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1Dear Mr. Rannazzisi:
r

!

IThis is the response to your letter dated February 25, 2010 to the Food and Drug Administration,
Center for Drug Evaluation and Research (FDA/CDER), requesting estimates ofmedical, scientific
and reserve stock needs for calendar years 2009 and 201 0 for Schedule 1 and Ii substances, pursuant
to 21 CFR Part 1303 (21 United States Code [U.S.C.] 826 and 42 U.S.C., Section 242). The
Controlled Substance Staffin the Office ofthe Center Director, FDA/CDER, has been requested to
respond.
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We provide forecasts on the usage ofthirty-two Schedule n substances for the years 20 10, 201 1 and
20 12. More variability in some ofthe forecasts maybe the result ofongoing activities bythe Federal
Government to improve the use of Schedule II products by patients and prescribers.

S
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sForecasting Methodology

II
IMonthly purchased data, which are the total ofretail and non-retail sales for thirty-two substances,

are extracted from the IMS Health, National Sales Perspectives™ database. The IMS Health,
National Sales Perspectives™ measures the volume of drug products and selected diagnostic
products moving from manufacturers into various outlets within the retail and non-retail markets.
The retail market includes the following pharmacy settings: chain drug stores, independent
pharmacies, mass merchandisers, grocery stores and mail order pharmacies. The non-retail market
includes clinics, federal and non-federal hospitals, federal facilities, HMOs, long-term care facilities,
home health care and other miscellaneous settings. .

The accuracy ofthe usage data provided depends on many different factors, including both sampling
and non-sampling errors. The IMS Health, National Sales Perspectives™ does not provide a direct
estimate of use but does provide a national estimate of units (in kilograms) sold from the
manufacturer to various channels ofdistribution. The quantities ofproducts purchased byretail and
non-retail channels of distribution may be a possible surrogate for use, assuming that facilities
purchase drugs in quantities reflective ofactual consumer use.
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The forecasting method relics on a mathematical model and can be accurate only to the extent that
the environment of the drug use system remains essentially the same as in past years. Accuracy of
the forecast is affected by unexpected changes in consumption, supply, data collection or IMS
Health's drug categorization and sampling plan. The mathematical modeling process involves only
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Iobjective factors, [f deterministic factors not specified in advance are operative, reliability of the
forecasted values is decreased. Predictions ofusage change for 2010, 201 1 and 2012 should be
carefully interpreted because the precision ofthe forecast reduces with time into the future.

II
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|Each year, IMS Health adjusts the complete database by applying conection factors to update
product usage data. Such factors may include a "re-calibration" ofreported values or shifts in series
reflecting new use of a drug containing the substance of interest. Such changes can result in the
forecast estimate for a given year that differs from the estimate given in previous years. Fortunately,
the correction factors for most substances are small,
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iH. Tabular Data

The observed usage (purchases in kilograms) of Schedule D substances in 2008 and 2009 and the
percent changes based on the observed values of the current year and the previous year were
provided by CDER's Division ofBiometrics and are presented in Table 1.
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i IPredicted usages (purchases in kilograms) ofthe Schedule II substances for 2010, 2011 and 201 2 are
also provided in Table 1. Each predicted value is an estimate subject to variation.

The observed andpredicted usages for 2009 (that were forecasted in 2008) are consistent, in general,
for all the drugs and substances with the exception of the values for remifentanil and sufentanil. This
may be the result ofmethodological and statistical issues that relate to the small quantities ofsales of
each drug substance and large percent changes in sales quantities over the past decade.

