,when warranted. DBA will
current statutes or regulations if Pubhsh a future notice regarding the
chemical preparations that have already oulc"rae of DE* s review of 'ts
obtained exempt status contain newly regulations with respect to the
controlled substances. For example, exemption of chemical preparations,
although an exempt chemical Opportunity for Comment
preparation may continue to be
packaged in the same manner as when Pursuant to 21 CFR 1308.23, any"
it was approved, non-controlled interested person may submit written
substances in the preparation may comments on or objections to any
become controlled, thus prompting the chemical preparation in this order that
need for a new application for has been approved or denied as exempt,
exemption of the chemical preparation If any comments or objections raise
lo ensure continued compliance. Other significant issues regarding any finding
preparations that previously contained °f f®c' or conclusion oflaw upon which
no controlled substances may contain this order is based, the Deputy Assistant
newly controlled substances and thus Administrator will immediately
would require an application for suspend the effectiveness of any
exemption. applicable part of this order until he

DBA reviews applications for may reconsider thB application in light
chemicul preparation exemptions based of the comments and objections filed,
on the statutes and regulations that are Approvcd Excmp, Chemical
in place at the time of the application, Preparations Are Posted on DEA's Web
including the control status ot g^c
substances included in the preparation.
DEA must remain vigilant to ensure that
exempt chemical preparations remain
consistent with the standards set forth
in the CSA and its implementing
regulations. As such, DEA reminds the

1. public that any chemical preparation,
regardless of whether it was previously
exempt, that contains a newly

Dated: June 17, 2013.

Joseph T. Rannazzisi,

DeputyAssistant Administrator.

|FR Doc. 2013-16010 Filed 7-2-13; 6:45 ami

filLUNO CODE 44I&-09-PReview of Exemptions Pursuant to 21
U.S.C. 811(g)(3)

Based on inquiries received from
industry, DEA is conducting a
comprehensive review of the exempt
chemical preparation regulations, DEA's
regulations at 21 CFR 130B.24(a) state
that approved chemical preparations are
exempt from certain provisions ofboth
Subchapter I and Subchapter II of the
CSA: "The chemical preparations and
mixtures approved pursuant to 1308.23
are exempt from application of sections
302, 303, 300, 306, 307, 308, 309, 1002,
1003 and 1004 of the Act 121 U.S.C.
822-323, 825-829, 952-954) and
1301.74 of this chapter, to the extent
described in paragraphs (b) to (h) of this
section." Pursuant to its regulations,
DEA has provided exemptions from the
application of section 302, 303, 305,
300, 307, 308. 309, 1002, 1003, and 1004
of the Acl (21 U.S.C. 822-823, 825-829,
952-954) and 21 CFR 1301.74 since the
implementation of the regulations in the
early 1970s. Until DEA's analysis of the

. exemption regulations is complete, DEA
will continue to review and provide

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-378]

Proposed Aggregate Production
Ouotas for Schedule I and II Controlled
Substances and Proposed

Assessment of Annual Needs for the
List I Chemicals Ephedrine,
Pseudoephedrine, and
Phenylpropanolamine for 2014

AGENCY: Drug Enforcement

Administration (DEA), Department of
justice.

action: Notico with request for
comments.

SUMMARY: This notice proposes initial
year 2014 aggregate production quotas
for controlled substances in Schedules I
and II of the Controlled Substances Act
(CSA) and assessment of annual needs
for the List I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine.

DATES: Electronic comments must be
submitted and written comments must
be postmarked on or before August 2,
2013. 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-378" on all electronic and
written correspondence. DEA
encourages that all comments be
submitted electronically through http://
www.regulations.gov using the
electronic comment form provided on
that site. An electronic copy of ibis
document is also available at http://
www.reguiatiorts.gov for easy reference.
Paper comments that duplicate the
electronic submission are not necessary
as all comments submitted to
www.regulations.gov will be posted for
public review and are part of the official
docket record. Written comments
submitted via regular or express mail
should be sent to the Drug Enforcement
Administration, Attention: DEA Federal
Register Reprcsentative/ODL, 8701
Morrissette Drive, Springfield, VA
22152.

A list of all current exemptions,
including those listed in this order, is
available on DEA's Web site at http://
wMV.DEAdiversion.usdoj.gov/
schedules/exernpt/exempt_chem!ist.pdf. FOR FURTHER INFORMATION CONTACT: John
The dales of applications of all Current W. Partridge, Executive Assistant, Office
exemptions are posted for easy of Diversion Control. Drug Enforcement
reference. Administration, 8701 Morrissette Drive,
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Springfield, VA -22152, Telephone: (2021 
307-7165. 
SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

All comments received are considered 
part of the public record and made 
available for public inspection online at 
http://www.regufotions.gtvand in 
DEA's public docket. Such information 
includes personal identifying 
information (such as your name, 
address, etc.) voluntarily submitted by 
the commenter. 

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 posted online or made 
available in the public docket 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 
posted online or made available in the 
public docket, 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. 

Personal identifying information and 
confidential business information 
identified and located as set forth above 
will be redacted, and the comment, in 
redacted form, will be posted online and 
placed in the DEA's public docket file. 
The Freedom of Information Act applies 
to all comments received. If you wish to 
inspect the agency's public docket file 
in person by appointment, please see 
the FOR FURTHER INFORMATION CONTACT 
paragraph. 

Background 
Section 306 of the 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, pseudoephedrine, 
and phenylpropanolamine. This 
responsibility has been delegated to the 
Administrator of the DEA by 28 CFR 
0 100 Th Asians' it t 'n turn, has 
redelegated this function to the Deputy 

Administrator, pursuant to 28 CFR 
0.104, 

The proposed year 2014 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 
2014 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 stacks. These quotas include 
imports of ephedrine, pseudoephedrine, 
and phenylpropanolamine but do not 
include imports of controlled 
substances for use in industrial 
processes. 

In determining the proposed 2014 
aggregate production quotas and 
assessment of annual needs, DEA has 
taken into account the criteria that DEA 
is required to consider in accordance 
with 21 826(a), 21 CFR 1303.11 
(aggregate production quotas for 
controlled substances), and 21 CFR 
1315.11 (assessment of annual needs for 
ephedrine, pscudoephedrine, and 
phenylpropanolaminel. DEA proposes 
the aggregate production quotas and 
assessment of annual needs for 2014 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 pursuant to 21 CFR 
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 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 2014 assessment of annual 
needs, DEA used the calculation 
methodology previously described in 
the 2910 and 2011 assessment of annual 
needs (74 FR 60294 and 75 FR 79407, 
respectively). 

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.G. 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. 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. 
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 DEA. 
DEA does not anticipate utilizing the 
reserve in the absence of these 
circumstances. 

The Deputy Administra or, therefore, 
proposes that the year 2014 aggregate 
production quotas and ass ssment of 
annual needs for dm following Schedule 
I and II controlled substan es and for 
the List I chemicals ephed ine, 
pseudoephedrine, and 
phenylpropanolamine, expressed in 
grams of anhydrous acid or base, be 
established as follows: 

Basic class—schedule I Proposed 
2014 µrotas 

H-indo1-3-
yI)(2,2.3,3-
letramethylcyclopropy-
1)methanone (UR-144)  

[1-(5-fluoropenty0-1H-indol-
3111(2,2.3.3- 
thtramethylowlopropy-
Omethanone (XLR11)  

1-(1- 
Phenykyclohexy. 
1)pyrrolidine  

1-(5-Fluoropenty1)-3-(1-naph-
thoy0Indole (AM2201)  

1-(5-Flueropenty1)-3-(2.
lodobenzoyl)indole 
(AM624)  

11142-
Thieny-
0cyclohexyliplperldine  

15g 

15g 

10g 

45 g 

45 g 

5g 
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Springfield, yA 22152, Telephone: (202)
307-7165.

SUPPLEMENTARY INFORMATION:

Posting of Public Comments

All comments received are considered
part of the public record and made
available for public inspection online at
http://www.ceguIations.gov and in

DEA's public docket. Such information
includes personal identifying

information (such as your name,
address, etc.] voluntarily submitted by
the commcnler.

Administrator, pursuant to 28 CFR individual manufacturers may not
0.104. always result in the availability of

The proposed year 2014 aggregate sufficient quantities to maintain an
production quotas and assessment of adequate reserve stock pursuant to 21
annual needs represent those quantities \U.S.C. 826(a), as intended. See 21 CFR

1303.24. This would be concerning if a
natural disaster or other unforeseen

of Schedule I and II controlled
substances, and the List I chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine, to be

manufactured in the United States in
2014 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 ophedrine, pseudoephedrine,
and phenylpropanolamine but do not
include imports of controlled
substances for use in industrial

event resulted in substantial disruption

to the amount of controlled substances
available to provide for legitimate
public need. As such, DEA proposes to
include in all Schedule 11 aggregate
production quotas, and certain Schedule
I aggregate production quotas (gatnma-
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.
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 DEA.
DEA does not anticipate utilizing the
reserve in the absence of these
circumstances.

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 processes.
INFORMATION" in the first paragraph In determining the proposed 2014
of your comment. You must also place aggregate production quotas and
all the personal identifying information assessment of annual needs, DEA has
you do not want posted online or made taken into account the criteria that DEA
available in the public docket in the first is required to consider in accordance
paragraph of your comment and identify with 21 U.S.C. 826(a), 21 CFR 1303.11
what information you want redacted. (aggregate production quotas for

If you want to submit confidential controlled substances), and 21 CFR
business information as part of your 1315.1 1 (assessment of annua! needs for
comment, but do not want it to be ephedrine, pseudoephedrine, and
posted online or made available in the phenylpropanolamine). DEA proposes
public docket, you must include the the aggregate production quotas and

, phrase "CONFIDENTIAL BUSINESS assessment of annual needs for 2014 by
INFORMATION" in the first paragraph considering (1) total net disposal of the
of your comment. You must also class or chemical by all manufacturers
prominently identify confidential and chemical importers during the
business information lo be redacted current and two preceding years;
within the comment. If a comment has (2) trends in the national rate of net
so much confidential business disposal of the class or chemical; (3)
information that it cannot be effectively total actual (or estimated) inventories of
redacted, all or part of that comment the class or chemical and of all
may not be posted online or made substances manufactured from the class

. available in the public docket. or chemical, and trends in inventory
Personal identifying information and accumulation; (4) projected demand for

confidential business information such class or chemical as indicated by
identified and located as set forth above procurement and chemical import
will be redacted, and the comment, in quotas requested pursuant to 21 CFR
redacted form, will be posted online and 1303.12, 1315.32, and 1315.34; and (5)
placed in the DEA's public docket file. other factors affecting the medical,
The Freedom of Information Act applies scientific, research, and industrial needs
to all comments received. If you wish to in the United Slates, lawful export
inspect the agency's public docket file requirements, and reserve stocks, as the
in person by appointment, please see Deputy Administrator finds relevant,
the FOR FURTHER INFORMATION CONTACT Other factors DEA considered in
paragraph. calculating the aggregate production .

quotas, but not the assessment of annual
Background needs, include product development

Section 306 of the CSA (21 U.S.C. requirements of both bulk and finished
826) requires the Attorney General to dosage form manufacturers, and other
establish aggregate production quotas pertinent information. In determining
for each basic class of controlled the proposed 2014 assessment of annual
substance listed in Schedules I and II needs, DEA used the calculation
and for ephedrine, pseudoephedrine, methodology previously described in
and phenylpropanolamine. This the 2010 and 2011 assessment of annual
responsibility has been delegated to the needs (74 FR 60294 and 75 FR 79407,
Administrator of the DEA by 28 CFR respectively).
0.100. The Administrator, in turn, has DEA also specifically considered that
rcdelegated this function to the Deputy inventory allowances granted to

The Deputy Administrator, therefore,
proposes that the year 2014 aggregate
production quotas and assessment of
annual needs for tho following Schedule
I and II controlled substances and for
the List I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine, expressed in

grams of anhydrous acid or base, be
established as follows:

Proposed
2014 quotas

Basic class—schedule I

(1-Pentyi-1 H-indol-3-

yl)(2,2,3,3-
letramethylcyclopropy-

IJmethanone (UFt-144) ...
[1-(5-fluoro-pentyl)-1H-indol-

3-yl](2,2,3,3- -
tctramethylcyclopropy-

IJmethanone (XLR11) 	

15 g

15 g

1.(1.
Phenytcyctohexy-

l)pyrrolidine 	

1 -(5-Fluoropenty1)-3-(1 -naph-

thoyljlndole (AM2201) 	
l-(5-Fluoropontyl)-3-(2- .

iodobenzoyl) indole
(AM694) 	

H1-(2-
Thieny-
l)cydohexyl]piperldirie 	

10 g

45 g

45 g

5 g
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Basic class—schedule) Proposed Basic class—schedule I 
2014 quotas 

Proposed Basic class—schedule I 
2014 quotas 

Proposed 
2014 quotas 

1.(2.(4.Morphollnygethyl)-3- 3,4-Methylenedioxy.N. Lysergic acid diethylamide 
(1-naphthoygIndole (JWH- methylcalhinone (LSD)  30 9 
200)  45 g (methylone)  50 g Marihuana  21,000 g 

143uty1.3.(1-naphlhoyl)indole Mescaline  25 g 

(JWH-073)  45 g Methylenedioxypyrovelero- Methaqualane  10 
1.Cyclohexylethy1-3-(2- 35g Motheathinone  25 g 

methoxyphenylacety- 3-Methyllentanyl  29 Methyldihydromorphine ..... 2g 

gindole (SR-18 and RCS- 3-Methylthiefentanyl  29 Morphine MalhylbromIde 5g 

8)  
1-Hexy1-3-(1-naphlhoygindole 

45 9 4.Bromo-2.5. 
camethoxyamphelamine 

Morphine Melhylsulfonate 
Mo 

5g 
175 g 

(JWH-019)  45 9 (DOB)  25 g N-(1-adamanly1)-1-penty).1H. 

1-Methyl-4.phenyl.4. 
prepionoxypioaridine ...... 

1.Penty1-3-(1-naph-
thoygindole (JWH-016 and 

4-Bromo-2.5- 
2 9 dimelhoxyphenethytamine 

(2-CB)  
4.Methcxyamphelamlne  

InPazote-3-carboxamide 
(AKB48)  

26 g H-BonzylplperazIne  

100 g N,N-Dimethylamphelamine 

15 g 
25 9 
25 g 

AM678)  
1-Penty1-3-(2-

chlorophenylacetygindole 
(JWH-203)  

1-Penty1-3-(2-
methoxyphenylacety-
gindole (JWH-250)  

1-Penty1-3-(4-chloro-1-naph-
thoyOlndole (JWH-398) 

1-Penty1.3.(4-methyl-1-naph-
thoygindole (JWN-122)  

1.Penty1-3-l(4-methoxy)ben 

45 9 4.Methy1-25-
dImelhoxyamphelamine 
(DOM)  

45 g 4-methylaminorex  
4.Methyl-N-methylcalhinone 

(rnephedrone)  
45 g 5.(1,1-Dimelhylhepty1)-2-

I(l 13.38)-3-
45 g hydroxycyclohexyll.phenol 

5-(1.1-Dimelhylocly1)-2-
45 g F1.331-3-

hydroxycyclohexylkphenol 

N.Ethy1-1-
phenylcyclohexylamine  

N-Ethylamphatamlne  
25 g 

N-Hydroxy-3,4. 
25 9 melhylenedioxyamphetarn 

lee  
45 g Noracymethadol  

Norteverphanol  
Normothadone  

68 9 NommrphIna  
Para.fluerotentanyl  
Parahexyl  
Phenomorphan  

5g 
24 9 

24 g 
2g 

52 g 
2g 

g 
29 
5g 
2g 

zoyllindole (SR-19, RCS- (cannablcyclohexanal or Pholcodine  2g 
4)  45 9 CP-47, 497 C6-hornolog) 539 Properidine  2g 

1-Penty1.311-(4. 5-melhoxy-3,4- Psgocybin  30 g 
methoxynaphtheyglindole mothylenedioxyamphetam. Psilocyn  30 g 
(JWH-051)  45 9 inn  25 9 Tetrahydrocannabinols  491,000 g 

2-(2,5-Dimothoxy-4-(n). 5-Melboxy-N,N- Thiofentanyl  2g 
propyl phenygethanamine diisopropyltryptamine  25 g Nadine  10 g 

( 
2C-P)  30 g 5-Melhoxy-H,N. Tdmependine  2g 

2 (2,5 lh xy 4 dirnethyltryptamine  25 9 
ethylphenygethanamine Acetyl-alpha-methylfentanyl 2 
(2C-E)  

2.(2,5.Dimethoxy-4-
30g Acetyldihydrocodeine  

Acetylmethadol  
2g Basic class—schedule II 
2g 

Proposed 
2014 quotas 

methylphenygethanamine 
(2C-D)  

Allylprodine  
30g Alphacetylmethadol  

2g 
1-Phenylcyclohexylamlne 

2g g 
2.(2,5-Dimethoxy-4.nitro. 

phenygethanamine (2C-N) 
242.5-

Dimeitioxypheny. 
gethanamine (2C-H)  

2-(4-Chlono-2,5-
dimethoxypheny-
Oethanamine (2C-C)  

2-(4-lodo-2.5-
dimelhoxypheny. 
gethanamine (2c—i)  

2,5.Dimethoxy-4-. 
elhylamphotamine (DOET) 

Alpha-ethyllryptamine  
30 g Alpharneprodine  

Alphamethadol  
Alpha.methylrentanyl  30 
Alpha-methylthiolentanyl  
Alpha-methyltryptamine 

309 (AMT)  
Aminorex  
Benzylmorphine  

30 9 
Belacetylmethadol  
Belalhydroxy.3. 

P5 g methyllentanyl  

25 9 POperdinocydohexanocarb-
29 

onitrile (PCC)  
2g 4-Anilino-N•phenelhy1.4-pi-
2g peddine (ANPP)  2g 

Allentanil  
Alphaprodine  

25 g Amobarbital  
25 Amphetamine (for conver-
2g sion)  
2g Amphetamine (for sale)  

Cadentanil  
29 Cocaine  

3g 

2,687,500 g 
17,625 g 

3 
9g 

18375,000 9 
49,000,000 9 

6g 
240.000 

2,5-Dimethoxy-4.n-
pnipylthiophenethylamlne 

Bela.hydroxytentanyl  

25 Belameprodlne  
2g Codeine (for conversion)  
2g Codeine gar sale)  

68,750.000 9 
46,125,000 9 

2,5.Dimethoxyamphelamine 25 9 Belaprodino  ' 2g Dextropropoxyphene  199 

2-N-(Ethylthio).2.5. BulotenIne  - 3g Dihydrocodeine  100,750 g 

dimethoxypheny- Cathinone  26 g Diphenoxylale  750,000 g 

gethanamlne (2C-T-2)  ao g Codeine Mathylbromide ..... 5g Ecgonine  127.500 9 

2.N.(lsopropyithio)-2,6- Codeine-4-oxide-oxide 200 EimmorphIne  3g 

dimothoxypheny. Desomorphine  59 Fentanyl  2,108,750 

gethanamine (2C- T-4) go g Diethyltryptarnine  25 g GlutelhimIde  3g 
Oltenoxin  50 g Hydrecodone (tor sale)  99,625,000 g 

TrImethoxyamphstamine 25 9 CitlydrOMOtpbille  3,300,000 g Hydr 5,968.750 g 

3,4- Dimethyltryptamine  
momorphone  

25 g Isoethadone  59 

Methylenedioxyamplietam- Dipipanone  5g Levo.alphecelylmethadal 

ine (MDA)  55 g Fenethylline  5g (LAAM)  4g 
Gamma.hydroxybutyric acid 70,250,000 g Levomethorphan  6g 

Methylenegioxymethamph-
etamine (MOMA)  

3,4 M thy' y N 

Heroin  
50 9 Hydromorphinol  

Hydroxypethidine  

25 Levorphanol  
29 Lisdexamfetarnthe  
29 Meperidine  

2,000 g 
23.750,000 g 

8250.000 9 

ethylamphetamine (MDEA) 40 g lbogaine  5g Mogen/line Intermediated 6g 
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Proposed
2014 quotas

Proposed
2014 quotas

Proposed
2014 quotas

Basic class—schedule iBasic class—schedule IBasic class—schedule 1

Lysergic acid diethylamide
(LSD) 	

50 g Marihuana 	 	
Mescaline 	
Melhaqualone 	

35 g MelhcalMnone 	

2 g MeUlyldihydromorphine 	
Morphine Melhylbromlde 	

Morphine Melhylsulfonale ....
Morphine-N-oxids 			

25 g N-(1-adamanlyl)-1-pentyMH-
lndazole-3-carboxamide

(AKB48) 	
2s q N-Benzylplperazine 	

mn n N.N-Dimethylamphelamine ...
9 N-Ethyl-1-

phenylcyclohexylamine .....

N-Elhylamphefamlne 	
N-Hydroxy-3,4-

melhylenedioxyamphetam-

. ine 	 	...........
9 Noracymethadol 	

Nortevorphanol 	
.. Normothadone 	
bs 9 Normorphlne 		

Para-lluorofentar.yl 		
Parahoxyl 	

Phenomorphan 	
Pholcodire 	 	

53 g Properidinc 		
PsiJocybin 	
Psilocyn 	

25 g Tetrahydrocannabinols 	

Thiofentanyl 	
25 g Tilidine 	

Trimeperidine 		

3,4-Mathylenedioxy-N-
methylcalhlnone

45 g (melhylone) 			
3,4

45 g Methylenedioxypyrovalero-
ne.(MDPV) 	

3-Meihylfentanyl 		
3-Melhylthicfentary	l	

45 g 4-Bromo-2.S- ' •

dlmethoxyamphetamine
45 g (DOB) 	

4-Bromo-2,5-

2 g dlmelhoxyphenethylamine
(2-C6) 	

4-Methoxyamphetamlne 	
45g 4-Methyl-2,5-

dlmelhoxyamphelamlne

(DOM) 	

4® g 4-Methylamlnorex 		
4-Methyl-N-methylealhinone

(mephedrone) 	

45 9 5-(1,1-Oimelhylheptyl)-2-
l(1R.3S)-3-

43 9 hydroxycyclohexylj-phenol
,, 5-(1,l-Dimelhyloctyl)-2-
45 9 [(lR,3S)-3-

hydroxycyclohexylj-phenol
(cannablcydohexanol or

45 9 CP-47. 497 C8-homolog)
5-Melhoxy-3,4-

. mathylenedioxyamphetam-
45 9 ine 	

5-Melhoxy-N ,N-
diisopropyltryptamir.e 	

309 5-Melhoxy-N,N-
dimethyltryptamine 	

„ Acetyl-alpha-methylfentanyl ..
9 Acetyldihydrocodelne	

Acetylmethadol 	

Atlylprodine 		
Alphaceiylmcihadol 	

go 0 Alpha-elhyllryptamlne 	
9 Alphameprodine		

Alphamethadol 	

Alpha-methylfentanyl 	
Alpha-methylthigfentanyl 	

Alpha-methyltiyptamine

30 g lAMT> 	
Aminorox 	 		

Benzylmorphine 	

30 - Belacetylmethado! 	
BelrPhydroxy-S-

25 g methylfentanyl ..	
Bela-hydroxyfentanyl 	

25 g Belameprodlne 	
25 g Belaprodino 		

Bulotenlne 			

Cathinone 	

30 g Codeine Methylbromide 	
Codeine-M-oxide 	
Desomorphlne 	

30 g Diethyllrypiamlne 		

Dlfenoxin 	 	

25 g Dihydromorphine 	
Dimethyltryptamine 	
Dlplpanone 	

55 g Fenethyllire 	
Gamma-hydroxybutyric acid

Heroin 	

SO g Hydrcmorphinol 	
Hydroxypethldine 	

40 g Ibogaine 			

1-(2-{4-Morphollnyl)cthyl]-3-
(l-naphlhoyl)lndole (JWH-

200) 	
l-Buty!-3-(1-naohlhoyi)indole

(JWH-073) 	
1 -Cyclohexylethyl-3-(2-

methoxyphenylacety-
l)indcle (SR-18 and RCS-

8) 	
1-Hexyl-3-(1-naplilhoyl)indole

(JWH-019) 	
1-Methyl-4-phenyl-4-

prcpionoxypiperidine 	
1-Pentyl-3-(1-naph-

thoyl)indole (JWH-018 and

AM678) 	

1-Pentyl-3-(2-
chlorophenylacetyl)indole
(JWH-203) 	

1-Pentyl-3-(2-
methoxyphenylacety-

l)indole (JWH-250) 	
1-Pentyl-3-(4-ch1oro-1-naph-

thoyOlndole (JWH-398) ....
1-Penlyl-3-(4-methyl-1-naph-

thoyljindola (JWH-122) ....
1-Pentyl-3-({4-methoxy)-ben-

zoyljindole (SR-19, RCS-

4) 	
1-Pentyl-3-|1-(4-

methoxynaphlhoy1)]indole

(JWH-081) 	 :	
2-(2,5-Dimothoxy-4-(n)-

propylphenyl)ethanamine

(2C-P) 	
2-(2.5-Dimelhoxy-4-

elhylphenyl)elhanamine

(2C-E) 	
2-{2,5-0imethaxy-4-

melhylphenyl)ethanamine

(2C-D) 	
2-(2,5-Dimethoxy-4-nitro-

phenyljethanamine (2C-N)

2-(2,5-
Dimeihoxypheny

ljethanamine (2C-H) 	

2-(4-Chtoro-2,5-

dimelhoxypheny-

tjethanamine (2C-C) 		
2-(4-lodo-2,5-

dimelhoxypheny-

IJethanamine (2C-I) 	
2.5-Dimethoxy-4-.

elhylampholamine (DOET)

2,5-Dimethoxy-4-n-
propylthiophenelhylamlre

2,5-Dimethoxyamphelamine

2-[4-(Ethylthio)-2,5-
dimolhoxypheny-

IJethenamlne (2C-T-2) 	

2-[4-(lsopropylthio)-2.5-
dimethoxypheny-

IJethanamlne (2C-T-4) 	
3,4,5-

Trlmethoxyamphetamine ...

Methylenedioxyamphetan-

ine (MDA) 	

Methylenedioxymelhamph-

otamine (MDMA) 	
3,4-Methylenedioxy-N-

ethylamphetamine (MDEA)

30 g
21.000 g

25 g
10 g
25 g

2 g
5 92 g
5 g

175 g

15 g
25 g
25 g

5 9
24 g

25 g

25 g

24 g

2 g
52 g

2 g
18 g
2 g
5 g
2g
2 g
2 g

30 g
30 9

491,000 g

zg
10 g

Vw 2 g
25 g

2g
Proposed

2014 quotas
2 g Basic class—schedule II
2 g

2 g 1-Phenylcyclohexylamlne 	

Pfcerdinocydohexanocarb-

- onitrUe (RCC) 	
4 9 4-Anilino-N-phanelhyM-pi-

perldlne (ANPP) 	

Allentanil 	
.. Alphaprodine 	

9 Amobarbital			
83 9 Amphetamine (for conver-

8 9 sion) 	 	
2 9 Amphetamine (for sale) 	

Cartenfaml 	
2 9 Cocaine	
2 9 Codeine (for conversion) 	
2 9 Codeine (for sale) 		
2 9 Dextropropoxyphene 	
3 0 Dihydrocodeine 	

26 9 Diphenoxylale 		
5 9 Ecgonine 	 	

200 g Elhylmorphlne 			

5 g Fentanyl 	 	 	
25 g Glutelhimlde 	

50 g Hydrecodone ((or sale) 	

3,300,000 g Hydromorphone 	

25 g fsomethadone 	
5g Levo-alphacetylmclhadol

5 g (LAAM) 	

70,250,000 g Levomethorphan 	

25 g levwphanol 	
2 g LIsdBxamfetamlne 		
2 g Meperidine 	

5g Meperidine Intcrmediate-A ...

3 g30 g 2 g
1-

25 g

sg 3g

2 g 2.687,500 g

17,625 g
30 g

2 g

3g
99

18,375,000 g

49,000,000 g

6g
240,000 g

68,750.000 g

46,125,000 g
19 g

100,750 g
750,000 g

127.500 g

3g
2,1 08,750 g

39
99,625,000 g

5,968,750 g

593,4-

4 9
6 g3,4-

2,000 g

23,750,000 g

6,250.000 g

6 g
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Basic class—schedule II Proposed 
2014 quotas 

Meperldine Inierrnediate.111 
Meperidine Intermediate-C 
Metazoolne  
Methadone (for sale)  
Methadone Intermediate  
Methemphetamine  

[1,250,000 grams of levo-desoxyephedrine 
for use in a non-controlled, non-presalp-
fion product; 2,600,000 grams for meth-
amphetamine mostly for conversion to a 
schedule III product; and 61375 grams for 
methamphelamine (for sale)]. 

Methylphenidate  96,750,000 g 
Morphine (for conversion)  91.250,000 9 
Morphine (for sale)  62,500,000 
Nabilone  30,375 g 
Noroxymorphone (for conver-

sion)  12.250,000 g 
Noroxymorphone (for sale)  1.262,500 g 
Opium (powder)  
Opium (tincture)  625,000 g 
Oripavine  22,750.000 g 
Oxycodone (for conversion) 9,250,000 g 
Oxycodone (for sale)  149.375.000 g 
Oxymorphone (for conver-

sion)  17,250.000 9 
Oxymorphone (lot sale)  7,750,000 g 
Pentobarbital  35,000.000 9 
Phenazocine  6 9 
Phencyclidine  
Phenmetrazine  3g 
Phenylacetone  29.980,050 g 
nacemethorphan  3g 
Pemilentanil  3,750 g 
Secobarbital  215,003 g 
Sulentanil  6,255 g 
Tapentadol  17,500,000 g 
Thebaine  145,000.000 9 

Basic class—list I chemicals Proposed 
2014 quotas 

Ephedrine (for conversion)  15,100,000 9 
Ephedrine (for sale)  
phenylpropanolamine (for 

conversion)  

2,900.000 9 

25,700,000 9 
Phonylpropanolamine (for 

sale)  
losendeephedrine (for con-

version)  

5,300,000 g 

5,000 g 
Pseudoeptedrine (for sale)  156,000,000 g 

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 be established 
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 2014 
aggregate production quotas and 
assessment of annual needs as needed. 

Comments 
Pursuant to 21 CFR 1303.11 and 21 

CFR 1315.11, any interested person may 
submit written comments on or 

11 g 
6g 
6g 

31,875,000 g 
38,875,000 9 

3,911,375 g 

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. In the event the Deputy 
Administrator decides in his sole 
discretion to hold such a hearing, the 
Deputy Administrator will publish a 
notice of any such hearing in the • 
Federal Register. After consideration of 
any comments and after a hearing, if one 
is held, the Deputy Administrator will 
publish in the Federal Register a Final 
Order establishing the 2014 aggregate 
production quota for each basic class of 
controlled substance and assessment of 
annual needs for the list I chemicals 
ephedrine. pseudoephedrine, and 
phenylpropanolamine. 

Dated, June za, 2013. 

Thomas M. Harrigan, 
DenutyAdministrator. 
Irti Doc. 2013-16052 Filed 7-2-13: a:95 am) 
BILLING coca 441G-in-F 

DEPARTMENT OF JUSTICE 

Office of Juvenile Justice and 
Delinquency Prevention 

[OMB Number 1121-0219] 

Agency Information Collection 
Activities; Proposed Collection; 
Comments Requested: Juvenile 
Residential Facility Census (Extension, 
Without Change, of a Currently 
Approved Collection) 

ACTION: 60 Day Notice. 

The Department of Justice (DOJ), 
Office of Justice Programs, Office of 
Juvenile Justice and Delinquency 
Prevention, will be submitting the 
following information collection request 
to the Office of Management and Budget 
(OMB) for review and approval in 
accordance with the Paperwork 
Reduction Act of 1995. The proposed 
information collection is published to 
obtain comments from the public and 
affected agencies. Comments are 
encouraged and will be accepted for 
"sixty days" until September 3, 2013. 
This process is conducted in accordance 
with 5 CFR 1320.10. 

If you have comments especially on 
the estimated public burden or 
associated response time, suggestions, 
or need a copy of the proposed 
information collection instrument with 
instructions or additional' information. 
please contact Brecht Donoghue, (202) 
305-1270. Office of Jtivenile Justice and 
Delinquency Prevention. Office of 
Justice PrograMs, U.S. Department of 

Justice, B10 Seventh Street NW., 
Washington, DC 20531. 

Written comments arid suggestions 
from the public and affected agencies 
concerning the proposed collection of 
information are encouraged. Your 
comments should address one or more 
of the following four points: 
—Evaluate whether the proposed 

collection of information is necessary 
far the proper performance of the 
functions of the agency, including 
whether the information will have 
practical utility; 

—Evaluate the accuracy of the agencies 
estimate of the burden of the 
proposed collection of information, 

- including the validity of the 
methodology and assumptions used; 

—Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

—Minimize the burden of the collection 
of information on those who are to 
respond, including through the use of 
appropriate automated, electronic. 
mechanical, or other technological 
collection techniques or other forms 
of information technology, e.g., 
permitting electronic submission of 
responses. 

Overview of This Information 
Collection Back to Top 

(1) Type of information collection: 
Extension, without change. of a 
currently approved collection. 

(2) The title of the form/collection: 
Juvenile Residential Facility Census. 

(3) The agency form number, if any, 
and the applicable component of the 
Department sponsoring the collection: 
The form number is CH 5, Office of 
Juvenile Justice and Delinquency 
Prevention, United States Department of 
Justice. 

(4) Affected public who will be asked 
or required to respond, as well as a brief 
abstract: Primary: Federal Government, 
State, Local or Tribal. Other: Not-for-
profit institutions; Business or other for-
profit. 

(5) An estimate of the total number of 
respondents and the amount of time 
estimated for an average respondent to 
respond/reply: It is estimated that 2,545 
respondents will complete a 2.hour 
questionnaire. 

(61 An estimate of the total public 
burden (in hourS)associated with the 
collection: Approximately 5.090 hours. 

adi iteiorrniarviriunufoarymationis required, 
contact Department 
Clearance Officer. U.S. Department of 
Justice, Justice Management Division. 
Policy and Planning Staff, Two 
Constitution Square, 145 N Street NE., 
Suite 3W-1407B, Washington, DC 
20530. 
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Justice, BIO Seventh Street NW„
Washington, DC 20531.

Written comments and suggestions
from the public and affected agencies
concerning the proposed collection of
information are encouraged. Your
comments should address one or more
of the following four points:

—Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information will have

objections to these proposed
determinations. Based on comments
received in response to this Notice, the

11 9 Deputy Administrator may hold a
jj 9 public hearing on one or more issues

9 raised. In the event the Deputy
Administrator decides in his sole
discretion to hold such a hearing, the •
Deputy Administrator will publish a
notice of any such hearing in the
Federal Register. After consideration of
any comments and after a hearing, if one
is held, theDoputy Administrator will

Proposed
2014 quotas

Basic class—schedule II .

Meperidine Iniermediate-B ...
Meperidine Intermedlate-C ...
Metazoelrie 	

Methadone (for sale) 	
Methadone Intermediate 	
Methamphetamine 	

31,875,000 g

38,875,000 g

3,91 1,375 g

[1,250,000 grams ol lovo-desoxyephedrine
for use in a non-controlled, non-prescrip
tion product; 2,600,000 grams lor melh-
amphetamine mostly lor conversion lo a
schedule III product: and 61 ,375 grams lor
methamphetamine (lor sale)].

publish in the Federal Register a Final
Order establishing the 2014 aggregate
production quota for each basic class of
controlled substance and assessment of
annual needs for the list I chemicals
ephedrine. pseudoephedrine, and
phenylpropanolamine.

Dated: June 27, 2013.

Thomas M. Harrlgan,

DeputyAdministrator.

|FR Doc. 2013-16052 Filed 7-2-13:8:45 am)

practical utility;
—Evaluate the accuracy of the agencies

estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used;

—Enhance the quality, utifity, and
clarity of the information to he
collected; and •

—Minimize the burden of the collection
' of information on those who are to

respond, including through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms
of information technology, e.g.,
permitting electronic submission of

96,750,000 g
91,250,000 g

62,500,000 g
30,375 g

Methylphenidata 	

Morphine (lor conversion)
Morphine (lor sale) 	
Nabilone 	

Noroxymorphone (for eonver-

Noroxymorphone (for sale) ...
Opium (powder) 	
Opium (tincture) 	

Oripavine 	
Oxycodone (for conversion)

Oxycodone (for sale) 	 1. 149.375.000 g
Oxymorphone (for conver

sion) 		

1 2,250,000 g
1,262,500 g

1 12,500 g

625.000 g

22,750.000 g
9,250,000 9 BILLING COPE «10-0»-P

17.250.000 g DEPARTMENT OF JUSTICE

7.750,000 g

35,000,000 g office of Juvenile Justice and

6 9 Delinquency Prevention

Oxymorphone (lor sale)

Pentobarbital 	
responses.

Phenazocine 	
Phercyclldlne 	
Phermetrazine ...

! Phenylacetone ...
Racemethorphan

Remilertanil 	

Secobarbital 	
Sufentanil 		

Tapentadol 	
Thebaine 	

6g Overview ofThis Information
Collection Back to Top3 g [OMB Number 1121-0219]

29,980,050 g

(1) Type of information collection:
Extension, without change, of a

3 g Agency Information Collection
3,750 g Activities; Proposed Collection;

215,003 g Comments Requested: Juvenile

6,255 g Residential Facility Census (Extension,

Without Change, of a Currently
Approved Collection)

currently approved collection.
(2) The title of the form/collection:

Juvenile Residential Facility Census.
(3) The agencyform number, if any,

and the applicable component of the
Department sponsoring the collection:
The form number is CJ-1 5 , Office of
Juvenile Justice and Delinquency
Prevention, United States Department of
Justice.

(4) Affected public who will be asked

17,500,000 g

145,000,000 g

Proposed action: 60 Day Notice.
2014 quotasBasic class—list I chemicals

The Department of Justice (DOJ),
15,100,000 g Office of Justice Programs, Office of
2.900,000 g Juvenile Justice and Delinquency

Prevention, will be submitting the
25,700,000 g f0|i0Wjng information collection request

to the Office of Management and Budget
(OMB) for review and approval in

5,000 g accordance with the Paperwork
156,000i000 g Reduction Act of 1995. The proposed

information collection is published to
obtain comments from the public and
affected agencies. Comments are
encouraged and will be accepted for
"sixty days" until September 3, 2013.
This process is conducted in accordance
with 5 CFR 1320.10.

If you have comments especially on
the estimated public burden or
associated response time, suggestions,
or need a copy of the proposed contact; Jerri Murray. Department
information collection instrument with Clearance Officer, U.S. Department of
instructions or addilional iiiformation. Justice, Justice Management Division,
please contact Brecht.Donoghue, (202) Policy and Planning Staff, Two
305-1270, Office of Juvenile Justice and Constitution Square, 145 N Street NE..
Delinquency Prevention, Office of Suite 3W—1407B, Washington, DC
Justice Programs, U.S. Department of 20530. .

Ephedrine (for conversion) ...
Ephedrine (for sale) 	
Phenylpropanolamine (for

conversion) 	
Phenylpropanolamine (for

Pseudoephedrine (for con

version) 	
Pseudoephedrine (for sale) ..

or required to respond, as well as o brief
abstract: Primary: Federal Government,
Stale, Local or Tribal. Other: Not-for-
profit institutions; Business or other for-
profit.

(5) An estimate of the total number of
respondents and the amount of time
estimated for an average respondent to
respond/reply: It is estimated that 2,545
respondents will complete a 2-hour
questionnaire.

(6) Art estimate of the total public
burden (in hours) associated with the

5,300.000 g

The Deputy Administrator further ,
proposes that aggregate production
quotas for all other Schedule 1 and II
controlled substances included in 21
CFR 1308.11 and 1308.12 bo established
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 2014
aggregate production quotas and
assessment of annual needs as needed.

Comments

1 Pursuant to 21 CFR 1303.11 and 21
i CFR 1315.11, any interested person may

submit written comments on or

collection: Approximately 5,090 hours.
If additional inforraationis required,
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Chemical Proposed AAN Establish MN 

ephedrine (for conversion) 1%100,000 1,000%00 

ephedrine (for sale) Z90%000 3,000,000 

phenylpropanolamine (for conversion) 25,700,000 44,800,000 

pseudoephedrine (for sale) 156,000,000 192,000,000 

Drug Proposed APQ w/ 25% buffer Establish APQ w/ 25% buffer

1-[1-(2-Thienyl)cyclohexyllpiperidine 5 15 

carfentanil 6 19 

cathinone 26 70 

dihydromorphIne 3,300,000 3,990,000 

dimethyltryptamine 25 35 

d-methamphetamine (for conversion) 2,600,000 1,500,000 

ecgonine 127,500 144,000 

hydromorphone 5,968,750 6,750,000 

levomethorphan 6 195 

lysergic acid diethylamide 30  35 

metazocine 6 19 

methamphetamine 3,911,375 2,811,375 

methyldesorphine 2 

noroxymorphone (for conversion) 12,250,000 17,50%000 

oxymorphone (for conversion) 17,250,000 25,00%000 

phencyclidine. 6 19 

phenylacetone 29,980,050 67,00%000 
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Chemical Proposed AAN Establish AAN

ephedrlne (for conversion) 15,100,000 1,000,000

V ephedrlne (for sale)

'phenylpropanolamine (for conversion)
3,000,0002,900,000

25,700,000 44,800,000

192,000,000pseudoephedrine (for sale) 156,000,000

Proposed APQ w/ 2596 buffer Establish APQw/2S96 bufferDrug

l-[l-(2-Thieny()cyclohexytipipen'dine 5 15

19carfentanil 6

70cathincne 26

3,990,0003,300,000dihydromorphine

25 35dimethyltryptamine

d-methamphetamine (for conversion) 2,600,000 1,500,000

127,500 144,000, ecgonine
6,750,0005,968,750hydromorphone

1956levomethorphan
3530lysergic acid diethylamide
196metazocine

2,811,3753,911,375methamphetamine
2methyldesorphine

17,500,000noroxymorphone (for conversion)

oxymorphone (for conversion)

12,250,000

25,000,00017,250,000

196phencyclidine
67,000,00029,980,050phenylacetone
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r2014 EStabSshed Comments 

0 rue Onmnartv L Comment Amount Response Prnnnsed APO Fatildish AFC/ (-honer 
fl-Pen/v1-11-1-rodol-3-all(_2_3 3-tetraniethileyelopropylimethanonc OUR-1441 (b )(4 ) increase APO 10 APO sufficient 15 IS - 
(145-DnorteocrtIv1)-11S.ird01.3.y11(2,2,3,3-terramethyleycloPrOpylbritthonoot illfv.5he..APf) 10 APO sufficient 1S 1S - 

N-(1-adarnanty1)-1-penrvt- ll-lsindazolc-1-carboxtrmirle (AKPAR) jrimense APO 10 APO sufficient 15 15 
colt:inane incrnasc AN) 4D iirsti lied, increase APO 26 70 44 

d-amphetarnme (for sale) pc-react AN) 1 800 000 

APQ tuff-lore-Tit 49,000,000 49,000.000 -jar:masc. APO_ 1 11.)0 000 

chi-amphetamine (for sale) increase APO 950 000 
increase APO 850 000 

codeine (for conversion) St2 Vacr AP() 7 40 OM APQ sufficient 68,750,000 68,750,000 .' - 
im-male_APO 1 500 000.. 

codeine (for sate) incren:c2sP 0 7 060 000 APO Sufficient 46,125,000 46. 125,00(1J . 

ftrunnvi ins-rens ,..apc1_, itislo Aro po.F. 2_108,750, 2,108,753 - 

hydrocodone (for sale) increare.SPO 7 400 020 APO stifficicni 09_625,000 99,625,000 - 
hydromorphorte increase 164.000 justified, increase APO 5 Q68_,750 5.750.000 781 250, 
levrunclhotrthan 

_APO 
Morose APO 150 justified increchse APO 6, 195 162, 

ructhylpherodote increase APO 1 7/0 nrr APO vo-ficic., 96,550,000 96,750,000, 

morphine (for conversion) 
in:erase APO, 3 730 ODD 

APO sufficient 91.250,000 91,250,000 -APO 9 000 noc 
increase AtCh ISO 000 

morphine (far sale) increase APO 1 400 000 APO sufficient 62.520.00 62,500,001) - 

norm:yin:KT:hone (for conversion) More isc APO, 10 000 0.00 justified, increase APQ 12.250,000 ' 17,500,000 5,250.000 
increase AP() 970 000, 

nrinavine inere—cse...APO 1 5„()Q1) 400 APQ ,uintt -r1 22 750 1100 72750000 - 

oxyomlorm (for salt) jnotose_APL-) 4 250 000 APQ sufficient 149,375,00i) 119,375,000 - 
increAse APO 470 DC10 

wcyrnorphone (for conversion) M.o.:ensr AN) 11 000600 justified, increase APQ 17,250,000 25.000,000 7,750,000 
increase APO,, 6 211 E100 

oxyrnorphone (for sate) incornsc AN) 300-1100 APO sufficient 7,750,000 5,710,000 -
increase APO_ DO-040

phenylneetone in, roaric APO 30 000 POO justified Inc-feast APO 29,180,050 67,000,000 37,019_950 
toperttudol irv-reaste APO 560 Don APO sufficient 17,500,000 17,500,000 

tetrabydrocannabinal increase APO 10,000 APO suffrvicnt 491 460 491 000 - 

theboine intricate APO 2,225,0100 
APO sufficient 145,000,000 145,000,000 . 

increase AN) 500 000 

Number of reristnatvlentitim cornmentiog: 
Number of drugs commented on: 

6 
24 23 

chiFR_Chemical Cm:loans l Comment Aran:int Ronon3r Priumsril AAN-1 Fitrahlish AAN 1 rh1.,,
,..750_000.

, 
?PA (for corivcasion) (b)(4) iixnrisc AANL. 11-1200i002 25,700. 000 44 800 000 

Additional Drug,Considerations. 

Number of registrantsfentities 
Number of List 1 chemicals 

commenting: 
commented on: 

1 

pimp Reannose Promised Revised Chance 
1-51-12-Thitnallcyclohexylipipendine incrersr ,APO based on cddition al ref std rninufattettr rrourst 5 15 II 

eartentand APO hissed nn' dditinnal ref std =main cterer_renuest 6 _ - 19 13 
ceAQplrle 

,Mrrtast 
ralinst to 21113 EinaLAPO value =resents 7014 ner.dinc rearrests 127 1QD 144,000 16 540 

cblivkinorubtrie increase APC, hissolon nms rout:etas- set to 2011 final Reviecd nlrte 7,300,000 3,990,000 640,000, 
10 clmet iviamine .-7se APO bas -d on droner in nuantitv re nntsierl frrim ref std manufacturer - b)(4 ) 25 35 

ysericczca rliT141.Tmiau 
,iarr 

APO based CI chAnve ia..thwitv formes:al from rcf sti mlloficturcr - 30..., 35 5 
illtilIZOGIT1C 

„increosc 
increase APO based en Orinat in cuantitv rearrested from rrf std insairfar-rem - 6 19 13 

rnethampbetamine decrease APO, based on adjustment of d-methampbeumine (for conversion) 3,911,375 2,811,375 (1_1000001 
cl-methamphetamine (for conversion) decrease APQ, based on decrrusinsretLusests for last 3 years 2 600 000 1,5E0 DUO (1,100000) 

me-thyldeserphine increase APO hosed on„rew rennest from ref stdmuonfachucr - (b)(4) - 2 2 
pip=1CyCI:ii, PC ultitrISr APO hosed on additonil ref stet manufarturer reaucst reeuests 6 19 , 13 

Additional Chemical Considerations: 

Drur Rein:um Pronnied Revised (honer 
ephedrine (for GRPVCr31,713) AAN hoard on historic lark of utilization 15.100.000 1 000 000 (14,100,060) 

100,000 ephedrine (for sole) 
,..derren:e 

AAN hosed on rtell teOirellS 2,900.000 3,000,000 
pscuttoephedrin e (for sale) 

. 
inc7filiessc AAN based nn new oroutsis. 156,000,000 192,000,000 36.000,000 
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2014 Established Comments

r^mmrnt 		k"M™
APQ sufficient
APQ sufficient

Prnnnsril APft EmMlskAED OtanrrPnmmnvDrup Amount
IS IS(l -Pfiiiy)-) 1 UR- 144)

f l-fS-fluoro-Dcr.tv]VlH»irdol-3»vl1(ZJ2>3jHctramcT}ivicYclor>roi»vl)nicthononc
N^Uacfam:mtvlVl-pgntvMH-indazolc-3-<arb<wmirtc (AKfMft)	

(b)(4) incrfa^c.APfl AH
IS ISincicRsc APO 10

12APQ sufficient
justified. increase AJ'O

uincrease APf) 10
26 70 64calhinone

d-amphctaininc (for sale)
inggast APf)

increase APQ
increase *Pf>

J. 300.000 19,000.000APQ suflicicnl 49.000,090
990 000
"30 000

d.l-amphetamine (for sate)

incrcAie API)
jlKTHIW APQ

770.070 APQ sufficient 68.750,000 68.750.000 "codeine (for eonvettion)
) 5(10 000

7 nsn nnn

-121M
aw

160-000

46,125.000APQ sufficient
APQ sufficient

44.)25>9P0.

IM
99.«?.OQO

codeine ffor sale)
?, >08.751)	fcmanvl		

bvdcocodonc ffor sate)
jiKrrnsc.afcfi.
increase APQ
increase APQ

APQ sufficient 99.625.000
justified, increase APQ
justified increase APQ

APQ sufficient
		s

Wffio*hvdromcTobone

levnmclhnrnhan
rtiethylphcnidale

781.230.
195 mintTr-asr APQ

jnertase APfl
increase APQ

increase APQ
increase ACQ.
increase APQ

increase APn
increase APQ

130
96.750.00096.750.000I 740 000

-imam
aOOD.OM

150 00(1

1400.00(1

ip.wimofl
970.000

91,250,000APQ sufficient 91.250,000morphine (for conversion)

62.500.000	APQ $ufftcjqit	
justified, increase APQ 12.250,000

	 morphine (foe sate)	

noruxymotphone (foe conversion) 5.250.00017,500,000

APQ tu filercm 22.750.000 22.75Q.CPQ	nn'navine	
oxyccdonc (for sale)

increase APQ 13.MP.C00.
4.250.000.

470.000.
I3.0W. WO,
6 211.000.

increase APf)
increase APQ

mamas APQ
increase APQ

jncra.sc APQ
increase APQ.

I49.37S.000APQ sufficient 149,375,000

oxymorphone (for conversion) justified, increase APQ 17,250,000 25.000.000 7.750.000

300 000
90.000.

APQ sufficient 7,750,000 7,750.000exytoorpbone (its sale)

29,980.050

17.500.000

67.000.000

17,500,000
37.019.950justified, i

APQ sufficient
AEQphenvlncetnnc

tapcrttadol
tetrahydrocannabinol

increase APf) SOOMO
10,000 APQ sufficient 491 OOP 491,000increase APQ

2125,000

300.00Q
increase APf)
increase APQ

145,900,000APQ sufficient 145,000,000iticbame

Number of rrpistnotA/cobtiea cOro otcu fiDEJ

Number ofdru^s commented on:
6

14 23

f* nmmrpT Response rhaiitAPrnmUrd AAN F.AtnMNfr AANQMFA Chemical

PPA (for conversion)
finmnanv Atonunh

25,700.001) 44.800.000 i9.nKi.onn(b)(4) increase AAN II .000.0001

Numberof registrants/entitles commenting:
NumberefMat 1 chemicals commented on:

1
t

Additional Drug Considerations;

.Ertreated. .Hrvlinl .Change	 Dote	
l-tl-(2-Tbicnvl)cvclo6evvtlpincridinc

Hnnonsr
IS5 ffiincrease APQ hated on mMfritmal rcfstH reaniifacioccrreoucst

6 19 13carfentzriil increase APQ based nn rdditicnalrefstdtpaniifarrererreminl

adjust tn 701 3 Final APf) value renresenls 711 1 4 rending rennests 127,500 144.000 |6.?Wfiwroins.
3..3HO.OOQ 3.990,000 690.000jilmkanifflrtes

dimcthyltTYPtamuie

lysergic ecid djethytamide
metaaocmc

increase APQ hated en new renttcsls - set In 7(1 17 Final Revised value	

increase APQ based nil chance in nnanlitu reni.ccted fromrcfstdraaniifacnn 25 22 JOa (b)(4)
m 35 5jnctense APQ. based on chance iqnnnniitv icnucstcd ficmref std manufacturer.

increase APQ. based On chance in Quantify rcmieslcd fan rcf<rd manifacnitrr
decrease APQ. based on adjustment of d-methamphetanune (for conversion)
decrease APQ. bated on decreasing requests for lost 3 years . 	1

increase APQ. hnsnl on new retlurst from rcf std mantifachucT - 	
increase APQ. based on nrtdimnal rcfaid manufacturer venncst reitnesls	

6 19 21
	 mctliampbctaminc

d-tnciharopheiamioc (foe conversion)
mcrhyldcscrphinc

3.911.375 2.811,375 (1.100.000)
2.600.000 1,500.000 (i. 100,000)

2 2
ultcncyclldine 6 19 12

Additional Chemical Considerations:

Prnnnsrd Bcviscd flhnnpf	 Drop	
enhedrineifor conversion)

eohcdnne(foraale)
pscutlocnhcdrine ffor sale)

Reanonae

15.IW.WQ 1 .000.000 rn,100.000)Hrpfp.2if AAN hi<fH on historic Inck orvitili?afirin
1 .900,000 3.000,000 100.00Qinrrease A AH based an newreniieats

156.000.000 192.000.000 36.000.000increase AA»J based nn new rennests
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CONFIDENTIAL 

30 July 2013 

Drug Enforcement Administration 
Atm: DEA Federal Register Represelitotive/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Comment on Proposed 2014 Aggregate Production Quotas 
Docket No. DEA-378 

Dear Sir/Madam: 

(b)(4) 

(b)(4) 

is submitting this comment in reference to the Proposed 2014 Aegregctre 
Production Quotas IAPQs) published in the Federal Register under diction Vol. 78. No. 128. 
pages 4018640189, dated 03_14 2013. This is Docket No. DEX378. This comment is 
CONFIDENTIAL BUSINESS INFORMATION and relates to five controlled subsronces. We 
request that portions of this comment highlighted below be reelected. 

For the first three controlled substances, which ore synthetic connabinoids, ,the substances 
became scheclued on May 16, 2013. Because of that, no cipoliccitions for in.itial 
manufacturin cotaseivere submitted during the anneal application period in early 2013. 
Therefore, (b)(4) is submitting this comment to request-that !he APQ for these three 
substances [listed below) be revised as required to allow for issuance of 10 gram initial quotas 
to (b)(4) for these drug classes. 

Additionally, (b)(4) is currentl in ne °herons with one of its customers to provide a bulk 
synthesis of Levomethorphan. (b)(4) has a Letter of Intent from the customer' indicating their 
intent to enter into a Purchase Order agreement with (b)(4)  for the manUfacture of this 
substance. A copy of thol letter of Intent con be provided upon request. The  Purchase Order 
agreement will be executed at c later date. The Letter of Intent is for (b)(4)  to deliver a 
minimum of 80 grams of Levomethorphan. However, more could be delivered if enough 
maieriai is produced that meets the customer's s•ecification. As parr of public comment for the 
proposed adjustments to the 2013 APQ's, b)(4) submitted a comment requesting the APQ 
for levomethorphon be revised to cover this project. 

However, as mentioned in that comment, it is unknown when the APO will be revised, how 
long it will take obtain our revised manufacturing quota and a revised procurement quota 
necessary to purchase lhe required quantity of the starting material needed for the synthesis, 
and how long the actual production time to complete the synthesis will take. Therefore, it is 
unclear as to whether there ultimately will be sufficient time to produce the final substance in 
2013. Because of that, (b)(4) s submitting this comment in response to the proposed iniriel 

(b)(4) 

(b)(4) 
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CONFIDENTIAL

30 July 2013

B

Drug Enforcement Adminisl/olion
Attn: DEA Federal Register Representative/ODL
870 1 Morrisselte Drivem?

. r*

Springfield, VA 22 1 520^
y- Comment on Proposed 2014 Aggregate Hroduciion QuotesSubject:

Docket No. DEA-378

Dear Sir/Madam:

klr (b)(4)	 is submitting this comment in reference to the Proposed 2014 Aggregate
Production Quotes (APQs) published in the Federal Register under citation Vol. 78, No. 128,
pages 401 86-401 89, doled 03 July 201 3. This is Docket No, DEA-378. This comment is
CONFIDENTIAL BUSINESS INFORMATION and relates to five controlled substances. We
request lhat portions of this comment highlighted below be redacted.

iSv
&
BBPSS
TSm

ass#
w,

For the first three controlled substances, which are synthetic connobinoids. .the substances
became scheduled on May 16, 201 3. 3eccuse ol that, no applications for initio!
manufacturing quotas were submitted during the annual application period in early 201 3.

is submitting this comment to requesMhol the APQ for these three
fSis

m
Therefore. [WW

substances (listed below) be revised as required to allow lor issuance of 10 gram initial quotas
for these drug classes. tto (b)(4)

is currently in negotiations with one of lis customers to provide a bulk
has a letter of Intent from the customer' indicating their

[tor the manufacture of this
substance. A copy of thai Letter of Intent con be provided upon request. The Purchase Order
agreement will be executed at c later dote. The Letter of Intent is for [WW '
minimum of 80 grams of Levomeihorphan. However, more could be delivered if enough
material is produced that meets the customer's specification. As pari of public cammed ror the .
proposed adjustments to the 201 3 APQ's. fb>W [submitted o comment requesting Ihe APQ
for levomethorphon be revised to cover this project.

(b)(4)Additionally,sM
synthesis of Levomeihorphan. |WW 	
intent Jo enter into a Purchose Order agreement with |(b)(4)

m

mm
to deliver ow

i

®!
m

However, as mentioned in thot comment, it is unknown when the APQ will be revised, now
long it will take obtain our revised manufacturing quota and a revised procurement quota
necessary to purchose Ihe requited quantity of the starring material needed lor ihe synthesis,
ond how long the actual production time to complete rhe synthesis will take, lherefore, ;t is
unciear as to whether there ultimotely will be sufficient time to produce the final substance in
201 3. Becouse of thai, |WW \s submitting this comment in response to the proposed

ft
W

m
y

m (b)(4)

$
(b)(4)
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(b)(4) 

2014 APQ for this drug class to cover the eventuality that the final product cannot be obtained 
in 2013. 

Therefore,  (b)(4) is re• uestin that the APQ for Levomethorphon be revised io allow for 
150 gram increase to (b)(4) Levomethorphon manufacturing quota far 7014. That 
quantity will covet both the deliverable quantity for the customer and any non-specification 
material produced during the synthetic process. The ouontity of non-specification material to 
be produced during this project is unknown al this point due to uncertainty in the production 
yield for synthesis at this scale. 

finally, (b)(4)  is currently in negotiations with one of its customers to provide a bulk 
synthesis of Cathinone HC1. (b)(4)  has d Letter of Intent from the customer indicating their 
intent to enter into a Purchase Order agreement with (b)(4) for the manufacture of this 
substance. A copy of that Letter of Intent con be provided upon request. The Purchase Order 
agreement will be executed at o later dole. The. Letter of Intent is for (b)(4) to deliver a 
minimum of 25 grams of Cathinone HCl. The custom& is washing 10 obtain the material in 
2013. However, if a procurement source cannot be found in 2013, the pion is for 
to manufacture the material in 2014. Therefore, (b)(4) is requesting that the APO for 
Cathinone be revised to allow for a 40 gram increase to (b)(4)  Levomethorphon 
manufacturing quota for 2014. That quantity will cover both the deliverable quantity for the 
customer and any non-specification material produced during the synthetic process. The 
quantity of non-specification material to be produced during this project is unknown at this 
point due to uncertainty in the production yield for synthesis at ;his scale. 

(b)(4) 

based on this information, (b)(4)  requests that the 2014 aggreve oduction quotas for 
the following five substances be adjusted as needed to ensure that nticipated 
requirement in the amounts listed below are covered: 

XLR 1 1 10 g ... . , i:.. 7 .44.i,-:: UR-144 10 g 
, 0.,,,,,A 

-V"'Ii. AKB48 10; g 
Levomethorphon 150 g . 
Cathinone 40 g 

Please contact me ar 

Sincerel 

t 

(b)(6) 

b)(6) 

• Vice Presi•ent 
(t.u. Regulatory Affairs 

r-k 

b)(4) 

f you have any questions regarding this ccrnmert. 

(b)(4) 

(b)(4) 
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Sii
S#l 20J 41 APQ for this drug class lo cover the eventuality thot the final product cannot be obtained

in 20)3.
IS:

Therefore, 'b'L4' is requesting thot the APQ for levomelhorphan be revised to oliow for n
150 grcm increase to 	 Levornefnorphan manufacturing quota for 201 4, Thot
quantity will cover both the deliverable quantity for the customer and any non-speciricalian
material produced during the synthetic process. The quantity of nan-specification material to

be produced during this project is unknown oi this poin! due to uncertainty in rhe production
yield for synthesis at this scale.

finally,!^4) lis currently in negotiations with one of its customers to provide o bulk
synthesis of Cathinone HCI. |<b)(4) [has a Letter of Intent from the customer indicating 'heir

• intent to enter into a Purchase Order agreement with (b?(4> for the manufacture of this
substance. A copy of (not Letter of Intent con be provided upon request. The Purchase Order
agreement will be executed at a later dole. The. Letter of Intent is for fib)(4) |to deliver a
minimum of 25 grams of Cathinone HCI. The customer is w:shing to obtain the material in
201 3. However, if o procurement source cannof be found in 20 1 3, the plan is for P3^4)
to manufacture the moterial in 20 1 4. Therefore, f(b)(4) ' is requesting that the APQ for
Cathinone be revised to oliow for a 40 giam increase lo|(b)ffl | Levomethorphon
manufacturing quota for 2014. That quantity will cover both the deliverable quantity for the
customer and any non-specification material produced during Ihe synthetic process. The
quontity of non-specification material to be produced during this project is unknown at this
point due to uncertainty in the production yield for synthesis at this scale.

Based on this information, P^4* requests that the 2014 aggregale, production quotas for
the following five substances be adjusted as needed to ensure thol[b>(4> |nnticipoled
requirement in the amounts listed below are covered:

IS
w-

•>
i?'. ;
A-

a

k.

lifts
!&S

T'y;&

jffi

Bmass

m
m

8m

10 9XLR1 1
10 gUR-144

AKB48 lOg

'mm Levomethorphan

Cathinone

150 g .

