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1.0 INTRODUCTION

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumul ative Supplenent is one of a series of nonthly updates to the
Approved Drug Products with Therapeutic Equival ence Eval uations, 28th
Edition (the List). The List is composed of four parts: approved
prescription drug products with therapeutic equival ence eval uati ons;
over-the-counter (OTC) drug products that require approved applications
as a condition of marketing; drug products with approval under Section
505 of the Act administered by the Center for Biologics Evaluation and
Research; and products that have never been narketed, are for
exportation, are for mlitary use, have been discontinued from

mar keting or that have had their approvals wi thdrawn for other than
safety or efficacy reasons.

The Cunul ative Suppl ement provides, anong ot her things, information on
new y approved drugs and, if necessary, revised therapeutic equival ence
eval uati ons and updated patent and exclusivity data. The Addendum
contains appropriate drug patent and exclusivity information required
of the Agency by the "Drug Price Conpetition and Patent Term
Restoration Act of 1984" for the Prescription, OIC, and Drug Products
wi th Approval under Section 505 of the Act Adnministered by the Center
for Biologics Evaluation and Research Lists.

Because all parts of the publication are subject to changes, additions,
or deletions, the List nust be used in conjunction with the nost
current Cumul ative Supplenent. Users nmay wish to mark to the |left of
the ingredient(s) in the List to indicate that changes to that entry
appear in the Cunul ati ve Supplenment. Drug product information is
provided in each Cumul ative Suppl enent for conpleteness to assist in

| ocating the proper place in the List for the revision.

The presence of any therapeutic equival ence code indicates that
the drug product is nultisource; the deletion of a therapeutic
equi val ence code indicates that the drug product has becone single
source. (An infrequent exception exists when a therapeutic
equi val ence code is revised. In that case the deletion of the

t herapeuti c equi val ence code is followed inmediately by the
addition of the revised one.)

Products that have never been marketed, are for exportation, are
for mlitary use, or have been discontinued frommarketing or that
have had their approvals withdrawn for other than safety or

ef ficacy reasons, will be flagged in this Cunul ative Suppl enent
with the "@ synbol to designate their non-nmarketed status. Al
products having a "@ synbol in the 12th Curul ative Suppl ement of
the 29th Edition List will then be added to the "Di scontinued Drug
Product List" appearing in the 30th Edition. The current edition



Section 2. How To Use The Drug Product Lists describes the
| ayout and usage of the List.

New additions to the Prescription Drug Product List and OTC Drug
Product List are indicated by the synbol >A>. The Patent and
Exclusivity List new additions are indicated by the synmbol >A> to
the left of Patent Nunmber or Exclusivity Code. The >A> synbol is
t hen dropped in subsequent Curnul ative Suppl enents for that item

New del etions to the Prescription Drug Product List and OTC Drug

Product List are indicated by the synbol >D> (DELETE) to the |eft
of the line. The information Iine with the >D> synbol is dropped
i n subsequent Cunul ative Supplenents for that item

The Patent and Exclusivity List is arranged in al phabetical order
by active ingredient nane(s) and trade nane. The trade name wll
follow the active ingredi ent nane separated by a dash synbol. Al so
shown is the application nunber and product nunber (FDA's interna
file nunmber) for reference purposes. All patents with their
expiration dates are displayed for each application nunber. Drug
subst ance and drug product patents are indicated as such with DS
or DP in the Patent codes colum. Use patents are indicated with
the synbol "U' followed by a nunmber representing a specific use.
Exclusivity information for a specific drug is indicated by an
abbreviation followed by the date upon which the exclusivity
expires. Refer to the Exclusivity Terns, Section B, in the Patent
and Exclusivity Informati on Addendum for an expl anation of all
codes and abbreviations. Refer to Section 1.3 for internet access
to the nmost current list of Patent and Exclusivity terns.

1.2 CUMULATIVE SUPPLEMENT CONTENT

Si nce February 2005, we have been providing daily Electronic Orange Book
(EOB) product information for new generic drug approvals. Daily generic
updat es provide the consumer with the current |ist of approved generic
products which is inportant for substitution purposes. Previously, a
first-tinme-generic product approved early in the nonth woul d not be
published in the Cumul ative Suppl enent (CS) for several weeks.

The CS nonthly update publish goal is by the end of the follow ng
mont h’ s second work week (e.g., Novenber’s supplenent will be updated by
the end of the second full work week in Decemnber).

Currently, the nonthly PDF CS incl udes:

Ceneric product ANDA (Abbrevi ated New Drug Approval) approval s as
of the date of publication.
Al'l product changes received and processed as of the date of
publicati on.
o Refer to CS Section 1.8 Cumul ative Suppl enent Legend for

types of changes

o Discontinued products will be processed as of the date of
publication. There will be circunstances where a product is
di scontinued in one nmonth, however, it will be reported in

a different nonth's CS. For exanple, the Orange Book Staff
received a letter Novenber 7 that the product has been

di sconti nued from manufacturing and marketi ng. The Orange
Book subsequently publishes the October CS on Novenber 14.