Other substances also noted in the previous reports with similarly extreme values were amobarbital,
diphenoxylate, meperidine, difenoxin and propoxyphene. Most ofthese extreme values occurred
before 1991 and hence it should not be an influential factor in the current assessment.
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For ephedrine and pseudoephedrine purchase and usage, data were available from February 2002 to
December 2009. For these two substances forecasting usage is provided for 2009 and 201 0 only,

' because the forecasts were not reliable for later years due to the limitations ofavailable usage data.
Schedule IV substances pentazocine, temazepam and 2olpidem forecasting usage is provided for
2009 and 2010 only.
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fWe arc not providing forecast usage for the following Schedule I and H substances: etoiphine,
gamma-hydroxybutyric acid (GHB), LAAM, Iisdexamfetamine, marijuana, noroxymorphone,
phenylpropanolamine, propiram, psilocybin, tapentadol and thebaine because data regarding the
usage of these substances were not available. Schedule IV substances difenoxin,1 halazepam,
mazindol and prazepam are also not included in this analysis due to lack ofdata.

We are providing current information on new drug products and abbreviated new drug applications
for drug products containing Schedule II drugs approved between January 2009 and March 201 0 in
Table 2 and Table 3.
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1 Schedule IV difenoxin product is described in 21 CFR 1308. 14 as follows: Containing not more than 1 mg
difenoxin and not less than 25 )igm atropine sulfate per dosage form.i
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In Table 4 we have listed products which were discontinued during 2009.

!
J - Comments on Observed usages in 2009 (See Table 11.
!

IThere was an increase in the observed use ofeach of the following substances in 2009 compared to
2008: alfentanil (6.9 percent), amobarbital (108.0 percent), amphetamine (16.8 percent),
buprenorphine (38.5 percent), dronabinol (6.7 percent), hydrocodone (9.0 percent), hydromorphone
(17.2 percent), methadone (2.5 percent), methylphenidate (2.2 percent), morphine (8.0 percent),
oxycodone ( 1 1 .7 percent), oxymorphone (37.5 percent), remifentanil (3 .3 percent), secobarbital ( 1 5.5
percent), temazepam (2.4 percent) and Zolpidem (13.6 percent).
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IThe increase in the observed usage for the following substances continued in 2009 and ispredicted

for 20 10: methylphenidate, morphine, oxycodone and remifentanil. Increases might reflect a change
in the use ofthese substances. The increase in the usage ofoxycodone and morphine mayreflect the
introduction on the market of new formulations.
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1- Forecasted (Predicted) Increases for 201 0 (See Tabic f>.!

I
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tWe arc forecasting for 201 0 increases in the use (predicted) ofD and DL amphetamine (9.4 percent),
buprenorphine (18.5 percent), codeine (0.9 percent), diphenoxylate (0.3 percent), dronabinol (5.1
percent), ephedrine (6.4 percent), fentanyl ( 1 .8 percent), hydrocodone (7.7 percent), hydromorphone
(1 1.2 percent), methadone (0.05 percent), methylphenidate (4.3 percent), morphine (8.2 percent),
oxycodone (12.2 percent), oxymorphone (1 5.7 percent), remifentanil (4.5 percent), temazepam (1.3
percent) and Zolpidem (12.2 percent).
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1The predicted usage for amphetamine, cocaine, methylphenidate, and morphine for 2010 does not
take under consideration specific needs of some manufacturers due to recent recalls of defective
products or drug shortages. Recent recalls include, Shire's voluntary withdrawal ofthirty-nine lots
ofthe ADHD patch Daytrana (methylphenidate) on March 20, 2009 and Barr's voluntary recall ofa
lot of dextroamphetamine saccharate, amphetamine aspartate, dextroamphetamine sulfate and
amphetamine sulfate 20 mg tablets on August 13, 2009.
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f- New Drug Products and Supplemental Actions (See Table 2).

There were three new drug products containing Schedule H controlled substances approved in 2009
and two products within the first quarter of20 1 0. These products include codeine sulfate tablets
(three strengths), fentanyl citrate buccal films (five strengths), hydromorphone hydrochloride
extended release tablets (three strengths), morphine sulfate/naltrexone hydrochloride capsules (six
strengths) and morphine sulfate oral solution (100mg/5 mL). A new product containing Zolpidem
tartrate (Schedule IV) was approved in March 13, 2009.