40 g

m
Please contact me at [(b)(6) f you have any questions regarding this comment

Sincerely
(b)(6)

' Vice President1 Regulatory Affairs

(b)(4)

I
% %
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July 31, 2013 

Drug Enforcement Administration 
Attention: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22.152 

Subject: Docket No. DEA-378 

Dear Sirs: 

• • 

••• 

I, (b)(4);(b)(6) manufacturing 
registration 1(b)(4),(b)(7)(E) am submitting this comment on the 2014 Proposed Aggregate 
Production Quota for various products as published in the July 3, 2013 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: (1) Amphetamine (for sale) by 2,750,000 grams as base [950,000 
grams for D,L-Amphetamine and 1,800,000 grams for D-Amphetamine]; (ii) Codeine (for 
conversion) by 1,500,000 grams as base; (iii) Morphine (for conversion) by 3,230,000 grams as 
base; and (iv) Morphine (for sale) by 1,400,000 grams as base. The following items' 
procurement quota should be increased by the identified quantity: (i) Phenylpropanolarnine (for 
conversion) by 11,000,000 grams as base. These numbers arc over and above the volumes 
identified in our late April 2013 requests for 2014. 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 or Form 250 
will be submitted shortly pertaining to the items for which we are submitting comments. 

Very truly yours 
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July 31, 2013

Drug Enforcement Administration

Attention: DEA Federal Register Representative/ODL

8701 Morrissette Drive

Springfield, VA 22152

r:;
Ui n

Oc
a ED
mc

—i

m

o
Subject: Docket No. DEA-378

Dear Sirs:

I, |(b)(4):(b)(6)

registration Kb)(4):(b)(7)(E)| am

Production Quota for various products as published in the July 3, 2013 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) Amphetamine (for sale) by 2,750,000 grams as base [950,000
grams for D,L-Amphetamine and 1,800,000 grams for D-Amphetamine]; (ii) Codeine (for
conversion) by 1 ,500,000 grams as base; (iii) Morphine (for conversion) by 3,230,000 grams as
base; and (iv) Morphine (for sale) by 1,400,000 grams as base. The following items'
procurement quota should be increased by the identified quantity: (i) Phenylpropanolamine (for
conversion) by 11,000,000 grams as base. These numbers are over and above the volumes
identified in our late April 2013 requests for 2014. 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.

	 manufacturing

submitting this comment on the 2014 Proposed Aggregate

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 1 89 or Form 250
will be submitted shortly pertaining to the items for which we are submitting comments.

Very truly yours
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July 31, 2013 

Drug Enforcement Administration 
Attention: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Docket No. DEA-378 

Dear Sirs: 

(b)(4) 

oca-4-ityrN 

0] CONFID€NTIAL 

(b)(4);(b)(6) manufacturing 
registration (b)(4),(b)(7)(E)  am submitting this comment on the 2014 Proposed Aggregate 
Production Quota for various products as published in the July 3, 2013 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) Codeine (for conversion) by 790,000 grams as base; (ii) Fentanyl 

l‘taimw- by 124,000 grams as base; (iii) Hydrocodone by 7,400,000 grams as base; (iv) Methyiphenidate 
by 1,740,000 grams as base; (v) Morphine (for conversion) by 150,000 grams as base, (vi) 

(en .4--Noroxymerplione by 970,000 grams as base; (vii) Oxymorphone by 90,000 grams as base; (viii) 
Oxycodone by 470,000 grams as base; (ix) Thebaine by 500,000 grams as base; and (x) 
Tetrahydrocannabinol by 10,000 grains as base. These numbers are over and above the volumes 
identified in our late April 2013 requests for 2014. 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 

Page 302 

(b)(4)

loath*,

fl] CONFIDENTIAL

on

RECEIVED
ODE

20iUUb~7 &h 7: 1 1

July 31, 2013

Drug Enforcement Administration

Attention: DBA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, V A 22152

Subject: Docket No. DEA-378

Dear Sirs:

manufacturing

am submitting this comment on the 2014 Proposed Aggregate

I |(b)(4);(b)(6)

registration |(b)(4);(b)(7)(E)
Production Quota for various products as published in the July 3, 2013 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) Codeine (for conversion) by 790,000 grams as base; (ii) Fentanyl
by 124,000 grams as base; (iii) Hydrocodone by 7,400,000 grams as base; (iv) Methylphenidate
by 1,740,000 grams as base; (v) Morphine (for conversion) by 150,000 grams as base, (vi)
Noroxymoiphone by 970,000 grams as base; (vii) Oxymorphone by 90,000 grams as base; (viii)

Oxycodone by 470,000 grams as base; (ix) Thebaine by 500,000 grams as base; and (x)
Tetrahydrocannabinol by 10,000 grams as base. These numbers are over and above the volumes
identified in our late April 2013 requests for 2014. 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
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(b)(4) 

July 31, 2013 

Deputy Administrator 
Drug Enforcement Administration 
Washington, D.C. 20537 

Attn: DEA Federal Register Representative [Docket No. DEA-3781 

This letter constitutes (b)(4) 'comments on the Proposed Initial Aggregate Production 
Quotas for 2014, as published in Federal Register on Wednesday July 3, 2013, FR Volume 
78, No. 128, pages 40186-40189. 

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, we also request that DEA treat this 
entire document as confidential. 

All requests below are stated in grams anhydrous base ("AA"). 

1100 A d 1-Amphetamine (for Sale) 
(b)(4) requests that the revised aggregate be sufficient to include 
request for 830,000 g AA of d,l-amphetamine (for sale) manufacturing quota for 2014 
(reference DEA online submission #116053). Total requested amphetamine quota is 
2,130,000 g AA. 

(b)(4) 

1100 2 d-Amphetamine (for Sale) 
(b)(4) equests that the revised aggregate be sufficient to include 
request for 1,300,000 g AA of d-amphetamine (for sale) manufacturing quota for 2014 
(reference DEA online submission number #116718). 

(b)(4) 

9668 Noroxymorphone (for Conversion) 
requests that the revised aggregate be sufficient to include 

request for 10,000,000 g AA of noroxymorphone (for conversion) manufacturing quota for 
2014 (reference DEA online submission #116699). 

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

9330 Oripavine 
requests that the revised aggregate be sufficient to include 

request for 15,000,000 g AA of oripavine manufacturing quota for 2014 (reference DEA 
online submission #116697). 

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

Contains Confidential and Proprietary Information 
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(b)(4)

July 31, 2013

Deputy Administrator

Drug Enforcement Administration
Washington, D.C. 20537

Attn: PEA Federal Register Representative fDocketNo. DEA-3781

This letter constitutes |(bX4)
Quotas for 2014, as published in Federal Register on Wednesday July 3, 2013, FR Volume
78, No. 128, pages 40186-40189.

In light of the fact thatjMffl fias no knowledge ofeither the amounts of any available
aggregate quotas or DEA's planned allocation ofany aggregateJWW "Irequests 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, we also request that DEA treat this
entire document as confidential. •

jcomments on the Proposed Initial Aggregate Production

All requests below are stated in grams anhydrous base ("AA").

1100 (A) d,l-Amphetamine (for Sale) |	
Irequests that the revised aggregate be sufficient to includepW[(b)(4)

request for 830,000 g AA of d,l-amphet amine (for sale) manufacturing quota for 2014
(reference DEA online submission #1 16053). Total requested amphetamine quota is
2,130,000 gAA.

1100 (B2) d-Amphetamine (for Sale) 	 |
(requests that the revised aggregate be sufficient to include[(b)(4) |

request for 1,300,000 g AA ofd-amphetamine (for sale) manufacturing quota for 2014
(reference DEA online submission number #1 1 671 8).

9668 Noroxymorphone (for Conversion) 	
p(4) Requests that the revised aggregate be sufficient to include[w*4)
request for 10,000,000 g AA ofnoroxymorphone (for conversion) manufacturing quota for
2014 (reference DEA online submission #1 16699).

9330 Oripavine • 	
|(b)(4) Irequests that the revised aggregate be sufficient to includepffl ~|
request for 15,000,000 g AA oforipavine manufacturing quota for 2014 (reference DEA
online submission if 1 16697).

(b)(4)

Contains Confidential and Proprietary Information
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(b)(4) 

Attn: DEA Federal Reister Representative [Docket No. DEA-3781 

9652 A Ox morphone (for Conversion) 
(b)(4) equests that the revised aggregate be sufficient to include 
request for 13,000,000 g AA of oxymorphone (for conversion) manufacturing quota for 2014 
(reference DEA online submission #116698). 

(b)(4) 

All of the other 

Sincerely, 

(b)(4) 

(b)(6) 

quotas remain unchanged at this time. 

Supervisor, Controlled Substance Compliance 
(b)(6) 

(b)(4),(b)(6) 

Contains Confidential and Proprietary Information 
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(b)(4)

Attn: PEA Federal Register Representative [Docket No. PEA-3 781

9652 (A) Oxymorphone (for Conversion) 	
Jrequests that the revised aggregate be sufficient to include^4*

request for 13,000,000 g AA ofoxymorphone (for conversion) manufacturing quota for 2014
(reference DEA online submission #1 i 6698).

All of the other |<b)(4) |quotas remain unchauged at this time.

Sincerely,
(b)(6)

(b)(4)

Supervisor, Controlled Substance Compliance
(b)(6)

(b)(4);(b)(6)

2Contains Confidential and Proprietary Information
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(b)(4) 

July 26, 2013 Confidential 

REFERENCE: Docket No. DEA-378 

Drug Enforcement Administration 
Attention: DEA Federal Register Representative/ODL 
8701 Morrissette Drive 
Springfield, VA 22152 

RE: Comment to Federal Register FR Doc 2013-16052, Controlled Substanc4 
Proposed Aggregate Production Quotas for 2014 

DEA Registration Number: (b)(4);(b)(7)(E) 

DEA Drug Code Numbers: 9780, Tapentadol 

This correspondence serves as a written comment to the Federal Register Volume 78, 
Number 128, Docket No. DEA-378 published on July 3, 2013. 

(b)(4) requests that the 
Proposed Aggregate Production Quota for 2014 be adjusted to factor .in the following 
estimated product needs of (b)(4) in 2014. 

Controlled 
Substance 

DEA Drug 
Code/ 

Schedule 

2014 Proposed 
Aggregate 

Production Quota 

2014 (b)(4)

Estimated Bulk 
Manufacturing 
Requirements 

1. Tapentadol 97801 C-II 17,500,000 grams 500,000 grams 

(cont.) 

b)(4) 

Page 305 

(b)(4)

July 26, 2013 Confidential

REFERENCE: Docket No. DEA-378

c~

Drug Enforcement Administration
Attention: DEA Federal Register Representative/ODL
8701 Morrissette Drive

Springfield, VA 22152

i/>
o -r:.

loC--

RE: Comment to Federal Register FR Doc 2013-1 6052, Controlled Substance^:
Proposed Aggregate Production Quotas for 2014

(b)(4);(b)(7)(E)
DEA Registration Number:

DEA Drug Code Numbers: 9780, Tapentadol

This correspondence serves as a written comment to the Federal Register Volume 78
. Number 128, Docket No. DEA-378 published on July 3, 2013.

[(b)(4) requests that the

Proposed Aggregate Production Quota for 2014 be adjusted to factor in the following
estimated product needs of in 2014.

2014[b>(4>
Estimated Bulk
Man ufacturing
Requirements

DEA Drug
Code/

Schedule

2014 Proposed
Aggregate

Production Quota

Controlled
Substance

500,000 grams9780 ICA I 17,500,000 gramsTapentadol1.

(cont.)

(b)(4)
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Docket No. DEA-378 
DEA Federal Register Representative /OM 
July 26, 2013 . 
Page 2 

Confidential 
(b)(4) 

Summary and Background: 

1. Tapentadol (DEA Drug Code 9780) — 500,000 grams 

The proposed 2014 Aggregate Production Quota for Tapentadol of 17,500,000 
grams may not be adequate to cover  (b)(4) projected product needs 
for 2014. 

CONFIDENTIAL BUSINESS INFORMATION 
(b)(4) 

Sincerely, 
(b)(6) 

Director, Quality Assurance and Regulatory Affairs 
(b)(4) 

(b)(4);(b)(6) 
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Docket No. DEA-378
DEA Federal Register Representative /ODL
July 26, 2013 .

Page 2

Confidential
(b)(4)

Summary and Background:

1 . Tapentadol (DEA Drug Code 9780) - 500,000 grams

The proposed 2014 Aggregate Production Quota for Tapentadol of 17,500,000
projected product needsgrams may not be adequate to cover (b>(4>

for 2014. •

CONFIDENTIAL BUSINESS INFORMATION
(b)(4)

Sincerely,
(b)(6)

Director, Quality Assurance and Regulatory Affairs
(b)(4)

(b)(4);(b)(6)

t '
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(b)(4) 

;b)(4) 

August 1, 2013 

Drug Enforcement Administration 
Attention: DEA Federal Register RepresentativefODL 
Office of Diversion Control 
8701 Morrisette Drive 
Springfield, VA 22152 

RE: Docket No. DEA-378  (b)(4) }Comment 

Dear Sirs: 
(b)(4) (b)(7)(E) have 
submitted • uota correspondence as set forth in the table below for the following manufacturing 
categories. b1(41 equests that the correspondence provided to the Quota Unit, which 
constitutes "CONFIDENTIAL BUSINESS INFORMATION", be considered during the 2014 
Aggregate Production Quota review. 

Quota Category 
Quota 

Application 
Ref. # 

Material Name Action Needed 

Manufacturing 116716 Codeine - 9050 eh) An aggregate increase on 
(b)(4) ..ustarner dernand

- 
An increase based on 

Manufacturing 116738 Morphine for Conversion- 9300 'b)(4) tomer demand and 
initiative development 

Manufacturing 116743 OKycodone for Sale — 9143 An aggregate increase based on 
,b)(4) customer demand 

Manufacturing 116742 Thebaine - 9333 An aggregate increase based on 
(b)(4) customer demand 

, 
turin Manufar g 

116739 
116740 

Oxymorphone for Conversion -9652 
Oxymorphone for Sale -4652 

An incre-ase based on 
 stonier demand and 

initiative 

(5)(4)

development 
An aggregate increase based on Manufacturing 116713 Hydromorpbone - 9150 (b)(41 customer demand

Thank you in advance for considering these requests. If you have any questions regarding this 
request, please do not hesitate to contact me at 

'b)(6) 

Director, Contro Substance ompliance 

(b)(4) (b)(6) 
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(b)(4)

(b)(4)

August 1, 2013

Drug Enforcement Administration
Attention: DEA Federal Register Represcntative/ODL

Office ofDiversion Control
8701 Monisette Drive
Springfield, VA 22152

RE: Docket No. DEA-378P*> IComment

Dear Sirs:
fb)(4);(b)(7)(E)

submitted quota correspondence as set forth in the table below for the following manufacturing
categories. WW Irequests that the correspondence provided to the QuotaUnit, which
constitutes "CONFIDENTIALBUSINESS INFORMATION", be considered during the 2014
Aggregate Production Quota review. -

jhave

Quota

Application
Ref. #

Action NeededMaterial NameQuota Category

An aggregate increase on
(b)(4) pustorrerdemand

i increase based oa
itomerdemand and

Codeine -9050Manufacturing 116716

An
[bjwMorphine for Conversion- 9300I 16738Manufacturing

{
development initiative ,

increase based onAn
Oxycodone for Sale - 9143116743Manufacturing (b)(4) customerdemand

te increase based on

[customer demand
An

Thebaine - 9333116742Manufacturing P(4)

increase based onAn
Oxymorphone for Conversion -9652

Oxymorphone for Sale -9652
116739
116740

(b)(4) stomer demand andManufacturing
development initiative

An aggregate Increase based on
|(b)(4) customer demandHydromotpbone - 9150116713Manufacturing

Thank you in advance for considering these requests. If you have any questions regarding this
request, please do not hesitate to contact me atp)(4);(b)(6)

Best ik/arris.	
(b)(6)

I

Director, ControllWSubstance Compliance
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(b)(4) pata 21-2013 (est) 

Substance 
AtiVitetlaitliiien ::"-i-',!tg 

2010 
cl1.0187.0;8.4 

% Change 
;•:;sfl i4kg4?* 

2011 
.., .• 0,4310. :..,, 

% Change 
, ;-.34%,1 

2012 
." 8 1 

% Change 
N.' -1.'4,, xzgye 

2013* 
'tit:II:0902a 

C/0 Change 
qt li. - .7a. 

Cocaine 53.89 -0.87% 48.53 -9.95% 44.13 -9.06% 41.57 -5.80% 
Qkleitie.W7W4gliPill; .1".  5M51020 Witgooycc, moosalc< _1:::. -2-0%. i23i0S6:332 giN46.8„9/d. W24;415100, Mial,94.Yd. 
Dihydrocodeine 112.37 -14.28% 107.21 -4.59% 75.49 -29.59% 51.46 -31.83% 
DipheriantOtegita "im' !..f,,9480.1214 z;a4NratAi ::33140?).56 tfrkr 3074 °I0A41003 ta:-':--,:9i:40% la4104'..a. 4,-Tfa)1.7% 
Ephedrine 1,478.40 5.29% 1,535.42 3.86% 1,977.02 28.76% 1,949.50 -1.39% 
E0 01Y11, 34cfl" , el:61:0125 10-lit:g47/M Pl.:','V',353918.41 '.:', • itilOSEI% Vat -431"U19:912% aillt5-5.5%55 i?.•.,z, . A Fr 
Hydrocodone 61,719.78 3.68% 65,108.61 5.49% 65,080.42 -0.04% 63,431.75 -2.53% 

HSidromatbrig5M al::4601.110 kogossti;.,,Stl§75::g4 pia;Smil -:ii' MI.1"..12.94 :!.??,6,.;959-.41 Skar:ptiN 
Levorphanol . 0.14 -96.92% 0.32 136.46% 1.61 399.07% 2.27 40.84% 

14313:010,1.0001).1001 41.1;011.'.3.5. Vi125',2Z°4 i.-11q1-3A:70:3 %I:MOM% 0 ke4A47 211134:Trt."410,9;f4  ;<';';:,..16°14 
Meperidine 2,579.09 -12.75% 2,302.98 -10.71% 1,893.12 -17.80% 1,639.66 -13.39% 
tiletnal0-60S.'.e...--s- 1.P-.5413.50a/it FAR502104 t .„ Z-6.4913q a ,,,,4,230$ 2.1619PPIUnZ.Zejta -V6;42.6]5:15. f?_. -10_01d. 
Methamphetamine 14.86 -2.06% 13.86 -6.74% 14.61' . 5.37% 13.79 -5.57% 

Metkii.1010:hidaton. fliPMKAZ C'4.4.44,11494 Al•I'Mix153:?aezz4°A 1%7,5234 
-31,015.39 

VAS2;70 -%1.0}7,3%5 AOte*.1.4% 
Morphine ' 28,997.24 4.40% 30,435.64 4.96% 1.90% 29,021.13 -6.43% 

10011,11fradig:- ;t1' .!i.A41-b-;04135 ilii5,91,24€26 .:̀h ;!IREitiSC90 'I:Fag:2% Wits101,0,7 .?-2;:::.kr-g't2.2-9/cr iiLf a4,74:i79. - 4' A i
Oxycodone 68,32032 17.17% 70,878.97 3.74% 67,940.06 4.15% 63,061.44 -7.18% 

.054M0:0001iRk.,;-.24s• 4514654144 :'.,. :1113;10(6°4M2A6617.tg -e,25.001.52.1/4 . ca9opittA 45.V:i2.00%::W118.6.US.MSA:74S 
Pentazocine .694.40 -3.08% 839.71 20.93% 712.52 -15.15% 628.19 -11.84% 

PrOOVIS.Ift if.aNia, '' •Kg.l.'•`..111,6,5411; !:icii.MAR:15 jiV11.0r12- 4.4.,14-7;74P/6 n.VI,F4656 ;741,411,°/4 :„.(0,3f2o.tes, :0040% 
Pseudoephedrine 127,452.77 -9.11% 104,473.28 -18.03% 94,447.67 -9.60% 99,264.27 5.10% 

gOitilin01Mnc t..T• Mt 41:0:fl50 Wtia:0175% 'sligMtkil.05 4;'17:113(.03)PFA gl,;e:,siraggil Viiligf.10.0%,, 
is  Ii1iii.g.10 0* . 5P1.3 

Secobarbital ,23.20 -2.85% 20.78 -10.43% 15.67 -24.59% 12.56 -19.85% 

066tehilt:Viite ittiCiii4:1R , „ ;J: VA:4- '' ig 1g0 W.:42VMM :iti a 5 oh. 4,11.44% :;, „Al.mip' 4;4).1;iszteti 

*Estimates based on Jan-Jun 2013 Data 
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pata 2^-201 3 (est) rr P(4)

2010 % Change 2011 % Change 2012 % Change 2013* % ChangeSubstance

Amphetamines P?8i875;83 ^3*24% ^70^8 1M^4%1^985;94 ^^090:23 ^: 0195%
-5.80%

q^elhelff^^^te5p3S!t^5te:%7^6%|^6^69i83lv^^3^%l^3[i636>32bam68%|^23,4^5:0Q|^^i94%
41.57-9.06%-9.95% 44.13-0.87% 48.5353.89Cocaine

-31.83%-29.59% 51.46-4.59% 75.49-14.28% 107.21112.37Dihydrocodeine

1,535.42 -1.39%28.76% 1,949.503.86% 1,977.02Ephedrine 1,478.40 5.29%

-2.53%63,431.755.49% 65,080.42 -0.04%65,108.6161,719.76 3.68%Hydrocodone

Nydrbmafphone^tj MIOSIS mm&m ^675:2% P^28.50 IIf4;5.12% ^m959&1' |gil§1^60%
40.84%399.07% 2.27136.46% 1.61-96.92% 0.320.14Levorphanol

	 2,579.09 -12.75% 2,302,98 -10.71% 1,893.12 -17.80% 1,639.66 -13,39%

mmmm: rnmmm mmam mmm. m^msm me^em
	 14.86 -2.06% 13.86 -6.74% 14.61 . 5.37% 13.79 -5.57%

l«ethylph^idatii^miie5^04^ 1111^3139% !llf;2r74% §1^52:34 ^18^39:29, |^5.1;3%
	 28,997.24 4.40% 30,435.64 4.96% 31,015.39 1.90% 29,021,13 -6.43%

mmrnm:- mmwm mmzm § mmtm •
68,320.72 17.17% 70,878.97 3.74% 67,940.06 -4.15% 63,061.44 -7.18%

1 J?31W5%; g#2^6j55^2 »60:62% ^9603.0 ir^;&67;.25; mmiM
.694.40 -3.08% 839.71 20.93% 712.52 -15.15% 628.19 -11.84%

"mms* wmmm.
Pseudoephedrine- 127,452.77 -9.11% 104,473.28 -18.03% 94,447.67 -9.60% 99,264.27 5,10%
gbmifentanii^fiBi^1 mm&m. mmtrns. mmsm mmim •

23.20 -2,85% 20.78 -10.43% 15.67 -24.59% 12.56 -19.85%

smntmmmmwMmm mmmm. m-mmos, wmmw

Meperidine

Methamphetamine

Morphine

Oxycodone

Pentazocine

Secobarbital

•Estimates based on Jan-Jun 2013 Data
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04s1c Class: 1100 
Total PQ Requested: 34.151534.125 

C001134nT DEANum 

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

HD Touts: 

2013 Rani Intim APO: 34100.000000 
7312 Final Revised APO: 37,748000.000 
FDA Est 12013 2,4131AP/11 1 • FDA En,: 30,792.300.000 
ms En:12013101W APO' 1 • NS 34,441,000.000 

2011 Pin011031.211APQ: 39.200.000.000 

2014 Initial APO Worksheet% 

Ong Code 2014 Rettutcrod FAQ 2012 Revised MO 2012 sates 2012 0E040 50/0 
1100.02 
110032 
110002 
410002 
1100-S2 
119342 
110302 
110002 
1103.62 
110082 
1100-B2 

519,644' fo.it, sioor:V • 
J;(.. 

FDA Est: 
055 Est 

.09? 
.01 

A ef 2012 Sates 51rote 002014 Total NI 2052 Inirontoty 2013 Projected Exporlo 2013 Roosted Saks Adj AW•Sii Cale MO 
5.000 5.000 0.000 0.000 

2000,000.000 1248.433000 403.303.000 0.012 
2,725,500.000 2.487,000.003 2.040,177.000 0.093 

itt000.000.000 7,031,150.003 5,744,735.000 0.176 
10.000 10.000 0.000 0.000 

104,000.000 150,000.060 0.000 0.000 
os,soo.000 24,500.000 0.000 0.000 

3.000.000.000 4,232.059.000 3.504,475.000 0.118 
2,300.000400 1200.000.000 4.144,406.000 0.127 
1.240.000.000 40.2238.000 171.247.000 o.00.:. 

1000 090 5,000.000 1.297.200 12,704,720.054 0.000 

I M 1,1t 41:' 1a3a 70:17 tri 3M0Kr i -4;.q C7-54'1 4,-,ICK•7::
1.4°1' A. v .li 13X,0,700,1e33.134?#.8 -1t* 644e4 . ;' Pili. - 

ke• 

32.704.725.0U 
31704,720.054 
32.104320.054 
32.704,720.004 
32.704.720.054 

32,704;728.0Si 
32,704,720.054 
31704.720 051 
31704.729.084 
32,704.729.954 

a', 
.60.oiko.pstoott90:1,:•f:; *:24:740:054" 

Nio aeZ•9.8kO:,nt••1,/ 
samoo.Ii ""z..." 20030 A•i•• .72 0 .0 a 4 :4-

t1592.X!° ,it E 04;729.125f 
73.49:04,115.  0;30' 

13.1•....eir.:•, ..• • 
P. , •32,704.72? 

x.4 too_ Om ..7.7.104'.721 

500.cxtilD0
.14 ,49 ,*. .,;-: ...., , • ,•. 

i.40 * Pqr ittt :' 1.,-L-64-.T sr 461 1 -..le
•   4  '''“.F. 22?::"44 

tj=koio:. • . •,,,, 
...79?•4741..°411,. 

... ,, 4(o.eco".• .,: ;:oj:7602.9.:(44;1i2; '' 

41,675,645.000 21486.250.000 

:8.1 • •0 5, 

All Arnphelamlnes (for sale) 

0.000 0.062 
421.200.512 157,532.000 

52..
090=94 
135:522.1200 14

.22539 
505:7377..c110100

0.002 0 000 
0.000 0 099 
poop o 000 

4,058,592.200 2.701.000 
4.323.502023 1244,299.000 

152009.436 144.757.000 

10 • 

1.321303 1,759.20D 

45. 

fve • ••1. 

•:•• 

900• 

• 

9 

O. 

:•421-

0.000 4.000 3.812 .6.000 
0.000 2050.600.000 1.052.979.750 2.204.222.790 
0.000 

300.000.000 
0.000 
0.000 
0.000 
0.099 
0.900 

4,380.000 
0.000 

43,r :r 

kAd,114.

; 11:666' 

' 2.473,000.1)00 2,530052.150 2.021.674.437 
10,800,020.000 6,4344039.150 10,000.0110.0100 

1.000 7.500 10.000 
504,000.000 110,500.000 75,500.000 
00,590.000 10.375.000 00215.000 

3,000,000.000 11711092.500 1000,000.000 • 
2.300.0041.000 1,833224.250 2,300.000.000 
1,044,562000 410246.250 830.015.295 

1,000.000 5069.925 ' 1,000.000 
W 2.3.700' 7.- ''''.4--V..0--1217-, mai '''""1•1•4'62, f=c821B" 
`281%? 'ro•u •Pat. • • • r.),4e:p."... ,

.00 „ 3:00)301:01/0ili •  '-‘1;; ; i:ilt 
400.000.4006. 4 S*0; le ...e.,.....;4 ......4., 
X1.006, 

oar' 
.1%8.9:4 •6'11CF.1.

.1 84 .1•7'iiviirth•cez
1.Z.406.0 0#: 16' Aeiroitfig4,/gle ,

• 

38,525.961.433 
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Year 
2014 
2014 

DEA Name DEA Num 

history of d-meth( )tamine (cony) 

Requested Granted Cornmercial Man 
5 

289,000 289,000 

289,005 289,005 

APQ 

2,080,000 

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

Total Pending 

2013 361,000 361,000 361,000 (b)(4),(b)(7)(E) 

2013 250,000 238,500 238,500 

Total Approved 611,000 599,500 599,500 2,291,000 

2012 1,135,000 1,135,000 (b)(4) (b)(7)(E) 1,729,000 
2012 380,000 318,000 318,000 

Total Approved 2,109,000 1,453,000 1,453,000 2,331,000 

2011 1,475,000 1,475,000 (b)(4),(b)(7)(E) 1,475,000 
2011 320,000 320,000 320,000 

Total Approved • 1.795,000 1,795,000 1,795,000 2,331,000 

Page 310 

rfc tfamine (conv)history of d-met

APQCommercial ManPEA Num Requested GrantedYear PEA Name
2014 |(b)(4);(b)(7)(E)
2014

55

289,000289,000

, 2,080,000289,005Total Pending 289,005

361,000

238.500

361,000

238,500

361,000

250,000

2013 !b)(4);(b)(7)(E)
2013

2,291,000599,500511,000 599,500Total Approved

1,135,000
318,000

2012 !b)(4);(b)(7)(E) 1,729,000 1,135,000
380,000 318,0002012

2,331,0001,453,0002,109,000 1,453,000Total Approved

1,475,000 1,475,000

320,000 320,000

1,475,000

320,000

201 1 (b)(4) ; (b)(7)( E )
2011

2,331,0001,795,0001,795,000 1,795,000Total Approved
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eastc cuss: 

Company: 
Request 
Current Year NI(t 
Yearend Inventory 

7014 InitialQuota worksheet, arioavine 

b)(4) 
16740 
1467.0 

277.5 

Calculations • amt needed set:mance 14Q. yield 
hydroynonshone 346.667  156.000 0.450 
oripavina 1030.000 
oripavineiboprertorpAine derivative 

oryrnorphonetwIti 317,770 
oxyrnorphone (cony) 

total needed 

INMAL MOA 
eit need 
MQ: 
Total Initial MOA 

Total Mast 

eURTIIER CALCULATIONS 

Proposed trarial APQ 

(b)(4) 

143.009 0.430 

1664.444 

2169.768 

1665.000 

17582.000 • others 

1.8200 

b)(4) 
1000.0 
1000.0 (buorenorpnine TM) 

0.0 

aret needed sublanee MQ yield 

1000.000 700.000 0.700 
145256 127400 0.860 

1000400 315.131 

1501000 500.593 

9330 

b)(4) 
.0 

462_7 
00 (b)(4) 

mot needed subtante MQ yield 
166.875 133.500 0.800 

1000.000 4130.000 

0.005 a 17502005 

b)(4) 
15000.0 
104000 

570.6 

amt needed subslante MO. yield 
0000 . 0.000 0540 

11604.938 10444.444 0.900 

11604.508 

16535551 

11605.000 

(b)(4) 
5000.0 
23120 

404_2 

amt needed substance MQ yield 
2131.455 1927.000 0257 

2131.855 . 

2752.603 

2132.000 

700.0 
700.0 

1376.5 IPQ inventory) 

amt needed suiounee MQ yield 

0.000 

0.070 

-2801.500 

700.000 

0,300 

ar1payine
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04424 03/4.0 2014 liol APO We rt shoot, 

TOW 142 ftr.zus <0 5477,0060011 f0A.L/C 
1:141EIC 

'Cam pa, DCA Men 0014 1,41.-eliN64. 2,10 P444040 MA 20111101 2012 C/CA 00 St. 0404 Sham of 20.1 0c4.1 PO edit kr44.4e4y 2002 Pro04140 Er pooh 3911 004.44•41 04. 20, 3 P0444c.00 blv•cruuy 2913 0£A 0,414,/4c1 Irres.toory 0,0 Ara0 Cate C. 00.'4.4 CIA SCOA 14,444 1.3 

(b)(4) (b)(7)(E) 0 COO 1000 0 COO 

1,001=6x 1 px,cco coo n CCO 

'7,456.031370 

7.458.037370 

0 000 

OCCO 

0000 

-a011 
OCCO 

O.

0.000 

• 0000' 

400`

1.000 000 MO 

. CO3 

0010 

f 003 

0.000 

].150 

701,331 OCO 

0.350 

260030 01X1 

0 704 

1,0.303 MC 

1,674.000000 1.407.030000,  1.46,073 CCO 

3 am ix° 0335,10,407E.033.000, 40:73.21 / DOD 

7.456,117.7/0 

7,430.013. 303 

D 111 

0003 

- 617.706.431 

. 7.012...'6.4 MO 

,77,047 OM 

41C,a2a, CO) 

0 COD 

To CO 

' 1.074.0:00200 
14.00021 005 

1050)00W 

1011,011 CO3 
70.560.000 

4,4 ra. tea co3 
133043.503 

0.Z/43..7SO 

1.1 °Art Ian 
10014.03.1 201 

.,304439500

, 10,004003 000 

4233 0011333 3,130 CO0000 1407.204 370 7.45033/ 3, 1 0107 . 1,176,001134 1,79,7W OW -4000 2007,000 000 ,410,313.009 1;32.5.X40(0 3293360030 733.341 423 3263.650000 

030 000.030 ..82/163X) ,ill.. , 3 000 1...5.3.1337 370 0007 <20./.1,3 14 70 0.0,10 0.04 .ar;,[130.330 4000 000 .1 3.304 COO 140037 000 741.0143067 400,040.000 

Mcnt)C00 000 c00.CCD • 0000 7.438.631030 0030 0003 0 000 0 COD ' /000010C° 000 00A 50.000 000 175.000.000 611,031C00 

03'7000: 4031 336CW 17.154701.003 16$401,g3 •Sl 

2013 1}00 What APO, 

2913 F1441 04414,1 AMC 

/04 E.(14110...1 4P0 • • IDA GO' 

0009 EIL 13013 Mai 4,10 . 1 4 043 Es0 
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r mmuyAmirs  120oTA,t. $ • 111., 

Request-ID:11MS' late Submitted! 15-APR-13 
Name_gf_basic Class or Liot LiNkemical only 1 ner INTA-18.91_ ORIPAVINE Schedule/Lint Number 2 ame and Address of Registrant Drug Code 9330.0 

(b)(4) uota Year 2014 DEA Registration 241nriner,09(4)b)(7)(E) 

optAt_RO 
000 

' 

b)(4);(b)(6) pax• No (b)(4);(b)(6) 
_bone No. 

NoTs: All Quantities ore to be gaproo od in Orono of Antydrous Anidi ease, or Alkeloid(not as Calto1. 
Quotas Previously Issued by DEA 

iota History 

reduction Data 

rnventory as of Dec 31 

a,flulk Controlled Substance/List 1 ChemiCal 

b.In-Process Material 

c. Contained in FINISHED Dosage Forme 

Plapoaitiont.5010)/Etilizstion 

a.Domestie  ' 

b Exports 

Acquisition/Production 

a.Domeetic Sources 

2012 2013 2014 Quota Regueate 

1,684,000.0 3,126,000.0 0.0 4,235,000. 

2nd Preceding Year 1st Preceding Year estimate for 
Current Year 

estirate for Year 
Requeoted 

0.0 1,415,000.0 

1,252,200. 0.0 
0. 0. 0.0 

1,252,200.0 o.0i 1,415,000.0 

2,504 .9 0.0 2,057,000.0 0.13O 0. 
2,500.77 O. 2,057,000.0 

1 ; 

3,184,006. 4,215,000.0 
1,184,006. 4,235,000.0 

1,415,000.0 
0.3 
0.0 

1,415,000.0 

2.057.000.0 0.0 
2,857,000. 0 

4,225,000.0 
4,235,000.0 

If the Purpose Is to Manufacture another subscamew, Furnish the Fallowing IniormatiOn: 

Name of No. SubStabeil Ping 
2011 

Amount flood for this Purpo o 
2017 2014 

Yield 

KYVFOMORPHON8 0150-0 074.020 1,140.220 1,827.000 65.70 

Product Development Posogo Pors Strength Gaits/gate(' O of Batches Rata Puipaos Let. Quantity Lot. Cooplecian Time 

Transfer Registrant Implonotion of Tramcar -

Oats of DostrUctiea Explanation 

Packaging Product MUM Strength Onito/Pkg 1 of Pkge PurpOge 1 Total Quantity 

emarks 

Page 313 

K«quaet- ID , |i. 1 5 5 3 S* -•-. „ , jjaCo Submictad I 15-APK-13
ffama of Basic" Claas or Lint 1 Chnm.lgal (only 1 nt>r DBA- IBS)
JRIEMINE	 	—:	

Unma and Addrbao of Rgglatrant	 __	 -

(b)(4)

IgghsdutoA^it ffiinteaa.
brug Codo 	
buota Yoar	

2.

,S33U-t>
2014

>EA KaglBtration Number (b)(4);(b)(7)(E)

(b)(4);(b)(6)ax. HoCon£fl«t_Eecefin (b)(4);(b)(6)
Small Addrosa	 hone Ho.

KOTEj JLll Quantities iro to be gxpzosaad In Qrunc of Anhydrous Antd, Base, or Alkaloid (not ag Sal to i

* 	 	 Quotas Previously I-iaced by PSA
QuoteRequested10142012

3. €84. 000 .0

2013Quota History

075"3,126,000.0 4,235,000.0

Production Data 2nd Pracadiny Yoar let Preceding Year ttntlnnte for

Current Year

eotioate Icr Year

Requested

Inventory as of Dec 31

a. Bulk Controlled Suhatance/Llot 1 Chemical...

b. In- Process Material

c. Contained in FINISHED Dosage Forme

Disposition (Sale) /Utilization ^

a . Domestic . i ...... 1	 	:	

b Exports	 		

1,415.000.0o.o 0. 1,4 15, 000 .0

1,252. 200.0 0. 0.0

0 0.G0.0

1.41S, 000I. 252. 200. 0 0. 1,415, 000,0

2,504.92 O.O 2,657.0002,857, OOP.
1

O.O0. 0 0.0.65

2 , 5 OS , 7 7 O.O 2,857, 000, 2,857,000

-."ST * .!*'£*v:TV . :> -• - *

fccqu i a ic ion /Product ion

a . Doweet ic SourceG . . .
4,225,000

33
4.235, 0C03,184,006 0 .

3,184,006 4,235.0000 . 4,235, 0C0

; .;•< •

If the Purpose is to Kanutaccurc Another substance [aj , Furnish the Following Information:

K&ne of New subatanco
\ yioldAmount Da ad for this Purp

1 2012
Drug

r2011 I 2014

£5.70B74.020 1,140,220 1 j 827, 00091 50 -0{YD&CMOR PHONE

Est. Quantity iBot. Completion Tic©Botch PurposeOnits/Satc!) f of BotchssProduct Development Dob ago Form Strength

"ranstar Ragle trant | Explanation of Trans for

ExplanationData of Dsotxuctloa {

j

I Total QuantityPurposeOnito/Pkg • of PSrgeStrengthPackaging Product Kooa

Remarks

Page 313Vol. I Vol. I



',''T X6,',,,WiiXigAg:::.-_. ,,-;00.ivr;faft5ickokj..wptyipri*isANolik.rwtt$p'.0.0440Wx1,1V....-, v T7.-..,44,...: 
Request ID.116697 sate Submitted 31 -JUL -13 

Name of BarriQ•Claao 0X—biet 1 ChomiaalionlytnarPAA&// 
NRIPAVINE Schedule/List Number 2 
efigileArLSLASUME21aralarranic-- prua Code 9330-0 
(b)(4);(b)(7)(E) quote Year 2014 

3EA Regietration Ntumbarb)(4),(b)(7)(E) 

Contact Peraon (b)(4);(b)(6) 'ex No !ax. bX4Y,(b)(6) 
Email Address No. 

ROIL. A11 Quantities aro to Ds Empty:god In grams of Anhydrous Acid, Rase. or Alkaloid(not as Salt )-
Ovotaa Previously Ineued bypra 

Quota History 
. 

2012 2013 2014 Quote Requested 
6,300,000.0 8,444,444.0 0.0 15,000,000.0 

Production Data 2nd Precediog Year let PreCodlog Year estimate for 
CUrrOOC Year 

totImace fgr Ye.V 
Requested 

Inventory ae of Dec 31 

a,sulk Controlled substance/List 1 Chemical 
b.IA-Procees material.  
c. Contained in FINISHED Dosage Forms 

,-, . 
570,621.0

"L___—__ 

0.0 1,081,733.0 1,001,733 0 
0.0 0.2 0.0 

0.1k 0.0 0.0 0.0 
520.621.0 o.of 1,001,733.d 1,081,733.0 

Disposition(salet/utilisation 
a.Domestic 

b uporta 

0.0 0.01 14,444,444.0 14,444,444.0 

0.0 0 0.0 0.0 

o,c 0.01 14,444,444.0 14,444,444.0 

Acquisition/Production 

a.nomestic Sources 
• 

-,,IR. .. ',':".'01.W..!.,‘.4.,.... ' - l'" 7'.1' . 
0.0 15,000,000.0 15,000,000.0. 

O. 0 0 15,000,000.0 Is 000 0004 
 

It the purpose ss to Manufacture Another Substance(o), Furnish the Following Information. 
Elam( of New Sub/Italica Drug Amount Used for thlm Purples \ Yield 

2011 t 2022 2014 

3XYMORPHOHE !FOR CONVERSION) 9652-A 5.026,234 5,510,145 10,444.444 90.00 

Product Development DOAANO POrIL Strength Daits/latcb g or Retches Satoh Purgoos I Sat. Quantity Sat. Completion Time 

• . 

rsanater Regiatrant • =planation of ?taunter 

Late of Deotruction I Ysplanation 

• 

Packaging product Name Strength ] Unita/Pkg I 0 of Pkge Purpose Total Quantity 

' . 
' 

. 

Remarks

'supplemental documentation in support of this regueut will be (mailed separately to 00E.Quotaauedoj.gov. 

• 

• 

. . 

Page 314 

»

HeciueHt lD.lllg«97~" bata Submittod | 31 -JUI,-13

tema at. .Baal g. ClftB a or iilat 1 Cbomlgal
PR I PAVINE	

(only I oar Pgft-lSg)
[schedule/He': smau.et. Z

raw and aflflma it F?T/iflVrnt
b)(4):(b)(7)(E)

cuq ggflq Zl'JQ-0
luota Year 2014

IA Registration Kud>eiVb)(4):(b)(7)(E)

;b)(4);(b)(6)'ax. Ho:b)(4);(b)(6)
Small AddrcaB 'hona No

NOTJCc All Quantities ied to bo ZypC«3«OQd In Qrgpg of Anhydrou* Acid, Bait a, or Alkaloid (not »o Salts)

	 		 Quotas Pr&vlouoly laoued by DilA

3013 3014 Quota Requested
Quota History 2012

0,444,444 .0 0.06,300,000.0 1S.QQO.OOO.O

2nd Preceding YvarProduction Data let Preceding Year Eaeinncc for

Current tear

Botlmacs for Y"*r

Saquvated

Inventory as of Dec 31

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

b.lri-Proceea Material	
c. Contained in finished Dosage Forma... 	

disposition (sale) /Utilization

a. Domestic. 	 - 	

b Exports	 		

S7Q,631. 0. 1. 081, 733 . 1, 0B1, 733. C

0.0. .<L o.c

0. 0. O.Ci0

1,081, 733 ,±u 1, 061. 733 .

0. 0 o.of 14,444,444 .014, 444,444 .0

otot 0.0 0.00.0

o.o

15,000,000.0

14 j 14 . 444,444 ,C0.0

'~y " t
Acquisition/Product ion

a. Domes tic Sources —
1S.00Q, QDO .0.

IS, 000. 000.0'15,000, 000 .0o.c 0.

• ?.

If the Purpose la to Manufacture Another Subacance [d) . Furnish the Following information:

£ ru? Amount Deed for thin Purpoaa

*2C12 "
3 Yield

Same of How Substance
2011 2014

3,530, 34S 10, 444. 444 30.004.124,234MYM0R PHONE (FOR CONVERSION) 46S3 -A

Strength
jKat. Completion Time

0 of aatchea Hatch Purpose Eet. QuantityOnlts/fiatcbProduct Development Dosage For*

i

Explanation of Txnaoferaalar RBgiattantjrxa

Data of DaotructicpT Explanation

Unite /Pkg | Total Quantityfl of Fkga Purpose
StrengthPackaging Product Name

Remarks * 	

Supplemental documentation in support of this requeut will be smalled separately to ODE.QuoCadUBdcj.gov.
/

Page 314 /Vol. I Vol. I



Request tD.h15756 sate Submitted 25-APR-13 

came of Basic Class or Lipt 1 Chemical (only 1 per DFIAL1E9) 
ORIPAVINE Schedule/Lint Number 2 

a and Address of Reaintrant )Drua_gode 
ota Year 

9330-0 

(b)(4) 2014 

EA Registration NUmber(b)(4),(b)(7)(E) 

Az. No (b)(4),(b)(6) Contact Person bX4),(b)(6) 
al Adducts hone No, 

KOTilt All Quantities are to ba Reprisal:led in arena of Anhydroua Acid, Beau, or Alkaloidinot ea Salta) 
Quotas previously toonselhiv OSA 

ota History 2012 2013 2014 Quota Requested

1,630,000.0 1,467,039.0 0.0 1,674,000.4 

roducticn Data 2nd Preceding Year lac Preceding Year Eetimate for 
Cyrzent Year 

E3tirate for Year 
Requested 

Inventory 4S Of Dec 31 

a.Bulk Controlled subatance/List 1 Chemical.., 

b.:4-protean material 

c. Contained in FINISHED Donage Forme 

' -• , • :•-• • •• 
277547.0 0.0 105,000.0 105,000.0

0.0 0.0t 0.0 0.0 

0.0 0.01 0.0 D.0 

277,547.0 0.01 105,000.0 105,000.0 

ioposition{Sale)fUtilization 

a.Domeatic 

b Exports 

790,775,0 0.0 1,674,000.0 1.674,000.0'

0.0 0.0 0.0 0.0 

798.775.0 0.0 1,674,000.0 1,674,000.0 

dgu/siticn/ProduCtion 

a.Dvmeatid Sources 

q.-- •: • ,,,,i• P%,..*Y . • ' i 
797,922.0 0.0 1,674,000. 1,674,000,0 

797,922.0 0.0 1.674,000. 1,674 000.0 

f the Purpose is to manutacture Another Substance(el. Furnish tLe Following Information: 

Rene of New Subetenco Drug Amount Used r [hie Pu • oa is Yield 

2011 2012 2014 

YDRO.M0BPHONE 9150-0 0 

XMORFRONE ?FORME] 9652-B 0 

0 156.000 15.00 

35,053 143,000 45.00 

Product Doveliumant Beane Porn Strength Units/Batch 9 Or Batches Betch Purpose Bet. Quantity Rat. Completion Time 

Transfer Registrant Bs:planation of Transfer 

Date of Deetruction ExplaMktion 

Packaging Product Rana Strength Vhits/Pkg I of Pkga Purposes Total Quantity 

Remarks 
...— 

Quota is for supply of 1,000Kg to h)(41(h)(7)(F) TIVNIsill also use OripavIne for Internal 4Onvernion tc 

Oxynorphon! And Hydromorphone for cafe to kb)(4) (b)(7)(E) an 111(4) 

• 
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tegyrest rp.|llS7S6

< .

jrtote Submittal 25-APR-13

Mia of Baaic C1i»bb or l.-inr 1 fhnmlcal (only 1 set DBA-189)
_ gchodi;l<3/I,lBt i'umfeqr 2.ORIPAVIHE	 		

Mama and addiaaa at Malayans Bxua_Code„
ota Year

3330-0
2014

(b)(4)
ISA Registration Number (b)(4):(b)(7)(E)

(b)(4);(b)(6)'Contact geraoa](b)(4);(b)(6)
Email Addronu

'ax . No

hana hp

All Quantities arn to b« Expraanod In Praam of AahydrqUC Acid, Baoo, or Al*ftlold(not an flftltd) .

	 	 . I Quotas pr^viou"»lv_Tjgued bv PEA
Kors

Quota Requested2012 2013 2014Quota History

1,407,039.0 0.0 1, $74,000.01/ 630, 000 . 0

2nd Preceding fear lac Preceding! Year Estimate tot

Cjrrent Year

Estimate tor Year

Requested
Product icn Data

Inventory as oC Dec il

s.BjIX Controlled Substance/List 1 Chemical...

b. ;n- Process Material	 	

c. Contained in FINISHED Daaage FormB				

—IT los. ooo. o IPS. 000.02 7 7 r 54 7.

0. 0.0 0.00.

n 0.0 0.00.

0^ 105, 000.0 10S, 000. 0277,547.0]

disposition (Sale) /Utilization

a .Cornea tic	 		

b Exports	 		 	

0. 1,674 , 000. C 1. 674,000.0790,775.0

0. 0,0 Q.C0.0

0. 1,674,000.0 1,674,000.0798,775.0

* •! I• J-:*- " , ***!££" t 'f *'?:
*cqul siticn/ product Ion

a, Domestic Sources.,
797,922. 1,674,000,0.0 I, 674, OOP. C

i
797.922. 1. 674,000. 000. c0.0

* ••i,r.

if the Purpose io to Manufacture Another Subntanec (s) . Furnish t».o Following inforraatlon:

Amount Uaed for thl« Purpoa* k Yield
DrugHoc* of Haw Substance

20142011 2012

0 15 6. 000

143,000

«5.00

45.00
1YD80MCAPK0NE

0XYMORFHONB (FOR SALE)

9150-0

9652-8

0

35.0530

Sat." Quantity Sat. completion TinatJnltr/B*tch • of 8HtCh*0 Batch Purpooo
Product Dovolcyo;*<at Dooago For» Strength

frontier Registrant | Explanation of Transfer

Bxplaaatlon
Data ot Deatructica |

T Strength |~bnUs/Pkcp) • of PkgaPackaging Product Name
Total QuantityPurpose

Remarks

Juoea is for oupply of l,000Kg to^hWWhWUF}
Jxyroorphona and HydromorphonB to; calo to )fb)(4);(b)(7)(E)

will alco ugc Oripavlna lor Internal conversion cc

and IhViV
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I i;?,ti.,Iii,q4W,, 'alt .,3044#PNAFPRANPO#3 7)04.0 7‘,C,PRX.titi,•,:‘Qi" .7104 .7-0 ,4k511,g;70 )** 'i: 

- Bate Bequest ID.116698 Submitted 31 -JUL- /3 

dame of Basic Class or List 1 Cheir,i_CA1 1 our DEA-1891 _ionlv 

XYMORPROV (FQR CONVERSION) pilhedule/List Number 0 
ems and Address of Neaistrant Inci  Code 

Juota Year 

9652-A
(b)(4) 2014 

NIA Regis tra ti on Humber 

F92c. No 

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

(b)(4);(b)(6) Contact Pereoel(b)(4),(b)(6) 

email Addre>i phone No 

/Meet All Quantitisa arc to be Rap  d is Gram of Amhydroun Acid, Saito. or Alkaloidinot PO Salto). 
Quatan previously Isauetly ORA 

Quota History 2012 2013 2014 Quota Requested 

7,166,000.0 7,600,000.0 0.0 11,000,000.0 

Production Data 2nd Preceding Year let Preceding Year estimate for 
Current Year 

estimate for Year 
sequesced 

Inventory an of Dec 31 

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

b.In-Pracess Materiel 

c. Contained in FINISHED Dosage Forme 

28,600. 0.0 893,096.0 693,096.0 
O. 0.0 1,000,000.0 1,000,000.0 

O. 0.0 0.0 0 

28.600. 0.0 1 893 096.0 1,893,096.0 

Dieposition(Sale)/Utiliraticn 

a.Domeotic 

b Exports 

0.0 0.0 0 13,192,729.0 

0.0 0.0 0.0 
0.0 0.0 13,192,729.0 ---1 4 

13,192,729.0 

Acquisition/Production 

a.DomestiO Sources 

4,.••.,et,- c,, -. 

0.0 13,000,000.0 13,000,000.0 

0.0 0. 13,000,000.0 13,000,000.0 

II the Purpose in to Manufacture Another Substance(s), Furnish tha Following Information: 

Rama of Her Substance T Orug Amount seed feE_±-1,JAL2N2Pre A Yield 

2011 1--- 2012 201a 

NOROXYPORPRO8R (FOR SALM 9668-B 0 0 6,707 63.00 

kOROXIMORPRONe (FOR CONVERSION) 9668.A 4,319,604 3,328.952 13,186,012 63.00 

• 

Product Davalopmoot damage form , Strength Gotta/Retch 1 6 of Batches I Batch Purports I Rat, Quantity lest. Completion, Time 

. • 

Trapcfar Ragimtrant 1 explanation 05 yranater 

. . 

• 

Date of 0.otruction =planation 

, packaging Product Noma Strength, I Unita/PAg' 6 of Page I Purpose Total Quantity 

Remarks 

Supplemental documentation in support of this request will be (moiled separately to DDE.Cruotaeusdoj.gov. 

• . . • 

• 
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Date SubmlttedTRequest ID.|U669S 	
ftmifl o£ saalc ciaaa ox_Llas_
?XyMQR?H0fl3 (Fgs. CTHVERSIQNl
tleme and Addreno of Realntrant
:b)(4)

3 1 -JUL- 13

Sshqdule/Llat ftymfee?;

Jcuq Ceda	 :
luots Year	 	

12A Registration Number (b)(4);(b)(7)(E)

a.

2011

(b)(4);(b)(6)|(b)(4);(b)(6) EaaL-HttCo)
Small Addra3 tf_ Phone No

NOTCs All Quantltlao arc to bo Ejcpc«naad la Praao of Anbydtoua Aold^Saoo, or Alkaloid [not me Salto) .
otafl Previously losued by PEA<Xl

Quota Requestediuota History 2012 2013 2024

7,766, 000.0 7, 600,000 .0 13,000,000.00.0

2nd Preceding year lat Preceding Jfenr Estimate {or

Cuxrenc Year

Eat imace *or year

Requested

Production Data

7T ";! j,|" »•>'inventory .in of Dec 31

a. Bulk Controlled Substancc/Li* L 1 chemical...

b.In-Pracess Materiel. 	 	

c. Contained in FINISHED Doaage For mo	

Jiepositicn(Sale) /Utilization

a.Domestic. 		 	 	

b Exports	 			 	

Acquit? i t ic.V Product ion

a . Doraest ic Sources		 			 		

	 •' • ... VxSS
If the Purpose la to Manufacture /mother Substance (s) , Furniah cha Following Information:

28,600.0 0.0 893, 096.0 593,096.0

1,000, 000.0O.O O.C l, QQQ, oca . 0

0.0 o.c 0.00.

1.893.,096.0 1,093,096.028. 600. 0 0.0

0. 13,192, 729.0 13,192. 729.00.

0. 0. o.< 0.0

13,192,729.00. 0 13,192, 729. 0

> *V'? ^V. .u,v..

13,000, 000.

I
13,000, 000. 00. O.O

0.0 13,000,000. 13,000,000.00.

A YieldLrug Annvine TTeed for tola Furpoco

2012

Nose of New Substance

L_I 20142011

NQROXYHORPHCNR (FOR SALE)

V:0ROXYMO8PHCNE (FOR CONVERSION)
6,707

13,196,022

63.00

63.00

0 09668 - B

9669'A 4, 319,604 3.328.952

Batch Butgoae j Bat, Quantity jEst. Completion- Tlrm'strength J O&lto/Batcb I-'# ofProduct Dovolopmopt Dosage For®

B*plan»tion of Transferrraoofar fcaqlitraat~|

Date of Da at ruction | Explanation

f of 7kg* J Total QuantityStrength, I Units/Pkg Purpoa®Packaging Product Naaa

Remarks

Supplemental documentation in support of thle requeat will b« emailed separataly co ODE.Ouotaa-undoj.gov.
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Re set ID.116060 Dete SubmittedI 01-MAY-13 

ame of Basic Clasn or,_Lipt 1 Chemical (only 1 Der DEA-1891 

OXYMORPHONE (FOR Schedule/Lint Number 0 _CONVERSION! 

)siame and Address of Registrant pruo Code 9652-A 

(b)(4) Quota Year 2014 

DEA Registration Number(b)(4),(13)(7XE) 

Contset FersonXbX4),(1:)(6) 
?mail Address 

Fax. No bX4),(1:)(6) 
Phop No. 

NOTE: all Quantities are to be Expreneod in Orame of Anhydrous; acid, Dees, or Alkeloidinot as Solis) 
gtae Previously /hawed by oFh 

Quota History 2012 
_ 

2013 2014 Quota Requested 

1,000,000.0 1.702.000.0 0.0 2,500,000.0 * 

i'roductIon Data 2nd Preceding Year let preceding rear activate for 
Current Year 

eOtir4te for Year 
temiested 

inventory as Of Dee 31 

a .Dulk Controlled Substance/Lint I Chemical 

b.In-Process Material 

c. Contained in FINISHED Dosage Forms 

..• "•,- 

' 
0 a 2,500,000.0 2,500,000.0 

o. 0.0 0.0 0.0 

. 0.0 0.0 0.0 

0. O.0 2,500,000.0 2,500,000.0 

aispositIon(5a10/01tilization 

a.Domestic 

b Exports 

0.0 0.0 0.0 0.0 

0.0 0.0 O. 0.0 

o.d 0.0 O. 0.0 

Acquisition/production 

a.Domestic Sources 

', . • s• 

0.0 0.1 2,500,000.0 2,500,000.0 

0.0 0. 2,500,000. 2.000.000.0 
• • -... . 

If the Purpose Is to manufacture Another suhatance(o). Furnish the Following Information' 

Naos of Now Substance Drug loount lifted fee Chic Pu a I, Yield 
2011 j 2012 2014 

Product Developm.ent Dosage Porn I Strength Volta/Hatch 4 of Batches Datcb Purpose But. Quantity pat. Coopletioa Time 

1.ranefer Rogietraat Explenatien of Transfer 

Date of Destruction! Explanatlon 

PckaSing Product Hams strength Vole,p/Pkg 1 I of Pkgs I Purpose 1 Total Quantity 

. . 

ganarke • 

Three batches Q 8)3 kg each for validation. Thin oxymorphone will be converted to noroxymorphone (convereionl in early 2015 
and then converted into naloxone. The oxymorphone quota granted for 2013 will be returned and not used. . 

) 
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TT irt:

US miimm
baeie Submitted I OX -MAY- 13

-vi»--g t'fi -j" ~*v,- — -;.

Requaat IP .111 €060 	
fr«w of BbbIc. ClaBfl oc-Jiig.t-l_Cnaaical (only 1 per
bXYMOR PHONE (FOR CONVERSION)	
hamo and /fj^rtae g< Ktg4a.t£gnt

3chetiul*£Lie.t_Number i.
Drug Coda 96S2-A

juota Y«m	 	

DBA Regiatratioa Number [b)(4);(b)(7)(E)
2014(b)(4)

(b)(4);(b)(6)Pax. Ho

Phone Wo
(b)(4);(b)(6)

email hddteafl

HOTKz All Quantified «r« to be EiprMgod In Otuii of Anhydrous Acid, 8<a«. cr Al*Plold(aot »n Silts).
Quotas Provlouoly foaucd by PEA

SOU 2014 Quota Rgqucated1012

TTaoo, 000.0
Quota flic tcry

2,500,000.01. 782,600,0 0,0

eotirute for V«r

Requested

let PieoediA) Year Sstirocc lot

Current Year

2nd Preceding Yi*acProduction Data

T7
inventory ae of Dec 31

a. Bulk Controlled Substance/t,iot 1 Chemical . » .

b.In-ProceBo Material..... 	

c. Contained In PINXSHED Do6age forms	

2, 500,000. 0 2,500, 000. CO. 0o.c

o.c0.00.0o.c

0.0 O.ff0.0o.c

2,500. 000. C2,500,000.0o.c 0.0

^ispositicn (Sale) /Utilization

a .Domestic. 		 	

b Exports	 	

O.Oj0. 0.0o.o

o.oo.o 0.00.0

M. o.oo.o0.0

t •>>
i-IVcquisi tl on/ Production

a.DDmeetic Sources..
2,500,000-0O.C 2,500, 000.0.0

o.c 2,500, 000. 2,500,000.0O.C

It the Purpose Is to Manufacture Another Subatance (a) , furnish tho Following Information:

% YieldiBflufiC Jflgd ter thto Puigoii

' 2012 1
NiDA el JTqw Substance Drug

201420 11

Strength Set. Quantity lent. Coaplatioa TiaeUnits/Batch 8 of Batches Satcb PurposeProduct D*valopa»«nt Doe age Pora

?

Explanation of Transferrrapater Registrant j

race of Destruction f Explanation

Total QuantityI o* Pkge PurposeStrength Vnite/PfcgPackaging product Wane

Renorka -

three beeches « 633 kg each for validation. Thto oxymarphone will be converted to noroxymoiphone (convereton) In early 2015
and then converted Into naloxone. The oxymnrphone quota granted for 2013 will be returned and not used. .

Vw

)
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Deere Glees: 965243 

Total PQ Requested: 

Company • 

3,441,767.250 • 

DEA Nem 2014 Reeuested.MQ 2013 Revised MQ - 2012 Sales 

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

MQ Totals: 

2013 Finel intssa I APO: 5.500.000 000
2013 Final Revised APQ: 0600,000.040 
FDA Eat: 12013 hovel APO ' 1 F FDA Eatt 0500.000 000 
IMS eat: pots APO' 1 • IMS Es* 0239,300 000 

2014 Final Initial APO: 6,200,000 000 
with 25% buffer 7,750,030 000 

• 5.000 5.000 0.000 

60,000 " 60.000 4.774 
143.000.000 37503.000 10,762.000 

950.000.000 617,680.000 286.960.000 

4.000.000.000,743+400 000,E 2, 1163, 842 000 
. 3,000.000 5,000.000 657.900 

3050,000.000 955,000.000 406,349.000 

'210'000.000 402,000.003 2.380.000 

04136,065.0W 5,417,245.000 

2014 Initial APO Worksheets 
FDA EsL . 
IMS Eel; -.047 

2012 ()EA MQ Sates • of 2012 Salta Start of 2014 Total PQ 2012 Inventory 2013 Projected Exports 

WA 

2013 Projected Sales Adj AVall CSIC 51Q 
3,570,963.674 0000 0.000 0007 0.000 4,000 3.755 5,000 

' 3,570,963.674 • 0000 4.601 222.199 0.000 5.000 211.644 60.000 

3,570,963.874 • 0.003 :10,372.634 13,845.000 0.000 143.000.000 305013,750 113395.752 
3,570963.674 - 0,080 • • • 270577.871 107,838.000 0000 920000.000 611.638.500 604.624.339 
3,570993.674 . 0102 . 2,760,229.032 • 085.042.000 01.000 3,277,692.000 3,214,381.500 3,257,136 290 

3,570,963.674 • 0.000 • 634.097 8.900.000 000 3.000.000 10,425.040 3,000.000 

•. 3,570,963.674 0.114 • 391.647.412 219.085.000 0.000 1,430,000.000 880.563.750 1,430,009.000 

3.570.963 674 0.001 2,301.603 411.018.003 0.000 191,250000 609.762.000 210.000000 

5,653,821.421 

OXYMORPHON (FOR SALE) 

Page 318 

rr r
2014 initial APQ Worts heelsBJBfc Cla«t: 9652-B

Total PQ R«^iw$tad: . M/AFDA Est:

IMS 6ct:
3.44 1.767.250 •

-047

snare ot 2014 Total pq 2012 Inventory 2013 Projected Export* 2013 Projected Sales Adj Avail Cale

• - O.M0

' 4.601

1 10.372.634

- • ' 276.577.871

. , 2.760.229.032

' - 634.097

• - 391.647412

2.301.603

WQDEANum 2014 Requested MQ 2C13 Revised MO - 2012 SaNs 2012 OEA MQ Sales % of 2012 Salt*

0.000

4.774 3.570.963.674

3.570.963.674

3,570.963.674 -

3.570.903.674 \

3.570.963.674

3,570.963.674

3.570.963 $74

Company

3 755 5.000

60 000

0.QO0

0.000

0.000

B.QC0

o.occ

D 000

o.ooo

o.ooa

4.000

5 000

0.007

222.199

13.845000

197.936.OCO

aa5.B42.OCO

8.900.000

219.085.000

411.016.0W

O.OOO

O.OCC

0.003

o.cao

0,802

•O.OOO

0.114

0.001

3,570,963.6745.000

00.000 "

143.0OO.OCO

950.000.000

5.000

60.000

(b)(4);(b)(7)(E)
211.649

143.0W.090 36,506,750 113.995792

920.0C0.090 611.638 500 604.624.339

3,277.692.000 3.21 4.381 600 3.29?. 1 36 290

3.000.000 10,425.000 3,000.000

1 .430.0D0.0C0 B60.563.750 1,430.000.000

39 1,250.060 609.762.000 210,000.000

37,500.000 10,762.000

617.660.0W 286.960.000

4.OW.OMOwPf3^pW;C^2.663l842.00O
657 9005,000 000

955,000 000 406,349000

402,000000 2.306.000

f.' 3.000.000

• 3,150.000 003

210.0C0.009

5.653,621.4218.466,065.000 5.417,245.000MQ Totals:

2013 Final Initial APQ:

2013 Final Ravlied APQ:

S.SOO.CKOCO

5.600,DCOCW

FDA Eat: [2013 Initial APQ ' 1 * FDA Eitfc 5.50Q.0OQ 000

IMS Est: (2012 Initial APQ - 1 •* IMS EstJ: 5.239,300 000

2014 Final Initial APQ:

wHtl 25% bufTtr

6,200,ooo.oco

7,750,009 000

OXYMORPHON6 (FOR SALE)
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2014 Establish 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 Deputy Administrator 
of the DEA. 