The product will showin the Cctober CS that it is

di sconti nued even though the date of discontinuance is the
day that the Orange Book Staff receives notification (November
7).



1.3

e New Drug Application (NDA) approvals (20,000 and 50, 000
series) appear in the CS nonth they were approved.

e Patent information, also updated daily in the EOB, is current to
the date of publication

e Exclusivity information is updated nonthly and current to the
date of publication.

Every effort is made to ensure the Cumul ative Suppl enent is current and
accurate. Applicant holders are requested to informthe FDA Orange Book
Staff (OBS) of any changes or corrections. The OBS can be contacted by
emai | at drugproducts@der.fda.gov. Send Changes by FAX: 240-276-8974;
mail to:

FDA/ CDER Orange Book St aff

O fice of Generic Drugs, HFD-610
7500 Standish Pl ace

Rockvill e, NMD 20855-2773

APPLICANT NAME CHANGES

It is not practical to identify in the Curul ative Suppl enent each and
every product involved when an applicant transfers its entire |line of
approved drug products to another applicant, or when an applicant
changes its nanme. Therefore, the cumulation of these transfers and
name changes will be identified in this section only. Were only
partial lines of approved products are transferred between applicants,
each approved product involved will appear as an applicant name change
entry in the Cunul ative Suppl ement.

It is also not practical to identify each and every product involved
when an applicant name is changed to neet internal publication
standards (e.g., MSD or Zenith [Former Abbrevi ated Nanmes] are
changed, respectively, to Merck Sharp Dohme or Zenith Labs [ New
Abbrevi ated Names]). Wen this occurs, each product involved (either
currently in the Cumul ative Supplenment or in the follow ng year's
edition) will reflect the new abbreviated nane. Consequently, it wll
not appear as an applicant name change entry in the Cunul ative

Suppl emrent nor will the cunulation of these nane changes appear in
this section. The Electronic Orange Book Query, updated nmonthly, wll
contain the nost current applicant hol der name.

FORVER APPLI CANT NANME NEW APPLI CANT NANE

( FORVER ABBREVI ATED NANE) ( NEW ABBREVI ATED NANE)
DABUR ONCOLOGY PLC FRESENI US KABI ONCOLOGY PLC

( DABUR ONCOLOGY PLC) ( FRESENI US KABI ONCOL)
TORPHARM | NC APOTEX | NC

( TORPHARM) ( APOTEX)

1.4 AVAILABILITY OF THE EDITION

Since 1997, the Electronic Orange Book Query (EOBQ
http://ww. fda. gov/ cder/ ob/default. htm has been available on the

i nternet and has becone the updated-every-nonth Orange Book. The
Query provides searching of the approved drug list by active

i ngredient, proprietary name, applicant hol der, applicant nunber or
pat ent nunber. Product search categories are: prescription, over-
t he-counter, discontinued drugs. There are links to patent and
exclusivity information that rmay be applicable to each product.



mailto:drugproducts@cder.fda.gov
http://www.fda.gov/cder/ob/default.htm

Conmencing with the 25th edition, the Annual Edition and nonthly
Currul ati ve Suppl ements have been provi ded i n downl oadabl e Portabl e
Docunent Format (PDF) at the EOB home page by clicking on Annua
Edition. The PDF annual and cunul ative suppl ements duplicate

previ ous paper versions. Over tine, there will be an archive for the
annual s and each year's Decenber Curul ative Suppl ement.

The downl oaded Annual Edition and Curul ative Suppl enments are al so
avail abl e in a paper version (Approved Drug Products with Therapeutic
Equi val ence Eval uations, ADP) fromthe U S. Governnent Printing

O fice: http://bookstore.gpo.gov; toll free 866-512-1800.

There are historical lists of Oange Book cumul ati ve suppl enent
product nonthly changes at
http://ww. fda. gov/ cder/rxotcdpl/ pdpl archi ve. ht m

There are ASCII text files of the Orange Book drug product, patent,
and exclusivity data at http://ww.fda. gov/cder/orange/ obreadne. ht m.
The drug product text files are provided in eobzip.exe and eobzip.zip
format. The files are updated concurrently with the nonthly

cumul ative suppl enents. The annual Orange Book Edition Appendices A,
B, and Cin PDF format are updated quarterly.

Ef fective August 18, 2003, patent subnissions for publication in the
O ange Book and Docket *95S-0117 need to be submitted on form FDA-
3542 whi ch may be downl oaded fromthe FDA Forns List,

htt p: //wwv. f da. gov/ opacon nor echoi ces/ fdaf orns/ default. htnl .