Two efficacy supplements containing hydromorphone and oxycodone wore approved by the Agency
in 2009. Purdue Pharmaceuticals Products obtained approval on April 30, 2009 for a supplemental
new drug application providing additional strengths ofDilaudid (hydromorphone); additional dose
strengths include 1, 2 and 4 mg/ml ofhydromorphone. Xanodyne Pharmaceuticals received approval
on May 15, 2009 for oxycodone 5 mg tablets, under the brand name Roxicodone.
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A chemistry supplement providing for a formulation change for Duragesic fentanyl transdermal
patches from a reservoir to a matrix design patch was approved on July 31, 2009, Due to this
change, die amount of fentanyl required for manufacturing the 12.5 jigm/hr, 25 pgm/hr, 50 ugm/hr,
75 ugm/hr and 100 pgm/hr patches increased from

patch ti

ofthe reformulated patches will require <b) (4)
manufacturing of the former reservoiT patches.

i
(b)(4)

per I
(b) (4)

, respectively. On average the manufacturing
the amount offentanyl that was needed to maintain the !

f

j
A supplement for methylphenidate was approved in 2009. Novartis Pharmacenticals Corporation
received approval on October 23, 2009 for marketing the 30 mg extended release methylphenidate
tablets (Focalin XR); accordingly permitting the removal of the 20 mg maximum dese restriction
from the Focalin XR labeling.

f
!>

Supplemental applications to expand the use oflisdcxamphetamine in adolescents and for the use of
GHB in fibromyalgia are under review, and actions for these applications are expected to take place
in 2010.

(
•:

i
• Generic Approvals (Sec Table 31.

During the period of January 2009-January 2010, the following generic products containing
controlled substances received approval: one version ofthe buprenorphine hydrochloride sublingual
tablet (two strengths), one version of the fentanyl transdermal system (extended release) (four
strengths), two versions ofthefentanyl citrate transraucosaJ lozenge (six strengths), two versions of
the hydromorphone hydrochloride tablet (3 strengths), one version ofthe meperidine hydrochloride
tablet (four strengths), one version of the methadone hydrochloride tablet (one strength), five
versions ofthe oxycodone hydrochloride tablet (extended release) (seven strengths), two versions of
the combination product pseudoephedrine hydrochloride/fexofenadine hydrochloride tablet
(extended release) (two strengths) and one version of the temazepam capsule (three versions).

.
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»

- Discontinued Products (See Table 4V

Distribution ofthe following products was discontinued during the time period January 2009- March
2010:

sulfate/dextroamphetamine saccharate/dextroampehetamlne sul fate tablet (4 strengths, all generic),
three versions of the combination product ofcodeine/^osp/wre/acetaminophen tablet (two strengths,
all generic), two versions of the combination product hydrocodone iitortrare/homatropine
methylbromide tablet and syrup (one strength, Hycodan) and tablet (one strength, generic), one
version of the combination product hydrocodone Wtar/ra/e/acetaminophen capsule (one strength,
generic Lorcct-HD), one version ofthe hydromorphone hydrochloride tablet (one strength, generic),
one version of tbe meperidine hydrochloride tablet (one strength, Demerol), two versions of the
morphine sulfate tablet extended release (one strength, generic), two versions of the combination
productpseudoephedrine hydrochloride! triprolidine hydrochloride tablet (one strength, generic) and
one version of the combination product pseudoephedrine hydrochloride/brompheniramine
malcatc/dextromethorphan hydrobromide syrup (one strength, generic).

one version of the combination product amphetamine aspartate!amphetamine
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|
i
Ii I We hope that these data prove useful to the Drug Enforcement Administration in making quota

determinations.
!i
f1
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iSincerely,
t
i
I

!

t
ii

i
si
iMichael Klein, Ph.D

Director, Controlled Substance Staff
Office of the Center Director
Center for Drug Evaluation and Research
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1Concur:i
!

i
t

-

Douglas C. Throckmorton, M.D.
Deputy Center Director
Center for Drug Evaluation and Research

I
!
1
I

iAttachments;
!
f
ITable 1: Forecast Uses (Purchases, in Kg) for 2009, 2010 and 201 1, and Observed Use for 2007

and 2008 of Schedule Q Controlled Substances.
Table 2: Recently Approved New Drag Products Containing Schedule n Controlled Substances.
Table 3: Recently Approved Generic Drug Products Containing Schedule II Controlled

_ Substances.