The attached Federal Register notice, prepared for your signature, proposes to establish 
calendar year 2014 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, phenylpropanolarnine, and pseudoephedrine for which the United States has 
medical, scientific, industrial, export, and reserve stock requirements. 

• As slated 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 publication of this notice is necessary to ensure that quota is available at the 
beginning of 2014 for manufacturing. 

• The following points provide brief explanations of the changes from the proposed initial 

AAN & APQ values: 

Controlled Substances 
• The APQ for 1-1142-Thienybcyclohexyllpiperidine, carfentanil, cathinone, 

dimethyltryptamine, levomethorphan, lysergic acid diethylamide, metazocine, 

methyldesorphine, and phencyclidine were increased due to additional applications 

received to support the manufacturing of diagnostic kits and / or reference standards. 

• The APQ increase for hydromorphone is based on domestic sales and export requirements 

as evidenced by registrant and IMS data. The APQ for dihydromorphine was increased 

since it is used to manufacture hydromorphone. 

• The APQ for ecgonine was increased based on changes in the manufacturing process for the 

final substance (cocaine) by registrants who received reduced manufacturing quotas in 2013 

before the APQ was revised to accommodate their manufacturing activities. 

• The APQ for noroxymorphone (for conversion), noroxymorphone (for sale) and 

oxymorphone (for conversion) were raised based on the increased manufacturing of non-

controlled opiate antagonists ("nal—drugs" such as naloxone or naltrexone) for both the 

domestic and export markets. 

Prepared by ODQ/ODEQ 8-29-13 Page 1 of 2 
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2014 Establish 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 Deputy Administrator

of the DEA.

• The attached Federal Register notice, prepared for your signature, proposes to establish

- calendar year 20 14 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 201 3 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 publication of this notice is necessary to ensure that quota is available at the

beginning of 2014 for manufacturing.

• The following points provide brief explanations of the changes from the proposed initial

AAN & APQ values:

Controlled Substances

• The APQ for l-[l-(2-Thienyl)cycIohexy!]pipcridine, carfentanil, cathinonc,

dimethyltryptamine, Icvomethorphan, lysergic acid diethylamide, metazocine,

methyldesorphine, and phcncyclidine were increased due to additional applications

received to support the manufacturing of diagnostic kits and / or reference standards.

• The APQ increase for hydromorphone is based on domestic sales and export requirements

as evidenced by registrant and IMS data. The APQ for dihydtomorphine was increased

since it is used to manufacture hydromorphone. '

• The APQ for ecgoninc was increased based on changes in the manufacturing process for the

final substance (cocaine) by registrants who received reduced manufacturing quotas in 20 1 3
before the APQ was revised to accommodate their manufacturing activities.

• The APQ for noroxymorphone (for conversion), noroxymorphone (for sale) and

oxymorphone (for conversion) were raised based on the increased manufacturing of non-

controlled opiate antagonists ("nal—drugs" such as naloxone or naltrexone) for both the

domestic and export markets.

Page 1 of28-29-13Prepared by ODQ/ODEQ
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• The APQ for methamphetamine and d-methamphetamine (for conversion) were reduced 
based on decreased demand. Historical data shows decreasing quota requests for these 
substances. 

• The APQ for phenylacetone was increased due to comments received which noted that a 
large domestic amphetamine manufacturer will switch suppliers to a domestic manufacturer 

of phenylacetone used in the manufacture of amphetamine salts. That amphetamine 
manufacturer had previously used phenylacetone imported from an overseas supplier. 

List I chemicals 
• The AAN for ephedrine (for sale), phenylpropanolamine (for conversion), and

pseudoephedrine (for sale) were increased due to additional applications received to 
support manufacturing efforts. 

• The AAN for ephedrine (for conversion) was reduced based on decreased demand. 

Historical calculation based the AAN on APQ of methamphetamine and AAN of 
pseudoephedrine. ODQ notes manufacturers of methamphetamine utilize phenylacetone as 

the precursor chemical of choice and that there is no bulk domestic manufacturing of 

pseudoephedrine. ODQ recommends 1000 kg to provide for product development efforts for 

manufacturers who have proposed new synthetic routes to manufacture methamphetamine 

via ephedrine (for conversion). 

Prepared by ODQ/ODEQ 8-29-13 Page 2 of 2 
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• The APQ for methamphetamine and d-methamphetamine (for conversion) were reduced

based on.decreased demand. Historical data shows decreasing quota requests for these

substances.

• The APQ for phenylacetone was increased due to comments received which noted that a

large domestic amphetamine manufacturer will switch suppliers to a domestic manufacturer

ofphenylacetone used in the manufacture of amphetamine salts. That amphetamine

manufacturer had previously used phenylacetone imported from an overseas supplier.

List I chemicals

• The AAN for ephedrine (for sale), phenylpropanolamine (for conversion), and .

pscudoephedrine (for sale) were increased due to additional applications received to

support manufacturing efforts.

• The AAN for ephedrine (for conversion) was reduced based on decreased demand.

Historical calculation based the AAN on APQ of methamphetamine and AAN of

pseudoephedrine. ODQ notes manufacturers of methamphetamine utilize phenylacetone as

the precursor chemical of choice and that there is no bulk domestic manufacturing of

pseudoephedrine. ODQ recommends 1 000 kg to provide for product development efforts for

manufacturers who have proposed new synthetic routes to manufacture methamphetamine

via ephedrine (for conversion).

Page 2 of 28-29-13Prepared by ODQ/ODEQ
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Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3781 

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 2014 

AGENCY: Drug Enforcement Administration (DEA), Department of Justice. 

ACTION: Notice. 

SUMMARY: This notice establishes the initial 2014 aggregate production quotas for 

controlled substances in Schedules 1 and II of the Controlled Substances Act (CSA) and 

assessment of annual needs for the List 1 chemicals ephedrine, pseudoephedrine, and 

phenylpropanolarnine. 

EFFECTIVE DATE: [INSERT DATE OF PUBLICATION [N FEDERAL 

REGISTER] 

FOR FURTHER INFORMATION CONTACT: Ruth A. Carter, Chief, Policy 

Evaluation and Analysis Section, Office of Diversion Control, Drug Enforcement 

Administration, 8701 Morrissette Drive, Springfield. VA 22152, Telephone: (202) 598-

6812. 

SUPPLEMENTARY INFORMATION: 

Background 
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Billing Code 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-378]

Established Aggregate Production Quotas for Schedule 1 and II Controlled

Substances and Established Assessment of Annual Needs for the List I Chemicals

' Ephedrine, Pseudoephedriiie, and Phenylpropanolamine for 2014

AGENCY: Drug Enforcement Administration (DEA), Department of Justice.

ACTION: Notice.

SUMMARY: This notice establishes the initial 2014 aggregate production quotas for

controlled substances in Schedules I and II of the Controlled Substances Act (CSA) and

assessment of annual needs for the List I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine.

EFFECTIVE DATE: [INSERT DATE OF PUBLICATION IN FEDERAL

REGISTER]

FOR FURTHER INFORMATION CONTACT: Ruth A. Carter, Chief, Policy

Evaluation and Analysis Section, Office of Diversion Control, Drug Enforcement

Administration, 870 1 Morrissette Drive, Springfield. VA 22 1 52, Telephone: (202) 598-

6812.

SUPPLEMENTARY INFORMATION:

Background
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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 the List I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine. This responsibility has been delegated to the Administrator of the 

DEA by 28 CFR 0.100. The Administrator, in turn, has redelegated this function to the 

Deputy Administrator, pursuant to 28 CFR 0.104. 

The 2014 aggregate production quotas and assessment of annual needs represent 

those quantities of Schedules I and II controlled substances and the List I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine to be manufactured in the United 

States in 2014 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 3, 2013, a notice tilled, "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 2014," 

was published in the Federal Register (78 FR 40186). That notice proposed the 2014 

aggregate production quotas for each basic class of controlled substance listed in 

Schedules I and II and the 2014 assessment of annual needs for the List 1 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 2, 2013. 
2 
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Section 306 of the CSA (2 1 U.S.C. 826) requires the Attorney General to

establish aggregate production quotas for each basic class ofcontrolled substance listed

in Schedules I and II and for the List 1 chemicals ephedrine, pseudoephcdrinc, and

phenylpropanolamine. This responsibility has been delegated to the Administrator of the

DEA by 28 CFR 0.100. The Administrator, in turn, has redelcgated this function to the

Deputy Administrator, pursuant to 28 CFR 0.104.

The 2014 aggregate production quotas and assessment of annual needs represent

those quantities of Schedules I and II controlled substances and the List I chemicals

ephedrine, pseudoephedrine, and phenylpropanolamine to be manufactured in the United

States in 20 1 4 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 3, 2013, 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 2014,"

was published in the Federal Register (78 FR 40186). That notice proposed the 20 14

aggregate production quotas for each basic class of controlled substance listed in

Schedules 1 and II and the 2014 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 2, 20 1 3 .
2

• Page 322Vol. I Vol. I



Comments Received 

DEA received seven comments from DEA-registered manufacturers within the 

published comment period on a total of 23 Schedule I and 11 controlled substances and 

one List I chemical. Commenters stated that the proposed aggregate production quotas 

for (I-Penty1-1H-indo1-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone (UR-I 44), [1-(5-

fluoro-penty 1)- I H-indol-3 id](2,2,3,3-tetramethylcyclopro pyl)methan one (XLR I 1), N-( I - 

adamanty1)-1-penty1-1H-indazole-3-carboxamide (AKB48), cathinone, amphetamine (for 

sale), codeine (for conversion), codeine (for sale), fentanyl, hydrocodone (for sale), 

hydromorphone, levomethorphan, methylphenidate, morphine (for conversion), 

morphine (for sale), noroxymorphone (for conversion), oripavine, oxycodone (for sale), 

oxymorphone (for conversion), oxymorphone (for sale), phenylacetone, tapentadol, 

tetrahydrocannabinol, and thebaine were insufficient to provide for the estimated 

medical, scientific, research, and industrial needs of the United Stales, export 

requirements, and the establishment and maintenance of reserve stocks. One commenter 

stated that the proposed assessment of annual needs quota for phenylpropanolamine (for 

conversion) was 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 2014 Aggregate Production Quotas and Assessment of Annual 

Needs 

In determining the 20,14 aggregate production quotas and assessment of annual 

needs, the DEA has taken into consideration the above comments along with the factors 

3 
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Comments Received

DEA received seven comments from DEA-registered manufacturers within the

published comment period on a total of 23 Schedule I and II controlled substances and

one List I chemical. Commenlers stated that the proposed aggregate production quotas

for (l-Pentyl-lH-indol-3-yl)(2,2,3,3-tetramethylcyclopropyl)methanone (UR-144), [l-(5-

fluoro-pentyl)-lH-indol-3-yl](2,2,3,3-tetramethyIcyclopropyl)methanone (XLR1 1), N-(l-

adamantyl)- 1 -pentyl- 1 H-indazole-3-carboxamide (AK.B48), cathinone, amphetamine (for

sale), codeine (for conversion), codeine (for sale), fentanyl, hydrocodone (for sale),

hydromorphone, levomethorphan, methylphenidate, morphine (for conversion).

morphine (for sale), noroxymorphone (for conversion), oripavine, oxycodone (for sale),

oxymorphone (for conversion), oxymorphone (for sale), phenylacetone, tapentadol,

tetrahydrocannabinol, and thebaine were insufficient to provide for the estimated

medical, scientific, research, and industrial needs of the United Stales, export

requirements, and the establishment and maintenance of reserve stocks. One commenter

stated that the proposed assessment of annual needs quota for phenylpropanolamine (for

conversion) was 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 2014 Aggregate Production Quotas and Assessment of Annual

Needs

In determining the 20,1 4 aggregate production quotas and assessment of annual

needs, the DEA has taken into consideration the above comments along with the factors

3
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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 2013 manufacturing quotas, 

current 2013 sales and inventories, 2014 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 1-[142-

Thienyl)cyclohexyl]piperidine, carfentanil, cathinone, dihydromorphine; 

dimethyltryptamine, ecgonine, hydromorphone, levomethorphan, lysergic acid 

diethylamide, metazucine, methamphetamine, d-methamphetamine (for conversion), 

methyldesorphinc, noroxymorphone (for conversion), oxymorphone (for conversion), 

phencyclidine, phenylacetone, ephedrine (for conversion), ephedrine (for sale), 

phenylpropanolamine (for conversion), and pseudoephedrine (for sale) are warranted. 

This notice reflects those adjustments. 

Regarding (1-Penty1-1H-indo1-3-y1)(2,2,3,3-tetramethylcyclopropyl)methanone 

(UR-144), [1 -(5-fluoro-penty1)-1H-indol-3-yl](2,2,3,3-

tetramethylcyclopropypmethanone (XLR I 1), N41-adainnnty1)-1-penty1TH-indazole-3-

carboxamide (AKB48), amphetamine (for sale), codeine (for conversion), codeine (for 

sale), fentanyl, hydrocodone (for sale), methylphenidate, morphine (for conversion), 

morphine (for sale), oripavine, oxycodone (for sale), oxymorphone (for sale), tapentadul, 

tetrahydrocannabinol, thebaine, and phenylpropanolamine (for sale), the DEA has 

determined that the proposed initial 2014 aggregate production quotas and assessment of 

annual needs are sufficient to meet the current 2014 estimated medical, scientific, 

4 
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set forth at 2 1 CFR 1303.1 1 and 21 CFR 1315.1 1, in accordance with 21 U.S.C. 826(a),

and other relevant factors, including the consideration of 2013 manufacturing quotas,

current 2013 sales and inventories, 2014 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 l-[l-(2-

Thienyl)cyclohexyl]piperidine. carfentanil, cathinone, dihydromorphine,'

dimethyltryptamine, ecgonine, hydromorphone, levomethorphan, lysergic acid

diethylamide, metazocine, methamphetamine, d-methamphetamine (for conversion),

methyldcsorphinc, noroxymorphone (for conversion), oxymorphone (for conversion).

phencyclidinc, phcnylacetone, ephedrine (for conversion), ephedrine (for sale),

phenylpropanolamine (for conversion), and pscudoephedrine (for sale) arc warranted.

This notice reflects those adjustments.

Regarding (l-Pentyl-lH-indol-3-yI)(2,2,3,3-tetramcthylcyclopropyl)methanone

(UR-1.44), [1 -(5-fluoro-pentyl)-lH-indoi-3-yi](2,2,3,3-

tetramethylcyclopropy!)methanone (XLRI 1), N-(l-adamantyl)-l-pentyl-lH-indazole-3-

carboxamide (AKB48), amphetamine (for sale), codeine (for conversion), codeine (for

sale), fentanyl, hydrocodone (for sale), methylphenidate, morphine (for conversion),

morphine (for sale), oripavine, oxycodone (for sale), oxymorphone (for sale), tapentadol,

tetrahydrocannabinol, thebaine, and phenylpropanolamine (for sale), the DEA has

determined that the proposed initial 20 1 4 aggregate production quotas and assessment of

annual needs are sufficient to meet the current 2014 estimated medical, scientific.
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research, and industrial needs of the United States. This notice finalizes these aggregate 

production quotas at the same amounts as proposed. 

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 included in all Schedule 11 

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 

established aggregate production quotas 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. 

In accordance with 21 U.S.C. 826, 21 CFR 1303.11, and 21 CFR 1315.11. the 

Deputy Administrator hereby establishes the 2014 aggregate production quotas for the 

following Schedule I and H controlled substances and the 2014 assessment of annual 

needs for the List I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine, 

expressed in grams of anhydrous acid or base, as follows: 
5 
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research, and industrial needs of the United States. This notice finalizes these aggregate

production quotas at the same amounts as proposed.

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 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

established aggregate production quotas 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.

In accordance with 21 U.S.C. 826,21 CFR 1303.1 1, and 21 CFR 1315.11, the

Deputy Administrator hereby establishes the 2014 aggregate production quotas for the

following Schedule I and II controlled substances and the 2014 assessment of annual

needs for the List I chemicals ephedrine, pseudoephedrine, and phenylpropanolamine,

expressed in grams of anhydrous acid or base, as follows:
5

Page 325Vol. I Vol. I



Basic Class - Schedule I Established 2014 Quotas 
(I -Penty1-1H-indel-3-y1)(2,2,3,3-tetramethylcyclopropyOmethanone 
(UR-I 44) 

15 g 

(1-(5-fluoro-penty1)-114-indel-3-)41(2,2,3,3- - 
tetramethylcyclopropypmethanone (XI,R II) 

15 g 

1-(I -Pheny/cyclehexyl)pyrrolidine 10 g 
1-(5-Flueropenty1)-3-(1-naphtheypindole (AM2201) 45 g 

1-(5-Fluaropenty1)-3-(2-iodobenzoyl)indole (AM694) 45 g 

111-(2-Thienyl)cyclehetcyl]piperidine 15 g 
1-[2-(4-Morpholinypethy1]-3-(1-naphthoypindole (1WN-200) 45 g 
1-Butyl-3-(1-naphtheypindole (JWH-073) 45 g 

1-Cyclultexylethyl-3-(2-methoxyphenylacetypindole (SR-18 and RCS-8) 45 g 

1-Hexyl-3-(I -naphthoyl)indele (JWN-019) 45 g 

I -Methy1-4-phenyl-4-propionoxypiperidine 2 g 

1-Penty1-3-(1-naphthoyl)indole (JWH-018 and AM678) 45 g 

I -Penty1-3-(2-chlorophenylacetyl)indole (JWH-203) 45 g 

1-Penty1-3-(2-methoxyphenylacetypindole (JWH-250) 45 g 

1-Penty1-3-(4-chloro- I -naphthoyl)indole (JWH-398) 45 g 

I -Penty1-3-(4-methyl-l-naphtheyl)indole (JWN-122) 45 g 

1-Penty1-3-[(4-tatethoxy)-henzoyl] indole (SR-I9; RCS-4) 45 g 

1-Penty1-311-(4-methoxynaphthoylAindelc (JW11-081) 45 g 

2-(2,5-Dlinethexy-4-(n)-propylphenypethanamine (2C-P) 30 g 

2-(Z5-Dimethoxy-4-ethylphenyOethanamine (2C-E) 30 g 

2-(2,5-Ohnethoxy-4-methylphenypethanamine (2C-D) 30 g 

2-(2,5-Dimethoxy-4-nitro-phenypethanamine (2C-N) 30 g 

2-(Z5-Dimethoxyphenypethanamine (2C-I4) 30 g 

2-(4-Chloro-2,5-dimethoxyphenypethanamine (2C-C) 30 g 

2-(4-lodo-2,5-dimethoxyphenypethanamine (2C-I) 30 g 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 g 

2,5-Dimethoxy-4-n-propylthiaphenethylamine 25 g 

2,5-Dimethoxyamphetamine 25 g 

244-(Ethylthic)-2,5-dimethogyphenyltethanamine (2C-T-2) 30 g 

244-(lsopropylthio)-2,5-dimethoxyphenyllethanamine (2C-T-4) 30 g 

3,4,5-Trimethoxyamphetamine 25 g 

3,4-Methylenedioxyamphetamine (MDA) 55 g 

3,4-Methylenedioxymethamphctamine (MDMA) 50 g 

3,4-Methylenedioxy,N-ethylamphetamine (MDEA) 40 g 

3,4-Methylencdioxy-N-methylcnthinone (methylene) 50 g 

3 A-Methylenedioxypyrovalerone (MDPV) 35 g 

3-Methylfentanyl ' 2 g 

3-Methylthiefentanyl 2 g 
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Basic Class - Schedule 1 Established 2014 Quotas

(l-Pentyl-1H-indol-3-yl)(2,2,3,3*telrarnethyIcyclopropyl)methanone

(UR-144)
IS g

[ 1 -(5-fluoro-pentyl)- 1 H-indol-3-y(](2,2,3,3-

tetramethylcyclopropyl)roethanone (XLR1 1)
IS g

I -(I -Pheny!cyclohexyl)pyrrolidinc 10g

l-(5-Fluoropentyl)-3-(l-naphthoyl)indole (AM2201) 45 g

l-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 g

'5 6l-[l-(2-Thienyl)cyclohexyl]piperidine

]-[2-(4-Morpholinyl)etliyl]-3-(l-uaphthoyl)indole (JWH-200) 45 g

45 gl-Butyl-3*(l-naphthoyi)indole (JWH-073)

l-CycloliexylethyI-3-(2-methoxyphenylacetyI)indole(SR-18 and RCS-8) 45 g

45 gl-Hexyl-3-(l-naphthoyl)indole (JWH-019)

2gl-Methyl-4-phenyl-4-propionoxypiperidine

45 gl-Pentyl-3-(l-naphthoyl)indolc (JWH-018 and AM678)

45 gl-Pcntyl-3-(2-clilorophenylacetyl)indole (JWH-203)

45 gl-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250)

l-Pentyl-3-(4-chloro-l-naphthoyl)indole(JWH-398) 45 g

45 gl-Pentyl-3-(4-methyl-l-naphthoyl)indole (JWH-122)

l-Pentyl-3-[(4-methoxy)-benzoyl] indole (SR-19,' RCS-4)

1-Pentyl-3-[l -(4-mechoxynaphthoyl)]iiidolc (JWH-081)

2-(2,5-Dimethoxy-4-(n)-propylphenyl)ethanaminc (2C-P)

2-(2,5-Dimethoxy-4-ethylplienyl)ethanamine (2C-F.)

2-(2,5-Dimethoxy-4-methylphenyl)ethananiine (2C-P)

2-(2,5-Dimelhoxy-4-nitro-plienyl)etlianainine (2C-N)

45 g

45 g

30 g

30 g

30 g

30 g

30 g2-(2,S-Dimothoxyphenyl)ethanamine (2C-H)
30 g2-(4-Chloro-2,5-dimethoxyphenyi)ethanamine (2C-C)

2-(4-lodo-2,5-dimethoxyphenyl)ethanamine (2C-I)

2,5-Dimethoxy-4-ethylamplietamine (DOET)

2,5-Dimethoxy-4-n-propyllhiophenethylamine	

30 g

25 g

25 g

25 g2,S-Dimctlioxyaniphetamine
30 g2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanainine (2C-T-2)

2-[4-([sopropylthio)-2,5-dimethoxyphenyl|ethanamine (2C-T-4) 30 g

25 g3,4.5-Trimetlioxyaniplietamine	

3 ,4-Methylenedioxyampheiamine (MDA)	
3,4-Methylenedioxymethamphctamine (MDMA)

3,4-Methylenedioxy-N-ethylamplietamiiie (MDEA)

3,4-Methylcncdioxy-N-methylcathinone (methylone)

3,4-Methylenedioxypyrovalerone (MDPV)	

3-Methylfentanyl 	 .	

55 g

50 g

40 g

50 g

35 g

2 g

2 g3-Methylth iofentanyl
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4-Bromo-2,5-dimethoxyamphetamine (DOB) 25 g 
4-Bromo-2,5-dimethoxyphenethylamine (2-CB) 25 g 

4-Methoxyamphetamine 100 g 
4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 g 

4-Methylaminorex 25 g 

4-Methyl-N-methylcathinone (mephedrone) 45 g 

5-(1,1-Dimethylhepty1)-2-[(IR,3S)-3-hydroxycyclohexyll-phenol 68 g 
5-(1,1-Dimethylooty0-2-[(IR,35)-3-hydroxycyclohexyli-phenol 
(cannabicyclohexanol Cr CP-47, 497 C8-honiolog) 

53 g 

5-Methoxy-3,4-methylenedioxyamphetamine 25 g 

5-Methoxy-N,N-diisopropyltryptamine 25 g 

5-Methoxy-N,N-dimethyltryptamine 25 g 

Acetyl-alpha-methylfentanyl 2 g 
Acetyld ihydrocodeine 2 g 

Acetylmethadol 2 g 

Al lylprodine 2 g 

Alphacctylmethadol 2 g 

Alpha-ethyltryptamine 25 g 

A 1 phameprod ine 2 g 

Alphamethadol 2 g 

Alpha-methyl fen tanyl 2 g 

Alpha-methylthiofentanyl 2 g 

A 1pha-methyl tryptamine (AMT) 25.g 

Aminorex  25 g 

Benzylmorphine 2 g 

Betacetylmethadol 2 g 

Beta-hydroxy-3-methylfentanyl 2 g 

Beta-hydroxyfentanyl 2 g 

Betameprodine 2 g 

Betaprodine 2 g 

Bufotenine 3 g 

Catinuone 70 g 

Codeine Methylbromide 5g 

Codeine-N-oxide 200 g 

Desomorphine 5 g 

Di ethyltryptam ine 25 g 

Difenoxin 50 g 

Dihydromorphine 3,990,000g 

Dimethyltryptamine 35 g 

Dipipanone 5 g 

Fenethylline 5 g 

7 
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4-Brbmo-2,5-dimetIioxyarnphelamine (DOB) 25 g

4-Bromo-2,5-dimechoxyplienetliylami'ne (2-CB) 25 g

4-Melhoxyamphetamine lOOg

4-Mcthyl-2,5-dimethoxyamphetamine (DOM) 25 g

4-MctJjylaminorex 25 s

4-Methyl-N-methyIcathinone (mephedrone) 45 g

5-( 1, 1 -Dimethylheptyl)-2-[( 1 R,3S)-3-hydroxycyclohexyl)-phenol

5-(l,l-Dimethyloctyl)-2-[(l R,3S)-3-hydroxycyclohexyl]-phenol

(cannabicyclohexanol or CP-47, 497 C8-honiolog)	

5-Methoxy-3,4-mcthylenedioxyamphetamine

68 g

S3g

25 g

5-Methoxy-N,N-diisopropyltryptamine 25 g

5-Methoxy-N,N-dimethyltryptamine 25 g

2 gAcetyl-alpha-methylfentany!

Acetyldihydroeodeine 2 g

Acetylmeihadol 2g

2 6Allylprodine

2gAlphacctylroethadol

Aipha-ethyltryptamine 25 g

2 gAlphameprodine

2 gAlphamcthadol

2.6Alpha-methyl fentany)

2 gAlpha-methylthiofentanyl

Alpha-methyllryplamine (AMT) 25 g

25 gAminorex

2gBenzyliriorphine

2 6Betacetylmethadol

2gBeta-hydroxy-3-methylfentanyI

2gBeta-hydroxyfentanyl

Betameprodine 2g

2 gBecaprodine

3gBufotenine

70 gCathinonc
5 gCodeine Methylbromide

Codeine-N-oxide 200 g

5gDesomorphine
25 gDiethyltryptamine

50 g
Difenoxin

3,990,000 gDihydromorphine

35 gDimethyl tryptamine

5 gDipipanone

5 gFenethylline

7
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Gamma-hydroxybutyrie acid 70,250,000 g 
Heroin 25 g 
Hydromorphinol rg 
Hydroxypethidine 2 g 
Ibogaine 5 g 
Lysergic acid diethylamide (LSD) 35 g 
Marihuana 21,000 g 
Mescaline 25 g 
Methaqualone 10 g 
Methcathinone 25 g 
Methyldesorphine 2 g 
Methyldihydromorphine 2 g 

Morphine Methylbromide 5 g 

Morphine Methylsulfonate 5 g 

Morphine-N-oxide 175 g 
N-(1-adamanty1)-1-penty1-1H-indazole-3-carboxamide (AKB48) 15 g 

N-Benzylpiperazine 25 g 

N,N-Dimethylamphetamine 25 g 

N-Ethyl-l-phenyleyclohexylamine 5 g 

N-Ethylamphetamine 24 g 

N-Hydroxy-3A-methylenedioxyamphetamine 24 g 

,Noracymethadol 2 g 

Norlevorphanol 52 g 

Normelhadone 2 g 

Normorphine 18 g 

Para-fluorofentanyl 2 g 

Parahexyl 5 g 

Phenomorphan 2 g 

Pholcodine 2 g 

Properidine 2 g 

Psilocybin 30 g 

Psilocyn 30 g 

Tetrahydrocannabinols 491,000 g 

Thiolentanyl 2 g 

Tilidine 10 g 

Trimeperidine 2 g 

Bask Class — Schedule II Established 2014 Quotas 

I-Phenylcyclohexylamine 
1-Piperdinocyclohexanecarbonitrile (PCC) 

3g 
3g 

8 
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Gamma-hydroxybutyric acid 70,250,000 g

Heroin 25 g

2gHydromorphinol

Hydroxypethidine 2g
Ibogaine 5g
Lysergic acid diethylamide (LSD) 35 g
Marihuana 21,000 g

Mescaline 25 g

Methaqualone lOg

25 gMethcathinone

Methyldesorphine 2 g
Metliyldihydromorphine 2 g

Morphine Methylbromide 5g

5 gMorphine Methylsuifonatc

175 gMorphine-N-oxide

N-( I -adamantyl )- 1 -pentyl-1 H-indazole-3-carboxamide (AKB48) '5 g

25 gN-Bcnzylpiperazine

25 gN,N-Dimcthylamphetamine

5 gN-EthyM-phenylcyclohexy lamine

24 gN-Elhylamphetamine

24 gN-Hydroxy-3,4-methylenedioxyamphetamine

2gNoracymethadol

52 gNorlevorphanol

2gNormethadone

I8gNormorphine

2gPara-fluorofentanyl

5gParahexyl

2 gPhenomorphan

2gPholcodine

2gProperidine

30 gPsilocybin

30 gPsilocyn

491,000 gTetrahydrocannabinols

2 gThiofentanyl

lOgTilidine

Trimeperidine 2g

Established 2014Quotas> Basic Class - Schedule II
3gI-Plienylcyclohexylamine

3 g1-Piperdinocyclohexanecarbonitrile (PCC)

8
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4-Anilino-N-phenethyl-4-piperidine (ANN') 2.687,500 g 
Alfentanil 17,625 g 
Alphaprodine , 3 g 
Amobarhital 9g 
Amphetamine (for conversion) 18,375,000 g 
Amphetamine (for sale) 49,000,000 g 
Carfentanil 19 g 

Cocaine 240,00D g 

Codeine (for conversion) 68,750,000 g 

Codeine (for sale) 46,125,000 g 

Dextropropoxyphene 19 g 

Dihydrocodeine 100,750 g 

Diphenoxylatc 750,000 g 

Ecgonine 144,000 g 

Ethylmorphine 3 g 

Fentanyl 2,108,750 g 

Glutethimide 3 g 

hlydrocodone (for sale) 99,625.000 g 

Hydromorphone 6,750,000 g 

Isomethadone 5 g 

Levo-alphacetylmethadol (LAAM) 4 g 

Levomethorphan 195 g 

Leverphanol 2,000 g 

Lisdexamfetamine 23,750,000 g 

Meperidine • • 6,250,000 g 

Meperidine Intermediate-A 6 8 

Meperidine Intermediate-0 1 1 8 
Meperidine Intermediate-C 6 g 

Metazocine 19 g 

Methadone (for sale) 31,875,000 g 

Methadone Intermediate 38,375,000 g 

Methamphetamine 2,811,375 g 

[1,250,000 grams of levo-desogyephedrine for use in a non-controlled, no t-prescription product; 
1,500,000 grams for methamphetamine mostly for conversion to a schedule III product; and 61,375 

grams for methamphetaminc (for sale)] 
Methylphenidate 96,750,000 g 

Morphine (for conversion) 91,250,000 g 

Morphine (for sale) 62,500,000 g 

Nabilone  30,375.8 

Noroxymorphone (for conversion) 17,500,000 g 

Noroxymorphone (for sale) 1,462,500 g 

Page 329 

4-Ani!ino-N-phenethyl-4-piperidine (ANPP) 2.687,500 g

Alfentanil 1 7,625 g

Alphaprodine , 3g
Amobarbital 9g
Amphetamine (for conversion) 1 8,375,000 g

Amphetamine (for sale) 49,000,000 g

Carfentanil 19 g

Cocaine 240,000 g

Codeine (for conversion) 68,750,000 g

46,125,000 gCodeine (for sale)

19 gDextropropoxyphene

100,750 gDihydrocodeine

750,000 gDiphenoxylate

144,000 gEcgonine

3gEthylmorphine

2,108,750 gFentanyl

3 gGlutethimide

99,625,000 gRydrocodone (for sale)

6,750,000 gHydroinorphone

5 gIsomcthadone

4gLevo-alphacetylmetliadol (LAAM)

195 gLevometborphan

2,000 g 'Levorphanol

23,750,000 gLisdexamfetamine

6,250,000 gMeperidine • •

6gMeperidine Intermediate-A

1 i SMeperidine Intermediate-B

Meperidine Intermediate*C 6g

19 gMetazocine

3 1,875,000 g

38,875,000 g

Methadone (for sale)

Methadone Intermediate

2,81 1,375 gMethamphetamine

[1,250,000 grams of ievo-desoxyephedrine for use in anon-controllcd, non-prescription product;
1,500,000 grams for methamphetamine mostly for conversion to a schedule 111 product; and 61,375
grams for methamphetamine (for sale))
Methylphenidate 96,750,000 g

9 1 ,250,000 gMorphine (for conversion)
62,500,000 gMorphine (for sale)

' 30,375 gNabilone

17,500,000 gNoroxymorphonc (for conversion)
1,462,500 gNoroxyinorphone (for sale)

9
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Opium (powder) 112,500 g 
Opium (tincture) 625,000 g 
Onpavine • 22,750,0008 
Oxycodone (for conversion) 9,250,000 g 
Oxycodone (for sale) 149,375,000 g 
Oxymorphone (for conversion) 25,000,0006 
Oxyrnorphone (for sale) 7,750,000 g 
Pentobarbital 35 000,000 g 
Phenazocinc 6 g 
Phencyclidine 19 g 
Phenmetrazine 3 g 

F-Phenylacetone 67 000,000 g 
Racemethorphan 3 g 
Remifentanil 3,750 g 
Secobarbilal 215,003 g 

Su (entail il 6,255 g 
Tapcntadol 17 500,000 g 

Thebaine 145,000,000 g 

Basic Class — List [ Chemicals Established 2014 Quotas 
Ephedrine (fur conversion) 1,000,000 g 
Ephedrine (for sale) 3,000,000 g 
Phenylpropanolamine (for conversion) 44,800,000 g 
Phenylpropanolaminc (for sale) 5,300,000 g 
Pseudoephedrine (for conversion) 5,01)0 L 
Pseudoephedrine (for sale) 192,000,000 g 

The Deputy Administrator also establishes aggregate production quotas for all 

other Schedule I and 11 controlled substances included in 21 CFR 1308.1 I and 1308.12 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 2014 aggregate production 

quotas and assessment of annual needs as needed. 

Dated: 

c._ 
10 

T‘ornas M.
Deputy Adminis 
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Opium (powder) 112,500 g

Opium (tincture) 625,000 g

22,750,000 gOripavine '

9,250,000 gOxycodone (for conversion)

149,375,000 gOxycodone (for sale)

25,000,000 gOxymorphone (for conversion)

7,750,000 gOxymorphone (for sale)

35,000,000 gPentobarbital

6g' Phcnazocrne

19 gPhencyclidinc '

3 SPhenmetrazine

67,000,000 gPhenylacetone

3 g' Racemcthorphan

3,750 gRcmifentanil

215,003 gSecobarbital

6,255 gSufentanil

1 7,500,000 gTapcntadol

145,000,000 gTlicbaine

Established 2014 Quotas

" " 1,000,000 g
Basic Class - List I Chemicals

Epliedrine (for conversion)	

Ephcdrinc (for sale) 	

Phenylpropanolamine (for conversion)
Phenylpropanolamine (for sale)	

Pseudoephedrine (for conversion)

3,000,000 g

44,800,000 g

5,300,000 g

5,000 g

192,000,000 nPseudoephedrine (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 1 and 1308.12 at

zero. Pursuant to 21 CFR 1303.13 and 21 CFR 131 5.13, upon consideration of the

relevant factors, the Deputy Administrator may adjust the 2014 aggregate production

quotas and assessment of annual needs as needed.

I
S Wn

Thomas M. Hayrrgaf),

Deputy Adminforator •
Dated:

10

Vw
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OD:
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(DFN#: 680-03 Drug Control Files - Manufacturing and Procurement Quotas)
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To submit 
comments: Send them to: 

By mail  Assistant Attorney General, 
U.S. D0J—ENPD, P.O. 
Box 7611, Washington. DC 
20044-7811. 

Under Sect en 7003(d) of the 
Resource Conservation and Recovery 
Ad ("RCRA" , a commenter may 
request an opportunity for a public 
meeting in the affected area. 

During the public comment period, 
the Consent Decree may be examined 
and downloaded at this Justice 
Department Web site: http:// 
;vim .usd ofgov/enni/Consent_ 
Decrees.html. We will provide a paper 
copy of the Consent Decree upon 
written request end payment of 
reproduction costs. Please mall your 
request and payment to: Consent Decree 
Library, U.S. 001—ENRD, P.D. Box 
7611, Washington. DC 20044-7811. 

Please enclose a check or money order 
for $22,25 (25 cents per page 
reproduction cast) payable to the United 
States Treasury. Fora paper copy 
without the appendices and signature 
pages, the cost is $16.00. 

Maureen M. Katz, 
Assistant Section Chief. Environmental 
Enforcement Section, Environment and 
Natural ResourcesDivision. 

(FR D . 2010-2105o Filed 9.-0-13, e:45 am] 
EALING CODE 4410-15-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-3181 

Established Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances end Established 
Assessment of Annual Needs for the 
List I Chemicals Ephedrine, 
PseudoephedrIne, and 
Phenylpropanctamine for 2014 

AGENCY: Drug Enforcement 
Administration (DEAL Department of 
Justice. 
ACTION: Notice. 

SUMMARY; This notice establishes the 
initial 2014 aggregate production quotas 
for controlled substances in Schedules I 
and II of the Controlled Substances Act 
(CSA) and assessment of annual needs 
for the List I chemicals ephedrine, 
pseudoephedrine. and 
phenylpropanolamine. 

DATES: Effective: September 9. 2013. 
FOR FURTHER INFORMATION CONTACT: 
Ruth A. Carter, Chief, Policy Evaluation 
and Analysis Section. Office of 

Diversion Control, Drug Enforcement 
Administration, 8701 Morrissette Drive. 
Springfield, VA 22152, Telephone: (202) 
508-6812. 
SUPPLEMENTARY INFORMATION: 

Background 
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 the List I chemicals ephedrine. 
pseudoophedrine, and 
phenylpropanolamine. This 
responsibility has been delegated to the 
Administrator of the DEA by 28 CFR 
0.100. The Administrator, in turn, has 
redelegated this function to the Deputy 
Administrator, pursuant to 28 CFR 
0.104. 

The 201.4 aggregate production quotas 
and assessment of annual needs 
represent those quantities of Schedules 
1 and Ill controlled substances and the 
List I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropanolamine to he 
manufactured in the United States in 
2014 to provide for the estimated 
medical, scientific, research, and 
industrial needs of the United Slates. 
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 3, 2013, 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 2014," was 
published in the Federal Register (78 
PR 40186). That notice proposed the 
2014 aggregate production quotas for 
each basic class of controlled substance 
listed in Schedules I and II and the 2014 
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 2. 2013. 

Comments Received 
DEA received seven comments from 

DEA-registered manufacturers within 
the published comment period on a 
total of 23 Schedule I and II controlled 
substances and one List I chemical. 
Commenters stated that tim proposed 

aggregate production quotas for (1-
Penty1-1H-indo1-3-y1)(2.2,3,3-
tetramethylcyclopropyl)methanone (UR-
144), (145-fluoro-pentyll-1H4ndol-3-
y11(2,2,3,3-
tetramethylcyclopropyllmethanone 
(XLRII), N-(1-adamanty1)-1-penty1-1H-
indazole-3.carboxamide (AKB48), 
cathinone. amphetamine (for sale), 
codeine (for conversion), codeine (for 
sale], fentanyl. hydrocodone (for sale), 
hydromorphone, levomethorphan, 
methylphenidate, morphine (for 
conversion), morphine (for sale), 
noroxymorphone (for conversion), 
aripavine. oxycodone (for sale). 
oxymorphone (for conversion), 
oxymorphone (for sale), phenylacelone, 
tapentadol, tetrahydrocannabinol, and 
thcbaine 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 storks. One commenter stated 
that the proposed assessment of annual 
needs quota for phenylpropanolamine 
(for conversion] was 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 2014 Aggregate 
Production Quotas and Assessment of 
Annual Needs 

In determining the 2014 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 2013.manufacturing 
quotas, current 2013 sales and 
inventories, 2014 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 1-11-(2-
Thienyl)cyclohexyllpiperidine, 
casfentanil, cathinone, 
dihydromorphine. dimethyltryptamine, 
ecgonine. hydromorphone, 
levomethorphan, lysergic acid 
diethylamide, mctazocine, 
methamphetamine, d-
methamphetamine (for conversion), 
methyldesorphine. noroxymorphone 
(for conversion), oxymorphone (for 
conversion/. Phencyclidine, 
phenylacetone, ephedrine (for 
conversion), ephedrine (for sate), 
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Diversion Control, Drug Enforcement

Administration, 8701 Morrissette Drive,
Springfield, VA 22152, Telephone: (202)

598-6812.

SUPPLEMENTARY INFORMATION:

Background

' Section 306 oftheCSA (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 the Lisl I chemicals ephedrine,
pseudoophedrine, and
phenylpropanolamine, This

responsibility has been delegated to the
Administrator of the DEA by 28 CFR

0.100. The Administrator, in turn, has
redelegated this function to the Deputy
Administrator, pursuant to 28 CFR
0.104.

The 2014 aggregate production quotas
and assessment of annual needs
represent those quantities of Schedules
1 and II controlled substances and the
Lisl I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine to he

manufactured in the United States in
2014 to provide for the estimated
medical, scientific, research, and
industrial needs of the United Slates,
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 iri industrial
processes.

On July 3, 2013, 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, Pseudoophedrine, and
Phenylpropanolamine for 2014," was

published in the Federal Register (78
PR 40186). That notice proposed the
2014 aggregate production quotas for
each basic class of controlled substance
listed in Schedules I and II and the 2014
assessment of annua) 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 2. 2013.

Comments Received

DEA received seven comments from
DEA-registered manufacturers within
the published comment period on a
totai of 23 Schedule I and II controlled
substances and one List I chemical.
Commenlers stated that the proposed

aggregate production quotas for (l-

Penlyl-lH-indol-3-yl)(2.2,3,3-

tetramethylcyclopropyl)methanone (UR-
144), (l-(5-fTuoro-pentyl)-lH-indol-3-
yl](2,2,3,3-

tetramothylcyclopropyl)mothanone
(XLRll), N-{l-adamanlyl]-l-pcntyl-lH-
indazole-3-carhoxamide (AKB48),

cathinone, amphetamine (for sale),
codeine (for conversion], codeine (for
sale), fentanyl. hydrocodone (for sale),
hydromorphone, levcmethorphan,
methylphenidate, morphine (for
conversion), morphine (for sale),
noroxymorphone (for conversion),

oripavine. oxycodone (for sale),
oxymorphone (for conversion),
oxymorphone (for sale), phenylacetone,
tapentadol, tetrahydrocannabinol, and
thebaine wore insufficient to provide for
the estimated medical, scientific,
research, and industrial needs of the
United Stales, export requirements, and
the establishment and maintenance of
reserve stocks, One commenter staled

that the proposed assessment of annual
needs quota for phenylpropanolamine
(for conversion) was 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 2014 Aggregate

Production Quotas and Assessment of

Annual Needs

In determining the 2014 aggregate
production quotas and assessment of

annual needs, the DEA has taken into
consideration the above comments

along with tho 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 2013 manufacturing
quotas, current 2013 sales and
inventories, 2014 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 l-|l-(2-
Thienyljcyclohexyllpiperidine,
carfentanil, cathinone,

dihydromorphine, dimethyltrypiaminc,
ecgonine, hydromorphone,
levomethorphan, lysergic acid
diethylamide, mctazccine,
methamphetamine, d-
methamphetamine (for conversion),
methyldesorphinc, noroxymorphone
(for conversion), oxymorphone (for
conversion], phencyclidine,
phenylacetone, ephedrine (for
conversion), ephedrine (for sale),

To submit
comments:

Send them to:

By moil Assistant Attorney General,
U.S. DOJ—ENRD, P.O.
Box 761 1. Washington, DC

20044-7611.

Under Section 7003(d) of the

Resource Conservation and Recovery .

Act ("RCRA"), a commenter may
request an opportunity for a public

meeting in the affected area.
During the public comment period,

the Consent Decree may be examined

and downloaded at this Justice
Department Web site: http://
wvm.usdoj.gov/enrd/Cortsent_
Decrees.html We will provide a paper
copy of the Consent Decree upon

written request and payment of

reproduction costs. Please mail your
request and payment to: Consent Decree
Library, U.S. DOJ—ENRD, P.O. Box

7611, Washington. DC 20044-7611.
Please enclose a check or money order

for $22.25 (25 cents per page

reproduction cost) payable to the United
States Treasury. For a paper copy

without the appendices and signature

pages, the cost is $16.00.

Maureen M. Katz,

Assistant Section Chief. Environmental

Enforcement Section, Environment and
Natural Resources Division.

.(FRDik. 2013-2)850 Filed 9-6-13: 8:45 am]

BILLING COQE4410-1S-P
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DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-378]

Established Aggregate Production
Quotas for Schedule I and II Controlled

Substances end Established
Assessment of Annual Needs for the
List 1 Chemicals Ephedrine,
Pseudoephedrine, and

Phenylpropanolamine for 2014

AGENCY: Drug Enforcement

Administration (DEA). Department of
Justice.

ACTION: Notice.

SUMMARY: This notice establishes the
initial 2014 aggregate production quotas

for controlled substances in Schedules 1
and II of the Controlled Substances Act
(CSA) and assessment of annual needs
far the List I chemicals ephedrine,

pseudoephedrine. and
phenylpropanolamine.

DATES: Effective: September 9, 2013.

FOR FURTHER INFORMATION CONTACT:

Ruth A. Carter, Chief, Policy Evaluation
and Analysis Section. Office of
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phenylpropanolamine (for conversion), 
and pseudoephcdrine (far sale) are 
warranted. This notice reflects those 
adjustments. 

Regarding (144enty1-1H-indol-3-
y1)(2,2,3,3-
tetramethylcyclopropyl)methanone ((IR-
144). 11-(5-fluoro-penty1)-111-indol-3-
yll(2,2,3,3-
tetramethylcyclopropylhnethanone 
(XIR111, N-0-adamantyll-1-pentyl-1H-
indazole-3-carboxamide (AKB48), 
amphetamine (for sale), codeine (for 
conversion), codeine (for sale), fentanyl, 
hydrocodone (for sale). 
methylphenidate, morphine (for 
conversion), morphine (for sale). 
oripavina. oxycodone (for sale), 
oxymorphone (for sale), tapentadol, 
tetrahydrocannabinol, thebaine, and 
phenylpropanolamine (for sale), the 
DEA has determined that the proposed 
initial 2014 aggregate production quotas 
and assessment of annual needs are 
sufficient to meet the current 2014 
estimated medical, scientific, research, 

and industrial needs of the United 
States. This notice finalizes these 
aggregate production quotas at the same 
amounts as proposed. 

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. 823(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 
established aggregate production quotas 
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 
cirdumstances. 

In accordance with 21 U.S.C. 020, 21 
CFR 1303.11, and 21 CFR 1315.11, the 
Deputy Administrator hereby 
establishes the 2014 aggregate 
production quotas for the following 
Schedule I and II controlled substances 
and the 2014 assessment of annual 
needs for the List I chemicals ephedrine, 
pseudoephedrine, and 
phonylpropanolamina, expressed in 
grams of anhydrous acid or base, as 
follows: 

Basic Class—Schedule I 
Established 2014 
Quotas (grams) 

(1-Oenty1-11-1-Indet319(2,2,3,3-tetramelityloyelopropyl)methancine (LIFI-144)  
11-(541vermpenly1)-1H-Indel-3111(2,2,3,34etramethylcydeprePtrOmelhanone pain i)  
1-(1-Phenylcydehexyl)pyrrolldine  
1-(5-Fluoropenty03-(1-naphthoyl)Indole (AM2201)  
1-(5-Plueropenty1)-3-(2-lodebenzey1)Indole (AM694)  
141-(2-Thienyl)eyelehexyliplperidine  
1-12-(14-Morphollnyl)ethyl]-3-(1-naphthey0indele (JWH-200)  
1-Butyl-3-(1-naphthayl)indele (JVVH-013)  
1-Cyclohexylethyl-342-methoxyphenylacelyt)indele (S5-13 and ITCS-51)  
1-11exy1.3-(1-naphthey0indole (JWH-019)  
1-Methyl-4-phenyl-toprOPOnexypitieddlne  
1-Penty1-3-(1-naptrboylihdde (JWFI-015 and AM,578)  
1-Penty1-3-(2-chlorophenylacetyltindele (JWH-203)  
1-Penty1-3-(2imethoxyphenylacely1)Indele (JWH-250)  
1-Penty1-3-(4mnlorml-naphlhoy6Indole (MO-398)  
1-Penty1-3(4-metIod-1-naphlheandele (JWH-122)  
1-Penty1-3-1(4-methoxy)-benzokndele (SR-19, 905.4)  
1-Oenty1-3-[1-(4-melhorynaphthoyOlindole (JWH-081)  
2-(2,5-Dimethoxy-4-(n).prepylphenyl)ethanamine (20-P)  
2-(2,5-Umelltexy-4-ethylphenyl)ethenamine (2C-E)  
2-(2,5-11methoxy-4-methylphenyl)ethanamine (2C-D)  
2-(2,59D[rnethexy-4-nitro-phenyl)elhanamine (2C-N)  
2-(2,5-Dimethoxyphenyl)ethanarnine (20-H)  
2-(4-Chlore-2,5-thmethoxyphenypelhanamine (2C-C)  
2-(4-ludo-2,5-cilmethexyphenyl)ethenamlne (2C-I)  
2,5-01mettioxy-4-ethylamphelamine (DC ET)  
2,5-Dimethoxy-4-n-prOpyllhiophenethylamine  
2,5-Dimethoxyamphethmine  
2-(4-(Etylthie)-2,5.dimethexyphenyl)ethenamine (20-T-2)  
2-[4.(Imetopyllhio)-2,5-dImethexyphenyl]ethan amine (20-T-4)  
3,4,5-Trimethoxyamphetamine  
3,4-Melhylenedoxyamphetamine (MDA)  
3,4-Melhylenedioxymelhamphelamlne (MDMA)  
3,4-Molhylenedioxy-N-ethylarephemmIne (MDEA) 
3,4-Melhylenedioxy-N-methylcathOone (methylene)  
3,9-Melhylenethoxypyrovalmone (MDPM)  
3-Methyllentanyl  
3-Methylthiefenianyl  
4-6rotne-2,5-dimethoxyamphetaroine (DOB)  
MBromo-2,5-dimethoxyphenethylamine (2-CEI)  
9-Methoxyamphetamtne  
4 M thyl 2,5 dImethoxyamphetamlne (DOM)  
MMethylaminerex  

15 
15 
10 
45 
45 
15 
45 
45 
45 
45 

2 
45 
45 
45 
45 
45 
45 
45 
30 
30 
30 
30 
30 
30 
30 
25 
25 
25 
30 
30 
25 
55 
50 
40 
50 
35 
2 
2 

25 
25 
00 
25 
25 
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phenylpropanolamine (for conversion),
and pseudocphedrine [for sale) are
warranted. This notice reflects those
adjustments.

Regarding [l-Pentyl-lH-indol-3-

yl)(2,2,3.3-
tetramelhylcyclopropyl)methanane (UR-

144). (l-(5-fluoro-pemyl)-lH-indol-3-
yl](2 ,2,3,3- '
tetramethylcyclopropyl]methanone

(XLRll], N-(J-adamanlyI]-l-pentyl-lH-
indazole-3-carboxamide (AKB4a),
amphetamine (for sale), codeine (for
conversion), codeine (for sale), fentanyl,
hydrocodone [for sale),
methylphenidatc, morphine (for
conversion), morphine [for sale),

oripavine, oxycodone (for sale),
oxymorphone (for sale), tapentadol.

tetrahydrocannabinol, thebaine, and

phenylpropanolamine [for sale), the
D5A has determined that the proposed
initial 2014 aggregate production quotas

and assessment of annual needs are
sufficient to meet the current 2014
estimated medical, scientific, research.

and industrial needs of the United
States. This notice finalizes these

aggregate production quotas at the same
amounts as proposed. '

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
CJ.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 ihe 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 Schedule I and II controlled substances
the estimated medical, scientific, and and Ihe 2014 assessment of annual
research needs as part of the amount
necessary to ensure the establishment
and maintenance of reserve stocks. The
established aggregate production quotas
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.

In accordance with 21 U.S.C. 826, 21

CFR 1303.11, and 21 CFR 1315.11, the
Deputy Administrator hereby
establishes the 2014 aggregate
production quotas for the following

needs for the List I chemicals ephedrine,
pseudoephedrine, and

phenylpropanolamine, expressed in
grams of anhydrous acid or base, as
follows:

Established 2014
Quotas (grams)Basic Class—Schedule I

15
(1.Penty1-1H-lndol'3-yl)(2,2,3,3-tetramelhylcyclopropy1)methanone (UR-144) 		
[1-(S-tliicro-pentyl)-1H-indol-3-yl](2,2,3,3-letramethylcyclopropyl)motharone (XLR11)

1-(1-Phenylcydohexyl)pyrro1ldine 				 	

1-(5-Fluoropertyl)-3-(l-naphthoyl)irdole (AM2201) 		 	

1 l-(5-Fluoropentyt)-3-(2-iodobenzoyl)lridole (AM694) 	
H1-(2-Thieny])cyclohexyl]plperidine 	 		

1-l2-(4-Morphollnyl)etliyl]-3-(1-naphtlioyl)indole (JWH-200) 	

1 -Butyl-3-(l-naphthoyl)indole (JWH-073) 	
1-Cyctehexylethyl-3-(2-methoxyphenylacelyl)fndole (SR-18 and RCS-8) 	

1-Hexyl-3-(1-naphthoyl)indole (JWH-019) 	 		 	

1-Methyl-4-phenyl-4-propionoxypfperidlne 	 	

1-Penty|-3-(1-naphlhoyl)indole (JWH-018 and AM678) 		

1-Pentyi-3-(2-ehlorophenylacetyl)indole (JWH-203) 	
1-Pentyl-3-(2-methoxyphenylaeelyl)indole (JWH-250) 	 	

l-Pentyl-3.(4'Chloro-1-naphlhoyl)lndole (JWH-398) 	 	 ,	

l-Pentyl-3-(4-methyl-1-naphlhoyl)indole (JWH-122) 	 	 	

1-PenIyl-3-J(4-methoxy)-benzoylJindOle (SR-19, RCS-4) 	 	

1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 	
2-(2,5-Dimethoxy-4-(n)-propy[phenyl)elManaminc (2C-P) 	 	

2-(2,5-Dimethoxy-4-ethylpheny1)ethariarriinc (2C-E) 	 	

2-{2,5-D[methoxy-4-methylphenyl)olhanamine (2G-D) 	 	

2-(2,5-Di/nethoxy-4-nitro-phenyl)elhanamine (2C-N) 	 	

2-(2,5-Dimethoxypheriyl)elhanamine (2C-H) 	 	 	

2-(4-Chloro-2,5-dimethoxyphenyl)elhanamine (2C-C) 	
2-(4-lodo-2,5-d[melhoxyphenyl)etharamlne (2C-I) 	 	

2,5-01methoxy-4-ethylamphelaniine (DOET) 	 		

2,5-Oimethoxy-4-n-prppyllhiophenethylamine 	 :		

2,5-Dimethoxyamphetarrine 	 	 	 	

2-[4-(Ethylthio)-2,5.dimethoxyphenyl]ethanamine (2C-T-2) 	 		

2-i4.;jsop'opylltiio)-2,5-d/melhDxypheryl]e1hanamine (2C-T-4) 	
3,4,5-Trimelhoxyamphetamine 	
3,4-Melhylenedioxyamphelamino (MDA) 	
3,4-Melhylenedioxymelhamphelamlne (MDMA) 	

3,4-Mothylenedioxy-N-eihylamphetamlne (MDEA) 	 	

3,4-Methylenedioxy-N-methylcathinone (meihylone) 	

3,4-Methylenedioxypyrovalorone (MDPV) 	 		

3-Melhyllertany	l	 	 		

3-Methyllhiofenlany	l	

4-Bromo-2,5-dimelhoxyamphetarriinc (DOB) 	 	

. 4-Bro(no-2,5-dime!hoxyphenethylamine (2-CB) 	 	

i 4-Methoxyamphetamlne 	 . .
• 4-Methyl-2,S-dlmethoxyamphelam[ne (DOM)

4-Meih)')amJnorex 	 	

15
10
45
45

15
45

45

45

45
2

45
45

45

45
45

45

45

30

30
30

30

30
30

30
25
25

25
30

30
25

55
50

40

50
35

2

2

25

25

100

25
25
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Basic Class—Schedule I Established 2014 
Quotas (grams) 

4-Methyl-14-methylcathinone (mephedrone)  
5-(1,1-01methylheply1)-2-1(11:1 2S)-3-hydroxycyclohoxyll-phe not  
5-(1,1-Dimethylecty1)-2-K1R,3S)-3-hydroxycyclehoxyll-phenol (cannabicyclohexanol or CP-47, 497 Ce-homolog) 
5-Methoxy-3,4-methylenedloxyamphelanMe  
5-Methoxy-N,N-diisopropyllryptamine  
5-Methoxy-N,N-dimethyltrypiamin e  ' 
Acelyi-alpha-metyllentanyl  
Acelyldthydrecodeine  
Acetylmolhadel  
Arlylprodine  
Alphacetylmetadol  
Alpha-ethyltryplamine  
Alphameprodine  
Alphamethadol  
Alpha-melhyllentanyl  
Alpha-methylthiolentanyi  
Alpha-rnethyltrYPtamine (AMT)  
Aminorex  
Benzylmorphine  
Betacetylmethadol  
Beta-hydroxy-3-methyllenlanyl  
Beta-hydroxylentanyl  
Betameprodine  
Belaprodine  
Culolonine  
Cathinone  
Codelne MethylbromIde  
Codeine-N-oxide  
Desomorphire  
Clietyliryptamine  
Olfenoxin  
Dihydromorphine  
Dlmethyltryptamine  
Dlpipanone  
F ethyl!' 
Gamma.hydroxybulyric acid  
Heroin  
Ilydromorphinol  
Hydroxypethidine  
lbegaine  
Lysergic acid diethylamide (LSO)  
Marihuana  
Mescaline  
Methaqualone  
MethcalhInone  
Methyldesorphine  
Methyldihydrorncrahrne  
Morphine Methylbromide  
Morphine Methylsullonate  
Morphine-N-oxide  
N-0-adamanty0-1-penty1-1H-indazole-3-carboxamide (AKB48)  
N-Benzylpiperazine  
N,N-Dimethylarnphetamlne  
N-Elhy1.1-phenylcyclohexylarnine  
N-Elhylamphetamine  
N-Hydroxy-3,4-methylenedioxyanwhetamine  
Noracymethadol  
Norlevorphanol  
Normeteadone  
Normorphine  
Pare-Nuorolentanyl  
Parahexyl  
Phenomorphan  
Phcicodine  
Properidine  
Psilocybin  
Psilocyn  
Telrahydrocannabinols  
Thicfentanyl  
Tiede°  
Tnmependme  

4 
6 

2 
2 

2 

2 
2 

7 

20 

2 
5 

3,990.00 
3 

70,250,00 
2 

3 
21,000 

2 
1 
2 

17 
1 
2 
2 

2 
2 

5 

3 
3 

491,00 
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Established 2014
Quotas (grams)Basic Class—Schedule I

4-Methyl-N-methylcathinone (mephedrone) 	

5-(1,1-Oimethylheptyl)-2-[(1R,3Sj-3-hydroxycyclohexyl]-phenol 		
5-(1,1-Dimelhyloctyl)-2-[(1R,3S)-3-hydroxycyclchoxyl)-phenol (carnabicydohexanol ar CP-47, 497 C8-hemolog

5-Methoxy-3,4-m8lhylenedloxyatnptietamine 	 	 	

5-Methoxy-N,N-diisopropyllryptamine 			 			 	 	

5-Melhoxy-N,N-dlmefhyltryptomine 	 	 		

Acelyl-alpha-melhylfentanyl 	 		 	 	 		

Acclyldihydrocodeine 	 		 	

Acetylmothadcl 	 	 	 	 	

AHyiprodine 			 		 	 	

Alphacctylmethadol 	 	 		
Alpha-ethyltrypiamine 	 	 		 		

Alphameprodine 	 	 	 		

Alphamethadol 	 	 	

Alpha-meihyllentanyl 	 	 		

Alpha-metrtylthfolenlanyl 	 	 		

Alpha-methyltryptamine (AMI) 	 	 	

Amlnorex 		 	 	 		 	

Betacetylmethsdol 	 	

Beta-hydroxy-3-methylfentanyl 	

Beta-hydroxyfentanyl 	 		 		 	

Betameprodine 	 	 	 	 	 	

Belaprodine 	 	 —	 	 	

Calhinone 			 		 		-	 		 	

Codeine Methylbromlde 	 	 	

Codeine-N-oxide 	 '.	 i	 	 	

Desomarphira 	 		

Diathyllryptamlne 	 		

Olfenoxin 	 	 		 	 •;	

Dihydromorphine 	

Dlmethyltryptamine 	 	

Gamma-hydroxybutyric acid 		 	 	-	

Heroin 	 		 	 —	

Hydromorphirol 	 .'.	 			 	

Hydroxypethidine 	 	 	

Lysergic acid diethylamide (LSD) 			 		
Marihuana 	 	

Meihaquaiorte 	 		 	 		

Melhcathinone 	 	 		

Methyldesorphine 	 	 	 	

Methyldihydrorrorphlne 	 :	 	 		

Morphine Methyibromide 	 		

Morphine Mclhylsullonate 	 	
Morphine-N-oxide 	

N-(1 -adamartyi)-1 -pantyl-1 H-indazole-3-carboxamide (AKB48) 	 	
N-Benzytplperarine 	 		 	

N.N-Dimethylamphetamfne 	 	

N-Elhyl-Vphenyleyclohexytamlne 	 		

N-Elhylamphetarrine
N-rty-droxy-S^-methylenediO'yamphetamine

Noracymethadol 	

Norlevorphanol 	 	

Nermethadone 	

Normorphine 	 	

Para-Huorofentanyl 	

Parahexyl 	

Phenomorphan 	 	

Pholcodine 		 	

Properidine 	 	

Psiiocybin 	 			

Psilocyn 	 	

Tetrahydrocannabinols 	 	 	

Thiofentanyl 	 	

Tllidine 	 	

Trimeperidine 	

45

68

53

'25
25

25

2

2
2

2
2

25

2

2

2

2

25

25

2

2

2

2
2

2

3
70

5
200

5

25
50

3,990.000
35

5

5

70,250,000

25

2

2

5

35

21,000
25

10

25

2

2

5

5

175

15
25

25

5

24

24

2
52

2

18

2
5
2
2
2

30
30

491,000

2
10

2
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Basic Class—Schedule II Established 2014 
Quotas (grams) )\._ 1-Phenylcyclohexylamlne  3 

1-PlperdinocyclohexanecarbondrIle (PCC)  3 
4Anilino-N-phenethy1-4-piperidine (ANPP)  2,687,500 
Allenlea  17,625 
Alphaprodine  3 
Amobarbital  9 
Amphetamine ((or conversion)  18,375000 
Amphetamine (tor sale)  49.000.000 
Cadenlanll  19 
Cocaine  240,000 
Codeine (for conversion)  68,750,000 
Codeine Or Sale)  46.125.000 
Dextropropoxyphene  19 
Dihydrocodeine  100,750 
Diphenoxylate  750.000
Ecgonine  144.000
Elhylmorphine  3 
Fentanyl  2,106,750 
Clutethlmide  3 
Hydrocodonu (tor sale)  99.625.000
Hydromarphone  6.750,000 
Isornathadone  
Levo-alphacelylmethadol (LAAM)  4 
Levometherphan  195 
Levorphanol  2,000 
Lisdexamfetamine  23,750,000 
Meperidine  6,250.000 
Meperidine Intermediate-A  6 
Meperidine Intermediate-El  11 
Meperidine Intermediate-C  6 
Metazacine  19 
Methadone (for sale)  31875,000 
Methadone Intermediate  38,675,000
Melhamphetamine  2,811,375 

L .. (1 250 000 grams of lavo.desoxyepheddne for use in a non-controlled. non-prescriplion product; 1,500,000 grams for methampholamine mostly 

(or conversion to a schedule III product; and 61.375 grams for methamphetamlne (for sale)] 

Melhylphenidale  05750,000 
Morphine (far conversion)  91,250,000 

Morphine (for sale)  62,500.000 

NablIone  30,375 

Noroxymorphone (for conversion)  17,500.000 

Noroxymorphone (tor sale)  1.462,500 

Opium (powder)  112,500 

Opium (endure)  625.000 

Oripavine  22,750,000 

Oxycodone (for conversion)  9,250000 

Oxydecione (for sale)  149,375.000 

Oxymorphone ((or conversion)  25000,000 

Oxymorphone (lor sale)  7750,000 

Pentobarbital  35.000,000 

Phenazocine  6 

Phencyclidine  19 

Phenmetrazine  3 t. 
Phenylacetone  67,000.000 

Racemethorphan  3 

Remifenlanif  3,750 

Secobartaltal  215,003 

Sulentanil  6,255 
Tapentadol  17,500,000 

Thebaine  145,000,000 

Basic Class—List I Chemicals 
Proposed 2014 

Quotas 

Ephedrine (for conversion)  1.000,000 

Ephedrine (for sale)  3,000,000 

Phenylpropanolamine (for conversion)  44,800 000 

Phenylpropanolamine (for sale)  5,300,000 

Pseudoephedrine (for conversion)  5,000 

PseudeephedrIne (for sale)  192000000 
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Established 2014
Quotas (grams)/Basic Class—Schedule II

1-Phenyleydohexylamlne 	

1-Plperdinocyclohexanecatbonilrlie (PCC)
4-Anllino-N-phenethyl-4-piperidine (ANPP)
Alfenlanil 		

Alphaprodine 	 	 	
Amobarbilal 	
Amphetamine ((or conversion) 	

Amphetamine (lor salo) 	 		
Carfenlanll 		
Cocaine 	

Codeine (for conversion) 	

Codeine (tor sale) 	
Dextroprepoxyphene 	

Dihydrocodeine 	 		
Diphenoxylate 	 	

Ecgonine 		
Ethylmorphine 	 	

Fentanyl 	
Giutethimide 	

Hydrocodonc (lor sale) 	 	
Hydromorphone 	 	
Isomethadone 	 	

Levo-alphacelyimethadol (LAAM) 		
Levomethorphan 	 	

Levorphanol 	 		

Lisdexamfetamire 	 		
Meperidine 		
Meperidine Intermediate-A 	
Meperidine Intermodiatc-B 	
Meperidine Intermediate-C 		
Metazocine 	 	
Methadone (for sale) 	 	

Methadone Intermediate 	
Meihamphetamine 	 	 		

[1,250.000 grams ot levo-desoxyephedrine for use in a non-controlled, non-prescriplion product; 1,500, COO grams for methamphelamine mostly
(or conversion to a schedule III product; and 61,375 grams for methamphetamine (lor sale)| 	 	

3
3

2,687,500

17,625

3
9

18,375,000

49,000.000
19

240,000

68,750,000

46,125,000

19

100,750

750,000
144,000

3

2.108,750
3

99,625,000

6,750,000
5
4

195
2.000

23,750,000
6.250.000

6

11
6

19

31,675,000

38,875,000
2,011,375

96,750,000
91,250,000

62,500,000
30,375

17,500.000

1,462.500

112,500
625.000

22,750.000
9,250,000

149,375,000

25,000,000

7,750,000
35,000,000

Melhylphcnidale 	

Morphine (for conversion) 	
Morphine (for sale) 	
Nabilone 	 	

Noroxymorphone (lor conversion)
Noroxymorphone (lor sale) 	
Opium (powder) 	 	

Opium (tincture) 	 	
Oripavino 	
Oxycodone (lor conversion) 	
Oxycodone (tor-sale) 		
Oxymorphone (lor conversion) ....

Oxymorphone (lor sale)
PenlobarDital 	
Phenazoclno 	
Phencyclidine ....
Phenmetrazine

' Pherylacstone ..
Racemethorphar
Remifenlanil ..;...

6
19

3

67,000.000

3
3,750

215,003
6,255

17,500,000

145,000,000

Secobarbital

Sufentanil

Tapentadol

Thebaine ..

Proposed 2014

QuotasBasic Class—List I Chemicals

1,000,000

3,000,000
44,800,000

5,300.000

5,000

192,000,000

Ephedrine (for conversion) 	
Ephedrine (for sale) 	 		
Phenylpropanolamine (for conversion)

, Phenylpropanolamine (lor sale) ...
V Pseudoephedrine (for conversion)

Pseudoephedrine (for sale) 		
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The Deputy Administrator also
establishes aggregate production quotas 
for all Mimi Schedule I end II controlled 
substances included in 21 CFR 1308,11 
and 1306.12 'at zero. Pursuant to 21 CFR 
1303.13 end 21 CFR 1315.13, upon 
consideration of the relevant factors, the 
Deputy Administrator may adjust the 
2014 aggregate production quotas and 
assessment of annual needs as needed; 

Dated August 30, 2013. 
Thomas M. Harrigan. 
Deputy Administrator. 
WIZ Dap. MS-217U Filed Bath amt 

BILLING CODE 1410-09-P 

DEPARTMENT OF LABOR 

Employee Benefits Security 
Administration 

[Application No. D-1175B1 

Notice of Proposed Exemption 
Involving AT&T Inc. (Together With 
AT&T Inc.'s Affiliates, AT&T or the 
Applicant) Located in Dallas, TX 

AGENCY: Employee Benefits Security 
Administration, U.S. Department of 
Labor. 
ACTION: Notice of Proposed Exemption. 

SUMMARY: This document contains a 
e of p d .y h f th.

Department of Labor (the Department) of 
a proposed individual exemption from 
certain prohibited transaction • 
restrictions of the Employee Retirement 
Income Security Act of 1974. as 
amended (ERISA or the Act), and the 
Internal Revenue Code of 1986, as 
amended (the Code). The proposed 
transactions involve AT&T, the AT&T 
Pension Benefit Plan (the Plan), and the 
SBC Master Pension Trust (the Trust). 
The proposed exemption, if granted, 
would affect the Plan and Its 
participants and beneficiaries. 

Effective Dale: If granted, this 
proposed exemption will be effective as 
of September 1, 2013. 
DATES: Written comments and requests 
for a public hearing on the proposed 
exemption should be submitted to the 
Department within 55 days from the 
date of publication of this Federal 
Register Notice. 
ADDRESSES: Comments and requests for 
a hearing should state: (1) The name. 
address. and telephone number of the 
person making the comment or request. 
and (2) the nature of the person's 
interest in the proposed exemption and 
the manner in which the person would 
be adversely affected by the exemption, 

g nt d A qu tf he 'ng must 
also state the issues to be addressed and 

Include a general description of the 
evidence to he presented at the hearing. 
All written comments and requests for 
a public hearing concerning the 
proposed exemption should be sent to 
the Office of Exemption Determinations. 
Employee Benefits Security 
Administration. Room N-16700, U.S. 
Department of Labor. 200 Constitution 
Avenue NW:, Washington DC 20210,
Attention: Application No. D-11758. 
Interested persons are also invited to 
submit comments and/or hearing 
requests to USA via email or FAX. Any 
such comments or requests should be 
sent either by email to: moffitt.betty€ 
dol.gov, m by FAX to (202) 219-0204 by 
the•end of the scheduled comment 
period. The application for exemption 
and the comments received will he 
available for public inspection in the 
Public Documents Room of the 
Employee Benefits Security 
Administration, U.S. Department of 
Labor, Room N-1513, 200 Constitution 
Avenue NW., Washington, DC 20210. 
Comments and hearing requests will 
also he available online at 
www.regulations.gov and www.dol.govl 
dna, at no charge, 

Warning: If you submit written 
comments or hearing requests, do not 
include any personally identifiable 
information (such as name, address, or 
other contact information) or 
confidential business information that 
you do not want publicly disclosed. All 
comments and hearing requests may ha 
posted on the Internet and can he 
retrieved by most Internet search 
engines. 
FOR FURTHER INFORMADDN CONTACT: 
Anna Mores Vaughan, Office of 
Exemption Determinations. Employee 
Benefits Security Administration, U.S 
Department of Labor, telephone (202) 
693-8565. (This is not a toll-free 
number.) 
SUPPLEMENTARY INFORMATION: This 
document contains a notice of proposed 
exemption that, if granted, would 
provide exemptive relief from sections 
406(a)(1)(A). 406(a)(1)(B), 406(a)(1)(0), 
4o5(a)(1)(E), 406(0)(2), 406(b)(13. 
406(b)(2). and 407(a) of the Act and the 
sanctions resulting from the application 
of section 9975 of the Code, by reason 
of section 4975(c)(1)(A), 4975(c)(1)(B), 
4975(c)(1)(D) and 4975(c)(1)(E) of the 
Code. The proposed exemption has been 
requested by AT&T pursuant to section 
408(a) of the Act and section 4975(d112) 
of the Code, and in accordance with the 
procedures set forth in 29 CFR Part 
2570, Subpart B (76 FR 66037. 66649, 
October 27, 2011). Effective December 
31. 1978, section 102 of the 
Reorganization Plan No. 4 of 1978, 5 

U.S.C. App. 1 (1996), transferred the 
authority of the Secretary of the 
Treasury to issue administrative 
exemptions under section 4975(c)(2) of 
the Code to the Secretary of Labor. 
Accordingly, this notice of proposed 
exemption is being issued solely by the 
Department. 

Summary of Facts and 
RepresentationsI 

Background 

1. AT&T Inc. (together with its 
affiliates, AT&T), formerly known as 
SBC Communications Inc., is a holding 
company incorporated in 1983 under 
the laws of the State of Delaware that 
has its principal executive offices in 
Dallas, Texas, AT&T, a provider of 
telecommunications services, offers its 
services and products to consumers in 
the U.S. and to businesses and other 
providers of telecommunications 
services worldwide. The services and 
products that AT&T offers vary by 
market, and include: wireless 
communications, local exchange 
services, long-distance services, data/ 
broadband and Internet services. video 
services, telecommunications 
equipment, managed networking and 
wholesale services. 

2. AT&T is the sponsor of the AT&T 
Pension Benefit Plan (the Plan). 
Effective December 14, 2010. the Plan 
was amended (the 2010 Amendment) to 
name the Plan's named fiduciary, AT&T 
Services. as the plan administrator. 
AT&T Services, pursuant to deleg.a2tiooln1,
(the Delegation) from its Board of 
Directors (the Board) dated July 1
delegated to the AT&T inc. Benefit Plan 
Investment Committee (the Committee) 
all powers and authority that may he 
necessary or appropriate to the
establishment, qualification, 
administration, maintenance, and 
operation of the SBC Master Pension 
Trust (the Trust) established as part of 
the Plan. Notwithstanding its power to 
delegate authority, the Committee 
retains, and may not delegate, the 
authority to authorize "company-
directed" investments (i.e., investments 
that have not been delegated to a third 
party investment manager) in amounts 
greater than 5200,000,000. 

3. In addition to AT&T Services and 
the Committee, other Plan fiduciaries 
include Brock Fiduciary Services LLC 
(the Independent Fiduciary), an 
investment manager that is independent 
of AT&T Inc. 

I The Summary of Facts and Representations Is 
based on the Applicant's representations and does 
not reflect the view,  of the Department. 
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The Deputy Administrator also .
establishes aggregate production quotas
for all other Schedule 1 and II controlled
substances included in 21 CFR 1308.11
and 1'308.12'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
2014 aggregate production quotas and

assessment of annual needs as needed;

Dated: August 30. 2013.
Thomas M. Harrigan,

Deputy Administrator.

IFR Dac. 2013-21787 Filed 0-6-13: 8:45 am|

BILLING COSE 4410-09-F

Include a general description of the
evidence to be presented at the hearing.
All writteu comments and requests for
a public hearing concerning ifie
proposed exemption should be sent to
the Office of Exemption Determinations.
Employee Benefits Security

Administration. Room N-j5700, U.S.
Department of Labor, 200 Constitution
Avenue NW., Washington DC 20210,
Attention: Application No. D-11758.
Interested persons are also invited to
submit comments and/or hearing
requests to E0SA via email or FAX. Any
such comments or requests should be
sent either by email to: moffitt.betty®
dof.gov, or by FAX to [202) 219-0204 by
the end of the scheduled comment
period. The application for exemption
and the comments received will be
available for public inspection in the
Public Documents Room of the
Employee Benefits Security

Administration, U.S. Department of
Labor, Room N-1513. 200 Constitution
Avenue NW., Washington, DC 20210.

Comments and hearing requests will
also be available online al
www.regulations.gov and ivww.doI.gov/
ebsa, at no charge.

Warning: If you submit written
comments or hearing requests, do not
include any personally identifiable
information (such as name, address, nr
other contact information) or
confidential business information that
you do not want publicly disclosed. All
comments and hearing requests may bo
posted on the Internet and can be .
retrieved by most Internet search
engines.

FOR FURTHER INFORMATION CONTACT:
Anna Mpras Vaugban. Office of
Exemption Determinations, Employee
Benefits Security Administration, U.S.'
Department of Labor, telephone [202)
693-8565, (This is not a toll-free
number.)

U.S.C. App. 1 (1996), transferred the
authority of the Secretary of the
Treasury to issue administrative
exemptions under section 4975(c)(2) of
the' Code to the Secretary of Labor.
Accordingly, this notice of proposed
exemption is being issued solely by the
Department.

. Summary ofFacts and

Representations1

Background

i

1. AT&T Inc. (together with its

affiliates, AT&T), formerly known as
SBC Communications Inc., is a holding
company incorporated in 1983 under
the laws of the State of Delaware that
has its principal executive offices in
Dallas, Texas, AT&T, a provider of
telecommunications services, offers its
services and products to consumers in
the U.S. and to businesses and other
providers of telecommunications
services worldwide. The services and
products that AT&T offers vary by
market, and include: wireless
communications, local exchange
services, long-distance services, data/
broadband and Internet services, video
services, telecommunications
equipment, managed networking and
wholesale services.

DEPARTMENT OF LABOR

Employee Benefits Security
Administration

[Application No. D-11758]

Notice of Proposed Exemption
Involving AT&T Inc. (Together Wilh
AT&T Inc.'s Affiliates, AT&T or the
Applicant) Located in Dallas, TX

AGENCY: Employee Benefits Security
Administration, U.S. Department of
Labor.

ACTION: Notice of Proposed Exemption.

SUMMARY: This document contains a

notice of pendency before the
Department of Labor (the Department) of
a proposed individual exemption from
certain prohibited transaction •
restrictions of the Employee Retirement
Income Security Act of 1974, as
amended (ERISA or the Act), and the
Internal Revenue Code of 1986, as
amended (the Code). The proposed
transactions involve AT&T, the AT&T
Pension Benefit Plan (the Plan), and the
SBC Master Pension Trust (the Trust).
The proposed exemption, if gianted,
would affect the Plan and its
participants and beneficiaries.

Effective Date: If granted, this
proposed exemption will be effective as
of September 1, 2013.
DATES: Written comments and requests
for a public hearing on the proposed
exemption should be submitted to the
Department within 55 days from tho
date of publication of this Federal
Register Notice.

ADDRESSES: Comments and requests for
a hearing should state: (1) The name,
address, and telephone number of the
parson making the comment or request,
and (2) the nature of the person's
interest in the proposed exemption and
the manner in which the porson would
be adversely affected by the exemption,
if granted. A request for a hearing must
also state the issues to be addressed and

2. AT&T is the sponsor of the AT&T
Pension Benefit Plan (the Plan).
Effective December 14, 2010, the Plan
was amended (the 2010 Amendment) to
name the Plan's named fiduciary, AT&T
Services, as the plan administrator.
AT&T Services, pursuant to delegation
(the Delegation) from its Board of
Directors (the Board) dated July 1, 2011,
delegated to the AT&T Inc. Benefit Plan
Investment Committee (the Committee)
all powers and authority that may be
necessary or appropriate to the ~
establishment, qualification,
administration, maintenance, and
operation of the SBC Master Pension
Trust (the Trust) established as part qf
the Plan. Notwithstanding its power to
delegate authority, the Committee
retains, and may not delegate, the
authority to "authorize "company-
directed" investments (i.e., investments
that have not been delegated to a third
parly investment manager) in amounts

greater than S200, 000,000,

SUPPLEMENTARY INFORMATION: This
document contains a notice of proposed
exemption that, if granted, would
provide exemptive relief from sactions
406(a)(1)(A). 406(a)(1)(B), 406(a)(1)(D),
406(a)(1)(E), 406(a)(2), 406(b)(1),
406(b)(2), and 407(a) of the Act and the
sanctions resulting from the application
ofsection 4975 of the Code, by reason
of section 4975(c)(1)(A), 4975(c)(1)(B),
4975(c)(1)(D) and 4975(c)(1)(E) of the 3 addition lo AT&T Services and
Code. The proposed exemption has been Committee, other Plan fiduciaries
requested by AT&T pursuant lo section include Brock Fiduciary Services LLC
408(a) of the Act and section 4975(c)(2) (the Independent Fiduciary), an
of the Code, and in accordance with the investment manager that is independent
procedures set forth in 29 CFR Part af AT&T Inc
2570, Subpart B (76 PR 66637. 66644, '
October 27, 2011). Effective December
31. 1978, section 102 of the
Reorganization Plan No. 4 of 1978, 5

1 The Summary of Facts and tap res am aliens is
based an the Applicant' 5 representations and does
not tefleci (he views uf ihe Depdi-tmant.
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Substance 2011 
9,703.48 

2012 
10,938.95 

% Change 2013 
10,928.20 

% Change 
-0.10% 

2014* 
11,921.39 

% Change 
. 9.09% Amphetamine (D,L) 12.73% 

Amphetamine (0) 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% 
Flydrocodone 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% 

-5.08% Nalbuphine 61.42 63.60 3.55% 42.02 -33.93% 39.88 
Naloxone 391.27 430.32 9.98% 478.98 11.31% 497.20 3.80% 
Naltrexone 4.56 0.00 -99.98% 0.00 -100.00% 0.00 . 0.00% 
Opiurri 84.96 81.02 -4.63% 77.44 -4.42% 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 . B39.71 698.43 -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 D.05 0.05 -2.53% 0.05 -7.93% 0.04 24.36% 

*Estimates based on Jan-Mar 2014 Data 
(b)(4) 

Data 2011 - 2014 (est) 
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r rr
2013 % Change 2014* % Change2012 % Change2011Substance

9.09%-0.10% 11,921.3912.73% 10,928.2010,938.95Amphetamine (D,L) 9,703.48
8.51%12,584.00-1.09%11,725.30 10.64% 11,597.1010,597.70Amphetamine (D)

-6.21%

2.40%

-9.99% 37.17-9.28% 39.6344.0348.53Cocaine
-4.58% 22,238.38-13.04% 21,716.6822,758.2826,170.71Codeine

-81.33%6.7636.22 -51;72%-30.03%107.21 75.02Dihydrocodeine
382.07 -5.94%-1 .65%-10.72% 406.20413.01,462.60Diphenoxylate

4.38%110.92

2,083.14

4.52% .115.78-4.24%106.13Dronabinol 110.82

5.78%5.58% 2,203.601^535.52 1,973.12 28:50%Ephedrine

544.38 -0.70%
59,479.05 -3.40%

6.53% 548.23 -4.67%575.07539.85Fentanyl
-2.51%-2.73% 61,575.6964.933.52 63,163.25Hydrocodone

i

-3.58%0.72% 1,857.1514.15% 1,926.071,675.27 1,912.39Hydromorphone

Levorphanol 8.41%2.53378.02% 2.33 51.13%1.540.32

6.38%-2.48% 14,525.0113.50% 1 3,653.6514,001,29Lisdexamfetamine 12,336.18

-11.27%-18.47%

-14.34%

1,364.13-18.13% 1,537.312,303.07 1,885.59Meperidine
-4.71%5,531.24-11.30% 5,804.386,776.347,639.42Methadone
-4.65%13.09 -9.11% - 12.483.87%14.40Methamphetamine 13.86

-8.12% 18,613.58 3.70%1.68% 17,949.1319,212.63 19,534.84Methylphenidate
. -3.13%-8.50% 25,445.23-5.69% 26,266.3030,435.83 28,705.35Morphine

-5.08%42.02 -33.93% 39.883.55%63.6061.42Nalbuphine
3.80%11.31% 497.209.98% 478.98391 .27 430.32Naloxone

0.00 • 0.00%-100.00%0.00 -99.98% 0.004.56Naltrexone
-0.03%-4.42% 77.41-4.63% 77.4481.0284.96Opium
-0.85%-9.59% 59,796.79-5.90% 60,308.9170,885.82 66,702.94Oxycodone

-4.73% 1,951.68 4.62%1,865.58

563.20

1,958.25 -26.26%2,655.74Oxymorphone
-26.96%-19.36% 411.38-16.82%' 839.71 698.43Pentazocine

-47.99% 22.34%-41 .07% 24.25 29.6646.6279.12Pentobarbital
-0.86% 100,386.58 7.80%-10.09% 93,125.291 04,476.73 93,931.68Pseudoephedrine

Remifentanil 5.09% 3.53% .1.201.11 5.83% 1.161.05

-23.55% -12.52%-24.59% 11.98 10.4815.6720.78Secobarbital
-7.93% 0.04 -24.36%-2.53% 0.050.05 0.05Sufentanil

'Estimates based on Jan-Mar 2014 Data
(b)(4)

Data 2011 -2014 (est)
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Esc Clan; 917043 
PO TotallCM•POI! 2.331.030 

a 

2014 Revised APO 
Worksheets 

FDA Est: 
MIS Est: 

COMparty DEA NOM 2014 MQ Request 2314 MQ 2013 Sales 2013 Total Sates %of 2013 Safes Shari of 2014 Total PO 2013 Inventory 20t4 Projected Experts Ceic Using CFR 30% Invent cait Using CFR 50•A Invent Final MQ 

(b)(4);(b)(7)(E) 2.000 2.000 0.000 702.272.000 0.000 0.005 ' 0.000 0.000 0.000 0.000 0.000 
1.030000000 5130 000.000 701.757.000 702.222000 0.999 2329.450 215,969.000 0.000 -292.040.707 -102517.929 0.000 

MQ Totals: 1030002.000 580.002.000 701.757.000 299.969.000 0.000 492940.707 0.000 

Firm! Initial APO: 660000.003 
Pnsposad Revised: 1,031,000.000 Adjusted to (b)(4) denial 

Final Revised APO: 0.030 
MQ NeeciaPO' 1.5 -Revised MO - Inventory: 

2013 Initial APQ: 

-862.474.500 
etio,clocnoo 

CFR 5est: .A87.619.000 

FDA Est • 2013 APO ' (1 r  FDA EA'. 
lstS Eat a 2013 APO' (1 lMS Est): 

600,o3o. 000 

564.360.000 

1,285,750.000 iirltb 15% buffer 

LIPKIN OXYLATE (FOR SALE) 
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r((
2014 Revised APQ

WorksheetsB»$ic CU«v. 9170-e

POTotai[C**PO|: FDA Est;

IMS Est;

2.331-0JO

.0*9

Shire of 2014 Total PQ 201 3 Inventory 2014 Projected Exports Calc U»in® CFR 30% Invent C»te U»m0 CFR 50% Invent Final UQ

0 000 OOCC

-107.6 17.929 OCOO

2013 Sale* 2013 Total Site* % of 201 3 Safes

0 000 702222000

701.757.000 702.222000

PEA Nam 2014 HQ Request

2 000

1.030.0D0 OCO

2014 MQ

2000

5BO.DOO.OOO

Company

o.ooo

-262.040.707

0 000

2.329.456 265.969000

OCOO o.occ

coco

b)(4);(b)(7)(E) o.coo

C.9S9

•262.940.707 0 COO2&S.969 000 0.000saooctt-oco 701.757 0001.030,002.00c*Q Totals:

Final Initial APQ

Proposed Revised.

FmalRa vised APQ*

MQ Need»PQ* 1.5 - Revised MQ - Inventory;

2013 Initial APQ;

FDA Est - 2013 APQ * {1 FDA Ell).

IMS Est - 2013 APQ * (1 * IMS E«1);

ecccooajo 	

1,031.000.000 Adjusted foi|(b)(4) fl
oooo "

-8C2.474.SOO

600,000.000

600.000 000

564.360.000

enlal

CFR 50%: -6R7.61S OO0

1.266.750000 With 2SV. buffer

DIPHENOXYLATE (FOR SALE)
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Flask Cla551 8801.0 
PO Tolat(CM.P01: 1,104.315.000 

Company 

(b)(4);(b)(7)(E) 
OF.A Num 

MO Totes: 

2014 MO Request 2014040 

5000 5.003 
200.030.000 951.000.000 

97.528.000 04,778.000 

2.000 2.030 

14,151.000 14.151.000 
20.480003 0050 

474,000000 491,271.020 

810,000.000 810.000,000 
1.640.000 1,640.000 

160001:00 18,000000 

613.000 613.000 
6,600.000 6,804000 

1,641017.020 1,693.058.000 

Final 1 riltial APO: 1,8970:0.0GO 
Proposed Revised: 1,687000.000 Oh with pending requests 

Final Revised APO: 0.000 
NO NeedeP171.6. Revised MO - Inventory: -506,445.952 

2013 initial APO: 1,687,000.000 
FDA Est • 2013 AN:1'1i • FDA Eat,: 1,808,464.050 
ilASEst• 2013 APO. 11 • 1h1SESIl: 1,675,191.000 

oening requests 

(b)(4) 62.400.00 

2013 Saks 2013 Total Sales 

2014 Revised APO 
Worksheet+ 

%s0 2013 Sates 

FDA Est: .072 
INS Est: -.007 

Share ot 2014 T0111 PO 2013 Inventory 2014 Projected Exports Cale Using CFR 30% Invent Cale.Using CFR 50% Invent Final MO 

0.000 859,928.931 0.050 0.000  0,101 0.000 41101 -0.101 0000 

38,960300 938,920931 0.037 40.659.327 53,892,000 • 0000 .774.875 6.422.159 00 00
58.343.393 438.926.931 0.058 64,498698 6.032.341 72,080.000 , 149.896.953 161,293.877 0.000 

0.538 999,928.931 0.000 0 595 9.010 0.000 .0.237 .0.132 0000 

9,092.030 935.926,931 0.609 10,040.163 103.1320 0.000 12,944211 14,717.703 0.050 

0.1303 998,038.931 0.000 0.000 0030 0.000  0.000 0000 0.000 

245.042.000 993,920.931- 0.245 270.894,244 230.5491330 . • 0.020 121,613.518 1159.329.308 0.000 
645.039.000 996,925,931 0.646 713091.440 293.000.000 95,603.0:0 723,932.871 845,538.050 0.000 

0000 598.926 931 0.000 0.000 0.000 0.000 0.003 4000 0.000 

4,460.000 998,929.931 0.004 4,930.534 17,597.003 0.000 .11,107.304 .10,3.10.830 a.000 
0.000 438,920.931 0.000 0.000 0.000 0.000 0000 0.000 0.000 

0,1700 998.928.921 0.000 0000 0.000 500.000 500.000 500.003 0.000 

998,920.931 so808,860452 168,180.000 * 996.928.048 0.000eo 

CFR 50%: -532,792.969 

FENTANYL 

Page 339 

(( (
2014 Rftvlscd APQ

WorksheetsBasic Class: 98CI-0

PQToUMCM*PDl:
FDA Est:

IMS Est:

.0721.104.315 000
-007

Share of 2014 Tolal PQ 2D 13 inventory 2314 Projected Eaport* C ale Using CFR 30% tnvert Caic. Using CFR 50% Invert Final MO
-0.101 oooo

6.422.159 O.CCO

161,256.877 0.0CO

-0.132 0 000

14,717.703 O.OOO

OOOO 0.000

169.328.306 0 000

845,530.050 0 000

0.000 0 OOO

-10,316.630 0 000

0.000 0 000

500.0CO DDOO

2014 MQ 2013 Sateo 2013 Total Sales % of 2013 Sales

056.926931

996,920 931

998.826.531

998,926.931

99B.926.931

999.B26.KJ 1

998.926 931

990.926.921

598.926 931

999.928.901

998.926 901

990.926 931

DEA Mum 2014 MQ Reqjesl

5000

2DO.DOO.OOO

97.526 000

2.000

14.151 000

20.490000

474.000 000

810.000.000

1.640 003

16,000 000

613 000

6.600000

Company

0.000Q.OCO

40.859 327

64.490 690

0 595

10,040163

oooo

270.694.244

713.09 1.440

0.000

4,930 536

0 030

0000

0.101

53,692.000

6.032.341

1010

103.000

OOOO

230.549 000

293.666080

0.000

17,597.000

0000

OOOO

•0.101

-774.875

. 149.685.933

*0 237

• 12,949.211

. 0000

121.613.516

723,932 871

0000

•11,107.304

0.000

SOGOOO

(b)(4);(b)(7)(E) 0.000

151.000.000 36,060 000

84.776.000 58.343 393

0.538

14.15100Q 9,082.000

OOOO

461,271 000 J4S.042.000

B10.DCC.300 645.039.000

1,640 000

18,000 000

013.000

0.630.000

oooo

0037

oosa

oooo

0009

oooo

5 000

• o.ooo

72,000 000

O.OOO2.030

0.000

oooo

0800

oooo

0.245

95.600 000

oooo

o.ooo

oooo

500 000

0646

0.000

0004

oooo

oooo

oooo

4,460.000

Q.occ

o.coo

oooo166.180 000e06.660.452 996.929CM0
1.641.017 300 1.556 056000 396.920931UQ TcUls:

Final initial APQ:

Proposed Revised:

Final Revised APQ:

MQ Needier 1.5 - UQ - Inventory:

2013 Initial APQ:

FDA E*1 - 201 3 APQ ' |1 FDA E«|:

<US Est - 2013 APQ • 1 1 * IMS Est*.'

1.e«7,OQO.OOO

1.687,000 O00 OK with pending requests

O.OOO

-506.44S 952

1,687,000.000

1,808,464.000

1,675.191000

Cfft 50%: *632,792.969

. \

penJiiy requests

(b)(4) 82.400.CO

FGNTANYL
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2014 Revised APO 
Basic Class: 9193-A Worksheets 

PQ Total(CAl+PD): 

Company 

0.000 

DEA Num 2014 MO Request 2014 MU 2013 Safes 2013 Total Sales % of 2013 Sales Shelia or 2014 Total Pa 

FDA Est: 
IMS Est: 

20131Oventogy 2014 Projected Exports Cale Using CFR 30% Incest Cale Using CFR 50% litverd Final MO 
(b)(4) (b)(7)(E) 101.030000 0.000 0.000 0.000 0.000 0.000 0000 0.000 0.000 0.000 0.000 

MO Totals: 101000.000 0,000 0,000 0.000 0.000 0.000 0.000 

Final initial RPQ: 0.000 
Pi-oposed Revised: 110000000 Aillusted for b)(4) •cn in{ 
Final Revised 0.PQ: 0.000 
MCI Need=PCY 1.5 • Revised MD • inventory: 0.000 CFR 50%; 0.000 
-20131nitial APQ: 0.000 
FDA Est v 2013 APQ • f1 + FDA Est): 0.000 

IMS Est •• 2013 APQ • 11 IMS Est): 3.000 

137.500.000 with 25% buffer 

HYDROCODONE (FOR CONVERSION) 

Page 340 

r( (
2014 Revised APQ

WorksheetsBasic Class: 91B3-A

PQTo1al(CM*PD). FDA Est:

IMS Est:

0000

Shaneor2(l14 Total PQ 2013 Inventory 2014 Projected Exports Gate Using CFR 30% Invent Calc Using CFR 50% Invent Final MQ

O.0C0 0,000

DEAWum 2014 MO Request 2014 MO 2013 Sales 2013 Total Sales % ol 2013 Sales

101,000.000 0.000 0.000

Company

(b)(4);(b)(7)(E) 00000.000 o.oao o.coa0.000 0.000

o.oooo.ooo 0.0000.000101,000.000 0.000 0,000MQ Totals:

Final Initial APQ:

Proposed Revised:

Final Revised APQ:

MQ Need-PQ* 1.5 • Revised MQ . Inventory:
'2013 Initial APQ:

FDA Est - 2013 APQ • (1 + FDA Est):

IMS Est - 2013 APQ * (1 * IMS Est):

0.000 	

ll0.00c.oai Adjusted (or 1(b)(4) Id
0000 I—_—I
o.ooo

0.000

0 000

o.ooo

L-nu'il

CFR 50%; 0.000

13T.5O0.WQ with 25% Bulfer

"v

HYDROCODONE (FOR CONVERSION)
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Basic Glatt: 1191-a 

PQ Totai(CM•p01: 65.=.425.000 

Company DEA Num 

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

MO Totals: 

2014 MQ Request 2514 MO 

5.600 5000 

141,100.000 . 99.400000 

• 20000 20.000 

231.000.000 175,079.003 

7,320.000 7.323.000 

7,400.000.000 3,200.000.000 
30.000.000000 19.274, 159.000 

3.600,000.000 1,065,910.000 

24,000,003.000 22,558,367.000 

5,319,000.000 2.184,719000 

9,003000.000 0,981,532.000 

79.609,4.45.000 56,766.511.000 

2014 Revised APO 
Worksheets 

2013 Sates 2013 Total Sales Y. of 2013 Sales 

005 Est 015 
WS Est 

Share of 2014 Total PO 1013 Inventory 2014 Projected Expo#s 
Cole Using CFR 309. 

Invent 
CAI0 Using CfR 50% 

Invent final MO 

0.000 4506%169455 0,000 0000 0851 0.000 -0.051 -0.051 0.000 

0.000 43,008.199.355 0.000 0.000 0.000 0000 0000 0.000 D.ODO 

3.575 45060,186.355 0.000 5.182 71.093 0.000 -87.357 -68.722 0.000 

39,742030 45,086,189.355 0.001 57,802 802 12,258.000 0.000 62,625,362 69,680.752 D.000 

10.994.030 45,058,169.355 0.000 15.934.898 0.000 0.000 20,715.368 22,667.131 0.000 
3230.559,001 45,060,169.353 0,072 4,682.116.081 5,643,3031500 0.000 1043036.600 1,617,357.602 0.000 

22.952,826000 45,068.169,355 0.507 33,123.200.560 7,711.178.000 12200.000 35,331,182.728 39.388,229.200 0.000 

148.721.000 15.068.169,355 0.003 215,558.264 2,031,970.000 0.000 -1.751,744.256 1,725,341.910 0.1:00 

18,075.428.830 45.058,180.355 0.401 26,190,775.054 3.055.835 900 0.000 30.402,771.670 33611.693.075 0.000 

605.442.000 15648,189.355 0.013 077,535.968 2209.940.630 0.000 -1,069,143.241 .961.659.540 0.000 

103,852.000 45,06%169.355 0.032 150,524.518 3.645.502,000 0.000 .3,649,820.126 -3,631,383.352 0.000 

45,067.508.235 24,530.661.044 12,200.003 60,390,356.803 0.000 

Flntl initial APO: 

Proposed Revised: 
79.700.000.000 
79,700,000.000 OK with pottering requests 

Fins1RosIsod APO: 0.000 

MO Nsod=PCY 1.5 • Revised MO - Inver/My: 16677,265.456 OCR 50%: 11,813.551.265 
2011 loilia1APCk 79,700000.000 
ma &A. 2013 AVG • (1 • FCA Est): 60,895,500.000 

RS Est a 2013 APO. (1 • IMS Eat): 76990200.000 

perkim 10•gest 

b)(4) 41,700,000 bul rea4 should bo ((or conversion) 

HYDROCODONE (FOR SALE) 
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2014 Revised APQ

WorksheetsBasic Claac: (193-8

PQ ToUl|CW*PO|: PDA Eat:

IMS Est;

CIS

-.CM

65.122.425.000

Gale Using CFR 60*

Invent

Cole Using CFR 30*
Invent final MQ

0 000

O.OO0

0 000

0 000

0.000

0000

0.000

a.ooo

0.000

0.000

oooo

y. of 2013 Sales Share of 20 H Total PQ 2012 Inventory 2014 Project*! Export#

0000

0000

0000

oooo

0.000

oooo

\ 2.200.000

0.000

oooo

o.ooc

oooo

2013 Sates 2013 Total 5*10*

0.000 45.068,189.155

OOOO 43,088. 1 Q9.3S5

3.573 45.068,169.353

39,742 00© 43.066,169.355

10.904.030 45.066,169 355

3^30.559.000 45.060,169.333

22.S52.826CCO 45.068.169.355

148.721.000 45.066.169^55

lfl.07S.426.6M 45.068,169.355

605.442.000 43,068.169.355

103.052.000 45,068,169.355

2014 MQDEANum 2014 MQ Request

5.000

H1.100.0CD

•20000

231.000 000

7. 320.000

Company

-0051

O0Q0

-67 357

62.625,362

20.715 368

1.043.939.660

35.33 1.162-723

-1,751.744.256

30.402,771.670

-1,069,141.241

•3.649,820.126

-0.051

OOOO

-66.722

69,680.752

22,667.131

1.617,357.602

3fl.3flfl.229.200

•1,725,341.919

33.611.6M.07S

•961.659 540

-3,631.353.352

0.000

O.OQD

e.ooc

0.001

0.000

0.072

0.507

O.O03

0.401

0.013

0.002

0.000

0.000

5.182

57.602602

1 5.9J4.698

4,662,416.081 5,043,303.CCO

33.123.200.560 7,741.176000

215,558.264 2,03 1,97o 000

26,198,775.054 3.C 55.615 900

077,515.968 2.209.940.003

150,524.518 3.845.502.000

ocst

o.ooc

74.C93

12,258 600

o.coo

5 000

• 99.400.000

2 O.OOO

175,079 003

7.320000

7.400.000 000 3,200.000.000

30.COO.OOQ.OOQ 19.274,159 000

3.6QO.OOOOOO 1,685.910.000

24,003,003.000 2 2,558,367. 800

5,110,000 000 2.164,719 000

9,003.000.000 e,9fll,S32.aOO

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

0.00060,35©, 356. 60324,519.881.044 12.200.0C©45.067.568.23579.689.445 000 5fi.7S8.S1 1 .000MQ Totals:

Final initial AP0:

Proposed Revised;

Final Revised APQ:

MO Need=PQ* 1.5 • Revised MQ - Inventory:

2011 Initial APQ:

fpA C*1 » 2013 AFa * (1 FDA Est):

IMS Eat - 2613 APQ • (1 IMS Est):

7fl.700.000.000

79,700,000000 OK with ponding requests

O.OOO

16.677,265.456

79.700.CO0.C0C

60,895. S00 COO

76.990.200.0CO

CFR 60%: 11,011.551.265

ponding roQviosI

Pffl 41,700.000 bui rca'iy should bo (for conversion)

HYDROCODONE <POR SALE)
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Bask Casa, 9150.0 
PO 701401.0PD); 3213,103030 

Company DEA hum 
(b)(4);(b)(7)(E) 

PQ Totals: 

20t4 sta Request 2014 MO 

5.000 5.000 

100,000.000 16,700.000 
10.000 30.000 

78.ocuttre 
233,191.000 191.826.000 

535.998.000 525.930 000 
4.1500E1.000 445.030000 

1210000.003 1,179.810.000 

1.7251100.000 1.674,111111.1000 
220,800.000 97,711.000 

4,727.724.000 4.270.698.000 

Final :ilea' APO: 5,400003.000 
Proposed Revised: 5,400000.000 OK with pending requests 
Final Revised APO: 0.000 

MO hiPat0P0' 1,5 • Revised MQ • kere meta: .1,085879228 
2013 Mitiat APO: 4175,000.003 
FDA Est 2013 APO 'it 4. FDA Est): 5.281.150.003 
1M3 Eat = 2013 APQ '11 • 1MS Est): 4,604055.000 

pendinr tyrutFest 
(b)(4) 42,065.000 2-May-14 

2014 110u1S813 APQ 
Worksheets 

2011 Sales 

Ta.aoseco 0.000 

2013 Total Sales 14 of 2013 Sales 

FDA Eel: .106 
I MS Est: 

Share of 2014 Total PQ 2013 Inventory 2014 Projected Exports Cale Using CFR 30% Waren! Cala Delos CFR SO% Invert' Float MO 
0.000 3,574,775 079 0.000 0,000 0.000 0.000 0.000 0.030 0.000 
0.030 3,574175.079 0.000 0.000 0.000 0.000 0.000 0,000 0.000 
2.921 
0.000 

3574,775,079 

3.574,775.079
-45,928 0.000 2.707 

0.000 

43 447 

0 OCO 

0.000 
0.000 0.000 

.45.333 

0.000 

0.000 
0.000 

128.482.910 3.574,775.079 0.038 119,059198 35.920.698 0.000 118.858.049 145,019.408 0,000 
679,938.334 3,574,775.079 C.190 630,187.125 239218 035 0.000 , 609.999.228 748,475.455 0.000 
3.34115.003 3,574175.078 0.094 310.213.993 251,002.003 00 00 151.678.198 219.1144.248 0.000 
997.252.003 3E74175,079 0.278 924,253.580 392259.0W 0.000 

.252248

1,017170.850 0003 
1189,635.4w 3.574,775.039 1,201072.211 855.997.550 0.030 878,.647960 1101.544.0U 0.000 

44.542.030 3.674,778.079 00107; 41,281.344 31,189.000 . 0.000 22,477.007 31,548.430 0.000 

3.574,716,585 1,771,835.728 0.001) 2.530,130,106 0.000 

CFR SOY.: .5,021,475.332 

HYDROMORPHONE 
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2014 ROviseCAPQ

WorksheetsBasic CJaasr 9150-0

PQ T©tal(CM*PD); -106FDA Est:

I US Est:

3313,103.000

-.036

Shae* ©f 2014 T«t*1 PQ 2013 Inventory 2014 Projected Exports Calc Uainfl CFR 30% (avert Calo LKinfl CFR 50V*lnvord Final MO
O.OOQ

o.ooa

-45.333 0.000

0.000 0.000

14S.019.4CC 0.000

746.475.4SS 0.000

219.944,24$ 0.000

o.oco

0.000

31.S48.430 0.000

2013 Sales 2013 Total Sales %cf 2011 Sales

0.000 3.574,775 079

0.000 3.574,775.079

2.921 3.574,775.079

0.00O 3.574,775.079

3.574,775079

3.574,775,079

3,574.775.076

3.574.775,079

3.574,775.079

44,542.000 3.574,775.079

2014 MQPEA Hum 2014 MQ Request

5000
CPFPP'Rr

O.ttO

0.000

-45.926

0.000

11 6.858 .049

. 609.999 228

151.676.198

008.670.626

61B.496324

22,477-007

O.O0C

0.000
(b)(4)|(b)(7)(E) O.000

0.000

o.ooc

0.000

0.000

0-000

o.oco

0.000

O-COO

O.ODO

o.oco

e.ooo

49 447

9000

35.920 696

209.216 035

2S1.002.OO3

392.859.000

655.997.550

31.189.000

O.OOC

O.COC

QOOO

o.coo

0036

C.190

0.094

0.279

0389

0.012

O.OOD

0.000

2.707

O.OCO

119,059496

630,167.125

310.213 998

924,253.560

1,268.072.211

41,261.544

5 000

76,700.000

30.000

1CW.0OC.0C0

30.000

78.000.000 76.003 000

233,69 1.000 191,026.000 128.462.910

535.998 000 535,899 000 679.938 334

445,000 000. 445.000.000 334,?lSfJOO

1,390.000 000 1,179.010.000 997,252.000

1.725,000 000 1,674,016.000 1.3B9.BOS.400

220,000.030 97,711.000

1,011,770.950

1.101^44 064

0.0002.530,130.1061,776,835.730 0.0004,727.724.000 4.270.690.COO 3.574.716.50SMQ Totals:

s,4co,oooaoo

5,400.000 000 OK with pending requests

oooo

-1.G86. 379.220

4.77S.OMOOO

5.28U50OOQ

4, BQ4.0S5.000

Final Initial APQ:

proposed Revised:

Final Revised APQ:

MQ Neod^PQ" 1.5 - Revised MQ • Inventory:

2013 Initial APQ:

FDA Est - 2011 APQ 4 <1 FDA Eat):

IMS Est = 2013 APQ * 11 IMS Est]:

CFR 50%: -1,021,475 332

pending request

(b)(4) 42,065000 2-May-t4

HYDROMORPHONE
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Baste CUSS! 9229.0 
PO TotalICM.P01: 4.448.000 

2014 Revised APO 
Worksheets 

FDA Est. 

IMS Est: .084 

Company DEA Num 2014 MO Request 2014 MO 2013 Sales 2013 Total Sales % of 2013 Sales' Share of 2014 Total Pa 2013 inventory 2014 Projected Exports Calc Using CFR 36% Invent Cab Using CPR 50% Invent Final MO 

(b)(4) (b)(7)(E) 2.001 2.000 0.000 1.907.000 aceo MOM D.000 0 000 0.000 D.000 C 000 
3,600.000 1.598,003 1,907.000 1.907.000 1.000 4,448.000 42.000 41.000 5,781.400 6,035.750 0.000 

MO Totals: 3,602.000 1,600.090 1.907.000 42.603 41.000 5.761.400 0.000 

Flnal Inlllal APO: 1,600.000 
Proposed Revised: 3.700,000 Adjusted for (b)(4) denial 
Final Revised APO: 0E00 
MO Need= PO' 1.5 • Revised MQ - Inventory; 5.030.000 CFR 50%: 4,594.750 
2013 initial APO: 3,500.000 
FDA Est = 2013 APO '(1 + FDA Est): 3.500 000 

MS Est = 2613 APO (1 ♦ IMS Est): 3,902.760 

4.62500D With 2S'. buffer 

a 

LEVORPHANOL 

Page 343 

( ( (
2014 Revised APQ

worksheetsBasic Class: 42J0-0

PQTotat|CM*PO>: FDA Est:

IMS Est:

4.448.000

.CS4

Share of 2044 Total PQ 2013 inventory 2014 Projected Exports Calc Using CFR 30% Invent Calc Using CFR 50% Invent Final MQ
0 000 0 000

6.0SS.750 0.000

DEA Hum 2014 M.C Request 201 4 MO 2011 Sales 2013 Total Sales % of 2013 Sales

2 000 2.000 0000

3.60C.CM 1.590.003 1 ,907.000

Company

0000

42000

0000

41.000

O.COO

5.701.400

b)(4);(b)(7)(E) 1.907 000

1.W7.000

D00C

4.448 000

0000

1.0C0

0.00042.000 5.701.40341.000
MQ Totals: 3.602 000 1,600 000 1.907.000

Final inttlal APQ:

Proposed Revised:

Final Revised APQ:

MQ Nem1=PQ* 1.5 - Revised MQ - Inventory;

2D1 3 Initial APQ:

FOA Est = 2D13 APQ * (1 FDA Eal>:

IMS Est = 2013 APQ ' (1 F IMS Est):

1,603.000 	

3.700.000 Adjusted for1(b)(4) k
O.CCO 	 '

6.030.0CC

3,000-000

3.600 000

3,902 760

erua!

CFR 50%: 4.394 750

4.625000 With 2S% butfor

LEVORPHANOL
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Baste Crass: 9230.0 

PQ FotalICAPPO): 2.450.351000 

2014 Revised APQ 
Worksheets 

FOA Est: 

1M5 Est: 
28 

-.113 

Company DEA Nom 201414Q Request 2014 110 2013 Sorts 20t3 retal,Sales % of 2013 Sales Share of 2014 Total PQ 2013 Inventory 2014 Projected tarpons Cale Using CFR 30% Invent Cale Using CFR 50% invent Field ma 

(b)(4) (b)(7)(E) 5.000 5.000 0.030 2.503,073.540 0.000 0.000 0.000 0.000 0.00D 0.030. 0.000 

4,000000.000 3,339.859.000 2.170.921.000 2,500073.540 0.808 2.135.553 573 • 868,753.000 500000.030 2.607,474.835 3,043.427.092 0,000 

5.000 5.000 1.540 2,500073.540 0.000 1.515 4.791 0.000 .2.502 .2.512 0.000 

20,100.0130 0.000 0.000 2,500073.540 0.000 0000 • 0.000 0.000 0.000 0.000 0.000 

710,000000 710,000.000 329.151.000 2,500,073.540 0.132 323,780812 . 93.082.000 95.700.000 423,544.495 489042.785 0.003 

MO Totals: 

final Initial APQ 5.000,00e.000 

4.738,110,000 4,049,909.000 2.500073.540 7131,635.791 595.703.030 V31018.509 0.000 

Proposed Revised: 5.000.000.000 OK with pending requests 

Final Revised APO; 0.000 

140 Reed.PQ. 1.5 Revised MQ • Inventory: -1.122,722.291 CSR 5015: -1.112,541.056 

2013 Initial APQ 5.500,000.030 

FDA Est 2013 APO' (1 FDA ESti: 4,020.003.000 

18S Est • 2013 APQ • 'I 'KS EA: 

pending requests 

4.580150 030 

(b)(4) 26,100.000 23-Apr.14 

ME PERO IN E 
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Bask Crass: 9300-4 
PO 7otaliCAlePtil: 

Company 

(b)(4),(b)(7)(E) 
DEA nlvm 

MO Totals; 

Final Initat APC1: 

Proposed Revised: 

Final Flovisod APC1: 

MCI 77eedaPQ• 1.6 . Revised MO - Inventory: 

2013 Initial APO; 

FDA Est • 2013 APO' rl FDA Eslp 

MS Est .2011 AP (1 •IMS EaCt 

pending requests 

2014 Revised APC1 

Worksheets 

4317310.000 

201414OReCtlItt4 2014 NO 

131.000.000 131,000.000 

43.400,000 43.450.000 
6,730,000000 9,960,000.000 

150.000,000 0.000 

44,000,000.000 44.000,000.000 

9.000.000 3.875.000 

18,000.000.1300 10.430,762.000 
2.171301.00 1,201,901,000 
1,960.000,000 0.003 

72.395.381.000 61,160,018 000 

73.003000.000 

73,030,000 000 OK with pDncling requests 

0.000 

-69.265.024.1362 
63,033,000.000 

63,003.000 009 
63300,000.000 

(b)(4) 1,960.000.000 27-MAR-14 

1,170.000.000 09-S.PR-14 

fDA Est: 
114S Est 

21:113 Sales 2013 T61.3) Sales %or 2013 Saks Stone at 2014 Total PO 2013 Inventory 2014 Projected Esparta Cale Using CFR 30% Invent Cole Using CFR 50% Invent Final MO 

0.000 47,633,753.801 0.000 0.000 0.000 003 0.000 0.000 0,000 
25.980805 47,803.733.801 0,001 2372.611 101.661.652 0.000 -90,107.457 , -91,.74§.668 0.000 

3335,263.000 47,609,763301 0.070 343,094,160 24.303.000 3.840.950.000 4.262,009.419 5,07%333.400 0.000 

0.000 47,80%733.801 0.000 0.000 0.000 0,000 0.000 0.000 0.000 

36,664.556.000 47,662753.601 0.765 3.791346335 32,904,910.000 0.000 -5,015.157.164 937,014.419 0.000 

160.000 47,603,703,801 0 000 16.499 89.1.10 0.500 -47,1310 -6.636 0.000 

7,877.794900 47,803,753 .801 0.165 610.370.426 2,451,207.000 0.000 •1,397,715.045 531.214.533 0.000 

0.000 47,803.753.001 0.000 0.000 0900 0.000 0.000 0.000 0.000 

0.000 47,803,753.801 0.000 0.000 a000 o.000 . 0.000 0.000 0.000 

47)3133,733 801 15,462.071.062 3,840.930.000 -6248,336062 0.000 

CFR 50%: -30,544,243,112 

MORPHINE (FOR CONVERSION) 
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Basle Cuss: 930043 
PO TotalicM•P07: 40,730,143.000 

Compared D2A Num 

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

MO Totals: 

Inal lantalAPO; 
Proposed Revised: 

Final Revised APO: 

MO Necd•PO' 3.6 - Revised µO. lnyoniorv: 
rot 2 Mittel APC1: 
FDA Ewa 2013 APO • it 4 FDA 611): 
DAS Est -= 2013 APO • (1 • 11113 010: 

pendir10 reOpeSt 

(b)(4) 

2014 MO Rea Imo 2014 MO 

5.000 5000 

100,0130 100.000 

162,630.000 0.000 

700.000.000 2413.820000 
6.000.000.000 1,779867.000 

visoalamoo 1044.006.000 
1.000000 1,000003 

n.ssom000 19,313.670=0 
1,600,1300.030 703,454.000 
5,400,000.000 4.200,000.000 

57,013;735000 43,510.928 000 

50000.000.000 
so.poopoaora OK with pending request 

0000 
5,426.750.720 

40200000.000 
49.115,050.050 
40491.340.000 

451,180.000 2.May-14 

2054 movlsod APO 
Worksheets 

FDA OW: 
1145 Ent 

059 
•.031 

2013 Sales 2013 Total Solos % o12013 Sales Share 07 2014 Total P13 2013 Inventory 2014 Projected F_Epotts Colt 011.9 CFR 30.4 Invent Cak Using CFR 50% (rivers Sinai MO 

0000 35,757.056.635 0.000 oaDo 0.020 0.000 .0026 -0.026 0,000 

2195 35.757.856435 0000 2.500 130.578 0.000 •127.326 -126.904 0.000 

.0.000 36,757,656.635 0.000 0.000 0.000 0.000 0.000 0.000 0.000 

52,500.080 05,757,653635 2.001 56 501.074 157.164.176 0.000 .79,442_780 49307.114 0.000 

3,271,287.000 35,757.656,635 0.091 1.726212.064 71.127.000 5000 4,772,740.775 5404,260 aso swop 

12.510354.000 05,707,693.605 0301 14,7013,07.265 5,199o56.000 225.000.000 14.343,951,445 16,636,374.082 0.000 

0.360 35,757456035 0.000 0.410 0.000 0003 0.533 0.603 Goo° 

56047,148000 35,757,656.535 0.445 16370,763.830 8.723,629,000 0.000 17,032,565.079 20,130,412.258 0.000 

153.725.000 35.757356 615 0.004 175,101.834 0.000 0.000 227,632384 257.308.202 0.000 

0500 35,757.656.635 0.000 0.000 coma 0.000 5002 0.000 0.000 

32,435.643 635 12,157,926183 325,000.000 36.097,327.962 0.000 

CFR 50%; 3.353384.679 

MORPHINE (FCR SALE) 
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Basic Class: 9739.0 

2014 Revised AMU 
Worksheets 

PO Total(CM+PD): 

Company DEA Rum 2014 

3,050.000 

MO Request 2014 MO 2013 Sales 2011 Total Sales N. of 2011 Sates 

FDA Est: 

WS Est: .035 

Share of 2014 Total PO 2011 Inventory 2014 Projeeted Exports Cale Using CFR 301. Invent Cala Using CFR SOX Invent Final MO 

(b)(4);(b)(7)(E) 5.000 5.000 0.000 0E63 0.000 0.000 0 000 0.000 0.000 0.002 0.000 

1.232.000 0.000 0 000 0683 ri 000 0.000 0300 0900 0.000 0.000 0.000 

5.030 5.000 0.000 0.683 0.000 0.000 0.000 0.000 0.000 0.003 0.000 

1.5129,1300 1620000 0000 0,683 0.000 0000 2.723.000 0.090 .2.723.000 -2.723.000 0.000 

1.540.000 1,165.000 Q000  0.683 0.000 D.000 0.000 0.000 0000 0.000 0.000 

5.000 6.000 0.683 0.683 1.000 3,050.000 0.813 0.000 3,964.107 3,811.858 0.300 

MO Totals: 4607.000 3.000.000 9.683 2,723.813 0.000 1,241.187 0000 

Final Initial APQ: 3,000.000 
Proposed Revised: 4.700.003 Adjusted for (b)(4) 
Final Revised APO: 0.000 

MO Need.PO• 1.5 - Revised MO . Inventory: •1.148.813 CFR 50%: .0611.142 

2013 Initial APO: 3,090.000 

FDA Este 2013 APO' + FDA Esly. 3900000 

IMS Est 2011 APO • II + EMS Est), 3.105.900 

5,875.060 with 25% butter 

REMIFEN TA NIL 
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r((
2014 Revised APu

Works deeisBasic Class: 9739-0

PQ TolallCM*PD): FDA EM:

IMS Est:

3,050.1X0

.035

Share ol 2014 Total PQ 201 Jlnventoty 2014 Projected Espons Ca1c Using CFR 30% Invent Calc Using CFR 50% Invent Final MQ

0.000 0.000

0.000 0.000

0.000 0 000

-2.723.000 COM

O.OOO 0 000

3,81 vasa oooo

DEAKum 2014 MQ Retiucst 2014 MQ 2013 Sales 20u total Salea It of 2013 Sales

5.000 5.003

0.000

5 000

Company

0000

0.000

0 000

2,723.000

O.OOO

3,964.187

0,000 0.000

0.000

0000

0000

O.OOO

0.000

(b)(4);(b)(7)(E) 0000

oooo

0000

D.OCO

0.000

0.093

0093 0000

0 000

0.000

oooo

O.OOO

voce

0000

0 000

o.ooo

2.723.000

0.000

0613

0663 O.OCO1 .232 000

5000

1,920,000 1 .920.000

1.W0 000 1.165 000

S 000 5.000

0683 0 000

0.683 OOOO

0.000

3,050000

0 683

0683

00000.000 1.241.1872.7238130.6834 607 000 3.COOOOOMO 7owb;

Fln«l Initial APQ:

Proposed Revised:

Final Revised APQ:

MO Need-PO* 1.5 - Revised MQ • Inventory:
2013 Initial APO;

FDA Est ° 2013 APQ * (1 * FDA EslJ:

IMS EM 201J APQ • (1 IMS Est):

3.000000 	

4.700.W0 Adjusted !«r|(b)(4)
o.ooo

•1.148,513

3.COOOOO

3.000.000

3. 105 9C0

CFR 60%: •1,911.142

5.075 000 with 25V. buffer

REMIFENTANIL
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Oasis Class; 9050-9 
PO Teta 11Cla*PCI! 25.306.205.000 

2014 ',Wilson APQ 
Worksheets 

FOA Est: 
IMS Est: 

Company DEA Num 2014 MO Request 1014 MO 2013 Sales 2013 Total Sales % of 2013 Sales Share of 2014 Total PA 2015 Inventory 2014 Projected Exports Cafe Using Cf R 30% Invent Cale Wag CFR 50% lnvern Final MO 

(b)(4) (b)(7)(E) 6.000 5.000 
100.000 100.000 

0.000 20.011,176.528 
1,039 26,011,176.526 

0000 
0.000 

1.800 

43053 
0.000 -1.800 -1,000 0.000 
0.000 -42579 .42.370 0.000 

toidea000 148.000.033 1136,667,000 26011.178. 519 0.004 103776.035 458.397.000 0.000 -300010.200 3 000 
13,socknoetne 13.145.613000 12,022,449.000 26,011,179528 0.462 

30: u3221.44488.7.415057
11,696,606.005 6,171.283.000 8.140.000 12,483,229.257 3.000 

21.270.000.000 17.231.58.5.000 13,170.419.000 26.011.178.528 0.506 12.813.484.903 5,127.800.000 0.000 11.529,704.374 14351.635.679 0.000 
1.000000 1,000.000 1.330 28,011,178.62.8 0.000 1294 0.000 0.000 1.682 1.950 0000

5.280.000 000 2,554,914.000 711041.000 26,011.179.528 0.027 691,353.898 0.000 0.000 9013059.677 1.043,352247 0.000 

MO Totals: 40,199,105.000 53031,197 000 26,011.170.359 10.755.525 693 alliance 22,150680.603 0.000 

Fins( Innis] APQ: 36.900,030000 

Proposed Revised: 36.900,000000 

Final Ranted APO; 0.000 
140 leeed=PCI• 1.5 • Revised 14Q -inventory. .5,677.415,195 CFR 501a: -5,701.171.051 
201311%1.01 APO: 39605,000.000 
FDA Est •• 2013 APO.  11 • FDA 651): 39,605,000.000 