Table 4: Drug Products Containing Schedule II Controlled Substances Discontinued in January
2008-Febmary 2009.
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Table 1: ?orecast(Predicted) Uses (Purchases, in Kg) for 2010, 201 1 and 2012, and Observed
Use for 2008 and 2009 of Schedule II Controlled Substances. (Note: Substances for which either
observed orpredicted increases are equal to or exceed 1 0 percent are in bold).

t
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!
1

I
i

2oio 20122008 2009 2011
I

SUBSTANCE
Predicted

(%CHANGE2)
Predicted

(%CHANOE3)
0.4 (3.5)

Predicted

(%CHANGE4)
i

Observed Observed

(%CHANGE')

0.45 (7.0)

1

r
1

I
1

0.4 (3.4)0.42 0.42 (-7.3)ALFENTANIL
I
I

I
2.18 3.70 (-18.2) 2.9 (-20.6) 2.33 (-20.6)4.53 (108.0)

i AMOBARBITALI

ID-&DL-

AMPBETAMINE I8193.27 (9.4)6415.3 7493.0 (16,8) 8456.1 (3.2) 8718.9(3.1)
fr

5
1

[
! Blprenorphine 930.9 1527.7 (18.5) 1968.6(12.1)

12893 (38.5) 1755.5 (14.9)
I

19.4 (-5.3) 1 8.56 (-43)BUTORPHANOL 20.5 17.6 (-4.9) 16.7 (-5.2) i.1
I

ICocaine 54.2 (-9.7) 41.9 (-22.7)59.6 30.5 (-27.1) 19.1 (-37.2) |
I
I1 Codeine 26288.6 25791.2 (-1.9). 26022.7 (0.9) 24981.3 (-4.0) 23938.5 (-4.2)
I
I

1
125.8 (-22.7) 93.3 (-25.8)DIHYDROCODEINE 162.7 11.1 (-78.1)52.2 (-44.0)

I 441.8 (-0.2)DIPHENOXYLATE 442.5 443.3 (0.3) 443.2 (-0.01) 443.1 (-0.01)
|I

92.0(6.7) 96.6(5.1)DRONABINOL 86.2 103.1 (6.7) 109.6(6.3)
s

f
!

Ephedrine 1398.0 (-3.9)1455.2 1487.6(6.4) NA NA
I

1
v

I\ Fentanyl 491.1 490.1 ( -0.2) 498.7(1.8) 499.7 (0.2) 500.7 (0.2)
II
!Hydrocodone 52099.7 61164.8(7.7)

I
56810.9 (9.0) 65775.5 (7.5) 70386.3 (7.0) f

t
Hydromorphone 1130.0 1324.6 (17.2) 1472.6(11.2) 1645.0(11.7) 1817.4 (103)

!
1:

Levorphanol 4.32 (-0,7)4.35 4.2 (-1.3) 3.9 (-8.6) 3.5 (-9.4)
t

r3
Meperidine 3824.8 2932.1 (-23.3) 2358.8 (-19.6) 1624.5 (-31.1) 890.3 (-45.2)

I' Methadone 7785.6(0.05)7593.7 7782.0 (2.5) 8087.9 (3.9) 8399.9(3.9)
I

Methamphetamine 14.9 13.9 (-6.7) 13.1 (-5.6) 12.3.(-6.1) 11.52 (-63) %
!

I
t

Methylphenidate 16697.9 17063.8(2.2) 17796.8 (4.3) 18388.4(3.3) 18980.0 (3.2)I

i
33912.3(6.9)

Morphine 25270.5 27292.8 (8.0) 29519.7(8.2) 31716.0(7.4)

Opium 87.1 (-84.4)557.9 84.6 (-2.8) 77.2 (-8.7) 70.3 (-8.9)

t
1

Oxycodone 51343.6 57361.4 (11.7) 64346.2(12.2) 78547.7(9.9)71447.0 (11.0)

I
!