IMS Est= 2013 APO '11 * PAS Est): 39,605,000.000 

Although comment received from (b)(4) there are 

no pending requesis '3 consider 

current APQ sufficient 

CODEINE (FOR SALE) 

Page 350 

(((
2014 RovifiOQ APQ

WorksheetsBasic Class;

POTot4l{CM^PD|:

90S0-B

FDA Est;

(MS Ettr
2S.3CO 205.000

2013 Sales 2013 Total Sale S %oJ 2013 Sales Share of 2014 Total PQ 2013 Inventory 2014 Projected Cxports Cafe Usinfi CFR 30% Indent Catc Using CFR 50% Invent Final MQ
.1,000 o.ooo

>42.370 0.000

-300.010.200 a 000

12.463,22$,2 57 0.000

14.161,635.87$ 0.000

1.650 0 000

1.043,352.247 0-000

DEA NUfrt 2014 MQ Request 2014 MQ

5.000

1D0.00D

Company
1.60C

43.693

OOOO

OOOO

0.000

8.140.000

D.000

0.000

oooo

-1.800

-4Z579

•321,480.155

10.W2.447.407

11.529.70074

1.682

$00,059,677

3.COO

1.011

103,776.035 458.397.000

11.696.606.00 5 5,171.283.000

12.813,464.903 5.127.800.000

1.294

692,353.598

D.000

0 000

0.004

0.462

0.SC6

0.000

0.027

O.OOO 28.011,176.528

1.039 26,011,176 526

148,000 000 1 48.003.000 1 06.667.000 26.011.178 528

13,500.000 000 13.145.613.000 12,022.448.000 26,011,178 528

21.270.000.000 17.231.585.000 13,170.419.000 26,011.179.528

1.330 26,011,170.528

711.641.000 26,011.176.528

5.000

183.000
(b)(4);(b)(7)(E)

oooo

o.ooo

1.000 000 1,000.coo

5,260.000 COO 2,554,914.000

OOOO22,150.600.606B.140CC010.755.52569340. 199. 105.003 33,031,197 CCD 26.011.173369MQ Tcrtals:

36.900.030.000

36,900,880JWO

0.000

•5,677.415.193

39.605,000 .COO

39.6O5.0CO.C00

39,605,CCO.O00

Final Initial APQ;

Proposed Revised;

Final Revised APQ;

MQ Neod=PQ" 1 .5 - Revised MQ - Inventory:

2013 InrtiatAPQ;

FDA Esl " 2013 APQ • <1 FDA Est):

IMS Est - 201 3 APQ * {t * IMS Csi):

CFR 50%; •5,701.171851

Although comment received from |(b)(4)
no pending request* -o consider

ere are

current APQ sufficient

CODEINE (FOR SALE)
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Rug; Class: 5001-0 

PO TotaI(CM•PO): 

Carigarty 

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

CEA Num 

1.047,139.000 

29 4 MO Request 

5,0130 

263.003.41130 

177,178.000 

2000 

14,151.000 

20,480.000 

474,003.090 

610.000.003 

1.540.010 

16.03903 

613 000 

0.001 

MO Totals: 

Final Initial APO: 107.000.000 

propessd Revised: 1,687,000.000 

Final Revised APO: 0.000 

MCINeed42' 1.5 - Revised MQ • hwenterVi -672,659.952 

2013 Ingla1 APO! 1,687.000 000 

FDA Est 0013 APO" (I s FDA Est): 1,808,454.000 

IMS Este 2013 APO -41 • 0,16 fig; 1,667.000.000 

1,714,067.001 

pending requests: request grant 

(b)(4) (6,660) (6,600) 

new + cared!. MQ 1,630.108 

cunent APO sufficient 

2014 Rovlsod Aru 
WOrkaheots 

2014 MO 2013 Sales 2013 Total Sales %of 2013 Sales Share of 2014 Total Pa 

FDA Est: .072 

IMS Est: 

2013 Inventory 2014 Projected Exports Cale using CFR 10% Invent Cab Using CFR 50% invent Final MO 

5,000 0.000 998,926 931 0.000 0.600 0.101 0.000 -0.101 -0.101 0000 

151.000.003 38,960.000 998,9213.631 9.037 30.743.632 53.892.0E0 0000 -3.525.018 3,777.790 0.000 

176426000 58.343.393 998926.931 0.058 61,159.270 6032341 112.080.000 185.554.710 197.082.595 0.000 

2.000 0.536 998,926.031 0.000 0.564 1.010 l 0.000 43.277 -0171 0.003 

14151,001 9.052.000 998,926.931 0.009 9520.332 103.000 0.000 12,271132 14,007.915 0,000 

0,000 0 000 098,926931 0.000 0.000 0.000 0.030 0.000 0.030 0,000 

461,271.000 245.042.000 096,926.931 0.245 256.08,573 230.519.000 0.000 103,380.274 151,797,341 0.000 

810,090.000 645,039.603 998,926.931 0.646 676.171.072 298,686.000 95.600,000 675.936.393 803.387.563 0.000 

1.640.030 0.600 999,926.931 0.000 0.000 0000 0.000 0.050 0.000 0.000 

16.903.000 4.460.003 996,926.931 0.004 4675.257 17.597.000 0.000 -11,519.166 .10.637.929 0.000 

613.000 0.000 928,926.931 0.090 COCO 0.000 0.000 0.000 0.000 0.0013 

6,600.000 0.000 998,926.931 0.003 0.000 0.000 0.000 0.000 0.000 0.030 

1,636,706.003 998,926.931 606,660.452 207,683,000 962.100.248 0.000 

CFR 30%; 4384912.969 

FENTANIYL 
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2014 RevlBod flru

Workfh«®l66j b'ic Cla*»: 9S01 X

PO Tot*!(CM*POJ? FDA C»t:

IMSE«:

072t.047,1 39.000

Sharv of 2014 Total PO 201 J Inventory 2014 Projected EKports Cite <J»infl Cfr 10% Invent Cale Using CFR 50% Invonl Final MQ '

-0.1C1 O.COO

3,777790 0.000

l97.0a2.59S 0000

•0.171 0000

14,007.915

€.000

151.797.341

e03.387.593

0.000

•10.637.029

0 000

0 000

PEA Hum 3014 MQ Regret 2014 MQ

5,000

200.0CM.CfXl

177,176 000

2.000

14.151.000

20.430 000

474.000.000

eio.ooo.ooo

1.640.033

16.000 000

613 000

201 J Sales 2013 Total Sales % of 201 3 Sales

0 000 990.926 931

990,936 931

998.026.931

0.538 998,026.931

998,926.931

690,926.931

690,926.931

990.926.931

O.COO 99B,926.931

996.926 631

998.926931

993,926.931

Cowipany
0.0000000 0.101

53.692.000

€.032. 341

1.010

103.000

o.ooc

230.S4 0.000

298.686-000

0.000

17.597X00

0.000

cxco

-0.1DI

3.525.0 16

1BS.S54.710

43 277

12,273 4 32

0.000

103.380.274

675.036 393

COM

-11.519166

0.000

000

(b)(4)i(b)(7)(E) 5.CC0

>51.000 CCO 38,960.000

176,428.000 S8.343.393

2 000

14.151.000 9.082.000

0000

461,271.000 245.042.000

810,000.009 645,039.000

1.640.030

16.COO 000 4.460.003

613000

6.600.000

O.COO

38.743.632

81,159.270

0.564

9,520.332

0.000

256.869.673

678.171.072

0.000

4.675.2S7

O.OCO

0.000

O.COO0.037

1 12,080.000

O.OOO

O.ooa

o.ooo

0.056
1

0.030
0.000

0.000

O.COO

O.COO

0.000

o.ooo

o.ooo

0000

0.039

O.ooo 0.000

0245 0.030

95.6CO.OOO0.646

0 COO0.000

0 0000.004

0 000

oooo

o.oooOOOD

0003 0.0000.00'

207.683.000 962.100.248 0.000
1.714,007.001 1.636.70B.OOO 998.926 931 606,660.452MQ Totals:

1.6S7.000.000
1,687,COO.COO

0.000

672,659.952

1.687.000 000

1,808.464.030

1,687.000.000

Final Initial APQ:

Proposed Revised:

Final Revised APQ:

MQ Nre4=PQ" 1.5 - Rovtwd MQ • Invenidiv;

2013 Initial APQ:

FDA Est • 2013 APQ • (1 v FDA Est):

IMS Est > 5013 APQ (1 » IMS Est):

CFR 5014: •634,912.969

pending reouesls: request

[(bX4)
grant

(6.6C0) (6,600)

new + current MQ 1,630,108

cune.il APQ sufficient

FENTANYL
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0441C Class; 919343 
PO TotritCH•P73): 

Corm: Arty
(b)(4);(b)(7)(E) 

DEA Nom 

MO Totals: 

Ftrtal Mita! APO; • 79.700.0:0.000 
Proposed Revised: 79.700,003.803 

Final Revised APR 0.000 
MO MeedsPo• 1.5 - Rovidad MO - Inventory: 15,158,957.958 
2013 Innis! APO: 79,700.000.000 
FDA Est I013 APO.  (1 • FDA Est): 78,584,200.000 
IMS Este 2013 APO '11 • 1115 6s1): 76,990,200000 

64,310,220000 

2014 Revised Ma 
Worksheets 

FDA Est: .014 
1MS EA: 

2014 MO Request 2014 MO 2013 Sees 2013 Total Sores % of 20136.14s Share of 2014 Total PO 2013 inventory 2014 Projected Esports Cate V&A. CFR 30% invent Cale using CPR 501E invent Final MO 

5.003 5.000 0.000 45,068,169.355 0.003 0,000 0.051 0000 -0.051 -0.1351 0.000 

141.100.033 99,403.000 0.000 45.068,169.359 0.000 MECO 0.000 0.000 0,000 0.000 0.000 

23.003 20.000 3.575 45.068,169.355 0.000 5.101 74.089 0203 -67.491 -66.823 0.000 

231,000.000 575.079.000 39.747.000 45.000,160.255 0.001 56,710.020 12,258.000 0.030 61,465.025 6%665.024 0 000 

• 7.322.000 7,320.000 10,994.030 45,06%160355 0.000 15.697.979 0.000 0.000 20,394.373 22,358.481 0.000 

7,409,000.000 3,200003.033 3,230.559.000 45.068.160355 0.072 4.609.660.196 51343,333.000 0.033 949,515.255 1,526,661.995 0.003 

30000,003.000 18,274,129.000 22.652,826.030 4506%169.355 0,507 32,609,939.314 7,741,178.000 12,200.000 34.663.943,109 38,746,652.643 0.000 

lemma.= 1,885910.000 148.721.000 45.068.169.355 0.003 212.218.077 2031970.000 0.000 -1,756.086.500 -1.729.517.154 0.000 

41,500,000.000 22,958,367.000 16.075,428.630 45,058,169.355 0401 25,792,811,388 3,855615800 Q000 296175,010.905 33,1)4.295.493 0000 

- 5,310,000.000 2,1114.719.003 605.442.000 45,058.16935s 0.013 663,938.091 2,209,940.000 0.000 . -1,086.820,481 .978.656.886 13.030 

9.000603.203 6,951.532.000 103,852.000 45,068,169.355 01302 148,192.062 3,845.502.000 0.000 -3,652.852.319 4634,208.922 0.000 

97.189.445.600 56266,511.1103 45067,568.235 24,539.861,044 12,200.000 59,074,509,854 0.030 

CFR 50%: 113348295 016 

pending requests: request grant 
18,541,633 18,541,633 (b)(4) 

new • *meta MO 75,348,144 

current APO sufficient 

HYOROOODONE (FOR SALE) 
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( ( (
2014 Revised APQ

WnrkshDals0aslc Ci**i;

PQ Tot*HCM*PDJ:

91 M-B

FDA Ett:

IMS 6*1 :

.,014

-.034

64,310,220.000

Share of 2014 Total PQ 2013 tavtrrtwy 2014 Projected Eaporta Cite Uilo® CFR 30% indent Cale l/sinf CFR 50% Invent Final MQ

0000

0.000

0.000

0 000

0 000

0.000

0.000

o.ooo

0 000

oooo

0.000

2013 Sako 2013 Total Salsa % of 2&l3SftM*

O.OOO 45,063.169.355

D.000 45.063,169.355

3.575 46,069.169.355

39.742.006 4 5,060. 189.355

10,994.030 45,066,169.355

45.066.169 365

45.066.1 69.255

45.066.169.255

45,066.169.255

4S,06a.169.3S5

45.068.169.355

PEA fv^m 2014 MQ Request

5.000

141.100.000

20.000

2914 MQtamF4nv

(b)(4);(b)(7)(E) -0.051

0,000

-67.461

61,465.025

20,394.373

949.515.2SS

34,663.843.109

-1.756.MS.SCO

29.875,018.905

. -1 ,006.020.401

-3.6S2.052.319

-0.051

O.OCO

-66S23

68.565.024

22.356.481

1,526.661.995

20,745.652 643

-1.729.5 17. 154

33,194.235-493

-970.656 60S

-3,634.290 922

0.051

0.000

74.083

12,250.000

0.000

O.COO

0.000

0.000

0.000

0 000

0.000

12.200.000

D.COO

0.000

oooc

0.000

5.W0

99,400.000

20.000

231,000.000 175.079.000

7.320.000

7.403.000 000 3.200,000,000 3,230.559.000

33,003,000. 000 1fl,274,1f9.000 22.0S2.82G.COO

3.600,000.000 1,885.910 000 140.721.000

41,500,000.000 22,950,367.000 1 6.075.428.630

" 5.31 O.OOO.000 2.184.719 OOQ 605,442 COO

9.000.000 COO 6,951.532.000 103,652.000

0.003

DOM

0.000

0 001

O.OOO

0 072

0.SO7

0.003

O.401

0.013

0.002

0.000

0.000

. 5.101

56.710.020

15.667.979

4.609,660.190 5.043,333 000

32.609,939.314 7.741,170.000

212.210 077 2.031,970.000

25,792.811.388 3,655.635.800

063,638.091 2,200,940.000

140,182.062 J.845.5O2.D0O

7.333.003

12,200.000 59.Q74.509.854 0.00097.109.445.OCO 56.766,511 000 45,067.560.235 24,539.051.044MQ Totals:

Ftaal Initial APQ;

PropoMtt Revised:

Final Revifc«J APQ:

MQ Meed-PQ" 1 5 - Revised MQ - Inventory:

2013 Initial APQ:

FDA Est - 2013 APQ * (1 FCA Est):

IMS Est = 2013 APQ * (1 * IMS Est):

79.700.OCO.000

79.700,000 000

0 000

IS. 158.957.956

79.700.COO.C0C

7fl.504.2CO 000

76.090.200.CCO

CFRSOV.; 10.34B.295 016

pentfirtg requests: request flraril

1a,541.613 18,541,633libiW

new euirenl MQ 75,388.144

current APQ suilicieM

HYDROCOCONE (FOR SALE)
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2014 Revise* Ara 
same Class: • 315049 Worksheets 

PD Total(CM.PDt: 3,386.794.000 

Company 

Ft/A Est: 

1MS Est: 
.072 

-.036 

DEA Num 201461Q Request • '2014 MD 2013 Sates 2013 Total Sales- 412013 Salis -Snare or 2014 Total PO 2013 Inventory 2014 Projected EOurte Cam Using CFR 30% Invent Cak Usino CFR 50% Invent Final MI3 

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

MCI Tags: 

Snal141641APQ: 5.400.000.000 

Proposed Revised: 5400.200003 

Final Revised API2: 0.020 

MQ1reed.P0' 1.3 -Reolsed Inventory: -996,642.728 

2013 Initial APCI: 4,775,003.000 

FDA Est c 2013 APO • (1 ♦FDA Es1I: 5.118,800.000 
IMS Out .26(1 APO ". (1 *INS Ed): 4604,055.000 

5.003 S.000 0000 3.574.775.079 0 000 0.000 0.000 0.000 0.000 0.000 0.000 

100,000.000 76.700002 0.000 . 2,574.775.079 0.000 0.000 0.000 0.000 0.000 0.000 0.000 

30000 30.000 2,921 • 1574.775079 0,000 . 2.767 49.447 0.033 -45.840 -45.258 0.000 

78,000.000 76.1300000 0.000 • 3,574.775 079 0.000 .•0,000 • 0.000 0.030 0.600 0 000 0.000 

233.691.000 191.626.000 128.462.930 3,574.775079 0.036 171.707.652. - 35,920.698 0020 122.299.251 148.329.601 0.000 

556.297.120' 556.298030 879,938.334 3.574,770.079 0.190 444.183 465 - ,209,216.035 0 030 028.220.496 765.995.905 0.000 

'445,000.000 ..• 445,000.000 334.715.000 3,574,775.079 0.094 317,113.668 . 251.602000 0.003 160,646.029 228,469.085 0.000 

1,390.030.000 1.179.810430 997.252.000 3.574.775.079 0.279 944,811.076 392,859.000 0,000 835.395.399 1,037.467.045 0.000 

2.110.000.000 1,674,618.000 1.309,805.403 3574.775.079 . 0389 1,316.721.888 . . 855,907.550 0.003 855.740.904 1.137,356.160 0,003 

• 130,000.000. 97,711.000 44,542.000 3,574.775070 0012 '42,199.745 31.189.030 0.000 23.670.662 32,696.175 0.000 

5.043.023.120 4,299,998.003 3,574,718:585 1.776.635,728 0.000 2.625,326.692 0.000 

pending requests: request grant 

(b)(4) 42,065 34,438 
435,182 435,182 
32,289 23,351 

total new 492,971 

new • current MD granted 4.792.960 

current APP sufficient 

CFR 50%: -949.601.592 

HYDROMORPHONE 

t. 
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2C14 ReviaecMrQ

Basic Class: " Si 50-0

PQ Total(CM*PD]:

Worksheets

FOA Est:

IMS Csl:

.0723.356. 794 000

-.036

2013 Sales 2013 Total Sales- % of 20 13 Sales • Share ©r 2&1 4 Total PQ 201 J Inventory 2014 Projected Exports Cafe Using CFR W% Invent Calc Using CPA $0% Invent Final MQ

0.000 0.000

0.000 0.000

-45.258 0.000

oooo 0.000

0 000

0.000

0000

0 000

0.000

0.000

201 4 MQ Request' 20 J 4 MQ

• 5.000

100.000 000

ao.ooc

78.000.000

233.S9VOCO 191.826.C00 128.462.930

S56.297.120' 556.298000 679.938.334

'445,060. COO 445.000.0C0 334.71S.000

1 ,390.000. COO 1.179. 81 0.0C0 997.252.000

2.1 10.000 000 1.674.818.COO 1.389,805.400

• 130,000.000 97.71 1.000

Company DEANum

D.OOO

o.ooo

. 2.767

.•0.600 -

121.707.652 . 35.920 696

644.183465 .-209.218 035

317.113 B53 . 251.602.000

944.8 1 1.076 392.B59.IXX)

1,316.721.883 • • 865,997.550

42,199.743 31.189.000

0.000

O.OOO

49.447

0000

0.000

0.000

OOOO

0.000

0.003

Q 030

0.090

0.000

0.000

0.900

0.000

0.000

-45 849

0.000

122.299.251

628 .220.456

160,645.029

635.305.399

6S5.740.9C4

23.670.662

5.000

76,703.000

33.000

76.DOO.OOO

OOOO 3.574.775.079

0.000 . 3,S74,775.079

2.921 3.574,775 079

3.000 • 3.574,775079

3.574.775079

3.574,775.079

3.574,775.079

3.574 .775. D79

3,574.775.079 .

44.542.C00 3.574.775.079

OOOO

0 000

o.ooo

0.000

0.036

0.190

0.094

0279

0389

0.012

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

148.329.601

765.995 905

228.469.085

1.037.467 84S

1.137,356.160

32.656.175

MQ Totals: ODOO 2.625.026.6921.776,635.728 O.OOO5.043.023.120 4,299.998.000 3,574,718.585

Pinal Initial APQ:

Proposed Revised:

Final Revised APQ:

MQ Neod^PQ* 1.5 - Revised MQ - Inventory:

2013 Initial APQ:

FDA Est * 301 3 APQ » (1 * FDA E«1J:

IMS Est = 201 3 APQ *(1 IMS Est}:

5.400.000.000

5,400.000 000

OOOO

-996,642.720

4,775.000.000

5.118,800.000

4.604,055.000

CFR 50%: -949.GG1.682

pending requests: requesl

42,065

435,182

32,289

grani

34.438

435,182

23.351

. (b)(4)

492.971toial new

new * current MQ granled 4,792,369

current APQ sufficient

V-

HYDROMORPHOME
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Basic Crass: 9220.0 
2014 120uiSed APO 

Worksheets 
PQ Total(CM•PD): 

Company DEA hum 2014 

4.448.000 

MO Request 2014 MO 2013 Sales 2013 Total Sales 

2.000 2.000 6000 1.907.900 
11 of 2013 Sales 

0.000 
Share or 2014 Total PO 

0,1E0 

FDA Est: 
INIS Est: .064 

2013 Inventory 2014 Projected Exports Caic Using CFR 3011 Invent ealc Using CFR 30% invent final MO 
. 

0000 0,000 0.000 0.000 0.000 (b)(4);(b)(7)(E) 
3,600.000 1,598.000 1.007.000 1.907.000 1.000 4,448.000 42.000 0.000 5.740400 5,094,750  0 000 

MO Totals; 3.602.000 1.600.000 1.907.009 42.000 ' 0.000 5.740,400 0.030 

Final Inkfat APQ: 1,600000 
Proposed Revised: 3,700.000 
Final Revised APO: 0.000 
MG Nem:14'0'1.6 - Revised MO- Inventory: 5,030.000 CFR 50Ye 4.394.750 
NU APQ: 3.600000 

FDA Este 2013 APQ • (1* FDA Esti: 3.603030 
I M S Est = 2013 APO' 11 + IMS Est 3.002.760 

pending reqUeStS:. 

(b)(4) 

new 4 current MO granted 

revised APO sufficient 

request grant 
2.002 2402 

3.602 

LEVORP HA NOL 
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2014 Revised ARQ

WorksheetsBasic Class: 9220 -0

PQ Tct<il(CM»PD): FDA Est:

IMS Est:

4.446.000

.034

>

Share or 2044 Total PQ 20 1 J Inventory 2014 Projected Exports Calc Using CFR 30V. Invent Calc Using CFR 50% Invent final MQ

0.000 0.000

S.694.750 0 000

OEAMum 2014 MQ Request 20 t4MQ 20 13 Sales 20 13 Total Sales V. of 2013 Sales

2000 2000 COOQ

3,600.000 1 .553.000 1 ,007.000

Company

' O 000e.ooo

0.000

0.000

4.448.000

0 000

42.000
(b)(4);(b)(7)(E) 1.507.000

1.907 000

€.000

1.000 S.740.4M

.*

420CO 0.000 5.740.400 00303.602.DC0 1.600.000 1.907.000MQ Totals;

Final Initial APQ:

Proposed Revised:

Final Revised APQ:

MQ Need=PQ* 1i! - Revised MQ - Inventory:

ZQ13 initial APQ:

FDA Est * 2013 APQ " [1 FOA Est):

IMS Est = 2013 APQ * (1 * IMS Est):

1,600 000

3,700.000

D.000

5,030.000

3.600 COO

3.SCC COO

3.002.760

CFR 50%: 4.394.750

grantpending requests; tequesi

2.002pffl 2.002

new * curent MQ grantefl 3.602

revised APQ sufficient

LEVORPHANOL
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2014 Rev;sea APO 
Basic Class: 92304 Worksheets 

P0 Total(CM.P131; 

Company

(b)(4);(b)(7)(E) 
PEA Num 

NO Totals: 

Firsal triniai APO: 25,500,000.000 
Proposed Revised: 25,500,000010 

Final Revived APC): 0000 

140 NeedsPOP 1.5 - Revised MC - Inventory: -562,262.841 

2013 Initial APO: 20,000,000.000 
FDA £st .2013 APO' [1 +FDA EA: 17,580000.033 
11AS Est . 2013 APQ' (1 .1145 19,058,000050 

current APQ sufficient 

18,897,710.000 FDA Est: 

fMS Est: 
-.121 
-.047 

2014140 Request 2014 MO 2013 Saler. 2013 Total Sales %of 2913 Sales Sham of 2014 Total PO 2013 inventory 2014 Projected Exports Cele Using CFR 30% invem Cale Using CFR 50% invent Final MQ 

2,007,000.000 6,378,000.000 5,2136,893 000 19,975.750,454 0 265 5.001.328.887 3,491,767.000 !loco 3.009.957.953 4,081,592.358 MOW 

10.000 10.000 1.454 19.975.758.454 0.000 1.375 8.841 0.000 •5.053 -4.75B 0.000 

1,052,000.000 339395000 65,916.000 19,975,758.454 0.003 82,256.676. 10,087.000 0.000 70,076.870 84.337.645 0.000 
13,000,000.003 10,155,194.000 11,398,639.030 19.975250.454 0.571 10,785,216,383 3,456,715.000 41,830.000 10,800,896.271 12.910)67.703 0.000 

5,402,000.000 4.532.275.000 3,226,429.000 19,975)58454 0.162 3,052,206.699 546,478.000 0.000 3421,393,309 4,075,390,124 0.000 

21454010 000 21,402,874 000 19.975.758.454 7.505.053.841 41,830 000 17,103,019.159 0.007 

pending requests request grant 

869,725 301,T36 (b)(4) 

new r curren1MQ 21.704,610 

CFR Sac: -292,600.727 

METHADONE 

Page 355 

f((
2014 Revisea APQ

WorksheetsBavC Class: 925D-0

PQ Tol»KCM-P01; FDA Est:

[MS EH:

12116.897.1 10 000

-047

Share of 2014 Total PQ 2013 inventory 2014 Pro>rt«d E*po«tS Calc Using CFR 20% Invent Calc Using CFR 50% Invent Final Mq

4 081.592.258 0.000

-4 758 OOCO

84.337.645 0.000

12.910787.703 0 000

4.075.390.124 0 000

PEA Num 2014 MQ Request 2014 MQ 2013 Sal" 2013 Tola ( Sal** %ei2D13 Sales
2 000.000 000 G. 376.COO 000 5.266,803 000 19.97S.75G.454

1.454 13.9757S64M

1.052.000 000 330.39S.000 65.916.000 19,975.756.454

13,000.000 000 10, 13 S.I 94.000 11.396.639.000 19.975.756454

5.402.CC0 000 4.532.2 75 0OO 3.226423-000 19.975.756 454

Cornpary

3.000.957.953

•5.053

70.076 870

10,600.696 271

3.421.393.309

£.001.326 067 3.491 .767.000

6.641

62.356.676 . 10,087.000

1 0.76 1.2 1 6.363 3.456,7 1 5.000

3.052.200.699 54647S.0CO

0.000

0 000

0.000

41.630 000

0000

(b)(4);(b)(7)(E) 0 265

0.000

0 003

0.571

0.152

1.37510.CCC 10.030

17,103.019.15941.030 000 00007.505.053 64121.454 .C10 000 21,402.874 000 19.975.756.454MQ Totals:

Final fungal APQ:

propoird Revised:

Final Rsvraed APQ:

MQ Ne«d=PQ' 1.5 - Revised MQ - Inventory:
2013 Initial APQ:

FDA Eat -2013 APQ • [1 » FDA Est);

IMS Est - 2013 APQ * (1 * IMS G*«>:

25.500.000 OCC

25,500.000000

OOCO

-562.262 041

20.000.000000

1 7.560X00. 003

19.058.000030

CFR S0V-: 292.600.727

pending requests request gram

301.736669.725

new * ajnenl MQ 21.704.610

current APQ sufficient

METHADONE
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Desk Clam 92.54-0 
PQ 7o001(CM•PD1: 55.000 

2014 Reviscu APO 
Worksheets 

FDA Est: 

IMS Est' 

Company DEA Nvrn 2014 MO Request 2014 MO 2012 Sales 2013 TOW Sales %of 2013 Sale: Shere. of 2019 Total PQ 2013 Inventory 2014 Projected £xporla Cate Using CFR 30% Invere Cale Using CfR307. Invent Final MO 

(b)(4),(b)(7)(E) 10.030 10.000 0.000 22.282900.030 0.000 0.000 0.000 0000 0 040 0.000 a000 
2,295,000.000 622,975.000 194,755.000 22.267.908.000 0,009 0.461 66,257.000 0.000 -60.256.375 .17,597.649 0.000 

14,080,000.000 11,928,645.000 10,760,265000 22.237.906000 0.454 2E901 2,170972_000 0.030 -2.170,937.417 024,132.003 0.000 

6,8131,000.000 5,070,730.000 4,002,506.000 22,287,908.000 0.180 9.877 1,2661213.000 0.000 •1,256.113,160 357.464.153 0.003 

MQ 23,105,010.000 17,022,369.000 14977.633.000 3,496,385.000 0000 -3.495.336.951 0.000 

Final InIUaI APQ: 31,10.000.4100 

Proposed Revised: 31.102000.000 

Anal Rafted APO: cum 

M43 NeedcP0. - Revised MO - Inventory: -21,317,677530 CFR SOW -17,973,275,750 

2013 Initial APO: 26,000,000,000 

FDA Eat a 2013 APO.  (1 • FDA Est): 26,000,000.000 

IMS Est c 2013 APO • (1 • IMS 26,000,030.1330 

pending requests request grant 

(b)(4) 1,739,265 1,224,277 

new • current MO 19,046,646 

current APQ sufficient 

METHADONE-ilITERMEDIATE 
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rrr
20 U RovSstuMpQ

WortaheetafesfcClut: 9254-0

PQ Yotal(CM*PD):
FDA E*fc

IMS Est:

65 000

Sb»r» of 2014 Total PQ 2D13 Inventory 2014 Projected €*port* eelc Us** CFR 30% Invent Col* U*v* Cf R 50% Inwrt Finn MO

0.000

0 000

0.000

o.ooo

2013 Sale* 2013 Total Sales % of 2013 Seles

0 000 22.287.906 000

22.287.908 000

22.2B7.9CB.C0O

22.287.9C8.COO

0€A Nyrri 2014 MO Request

10.030

2014 MQCompany

OCOC

•66.286.375

-2.1T0.937.41T

>1.256.1 13.160

0 000

-17,597.649

824,132.503

•257.464 153

0 000

0.009

0464

0.180

0.000

66.2BT.OOO

2.1 TO.972.000

1,258.126.000

0 000

0.000

COCO

O.OCO

10000

7,295,000 000 822.975.000 194.755.000

14,030,000.000 11.928.645.C00 10,780,2H5 000

6,810,000.000 5.070.739.0 00 4.0C2.5S8000

0.000

0.481

20.602

9877

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

ocoo -3,495.3369513.495.38SOOD 0.000
23.105.010 000 17.822.369 000 14.977.638.000MQ TAW I a:

final initial APQ:

Proposed Revised:

Final Revised APQ:

MQ hle*d=PQ* 1.5 - Revised MQ - Inventory:

2013 I r.Kiel APQ:

FQA 2013 APQ • (1 FDA Est):

IMS Ett = 2013 APQ * (1 • IMS E»1|:

31.100.000 000

31.100.000.000

D.CDO

-21.317.671.500

26.CCO.DOO.DOO

26.CCC.000.000

26.OCC.CCC.C00

CFR 50%: -17.573 .275.7SO

ponding requesls request Ijrant

:b)(4) 1.739,261 1.224.277

imw * current 1AO 19,046,646

current APQ sufficient

METHADONE-IIMTERMEDIATE
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Basle class: 6100.4 
PO Total(CM•PDI: 

company

(b)(4);(b)(7)(E) 
08.A Num 

MO Totals: 

Final tnaLal APO: 73,000,000.600 
Proposad Revised: 73.000.000.000 
Final Rovisod APO: 0.000 
MO Need•PO' 1.5 - Rovisod M0 - Inventory: -Th455042.052 
201314641 APO: 83,000,000.000 

FOA Est a 2013 APO' (1 • FOA Est}: 92000000.000 
INS Est a2013 APO • (1 • IMS Est): 83000.000.005 

00 pending requests to consider 

quest granted on 7-16-14 (b)(4) 

4,817,510.000 

2014 Revlso6 APO 
Workshoots 

FDA Est: 
IRS Eat: 

2016 MO Request 2014 MO 3013 Sales 2013 Total Sales 14 072013 sales Share of 2014 Total PO 3013 trwerdory, 2014 Projected Evans Cole Wing CFR 31114 Invent Cala Using CFR 50% Invent Final MO 

131,000000 131000.003 0.000 47,003,753.601 0.000 0.000 0.1330 0.000 0.000 0.000 a000 

43,460.000 43480600 25,960.601 47503.753.901 0.001 2,672.611 191.581.652 0000 .99.107.457 .51.745.880 0000 

6.720,000.000 5.350.000 000 3.335263.000 47.603.753.801 0.070 343.094168 24,303.000 3.840,950.000 4,262.669A19 5,070,130.460 0.000 

150.000.000 0.000 0.060 47,603,753.601 o.000 0.000 0600 0.000 0.000 - 0.000 0.000 

4 4 ,0 0 ,0 60 .64D 44030,000 000 36,564,5.%.1303 47,603.753,1301 olos 3,761.346335 12.904,910030 0.000 .4,015,157.164 037,014.419 0.000 

5,000.000 2.575.003 150.000 47,503,750501 0000 16.459 69.210 0.000 -47.813 -8.636 0.000 

is,sco,ccomo 15,500,000.000 7,677.*94.0co 47.503,753.601 0.105 810,378.426 2.451,207000 0.000 -1.397.715.046 531..214.533 0.000 

3.371,001.000 2.371001.000 0.000 47,803.753,801 0.000 0.000 0000 0.000 0600 0.003 o.000 

1.960,000.000 1.060.000 000 0,000 47,803,753 901 0000 0.000 0.000 0.000 0.000 0.000 0.000 
• 

70.591.351.000 69,359.255.002 47403,753.631 15.492,071.052 3,840.950.090 -5,248.3Sa.co2 Otoo 

CFR 50%! 46.743.59M 12 

MORPHINE (FOR CONVERSION) 
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2014 Revised AP<3

Worksliools8i«ic a««:

PO Total(CM*PDJ:

9300-A

FDA E*t:

JM5£8t:

A .917,510.000

Share t>l 2D14 Total PQ 201 3 Inventory 2014 Projected Eaport* Cale Using CFR 30% Invent Calc Using CFRSOV. Invent Final MQ

0 000

0,000

0 006

o.ooc

D.000

0.000

o.ooo

O.OOO

0.000

OEANuffi 2014 MO Ren^it

131,000.000

43,400.000

6.730,000.000

15C.OCO.COO

2014 MQ

131.000.000

43.400000

5,350.000000

0000

44,OOC,CCO.OCO 44.OCO.OOO ooo

5.0CO.OOO 2.B7S.D03

15.500.000.000 15,500,000 000

2.371,001.000 2.371.901.000

1.96C.ODO.OOO i.BGQ.aooaoo

2013 Sales 2015 Tolal Sales 2013 Salts

0.000 47,003.753.601

25,960.601 *7,803.753601

3.335.263 ©CO 47.603.753.80 1

O.C«J 47,603,753.0(31

36.564,556.000 47.603.753.BC 1

160 .CCO 47.803.753 .00 >

7,077.794.000 47.503.7S3.60l

C.CCD 47.803.753.801

O.CCO 47.903,7S3 001

Company

O.OOO

•91.745.fiEB

5,070,330.460

oooo

937,014.419

-B.636

531.214. 533

O.003

0003

(b)(4);(b)(7)(E) 0.000

101.561.657

24,303 000

0.000

3.76 T,3as 335 12.904,910.000

69210

010,378.426 2,451^07.000

0.000

c.ooe

c.coo

o.ooo

3.940,950 000

0.000

0000

0 000

0 000

0 000

0.000

0 000

•90.107.457

4,262.669.410

0.000

.9.015.157.164

-47.613

-1.397.715.040

0.000

0.000

0.000

0.001

0.070

0 000

0.7G5

0.000

0.155

0.000

0.000

COCO

2.672611

343,094. IBS

0000

16.459

0.000

0.000

3,840.950,000 -S.240.3Sfl.C62 0.00015.492X171.06270.891 .381. OCO 69,359,256.000 47,603, 7S3.B01MQ TotoH:

Final Initial APQ:

Pr»pot«d Remtd:

Final Ravlsod APQ;

UQ Nccd-PO" 1.5 - Rovnod MQ - hv*nieiy:

2013 Initial APQ:

fDA E»t n 2013 APQ "(1a FDA EslJ:

IMS Eat - 2013 APQ (1 * IMS Est};

TO.OOO.CCO.COO

73.COO.CDO.COO

O.ooo

-77.485,062.062

63,000,000.000

63 ,0M, 003.000

83,033,000.ODD

CFR so%: •06,743,501.112

no pending requcsls to consicfcr

j(b)(4) "jcqoesl granted on 7-16-14

MORPHINE (FOR CONVERSION)
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Basic Class: 9300-B 
PO Tatal(CM•PD): 

Company DEA Num 

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

MO Totals: 

final Initial APO; 
Proposed Revised: 
Final Revised APO! 
MO Need-PQ• 1.5- Revised MO-Inventory: 

2012 hsitial APO: 
FDA Este 2013 APO • CI FDA Est: 

IMS Eat 2013 APO' 11 • IMS Est): 

53000,000000 
50,000,000000 

0.000 

1035,279.220 
48,200.000.000 
44,199,400000 

46.691.340 000 

42.569,500.003 
• . 

2014 Revised APO 
Worksheets 

FOA Est: 
1MS Est: 

-.083 
-.031 

2014 MQ Request • 2014 MO .2013 Sale*. 2013 Total Sales -11 of 2013.5ates Share o1.2054 Total PQ 2013 invetotery 2014 Projected Evports Cate Using CFR 30% Invent Calc Using CM 50% Invent Final MO 

&COD - 5.000 0.000 35.757,656.635 ' 0,003 0.000 0.026 0.000 -0.026 -0,026 0.000 

1120.073 - 1001300 2.195 35,757651635 0,003 2.613 130.576 0.000 -127.181 •126,763 00,00 

162,630.000 • 0.000 0.000 35,767,656.635 0 000 0.000 0,000 0,000 0.000 0.000 0.000 

700.000.000 248.820.000 52,503.060 35.757.858 635 0.001 62,501,360 157.184.176 MOW -75,932.409 -65,932.457 0 CM 

1,692.000.= 0.000 3.322.313.0430 35,757,056635 0.093 3,554,857.385 1,280.218.000 0.000 3.681.090.600 4.493,058.581 0.000 

3.067,1367.000 4.775.867.000 3,271.287000 35,75701839. 0.091 3.894,463.069 - 71.327.030 0.000 4,991,461,488 5.814,579.835 0000 

14.600.003.000 14:244.006.000 12.910.584.000 35.757,656.635 0.361 15.370,529,982 5,399.450.000 225.000.000 15,007,232.976 17.486.462.477 0030. 

26,550.000.000 19.333.576.000 16,1347,146.000- 35.757.658.635 0.449 11104,131.700 6.729.821030 0.080 16,105,542.210 21.162.122.325 0000 

1,000030 1,000.000 0.380 354757,656 fai 0.000 • 0.429 0.000 0.000 0.557 0 626 000 

1E00,000000 703,454.000 153,724.030 36.757.656.635 0.004 193.008A04 0.000 0.000 237,911.003 267,191.580 0.000 

5,400.000.000 4100,000.000 0.0313 35.757,655.635 0.000 . 0000: 0.000 0.000 0.000 0.000 0.000 

53,793,602030 43,510,821030 31757,651535 - 23,43/142.760 225,000,000 42.127,207.220 0,000 

pending tequeS1S: equeSI grant 

(b)(4) 451,180 - 96.471 

1,692.009 1.692,000 
(1,892.000) (1,692.000) 

total new Granted 96.471 

now grant + current MO 43,697,299 

=rent APO suffiCient 

CFR 50%; 5.202.316 379 

MORPHINE (FOR SALE) 
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2014 Revised APQ

WorksheetsBasic Class:

PQ Tctal(CM 4PD^;

9300-fl

FDA Est:

IMS Est:

00342.563.500.000

-.031

2013 Sale* 2013 Total Sales of 2013 Sales Share or 2014 Total PQ 2013 inventory 2014 Projected Exports Calelisinfl CFR 30% Invent Calc Using CFft 50% Invent Final MQ
-0,02© 0,000

'126.763 0.000

o.ooo o.ooc

0 000

0.000

oooc

0 000.

oooo

oono

267,191.550 O.OOO

O.OOO 0.000

DEANum 2014 MQ Request 2014 MQ

S.COO

1DO.COO

162,830.000

700.000.0CO - 248.620.000

1,892.000 OCO

Company
-0.020

-127.101

O.OCO

-76.932.409

3.©01.090.600

4,991,481.488

16,007.232.976

16,105,542.210

0.557

237,911.003

0 000

0.000

2.613

0.000

62,501.360 157.1S4.176

3,654.857.385 1,260.218.000

3.694.468.C60 71.327.00Q

15.370,529.902 5. 199.4 SG.CCO

19.104,131.700 6.729.629.COG

0.000

0.000

0.000

0.026

130.576

0.000

0.000

o.ooo

D.DOO

0.000

O.OOC

0.000

225.000 OCC

0.000

0.000

0.000

o.coo

0.000

0.003

0 000

0.001

0.093

0091

D.3G1

0.449

(b)(4);(b)(7)(E) O.OCO 25.757.656,635

2.195 35,757,656.635

0.000 35,767,656.035

52,500.060 35.757.056 635

0.000 3.322.313.000 35,757.656 83S

3.067,867.000 ' 4.779.667.000 3,271.287 000 35,757,658.635.

14.600.W».C©0 14.244.006000 12.91 0.964.000 35.757,656.635

26.550.COO.COO 19.333.578000 16.047,146.000 - 35.757.656.635

0.360 35,757.66683.9

153.724.000 35.757.456.635

0 000 35.757.656.635

' 5-000

100.000

0.000

-65.932.457

4.493,858 981

5.014.579-835

17.460.452.477

21.162.122.125

06260.429

183.008.464

OO0O

0000

0.004

o.coo

1.000.000 1,000.000

1 .600.000.000 703,454.000

5,400.000.000 4^00.000 000

O.OCO- 13,438,142.780 225,000.000 42.127,207.22053,793.602 M& 43.510,828.000 3S.7S7.6S6.53SUQ Tcuis:

Final Initial APQ;

Proposed Revised:

Final Revised APQ:

HQ Necd-PQ* 1.5 - Revised MQ - Inventory:

2013 Initial APQ:

FDA Est - 2013 APQ • (1 FDA Est):

IMS Eat - 2013 APQ* f1 IMS Est):

53,000,000.000

50.000,000.000

0000

6.90S.279.220

48.200.CC 0.003

44,199,400 000

46.69 134 Q 000

CFR 50%; 5.202.310.379

grantpending teque sis: request

(b)(4) 98.471

1.692.000

(1.692.000)

451,180

1,692.000

(1.692.000)

S6.471total new granted

new Grant - corrcn! MO 49,607,299

current APQ suffid'ent

i

MORPHINE {FOR SALE)
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2014 Revised AK) 
Basic Ciatst 9530-0 Worksheets 

P0 Total(CM‘PD)c 

Company DE.A Num 

1241,154.000 

2014 MO Request 2014 MO 2013 Sales 2013 Total Sales % or 2013 Sales 

FOA Est: 
IMS Est: 

Snare of 2014 Total PQ 2013 inventory 2014 Projected Exports Cale Using CFR 30% Invent Cale Using CFR 5004 Invent Final MO 
(b)(4) (b)(7)(E) 54.350.000 35.000.000 21.054.000 386.654.030 0.054 67.909.760 14,352.000 0.000 73.930.688 75.798.700 0.000 

430.000.000 430,000.000 355,600.000 386,654.603 0.946 1,119,244.240 113,187.000 0.000 1,359,1130.512 1.392.268.300 0.000 
40,000.000 35,000.000 0.000 386,664 000 0.000 0.000 0.000 0.000 0.000 0.000 0.000 

MQ Totals: 524.3501100 500,000000 288,654.000 187539.000 0.003 1,433,761.230 0.000 

Final Inlial APQ: 500000.000 
Proposed Revised: 500.000.000 
Final Revised APQ: 624,000.000 
MO Need=PQ• 1.5 - Revised MO • inventory: 1,583,192000 CFR 50s4: 968,067.000 
2013 Initial AFQ: 1,030,000.000 
FDA Est. 2013 APQ' (1 +FDA Est): 1,030,000.000 
IMS Est • 2013 APO • (1 ♦ IMS Esti; 1,030,000.000 

reviou denied: requested granted 
b)(4) 54,350 35,000 

40.000 35,000 

Total new grail 94,350 70,000 

total new + current MO granted 594,350 
5% buffer for pOsSibkr outer request 29.718 

Estimated total MO need 624,068 ;round down for APO) 

Adjuslecl APQ with 25% buffer 780,000 

OPIUM TINCTURE 

Page 359 
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2014 Revised APQ

WorksheetsBasic Class:

PQ Total(CM*PD):

9630-0

FOA Est;

IMS Est:
1,247.154.000

t

Share of 2014 Tolal PQ 2013 Inventory 2014 Projected Exports Calc Using CFR 30% Invem Calc Using CFR 50% Invent Final MQ

67.909.760 14,352.000

1.179,244.240 173,167.000

0 000

DEA Num 2014 MQ Request 2014 MQ 2013 Sales 2013 Total Sales % of 2013 Sales

54 .350.000 35.000.0ao 2l.054.COO 386.554.000

430.DOO.OCO 430,000.000 36S.60O.COO 365.654 000

40,000.000 35,000.000 0.000 366.654 000

Company

C.000

C.QOO

C 000

73.930.603

1,350,930.512

0000

75.798.70C

1.392.266.300

O.OOC

Q.DCG

O.OCO

ooco

(b)(4);(b)(7)(E) 0.054

0.046

O.DOO 0.000

0.0000 000 1,433,761.200187,539.000624 .350.000 500,000.000 386.654 000MQ Tetalt:

500 000.000

5CO.ODO.OOO

624.030.000

MQNWd»PQ" 1.S- Revised MO -Inventory: 1,183,192.000

2013 initial APQ;

FOA Est* 2013 APQ* |1 FDA Est):

IMS Est - 2013 APQ * (1 tMS Est):

Final Initial APQ:

Proposed Revised:

Final Revised APQ:

CFR S0%: 966,067.0C0

1.030.000.0CC

1,030,000.000

1,030.000 .000

previQJsly denied: reqi/ested granted

54,350

40.000

(b)(4) 35.000

35,000

94.350 70.000Total new grail

total new current MQ granted 594,350

5% buffer lor possible oilier request 39,713

Estimated total MQ occd 624,068 {round down for APQ)

Adjusted APQ with 25% buffer 780,000

OPIUM TINCTURE
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Basic Ctaes: 9330-0 

PQ To4a1(CM*P01: 5.977,005.000 

2014 Revised 
APO Worksheets 

FDA Est: 

WS Est: 

Comtism OSA Num 2014 MQ Request 2014 MQ 2013 Sales 2051 Total Sales V. of 2013 Saes Share of 2014 Total PQ 2011 Inventory 2014 Projected Exports Cale :Mlle CFR 30% Invent Cale Using CFR 50% Invent Final MCI 

(b)(4),(b)(7)(E) 5.000 5.000 0.000 13.621,761.483 0.000 " 0.000 0 000 0.000 0.030 0.000 0.000 

1.100000.000 1,100.000.000 839,490.900 13,821.761.483 0.047 280,597699 3,167,000 0.000 361.610.009 507.452.624 0.000 

2,437.143.000 1674,316.000 178,502.000 13,621,761.480 0 13 78,323.743 253,484 001 0.000 -151.653.134 -110953.821 0,000 

13.900.000.000 10732.298.000 10,146,533.030 13,621,701.480 07045 4,452.131.875 69.282.000 0.000 5,718.489,437 8.032.518.093 0.000 

6,250,000000 5,281,650.000 2,565,244.480 11,621,701.480 0.188 1,125,587.106 151,100.000 0.000 1,312,163.238 1,897.195.093 0.000

4817003.000 347.037.000 91.582.030 13,621,761.480 0.007 40,36.4.577 0.000 0.000 52.475.950 72,453,722 0.0.30 

700.000.000 612,500.0W 0.030 13.621,761.480 0.000 11090 324.264.030 0.000 424,2B4.000 -324.264.000 0.030 

430,000.003 A30,000.000 0.000 13621,761.480 0.000 0.000 0.000 0 000 0 093 0.000 0.000 

MO Totals: 24.297,140,000. 10,179,808.000 13,621,761.450 801.287.000 D.D00 6.968.509.500 0000 

Final Initial APO: 18.200,900.000 

Proposed Revised: 22,100.000.000 
Final Revised APO; 24,500.05o.= 

MC1Need.PQ• 1.5 -Revisal:1NQ -Inventory: .10,015597.933 CFR 50%; -8,104,408.380 
3083 Initial APQ: 18.200,000.030 

FDA ELI. 2913 APCI• (1 FDA Est): 182110.003.000 

11,15 Est .2013 AP4 • 41 ifilS Este 18,700 000.000

pending requests: requesting granting 

(b)(4) 3.167,702 3.167,702 

1.066.350 1,966,350 

Total new grant 5.134.052 5.134.052 

inlet new + eurreni MO granted 23:313.860 

5% buffer for peso' ble other request 1.165.693 

EStimx!pd loin! MO need 24,479,553 (Muni up for APO) 

Adjusted APQ wills 25% buffer 30,625,000 

ORIPAVIN E 
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20 1 d Revised

APQ WorksheetsBasic C^s»; 9330-0

PQ JoUKCM+PDJ: FDA Bit:

IVSEst;

5.977,005.000

Share ot J0 1 4 Total PQ 201 J Inventory 20 14 Projected Exports Calc Using CFR 30% Invent Calc Using CFR SD% Invent Final MQ
O.COO

0.000

0.000

cooo

C.Q0Q

O.MO

dodo

o.wo

2013 Sales 2013 Total Sates f- of 2013 5a!cs

O.OCO

0.W7

(3013

0.745

0.18B

0.007

0 006

0 000

DEANum 2014 MQ Request 201* MQ

* 5 . COO

1.100.000.000 1,100,000.000 039,490X00

2,437.143.000 1,674.318.000 176.502 000

1 3.900.000. 000 1 0.732,298.000 10,146,533 DOO

S.250.000 000 3.203,650.000 2,565,244.480

460.000 000 347.037.000 91.SS2.COO

700.000 000 612,500.000

430,000 000 430,000 000

Company
0000

507.452 .624

-110,953.821

8.032,516093

1,697.135.003

73,453.722

-324.264.000

0.000

O.COO

0.000

ODOD

O.TOO

0.000

0.000

0000

0000

OODO

361.610.009

-151,663.134

5,718.489.437

1,312,163.230

52.473.950

-324,234.000

0000

' 0.000

280,597.699

76,323.743

4.4S2.131.875

1.125,587.106

" 40.364.87?

0.000

o.ooo

ooco

3.167X00

253.464 003

69.262.000

1S1, 100.000

0009

324^64.000

0.000

5000 O.COO 13.621.761.480

13,621.761.480

13,621,761.400

13,621,761.400

13,621,761.460

13.621,761.480

CMO 13.621,761.4M

0.000 13.621,761.460

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

0 0006.960,809.500601.297.000 0.00024^97,140.000- 1 0.179,603.000 13.621,761 480MQ Totals:

Final Initial APQ:

Proposed Revised:

Final Revised APQ:

MQ Neod»PQ* 1.5 - Revised MQ - Inventory:

2013 Initial APQ:

FDA E« c 2013 APQ 4 (1 * FDA Est):

IWS Est - 2013 APQ " <1 IMS Est):

18.200,000 000

22.100.CCC.000

24^0D.CCO.O(X)

• 10.01 5,5 97. SOD

18,200,000.000

182DO.OOODOO

J8.700.0DO 000

CFR 50Y.; -8.104,408.380

grantingpending requests: requesting

3.167.702

1,666,350

3,167.702

1.966.350
(b)(4)

5.134.052S.134.0S2Total new flrant

lolat new • current MD granted

5% bufler lor possble other request

23.313.860

1.t6S.693

24.479.553 (round up tor APQ)Estimated total MQ need

Adjusted APQ with 25% butter 30,625,000

ORIPAVINE

Page 360Vol. IVol. I



Class; 9145.8 90 Tots10111•4113): 93930.328.000 
Company DEA Num 

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

MO Totals: Fins1 In01.6 APO: Proposed Revised: Final Revised AV 0; MO Rood.PCP 1.5 • Rovisod MO • Inventory; 2013111A APR: FDA Es4 = 2013 APO' (1 • FDA Est): MS Est= 2013 APO •,11 • I MS Est): 

119,500.000.003 119,500000.000 0.000 -24,996,904.806 105200,000500 95.73200.000 104.305,800.000 

2014 Revised APQ Worksheets FDA Est: 043 E11: • 09 
2014 MD Request 2014 Mg 2013 Sales 2013 Total Sales % of 2013 Sales • Share of 2014 Total PO 2013 inventory 2014 Projected Escorts Date IfsIng CFR 30% Invent Cats Using CFR 50% Invent Final MO 5000 5.000 1.520 70591.255.504000 FO 1.817 2.000 0.000 0.362 0.651 0.000 0.003 0.000 200,000.000 180000.000 0.000 78,591,255.584 0.000 0.000 0 000 0.000 00 000 00000 9.824 78,591,255,584 810.508 0.000 -795.542 -793.073 0000 1,335.520.000 1,335,520000 .44,052.000 78,59E255.504 0.001 11.741 55,352.184 23,138.000 0000 40,429113 67.182.705 0000 20,966.000 8,000.0000000 78.591,255.584 0.000 0.000 0000 0.000 0.000 0.000 0000 2,894,665.000 1,365,000.020 292,405033 7/.591.255.554 0.004 349,475,228. 789,049.002 0.000 -334,731.203 -279.103.715 0.000 24,000.000.000 24403000.000 14.839,041.000 78,591,255.584 13,189 17,736250001 14,301.862.003 18,954.1300 11,665,027002 0000 60750.000.000 • 6031,406.000 45.700,020000 70591255.584 0 581 0,011 54619,548210 23,161.550.003 6,409035,7003.c03000030 0.942.923.502 48.3301360.074 57.037,990.263 0000 1,000.003 9,000.000 866,355.240 78,599,255.584 1,035.446.368 92.406.000 1.253074.27g 1.410.490,770 0.000 24002,000.0)3 24,000.000.000 16.656,868.000 78,591,255,504 0212 19.907.876,897 11,162,045.000 20,698,994.96723,867,018.122 0.000 923,000.030 7134.539 003 190.483.000 78,911,255.584 0.002 227,660.573 637,901.1100 0.000 -241,942.255 -205.704.534 0000 
122,622,216.630 115,803,030.010 70,591,255.584 50,088,783,806 

CFR 511%, 48.831.872410 

pending veqUe515 request want 

14,966 14,966 1 (b)(4) 
1,529.665 1,126,7.90 

15.361 1.141,746 new 99371 
new 4 current MO Granted 116,945.376 
current APO sufficient 

OXYCOIDONE (FOR SALE) 

6,593,954,000 78,604,613.994 0000 

Page 361 

r((
2Qt4 R&vliPn aPQ

Worksheetsftaaic Clata:

PQ TolaMCM*PDJ:

914J-B

FDA Eat:

IMS E«;

-0993.930.326.000

-009

201 3 Safe* 2013 Total Sties Y. of 2013 Sales Shares of 2014 Total PQ W13 Inventory 2014 Projceifsd Export* Cafe Using CFR 30% Invent Calc Using CFR 50% Invent final MO

0.000

0000

0000

ODOO

0 000

o.ooo

o.ooo

0,000

0 000

oooo

0.000

DEA Nim 2014 MO Request

S.O0O

20C.OCO.OOC

COCDO

2014 MQCoin pany

0.362

O.ogO

-795 542

46.429 613

O.OOO

-334,731.203

6.642.923.502

49,330.060.074

3.253,674.276

20,698.194.967

-241.W2.255

o.esi

O.OCC

-793.673

57.192.703

C.000

-270.103.715

11,565,921.002

57.037.800263

1.416.490.770

21.867.018. 122

-205.704.534

1.520 78.591.255.504

OOOO 78,591,255.304

9.624 78,591,255.564

46,062.000 78,591.234.564

O.OOO 78.591 ,255.564

292,405 000 78.591 .751564

70,591,255.554

7B. 591 .255.584

866,355.240 78,591,251584

78,591,255.504

190.483 000 78,591,255. 584

0 000

0000

oooo

0 001

0000

0004

0,1 89

0581

0.011

0.212

0.007

1.817

ODOO

11.741

53.052.164

oooo

349.475.220 . 769,049 ODO

17,735.255.001 14,301.662 000

54.619,549.210 23.161.550.000

1,035.446-368 92,406.000

19.907.876.09? 11,162.045 000

227.660.573 537,901.000

2.000

0.000

010 836

23,135.000

00M

oooo

oooo

oooo

oooo

oooo

0.000

08,954 000

495.000. DOO

oooo

fi.039.000.000

oooo

(b)(4);(b)(7)(E) s.ooc

160.000.0CC

BO.COO

1.335. 5ZO.OCO 1,335.520000

20.960.000

2.894,665 000 1,365,000 OCC

24 ,000,000 000 24.000.COO.COO 14.839.041.CXIO

68.750.000 0D0- 64.131,4C6 000 45.700.1730 000

1,COO 000

24 .035,000.030 24,000.000 000 16.656,608 000

784.53 3 003

6,000.000

1.000 000

020.000.030

0.00050,088,783.806 5,583,954.000 76,604.613.994122,0Z2,21 5.(XXI 11S,803,G30.OO0 70.591.255 594MQ TotaH:

Final In'dW APQ:

Propostd Ravi*e8:

Final Revised APQ:

MQ Nood^Ptr 1.5 * Roviaod MQ . lm*nioiy;

ZDll fn*i»l APQ:

FDA Eat = 2013 APQ * 11 * FDA Est]:

IMS EW - 2013 APQ • (1 IMS EttJ:

119.500.000.000

11 9,500.OOD.OM

O.OOO

•24.996,904.606

105^00.000 000

95,732.000.000

104.305.800.000

CFR5DS: -28.931.672.410

pending requests requesi 9fao[
\14.966

1,529.665

55.361

14,966

1 , 1 25,780
Cb)(4)

1,141.746new gran

new + current MQ granted 1 t6.54S.376

current APQ sufficient

OXYCODONE (FOR SALE)
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Basic ClasS: 9652•A 
PQ TotalICM•PD): 2059663.030 

2014 Revise!" APO 
Worksheets 

FDA 6s11: 

I VIS Est: 

Company DEA Num 2014 MO Request 2014 Mg 2013 Sates 2013 Total Sales 10 at 2013 Sales Share of 2914 Total PO 2013 inventory 2014 Projected Elegem Cafe Using CFR 30% invent Cale Using CFR S0% Invent Pinel MQ 

(b)(4);(b)(7)(E) 11.300000.000 11,303,000.003 6,303,508.000 7.793.286.003 0608 1.666.056437 1.579.762.000 0,000 584,803.569 2076643.047 0000 

2,751,000.000 2,751006000 1,493,218.000 7,793,786.000 0192 394.612.563 269600.000 11000 243,316.331 590.890.203 0.000 

-2606000.000 2,499,000.000 0.000 7.793756.000 0000 0.000 0.000 0.000 0.000 0.000 0.000 

Mg Totals: 16651,000000 16,550000.000 1.703.706.063 1,549,442.030 0.000 029,119.900 0.000 

Final Initial APO: 20066000.063 
Proposed Revised: 20.636000.000 

FMal Revised APQ: 0.032 

MO Nosd=PQ' 1.5 -Revised MO-Inventory: -15939947 500 CFR 5016: -12676,416750 

2013 InNat APO: 14,700,003.003 

FDA Est. 2013 APQ (1 • FDA ESC 14.7012030.= 

IMS Est a, 2013 APO • (1 eiMS Est): 

no pep:Mg requests to coned ez 

current APO sutlident 

14,700,000.000 

OXYMORPHONE (FOR CONVERSION) 
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r( c
2C14 Revteeo aPQ

Worksheets&4s*cCi«ss:

PQ Tolal[CW*PD);

S652-A

FDA EM:

I WSEst:
2.059.663.030

Share of 2014 Total PQ 2013 Inventory 2014 Projected Eupcm Catc Using Cfr 30* ir»v«nt Caie Using Cfr sq% invent Final MQ

2,076.693 047 0 000

596.050 203 0 000

0.000 oooo

2013 Sales 2013 Total Sales * of 2013 Sales

7.793.786 000

7.793.706.COO

0000 7.793,766.000

DEANum 2014 VQ Request 2014 MQ

11300.000 000 11.300.000000 6.303,566.000

2.751.000 000 2.751,000.000 1,493.210000

-2.SCOOOOOOO 2.499. 053 CDC

Company

0.000

0000

COCO

(b)(4) (b)(7)(E) 0 008

0192

0000

1.665.050 437 1.579.762000

394.612.563

0.CCO

504.803.569

243,316331

0 300

269.60O.OCO

OCOO

0 000 020,119.900 0 00016,551.000 000 16.550 000.000 7.793.786 030 1.349.442 073
MQ Tote's:

Final Initial APQ:
Propose tl Revised:

Final Revised APQ:

MQ Notd-PQ' 1.S - Revised MQ - Inventory:

2013 Initial APQ:

FDA EM - 2013 APQ * H * EM]:

IMS Est - 201 3 APQ * (1 IMS Esl):

20,000,030 000

20.003,000 000

0QO0

-15.339.947 500

14,730.000.000

14.700.000 000

14.700.000.000

CFR sc%: -13,676.410750

i>o pending requests to ccns'det

current APQ suflictent

OXYMORPKONE (FOR CONVERSION)
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Basle Class: 9852-61 

2014 RovIdeo At'Q 
worksheets 

PQ Totag4M•PD4 

Company LEA Num 

3,153,648 030 

2014 MO Request 2514 MO 2013 Sales 2013 Total Sates 7. of 2011 Sates Share of 2014 TOIM PO 

MA Est: -.185 
NS Est: .046 

2013 Inventory 2014 Projected Experts Cale Using CFR 30t. invent Cale Using CFR SO% Invent Final 1.4(2 

(b)(4);(b)(7)(E) 5003 ' 5.002 a.000 3,604.592.071 0 403 0.000 0.007 0 C00 -0.007 -0.007 0.000 

60.000 80.000 4 211 3.604,592.071 0 000 3.684 215.858 0.000 -211,079 -210.210 0.000 
. 043.000.000 143,000.040 8,820,000 004,5ov:171 0.002 7.716.595 23,682.000 0.000 -13.650.427 -11,831.257 0,000 

060.000.440 611,638.000 411.833.003 3,604.592.071 0.115 381,888.410 2112113400 0 000 259.234.333 344,548.262 0' 000 

4,000,000.000 2.810.600.000 2,802,150.000 3.604,592.071 0,777 2,451,593.570 1032,591.440 o.coo 2,054,4130641 2.632,439462 0.000 

3.000.400 3.000.000 41,930.880 3.604.592071 0,012 36,685.198 34,990.290 0.000 12,700,467 21,348.922 0000 

1,255,000,000 1,180734.003 330,495000 3.604,692.071 0.092 289.149.195 310,739.000 0.000 85154.954 133,321.244 0.000 
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Aggregate Production Quotas 
(all values are In grams unless Indicated otherwise) 

Controlled Substance Final Revised Final Revised I Final Revised. 
2011 2012 2013 

1 

Initial 2014 Proposed 
Revised 2014 

SChedule I 
Fsilocybin 2 10. 30" 30 

FallogS0 21 12 30! 30 

Schedule II: 
Dipbenoxylate 730,0001 900,000! 1357,5001 750,000. 1,26E1,750 

Ecgonine   83 000 83,0001 144,000 144,000 174,375 

Rydrocodono(forponversion) 0 0 0 0, 
1

137,500 

Leyorphanol   3,6001 3,600i 4,500 2.0001 4,625 .._ 
Oripavine  8,000,000 15.306,000. 22,750,000 22,750,000. 27,625,000 

... 
Pbenylicetone 8,000.000i 16,000,0001 42.393,75C 67,000.000 - 45750000 

Remifentanil 2.500 2,500 3,750( 3,750; 5,875 

NOTES: 
As  of 2013 G11 values have a 25% buffer added to the calculated US re ulrements. 
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Aggregate Production Quotas
(all values are in grams unless Indicated otherwise)

! Final RevisedlFinal RevisedlFinal Revised Initial 2014 Proposed
Revised 2014

Controlled Substance

2012 20132011
i

J ;

Schedule I:

Psilocybin _

Psilocyr _

Schedule 11: _
Diphenoxylate _

Ecgonine

Hydrocodane (for conversion)

Levorphanol'' _	 ""
Oripavine

Plienylacetong ' '
Remifentanil

30 302 10

12'2J 30, 302

. •

83,000

) "oi '

.•750,000; 1,288,750
144,000, 174,376

_ 0.' 137,500
_3,600| 3,600' 4,S00j 2.000j 4,625

8,000,000 i5,3Qo",ooo 22750,000 22750,000- 27,625,000
'6,000,000 i6,odo'boo"| 42.3937501 '67,000,000; 45,750:000

2,5001 2,500 3,75o' 3,750j 5,875

900.000; .... 861,5001
83, 000] 144,p00|

0I 0,

- «

As of 2013 Cll values have a 25% buffer added to the calculated US requirements;
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2014 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 Deputy Administrator of the DEA. 

The attached Federal Register notice, prepared for your signature, proposes to adjust the calendar 
year 2014 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 H 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 initial AAN & 
APQ values: 

List I chemicals 
• The AAN forpseudoephedrine (for sale) was increased due to changes in registrant requirements. 

Several DEA registrants were denied legitimate supplies of these controlled substances because their 
requirements exceeded the established AAN. The AAN was established based on the timely 
submission of registrant applications which had requested to import lower quantities of API and / or 
finished dosage forms than in previous years'. 

Schedule I substances 
• The APQ for psilocybin and psilocin were increased. 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. • 

Schedule II substances 
• The APQ for diphenoxylaic (for sale), ecgonine, and levorphanol were increased due to increased 

registrant 'requirements. Several DEA registrants were denied legitimate supplies of these controlled 
substances because their requirements exceeded the established APQ. 

• The APQ for hydrocodone (for conversion) is proposed to be increased from zero. A DEA 

OD/ODQ/ODEQ 5/12/14 Page - 1 - of 2 
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2014 Proposed Adjusted Aggregate Production Quotas and Assessment of Annua] 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 Deputy Administrator of the DEA.

• The attached Federal Register notice, prepared for your signature, proposes to adjust the calendar
year 2014 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 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 initial AAN &
APQ values: '

List 1 chemicals

• The AAN for pseudoephedrine (for sale) was increased due to changes in registrant requirements.
Several DEA registrants were denied legitimate supplies of these controlled substances because their
requirements exceeded the established AAN. The AAN was established based on the timely
submission of registrant applications which had requested to import lower quantities of API and / or
finished dosage forms than in previous years'.

Schedule 1 substances

• The APQ for psilocybin and psilocin were increased. 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. •

Schedule II substances •' • : ' ' • •

• The APQ for diphenoxylate (for sale), ecgonine, and levorphanol were increased due to increased
registrant 'requirements. Several DEA registrants were denied legitimate supplies of these controlled
substances because their requirements exceeded the established APQ.

• The APQ for bydrocodohe (for conversion) is proposed to be increased from zero. A DEA
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registered bulk manufacturer is requesting the material for product development efforts in the 
development of a different synthesis route to manufacture hydroniorphone. 

• The APQ for oripavine was increased due to the increased domestic sales and exports of the non-
controlled substances naltrexone, naloxone, and nalbuphine which utilize oripavine as the starting 
material. The synthesis route includes the controlled substances ozymorphone (for conversion) and 
noroxymorphone (for conversion). 

• 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. 

• The APQ for phenylacetone was decreased based on a registrant's decision to import the bulk API 

instead of manufacturing it domestically and the subsequent withdrawal of their manufacturing 

quota. 

OD/ODQ/ODEQ 5/12/14 Page - 2 - of 2 
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registered bulk manufacturer is requesting the material for product development efforts in the

development of a different synthesis route to manufacture hydromorphone. •

• The APQ for oripavine was increased due to the increased domestic sales and exports of the non-

controlled substances naltrexone, naloxone, and nalbuphine which utilize oripavine as the starting

material. The synthesis route includes the controlled substances oxymorphone (for conversion) and

noroxymorphone (for conversion). .

• 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. .

• The APQ for phenylacetone was decreased based on a registrant's decision to import the bulk API

instead of manufacturing it domestically and the subsequent withdrawal of their manufacturing

quota.
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BILLING CODE 4410-09-P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. DEA-3781 

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 2014 

AGENCY: Drug Enforcement Administration (DEA), Department of Justice. 

ACTION: Notice with request for comments. 

SUMMARY: The Drug Enforcement Administration proposes to adjust the 2014 

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 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-378" 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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DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-378)

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 2014

AGENCY: Drug Enforcement Administration (DEA), Department of Justice.

ACTION: Notice with request for comments.

SUMMARY: The Drug Enforcement Administration proposes to adjust the 2014

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 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-378" 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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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: Ruth A. Carter, 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 
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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.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. 

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 2014 in the Federal Register 

(78 FR 55099) on September 9, 2013. That notice stipulated that, in accordance with 21 
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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 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.
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(78 FR 55099) on September 9, 2013. That notice stipulated that, in accordance with 21
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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 2014 Aggregate Production Quotas and Assessment 

of Annual Needs 

The DEA proposes to adjust the established 2014 aggregate production quotas for 

certain schedule I and II controlled substances to be manufactured in the United States in 

2014 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 2014 assessment of 

annual needs for the list I chemicals ephedrine, pseudoephedrine, and 

phenylpropanolamine to be manufactured in and imported to the United States in 2014 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: (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 
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2014 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 2014 assessment of

annual needs for the list I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine to be manufactured in and imported to the United States in 2014 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 2 1 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

Page 370Vol. I Vol. I



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 2013 year-end 

inventories, 2013 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 2014 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 2014 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 
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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 2014 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: 
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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 2014 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:
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Basic Class 

Previously 
Established 
2014 Quotas 

(g) 

Proposed 
Adjusted 

2014 Quotas 
(g) 

Schedule 1 

(1-Penty1-1H-indo1-3-y1)(2,2,3,3-
tetramethylcyclopropyl)methanone (UR-144) 

15 No change 

[1-(5-Fluoro-penty1)-1H-indo1-3-yl] (2,2,3,3-
tetramethylcyclopropyl)methanone (XLR11) 

15 No change 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)butan-l-one (butylone) 15 No change 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)pentan-l-one 
(pentylone) 

15 No change 

1-(1-Phenylcyclohexyl)pyrrolidine 10 No change 

1-(5-Fluoropenty1)-3-(1-naphthoyl)indole (AM2201) 45 No change 

1-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694) 45 No change 

1-[1-(2-Thienypcyclohexyllpiperidine 15 No change 

142-(4-Morpholinypethy1]-3-(1-naphthoyl)indole (JWH-200) 45 No change 

1-Butyl-3-(1-naphthoyl)indole (JWH-073) 45 No change 

1-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and 
RCS-8) 

45 No change 

1-Hexy1-3-(1-naphthoyl)indole (JWH-019) 45 No change 

1-Methyl-4-phenyl-4-propionoxypiperidine 2 No change 

1-Penty1-3-(1-naphthoyl)indole (JWI-1-018 and AM678) 45 No change 

1-Penty1-3-(2-chlorophenylacetyl)indole (JWH-203) 45 No change 

1-Pentyl-3-(2-methoxyphenylacetyl)indole (JWH-250) 45 No change 

1-Penty1-3-(4-chloro-l-naphthoyl)indole (JWH-398) 45 No change 

1-Penty1-3-(4-methyl-l-naphthoyl)indole (JWH-122) 45 No change 

1-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 No change 

1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45 No change 

2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 No change 

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E) 30 No change 

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (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-dimethoxyphenyl)-N-(2-
methoxybenzyl)ethanamine (25B-NBOMe; 2C-B-NBOMe; 25B; 
Cimbi-36) 

15 No change 
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Previously

Established

Proposed

Adjusted

2014 Quotas
Basic Class

2014 Quotas

(g) (g)

Schedule I

( 1 -Pentyl- 1 //-indol-3-yl)(2,2,3,3-

tetramethylcyclopropyl)methanone (UR-144)
15 No change

[l-(5-Fluoro-pentyl)-l//-indol-3-yl](2,2,3,3-

tetramethylcyclopropyl)methanone (XLR1 1)
No change15

1 -( 1 ,3-Benzodioxol-5-yl)-2-(methylamino)butan- 1 -one (butylone) No change15

1 -( 1 ,3-Benzodioxol-5-yl)-2-(methylamino)pentan- 1 -one
(pentylone)	

1 -( 1 -Phenylcyclohexyl)pyrrolidine

No change15

10 No change

1 -(5-Fluoropentyl)-3-( 1 -naphthoyl)indole (AM220 1 ) 45 No change

l-(5-Fluoropentyl)-3-(2-iodobcnzoyl)indole (AM694) 45 No change

1 -[ 1 -(2-Thienyl)cyclohexyl]piperidine No change15

1 -[2-(4-Morpholinyl)ethyl]-3-( 1 -naphthoyl)indole (JWH-200) No change45

1 -Butyl-3-( 1 -naphthoyl)indole (J WH-073) 45 No change

l-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 and

RCS-8)
45 No change

1 -Hexyl-3-( 1 -naphthoyl)indole (JWH-0 1 9) No change45

l-Methyl-4-phenyl-4-propionoxypiperidine 2 No change

l-Pentyl-3-(l-naphthoyl)indole (JWH-0 18 and AM678) 45 No change

1 -Pcntyl-3-(2-chlorophenylacetyl)indole (JWH-203) 45 No change

1 -Pentyl-3-(2-methoxyphcnylacetyl)indole (JWI 1-250) 45 No change

1 -Pentyl-3-(4-chloro- 1 -naphthoyl)indole ( JWH-398) No change45

1 -Pentyl-3-(4-methyl- 1 -naphthoyl)indole (JWH- 1 22) No change45

l-Pentyl-3-[(4-methoxy)-benzoyl]indole (SR-19, RCS-4) 45 No change

1 -Pentyl-3-[ 1 -(4-methoxynaphthoyl)]indole (JWH-08 1 ) 45 No change

2-(2,5-Dimethoxy-4-/i-propylphenyl)ethanamine (2C-P) 30 No change

2-(2,5-Dimethoxy-4-ethylphenyl)ethanaminc (2C-E) 30 No change

2-(2,5-Dimethoxy-4-methylphenyl)ethanamine (2C-D) No change30

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N) No change30

2-(2,5-Dimethoxyphenyl)ethanamine (2C-H) 30 No change

2-(4-Bromo-2,5-dimethoxyphenyl)-/V-(2-

methoxybenzyl)ethanamine (25B-NBOMe; 2C-B-NBOMe; 25B;

Cimbi-36)	

No change15
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2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) 30 No change 

2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-
methoxybenzyl)ethanamine (25C-NBOMe; 2C-C-NBOMe; 25C; 
Cimbi-82) 

15 No change 

2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 30 No change 

2-(4-Iodo-2,5-dimethoxyphenyl)-N-(2-methoxybenzyl)ethanamine 
(25I-NBOMe; 2C-I-NBOMe; 25I; Cimbi-5) 

15 No change 

2-(Methylamino)-1-phenylpentan-l-one (pentedrone) 15 No change 

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 No change 

:::0)-711 -11::»7/-zz••-tripolip --Hip61 -1LAr-: ..- 12 --IL: 

2,5-Dimethoxyamphetamine 25 No change 

2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2) 30 No change 

2[4-(Isopropylthio)-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-Methylenedioxy-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 No change 

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 No change 

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 No change 

4-Methyl-N-methylcathinone (mephedrone) 45 No change 

4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 15 No change 

5-(1,1-Dimethylhepty1)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 68 No change 

5-(1,1-Dimethylocty1)-2-[(1R,3S)-3-hydroxycyclohexyl]-phenol 
(cannabicyclohexanol or CP-47,497 C8-homology 

53 No change 

5-Methoxy-3,4-methylenedioxyamphetamine 25 No change 

5-Methoxy-N,N-diisopropyltryptamine 25 No change 

5-Methoxy-N,N-dimethyltiyptamine 25 No change 
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2-(4-Chloro-2,5-dimethoxyphenyl)ethanamine (2C-C) No change30

2-(4-Chloro-2,5-dimethoxyphenyl)-A'-(2-

methoxybenzyl)ethanamine (25C-NBOMe; 2C-C-NBOMe; 25C;

Cimbi-82)	

2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I)

No change15

30 No change

2-(4-Iodo-2,5-dimethoxyphenyl)-A'-(2-methoxybenzyl)ethanamine

(251-NBOMe; 2C-l-NBOMe; 251; Cimbi-5)
No change15

2-(Methylamino)- 1 -phenylpentan- 1 -one (pentedrone) No change15

2,5-Dimethoxy-4-ethylamphetamine (DOET) 25 No change

2,5-Dimethoxy-4-/i-propylthiophenethylamine 25 No change

2,5-Dimethoxyamphetamine 25 No change

2-[4-(Ethylthio)-2,5-dimethoxyphcnyl]cthanamine (2C-T-2) 30 No change

2-[4-(Isopropylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-4) No change30

3,4,5-Trimethoxyamphetamine No change25

3,4-Methylenedioxyamphetamine (MDA) No change55

3,4-Methylenedioxymethamphetamine (MDMA) 50 No change

3,4-Methylenedioxy-/V-ethylamphetamine (MDEA) 40 No change

3,4-Methylcncdioxy-iV-methylcathinone (methylone) 50 No change

3,4-Methylenedioxypyrovalerone (MDPV) No change35

3-Fluoro-iV-methylcathinone (3-FMC) No change15

3-Methylfentanyl 2 No change

3-Methylthiofentanyl 2 No change

4-Bromo-2,5-dimethoxyamphetaminc (DOB) 25 No change

4-Bromo-2,5-dimethoxyphenethylaminc (2-CB) 25 No change

4-Fluoro-.<V-methylcathinone (4-FMC) No change15

4-Methoxyamphetamine No change100

4-Methyl-2,5-dimethoxyamphetamine (DOM) 25 No change

4-Methylaminorex 25 No change

4-Methyl-/V-ethylcathinone (4-MEC) 15 No change

4-Mcthyl-A'-mcthylcathinonc (mephcdrone) 45 No change

4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) No change15

5-( 1 . 1 -Dimethylheptyl)-2-[( l/?,35)-3-hydroxycyclohexyl]-phenol No change68

5-( 1 . 1 -Dimethyloctyl)-2-[( 1 TJ^^-S-hydroxycyclohexylJ-phenol
No change53

(cannabicyclohexanol or CP-47,497 C8-homolog)

5-Methoxy-3,4-methylenedioxyamphetamine No change25

5-Methoxy-,'V,.'V-diisopropyltryptamine No change25

5-Mcthoxy-A',A'-diincthyltryptaminc 25 No change
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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 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 No change 

alpha-Pyrrolidinopentiophenone (a-PVP) 15 No change 

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 

Betaprodine 2 No change 

Bufotenine 3 No change 

Cathinone 70 No change 

Codeine methylbromide 5 No change 

Codeine-N-oxide 200 No change 

Desomorphine 5 No change 

Diethyltryptamine 25 No change 

Difenoxin 50 No change 

Dihydromorphine 3,990,000 No change 

Dimethyltryptamine 35 No change 

Dipipanone 5 No change 

Fenethylline 5 No change 

gamma-Hydroxybutyric acid 70,250,000 No change 

Heroin 25 No change 

Hydromorphinol 2 No change 

Hydroxypethidine 2 No change 

Ibogaine 5 No change 
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Acetyl-a//;/;«-mcthylfentanyl No change2

Acetyldihydrocodeine 2 No change

Acetylmethadol 2 No change

Allylprodine 2 No change

Alphacctylmethadol 2 No change

a//;/?a-Ethyltryptamine No change25

Alphameprodine No change2

Alphamethadol 2 No change

flZ/p/ifl-Methylfentanyl 2 No change

f/Z/p/ifl-Methylthiofentany] 2 No change

«Z/;Z)«-Mcthyltryptaminc (AMT) 25 No change

«ZpZ;«-Pyrrolidinobutiophenone (a-PBP) No change15

aZ/;Z?a-Pyrrolidinopentiophenone (a-PVP) No change15

Aminorex 25 No change

Benzylmorphine 2 No change

Bctacetylmethadol 2 No change

beta-l lydroxy-3-mcthyirenlanyl 2 No change

Z>e/a-Hydroxyfentanyl No change2

Betameprodine No change2

Betaprodine 2 No change

Bufotcnine 3 No change

Cathinone 70 No change

Codeine methylbromide 5 No change

Codeine-ZV-oxide No change200

Desomorphine No change5

Diethyltryptamine 25 No change

Difcnoxin 50 No change

Dihydromorphine 3,990,000 No change

Dimethyltryptamine 35 No change

Dipipanone No change5

Fenethylline No change5

gawwa-Hydroxybutyric acid 70,250,000 No change

Heroin 25 No change

Hydromorphinol 2 No change

Hydroxypcthidine 2 No change

Ibogaine No change5
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Lysergic acid diethylamide (LSD) 35 No change 

Marihuana 650.000 No change 

Mescaline 25 No change 

Methaqualone 10 No change 

Methcathinone 25 No change 

Methyldesorphine 2 No change 

Methyldihydromorphine 2 2 No change 

Morphine methylbromide 5 No change 

Morphine methylsulfonate 5 No change 

Morphine-N-oxide 175 No change 

N-(1-Adamanty1)-1-penty1-1H-indazole-3-carboxamide (AKB48) 15 No change 

N-(1-Amino-3,3-dimethyl-l-oxobutan-2-y1)-1-pentyl-1H-indazole-
3-carboxamide (ADB-PINACA) 

15 No change 

N-(1-Amino-3-methyl-l-oxobutan-2-y1)-1-(4-fluorobenzy1)-1H-
indazole-3-carboxamide (AB-FUBINACA) 

1 5 No change 

N,N-Dimethylamphetamine 25 No change 

Naphthylpyrovalerone (naphyrone) 15 No change 

N-Benzylpiperazine 25 No change 

N-Ethyl-1-phenylcyclohexylamine 5 No change 

N-Ethylamphetamine 24 No change 

N-Hydroxy-3,4-methylenedioxyamphetamine 24 No change 

Noracymethadol 2 No change 

Norlevorphanol 52 No change 

Normethadone 2 No change 

Normorphine 18 No change 

para-Fluorofentanyl 2 No change 

Parahexyl 5 No change 

Phenomorphan 2 No change 

Pholcodine 2 No change 

Properidine 2 No change 

Psilocybin 30 40 

Psilocyn 30 50 

Quinolin-8-yl 1-(5-fluoropenty1)-1H-indole-3-carboxylate (5-
fluoro-PB-22; 5F-PB-22) 

15 No change 

Quinolin-8-yl 1-penty1-1H-indole-3-carboxylate (PB-22; QUPIC) 15 No change 

Tetrahydrocannabinols 491,000 No change 
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Lysergic acid diethylamide (LSD) No change35

Marihuana 650,000 No change

Mescaline 25 No change

Methaqualone 10 No change

Methcathinone 25 No change

Methyldesorphine No change2

Methyldihydromorphine No change2

Morphine methylbromide No change5

Morphine methylsulfonate 5 No change

Morphine-A'-oxide 175 No change

N-( 1 -Adamantyl)- 1 -pentyl- 1 //-indazole-3-carboxamide (AKB48) 15 No change

N-( l-Amino-3,3-dimethyl-l-oxobutan-2-yl)-l -pentyl- 1 /7-indazole-

3-carboxamidc (ADB-PINACA)
15 No change

N-( 1 -Amino-3-methy1- 1 -oxobutan-2-y 1 )- 1 -(4-fluorobenzyl )- 1 H-

indazole-3-carboxamide (AB-FUB1NACA)
No change15

A,A-Dimethylamphetamine 25 No change

Naphthylpyrovaleronc (naphyrone) 15 No change

A-Benzylpiperazine 25 No change

iV-Ethyl- 1 -phenylcyclohexylamine 5 No change

iV-Ethylamphctaminc No change24

A-Hydroxy-3,4-methylenedioxyamphetamine No change24

Noracymethadol 2 No change

Norlevorphanol 52 No change

Normcthadonc 2 No change

Normorphine 18 No change

para-Fluorofentanyl No change2

Parahexyl No change5

Phenomorphan 2 No change

Pholcodinc 2 No change

Properidine 2 No change

Psilocybin 30 40

Psilocyn 30 50

Quinolin-8-yl l-(5-fluoropentyl)-l//-indole-3-carboxylate (5-

fluoro-PB-22; 5F-PB-22)
15 No change

Quinolin-8-yl 1 -pentyl- l//-indole-3-carboxylate (PB-22; QUPIC) 15 No change

Tetrahydrocannabinols No change491,000
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Thiofentanyl 2 No change 

Tilidine 10 No change 

Trimeperidine 2 No change 

Schedule II 

1-Phenylcyclohexylamine 3 No change 

1-Piperidinocyclohexanecarbonitrile 3 No change 

4-Anilino-N-phenethyl-4-piperidine (ANPP) 2,687,500 No change 

Alfentanil 17,625 No change 

Alphaprodine 3 No change 

Amobarbital 9 No change 

Amphetamine (for conversion) 18,375,000 No change 

Amphetamine (for sale) 49,000,000 No change 

Carfentanil 19 No change 

Cocaine 240,000 No change 

Codeine (for conversion) 68,750,000 No change 

Codeine (for sale) 46,125,000 No change 

Dextropropoxyphene 19 No change 

Dihydrocodeine 100,750 No change 

Diphenoxylate 750,000 1,288,750 

Ecgonine 144,000 174,375 

Ethylmorphine 3 No change 

Fentanyl 2,108,750 No change 

Glutethimide 3 No change 

Hydrocodone (for conversion) 0 137,500 

Hydrocodone (for sale) 99,625,000 No change 

Hydromorphone 6,750,000 No change 

Isomethadone 5 No change 

Levo-alphacetylmethadol (LAAM) 4 No change 

Levomethorphan 195 No change 

Levorphanol 2,000 4,625 

Lisdexamfetamine 23,750,000 No change 

Meperidine 6,250,000 No change 

Meperidine Intermediate-A 6 No change 

Meperidine Intermediate-B 11 No change 

Meperidine Intermediate-C 6 No change 

Metazocine 19 No change 

Methadone (for sale) 31,875,000 No change 
Methadone Intermediate 38,875,000 No change 
Metham hetamine 2 811 375 No change 

1 1 
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Thiofentanyl No change2

Tilidine 10 No change

Trimeperidine 2 No change

Schedule II

1 -Phenylcyclohexylamine No change3

1-Piperidinocyclohexanccarbonitrilc 3 No change

4-Anilino-/V-phenethyl-4-piperidine (ANPP) 2,687,500 No change

Alfentanil 17,625 No change

Alphaprodine No change3

Amobarbital 9 No change

Amphetamine (for conversion) 18,375,000 No change

Amphetamine (for sale) 49,000,000 No change

Carfentanil No change19

Cocaine 240,000 No change

Codeine (for conversion) 68,750,000 No change

Codeine (for sale) 46,125,000 No change

Dextropropoxyphene No change19

Dihydrocodcine 100,750 No change

Diphenoxylate 750,000 1,288,750

Ecgonine 144,000 174,375

Ethylmorphine No change3

Fentanyl 2,108,750 No change

Glutethimide 3 No change

Hydrocodone (for conversion) 0 137,500

Hydrocodone (for sale) No change99,625,000

Hydromorphone 6,750,000 No change

Isomethadone 5 No change

Levo-alphacetylmethadol (LAAM) 4 No change

Levomethorphan No change195

Lcvorphanol 2,000 4,625

Lisdcxamfetamine 23,750,000 No change

Meperidine 6,250,000 No change

Meperidine Intermediate-A No change6

Meperidine Intermediate-B 11 No change

Meperidine Intermediate-C 6 No change

Metazocine 19 No change

Methadone (for sale) No change31,875,000

Methadone Intermediate 38,875,000 No change

Methamphctaminc 2,811,375 No change
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[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription product; 
1,500,000 grams for methamphetamine mostly for conversion to a schedule III product; and 61,375 
grams for methamphetamine (for sale)] 

Methylphenidate 96,750,000 No change 

Morphine (for conversion) 91,250,000 No change 

Morphine (for sale) 62,500,000 No change 

Nabilone 30,375 No change 

Noroxymorphone (for conversion) 17,500,000 No change 

Noroxymorphone (for sale) 1,262,500 No change 

Opium (powder) 112,500 No change 

Opium (tincture) 625,000 No change 

Oripavine 22,750,000 27,625,000 

Oxycodone (for conversion) 9,250,000 No change 

Oxycodone (for sale) 149,375,000 No change 

Oxymorphone (for conversion) 25,000,000 No change 

Oxymorphone (for sale) 7,750,000 No change 

Pentobarbital 35,000,000 No change 

Phenazocine 6 No change 

Phencyclidine 19 No change 

Phenmetrazine 3 No change 

Phenylacetone 67,000,000 45,750,000 

Racemethorphan 3 No change 

Remifentanil 3,750 5,875 

Secobarbital 215,003 No change 

Sufentanil 6,255 No change 

Tapentadol 17,500,000 No change 

Thebaine 145,000,000 No change 

List I Chemicals 

Ephedrine (for conversion) 1,000,000 No change 

Ephedrine (for sale) 3,000,000 No change 

Phenylpropanolamine (for conversion) 44,800,000  No change 

Phenylpropanolamine (for sale) 5,300,000 No change 

Pseudoephedrine (for conversion) 5,000 No change 

Pseudoephedrine (for sale) 192,000,000 224,500,000 

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 
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[1,250,000 grams of /evo-dcsoxycphcdrine for use in a non-controlled, non-prescription product;

1,500,000 grams for methamphetamine mostly for conversion to a schedule III product; and 61,375

grams for methamphetamine (for sale)]

Methylphenidate No change96,750,000

Morphine (for conversion) 91,250,000 No change

Morphine (for sale) 62,500,000 No change

Nabilone 30,375 No change

Noroxymorphone (for conversion) No change17,500,000

Noroxymorphone (for sale) 1,262,500 No change

Opium (powder) 112,500 No change

Opium (tincture) 625,000 No change

Oripavine 22,750,000 27,625,000

Oxycodone (for conversion) 9,250,000 No change

149,375,000Oxycodone (for sale) No change

Oxymorphone (for conversion) 25,000,000 No change

Oxymorphone (for sale) No change7,750,000

Pentobarbital 35,000,000 No change

Phenazocinc 6 No change

Phencyclidine 19 No change

Phenmetrazine No change3

Phenylacetonc 67,000,000 45,750,000

Racemethorphan 3 No change

Remifentanil 3,750 5,875

Secobarbital No change215,003

Sufentanil 6,255 No change

Tapentadol 17,500,000 No change

Thebaine No change145,000,000

List I Chemicals

Ephedrine (for conversion) 1,000,000 No change

Ephedrine (for sale) No change3,000,000

Phenylpropanolamine (for conversion) 44,800,000 No change

Phenylpropanolamine (for sale) 5,300,000 No change

Pseudoephedrine (for conversion) 5,000 No change

Pseudoephedrine (for sale) 192,000,000 224,500,000

The Deputy Administrator further proposes that aggregate production quotas for all

other schedule I and II controlled substances included in 21 CFR 1308.1 1 and 1308.12

12

Page 378Vol. I Vol. I



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 2014 aggregate production 

quotas and assessment of annual needs as needed. 

Comments 

Pursuant to 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 any adjustment of 

2014 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: 

Thomas M. Harrigan, 
Deputy Administrator. 

13 
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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 2014 aggregate production

quotas and assessment of annual needs as needed.

Comments

Pursuant to 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 1515.11(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

2014 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 1303.1 1(c) and 1315.11(f).

Dated:

Thomas M. Harrigan,

Deputy Administrator.

13
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DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-378] 

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, PSettdoephedrIne, and 
Phenylpropanolamine for 2014 

AGENCY: Drug Enforcement 
Administration (DEAL Department of 
Justice. 
ACTION: Notice with request for 
comments. 

SUMMARY: The Drug Enforcement 
Administration proposes to adjust the 
2014 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 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 he postmarked. on or before July 
14, 2014. Commenters should be aware 
that the electronic Federal Docket 
Management System will not accept 
comments after midnight Eastern Time 
on the lest day of the comment period. 
ADDRESSES: To ensure proper handling 
of comments, please reference "Docket 
No. DEA-378' on all electronic and 
written correspondence. The DEA 
encourages that all comments be 
submitted electronically through the 
Federal eRulemaking Portal at http:// 
www.regulationssov. Paper comments 
that duplicate electronic submissions 
are 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: 
Ruth A. Carter, Office of Diversion 
control, Drug Enforcement 
Administration, 8791 Morrissette Drive, 
Springfield, Virginia 22152. Telephone: 
(202) 598-6812. 
SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 
All comments received are considered 

pat of tl e public record and will be 
made available for public inspection 

online at hap://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 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 littp:// 
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 
fur each basic class of controlled 
substance listed in schedules I and II 
and for the list I chemicals ephedrine, 
pseneheephedrine, 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. It, 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 2014 in the 
Federal Register (78 FR 55009) on 
September g, 2013. That notice 
stipulated that, in accordance with 21. 
CFR 1303.13 and 1315.a3, all aggregate 
production quotas and assessments of 
annual need are subject to adjustment. 

Analysis for Proposed Adjusted 2019 
Aggregate 'Production Quotas and 
Assessment of Annual Needs 

The DEA proposes to adjust the 
established 2014 aggregate production 
quotas for certain schedule I and II 
controlled substances to be 
manufactured in the United States In 
2014 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 2014 assessment 
of annual needs for the list I chemicals 
ephedrine, pseudoephedrine. and 
phenylpropanolamine to be 
manufactured in and imported to the 
United States in 2014 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 6 controlled 
substances and assessment of annual 
needs for ephedrine, pseudoephedrine, 
and phenylpropanolamine by 
considering: ft) 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 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 
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online at hffp./Avwtv.reguIafions.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

The DEA published the establishedDEPARTMENT OF JUSTICE

Drug Enforcement Administration

(Docket No. DEA-378]

Proposed Adjustments to the
Aggregate Production Quotas for

Schedule I and II Controlled
Substances and Assessment of
Annual Needs for the List I Chemicals
Ephedrlne, Pseudoephedrlne, and
Phenylpropanolamine for 2014

AGENCY: Drug Enforcement
Administration (DEA), Department of
Justice.

ACTION: Notice with request for
comments.

aggregate production quotas for
schedule [ and II controlled substances
and established assessment of annual
needs for the list f chemicals ephedrine
pseudoephedrine. and
phenylpropanolamine for 2014 in the
Federal Register (78 FR 550Q9) on
September 9, 2013. That notice
stipulated that, in accordance with 21
CFR 1303.13 and 1313.13, all aggregate
production quotas and assessments of
annual need are subject to adjustment.phrase "PERSONAL IDENTIFYING

INFORMATION" in the first paragraph
Analysis for Proposed Adjusted 2014
Aggregate 'Production Quotas and
Assessment of Annual Needs

The DEA proposes to adjust the
established 2Q14 aggregate production
quotas for certain schedule I and II
controlled substances to be
manufactured in the United States In
2014 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 tho established 2014 assessment
of annual needs for the list I chemicals
ephedrine, pseudoephedrine, and
phenylpropanolamine to be
manufactured in and imported to the
United States in 2014 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, pscudoephedrine,
and phenylpropanolamine by
considering: (lj 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 Ihe rate of
net disposal of the class or chemical by
registrants holding individual
manufacturing quotas for the class: (2)
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 fur that class or
chemical can be met through existing
inventories, increased individual
manufacturing quotas, or increased

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

summary: The Drug Enforcement
Administration proposes to adjust the
2014 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 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

phrase "CONFIDENTIAL BUSINESS
INFORMATION" in the first paragraph
of your comment. You must also
prominently identify Ihe confidential
business information to bo redacted
within Ihe comment. Ifa 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.reguIations.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. •

k must be postmarked, on or before July
14, 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-378" on all electronic and
written correspondence. The DEA
encourages that all comments be
submitted electronically through the
Federal eRulemaking Portal at http://
www.reguiations.gov. Paper comments
that duplicate electronic submissions
are 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, 0701
Morrissette Drive, Springfield. Virginia
22152.

FOR FURTHER INFORMATION CONTACT:

Ruth A. Carter, Office of Diversion
Control, Drug Enforcement
Administration, 87U1 Morrissette Drive,
Springfield, Virginia 22152, Telephone:
(202) 59B-E812.
SUPPLEMENTARY INFORMATION:

Posting of Public Comments

, All comments received are considered
part of the public record and will be
made available for public inspection

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 1 and il
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 pi. 0 subpt. R, App.
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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, es the 
Deputy Administrator finds relevant. 

The DEA also considered updated 
information obtained from 2013 year-
end inventories, 2013 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 olhor 
pertinent information. In determining 
the proposed adjusted 2014 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 2014 
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 
O.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 IDEA 
expects that maintaining this reserve in 
bertain 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. Tfie•DEA does 
not anticipate utilizing the reserve in 
the absence of these circumstances. 

The Deputy Administrator, therefore, 
proposes to adjust the 2014 aggregate 
production quotas for certain schedule I 

• and II controlled substances and 
assessment of annual needs for the list 
I chemicals ephedrine. 
pseudoephedrine, and 
phenylpropano 'amine. expressed in 
grams of anhydrous acid or base, as 
follows: 

Basic class 

Schedule I 

(1-Pentyl-IH-indol-3-y0(2,2,3,3Aetramelhylcyclopropylmelhanone (UR-144)  
-(5-Fluoro-penty1)-1 H-Indo1-3-81)(2.2,3,3-telramethylcyclopropygmethenone (XLI111)  

1-(1,3-13enzodioxol-511)-2-(mathylarnino)butan-l-one (bulytone)  
1-(1,3-8enzodbxo1-5.y1}2-(mothylannino)pantan-1-ore (pentylone)  
1-(1-Phenylcyelohexyl)pyrrolidine  
1-(5-Fluoropenty1)-3-(1-naphlhoyhindole (AM2201)  
1(5-Fluoropenty1)-3-(2.1odebenzoyhindola (AM694)  
111.(2-Thienyncyclehexylpiperidine .  
1(2-(4-Morpholinyl)ethyg-3-(1.naphthoy0indole (JWH-200)  
1 -Butyl-3-(1-naphthoynindole (dW11.073)  
1-Gyclohexy1elhyl.312-melhoxyphenylacelygindole (518-18 and RG5.8)  
1-Hany1-3-(1.naplithoyl)indole (JWIR-019)  
1.Mathyl-4-phenyl-4-propionoxypiporidina  
1.pentyr.3-(1-naphthoynindola (JWH-018 and AM678)  
1-Perity1.3-(2-chlorophanylacelyginclole (JWH-203)  
1-Penty1.3-(2-methoxyphenylecety8indole (JWH-250)  
1-Penty1-3-(4-chloro-1-naphthoandelo (JWFI-396)  
1-Ponly1-3-(4-methyl-1-naphthoyl)Indole (JWFI 122)  
1-Penly1-31(4-rnethoxy).benzoyljindole (SR-19, RCS-4)  
1-Penly1-3-(1-(4-rnethonynaphthoy1)(indole (JWH-081)  
2-(2,5-Dimelhoey-4-nr propylphanytethanamine (20-P)  
2-(2,501melhoxy.4-ethylphenyholhanamine (20-E)  
2-(25-DIcnolhoxy-4-methylphenyl)elhanamine (2C-D)  
2-(2,5.DImelhoxy.4.niiro-Phecyl)elhanamine (2C-N)  
2-(25-Dimelhoxyphenyljethanamine (2G-H)  
2-(4-Bromo-2,5-dimethoxyphany1)-N-(2-methoxybenzygethanamine (2513-11130Me; 20-B-NBOMe; 25B: Gimbi 

36). 
2-(4-01nNro-2.5-dimethoxypbenyoethanemine (2G-C)  
2-(4-Chloro.2.5<limethoxyphenyl)-N-(2-methoeybenzyhethanamlne (25C-NBOMe; 2C-C-N00Me: 250; 

Cimb1-82). 
2-(44cdo-2,5-climelhoxyphenyOethenamlne (2c-I)  
2.(4-lodo.2.5-dimethoxyphen0)-N-(2.melhoxybenzyhethanarnine (251.11110Me; 20-14400Me: 251; Cimbl-5) 
2-(Methylamlno)-1-plienylpentan-1-one fpentedrone)  

\Nem,. 2 5-1Imethexr4.ethylamphetamine (DOET)  
2,5-Climethoxy-4-n-propylthiophenethylarnine  

Previously 
established 

2014 quotas 
(9) 

Proposed 
adjusted 2014 

quotas 
(9) 

15 No change. V 
15 No change. ✓ 
15 No change. 
15 No changa ✓ 
10 No change./ 
45 No change./ 
45 No change./ 
15 No change./ 
45 No change,/ 
45 No change. ),
45 No change..--
45 No change./ 
2 No change.V 

45 No change. ✓ 
45 No change. I 
45 No change./ 
45 No change..? 
45 No change./ 
45 No change./ 
45 No change. V 
30 No change,/ 
30 No ctange.,/ 
30 No change.,/ 
30 No change.-C 
30 No change,/ 
15 No change. ,/ 

30 No change./ 
15 No changed 

30 No Change. V' 
15 No change.i./ • 
15 No changeat 
25 No change
26 No change. ✓ 
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Basic class 

2,5-Dirnethoxyamphelamine  
214-(Eihylthio)-2,5-dimethoxyphenyllethanamine (2C-T-2)  
2-14-(lsopropylthio)-25-dimethoxyphenyljelhanarrine (2C-T-4)  
3,4,5-Trimethoxyamphetamine  
3,4.Methylenedioxyamphetarnine (MDA)  
3,4.Methylenedioxymethamphetamlne (MDMA)  
3.4-Mothylenedioxy-N-ethylampho amino (MDEA) .. 
3,4.Metnylonedioxy-N.meihylcathinone (methylone)  
24.Methylenedioxypyrovalerone (MDPV)  
3-Fluoro.N.methylcathinone (3-FMC)  
34,1ethyllentanyl  
3.Methylthiolentanyl  
4-Bromo.2,5-dimelhoxyamphelamine (DOB)  
445romo.2,5-dimelhoxyphenethylarnine (2-CB)  
4.Fluoro.Atmethylcathinone (4-FMC)  
4-Mathoxya mphet amine  
4-Methyl-25-dimelhoxyamphotamlne (DOM)  
4-Mothylaminores  
4-Methyl-APelhylcathinone (4-MEG)  
4.Methyl-APmethylcathinonci (mephedrone)  
4-Methyl-a-pyrrolklinoproptipphenone (4.MaPPP)  
5.(1,1.Dimethylhepty1).24(1)7,35).3.hydroxycyclohexyll-phonol  
5.(1,1-Dimethylocty1).21(18,35)-3.hydroxycyclohexyll-Phenot (cannablcyclohepanot or CP-47,497 CS-homo-

log). 
5-Methoxy-3.44nethylenedioxyamPhelamine  
5.Melhexy-N,N.thisopropyltryptamine  
5.Mathoxy-N,N.dimethylltyptarnine  
Acetyl.a/pha-methyllenlanyl  
Acetyldthydrocodoine  
Acmylmethadol  
Allylprodine  
Alphacetylmelhadol  
alpha-Ethyllryptamine  
Alph m p d'  
Alphamethadot  
alphe.Melhyllentanyl  
alpha-Melhylthictlentanyl  
alpha-Melhyltryplamine (AMT)  
alpha-Pyrrolidinobutiophenone (-POP)  
alpha.Pyrrolidinopentlophenone (a-PVP)  
Amlnorex  
BenzylmorphIne  
Belacetylmethaolol  
beta-Hydroxy.3-melhyllenlanyl  
bela-Ilydroxylentanyl  
Batarceprodlno .  
Botaprocline  
Bufotenine  
Cathincne  
Codeine methylbramicle  
Codeine.N-oxide  
Desomorphine  
Dielhyltryptamine  
Dilenoxin  
Dihydromorphine  
Dimethyltryptamine  
Dipipanone  
Fenethylline  
gamma-Nydraxybutyric acid  
Heroin  
Hydrorncrphinol  
Hydroxypethidine  
Itaagalne  
Lysergic acid dlethylamide (LSO)  
Marihuana  
Mescaline  
Melhaqualona  
MelhcathInone  
Methyldesorphine  
Methyldihydromorphine  
Morphine melhylbromide  

Previously 
established 
2014 quotas 

(g) 

2 
3 
3 
2 
5 
5 
4 
5 
3 

2 
2 

10 
2 
2 
1 
4 
1 
6 
5 

Proposed 
adjusted 2014 

quotas 
(2) 

No change.V 
No change.V 
No change V 
No change.," 
No change.p/ 
No change./ 
No change., 
No change.-7
No change./ 
No change..., " 
No change,/ 
No change./ 
No change./ 
No change./ 
No change.V 
No change./ 
No change../ 
No change.V 
No chewy 
No change. V 
No change. ✓ 
No change. V 
No change...." 

2 No change.j 
2 No change.u.-
2 No change.✓ 

No change. vt
No rAange.k7 
No change.V 
No change..." 
No change.V 

2 No change./ 
No change.•-"' 
No change......--
No change.t/ 
No change.; -

2 No change....-
1 No change,/ 
1 No change.t./ 
2 No change.1.---

No change..---
No change. I..--
No change..., " 
No change...." 
No change...,
NO change.../, 
No Mange.

7 No change."' 
No change./ 

20 No change..7
No change:" 

2 No change../ 
5 Na change. ✓ 

3.9900 No change,/ 
3 No change..."-'

No change.- -
No change../ 

70.250,00 No change...-. 
2 No change,' 

No change.," 
No change...-
No change,/ 

650.0003 NoNo coonaannogoe.t.Vt____ 

25 No change,-
10 No change,/ 
25 No change,/ 
2 No change., 
2 No change.v 
5 No change. / 
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Previously

established
2014 quotas

Proposed
adjusted 201 4

quotasBasic class

(S)

25 No change./
30 No change./
30 No change. /

25 No change./
55 No ehange../

50 No change./
40 No change,/
50 No change,/
35 No change./
15 No change,/

2 No changer/"
2 No change.)/

25 No change./
25 No change./"
15 No change.)/

100 No change./
25 No change-/

25 No change./

15 No change./

45 No change. \f

15 No change, v--

66 No change. \s

53 No change./

25 No change./"
25 No change.1-'

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 No change./

15 No change./
25 Wo change. \/

2 No charge. /

2 No change./"

2 No change./

2 No change./

2 No change./

2 No change/
3 No change/

70 No change./
5 No change./

200 No charge./
5 No change/

25 No change./
50 No charge. /

3.990,000 No charge./,

35 No change./
5 No change./

5 No change./
70.250,000 No change. /

25 No change/

2 No change./
2 No change./

S No change./

35 No Change./

G SO, 000 No change. /*
25 No change./

10 No change./
25 No change./

2 No change, /

2 No change./

5 No change. /

2,5-Dimethoxyamphelamine 	 	 	

2-l4-(Bhylthio)-2,5-dimethoxyphenylJethananiirie (2C-T-2) 	 	

2-[4-(lsopropylthio)-2,5-dimethoxyphenyl|elhanair.inc (2C-T-4) 	

3,4,6-Trimethoxyamphetamine 	 	

3,4-Mcthylenedioxyamphetamine (MDA) 	 	 	 	

3,4-Methylenedioxymethamphetamlne (MDMA) 	 	

3.4-Melhylenedioxy-N-ethylamphelamino (MDEA) 		 	 		 	

3,4-Methyloredioxy-W-melhylcathinone (methylone) 	 	 	 	

3,4-Methyleredioxypyrovalerone (MDPV) 	 			 		

3-Fluoro-iV-methylcathinone (3-FMC) 	 		 	

gtMethylfentanyl 		 	

3-Melhyithio)entany	l	 		 		 		

4-Bromo-2,5-dime1hoxyamphetamine (DOB) 	
4-Bromo-2,5-dimelhoxyphenethylamine (2-CB) 	 	
4-Fluoro-JV-rrethylcathinone (4-FMC) 	 		 	 		

4-Methoxyamphetarrine 	 	 	

4.M9thy!-2,5-dimolhoxyamphotamine (DOM) 	 	

4-Moihylaminorex 	 	 	

4-Methyl-N-ethyleathinone (4-MEC) 	 	
4-Methyl-N-methylcalhinono (mephedrone) 	

4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) 	 	 	

5-(1.1-Dimethylheptyl)-2-[(lfl,3S)-3-hydroxycyclohexyl]-phenol 	
5-(1,1-Dimethyioetyl)-2-({1fl,3S)-3-hydroxycyclohexyl|-phenot (cannablcyclohexanol or CP-47,487 C8-homo-

tog).
5-Melhoxy-3,4-methylenedioxyamphelamine .

S-Melhbxy-W,W-diisopropyltryplamine 	

S-Methoxy-iV.iV-dimelhyllryptamlre 	

Aeetyl-a/pha-methyllenlanyl 	
Acetyldihydrocodeins 	

Acetylmethadol 	

Allylprcdine 	
Alphaeotylmeihadol 	
a(pha-Ethyllryptamine 	

Alphameprodina 	 	 	

Alphamethadol' 	
alphs-Melhyllentaryl 	 		

a/pha-Melhylthiofentanyl 	
afpha-Melhyitryptamine (AMT) 	
a/pha-Pyrrolidirobutiophenpne (n-PBP) 	

a/pha-Pyrroliduiopenliaphenone (a-PVP) 	

Amlrorex 	 		

Benzylmorphlnc 	

Betacetyimeihadol 	 	

6eta-Hydroxy-3-melhyilentany[ 	

Oera-llydroxylentanyl 	

Bstarr.eprodlno 				
Botaprodine 	
Bufotenine 	

Cathircne 	 		

Codeine methytbromide 	

Codeine-N-oxide 	

Desomorphine 	
Oielhyltiyplamine 	

Dilenoxin 		

Dihydromorphine 	

Dimethyltr/ptamine 	
Oipipanone 		

Fenethyllire 	 		

gamma-Hydroxybutyric acid 	 	
Heroin 	
Hydremorphinol 	
Hydroxypethldine 			 	

Ibagalne 	
Lysergic acid diethylamide (LSD) 	
Marihuana 	 	

Mescaline 	
Methaqualone 	 	 	
Melhealhlrtone 	 		 	

. Melhyldesorphine 	 	
Mcthyldihydromorphine 	

Morphine melhylbromide 	 	
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Basic class 

Previously 
established 

2014 quotas 
(9) 

Proposed 
adjusted 2014 

quotas 
(0) 

Morphine methylsullonate  
Morphine-N-oxide  
N.(1-Adamenty1)-1-penty1-1H-indazole-3-carboxamide (AKE1413)  

-Amino-3,3-dimethyl-l-mobutam211)-1-pentyl-1H-indaZole-3-carboxamide (ADS-PINACA)  
1V11-Amino.3-methyl-1-oxobutan-211)-1-(4-fluorobenzyl)-IN-indazole-3-carboxamide (AB-FUBINACA)  
NN-Dimethylarnphetamine  
Naphthylpyroyalerone (naphyrone) .. 
N-Bonzylninerazine  
N-Ethyl-l-phenylcyclohoxylamine  
N-Ethylamphetamine  
N-Hydroxy-3,4.methylenechoxyamphetarnIne  
Noracymethadol  
Norlevorphanol  
Normelhadone  
Normorphirie 
para-Fluorofentanyl  
Parahexyl  
Phonomorphan  
Pholcodine  
Properidine.  
Psilocybin  
Psilocyn  
Ouinolin-6111-(541uoropenly1)-1/Cinclote.3-carboxylate (5-fluoro.P13-22: 5F-PB-22)  
Ouinolin-8111-penty1-1/1-indole-3-carboxylate (PB-22; OUPIC)  
Tetranydrocarmabinols  
Thiotentanyl  
TIMM 
Trimeperidine  

1 

2 
1 
2 

2 
2 

5 

1 

3 
3 

491,00 

No change.✓ 

No change../ 
No change, 
No change,/ 
No change. ✓ 
No change./ 
No change.✓ 

No change. ✓ 
No change.v 
No change.✓ 

No change..✓ 

No change./ 
No change.✓ 

No change./ 
No change 
No change.✓ 

No change./ 
No change./ 
No change. v 
No change./ 
40 
50 , 
No change:,
No change-v.
No change.✓ 

No change. 
No change,. 
No changes 

Schedule II 

1-PhenylcyclohexylamMe 
%%me 1-Piperf dinocyclohexanecarbonitrile  

4-A T -N-ph hyl-4-p'p d' (ANPP)  
Allentanil  
AlphaprodMe  
Amobarbital  
Amphetamine (for conversion)  
Amphetamine (for sale)  
Cadentanil  
Cocaine  
Codeine (ler conversion)  
Codeine (for sale)  
Dextropropoxyphene  
Dihydrocodeine  
Diphenoxylale  
Ecgonine  
Ethylmorphina  
Fentanyl  
Glutethimide  
Hydrocodone (tor conversion)  
Hydrocodone (for sale)  
Hydromorphone  
Isomethadone  
Levo-alphacetylmethadol (LAAM)  
Levomethorphan  
Levorphanol  
Lfsdexamfetarnine  
Mop eridine  
Meperidine Intermediate-A  
Meperidine Intermediate-0  
Meperidine Intormediale-C  
Metazocine  
Methadone (for sale)  
Methadone Intermediate  
Methamphetamine  

3 
2.687,500 

17,625 
3 
9 

18,375,000 
49 000,000 

19 
240,000 

60,750,000 
46,125,000 

19 
100,750 
750,000 
144,000 

3 
2.106,750 

3 
0 

99.625,000 
6,750,000 

5 
4 

195 
2.000 

23.750.000 
6,250.000 

6 
11 

6 
19 

31 875,000 
3E1,875,000 
2011 375 

No change.V 
No change,/ 
No change. ✓ 
No change,/ 
No change/ 
No chance../ 
No change.v 
No change. ✓ 
No change. ," 
No change.z-
No change. ✓ 
No change.v 
No change.V 
No change•V 
1.288.760 ✓
174,375 " 

No change. ff 
No change.✓ 

No change.v/
137,500 ✓ )fl7, Ci%0 
No change..✓ 

No change,/ 
No change. ✓ 
No change. ✓ 
No change,-
4.625 - 1-7^o 
No change. ✓ 
No change.....--
No change.' 
No change. v 
No change. / 
No change./ 
No change. ✓ 
No change.✓ 

No change./ 

[1,250,000 grams of reyo-desoxyephodrfne for use In a non.conttol d, non-proscnotion product; 1800,000 grams lor metham helamine mostly 

for conversion to a schedule III product; and 61.375 grams for methamphetamine (for sale)] 

Methylphenidate   96,750000 No change.✓ 

Morphine (for conversion)   91,250.000 No change./ 
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Proposed

adjusted 2014
Previously
established

2014 quotas

V

Basic class quotas

(9) (9)

5 No change./

175 Nochange./

15 No change.-'
15 Nochange./
15 No change. /
25 No change.*'
15 No change. v"
25 No change. /

5 No change.*
24 Nochange./

24 No change.-/

2 No change./'
52 No change./

2 No change.-/

18 No change./

2 No change./
5 No change.-'
2 No change./

2 No change. *-
2 No change./

Morphine methylsullonatc 	 	 	 	

Morphine-W-oxide 	 	
N-(i-Adamantyl)-1-p6ntyi-lH-indazotc-3-carboxamide (AKB48) 	

N-(1-Amino-3,3-dimethyl-1-oxobutan-2-yl)-VpentyMH-indazole-3-carboxamide (ADB-PINACA) 	

N-(1-Amino-3-melhyM-oxobutan-2-yl)-1-(4-tluoro>benzyl)-1 W-irdazole-3-carboxamide (AB-FUBINACA)
W.N-Dimethylamphetamino 	 	 		

Naphlhylpyrovalerone (naphyrone) 	 	 	

N-B6raylpipera2ine ......	 		

W-Elhyi-1 -phenylcyclohoxylamine 	 	

W-Ethylamphetamine 	

N-Hydroxy-3,4-methylenediQxyamphetamire 	 	

Noracymethadol 	 	

Norlevorphanol 	 	

Normethadone 	 	

Normorphirie 	-	 		 		 	
para-Fiuoroferitanyl ...'.	 		 	 —

Parahexyl 	 	 	 	

Phcnomorphan 	 	 	 	

Pholcodine 	 	

Properidire 	 	 	 	

Psilocybin 	 	 	 		

Psilocyn 	 	 		 	

Quirolin-8-yl i-(5-lluoropertyl)-lty-lndole-3-carboxylate (5-fluoro-PB-22; SF-PB-22) 	 :	
Ouinolin-8-yl l-pentyl-IH-indole-3-carboxylata (PB-22; QUPIC) 	
Tetrahydrocannabinols 		 			 	

TOo/entenyl 	 				 		 	

niidlne 	 	
Trimeperidine 	 	 	

3D 40 -

30 50 „

15 Nochange.-'

15 No change..'
491,000 No change/

2 No charge.*

10 No charge*
2 No changes

Schedule ii /

3 Nochange.i/
3 No changes

2,687,500 No change. -/
17,625 No change./

3 No change./
9 No change, z'

18,375,000 No change./

49,000,000 Nochange.i'
19 No change. /

240,000 No change./
68,750,000 Nochange./
46,125,000 No change.*

19 Nochange./
100,750 Nochange./'
750,000 1.288.760 /
144,000 174,375

3 Nochange/

2.106,750 Nochange/
3 No change.'''
0 137.500 /

99.625,000 No change.../
6,750,000 No change.-/

5 Nochange./
4 No change. /

195 No change.v

2.000 4.625 -
23.750.000 No change. /

6,250.000 No charge, v.'
6 Nochange/

11 Nochange. i'
6 Nochange.'

19 Nochange./
31,875,000 Nochange./
38,875,000 Nochange./

2,811,375 No change/

1-Phenyleyclohexylamine 	 	

1 1 •PipendinocyclohcxanecarBonilrile 	
1^ 4-Anilino-N-phenethyl-4-piperidine (ANPP)

Allentanil 	

Alphaprodine 	 	
Amobarbilal 	

Amphetamine (tor conversion) 	

Amphetamine (tor sate) .J	 .....
Cartcrtanil 	

Cocaine 	
Codeine (ter conversion) 	
Codeine (tor sale) 	 	
Dextropropoxyphene 	 	

Dihydrocodeine 		
Diphenoxylate 		

Ecgonine 	 ...

Ethylmorphins 		

Fentanyl 	
Glutethimide 	 		

Hydrocodone (lor conversion) 	
Hydrocotforte (for sale) 	

Hydromorphone 	

Isomelhadone 	
Levo-alphacetylmethadol (LAAM) 	

Levomethorphan 	

Levorphariol 	
Lisdexamfstamire 	

Meperidine 	

Meperidine intermediate-A 	 	

Meperidine Intermediate-B 	 ....
Meperidine Interrrediale-C 	 	

Metazocire 		 	

Methadone (tor sale) 	 	

Methadone Intermediate 	
Melhamphetamine 	 	

> • i

.5

„ /"->o

[1,250,000 grams of fevodesoxyophedr're for use In a non-controlled, non-prcscnption product; 1,500,000 grams lor methampheiamirie mostly
for conversion to a schedule III product; and 61.375 grams lor melhamphetamine (tor sale)] 	 . 	 	

Methytphenidate 	

Morphine (tor conversion)

96,750,000 Nochange."

91,250.000 No change./
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Basic class 
Previously 
eslabliened 

2014 quotas 
(9) 

Proposed 
adjusted 2014 

quotas 
(0) 

Morphine (ler sale)  
Nabilone  
Noroxymorphone (for conversion)  
Norocymorphone (for sale)  
Opium (powder)  
Opium (tincture)  
Oripavine  
Oxycodone (nor conversion)  
Oxycodone (for sale)  
Oxymorphone for conversion)  
Oxymorphone (for sale)  
Pentobarbital  
Phonazocine  
Phencyclidine  
Phenmetrazine  
Phenylacetone  
Flacemethorphan  
Remifentanil  
Secobarbital  
Sideman°  
Tapentadol  
Thebaine  

62,500,000 
30.375 

17,500.000 
1,2E2,500 

112,500 
625,000 

22,750,000 
9,250,000 

149,375.000 
25,000,000 

7,750,000 
35,000,000 

6 
19 

3 
67,000,000 

3 
3,750 

215,003 
.6,255 

17,500;000 
145,000,000 

No change. 
No change:✓ 

No change.'" 
No change./ 
No changer"' 
No change. ya 
27,525,000 -' 
No change.," 
No change. 
No change.u.a 
No change. ✓ 
No change.v 
No change..." 
No change, 
No change.v 
45,/50,000 m 
No change. n..-
5,875 
No change...,
No change. 
No change., " 
No change.r.-

List I Chemicals 

Ephedrine (for conversion)  
Ephedrine (for sale)  

d' Phenylpropanolamine (10r conversion)  
- Pnenylpropanoramine or sale)  

Pseueoephedrine (tar conversion)  
Pseudeephedrine dm sale)  

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 2019 
aggregate production quotas and 
assessment of annual needs as needed. 

Comments 

Pursuant to 21 CFR 1303.11(c) and 
1315.11(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 
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 2014 

\ mom 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(0. 

Dated: June 4, 2014. 
Thomas M. Harrigan, 
DepuiyAdminisirator. 
[FR Doc. WI4-13804 Fit  6-11-14: PIO and 
BILLINO CODE 4410-09-P 

OFFICE OF MANAGEMENT AND 
BUDGET 

Fiscal Year 2014 Cost of Hospital and 
Medical Care Treatment Furnished by 
the Department of Defense Medical 
Treatment Facilities; Certain Rates 
Regarding Recovery From Tediously 
Liable Third Persons 

AGENCY: Executive Office of the 
President, Office of Management and 
Budget. 
ACTION: Notice. 

SUMMARY: By virtue of the authority 
vested in the President by Section 2(a) 
of Pub. B. 07-603 (76 Stet. 593; 42 
U.S.C. 2652), and delegated to the 
Director of the Office of Management 
and Budget by the President through 
Executive Order No.11541 of July 1, 

1,000,000 
3,000,000 

44.800,000 
5,300,000 

5,000 
192,000000 

No change.... 
No change.," 
No change., 
No change.
No change. I." 
224,500,000 o' 

1070. the ates referenced below are 
hereby established. These rates are for 
use in connection with the recovery 
from tortiously liable third persons for 
the cost of inpatient medical services 
furnished by military treatment facilities 
through the Department of Defense 
(DoD). The rates have been established 
in accordance with the requirements of 
OMB Circular A-25, requiring 
reimbursement of the full cost of all 
services provided. The FY14 inpatient 
medical rates referenced are effective 
upon publication of this notice in the 
Federal Register and will remain in 
effect until further notice. Previously 
published outpatient medical and 
dental, and cosmetic suIgery rates 
remain in effect until further notice. 
Pharmacy rates are updated 
periodically. A full disclosure of the 
rates is posted on Doill's Uniform 
Business Office Web site: hap:// 
www.tricare.millock/mcfs/ubamhs_ 
rates.cfm. 

Brian C. Deese, 
Deputy Director. 
IFR Doc. 2014-13681 Mod 6-11-14; 6:45 am! 
arLLINO CODE P 

ota 
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Previously
esiablisrea

2014 quotas

Proposed
adjusted 2014

quotasBasic class

(9) (9)

62.500,000 No change.^
30,375 No change;*''

17,500,000 No change.
1,262,500 No change-/

112,500 No change.
625.000 No change. '

22,750,000 27,625,000 H tio.ooc.
9,250,000 No change.,/

149,375,000 No change.-'
25,000,000 No change,

7,750,000 No change.-^
35,000,000 No change-v-

6 No change.

19 No change. u-

3 No change, v

67,000,000 45,750.000 -

3 No change, v

3,750 5,875 "

215,003 No change.

6,255 No change, c

17,500;000 No change.-'

145,000,000 No change."

Morphine (tor sale) 	

Nabilone 	

Noroxymorphone (tor conversion)

Noroxymorphone (lor sale) 	

Opium (powder) 	

Opium (tincture) 	
Oripavine 	

Oxycodone (tor conversion) 	
Oxycodone (tor sale) 	
Oxymorphone ((or conversion) ....
Oxymorphone (for sale) 	

Pentobarbital 		

Phonazocine 	

Phencyclidine 	

Phenmetrazine 	

Phenylacetone 	

Hacemelhorphan 	

Pemitentanil 	 	

Secobarbital 	

Sufentanil 		

Tapeniadol 	

Thebaino 	

List I Chemicals

1,000,000
3,000,000

44,800,000
5,300,000

5,000
192,000,000

No change, u
No change.

No change.'

No charge.
No change.^

224,500,000 "

Ephedrine (lor conversion) 	 	

Ephedrtne (tor sale) 	

Phenylpropanolamine (lor conversion)

Phenylpropanolamine (lor sale) 		

Pseudoephedrine (for conversion) .....
Pseudoephedrine (tor sale) 	 	

J

1970, the rates referenced below are

hereby established. Those rates are for
use in connection with Iho recovery

from tort i o ua ly liable third persons for
the cost of inpatient medical services
furnished by military treatment facilities
through the Department of Defense

(DoD). The rates have been established
in accordance with the requirements of
OMB Circular A-25, requiring

reimbursement uf the full cost of all
services provided. The FY14 inpatient

medical rotes referenced are effective
upon publication of this notice in the
Federal Register and wilt remain in
effect until further notice. Previously
published outpationt medical and
dental, and cosmetic surgery rates

remain in effect until further notice.
Pharmacy rates are updated
periodically. A full disclosure of the
rates is posted on DoD's Uniform
Business Office Web site: http://
wwiv.tricare.mil/ocfo/rncfs/ubo/mhs_

rales.cfm.

Brian C. Uecsu,

Deputy Director.

IFRDoe. 2014-13687 Filed 6-11-14; 8:4Saiu)

BILLING CODE P

established assessment of annual iiaeds
for the list I chemicals ephedrine,
pseudoephedrine, and
phenylpropanolamine. 21 CFR

1303.11(c) and 1315.11(0.