I

I
!

I 100 x (Observed (2009) - Observed (2008)]/0bserved (2008); 2 100 x (Forecast (2010) - Observed
(2009)1 /Observed (2009); 3 100 x [Forecast (201 1) - Forecast (2010)]/Forccast (2010); 4 100 x
[Forecast (2012) - Forecast (201 1)]/Forecast (201 1)
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I
!
\Table 1 Continued

I fI II
ISUBSTANCE 2009 2011

Predicted
(%CHANGE*)

20102008 2012

Predicted
(%CHANGE*)

I
I! IObserved Predicted

(%CHANGE2)
Observed

('/.CHANGE')
£

1322.0 (-7.4)OXYMORPHONE 897.5 1234.0 (37.5) 1427.2 (15.7) 1224.6 (-7.4)1
!
1
i

i

i
Pentazocine 830.2 522.0 (-23.3)680,3 (-18.1) NA NA

96.5Pentobarbital 92.3 (-2.8) 80.3 (-13.0) 69.9 (-13.0)95.0 (-1.6)
i;

!1 Propoxyphene 102508,6 (-8.3) 95510.1 (-6.8) 86369.7 (-9.6) , 77229.3 (-10.6)111743.7

IPSEUDOEPHEDRINE 139915.6 132754.0 (-5.1) 129329.2 (-2.6 ) NA NA.1

f

f
| Remifentanil 0.85 0.8 (3.3) 0,9(4.5) 0.9(4.4) 1.0(4.2)

I
i

iSecobarbital 22.92 (15.5) 21.5 (-5.9)19.84 16.4 (-23.5) 12.6 (-23.5) I
I

0.08Sufentanil 0.08 (-1.7) 0.07 (-7.3) 0-.08 (3.6) 0.08 (3.4)I
I
I

I
Temazepam 6383.9 (2.5) 6468.0(1.3)6231.4 NA NA

1 Zolpidem 10175.9 11564.40 (13.6) 12974.02 (12.2) NA NA1
I

i
I

{
I

s I 100 x [Observed (2009) - Observed (2008)]/0bservcd (2008); 2 100 x [Forecast (2010) - Observed
(2009)] /Observed (2009); 3 1 00 x [Forecast (201 1) - Forecast (2010)]/Forecast (20 10); 4 1 00 x '
[Forecast (2012) - Forecast (201 l)]/Forccast (201 1)
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rTable 2: Recently Approved New Drug Products Containing Schedule II Controlled Substances. t
I

s

I;I
I
IDate

Approved

SponsorDrug Product NDA#
t

1
22-402 ROXANE07/16/09Codeine Sulfate - Tablet - 1 5 mg; 30 mo; 60 mg\

iI I
II

I
Dexmetiiylphenidate Hydrochloride (Focalin) -

Extended Release Capsule - 30 mg

i
10/23/09 Novartis21-802

I

I
«

IFentanyl Citrate (Onsous) - Buccal Film - Eq 0.2
mg; eq 0.4 mg; eq 0.6 mg; eq 0.8 mg; eq 1.2 mg

i22-266 07/16/09 MedaPharm!
!
I I
I

Hydromorphone Hydrochloride (Dilaudid) -
Injectable - 1mg/mL; 2mg/mL; 4mg/mL

f.04/30/09 Purdue Pharm19-034I

I
t

IHydromorphone Hydrochloride (exalco) -
Extended Release Tablet - 8 mg; 12 mg; 16 mg

I
I

21-217 03/01/10 Mallinckrodt
I

I
I

22-195 02/25/10 RoxaneMorphine sufate - Oral Solution - 1 00mg/5mL

!Morphine Sulfate /Naltrexone Hydrochloride
(Embeda) - Capsule - 20 mg/ 0.8 mg; 30 mg/ 1 .2 mg; 50
MG/ 2 mg; 60 mg/ 2.4 MG; 80 MG/ 3.2 MG; 1 00 MG/4 MG