Dated: June4, 2014.

Thomas M. Harrigan,

Deputy Administrator.

[FK Doc. 2014-13804 Filed 6-11-14; 8:45 anil

BlUmo CDBS MIP-OS-P

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 2014

aggregate production quotas and
assessment ofannual needs as needed.

Comments

Pursuant to 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
ISIS. 11(e). fn the event (he Deputy
Administrator decides to hold such a

hearing, the Deputy Administrator will

OFFICE OF MANAGEMENT AND
BUDGET

Fiscal Year 2014 Cost of Hospital and

Medical Care Treatment Furnished by
the Department of Defense Medical
Treatment Facilities; Certain Rates
Regarding Recovery From Tortlously
Liable Third Persons

AGENCY: Executive Office ofthe
President, Office of Management and
Budget.

ACTION: Notice.publish a notice of the hearing in the
Federal Register. After consideration of

• summary: By virtue of the authority

vested in the President by Section 2(a)
of Pub. B. 87-603 (76 Stat. 593; 42
U.S.C. 2652), and delegated to the

Director of the Office of Management

and Budget by the President through
Executive Order No. 11541 of July 1,

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 2014

- aggregate production quota for each
basic class of controlled substance and
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• rtm.n.nv I Cntrtm ens Amount ___Arinonse Proonned APO 
' 2,130,000 

Revised APO 
2.150,000 

Chaci.t.e__. ----DEUP 
• 4.Anitinnmhenethvb4-nineridinc ( ANP P1 (b)(4) increase APO 1/0 474, APO sufficient 

. codeine (for sale increase APO unknown APO slifficicau 36,900.000 36 900 000 - 
, dinkennvvIste roma APO 890 APO sufficient 1031.000 '1.031.000 - 

..• bvdrotuomhone 
_ins 
increase APO APO 435,182 511rficienr 5_400.000 5,400.000 ' - 

,...e levom''ianol increase APO 7 00Z APO sufficient 3 700 1 700 -
r/ morphine (tor conversion) increase APO S 069 2384 APOitifficient 73.000000 72.000.000 -
,....• nrinavine increase APO 3 167 707 iustified, increase AN) 7.2,100,000 24.500.000 2.400.000 

oxvrodone (for S:116 increase APO 1 57966 APO sufficient I 19.500.01Q. 119509,00 -
.,- meyrnorpheme (for conversien1 increase AtO • 141 491 APO sufficient 20.000000 20.000000 - 

mcmornhone (fa( sale) APO 3j4 VP APO sufficient 6_200,000 • 6.200.000 -
• terahVdrocannahinol 5 

.ifIC•efIff 
increase APO 65,668 APO sufficient 393.000 • 391 000 - 

Nu tuber of registrants/entities commenting; 5 
Number of drugs commented on: 11 ii 

('MFA Chemical  H-1-002112m---F—CRIammid--Amount Rminonse Pennosed AAN Vs.-Wish g AN Chanoe 

Number of registrants/entities commenting 
Number of List 1 chemicals commented an: 0 

----•-•---'----,

0

__ 
tlrue Reanntise Prnmsed _ Revised Chnnee 

— 4.Anilinn•nheriettry1-4-nineridirrefASLPP) AP(buffieient see above see above 
cocaine 4P0 sufficient 12;.000 192.000 - 

.. ecionine nronosed revised AP() inerrased in anlieinatinn of ;rank 139,500 139.500 
d ichornornhioe APO saffic it nt 3.990,000 3.990 000 - 

fentanyl rceuest_to reliamish 0150tA APO vrifeient 1 667.1300 1.667.000 - 
,...... gamma tordroxybutric acid APO sofficeint 56.200.000 56,200,000 - 

i...., hvdmeadone ( For sale) APQsufficient 79.700000 79.700,000 - 
hydromorphonc ' ' see above 

../ methadone '.-----"—Lr"ISICAatjrxwcatf°"U""tj: ' rj_APO suffreint 25,500_000 25.500,000 -
t, methadone immediate APO sail eclat 11.100000 31,100.000 -
i., • methylphenichte APO sufficient 77.400,000, 77.400.000 -
r/ morphine (for 5310 APO sufficient 50000,000 50,000.000 --
.." opium tincture incrracc APO based OlUirelif‘tic C1251611[1' denials - 50 000 500,030 624,000 124,000 

,..., oriprivine increase APO based on additional customer need - 1 966 350r see above • see above 
mveodone (for sale) APO sufficient' see above sec above 

‘,.. pentobarbital AP_Qpufficieni 28000000 28000.000 • 
.., teitab_vdrocarmabinols _recistrantisel eMe sub-dr 'Vesicles_ AECThlffiGirld SCA.abOve see above 

• 

Deus, Resnanse Prnmistel Revised (Taupe 
1.200 000 ephedrine IfoT sa lel inefe•AiE AAN in resew's e to 0m:weer ieillAn de - 1 171 500 3 000 0004 4,230 003 

sseudorpheerineifor sale) APO sufficient 224.500,000 224.500000 - 
. - 

2014 Proposed Revised APO AAN 
Summary cf proposed revised comments received as of 7-21-14 
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\(( (
TT rnmmtnt

increase APO
increase APO

Rt<f>Q»S< _ ,

APQ sufficient
BrrntMfri APO

2.130.000
36-900.00ft

	 1,031.000

Revise d APO
2.150.000

36 WO 000

OtagKg.C"uninv-f>fu' un f

b)(4) 1?0 474

APO sufficientcfxigine ffar rale)

imhsonadiic
hydttttOT^ng

IgvomS^nol

u"VnciwH

12i!Mapq sufficient

APO Sufficient
increase APQ ti imwo 5,400.000
increase APO
incrcair: APQ
increase APO

increase APO
increase APO
imitasc APO
jnf'fmf APO

.increase APO

APQ ~ lOicirr.r

APO sufficient	
justified. increase AJ*0

use
73000.000

i2SQ2.002
73 000.000

momlnnc (for eonveniwO

	 	

ififiiU28
.400,0007.2.100.

"9.500.
20.000.

24.500.0003 167 707

APQ S'UTiqrr;

APO sufficient

1 19.SP0.000

20,000.000
oxycodone ffor nleV

qrcvmocnhOTic (for eonvcrsirini

«xy norphor.g ( far sale)

JJ2?i65
141 491

6. 6.200,000APO sufficient

APO iLlgkiiSl
0

M 93.000 397.000
tetrahydrocannabinol S

Nutubcrof rt^istranta/entitles cnmniBntinK:
Number of drugs commented on:

5

(I 11

fhanceJtenons; Prnnmnil A AN Kslnhlith AAN
Jjmnanv.fMF.A Chcmiral jZrunmenl Amount

Number of registrants/entities commenting:

Number of List I chemicals commented on:
0
0

^ Additional Drug Cansiderations:
fhan.e

see above
Pro nosed

above
RevisedRn. nnns r

APQ ...fficlrm
nrnq

i
1 92.000cco	 		 APO snfiiricit					 	

rrnruiserl ret ired APO iiirirasi-H in nnli-in.llinn of EJM
cocaine I39.S009.500

ecgomnc

dtiiydroworphinc \ <m oci)

\ 687 POO

S6.200.0W

5mm
jee ab<jvc	

25.500-00!)

V990.000APQsuffici:ni
1 607.000fent3ii rctinesi inmlinmiish flllflia APO suifisiml

£ 56.200.000
aanvna hydroxybutric aod

hvdfocodone < for salc^
hydrcmorphortc

methadone 	

methadone irttemicdiaie

APO SiifTfcci'nt
79 700.000APQ-SulTiLieiU\s"

see nbovc7 rprir,fr;>rnjgnnf»t'i for increase* of 32.289 +42.065 p. rrsprffiv^ly

		 . _ 		 APO snffocim	 25.500,000

*'100,000
77-100,0.0.0.

31,100,000
77.400.000

APO mffleeiflt

meihvlphcnidate APQ ciOieienl

morphine (lor sale) a.
1

o^oo so.ooo.ooo

624,1X10
APQ sufiicieni

AeC 124.000oo.oooopium rir.&iurc
Ofipavine

increase aPO based on urcyirm ruUOTKf denial* - 30 000
seejbouc see above

increase Al'O basrd nn addirinn.il riiunim-r irrrrt I 966 350r
5" obgvcsee above

25,000,000

."5 above

f.wcodone ffor sale)

£CTtotarawl

APO sufficient
2S.OQP.0W.APO oifTigifnl

-i. see abovetcnictranr is chanting snh-dr ip cudrs APO sir flic remtcr i alivd rocemabinol s

Additional Chemical Considerations:
El Revised fhnriprRnnnnse anmta	

224.300.000

Driin
4.200.001) 1.200.000"""foes

usenrfocohedrine ffor sale)

increase A AN in rrsnnnse in cusirarer demands • I 123.31)0
«shfd 2k)

224.300.000APQ.fliffio'enl

2014 Proposed Revised APQ AAN

Summary ct proposed revised commenls received as of 7-21-14
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CONFIDENTIAL 

July 9.2014 

Drug Enforcement Administration 
Attention: DEA Federal Register RepresentatieerODW 
8701 Morrissette Drive 
Springfield, VA 22152 

Subject: Docket No. DEA-378 
(b)(4);(b)(7)( 
E) 

Dear Sirs: 

b)(6) manufacturing 
registration -- I am submitting this continent on the Proposed Adjustments to the 
Aggregate Production Quota for 2014 for various products as published in the June i2, 2014 
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 BUS NESS INFORMATION". The manufacturing quota for the following 
item should be increased by the identified quantity: (1) Oxycodonc by -1,99405 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 quantity for the material mentioned above is not sufficient to provide for 
adequate supplies for the medical, scientific, research and industria; needs of the United States,-
and for the lawful export requirements, and tint the quota should be increased to cover our needs. 
For this item. quota request was submitted and we arc awaiting a response from the Agency. 

Very truly yours 
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CONFIDENTIAL

July 9, 2014

Drug Enforcement Administration

Attention: DEA Federal Register Rcpre.scniativc/ODW
8701 MorrisseRe Drive

Springfield. VA 22152

Subject: Docket No. DEA-378
(b)(4);(b)(7)(

E)
Dear Sirs:

	 I ttianufacturing
jam submitting- this comment on the Proposed Adjustments to the

.(b)(6)

registration [ 	
Aggregate Production Quota for 2014 for various products as published in the June 12, 2014
Federal Register. We consider the information in this first paragraph to be "PERSONAL
IDENTIFYING INFORMATION" and (his information should not be released under the
Freedom oflnformalion Act per 5 USC Sec. 552(b)(4). In addition, the following information is
"CONFIDENTIAL BUSINESS INFORMATION". The manufacturing quota for the following
item should be increased by the identified quantity: (i) Oxycodone by I,99«.fi65 grams as base.
As noted herein, this first paragraph of this letter contains personal identifying and confidential
business information ard should be redacted in its entirety from any public docket.

We feel the proposed quantity for the material mentioned above is not sufficient to provide for
adequate supplies for the medical, scientific, research and industrial needs of ihc United States,
and for the lawful export tequiremcnts, and tliel the quota should be increased to cover our needs.
For this item, quota request was submitted and we arc awaiting a response from the Agency.

Very truly yours
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(b)(4) 

(b)(4) 

June 30, 2014 

Drug Enforcement Administration . 
Attention: DEA Federal Register Representative/ODW 
8701 Morrissette Drive, 
Springfield, Virginia 22152 

RE: Docket No. DEA-3713 

Dear Sirs: 

(b)(4) Comment 

;b)(4) requests 
the following actions be considered on Me drug codes listed below during the 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 2014. 

Quota Category Drug Code - Action Needed 

Manufacturing Codeine - 9050 An aggregate increase on 
[col customer demand 

Manufacturing Morphine for Conversion- 9300 
An increase based on 
))(41 omer demand and 

development initiative 

Manufacturing 
Oxyrnorph one for Conversion -9652 

Oxymorphone for Sale -9652 

An increase based on 
, b)(4) stonier demand and 

opment initiative 

Manufacturing 
A 

Hydrornorph one - 9150 
An aggregate increase based on 

b)(4) customer demand 

Thank you in advance for considering ti 
request, please do not hesitate to contact 

es re ards 
(b)(6) 

one, 

Director, Contro led Substance Compliance 

stions regarding this 
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(b)(4)

(b)(4)

June 30, 2014

DmgEaforceroent Administration .
Attention: DEA Federal Register Representative/ODW
8701 Morrissettc Drive,
Springfield, Virginia 22 152

RE: Docket No. DEA-378 Comment

Dear Sirs;

requests

the following actions be considered on the drug codes listed below dunng the proposed
Adjustments to the Aggregate Production Quotas for Schedule I and II Controlled Substances
and Assessment of Annual Needs for the List I Chemicals Ephcdrine, Pseudoephedrine, and
Phenylpropanolamine for 2014.

Action NeededDrug CodeQuota Category

An aggregate increase on
1(b)(4) [customer demand
An aggregate increase based on

[(b)(4) rustomer demand and

Codeine -9050Manufacturing

Morphine for Conversion- 9300Manufacturing

deve oprocnt initiative

An aggregate increase based on
b)(4) mstomer demand and

Oxymorphone for Conversion -9652
Oxymorphone for Sale -9652

Manufacturing
development initiative

aggregate increase based onAn
Hydromorphonc - 9 1 50Manufacturing

istomer demand(b)(4)

Thank you in'advance for considering tl
request, please do not hesitate to contacl

stions regarding this

Best regards.
(b)(6)

t Director, Controlled Substance Compliance
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(b)(4) 

M(4) 

June 30, 2014 

Drug Enforcement Administration 
Attention: DEA Federal Register Representative/ODW 
8701 Morrissette Drive, 
Springfield, Virginia 22152 

RE: Docket No. DEA-3'78 

Dear Sirs: 
b)(4) (b)(7)(E) requests 
the following actions be considered on the drug codes listed below during the 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 2014. 

(b)(4) Comment 

Quota Category Drug Code Action Needed 

Manufacturing Codeine - 9050 
An  aggregate increase on 

(b)(4) customer demand _. 

Manufacturing Morphine for Conversion- 9300 
An increase based on 

(b)(4) ustomer demand and 
development initiative 

Manufacturing 
Oxymorphone for Conversion -9652 

Oxymorphone for Sale -9652 

An gate increase based on 
b )0 ) customer demand and 

development initiative

Manufacturing Hydromorphone - 9150 
An aggregate increase based on 

b)(4) customer demand 

Thank you in advance for considering these requests. If you have any questions regarding this 
request, please do not hesitate to contact rue at 

Best re ands 
(b)(6) 

Director, Contro U StanCC ompliance 

(b)(4)(b)(6) 
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(b)(4)

(b)(4)

June 30, 2014

Drug Enforcement Administration
Attention: DEA Federal Register Representative/ODW
8701 Morrissette Drive,

Springfield, Virginia 22152

RE: Docket No. DEA-378 <b«4> Comment

Dear Sirs:
|(b)(4);(b)(7)(E) requests

the following actions be considered on the drug codes listed below during the 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 2014.

Action NeededDrug CodeQuota Category

gate increase on

:ustomer demand

e increase based on
(b)(4) Icustomer demand and

development initiative

An aggregate increase based on
[(b)(4) |customer demand and

development initiative

An aggregate increase,based on
|(b)(4) Icustomer demand

Anaggret

Kb)(4) |c
Codeine - 9050Manufacturing

An a]

Morphine for Conversion- 9300Manufacturing

Oxymorphone for Conversion -9652
Oxymorphone for Sale -9652

Manufacturing

Hydromorphone - 9150Manufacturing

Thank you in advance for considering these requests. If you have any questions regarding this
request, please do not hesitate to contact me at|(b)(4):(b)(6)

Best regards.
(b)(6)

I Director, Controlled Substance Compliance
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(b)(4) iydrocor eta Summary 

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

Quota Category Material Name 
2014 Initial 

Quota Grant (kg 
base) 

Requested Quota 
(kg base) 

Increase 
(kg base) 

Distribution/Sales 
(kg bast) 

June 26, 2014 Submission Procurement • Hydrocodone —9193 14,830 21,450 6620 22,435 
July 2, 2014 Revision Procurement Hydrocodone — 9193 14,830 29,450 14,620 23,372 

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

Quota Category Material Name 
2014 Initial 

Quota Grant (kg 
base) 

 ... Requested Quota 
(kg base) 

Increase 
(kg base) 

Distribution/Sales 
(kg base) 

June 26, 2014 Submission 
Procurement  CPS-Thebainc — 9670 28,579 34,000 5,421 

26,422 
Manufacturing Hydrocodone for Sale —9193 22,958 32,500 9,542 

July 2, 2014 Revision 
Procurement CPS-Thebaine — 9670 28,579 45,600 17,021 

34,419 
Manufacturing Hydrocodone for Sale —9193 22,958 41,500 18,542 

1 
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(( ((b)(4) lydroc Ota Summary

](b)(4):(b)(7)(E)

2014 Initial
lnarea.tr

(kg base)

Distribution/Sales
(kg base)

Requested Quota

(kg base)
Quota Grant (kg

base)

Quota Category Material Name

6.62014.830 21,450 22.435Hydroeodone —9193June 26. 2014 Submission Procurement
•-

14.62014.830 29,450 23,372Hydroeodone -9193July 2. 20 1 4 Revision Procuremenl

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

2014 Initial
Requested Quota

(kg base)

Increase

(kg base)

Distribution/Sales

(kg base)
Quota Grant (kg

base)

Quota Category Material Name

34,000 5,421CPS-Thcbainc - 9670 28,579Procurement
26,422June 26,2014 Submission

22.958 9,542Hydroeodone for Salt - 9 1 93 32.500Manufacturing

28,579 45,600 17,021CPS-Thebaine - 9670Procuremenl
34.419July 2, 2014 Revision

18,54222,958Hydroeodone for Sale -9193 41,500Manufacturing

!

7,1
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(b)(4) 01.4 Hydrr ! Sales (Kg Base) 

b)(4):(b)(7)(E) b1(41:(b)(71(E1 Co mhintd 
1/1/14-6113/14 2014 Remaining Total 2014 1/1/14-6/13114 Total 2014 

. Tots 2014 
• 

Customer Reg # kgs, as salt 

- 

kgs, as base kgs, as salt kgs, as base kgs, as salt kgs, as base kgs, as salt kgs, as bast kgs, as salt kgs, as bast kgs, as salt kgs, as base 

(b)(4);(b)(7)(E) 28.6 17.4 280.0 170.8 308.6 188.2 1.3 0.8 1.3 0.8 309.9 189.0 
5.0 3,1 5.0 3.1 - - - 5.0 3.1 

. 
5.0 3.1 35.0 21.4 40.0 • 24.4 

• 
- - .. 40.0 24.4 

192.4 117.3 200.0 122.0 a 392.4 239.3 - 392.4 239.3 
557.6 340.1 557.6 340.1 - - - 557.6 340.1 

- - - - - - - - 
2,304.2 1.405.6 1,081.0 659.4 3,385.2 2,065.0 - . - - 3.3851 2,065.0 

85.5 52.2 - - 85.5 52.2 - 85.5 52.2 
191.5 116.8 1,000.0 610.0 1,191.5 726.8 - - - 1.191.5 726.8 
165.0 100.7 825.0 503.3 990.0 603.9 - = - 990.0 603.9 
. 0.1 0.1 - 0.1 0.1 . - 0.1 0.1 , 
10.0 6.1 - - 10.0 6.1 - - - 10.0 6.1 
0.1 0.0 - - 0.1 0.0 - 0.1 0.0 

- - - 0.00003 0.00002 - 
0.3 0.2 - - 0.3 0.2 - 0.3 0.2 

12.0 7.3 5.0 3.1 17.0 10.4, - - - 17.0 10.4 
1.0 0.6 2.0 1.2 3.0 1.8 - - - 3.0 1.8 

106.0 64.7 106.0 64.7 - - - 106.0 64.7 
- 125.0 76.3 125.0 76.3 - - - 125.0 76.3 

1).0 0.0 - - 0.0 0.0 - 0.0 0.0 
0.1 0.1 - - 0.1 0.1 - 0.1 0.1 
0.8 0.5 - - 0.8 0.5 0.00005 0.00003 0.8 0.5 
6,0 3.7 - - 6.0 3.7 ..._ 6.0 3.7 

- - - - - - - - - 
1,194.6 728.7 4,300.0 2,623 0 5,494.6' 3,351.7 2,319.2 1,414.7 2,319.2 1,414.7 7,813.8 4,766.4 

75.0 45.8 130.0 79.3 205.0 125.1 A_ - - - 205.0 125.1 
0.0 0.0 - 0.0 0.0 - 0.0 0.0 
5.0 3.1 - - 5.0 3.1 - - 5.0 3.1 
0.2 0.1 - - 0.2 0.1 - 0.2 0.1.. 
0.0 0.0 - - 0.0 0.0 - 0.0 0.0 +

60.0 36.6 30.0 18.3 ' 90.0 54.9 - - - 90.0 54,9 
147.8 90.1 160.0 97.6 307.8 187.7 - - - 307.8 187.7 

0.0 0.0 435.0 265.4 435.0 265.4 - 435.0 265.4 

54.8 33.4 - 54.8 33.4 - - - 54.8 33.4 
400.0 244.0 400.0 244,0 400.0 244.0 

8.3 5.0 8.3 5.0 - - 8.3 5.0 
0.1 0.1 - 0.1 0.1 - .__ 0.1 0.1 

5.0 3.1 5.0 3.1 - - - 5.0 3.1 
565.8 345.1 1,600.0 976,0 2,165.8 1,321.1 - - - 2,165.8 1,3211 
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r1(b)(4) |>014 Hydr^"r ! Sales (Kg Base)

Kb»4V(b»7»E"l(bi(4)(bi(7)(E) Combined

Total 2014Total 2014 1/1/14-6/13/14 Total 20142014 Remainingt/1/14-6/13/14

kgs, as salt kgs, as base kgs, as salt kgs, as base kgs, as salt kgs, as base kgs, as salt kgs, as base kgs, as salt kgs, as base kgs, as salt kgs, as baseReg#Customer

309.9 189.01.3 M1.3 0.8308.6 188.2170.8b)(4);(b)(7)(E) 28.6 17.4 280.0
3.15.03.15.05.0 3.1

24.440.040.0 24.421.43.1 35.05.1)

239.3392.4239.3200.0 122.0 392.4192.4 117.3
557.6 340.1340,1557.6557.6 340.1

2,065.03.385.2659.4 3.385.2 2.065,02,304.2 1,405.6 1.081.0
S2.28S.552.28S.S85.5 52.2

726,81.191.5726.8610.0

503.3

L19I.5116.8 1.000.0191.5
603.9990.0603.9990.0165.0 1Q0.7 825.0

M0.10.10.10.1 0.1
10.0 6.110.0 6.16.110.0

0.00.10.00.10.00.1
0.00003 0.00002

0.3 0.20.20.30.3 0.2
10.417.010.45.0 3.1 17.07.312.0

1.8M1.81.2 3.00.6 2.01.0
64.7106.064.7106.0106.0 64.7

125.0 76.376.3125.0125.0 76.3
0.0 0.00.00.00.0 0.0
0.) 0.10.10.10.10.1
0.8 0.5M 0,00005 0.00Q030 80.8 0.5

M 3.76.0 3.76.0 3.7

7,813.8 4,766.41,414.7 2,319.2 1,414.73,351.7

125. 1

2,319.22,623 0 5.494,61.194.6 728.7 4,300.0
205.0 12S.1205.0130.0 79.345.875.0

0.00.00.0 0.00.0 0.0
5.0 3.15.0 3.15.0 3.1

0.10.20.2 0.10.2 0.1
0.0 0.00.00.00.0 0.0

90.0 54,954.9183 " 90.030.060.0 36.6
307.8 187.797.6 307.8 187.790. 160.0147.8

435.0 265.4265.4265.4 435.0435.00.0 0.0

54.8 33.454.8 33.454.8 33.4
400.0 244.0244.0 4Q0.0 244.0400.0

8.3 5.08.3 5.08.3 5.0
0.1 O.l0.10.1 M0.1
5.0 3.1M 5.0 3.15.0

2,165.8 1,321.12.165.8 1.321.1976.01 .600.0565.8 345.1

1
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b)(4) 014 Hydr e. Sales (Kg Base) 

(b)(4) (b)(7)(E) 0.5 0.3 0.5 0.3 0:5 0.3 
6,986.3 4.261.6 7,461.0 4.551.2 14A47.3 8,812.8 5,825.9 3,553.8 5.825.9 3,553.8 20,273.1 12.366,6 
1,064.8 661.7 3,015.0 1,839.2 4.099.8 2,500.9 4.099.8 2,500.9 

3:9 2.4 3.9 2.4 3.9 2.4 
0.00050 0.00031 

168.0 102.5 3,200.0 1,952.0 3,368.0 • 2,054.5 3,368.0 2,054.5 

13.920.1 
-41 

8,491.3 24,395.0 14,881.0 38.315.1 23,372.2 8,146.4 4,969.3 8,146.4 , 4,969.3 46.461.5 28,341.5 

(b)(4) 

3 of 6 7/2/2014 
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rrr (b)(4) 2014 Hydr i Sales (Kg Base)

0:5 0.30.30.50.30.5(b)(4);(b)(7)(E)
20,273. 12,366.53.5S3.8 5.825.9 3.553.8S.82S.914.447,3 8,812,84,261.6 7,461.0 4,551.26,986.3
4,099.8 2.S00.91,839.2 4,099.8 2,500.9661.7 3,015.01,084.8

3.9 2.43.9 2.43:9 2.4

0-00050 0.00031 .

3,368.0 2.054.5• 2.054,51,952.0 3.368.0102.5 3.200.0168.0

8.146.4 4.969.3 46.46 KS 28341.58.146.4 4,969.324.395.0 14.881.0 38315.1 23,372.213,920.1 8.491.3

(b)(4)

i

7/2/20143 of 6

Page 391Vol. IVol. I



(b)(4) Hydro( Inventory Calculations 

2014 Quota Current Requested Quota Change 
0 CPS-ATA - Procure WT 0 0 

hydrocodone - Make WT 1,886 1,886 0 
hydrocodonc - procure WT 14,830 29,450 14,620 

• 
2014 [oven tory Calculations 

With 
Current 

 Quota 
With Additional 

Quota 
2013 Ending Inventory ' 8,639 8,639 
Non saleable material 110 110 

2012 Validation Material 1,914 1,914
20I3 Available End. Inv. 6,615 6,615 

2014 API Quota (Procure) 14,830 29,450 
2014 API Quota (Manufacture) l_ 0 0 

2014 Dispositions: 
Sales 23,372 23,372 

Processing Losses (1,303) (2,439) 
2014 Ending Inventory -3,230 10,254 

Converted to % Yearend -15.7% . 50.0% 

kgs, base 
2013 Dispositions 17,665 
2014 Estimated Dispositions 23,372 
Average 20,519 
50% Inventory Allowance 10,259 

, 
ACHJAL, YEAR TO DATE (5/31114) 

- 
ESTIMATE WITH 

, REMAINING QUOTA 
ESTIMATE W TH 

ADDlT1ONAL QUOTA 
. . 

- • Description 
. Input. to 

Step Process Yield 
Net output 

of step - 
Loss by 

step 
Input to 

Step 
Output 
of Step 

Loss by 
step 

Input to 
Step 

Output of 
Step. 

Loss by 
step 

Hydrocodone for Sale - MQ ' 
CPS Thebaine to Crude hydrocodone (CHB) 0 87.5% 0 0  0 ..- 0 0 
CHB to purified hydrocodone base (PHB) 0 94.0% 0 0 0 0 0 0 0 o 
PHB to hydrocodone bitanrate (HBT) , 0 94.2% 0 0 0 0 0 0 0 0 

HST to HBT Finished Good API 0 99.4% 0 o 0 0 0 0 0 0 
Total MQ 0 0 0 

Hydrocodone for Sale - PQ 
FHB to hydrocodonc bitartrate (HU) 5,302 93.1% 4,936 066) 9,567 8,907 (660) 14,620 • 13,611 (1,009) 
HBT to HST Finished Good API 5,500 99.1% 5,449 (51) 9,359 9,272 (87) 13,611 13,485 4127) 

Iteprocessmg ()FOOS FIBT ' 0 . 91.1% 0 0 1,566 1,427 11391 

,. Total PQ • (41?) (886) (1.135) 

4 of ,6 7/2/2014 
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( ( ( V(b)(4) Inventory CalculationsHydro

i

Current Requested Quota Change2014 Quota
00 0CPS-ATA - Procure WT

hydrocodone - Make WT

hydrocodonc • procure WT

01,886 1,8861
\14,830 29,4S0| 14,620

With

Current

Quota

With Additional

Quota2014 Invcmory Calculations

2013 Ending Inventory ' 8,639 8,639

110 110Non saleable material
1,9141,9142012 Validation Material i

6,6152013 Available End, lnv. 6,615

14,630 29,4502014 API Quota (Procure)
002014 API Quota (Manufacture)

2014 Dispositions:

23,372 23,372Sales

(U03) amProcessing Losses
-3,230

-15.7%

10,2542014 Ending Inventory
50.0%Converted to % Yearend

kgs, base

17,6652013 Pis-positions
23,3722014 Estimated Dispositions
20,519Average

S0% Inventory Allowance 10,259

ACTUAL YEAR TO DATE (5/31/14) ESTIMATE WITH

ADDITIONAL QUOTA

ESTIMATE WITH

REMAINING QUOTA

Outptil of

Step

Loss byLoss by Input to

Step

Output

of Step

Loss by

step

Input to

Step

Net output

of step -

Input, to

Step stepProcess Yield stepDescription

Hydrocodone for Sale - MQ 	
_ CPS Titebainc to Crude hydrocodone (CHB)

CHB to purified hydrocodone base (PHB)
PHB to hydrocodone bitartrate (HBT)

0 0 00 087.5%0
0 0 0 0 00 0 00 94,0%

0 00 0 00 094.2% 00

99.4% 00 0 0 0 0 000HBT to HBT Finished Good API
000Total MQ

Hydrocodone for Sale - PQ 	

PHB to hvdroeodone bitartrate (HBT) 14,620 1 1.009)(366) 9,567 8,907 (6601 13.61193.1% 4,9365,302

9,272 (871 13,611 13,485 1 127)9.3595,500 99.1% 5,449 151)HBT to HBT Finished Good API
1,427 1 139)0 1,56691.1% 00Reprocessing ofOOS HBT

14777 (886) (1.135)Total PQ

7/2/20244 of .6
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(b)(4) Hydro ,nventory Calculations 

20I4 Quota Current Requested Quota Change 
CPS-ATA - Procure AT 78,579 45,600 17,021 
hydrocodone - Make AT 22,958 41.500 18,542 
hydrocodone - procure AT 5,000 5,000 0 
hydrocodone - procure WT • 14,830 29.450 14,620 

2014 Inventory Calculations 

With 
Current 
Quota 

'With Additional 
Quota 

2013 Ending Inventory 3,714 3,714 
Non saleable material 60 60 

2013 Available End. Inv. 3,654 3,654 

2014 API Quota (Manufacture) 22,958 41,500 
2014 Dispositions: 

Sales 34,419 34,419 
Processing Losses (1,665) (2,644) 

2014 Ending inventory -9,472 8,090 

- Converted to % Yearend -36.1% 30.8% 

kgs, base 
2013 Dispositions tul(b)(4) 18,047 
2013 Dispositions 1 
2014 Estimated Dispositions to l(b)(4) 29,450 
2014 Estimated Dispositions 4,969
Average 26.234 
50% Inventory Allowance 7.916 

• ACTUAL YEAR TO DATE (5/31/14) ESTIMATE ON WITII ADDITIONAL QUOTA 

Description 
Input to 

Step Process Yield 
Net output 

or step 
Loss by 

step 
Input to 

Step 
Output 
of Step 

Loss by 
step 

Input to 
Step 

Output of
Step Loss by step 

Hvdrocodone for Sale . 

CPS Thebaine to Crude hydrocodone (CHB) 18,357 86.1% 15,801 8.314 7.157 21,540 18,542 
CHB to purified hydrocodone base (PHBJ 15,039 94,7% 14.245 (794) 7,157 6,779 (378) 18.542 17,562 (979) 
PHB to hydrocodone bitantate (HBT) 3,483 89.8% 3,126 (3571 0 0 0 0 0 0 . 
HUT to 1113T Finished Good API 4,081 99.1% 4,045 (36) 0 0 0 0 0 0 
Reprocessing of 0051413T 1,288 922% 1,I87 (101) . 

- Total (1.2871 . On) _ • (979) 
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(]Hydro<^"( Pw .nventory Calculations

1 Requested Quota' Chawgc2014 Quota Current

45,600 17,021

18.542
28,579CPS-ATA - Procure AT
22,958 41,500hydrocodone • Make AT

5,000 05,000hydrocoilone - procure AT

hydrocodonc - procure WT 14,62029,45014,830

With

Current With Additional

Quota2014 Inventory Calculations
2013 Ending Inventory

Quota

3,7143,714

60Noti saleable materia! 60
3,654 3,6542013 Available End. Inv.

22,958 41,5002014 API Quota (Manufacture)

2014 Dispositions:	
I

34,419 34,419Sales
(1,665) (2,644)Processing Losses

-9,472 8,0902014 Endine Inventory

-36,1% 30.8%Converted to % Yearend

kgs, base

2013 Dispositions to|(b)(4) |_
2013 Dispositions

18,047

1

I2014 Estimated Dispositions to 1(b)(4) 29.450
i

4,969 '2014 Estimated Dispositions
26,234Average
7.916511% Inventory Allowance

WITH ADDITIONAL QUOTAESTIMATE ONACTUAL YEAR TO DATE (5/31/14)
Output

of Step

Loss by Input to Output ofLoss by Input to

Step

Net outputInput to

Step Step Step Loss by stepProcess Yield of step stepstepDescription

Hvdrocodone for Sale
21,540 18,5428,314 7,15786.1% 15,80118,357CPS Thcbainc to Crude hydrocodone (CHB)

(979)(378) 18,542 17,56214,245 1794) 7,157 6,7791S.039 94,7%CHB to purified hydrocodone base (PHS)
PHB lo hydrocodone bitarwate (HBT)
HBT lo HBT Finished Good API	

0" 0 00 03,126 t357i 03,483 89.8%
0(36) 0 0 0 0 04,0454,081 99.1%

92.2% 1,187 (101)1,288Reprocessing ofOOS HBT
(979)Total (1.287) (378) '
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(b)(4) 11Hydro Inventory Calculations 

2014 CPS-Thebaine Inventory Calculations 

— With 
Current 
Quota 

With Additional 
Quota 

2013 Ending Inventory 12,972 12.972 
Non saleable material 1 1 

2013 Available End. Inv. 12,971 12,971 

2014 CPS ATA Quota 28,579 45,600 
2014 Import Requirement for External Mane (AFC) 920 920 

Total 2014 CPS Requirement 29,499 46,520 

2014 Dispositions: 
Converted to Hydrocodone for Sale • 48,211 48,211 

Disposition from Import to External Manuf (AFC ) 920 920 
Total Dispositions 49,131 49,131 

2014 Ending Inventory 4,661 10,360 
Converted to % Yearend -19.4% 30.1% 

kgs. bast 
2013 Dispositions 19,683 
2014 Estimated Dispositions 49,131 
Average 34,407 
30% Inventory Allowance 10,322 

6of6 7/2/2014 
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((( inventory Calculations(b)(4) dydro

With

Current With Additional

Quota2014 CPS-Thcbaine Inventory Calculations Quota

12,972 12.9722013 Ending Inventory
1 1Non saleable material

2013 Available End. Inv. 12,971 12,971

28,579 45,6002014 CPS ATA Quota
-

920 9202014 Import Requirement for External Manuf. (AFC)
46,520Total 2014 CPS Requirement 29,499

i

2014 Dispositions:

48.21 1 48,211Converted to Hydrocodoue for. Sale
L

920Disposition from Import to External Manuf (AFC ) 920

49,131Total Dispositions 49,131

-4,66! 10,3602014 Ending Inventory

Converted to % Yearend 30.1 %-19.4%

kgs, base

19,6832013 Dispositions
49,13120 14 Estimated Dispositions
34,407Average

10,32230% Inventor)- Allowance
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PUBLIC SUBMISSION 

Docket: DEA-2014-0009 
Proposed Adjustments to the Aggregate Production Quotas for Schedule 
Annual Needs for the List I Chemicals Ephedrine, Pseudoephedrinc, and 

Comment On: DEA-2014-0009-0001 
Proposed Adjustments to the Aggregate Production Quotas for Schedule 
Annual Needs for the List I Chemicals Ephedrine, Pseudocphedrine, and 

Document: DEA-2014-0009-0004 
CoMment on FR Doc # WA 

As of: 7/16/14 8:45 AM 
Received: July 14, 2014 
Status: Posted 
Posted: July 16, 2014 
Tracking No. 1 jy-8d7w-ol7d 
Comments Due: July 22, 2014 
Submission Type: Web 

and II Controlled Substances and Assessment of 
Phenylpropanolamine for 2014 

1 and 11 Controlled Substances and Assessment of 
Phenylpropanolamine for 2014 

Name: 
Address: 

Submitter Information 

(b)(6) 

(b)(4) 

Email: 
Phone: 

(b)(4);(b)(6) 

This attached letter constitutes 
Quotas for 2014. 

General Comment 

(b)(4) (b)(7)(E) comments on the Proposed Revised Aggregate Production 

(b)(4) 

Attachments 

2014 Comment to Docket No. DEA-378 

The attachment is restricted to restrict all because it contains confidential business information data 
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Annual Needs for the List 1 Chemicals Ephedrine, Pseudoephedrinc, and Phenylpropanolamine for 2014

Comment On: DEA-20 14-0009-0001

Proposed Adjustment to the Aggregate Production Quotas for Schedule I and II Controlled Substances and Assessment of

Annual Needs for the List I Chemicals Ephedrine, Pscudocphedrine, and Phenylpropanolamine for 2014
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Comment on FR Doc # N/A
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Name: |M(6)
Address:

(b)(4)

Email: (b)(4);(b)(6)
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General Comment

comments on the Proposed Revised Aggregate ProductionThis attached letter constitutes (b)(4);(b)(7)(E)
Quotas for 2014.

Attachments

[(b)(4) 2014 Comment to Docket No. DEA-378

The attachment is restricted to restrict all because it contains confidential business information data
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(b)(4) 

July 14, 2014 

Deputy Administrator 
Drug Enforcement Administration 
Washington, D.C. 20537 

Attn: DEA Federal Register Representative [Docket No. DEA-378] 

This letter constitutes (b)(4)  comments on the Proposed Revised Aggregate 
Production Quotas for 2014, as published in Federal Register on June 12, 2014, FR 
Volume 79, No. 113, pages 33780-33784. It should be considered to he 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, 
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) 

(b)(4) 

All requests below are stated in grams anhydrous base ("AA"). 

8333 4-Anilino-N-phenethyl-4-piperidine (ANPP) 
(b)(4) requests that the revised aggregate be sufficient to include 
request for 1,040,000 grams AA of 4-Anilino-N:phenethy1-4-piperidine (ANPP) 
manufacturing quota for 2014, reference DEA online submission number 120142. 

(b)(4) 

9170 Diphenoxylate 
requests that the revised aggregate be sufficient to includeP)(4) 

request for 890,000 srams AA of Diphenoxylate manufacturing quota for 2014, reference 
DEA online submission number 120107. 

1(b)(4)

9220 Levorphattol 
requests that the revised aggregate be sufficient to include 

request • or ,600 grains AA of Levoiphanol manufacturing quota for 2014, reference DEA 
online submission 120083. 

(b)(4) b)(4) 

Contains Confidential and Proprietary Business Information Page 1 of 2 
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(b)(4)

July 14,2014

Deputy Administrator
Drug Enforcement Administration
Washington, D.C. 20537

Attn: PEA Federal Register Representative [Docket No. DEA-3781

This letter constitutes [WW
Production Quotas tor 2014, as published in Federal Register on June 12, 2014, FR
Volume 79, No. 1 1 3, pages 33780-33784, It should be considered to be Confidential
Business Information. '

] comments on the Proposed Revised Aggregate

In light of the fact that |tbX4) |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,
p4j

All requests below are stated in grams anhydrous base ('"AA").

[also requests that DEA treat this entire document as confidential.

8333 4-Anilii)o-N-phenethyl-4-piperidine (ANPP)
requests that the revised aggregate be sufficient to include [WW

request for 1,040,000 grams AA of4-Anilino-N:phenethyl-4-piperidine (ANPP)
manufacturing quota for 2014, reference DEA online submission number 120142.

p4)

9170 Diphenoxylate 	
Kb)(4) Ireauests that the revised aggregate be sufficient to include 1(b)(4) |

request for 890,000 grams AA ofDiphenoxylate manufacturing quota for 2014, reference
DEA online submission number 120107.

9220 Levorphnnol 	 ^
((b)(4) [requests that the revised aggregate be sufficient to include [WW
request for 3,600 grains AA ofLevorphanoL manufacturing quota for 2014, reference DBA
online submission 120083.

Page 1 of 2Contains Confidential and Proprietary Business Information
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9330 Oripavine 
requests that the revised aggregate be sufficient to include 

request for I3,900,000 grams AA of Oripavine manufacturing quota for 2013, reference 
DEkonline submission 120144. 

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

All other quota requests remain unchanged front 

Sincerely, 
(b)(6) 

Supervisor, Controlled Substance Compliance 
(b)(4),(b)(6) 

(b)(4) original request, 

Contains Confidential and Proprietary Business Information Page 2 of 2 

Page 397 

9330 Oripavine 	
|(b)(4) | requests that the revised aggregate be sufficient to include pffl
request for 13,900,000 grams AA of Oripavine manufacturing quota for 201 3, reference
DEA 'online submission 120144.

All other quota requests remain unchanged from pW original request.

Sincerely,
(b)(6)

Supervisor, Controlled Substance Compliance
(b)(4)|(b)(6)

Page 2 of 2Contains Confidential and Proprietary Business Information
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Require ID Data Sulanitted DEA Niro Cetripany Drug dame Drug Code Quote Year Floqueatad Quote Current Guam IncreensaiSacreasei Rammer, 
Supplemental docurrientallon In support of this ietivou WO be (+mead 

120142 10-j'4.14 4.ANiLINO.N-PHENETHYL-4-PIPERIDINE (ANPP) aza-o 2014 1,040,000.00 919,526.00 120.474-00 sapattgaly to OCE.Ouota0rodoi 12'. 
OUSiOrrlef has canoalwa 61e ANPP manufacture for 2014. Thle tasuest het 

120157 15-1e7-14. 4 -ANIONC)44-PHENFTHYL -4.PIPERIDINE (ANPP} 8333-0 2014 0.001 0553_03 43,560-00 bran moved out to 2015. 
1,049000.00 928,086.013 110814.00 

120162 16--.1u1-14 ALL OTHER TEl 7370-A 2014 11 0 11 
Active ingredient malarial to uloport Prooes4 Orwelonniere Ara 

oGMP/oSnical material to eupport parsed companya (h)(4) 
118031 5-Fob-14 ALL OTHER TETRAHYDROCANNARINOLS 7370-A 2014 15,000.00 0 15,000,00 product dernioornant and d1NmI atadios, 

10,041,00 000 16.011.00 

Please Artaronica the attached auppottirg documentation lot lostificetion 
'Purpose. Pagaidrg additional info ntratictlar question. please contact 

119752 2-May-14 COCAINE 9041-0 2014 70.26 00 53,24000 17_021.00 I-0/(1;j linformation is located on jealification. Thank you. 

Flown tafaranno the atcachod supporting documentation for justifwatort 
PuiT0oes Hagan:5M acilltional information or q/aadorts, please contact 

119753 2-May-14 0114YOROMORPHINE 0145-0 2014 332,10500 260,65000 71,455.001(K 1/hj 'alternation it located c.)11stiocation. Thank you_ 

documentabon In support of thla request wie be entailed r9'mental 
1390,03000 seperregy to DIDELOtAita Ormotol.case. 120107 2-4.4-14 DIPIIENOXYLATE (FOR SALE) 9170-8 2014 exk000.oa 0 

Masa rata race tha attached stpportug documentation for JuslificaticaL 
a, Pdgen5rg ocilnanal information or quoations, ploaaa omitted 

119754 2-May-14 ECOONINE 918100 2010 79235.12 50,220.00 20.015.12 r77, la located on lustifh-aciart Thu* you 

Cuatomet hoe carceted 2014 kienufeatum TNs productan xl1 be moved 
123158 1S-J3-14 FENTANYL 9E01-0 2014 0.001 6,60000 -6,600.00 to 2015. 

h)(4) s receestug en additional G belehea worth of quota ho meet 
120087 1-31-14 GAMMA HYDROXYBUTYA le ACID 2010-0 21334 42,502,008.00 38,401021 00 4.093,977 00 forgo custerrar. 

Porti,5 losses esnm Cad at 2_644.080 grams- FtetuoCes sebraission 
120124 7.34-14 11Y011000DONE (FOR SALE) 9193-6 2014 41,500.00000 22.958.3G7.00 18,541.611.00 roferrno a 120065 

[An rekLI 33.000 grains needed to nii a valkteliaa earnpogn al 
(b)(4) (b)(7)(E) an increased batch ram (b)(4) • hos 6 potontial eusticenere are 

2014 sake are krauts! o kg (97 kg as base). Duo la this 
1.,WZ4 20.1un-14 InYDROMORPHONE 9153-0 2014 130000.00 97,711.00 32,209.00 6aMarICI, ViLt(0.1 teas to Ir... i 

Plea.. I11 erlwrle 0114.bed ouPPOtting documentation for Patitration 
Page-drg additional intionnalion or washer-1s, please coma./ 

119755 2-Ahoy-14 HYDRomoRPHoNE 9150-0 2014 230501.00 191,626,00 42,065.00 (6)(6) V0orinalion is located on )ustleation. %ant you, 
120714 HYDROMORPHONE 9150-0 2014 2,110,000130 1,874,81800 435,182.03 ere estimated eo be 187,200 Warne 

2,473591,60 1,164,155.00 500,535_03 

Soppeomented dwanortation In survcrt of this request lad be orrisdatt 

120083 1-Ji4-14 LEVORP1-1ANOL 92204 1114 3600.00 1.59600 2. .002,80 sigaretoty to 011W Scrotal] godalgete. 

QI/Ota in :aquest04 to make 3 addalonat battles or MetherSono Beta. 
lArnhatione HP yearend Irwertory ant be 1075 kg or 656,750 grams ae 
1.130 01 2015 males WI ba 1225 kg or 1,050,250 grams es base. New 

120089 • 14,514 METHADONE 9250-0 2014 5,402,000.00 4,532,275.00 869,715.00 2015 prtath.intlon WE nor be ] 

Methadone tntorrnecieto is clad in the manntadern or Methadone Oar 
sate). Year-end irreartiory el 2296 kg is being reqtastod lo oreor in 
reornenottire SAUhertiono (for sale) in Janiany 2015. Aksorrig from above Is 

120088 101E-14 METHALLONE.iNTERMEDLATE 9254-0 2014 8.810.00000 5,070,739.00 1.738.2€4.0o the 2013 aclual dsposltaons o.. 

120011 19,1en-14 METHYLPLIEN1DATE 1720 0 2014 70600.00 0 70,001100 

Please 707/77/440 rno attached supporting doatmentation Jot itatification 
purposes, ',toga riling additional infomuition or0Lestions, please et 

119758 2-May-14 MORPHINE (FOR SALE) 9330.6 2014 700,000 .00 246,820 00 451,030.00 thyr..t) Ion-nanon is located on ittstiFication.Nerskyou 
a to reduco ILlo efoteale)7FanurenturIng quota at 

'h)(41 siltation y the amount 01 this request. 
rn temporary 0 form rrts, wo need to mono production of the 

123010 19-ilon-14 MORPI-INE (FOR SALE) 9300-11 2014 1,692,00000 0 1,692,003.00 Morphine (for sato) bow. ] 

We are roeuestIng a reduction h our quota ol 1692 kg, which 
120146 1100.14 MORPHINE (FOR SALE) 9300.6 2014 3.087,80700 4779.867.00- -1,602,000.00 ls requesting an Incroase in their quota of 1.602 kg. 

5,479,867.06 6,029667.00 451,190.03 

PrciPosed ray bad commants received as of 7.21.14 
1 of 2 600 pandrg requasts 
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(((
Diufl Codo Quota Year Pequeeled Quota Current Quota FncreeaerDecroaeo Rom«rka

20 >4 1.C40.0CO.CO 919.S2fi.00

6.660.00

926,086.00

Drug NameRequest ID Data S**mHtad DEANur* Company
SupptiHtiarrfaJ documentalIon In support ol this iw^wsl wiD be wna^ed

120.474.00 separata^/ to OOE.OuotaOusdoi gov.
Customer has canceled tie ANF>P mamiactura tor 2014. THe recMesthe*

-6.S60.00 tx*>n movfui cut la 201 5.
1 12,91 4.00

4-ANlUNOM-PHEf£TKY1--4-PIP£RIDINE(ANPP) A333-0

4-ANUjNar4PHFNETHYl-4.PlPEfil0lNe(ANPP> 8333-0

1CKJUM4120142

2014 0.001

1,040,00000
1&JuM4120157

110ALL OTHER TETRAHYDROCANNABINOLS 7370-A 2014 1116-Jul-14120162
Active Ingredient material to support Proses* OwaloflmMlLt
cOWP/cUnlcaJ material to eupport paiwrt ccmpaiV8^hV4}_

15.OO0.CO product devalopm an', and dlnteai aftiliaa.

16.011.00
1 5,000.00
15,011.00

0AU. OTHER TETRAHYDROCANNABINOLS 7370-A 2014S-Fob-1411B031
0.00

Rease rulsrencc the attached exporting documentation lor JusMicatJcn
purposes. Regarding additional infoiroaticli Or questions, please ct*ttact

yhVfil ~)tnHyntaEion la tocatad on justification. Thank yw.

Pinnae reference the attached cupporting <fccumentation for Justification
purposes Regarding additional information or quoatfms, please contact

71.4SS.OO[7hVfi^ prformation is located on justificaticft. Thankyou.

SupptementaJ doaimeniation In support of fhte request wft be emaJad
690,000.00 fiapvnifitrtoCOE.QuutaOuaJatipir.

FWaso rmforwte tha attached Ji^pcxtng doajmetwatico tc* Justfcalfon
proposes. ftsflsrrfino adSUonnJ infonratim or questions, ptoaae contact

""Information la located on JusMteaScn Thnnkyou

17.021.0070.261.00 53,240.009041-0 2014COCAINE119752 2-May-14

260,650 00332,1 05.00DIWYDflCMORPHlNE 9145-0 2014119763 2-M«y-14

0DIPHENOXYLATE (FOR SALE) 9170-8 2014 390,000.00120107 2%luM<

50,220.00 29.015.1276.235.1201604 2014ECCQN1N61197S4 2-May-H

Customer hfl» canceled 2014 Mentiactare This production wil be m<7*ed
-6.600.M lo 20 IS.6,500.000.001FEMTANYL 9601-0 2D14120156

1(h)(4) ]a requesting an additional G bejehw worth oT quota lo meet
4,095,977 00 2014 sates for irs cuslarror.42^02,000.00 33,402.023. 00GAMMA HYDROXYBUTYRlC AGO 201 00 2014120067 1-JU-14

Process losses estimated at 2.S44.000 gram a. Replaces submission
18,54 1,633.00 reforms 1 1200659193-6 2014 41.500.000.00 22.958.3G/.QOJIYDROCODONE (FOR SALE)120124 7-Jul-l4

rwoded to lUi A validation Campari at
tow hna s potential customers and

5kfl (97 kg &j base). Qua to ihi*

[ An addl 33,000 grams ot quota k

an increased batch cira 1(b)(4)
2014 satea are forecaited to&e u

32^09.00 daPAM. fhvZ7W>o<te u> ire.. ]
Room reference the attached supporting documental for Justification

pumoseg. RBrtirdirp additional informaton or qurstiens, please ccntad

1(b)(6) Iwormaiion is locatod on justiltoatiert. Thank you.
Kroceso leasee ana estimated lo be 167,200 »wn»

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

615043 130,000-00 97.711.00HYDROMORPHON& 2014120022 20dun-14

233.691.00 191.626.00
2, 1 10,000.00 1,674,8 16.00
2,473,691,00 1.964,155.00

42,065.00

435,102.00
M»,5W.Q0

915043
6150-0

2014hydromorphone
HYDROMORPHONE

119755

120114

2-May-14

3JuM4 2014

, SuppJanMAtal cl»cjBTiiKTtaticnlnHjppcclofth»s rwy*esl wi5 be omsied
2.002.00 teparatoVtoCOe OwitaOuiKforgcv.

[ Quota is requested to maka $ additional boichos of Wotedone Base.
Metbadww Ha yaar^'ndlmrentoiywi be 1 075 kg or 936, 750 grams
basa. 01 2015 sales vr.U be 1225 kg or 1,050,250 grams es bas«. Mew

069.725.00 2015 production will not bo avails.. ]

f Methadone fotonneriate is u.wd in tte manutaduro ol Methadorw (lor

sate), Year-end inventory c4 2296 kg h befog requested Yi ordar lo
monulactiirD Meihodono (fw cato) in JanuQiy 20lS. Missing Ircrn abwo Is

1,738.261,00 tte 2013 actual isposilions 0.. J

3,600.00 1.598.00B2M4) 20T4LEVOftPMAMOL1-JU-14120063

S,4 02,000.00 4.532,275.009250 -O 2014METfWDONE- 1^1 id. 14s 120009

B.01O.DOOJ5O 3,070,739.002014M£THAtX>NE -iMTERV EDATE 9254-01vfol-14120083
(b)(4);(b)(7)(

1724 0 2C14 7o.ooaoo 0 70.OCC.00 E)METHYLPHENJDATE19-Jon-l4120011

Rnese fefefence the attached sifiporfng ckxximentation for ji*atiTicaBon^_-
purpeses. Reqarding additional informal**! or questions, ptoasa cr^lact

ormabon Is located on justif^tionTbanlcyou.

to reduce tha Moiphirw (for^le?tianu'Bctuhnq qt*rfe at
jegnimt>on| -- tho amount of this request,

rilvort tomi ccrstfmints, wi> noed lo movo praductlon Of the

(b)(4);(b)(7)(451,180 oo [7k\/r\
We wcriO

700,000 00 245.R20WMORPHINE (FOR SALE) 9X0-6 201411975B 2-May-14

E)
hi, 4-i
>t»tote...r_._., 	

i,692,CCC.OO Morphine iforsafo) base.. ]1,692,000.00 09JXLB 2014MORPHNE(FOR SALE)19-Jun-14120010

Wo are requesting o reduction h our quota d t.092 Kg, Whkhj '
-1,692.000.03 te requesting an Increase in their qi^la of 1.692 kg.

451 , 1 80.00

3.067,067.00 4.779.B&7.0O-
5,479,867.00 S.WR.W.OO

MORPHINE (FOR SALE) 95WB 2014130146 11 Jii-14

pltycsed revised csmmonts received as of 7-21 '14
MO per«fr»g requests1 012

Page 398
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Sieoplamantal deck:mental:ion [n support or 0  request witl be crochet 
120144 1044-14 ORIPAVINE 93304) 2014 13,900,090,00 10,737,248 ,00 3,167,70200 soca/levy to 00r.Oocite 0 usciol goo 

Provos% kisses aro estimated at 1,380 ,000 grains 2,705,000 Oripeanno 
converted to 1-4pdreeporphone (also), Ilyd rOTC,04•prone (91501 does not 

120113 3-Ji4-14 ORIPA1/1146 9330-0 2014 5,250,000 00 3.283650.00 1,966.35O.0O appear an Converted Substances list but dime a2N0r on nctistniiinn-
19,1Sa,con.00 144215,948.00 5,134,052.00 

Our einem quota is shod 38 kg from '4911 is needed tamely. an 
additional 3 %Maude uatchon, most ot which will be sold duri cc 2014.01 
2015 %skis are projected te be 440 kg or 396.000 lifE.6 as base. 

120000 1-,11.4•14 0)(11C-ODONE (FOR SALE) 91433 2014 820,000,00 784.639.03 35,361.00 Drys odono will be produced et -4X-o] • 
Please reference the seupoetit .2 documental/ on her jusaicaticr. 

(b)(4) (b)(7)(E) Reigam5ng odd knit inlomeiticei or 911oStons, pease coeliac( 
1107ST Mor14 OXYCOCONE (FOR &ALE) 9143-0 2014 2006600 8,000.00 14.966,00 •ho/r,, , Inlorteabonit lorabod on itxstificalicn. Theink koti. 

ors reiqmaing tkis tricluelia suppodilh •)(d'l }taro Id thanch 
Orroicen 1-K3 Lalor Oda row. Please noel the DEA net our 2014 quota al 
1,365 lex erhth 900 bo support corithiames2 =Ivied° and 465 Ig to tiopport 

12O010 21.1m-14 OXY NE (FOR sAtE 9143-B 2014 2,894,655.00 1,365,600.00 1.529,665,00 deve1opPri ant actMt. 
3,733,531.00 2.15853200 1,579,94400 

k h 1(41 inniocled 2014 talus have increased and 91 2015 sakes ere 
row a! 5M 1 or 4,550,00) grams as berm. Sufficient irwontocy is needed 

120006 1.1u.444 PEArrODAREIITAL • 2270-0 2014 26.525,00000 23 460.000 00 3,125.000-00 until a new Pain 9051 eon be on in 2015. 

Posed ,evaLusd 1100.110, 10 riN)Elved as og, 7.21.14 
or 2 mCi peeing requests 
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2014 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), 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 
2014 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 td 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 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 opium tincture. The increase is based on 
domestic sales and import requirefnents from registrant applications and projected demand. 

• 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. The 
synthesis route for these non-controlled substances includes the controlled substances 
oxymorphone (for conversion) and noroxymorphone (for conversion). • 

DEA/OD/ODQ 7/23/2014 Page 1 of 1 
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2014 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), 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

201 4 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, GHB and tetrahydrocannabinols) to prevent

potential drug shortage issues.

• Expeditious review and publication of this notice is necessary to ensure an uninterruptable

supply ofschedule 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 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 opium tincture. The increase is based on

domestic sales and import requirements from registrant applications and projected demand.

• 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. The

synthesis route for these non-controlled substances includes the controlled substances

oxymorphone (for conversion) and noroxymorphone (for conversion). •

7/23/2014 Page 1 of 1DEA/OD/ODQ
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L.. 
Billing Code 4410-09-P 

DEPARTMENT OF JUSTICE 
Drug Enforcement Administration 
[Docket No. DEA-378] 

Final Adjusted 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 2014 

AGENCY: Drug Enforcement Administration (DEA), Department of Justice (DOS). 

ACTION: Notice. 

SUMMARY: This notice establishes the final adjusted 2014 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, as well as the 2014 aggregate production quotas for three recently 

temporarily controlled substances. 

FOR FURTHER INFORMATION CONTACT: Imelda Paredes, Executive Assistant, Office 

of Diversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield, 

VA 22152, Telephone: (202)598-6812. 

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 

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(6). The Administrator, in turn, has 

redelegated this function to the Deputy Administrator, pursuant to 28 CFR pt. 0 subpt. R, App. 

The DEA published the 2014 established aggregate production quotas for controlled . 

substances in schedules I and II and for the assessment of annual needs for the List I chemicals 

1 
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Billing Code 4410-09-P

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[Docket No. DEA-378]

Final Adjusted Aggregate Production Quotas for Schedule I and II Controlled Substances

and Assessment of Annual Needs for the List I Chemicals Ephedrine, Pseudocphedrine,

and Phenylpropanolamine for 2014

AGENCY: Drug Enforcement Administration (DEA), Department of Justice (DOJ).

ACTION: Notice.

SUMMARY: This notice establishes the final adjusted 2014 aggregate production quotas for

controlled substances in schedules I and II of the Controlled Substances Act (CSA) and the

assessment ofannual needs for the List I chemicals ephedrine, pseudoephedrine, and

phenylpropanolamine, as well as the 2014 aggregate production quotas for three recently

temporarily controlled substances.

FOR FURTHER INFORMATION CONTACT: Imelda Parcdes, Executive Assistant, Office

ofDiversion Control, Drug Enforcement Administration, 8701 Morrissette Drive, Springfield,

VA 22152, Telephone: (202)598-6812.

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

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 subpl. R, App.

The DEA published the 2014 established aggregate production quotas for controlled .

substances in schedules I and II and for the assessment of annual needs for the List I chemicals

1
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ephedrine, pseudoephedrine, and phenylpropanolamine in the Federal Register (78 FR 55099) on 

September 9, 2013. That notice stated that the Deputy Administrator would adjust, as needed, 

the established aggregate production quotas in 2014 in accordance with 21 CFR 1303.13 and 

21 CFR 1315.13. The 2014 proposed adjusted aggregate production quotas for controlled 

substances in schedules I and II and assessment of annual needs far the List I chemicals 

ephedrine, pseudoephedrine, and phenylpropanolamine were subsequently published in the 

Federal Register on June 12, 2014 (79 FR 33780) in consideration of the outlined criteria. Al] 

interested persons were invited to comment on or object to the proposed adjusted aggregate 

production quotas and assessment of annual needs on or before July 14, 2014. 

Analysis for Final Adjusted 2014 Aggregate Production Quotas and Assessment of Annual 

Needs 

Consideration has been given to the criteria outlined in the June 12, 2014, notice of 

proposed adjusted aggregate production quotas and assessment ofannual needs, in accordance 

with 21 CFR 1303.13 and 2ICFR 1315.13. Five companies submitted timely comments 

regarding a total of 11 schedule I and II controlled substances. Comments received proposed 

that the aggregate production quotas for 4-anilino-phenethy1-4-piperidine (ANPP), codeine 

(for sale), diphenoxylate, hydromorphone, levorphanol, morphine (for conversion), oripavine, 

oxycodone (for sale), oxymorphone (for conversion), oxymorphone (for sale), and 

tetrahydrocannabinols 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 IDEA did not receive any comments for the proposed 

adjustments to the 2014 assessment of annual needs for ephedrine, pseudoephedrine, and 

phenylpropanolamine. 

The DEA has taken into consideration the above comments along with the relevant 2013 

year-end inventories, initial 2014 manufacturing and import quotas, 2014 export requirements, 
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ephedrine, pseudoephedrine, and phenylpropanolamine in the Federal Register (78 FR 55099) on

September 9, 2013. That notice stated that the Deputy Administrator would adjust, as needed,

the established aggregate production quotas in 2014 in accordance with 21 CFR 1303.13 and

21 CFR 1315.13. The 2014 proposed adjusted aggregate production quotas for controlled

substances in schedules 1 and II and assessment of annual needs for the List I chemicals

ephedrine, pseudoephedrine, and phenylpropanolamine were subsequently published in the

Federal Register on June 12, 2014 (79 FR 33780) in consideration of the outlined criteria. All

interested persons were invited to comment on or object to the proposed adjusted aggregate

production quotas and assessment ofannual needs on or before July 14, 2014.

Analysis for Final Adjusted 2014 Aggregate Production Quotas and Assessment of Annual

Needs

Consideration has been given to the criteria outlined in the June 12, 2014, notice of

proposed adjusted aggregate production quotas and assessment of annual needs, in accordance

with 21 CFR 1303.13 and 21 CFR 1315.13. Five companies submitted timely comments

regarding a total of 1 1 schedule I and II controlled substances. Comments received proposed

that the aggregate production quotas for 4-anilino-phenethyl-4-piperidine (ANPP), codeine

(for sale), diphenoxylate, hydromorphone, levorphanol, morphine (for conversion), oripavine,

oxycodone (for sale), oxymorphone (for conversion), oxymorphone (for sale), and

tetrahydrocannabinols 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 for the proposed

adjustments to the 2014 assessment of annual needs for ephedrine, pseudoephedrine, and

phenylpropanolamine.

The DEA has taken into consideration the above comments along with the relevant 20 1 3

year-end inventories, initial 2014 manufacturing and import quotas, 2014 export requirements,
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actual and projected 2014 sales, research and product development requirements, and the 

additional applications received. Based on all of the above, the Deputy Administrator has 

determined that the proposed adjusted 2014 aggregate production quotas and assessment of 

annual needs for opium tincture, oripavine, and ephedrine (for sale) required additional 

consideration and hereby further adjusts the 2014 aggregate production quota and assessment of 

annual needs for these substances. Regarding 4-anilino-phenethyl-4-piperidine (ANPP), codeine 

(for sale), diphenoxylate, hydromorphone, levorphanol, morphine (for conversion), oxycodonc 

(for sale), oxymorphone (for conversion), oxymorphone (for sale), and tetrahydrocannabinols the 

Deputy Administrator hereby determines that the proposed adjusted 2014 aggregate production 

quotas and assessment of annual needs for these substances and List I chemicals as published on 

June 12, 2014 (79 FR 33780) are sufficient to meet the current 2014 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 2014 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 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 
3 
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actual and projected 2014 sales, research and product development requirements, and the

additional applications received. Based on all of the above, the Deputy Administrator has

determined that the proposed adjusted 2014 aggregate production quotas and assessment of

annual needs for opium tincture, oripavine, and ephedrine (for sale) required additional

consideration and hereby further adjusts the 2014 aggregate production quota and assessment of

annual needs for these substances. Regarding 4-anilino-phenethyl-4-piperidine (ANPP), codeine

(for sale), diphenoxylate, hydromorphone, levorphanol, morphine (for conversion), oxycodone ^

(for sale), oxymorphone (for conversion), oxymorphone (for sale), and tetrahydrocannabinols the

Deputy Administrator hereby determines that the proposed adjusted 2014 aggregate production

quotas and assessment of annual needs for these substances and List I chemicals as published on

June 12, 2014 (79 FR 33780) are sufficient to meet the current 2014 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 2014 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, the1 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
3

Page 403Vol. IVol. I



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. 

Pursuant to the above, the Deputy Administrator hereby finalizes the 2014 aggregate 

production quotas for the following schedule I and 11 controlled substances and the 2014 

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 

2014 
quotas 

(g) 
Schedule I 

(1-Penty1-1H-indo1-3-y1)(2,2,3,3-tetramethyleyelopropyl)methanone (UR-
144) 

15 

0-(5-Fluoro-penty1)-1H-indol-3-y11(2,2,3,3-
tetramethylcyclopropyl)methanone (XLR11) 

15 

1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)butan-l-one (butylone) 15 
1-(1,3-Benzodioxo1-5-y1)-2-(methylamino)pentan-1-one (pentylone) 15 

1-0 -Phenylcyclohexyl)pyrrolidine 10 
1-(5-Fluoropenty1)-3-(1-naphthoyl)indole (AM2201) 45 
I-(5-Fluoropentyl),3-(2-iodobenzoyeindole (AM694) 45 
1-0-(2-Thienyl)cyclohexyllpiperidine 15 
142-(4-MorpholinyDethyD-3-(1-naphthoyeindole (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-Hexyl-3-(1-naphthoyl)indole (JW1-1-019) 45 
1-Methyl-4-phenyl-4-propionoxypiperidine 2 
1-Penty1-3-(1-naphthoyl)indole (JWH-01 8 and AM678) 45 
1-Penty1-3-(2-chlorophenylacetyl)indole (JW1-1-203) 45 
1-Penty1-3-(2-methoxyphenylacetyl)indole (J WH-250) 45 

1-Penty1-3-(4-chloro-1 -naphthoypindole (JWH-398) 45 
1-Penty1-3-(4-methyl-l-naphthoyl)indole (JWH-122) 45 
1-Penty1-3[(4-methoxy)-benzoyllindole (SR-19, RCS-4) 45 
1-Pentyl-3-[1-(4-methoxynaphthoyl)]indole (JWH-081) 45 
2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P) 30 
2-(2,5-Dimethoxy-4-ethylphenyDethanamine (2C-E) 30 

4 
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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.

Pursuant to the above, the Deputy Administrator hereby finalizes the 2014 aggregate

production quotas for the following schedule I and II controlled substances and the 2014

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

2014

quotas

Basic class

Schedule I

(l-Pentyl-l//-indol-3-yl)(2,2,3,3-tetramethylcyclopropyl)methanone (UR-
15

144)

[l-(5-Fluoro-pentyl)-lff-indol-3-yl](2,2,3,3-

tetramethylcyclopropyl)methanone (XLR1 1)
15

15l-(l,3-Benzodioxol-5-yI)-2-(methylamino)butan-l-one (butylone)	

l-(l,3-Benzodioxol-5-yl)-2-(methylamino)pentan-l-one (pentylone)

I-(l-Phenylcyclohexyl)pyrrolidinc	

l-(5-Fluoropentyl)-3-(l-naphthoyl)indole (AM2201)	

l-(5-Fluoropentyl)-3-(2-iodobenzoyl)indole (AM694)	

1 -[ 1 -(2-Thienyl)cyclohexyl~lpiperidine	 	

I.[2-(4-Morpholinyl)ethyl]-3-(l-naphthoyl)indole (JWH-2QQ)	

1 -Butyl-3-( 1 -naphthoyQindole (JWH-073)	
l-Cyclohexylethyl-3-(2-methoxyphenylacetyl)indole (SR-18 andRCS-8)

1 -Hexyl-3-0 -naphthoyl)indole (JWH-0 1 9)	
l-Methyl-4-phenyl-4-propionoxypiperidine	 		 	

l-Pentyl-3-(l-naphthoyl)indole (JWH-018 and AM678)	

1 -Pentyl-3-(2-chlorophenylacetyl)indole (JWH-203)	
l-Pentyl-3-(2-methoxyphenyIacetyl)indole (JWH-250)	

l-Pentyl-3-(4-chloro-l-naphthoyl)indole (JWH-398)	

1 -Pentyl-3-(4-methyl-l -naphthoyDindole (JWH- 1 22)	 •
1-Pentyl-3-[(4-methoxy)-benzoynindole (SR-19, RCS-4)	

1 -Pentyl-3-f 1 -(4-methoxynaphthoyl)1indoIe (JWH-08 1 ) 	
2-(2,5-Dimethoxy-4-n-propylphenyl)ethanamine (2C-P)	

2-(2,5-Dimethoxy-4-ethylphenyl)ethanamine (2C-E)	 	

15

10

45

45

15

45

45

45

45

2

45

45

45

45

45

45

45

30

30

4
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2-(2,5-Dimethoxy-4-methphenyHethanamine (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-dimethoxyphenyflethanarnine (2C-C) 30 
2-(4-Chloro-2,5-dimethoxypheny1)-N-(2-methoxybenzypethanamine (25C- 
NBOMe; 2C-C-NBOMe; 25C; Cimbi-82) 

15 

2-(4-Iodo-2,5-dimethoxyphenyl)ethanamine (2C-I) 30 
2-(4-lodo-2,5-dimethoxypheny1)-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-dimethoxyphenyl]ethanamine (2C-T-2) 30 
2-[4-(lsopropylthio)-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-ethylarnphetamine (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 

4-13romo-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-chmethoxyamphetamme (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)-21(1R,38)-3-hydroxycyclohexylkphenol 68 

5-0 ,1 -Di methylocty1)-2-[(1R,3S)-3-hydroxycyclo hexyl]-pheno 1 
(cannal)icycloheXanol or CP-47,497 C8-homolo•) 

53 

5-Methoxy-3A-methylenedioxyamphetamine 25 

5-Methoxy-NN-diisopropyltryptaminei 25 
5-Methoxy-N,N-dimethyltryptamine ' 25 

Acetyllaipha-niethyl entanyl 2 

Acety1dihydrocodeine 2 

Acetylmethadol ' . - 2 

Allylprodine 2 

Mphacetylmethadol 2 

alpha-Ethyltry_ptamme 25 

5 
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302-(2,5-Dimethoxy-4-methylphenyl)ethanamme (2C-D)	

2-(2,5-Dimethoxy-4-nitro-phenyl)ethanamine (2C-N)	

2-(2,5-Dimethoxyphenyl)ethanamine (2C-H)	

2-(4-Bromo-2,5-dimethoxyphenyI)-iV-(2-methoxybenzyS)ethanamine (25B-

NBQMe; 2C-B-NBOMe; 25B; Cimbi-36)	

2-(4-Chloro-2,5-dimethoxyphenyl)elhanaroine (2C-C)	

2-(4-Chloro-2,5-dimethoxyphenyl)-N-(2-mcthoxybenzyI)ethanamine (25C-

NBQMe; 2C-C-NBOMe; 25C; Cimbi-82)	 	

2-(4-Iodo-2,5-dimethoxyphenyl)ethanaminc (2C-I)	

2-(4-Iodo-2,5-dirriethoxyphenyl)-N-(2-methoxybenzyl)ethanamine (251-

NBOMe; 2C-I-NBOMe;25I; Cimbi-5)	 	

2-(Methylamino)- 1-phenylpcntan- 1 -one (pentedrone) 	

2,5-Dimethoxy-4-ethylamphetamine (POET)	 	 	

30

30

15

30

15

30

15

15

25

252,5-Dimethoxy-4-«-propylthiophenethylamine	

2,5-Dimethoxyamphetamine	

2-[4-(Ethylthio)-2,5-dimethoxyphenyl]ethanamine (2C-T-2)

2-[4-(IsopropylthiQ)-2,5-dimethoxyphcnyl1ethanamine (2C-T-4)

3,4,5-Trimethoxyamphelamine 	

3,4-Methylencdioxyamphetamine (MDA)	

3,4-Methylenedioxymethamphetamine (MDMA)	

3,4-MethylenediQxy-iV-cthylamphetamine (MDEA)	

3 ,4-Methylenedioxy-A^-methylcathinone (mcthylone)	
3,4-Methylenedioxypyrovalerone (MDPV)	

3-Fluoro-A'-methylcathinonc (3-FMC)	

3-Methylfcntanyl	 |	

3-Methylthiofentany	l	

4-Bromo-2,5-dimethoxyarnphetamine (DOB)	

4-Bromo-215-dimethoxyphenethylamine (2-CB)	 '

4-Fluoro-jV-methylcalhincme (4-FMC) 	 	

4-Methoxyamphetamine	

4-Methyl-2,5-dimethoxyamphetamine (DOM)	

4-Methylaminorex .	 ^	 	

4-Methyl-iV-ethylcathinone (4-MEC)	

4-Methyl-iV-methylcathitione (mephedrone)	 ;	
4-Methyl-a-pyrrolidinopropiophenone (4-MePPP) '	

5-(l,l-Dimethylheptyl)-2-r(l/?,3.S)-3-hydroxycyclohexyl1-phenol

5-(l,l-Pimethyloctyl)-2-[(l/?,3S)-3-hydroxycyclohexyl]-phenol

(cannabicyclohexanol or CP-47,497 C8-homolog) 	
5-Methoxy-3,4-rnethyleriedioxyamphetamine	

S-Methoxy-N.iV-diisopropyltryptamitie1	 :	

5-Methoxy-Ar,A/-dimethyltryptamine	 		

Acetyl-a/p/ifl-methylferitanyl	 :	 ;	;	

Acetyldihydrocodeine ' .	 ;	

25

30

30

25

50

40

50

35

15

2

2

25

25

15

100

25

25'

15

•45

68

53

25

25

25

2

2

2Acetylmethadol •

Allylprodine 	

Alphacetylmethadol

2

2

2Lla/p/ia-Ethyltryptamine .

5
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Alphameprodine 2 
Alphamethadol 2 
alpha-Mehylfentanyl 2 
alpha-Methylth ofentany1 2 
alpha-Methyltryptamine (AMT) 25 
alpha-Pyrrolidinobutiophenone (a-PBP) 15 
alpha-Pyrrolidinopentiophenone (a-PVP) 15 
Aminorex 25 
Benzylmorphinc 2 
Betacetylmethadol 2 
beta-Hydroxy-3-methyllentanyl 2 
beta-Hydroxyfentanyl 2 
Betameprodine 2 
Betaprodine 2 
Bufotenine 3 

Cathinone 70 
Codeine methylbromide 5 

Codeine-N-oxide 200 
Desomorphine 5 

Diethyltryptamine 25 

Difenoxin 50 

Dihydromorphine 3,990,000 

Dimethyltryptamine 35 

Dipipanonc 5 

Fenethylline 5 

gamma-Hydroxybutyric acid 70,250,000 

Heroin 25 

Hydromorphinol 2 

Hydroxypethidine 2 

lbogaine 5 

Lysergic acid diethylamide (LSD) 35 

Marihuana 650,000 

Mescaline 25 

Methaqualone 10 

Methcathinone 25 

Methyldesorphine • 2 

Methyldihydromorphine 2 

Morphine methylbromide 5 

Morphine methylsulfonate 5 

Morphine-N-oxide 175 

N-(1-Adamanty1)-1-penty1-11-1-indazole-3-carboxamide (AKB48) 15 

N-(1-Amino-3,3-dimethy1-1 -oxobutan-2-y0-1-penty1-1H-indazole-3-
carboxamide (ADB-PINACA) 

15 

N-(1-Amino-3-methyl- 1-oxobutan-2-y1)-1-(4-fluorobenzy1)-1H-indazole-3-
carboxamide (AB-FUBINACA) 

15 

NN-Dimethylamphetamine 25 

Naphthylpyrovalerone (naphyrone) 15 

6 
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Alphameprodine 2

Alphamethadol 2

a/p/ia-Mcthylfentanyl	 '

a/pftfl-Methylthiofentany)	

a/p/ia-Methyltryptamine (AMT)

2

2

25

a/p/ig-Pyrrolidinobutiophenone (g-PBP)

a/pAa-Pyrrolidinopentiophenone (ct-PVP)

Aminorex . .

15

15

25

2Benzylmorphinc

Betacetylmethadol	

freta-Hydroxy-3-mcthylfentanyl

6efg-Hydroxyfentanyl	

Betameprodine

2

2

2

2

2Betaprodine

Bufotenine 3

70Cathinone
5Codeine methylbromide

200Codeine-N-oxidc
5Desomorphine

25Diethyltryptamine

Difenoxin 50

3,990,000Dihydromorphine	

Dimethyhryptamine	

Dipipanonc	

Fenethylline	 '

ggmmg-Hydroxybutyric acid

35

5

5

70,250,000

25Heroin
2Hydromorphinol	

Hydroxypethidine	

Ibogaine	

Lysergic acid diethylamide (LSD)

Marihuana

2

5

35

650,000

25Mescaline
10Methaqualone

Methcathinone 25

2Methyldesorphine '

Methyldihydromorphine 2

5Morphine methylbromide	 .	

Morphine methyisulfonate	 	

Morphine-N-oxide	 		

7/-(l-Adamantyl)-l-pentyl-lH-indazole-3-carboxamide (AKB48)	

N-(\ -Amtno-3 ,3-dimethyl-l -oxobutan-2-yl)- 1 -pentyl- 1 H-indazole-3-
carboxamide (ADB-PINACA)	 		

N-( 1 -Amino-3-methyI- 1 -oxobutan-2-yi)- 1 -(4-fluorobenzyl)- 1 H-indazole-3-
carboxamide (AB-FUBINACA)	 	

N, N-Dimethylamphetamine	

Naphthylpyrovalerone (naphyrone)	 	

5

175

15

15

15

25

15

6
(
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N-Benzylpiperazine 25 

N-Ethyl l-phenylcyclohexylamine 5 

N-Ethylamphetamine 24 

N-Hydro xy-3,4-meth yl enedioxyamphetamine 24 

Noracymethadol 2 

Norlevorphanol 52 

Normethadone 2 

Normorphine 18 

para-Fluorofentanyl 2 

Parahexyl 5 

Phenomorphan 2 

Pholcodine 2 

Properidine 2 

Psilocybin . 40 

Psilocyn 50 
Quinolin-8-y11-(5-fluoropentyl)-1H-indole-3-carboxylate (5-fluoro-PB-22; 

5F-PB-22) 
15 

Quinolin-8-yl 1-pentyl-IH-indole-3-carboxylate (PB-22; QUPIC) 15 

Tetrahydrocannabinols 491,000 

Thiofentanyl 2 

Tilidine 10 

Trimeperidine 2 
Schedule II 

1 -Phenylcyclohexylamine 3 

1-Piperidinocyclobexanecarbonitrile 3 
4-Anilino-N-phenethy1-4-piperidine (ANPP) 2,687,500 

Alfentanil 17,625 

Alphaprodine 3 

Amobarbital 9 

Amphetamine (for conversion) 18,375,000 

Amphetamine (for sale) 49,000,000 

Carfentanil 19 

Cocaine 240,000 

Codeine (for conversion) 68,750,000 

Codeine (for sale) 46,125,000 

Dextropropoxyphene 19 

Dihydrocodeine 100,750 

Diphenoxylate 1,288,750 

Ecgonine 174,375 

Ethylmorphine 3 

Fentanyl 2,108,750 

Glutethimide 3 

Hydrocodone (for conversion) 137,500 

Hydrocodone (for sale) 99,625,000 

Hydromorphone 6,750,000 

Isomethadone 5 

Levo-alphacetylmethadol (LAAM) 4 

7 
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25jV-Benzylpiperazlne	

A^-Ethyl- 1 -phenylcyclohexylamine	
iV-Ethylamphetamine	

N-Hydroxy-3,4-methylenedioxyamphetamine

Noracymethadol	

Norlevorphanol	

Normethadone	 ;	

Normorphine	

pam-Fluorofentanyl	

Parahexyl 	

Phenomorphan	

Pholcodine 	

5

24

24

2

52

2

18

2

5

2

2

2Properidine
40Psilocybin

Psilocyn 50

QuinoIin-8-yl l-(5-fluoropentyl)-l//-indole-3-carboxylate (5-fluoro-PB-22;
5F-PB-22)	 	

Quinolin-8-yl I -pentyl- 1 //-indole-3-carboxylate (PB-22; QUPIC)	
Tetrahydrocannabinols 	

Thiofentanyl	

Tilidine ' 	 		 	

15

15

491,000

2

10

2Trimeperidine

Schedule II

31 -Phenylcyclohexylamine	
1-Piperidinocyclohexanecarbonitrile 3

2,687,5004-Anilino-W-phenethyl-4-piperidine (ANPP)
17,625Alfentanil

3Alphaprodine
9Amobarbital

18,375,000Amphetamine (for conversion)
49,000,000Amphetamine (for sale)

19Carfentanil
240,000Cocaine

68,750,000Codeine (for conversion)
46,125,000Codeine (for sale)

19Dextropropoxyphene

100,750Dihydrocodeine

Diphenoxylate 1,288,750

174,375Ecgonine

Ethylmorphine

Fentanyl	

Glutethimide

3

2,108,750

3

137,500Hydrocodone (for conversion)

Hydrocodone (for sale)	

Plydromorphone	

Isomethadone

99,625,000

6,750,000

5

4Levo-alphacetylmethadol (LAAM)

7
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Levomethorphan 195 
Levorphanol 4,625 
Lisdexamfetamine 23,750,000 
Meperidine 6,250,000 
Meperidine Intermediate-A 6 
Meperidine Intermediate-B 11 
Meperidine Intermediate-C 6 
Metazocine 19 
Methadone (for sale) 31,875,000 
Methadone Intermediate 38,875,000 
Methamphetamine 2,811,375 
[1,250,000 grams of levo-desoxyephedrine for use in a non-controlled, non-prescription 
product; 1,500,000 grams for methamphetamine mostly for conversion to a schedule III 
product; and 61,375 grams for methamphetamine (for sale)] 

Methylphenidate 96,750,000 
Morphine (for conversion) 91,250,000 
Morphine (for sale) 62,500,000 
Nabilone 30,375 
Noroxymorphone (for conversion) 17,500,000 
Noroxymorphone (for sale) 1,262,500 
Opium (powder) 112,500 
Opium (tincture) 780,000 
Oripavinc 30,625,000 
Oxycodone (for conversion) 9,250,000 

Oxycodone (for sale) 149,375,000 
Oxymorphone (for conversion) 25,000,000 
Oxymorphone (for sale) 7,750,000 
Pentobarbital 35,000,000 
Phenazocine 6 
Phencyclidine 19 

Phenmetrazine 3 
Phenylacetone 45,750,000 
Racemethorphan 3 
Remifentanil 5,875 
Secobarbital - 215,003 
Sufentanil 6,255 
Tapentadol 17,500,000 
Thebaine 145,000,000 

List I Chemicals 
Ephedrine (for conversion) 1,000,000 
Ephedrine (for sale) 4,200,000 
Phenylpropanolamine (for conversion) 44,800,000 
Phenylpropanolamine (for sale) 5,300,000 
Pseudoephedrine (for conversion) 5,000 
Pseudoephedrine (for sale) 224,500,000 

8 
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/

Levomethorphan 195

Levorphanol

Lisdexamfetamine

4,625

. 23,750,000

Meperidine	

Meperidine Intermediate-A

Meperidine Intermediate-B

Meperidine Intermedialc-C

Metazocine

6,250,000

6

11

6

19

Methadone (for sale) 31,875,000

Methadone Intermediate 38,875,000

2,811,375Methamphetamine

[1,250,000 grams of /evo-desoxyephedrine for use in a non-controlled, non-prescription

product; 1,500,000 grams for methamphetamine mostly for conversion to a schedule III

product; and 61,375 grams for methamphetamine (for sale)]

96,750,000Methylphenidate

Morphine (for conversion)

Morphine (for sale)	

Nabilone

91,250,000

62,500,000

30,375

17,500,000Noroxymorphone (for conversion)

Noroxymorphone (for sale) .

Opium (powder)	

1,262,500

112,500

780,000Opium (tincture)	

Oripavinc	

Oxycodone (for conversion)

30,625,000

9,250,000

149,375,000Oxycodone (for sale)

25,000,000Oxymorphone (for conversion)

Oxymorphone (for sale)	

Pentobarbital

7,750,000

35,000,000

6Phenazocine

19Phencyclidine

Phenmetrazine 3

45,750,000Phenylacetone

Racemethorphan

Remifentanil

3

5,875

215,003Secobarbital

6,255Sufentanil

17,500,000Tapenladol

145,000,000Thebaine

List I Chemicals

1,000,000.Ephedrine (for conversion)	

Ephedrine (for sale)	

Phenylpropanolamine (for conversion)

Phenylpropanolamine (for sale)	

Pseudoephedrine (for conversion)

Pseudoephedrine (for sale)	

4,200,000

44,800,000

5,300,000

5,000

224,500,000
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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: Thomas M. Harrigan, 
Deputy Administrator 

9 
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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.

Thomas M. Harrigan,

Deputy Administrator
Dated:

9
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\..._ 
OC: 
OD: 
OD/D: 
ODX: 
ODXS: 
ODW: 
ODQ: 
ODQF7 : 08-12-14 
SBF-CM # ODEQ 14 - 819 
(DFN#: 680-03 Drug control files - Manufacturing and Procurement quotas) 

(b)(6) 
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(DFN#: 680-03 Drug control files - Manufacturing and Procurement quotas)
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DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-378] 

Final Adjusted Aggregate Production 
Quotas for Schedule I and II Controlled 
Substances and Assessment of 
Annual Needs for the List I Chemicals 
Ephedrine, Pseudnephedrine, and 
Phenylpropanolamine for 2014 

AGENCY: Drug Enforcement 
Administration (DEA). Department of 
justice (DOB. 
ACTION: Notice. 

SUMMARY: This notice establishes the 
final adjusted 2014 aggregate production 
quotas for controlled substances in 
schedules I and II of the Controlled 
Substances Act (CSAI and the 
assessment of annual needs for die List 
I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine, as well as the 
2014 aggregate production quotas for 
three recently temporarily controlled 
substances.
OATES: Effective August 25, 2014. 
FOR FURTHER INFORMATION CONTACT: 
Imelda Paredes, Executive Assistant. 
Office of Diversion Control, Drug 
Enforcement Administration. 8701 
Morrissette Drive. Springfield. VA 
22152, Telephone: (202) 598-6812. 
SUPPLEMENTARY INFORMATION: 

Background 
Section 306 of the Controlled 

Substances Act (GSA) (21 U.S.C. 826) 
requires the Attorney General to 
establish aggregate preductinn quotas 
for each basic class of controlled 
substance listed in schedules I and 11 
and for ephedrine, pseudoephedrine, 
and phenylpropanolamino. This 
responsibility has been delegated to the 
Administrator of the Drug Enforcement 
Administration (DEA) through 28 CFR 
0,100(6). The Administrator, In turn, has 
redelegated this function to the Deputy 
Administrator, pursuant to 28 CFR pt. 0 
subpt. R, App. 

The IDEA published the 2014 
established tiggregate, production quotas 
fur controlled substances in schedules I 
and II and for the assessment of annual 
needs for the List I chemicals ephedrine, 
pseudoephedrine, and 
phenylpropanolamine in the Federal 
Register (78 FR 55099) on September 9, 
2013. That notide stated that the Deputy 
Administrator would adjust. as needed. 
the established aggregate production 
quotas in 2014 in accordance with 21 
CFR 1303.13 and 21 CFR 1315.13. The 
2014 proposed adjusted aggregate 

production quotas for controlled hydromorphone, levorphanol, morphine 
substances in schedules 1 and II and (for conversion], oxycodone (for sale), 
assessment of annual needs for the List 'oxymorphone (fm conversion), 
I chemicals ephedrine. oxymnrphnne (for sale), and 
pseudoephedrinedand totrahydrocannabinuls the Deputy 
phenylpropanolamine were Administrator hereby determines that 
subsequently published in the Federal the proposed adjusted 2014 aggregate 
Register on lune 12. 2014 (79 FR 33780) production quotas and assessment of 
in consideration of the outlined criteria. annual needs for these substances and' 
All interested persons were invited to List I chemicals as published on June 
comment on or object to the proposed 12. 2014 (79 FR 33780) are sufficient to 
adjusted aggregate production quotas meet the current 2019 estimated 
and assessment of annual needs on or medical, scientific, research, and 
before July 14, 2014. industrial needs of the United States 

Analysis for Final Adjusted 2014 and to provide for adequate reserve 

Aggregate Production Quotas and stock.

Assessment nf Annual Needs As described in the previously 

Consideration has been given to the published notice establishing the 2014 
criteria outlined in the June 12, 2014, aggregate production quotas and

notice of proposed adjusted aggregate assessment of annual needs, the DEA
production quotas and assessment of has specifically considered that

inventory allowances granted to annual needs, in accordance with 21 
individual manufacturers may not CFR 1303.13 and 21 CFR 1315.13. Five 
always result in the availability of companies submitted timely comments 
sufficient quantities to maintain an regarding a total of 11 schedule I and If 
adequate reserve stock pursuant to 21 controlled substances. Comments 
U.S.C. 826(0, as intended. See 21 CFR received proposed that the aggregate • 

. 1303.24. This. would be concerning if a production odutas for 4-anilino-
natural disaster or other unforeseen phenethy14-piparidine CANED), codeine 

(for sale). diphenoxylate, event resulted in substantial disruption 
hydromorphone, levorphanol, morphine to the amount of controlled substances 

available to provide for legitimate (for conversion). oripavine. oxycodone 
(for sale), nxymorphone (for public need. As such, the DEA has 

included in all proposed revised conversion). oxymorphone (for sole). 
and tetrahydrocannabinols were schedule II aggregate production quotas. 

insufficient to provide for the estimated and certain schedule I aggregate 

medical, scientific. research, and production quotes. an additional 25% of 

industrial needs of the United States. for the estimated medical, scientific, and

export requirements. end for the research needs as part of the amount 

establishment and maintenance of necessary to ensure the establishment 

reserve stocks. The DEA did not receive and maintenance of reserve stocks. The
any comments for the proposed resulting revised established aggregate 

adjustments to the 2014 assessment of production quota will reflect these

annual needs for ephedrine. Included amounts. This action will not 

pseudoephedrine. and affect the ability of manufacturers to 
maintain inventory allowances as phenylpropanulainine. 

The DEA has taken into consideration specified by regulation. The DEA

the above comments along with the expects that maintaining this reserve in 

relevant 2013 year-end inventories, certain established aggregate production 
initial 2014 manufacturing and import quotas will mitigate adverse public
quotas. 2014 export requirements, actual effects if an unforeseenbavent results in 

the substantial disruption to  amount end projected 2014 sales. research and 
of. controlled substances available to product development requirements, and 

the additional applications received provide for legitimate public need, as 
Based on all of the above, the Deputy determined by the LEA. The LEA does
Administrator has determined that the not anticipate utilizing the reserve in 

the absence of these circumstances. proposed adjusted 2019 aggregate 
production quotas and assessment of Pursuant to the above, the Deputy 
annual needs for opium tincture, Administrator hereby finalizes the 2014 
oripavine, end ephedrine (for sale) aggregate production quotas for the 
required additional consideration and following schedule I and II controlled 
hereby further adjusts the 2014 substances and the 2014 assessment of 
aggregate production quota and annual needs for the List I chemicals 
assessment of annual, needs for these ephedrine. pseudoephedrine, and 
substances. Regarding 4-anilino- phenylpropanolamine. expressed in 
phedethy1-4-piperidine (ANN)]. codeine grams of anhydrous acid or base. as 
(for sale), diphenoxylate, follows: 
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hydromorphone. levorphanol, morphine
(for conversion], oxycodone (for sale),

oxymorphone (foi conversion),
oxymorphone (for sale), and
tclrahydrocannahinols the Deputy

Administrator hereby determines that
the proposed adjusted 2014 aggregate
production quotas and assessment of
annual needs for these substances and

List I chemicals as published on June
12, 2014 (79 FR 33780) are sufficient to

meet the current 2014 estimated
medical, scientific, research, and
industrial needs of (he United States
and to provide for adequate reserve

stock.

As described in the previously
published notice establishing the 2014
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. Tliis. 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 revised

schedule 0 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 amuuut
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 uiiforeseen'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.

production quotas for controlled
substances in schedules i and II and
assessment of annual needs for the List
I chemicals cphedrine,

pseudoephedrine. and
phenylpropanolamine were

subsequently published in the Federal
Register or. June 12. 2014 (79 FR 33780)

in consideration of the outlined criteria.
All interested persons were invited to
comment on or objeel to the proposed
adjusted aggregate production quotas

and assessment of annual needs on or
before July 14, 2014.

Analysts for Final Adjusted 2Q14
Aggregate Production Quotas and
Assessment of Annual Needs

Consideration has been given to the
criteria outlined in the June 12, 2014,

notice of proposed adjusted aggregate
production quotas and assessment of

annual needs, in accordance with 21
CFR 1303.13 and 21 CFR 1315.13. Five
companies submitted timely comments

regarding a total ot 1 J schedule I and U
controlled substances. Comments

received proposed that the aggregate
production quotas for 4-anilino-

phencthy1-4 -piperi dine (ANPP). codoinc
(for sale), diphenoxylate,
hydromorphone. levorphanol, morphine
(for conversion], oripavine, oxycodone

(for sale), oxymorphone (for
conversion), oxymorphono (for sole],
and tetrahydrocannabinols 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 for the proposed
adjustments to the 2014 assessment of
annual needs for ephedrine,

pseudoephedrine, and

phenylpropanolamine.
The DEA has taken into consideration

the above comments along with the
relevant 2013 year -end inventories,
initial 2014 manufacturing and import
quotas, 2014 export requirements, actual
Bnd projected 2014 sales, research and
product development requirements, and

the additions) applications received,

established aggregate, production quotas Based on all of the above, the Deputy
for controlled substances in schedules I Administrator has determined that the
and II and for the assessment of annual proposed adjusted 2014 aggregate
needs for the List I chemicals cpliBdrine, production quolas and assessment of
psotidoophodrine, and annual needs for opium tincture, .
phenylpropanolamine in the Federal oripavine. end cphedrine (for sale)

Register (78 FR 55099) on September 9, required additional consideration and
2013. That notice stated that the Deputy heroby further adjusts the 2014

• Administrator would adjust, as needed, aggregate production quota and
the established aggregate production assessment of annual, needs for these
quotas in 2014 in accordance with 21 substances. Regarding 4-anilino-
CFR 1303.13 and 21 CFR 1315.13. The phen'elhyl-4-piperidine (ANPP). codeine 'grams of anhydrous acid or base, as
2014 proposed adjusted aggregate (for sale], diphenoxylate, follows:

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

[docket No. DEA-378]

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 2014

agency: Drug Enforcement

Administration (DEA), Department of
justice (DOJ).

action: Notice.

SUMMARY: This notice establishes the

final adjusted 2014 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

1 chemicals cphedrine,
pseudoephedrine, and

phenylpropanolamine, as well as the
2014 aggregate production quolas for

three recently temporarily controlled
substances. .

dates: Effective August 25, 2014.

FOR FURTHER INFORMATION CONTACT:

Imelda Paredcs. Executive Assistant,
Office of Diversion Control, Drug

Enforcement Administration. 8701
Morrissctte Drive, Springfield, VA
22152, Telephone: (202) 598-6812.

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
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.
Too DEA published the 203 4

Pursuant to the above, the Deputy

Administrator hereby finalizes the 2014
aggregate production quotas for the
following schedule I and II controlled
substances and the 2014 assessment of
annual needs for the List I chemicals
ephedrine. pseudoBphedrine, and
phenylpropanolamine, expressed in
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Basic class 

Final 
adjusted 

2014 
quotas 

(5) 

Schedule) 

(1-Pentyb1H-indo1-3-y1)(2.2.3,3-tdtramethyleycloPropyl)melhanone (UR-144) 
[1-(5-Fluoro-penty1)-1H-indc1-3111(2,2,3.3-telramelbyloyclopropyl)nnethanone (XLR11)  
1-(1.3-Bernodioxo1-510)..2-(methylarnino)butan-1-one (butylone)  
1..(1,3Benzedioxel-511)-2-(methylamlno)pentan-1-one (penlylone)  
1 -11-P benyleyclehexyl)py rcalidine  
1-(5-Fluoropenty1)-3-(1-naphlhoyOindele (AM2201)  
1-(5-Fluoropenty1)-3-(2-iodonenzoyl)Indole (AM694)  
111-(2-Thienyncyclehexylipiperidine  
112-(4-Morphdinyi)ethyll-3-(1..naphlhoynindole (JWH-200)  
1-Buty1-3-(1-naphihoynindale (JWH-073)  
1-Cyclohexyle141-312-mothoxyphenylacetyl)indole (SR-18 and RCS-8)  
1-Flexy1-3.11-napMnoylrdole (JWH-019)  
1-Methyl-0-phenyl-4-propionoxypiperidine  
1-Penty1-3.(1.naphthoynindale (JWFI-018 and AM678)  
1.Penty1-3-(2-chlerophenylacen.1)indole (JWH-203)  
1-Penty1-3.(2-rnolhoxyphenylacetyl)indole (JWH-250)  
1-Penty1-3-(4.chlore-l-naphthoyOindala (JWH-396)  
1-Penty1-3-(4.melhyl-I-naphlhoyInndole (JWH-122)  
1-Penty1-3.[(4-rnethoxy)-benzoyllindole (SR-12, RCS-4)  
1-Penty1-3-0-(4-rnethoxynaphthoylnindole (JWH-081)  
2-(2,5-Dimelhoxy-44bpropylphanynethanarnine (2C-P)  
2-(2,5-0imethoxy-4-ethylphenynethanamine (2C-E)  
212,5-Cimethoxy-4-methylphenynethanarrIne (2C.-12)  
2-(2.5-Dimethoxy-4-nitm-phenynethanamine (20-N)  
2-(2,5-Dimethakyphenynethanamine (2C-1-1)  
2-(4.Brorno-2,5.dirnethoxypheny1)-N-(2-methoxyeenzyl)sthanamine (2513-NBOMe; 2C-B-N130Me; 256; Cirai-36)  
2-(4-Chlero-2,5-dimethoxyphenynatbanamine (2C-C)  
2-(4-Chloro-2.5-dimethoxypheny1)-N-(2-melboxybenzyl)ethanamlne (25C-NBCMe; 2C-C-NBOMe; 25C; Cirnb.-82)  
2-(4-ludo-2,5-dimelhoxyphenyl)elhanamlno (2C-I)  
2-(4-todo-2,5-dimethoxyphenyi)-N-(2-mathoxyben2y1)elhanamine (251-NoOme; 2C-I-NBOMe; 251; Cimbi-5)  
2-(Metbylarnino)-1-phenylpentan-l-one (pentedrone)  
Z5-Dimetboxy-4-ethylamphelamine (POET)  
2,5-Cimethoxy-4-n-propylihiophenelhylamine  
2,5-0imethoxyamphetamine  
2-14-(Ethyltno)-2,5-dimethczyphenyljethanamitio (2C T-2)  
2-14-(1501200/Ilhic)-2.5-thme1boxYPhenyliethanamine (20-T-0)  
24,5-Trirnethoxyamphetamine  
3.4-Melhylenedicxyamphelamine (MCA)  
3,4-Melhylenediottymethamphetamine (MDMA)  
3,4.1nelhylenedietty-Al-ethylamphelamine (M PEA)  
3,4-Methylenedioxy-N-methylcathinone (nelhylone)  
3,4-Melhylenedioxypyrovaterene (MOPS  - 
3-Fluore-Ninethylcathinone (3-FMC)  
3-Methyllentanyl  
3-Methylthiclentanyl  
4-Brorne.2,5-dimethoxyamphetarninc (COB)  
4-Bromo.25-ditnethoXyphen(lhylamine (2-C13)  
4-FluerchA/methylcathinone (4-FMC)  
4-Methyl-25-
4-Melbyl-25-dImelhoxyamphelamine (DOM)  
4-Methylaminerex  
4-Methyl-N-ethylcathinone (4-MEC)  
4-Mothyl-N-methylcathinene (mephedrone)  
0.Mathyl-a.pyrrolidinopropophenona(4-MeP PP)  
5-(1,1-Dimethylhepty1)-2-1(1/7.3)-)-3-hydroxycyclohexylEPhenol  
5 34 -24(1/2.35).3-hydroxycyclahexyli-phenel (oannabicyclohexanol or CP-47.491 CB homology  
5-Methoxy-3,4-methylenedioxyamphelamine  
5.Methoxy-N,N-ddsspropyltryplamine  
5-Methaxy-N.NdimethyliryptarnIne  
Acetyl-alpha-melhyllentanyl  
Acetyldihydrocudeine  
Acetylmethadol  
Allylprodine  
Alphazetylmethadol  
alpha-Ethyloyptamlne  
Alphameprodine  
Alphamethadal  
alpha-Methyllentanyl  

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 
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 
25 
25 
25 

2 
2 
2 
2 
2 

25 
2 
2 
2 
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Basic class 

Final 
adjusted 

2014 
quotas 

(9) 

alpha-Methylthiefentanyt  
aoha-Methyltryptamine (AMT)  
alpha-Pyrrolidinobutiophenone (a-POP)  
alpha-PyrroMinopentiophenone ( a-PVP)  
Aminorex  
Benzylmarphme  
Belacelylmethadol  
bete•Hydroxy-3-methyllentanyl  
beta•Hydroxylentanyl  
fletamoprodine  
Bemprodine  
Bulolenine  
Calhinene 
Codeine melhylbrom e  
Codeine-N-oxide  
Cesomorphine  
Diathyltryptamine  
Difenoxin  
Dihydromorphine  
Cimethyltryptamine  
Oipipanone  
Fenethylline 
gammv-Hydroxybutyric acid  
Heroin  
Hydromorphinol  
Hydroxypethleine  
lbogaine  
Lysergic acid dsanylamide (LSD)  
Marihuana  
Mescaline  
Melhaqualone  
Metheathinone  
M Ihyldas rphine  
Methyldihydromorphne  
Morphine methylbrcarlde  
Morphine methylsullonate  
Morphine-N-oxide  
N-(1-Adamanne)-1-penty1-1H-indazole-3-carbcommide (AKB46)  
N-(1.Amino-3(3.dimethyl-1-oxobaten-211)-1-pentyl-lHindazole-3-carboxamide (ADB-PINACA)  

-Amino-3-methyl-l-cetobulan-211)-1-(4-11uorobenzvl).111-indazole-3-carboxamide (AB-FURINACA)  
µ DImethylamphelamine  
Naphihylpyrcvalerone (naphyrone)  
N-Benzylpiperazine  
AAElhy1-1 -phenylcycloheaylamine  
N.Eihylamphetamine  
N- 

Hydroxy-3,4-mine

Noracymethadol  
Norleyorphanol  
Normelhadone  
Normorphine  
pare-Fluorolentanyl  
Parahexyl  
Phenomorphan  
Pholcodine  
Preperidine  
Psilocybin . '  
Pmlocyn  
Puinolin-811 15-fluoropenty1)-1/-Aindole-3-carboxylate (5-1Iuoro-PB-22; 5F-P13-221  

1-penty1,155indole,3-carboxylate (PB-22: QUPIC)  
Teirahydrocannabinels  
Thiolernanyl  
Thdine 
Trimeperidine  

2 
25 
15 
15 
25 
2 
2 
2 
2 
2 
2 
3 

70 
5 

200 
5 

25 
50 

3.990,000 
35 

5 
70,250,000 

25 
2 
2 
5 

35 
650,000 

25 
10 
25 

2 
2 
5 
5 

175 
15 
15 
15 
25 
15 
25 
5 

24 
24 
2 

52 
2 

18 
2 
5 
2 
2 
2 

40 
50 
15 
15 

491,000 
2 

10 
2 

Schedule II 

1.Phenylcyclohexylamine  
1)Piperidinocyclohexanetarbonitrile  
4-Anilinta-A5phenelly1-4.piperldine (ANPP)  
Montana  
Alphaprodine  

3 
3 

2,667,500 
17,625 

3 
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Final
adjusted

201 A

quotas
Basic class

(9)
)

2a^jha-Methylthiofentanyl 	
a'pba-Methyltryptamine (AMT) 	
a'pha-Pyrrolidinobutiophenone (a-PBP) 	
afpfia-Pyrrolidinopentiophertone (e-PVP) 	 	

Aminorex 	 	 	
Benzylmorphine 	
Betacelylmelhadol 	

befs-Hydroxy-3-methylfentanyl 	

beta-Hydroxyfentanyl 	

Belamcprodine 	
Beiaprodine 	
Bulotenine 	 	
Calhinone 	 	 	
Codeine melhylbromkle 	
Codeine-N-oxide 	 	 	 	

Desorrorphine 	
Dielhyflryptamino 	
Drfenoxin 	 	

Dihydromorphine 	
Oimethyltrypiamine 	
Cipiparone 	

Fenelhylline 	 		
ganwra-Hydroxybutyrio acid 	

Hydramorptiinoi 	
Hydroxypethldire 	

Lysergic acid diethylamide (LSD) 	
Marihuana 		

Melhaqualone 	
Meihcathinone 	 	
Methyldesorphine 	

Melhylditiydromorphine 	

Morphine rnethylbromide 	
Morphine methytsulfonate 	
Morphine-N-cxido 	
iV-(1-Adamantyl)-1-penty1-1H-indazo!e-3-carboxamide (AKB46)
AI-(1-Amir.o-3.3-di!rethyl-1-oxobutan-2-yl)-1-pentyl-1H-fndazole-3-earboxamide (AOB-PINACA) 	
jV-(.1-Amino-3-melhyl-1-oxobulan-2-yl)-1-(4-lluorobenzyl)-1H-mdazole-3-carboxamide (AB-FUBINACA)

AJ.iV-Dlmethylamphelarnine 	
Naphthylpycovalerone (naphyrono) 	 	
AFBonzylpiperazrne 	 	

AAElhyM-phenylcyclohexylamine 		 		

AAElhylamphetamine 	 	

A/-Hydroxy-3,4-melhylenedioxya.nphetarTiine 	 	

Noraeymelhadol 	 	

para-Fluorolenlanyl 	

Psitocybin ....:	

Quinolin-8-yl 1-(5-fluoropentyl)-1H-indole-3-carboxylate (5-lluoro-PB-22; 5F-PB-22) 	
Quinalin-8-yl 1-pentyM Wndole-3-earbDxylate (PB-22: QUPIC) 	 	
Tetrahydrocannabinols 	 	 	 	

Thiolemanyl 	 	

Tilidine 	

Trimeperidine 	 	 	

25

15

15
25

2
2

2

2
.....

2
2
3

70

5

200

5
25
50

3,990,000
35

5
5

70.250,000

25

2
2

5

35
650,000

25

10

25

2
2

5
5

175

15
15
IS

25

15
25

5

24

24

2
52

2
18
2

5

2

2

2

40

50

15
15

491,000

2

10

2

Schedule II

31-Phenylcyclohexylamine 	

l-Piperidinocyclohexanecarbonitrile 	

4-Anilino-N-phenethyl-4-piper[dine (ANPP)

Allentanil 	

Aiphaprodine 	

3

2,687,500

17,525

3
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Basic class 

Final 
adjusted 

2014 
quotas 

(9) 

Amoharbital  
Amphetamine (for conversion)  
Amphetamine (for sals)  
Carfentanil  
Cocaine  
Codeine (for conversion)  
Codeine NI sale)  
Oeatropropoxyphene  
Oihydr000deine  
Diphenoxylate  
Ecgonine  
Ethylmorphine  
Fentanyl  
Glutethimide  
Hydrocodone (for conversion)  
Hydrocodone (for sale)  
Hydromorphone  
Isemethadone  
Levo-alphacetylmethadol (LOAM)  
Levometherphan  
Levorphanol  
Llsdexamletarnine  
Meperidine  
Meperidine Intermediate-A  
Meperidine Intermediate-13  
Meperidine Intermedlale-O  
Metazocine  
Methadone for sale)  
Methadone Intermediate  
Methamphetamine  

9 
18.375.000 
49,000.000 

19 
240.000 

65750.000 
46.125,000 

19 
100,750 

1E65750 
174,375 

3 
2.108,750 

3 
137,500 

99.625.000 
6.750,000 

5 

195 
4,625 

23,750.000 
6.250,000 

6 
11 
6 

19 
31,875,000 
38.875,000 
2 811,375 

\ fallow 11,250,000 grams of tevo-desoxyephedrine for use in a non-controlled, non-prescription product; 1,500,000 grams for methamphetamine mostly 

for conversion to a schedule ill product; and 61,375 grams for methamphetamine for sale)] 

Methylphenidate  
Morphine (for conversion)  
Morphine (tar sale),  
Nabilone  
Neroxymarphone (for conversion)  
Noroxymorphone (for sale)  
Opium (powder)  
Opium (endure)  
Orpavine  
Oxycodone (for conversion)  
Oxycodone (for sale)  
Oxymorphone (tor conversion)  
Oxyrnorphone (Mr sale)  
Pe0tobarbital  
Phenazocine  
Phencyclidine  
Fhenmetrazine  
Phenylacetone  
Racernelhorphan  
Remilenianil  
Secoharbitai  
Sul lantana .. 
Tapentadol  
Thabaine  

95,750,000 
91,250,000 
62,500.000 

30,375 
17,500,000 
1,262,500 

112.500 
780,000 

30.625.000 
9.250.000 

149.375.000 
25,000,000 
7,750,000 

35.000.000 
6 

19 

45,750.000 
3 

5.875 
215,003 

6,255 
17,500.000 

145,000,000 

List I Chemicals 

Ephedrine (for conversion)  
Ephedrine (for sale)  
Phanylpropanolamine (for conversion)  
Phenylpropanolarnine (for sale) ..  
Pseudoephedrine (for conversion)  
Pseudoephedrine (for sate)  

1,000,000 
4E00,000 

44,800,000 
5,300,000 

5,000 
224 500,000 
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Final
adjusted

2014

quotas
Basic class

(9)

9
Amobarbital 	

Amphetamine (for conversion) ...

Amphetamine (for sals) 	

Carfentanil 	

Cocaine 	
Codeine (tor conversion) 	

Codeine (for sale) 	 		
Oextropropoxyphene 	 	

Dihydrocodeine 	

Diphenoxylate 	

Ecgonine 	

Ethyimoiphine 	

Fentanyl 	 	

Glutethimide 		
Hydrocodone (for conversion) ....

Hydrocodone (for sale) 	
Hydromorphone 		

Isomethadone 	

Levo-aiphacetylmethadol (LAAM)

Levomethorphan 	

Levorphanol 	
Llsdexamletamine 	

Meperidine 	 	

Meperidine intermcdiaie-A 	
Meperidine intermedrsfe-fl 		

Meperidine Intermediale-C 	

Metazocine 	 	

Methadone [tor sale) 	
Methadone Intermediate 	 	

Methamphetamine 	 	

18.375.CO0
49,000,000

19

240,000
68.750.C0O

46,125,0011
19

100.750

1,288,750

174,375

3
2.tOB,750

3

137, SCO
99.625.000

6.750,000

5

4

195

4,625

23.750,000
6,250,000

6

11

6

19

31,875,000
38,875,OCO

2,811.375

(1,250.000 grams ol /evo-desoxyephodrine for use in a non-controlled, non-prescription product; 1,500,000 grams lor methamphetamine mostly
lor conversion to a schedule III product; and 61 ,375 grams lor methamphetamine (lor sale)]

96,750,000

91,250,000
62,500.000

30.375

17,500.000

1,262.500
112.500

780,000

30,625.000

9,250.000
149,375.000

25,000,000

7,750,000
35.000.000

Melhylphenidate 	 	

Morphine (lor conversion) 	
Morphine (for sale)- 	

Nabilone 	

Noroxymorphone (for conversion)

Noroxymorphone (for sale) 	

Opium (powder) 	

Opium (tincture) 	 	

Onpavine 		

Oxycodone (lor conversion) 		

Oxycodone (for sale) 	 	

Oxymorphore (lor conversion) ....

Oxymotphone (lor sale) 	
Penlobarhital 	

Fhenazocine 	 !	
Phencyclidine 	

Phenmetrazine 	

Phenylacetone 	

Racemelhorphan 	 		

Remilentanil 		

Secohartital 	

Sufentanil 	
Tapentadol 	

Thebaine 	

6
19

3

45,750,000

3

5,875
215.003

6,255

17,500.000

145,000,000

List I Chemicals

1,000,000
4,200,000

44.800,000

5, 300, COO

5,000

224,500,000

Ephedrine (for conversion) 	 	

Ephedrine (for sale) 	 ...

Phenylpropanolamine (for conversion)
Phenylpropanolamine (for sale) 	

Pseudoephedrine (for conversion) 	

Pseudoephedrine (lor sale) 	

i
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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:August 15,2014. 
Thomas M. Harrigan, 
DeputyAdministrator. 
IFFI Doc. 2014-20137 Filed a-22-14:0:45 null 

eLLING CODE 4410-09. 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

(Docket No. DEA-392] 

Importer of Controlled Substances 
Application: CATALENT CTS, LLC; 
Correction 

acacia: Notice of correction. 

In the Tuesday. June 17. 2014. 
Federal Register document number 
2014-14123, Vol. 79, No. 116, page 
34551, third column, the second 
paragraph, remove the first sentence 
from the paragraph: "In reference to 
drug code 7360. the company plans to 
import a synthetic cannabidiol." 

Dated:August 19. 2014. 
Joseph T. Rannazzisi, 
Deputy Assistant Administrator. 
[FR nor. 2014-20110 Filu1 a-Y[-14; 8:45 and 

FREUND 000E 4.410-09. 

MILLENNIUM CHALLENGE 
CORPORATION 

[MCC FR 14-05] 

Report an Countries That Are 
Candidates for Millennium Challenge 
Account Eligibility in Fiscal Year 2015 
and Countries That Would Be 
Candidates But for Legal Prohibitions 

AGENCY: Millennium Challenge 
Corporation. 

AcnoN: Notice. 

SUMMARY: Section 605(d) of the 
Millennium Challenge Act of 2003 
requires the Millennium Challenge 
Corporation to publish a report that 
identifies countries that are "candidate 
countries" for Millennium Challenge 
Account assistance during FY 2015. The 
report is set forth in full below. 

Dated: August 19, 2014. 

Thomas G. Helienthaner, 
Acting VP/General Counsel and Corporate 
Secretary, Millennium Challenge Corporation 

Report on Countries That Are 
Candidates for Millennium Challenge 
Account Eligibility for Fiscal Year 2015 
and Countries That Would Be 
Candidates but for Legal Prohibitions 

Summary 
This report to Congress is provided in 

accordance with section 608(0) of the 
Millennium Challenge Act of 2003. as 
amended,
Actr.   

22 U.S.C. 7701, 7707(a) (the 

The Act authorizes the provision of 
Millennium Challenge Account (MCA) 
assistance for countries that enter into a 
Millennium Challenge Compact with 
the United States to support policies 
and programs that advance the progress 
of such countries to achieve lasting 
economic growth and poverty 
reduction. The Act requires the 
Millennium Challenge Corporation • 
(MCC) to take a number of steps in 
selecting countries with width MCC 
will seek to enter into a compact, 
including determining the countries that 
will be eligible for MCA assistance for 
fiscal year (FY) 2015 based on (a) a 
country's demonstrated commitment to 
(i) just and democratic governance. (ill 
economic freedom. and (iii) investments 
in its people: and (b) considering the 
opportunity to reduce poverty and 
generate economic growth in the 
country; and (c) the availability of funds 
to MCC. These steps include the 
submission of reports to the 
congressional committees specified in 
the Act and the publication of notices in 
the Federal Register that identify: 

The countries that are "condidate 
countries" for MCA assistance for FY 
2015 based on their per capita income 
levels and their eligibility to receive 
assistance under U.S. law and countries 
that would be candidate countries hut 
for specified legal prohibitions on 
assistance (section 608(a) of the Act); 

The criteria and methodology that the 
MCC Board of Directors (Board) will use 
to measure and evaluate the relative 
policy performance of the "candidate 
countries" consistent with the 
requirements of subsections (a) and (b) 
of section 607 of dm Act in order to 
determine "eligible countries" from 
among the "candidate countries" 
(section 608(b) of the Act); and 

The list of countries determined by 
the hoard to be "eligible countries" for 
FY 2015, identification of such 
countries with which the Board will 
seek to outer into compacts, and a 
justification for such eligibility 

determination and selection for compact 
negotiation (section 608(d) of the Act). 

This report is the first of three 
required reports listed above. 

Candidate Gauntries fern' 2015 . 
The Act requires the identification of 

all countries that are candidates for 
MCA assistance for FY 2015 and the 
identification of all countries that would 
be candidate countries but for specified 
legal prohibitions on assistance. Under 
the terms of the Act, sections 606(a) and 
(b) set forth the two income tests 
countries must satisfy to he candidates 
for MCA assistanceI However for FY 
2014. those categories ere defined by 
MCC's FY 2014 appropriations act, the 
Department of State, Foreign 
Operations, and Related Programs 
Appropriations Act, 2014. Public Law 
113-76. Div. K (the FY 2019 SFOAA). 
Specifically, the FY 2014 SFOAA used 
the same definitions that have been 
used since the FY 2012 appropriations 
act and defuses low income candidate 
countries as the 75 poorest countries as 
identified by the World Bank and 
provided that a country that changes 
during the fiscal year from low income 
to lower middle income (or, vice versa) 
will retain its candidacy status in its 
former income category for the fiscal 
year and two subsequent fiscal years. 
Assuming these definitions will be used 
again in FY 2015, MCC is using them for 
purposes of this report.2

Under the redefined categories, a 
country will boa candidate for MCA 
assistance for FY 2015 if it: 

Meets one of the following tests: 
Has a per capita income that is not 

greater than the World Bank's lower 
middle income country threshold for 
such fiscal year ($4,125 GNI per capita 
for FY 2015): and is among the 75 

I Sections 606(a) end (Li °lithe Act provide flint 
a =miry will Inn candidate fur MCA nssistance 
if it IllItas a per capita income equal to or leas than 
the historian' ceiling of the International 
Development Association eligibility for die fiscal 
year involved (the "low income ablegotyl or t21 is 
classified as a lower middle income country in the 
thin most natant adil ion of Ihe World Development 
Report for Reconstruction and Development 
published by the International Bank for 
Reconstruction and Development and has an 
income greater thin the historical ceiling for 
International Development Association eligibility 
for the fiscal year involved (the "lower middle 
income category' h end is not ineligible 10 receive 
U.S. Ett:0110111i0 intiotanco under part l of the Foreign 
Assistance Act of 1901, In amended (the Foreign 
ASSittlanC0 All, by reason of the application or the 
Foreign Assistance Act or nay whet provision of 
ca w. 

adore language minting to the delinition of love 
incomecandidate countries Is not enacted or is 
chimged for MDC't FY 2015 
MCC will revisit the selection process once the FY 
2015 appropriations 'tot Is enacted and will conduct 
the selection process in accordance with the Act 
end upplicable provisions for FY 2015. 
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determination and selection for compact
negotiation (section 608(d) of the Act).

This report is the first of three
required reports listed above.

Dated: August 19, 2014.
Thomas G. Holicntlianer,

Act/rig VP/General Counsel and Corporate
Secretary, Millennium Challenge Corporation.

Report on Countries That Are
Candidates for Millennium Challenge
Account Eligibility for Fiscal Year 2015
and Countries That Would Be
Candidates but for Legal Prohibitions

Aggregate production quotas for all
other schedule 1 and II controlled
substances included in 21 CFR 130b.11
and 1308.12 remain atzero.

Dnlcd: August 15,2014.

Thnmas M. Harrigan,

DeputyAdministrator.

IFR Doc. 2014-20137 Fit oil S-22-14: 8:45 tun)
BILLING CME 4410-09-P

Candidate Countries for FY 2015

The Act requires the identification of
all countries that are candidates for
MCA assistance for FY 2015 and the
identification of all countries that would
be candidate countries but for specified
legal prohibitions on assistance. Under

This report to Congress is provided in ,h0 terms of the Act, sections fi06[a) and
accordance with section 608(a) of the fl,] set forth the two income tests .
Millennium Challenge Act of 2003, as countries must satisfy to be candidates
amended, 22 U.S.C. 7701, 7707(a) (the for MCA assistance.1 However for FY
Act). 2014. those categories are defined by

The Act authorizes the provision of MCC's FY 2014 appropriations act, the
Millennium Challonge Account (MCA) Department of State. Foreign
assistance for countries that enter into a Operations, and Related Programs
Millennium Challenge Compact with Appropriations Act, 2014. Public Law
the United Slates to support policies U3-76. Div. K (the FY 2014 SFOAA).
and programs that advance the progress Specifically, the FY 2014 SFOAA used
of such countries to achieve lasting the same definitions that have been
economic growth and poverty usec] since the FY 2012 appropriations
reduction. The Act requires the am and defines low income candidate
Millennium Challenge Corporation countries as the 75 poorest countries as
(MCC) to take a number of steps in identified by the World Rank and
selecting countries vyith which MCC provided that a country that changes
will seek to enter into a compact, during the fiscal year from low income
including determining the countries that tu (ower middle income (or, vice versa)'
will be eligible for MCA assistance for Wj[] rHiain its candidacy status in its
fiscal year (FY) 2015 based on (a) a former income category for the fiscal
country's demonstrated commitment lo year anc| two subsequent Fiscal years,
(i) just and democratic governance, (ii) Assuming these definitions will be used
economic freedom, and (iii) investments again in FY 2015, MCC is using them for
in its people; and (b) considering the purposes of this report.2
opportunity to reduce poverty and Under the redefined categories, a
generate economic growth in the
country; and (c) the availability of funds
lo MCC. These steps include the
submission of reports to the
congressional committees specified in
the Act and the publication of notices in
the Federal Register that identify:

The countries that arc "candidate
countries" for MCA assistance for FY
2015 based on their per capita income
levels and their eligibility to receive
assistance under U.S. law and countries
that would be candidate countries hut
for specified legal prohibitions on
assistance (section G08(a) of the Act);

The criteria and methodology that the
MCC Board of Directors (Board) will use
to measure and evaluate the relative
policy performance of the "candidate
countries" consistent with the
requirements of subsections (a) and (b)
of section 607 of the Act in order to
determine "eligible countries" from
among the "candidate countries"
(section 608(b) of the Act); and

Tile list of countries determined by
the Board to be "eligible countries" for
FY 2015, identification of such
countries with which the Board will
seek to outer into compacts, and a
justification for such eligibility

Summary

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

(Docket No. DEA-392]

Importer of Controlled Substances
Application: CATALENT CTS, LLC;
Correction

action: Notice of correction.

In the Tuesday, June 17. 2014.
Federal Register document number
2014-14123, Vol. 79, No. 116, page
34551, third column, the second
paragraph, remove the first sentence
from the paragraph; "In reference to
drug code 7360. the company plans lo
import a synthetic cannabidioi."

Daled: August 19, 2014.

Joseph T. Rannazzisi,

Deputy Assistant Administrator.

[FR Due. 2014-20119 Filial 8-22-14: 8:45 ami

BILLING CODE 44I04I9-C country will bo a candidate for MCA
assistance for FY 2015 if it;

Meets one of the following tests:
Has a per capita income that is net

greater than the World Bank's lower
middle income country threshold for
such fiscal year ($4,125 CNI per capita
for FY 2015); and is among the 75

MILLENNIUM CHALLENGE
CORPORATION .

[MCC FR 14-06]

Report an Countries That Are
Candidates for Millennium Challenge
Account Eligibility in Fiscal Year 2015
and Countries That Would Be
Candidates But for Legal Prohibitions

AGENCY: Millennium Challenge
Corporation.

ACTION; Notice.

< Sections GUG(a) nnil 111) o( the Act proviile tlint
a country "ill l»« oindid.ile for MCA assistance
if it (1) lias a per capita income equal to or leas titan
the historical ceiling of the International
Oevelopraont Association eligibility for the fiscal
year involved (the "low itir.omu category") or (2) is
classified as a lower middle income country in the
then most recent edition uf the World Development
Report for Reconstruction and Development
published by thu International Bank for
Reconstruction and Development and lias an
income greater than the historical ceiling for
International Development Association eligibility
for iho fiscal year involved (the "lower middle
income category"); and is nol ineligible lo receive
U.S. economic assistance under part I of the Foreign
Assistance Act of 1001, as amended (the Foreign
Assistance Act), by rcasun of the application of the
Foreign Assistance Act or any Other provision of

» If the language misting to the definition uf low
income Candidate countries Is not enacted oris
changed for MCC's FY 201S appropriations cel.
MCC will revisit Ihn selection process once thaFY
2015 appropriations act is enacted and will conduct
he selection process in accordance with the Act
anil applicable provisions for FY 2015.

SUMMARY: Section 608(d) of the
Millennium Challenge Act of 2003
requires the Millennium Challenge
Corporation to publish a report that
identifies countries that are "candidate
countries" for Millennium Challenge
Account assistance during FY 20T5. The
report is set forth in full below.

law.
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