!
Alpharma

King

i
22-321 08/13/09

I
!
I.
t.Oxycodone hydrochloride (Roxicodone) - Tablet -

5 MG
Xanodyne

Pharm
21-011 05/15/09

Zolpidem Tartrate (Edular) - SublingualTablet -
5 mg; 10 mg

03/13/09

I
I

21-997 MedaPharm

i

i
t
1i

!i
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t
fTable 3: Recently Approved Generic Drug Products Containing Schedule II Controlled

Substances.
s
I

i

I
j

Ii
I
1

I

SponsorANDA Date

Approved

Drug Product

I1

I
i Buprenorphine Hydrochloride - Sublingual

Tablet - Eq 2 mo; Eq 8 mg
10/08/0978-633 ROXANE !

1
1
I
!
1 Fentanyl - Transdermal Film Extended Release -

25 MCG/HR; 50 MCG/HR; 75 MCG/HR; 100 MCG/HR .
10/16/0977-775 Noven I

Ss

f
1
!

I
Fentanyl Curate - Transmucosal Lozenge - Eq
0.2 mg; Eq 0.4 mg; Eq 0.6 MG; Eq 0.8 mg; Eq 1.2 mg;

Eq 1.6 mg

I

i
10/30/0977-312 Barr1

t

I
fFentanyl Citrate - Transmucosal Lozenge - Eq

0.2 mg; Eq 0.4 MG; Eq 0.6 MG; EQ 0.8 mg; Eq 1.2 MG;

EQ 1.6 MG

1
78-907 10/30/09 MallinckrodtI

I
I

I
1

i
I
1
I
l

77-471 12/09/09 LannettHydromorphone Hydrochloride - Tablet - 8 mg
1
!

Hydromorphone Hydrochloride - Tablet -
2mg;4mg

12/09/0978-439 Lannett
i

!
t
i

!
l

i
!.

Meperidine Hydrochloride - Tablet - 50 mg; 75
MG; 100 mg; 150mg

40-893 06/24/09 MiKART

1
!PHARMANET90-635 11/25/09 IMETHADONE HYDROCHLORIDE - TABLET - 1 0 MG
I

IOxycodone hydrochloride - Tablet Extended

Release- 80 mg
76-318 04/24/09 Impax Labs f

I
I
f
I

Oxycodone Hydrochloride - Tablet - 5 mg; 1 5 mg;
30 mg

04/10/0990-659 Sun pharma

I

t

!
I

Oxycodone Hydrochloride - Tablet - 5 mg; 1 5 mg;

30 mg
90-895 08/24/09 Core PharmaI

I
i
t

i

1
Oxycodone Hydrochloride - Tablet - 5 mg; 10 mg;

15mg;20mg;30mg
91-393 08/31/09 Avanthi IncI

I-'?
i

!
iI
I.
\\

\
\
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Table 3 Continued
f

I

i

i
i ANDA SponsorDate

Approved
Drug Product s

! ft

r
Vintage
Pkarm

:
03/02/0977-712

Oxycodone Hydrochloride - Tablet - 5mg

PSEUDOEPHEDRINE HYDROCHLORIDE/

Fexofenadine Hydrochloride - Extended

ReleaseTablet- 240 mg/ 180 mg; 120mg/60mg

DrReddys
Labs Ltd

i
11/17/0979-043

f

PSEUDOEPHEDRINE HYDROCHLORIDE/

fexofenadine Hydrochloride- Extended

Release Tablet - 120 mg/ 60 mg

Dr Reddys
Labs Ltd

f
09/22/0976-667

j
Mutual
Pharm09/08/0978-581!

Temazepam - Capsule - 7.5 mg
j

Mutual
Pharm

! 09/14/0977-175

I temazepam - Capsule - 22.5 mg t

i
06/12/200970-920 Mylan

Temazepam - Capsule - 22.5 mg I
I I
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Table 4: Drug,Products Containing Schedule II Controlled Substances Discontinued in January
2009-March 2010

I I
1 !

f
!
1
I

I
E

I NDA/

ANDA#

SDate Of

Discontinuation

Sponsori i 1Drug Product Ij

1
?

!
AMPHETAMINE ASPARTATE / AMPHETAMINE

Sulfate / Dextroamphetamine

Saccharate/ Dextroamphetamine

Sulfate -' Tablet - 1 .25 mg/ 1 .25 mg/ l . 25
MG/ 1.25 MG; 2.5 MG/ 2.5 MG/ 2.5 MG/ 2.5MO;

5 MG/ 5 MG/ 5 MG/ 5 mg; 7.5 MG/ 7.5 MG/ 7.5

' MG/ 7.5 MG

I
!

!
i ANDA

40-456
Watson Lab1/09-3/10

I
I
I

!

E

i

I
!

ANDA

87-762
Codeine Phosphate / Acetaminophen -

Tablet- 30 mg/ 300 mg
1/09-3/10 Pharmaeral

j

i !I ANDA

81-250
Codeine Phosphate / Acetaminophen -

Tablet- 30 mg/ 300 mg
1/09-3/10 Sandoz f!

Ij

I! ANDA

87-762
Codeine Phosphate/ Acetaminophen -

Tablet - 60 mg/ 300 mg
i 1/09-3/10 Sandoz

i/
I II I;j J

I
f

/ HydrocodoneBitartrate/

HomXtropine Methylbromide (Hycodan)

- Tablet and Syrup - 5 mg/ 1.5 mg and

5mg/1.5mg/5mL

NDA1
1/09-3/101 Endo Pharm

05-213
s
I

/ I1
j HYDROCODONE BlTARTRATE /

Homatropine Methylbromide - Tablet -

I 5 MG/1.5 MG
!

};
ANDA

40-295
I1/09-3/10 actavisTotowa
r

I

T3 ;<> HYDROCODONE BrTARTRATE /

Homatropine Methylbromide (Lorcet-

HD) - Capsule - 5 mg/ 500 mg

j ANDA

87-336
1/09-3/10 Mallinckrodt!

I

!
i

I I1 ANDA

74-597
Hydromorphone Hydrochloride -

. Tablet- 4 mg

i 05/09 Roxane1
I

I
I I

r
!

!
:

I

I

I
I

iI
!

!
i

I f
I i
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Table 4 Continued 4

I
I
f

NDA/

ANDA#

SponsorDate Of

Discontinuation IDrug Product
i

I

?
i

i
Sanofi

AventesUS
NDA

Meperidine Hydrochloride

(Demerol) - Tablet - SO mg

l
02/10 I

05-010 f

4
I

Purdue

Pharm2
ANDA

74-862
Morphine Sulfate -extended

ReleaseTablet - 15 mg; 30 mg; 60 mg1
i.

1/09-3/10 I
i

i
i

Purdue

Pharm3
ANDA

74-769
Morphine Sulfate - extended

releaseTablet - 1 00 mg; 200 mg

I
1/09-3/10

s

1

PSEUDOEPHEDRINE HYDROCHLORIDE/

Triprolidine Hydrochloride -

Tablet - 60 mg/ 2.5 mg

ANDA

88-602
Sandoz1/09 -3/10 i

t

!
3

PSEUDOEPHEDRINE HYDROCHLORIDE /

Triprolidine Hydrochloride -

Tablet - 60 mg/ 2.5 mg

ANDA

88-193
1/09-3/10 Sandoz 8

t

i
5

I

I

s

PSEUDOEPHEDRINE HYDROCHLORIDE /

Brompheniramine Maleate /

Dextromethorphan Hydrobromide

- Syrup - 30 mg/ 2 mg/ io mo/ 5 ml

1
ANDA

89-681
1/09-3/10 WOCKHARDT

4
J
I

1
S
!

J
I

I I

i

4

i
i

I

4
1
I
i

j

2 Though the holder for these application changed in February 20 10 from AB Generics to Purdue Phanna, Purdue

did not reintroduce the product on the market and the product remains in the list ofdiscontinued products..

3 Same as footnote 2 above.
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