The current listing of the Orphan Product Designations and Approval s
is available at http://ww.fda. gov/orphan/designat/list.htm

1.5 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

DESCRI PTI ON CF REPORT

This report provides summary counts derived fromthe product
information in the Prescription Drug Product List and the
current Cunul ative Suppl enent. Products included in the counts
are donestically marketed drug products approved for both
safety and effectiveness under section 505 of the Federal Food,
Drug, and Cosnetic Act. Excluded are approved drug products
mar ket ed by distributors; those nmarketed sol el y abroad; and
those now regarded as nedi cal devices, biologics or foods.

The baseline colum (Dec 2004) refers to the products in the
Prescription Drug Product List. For each three-nonth period, a
colum of quarterly data is added which incorporates counts of
product activity fromthe previous quarter(s) with those in the
basel i ne count.

DEFI NI T1 ONS

Drug Product

For this report, a drug product is the representation in the
Prescription Drug Product List of an active noiety (nolecular entity
and its salts, esters and derivatives) either as a single ingredient
or as a conbination product provided in a specific dosage form and
strength for a given route of administration with approval for
marketing by a firmunder a particular generic or trade nane.

New Mol ecul ar Entity

A new nol ecul ar entity is considered an active noiety that has not

vi
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previously been approved (either as the parent conpound or as a
salt, ester or derivative of the parent conmpound) in the United
States for use in a drug product either as a single ingredient or as
part of a conbination.

REPCORT OF COUNTS FOR THE PRESCRI PTI ON DRUG PRODUCT LI ST
COUNTS CUMULATI VE BY QUARTER

CATEGORI ES COUNTED DEC 2008 MAR 2009 JUN 2009 SEPT 2009
DRUG PRODUCTS LI STED 12751 12910
SI NGLE SOURCE 2433 2449
(19.1% (19. 0%
MULTI SOURCE 10229 10372
(80.2% (80.3%
THERAPEUTI CALLY 10072 10216
EQUI VALENT (79. 0% (79.1%
NOT THERAPEUTI CALLY 157 156
EQUI VALENT (1.2% (1.2%
EXCEPTI ONS! 89 89
(0.7% (0. 7%
NEW MOLECULAR ENTI Tl ES
APPROVED 15 5
NUVBER OF APPLI CANTS 719 724

*Ami no aci d-containing products of varying conposition (see Introduction, page xx of the
List).

1.6 CUMULATIVE SUPPLEMENT LEGEND

The List is sorted by Ingredient(s) and, within each grouping, by the
Dosage Form Route and then by trade nane.

The individual product record contains the Therapeutic Equival ence
Code, Reference Listed Drug synbol, applicant hol der, strength(s),
New Drug Application number, product nunber, and approval date. The
| ast two colums describe the action. The Action Month is the CS
nonth the action occurred. The OB Action is the type of change that
has occurred.

New i ngredi ent (s), new dosage form route(s), new trade names, and
new product additions are preceded by >A> during the action nonth.
The change nonth is the current CS nonth; the change code for new
approvals is NEWA. Followi ng nonths will display the sane

i nformation wi thout the >A>.

Changes to currently listed products will list two records. The

del eted product record will be proceeded by >D>. The product record
change addition being made will be preceded by >A>. Fol |l owi ng nont hs
will display only the >A> record w thout the >A>. Al changes that
occur to the product through the Annual year will be listed. The
change nonth and change code will docunent the change.

The change code and description:

NEWA New drug product approval usually in the suppl enent
nont h.

CAHN Applicant holder firmname has changed.

CAI' N Change. There has been a change in the Ingredient(s)

nane. All products will be del eted under the ol d nane
and all products will be added under the changed
i ngredi ent(s) nane.

Vil



Change. Dosage Form Route of Adm nistration.
Change. A first tinme generic for the innovator
product. A TE Code is added.

Change. The product is noved fromthe Discontinued
Section due to a change in narketing status.

Change. M scel l aneous addition to |ist.

Change. M scel | aneous deletion fromlist.

Change. Potency anmount/unit.

Change. Reference Listed Drug.

Change. Therapeutic Equi val ence Code.

Change. Trade Nane.

Di scontinued. The Rx or OTC listed product is not
bei ng marketed and will be noved to the discontinued
section in the next edition.

viii



PRESCRI PTI ON DRUG PRODUCT LI ST - 28TH EDI TI ON
RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4 - April 2009 1-1

ACETAM NOPHEN; CODElI NE PHOSPHATE

TABLET; ORAL
ACETAM NOPHEN AND CODEI NE PHOSPHATE
@ SANDCZ 300MG; 30MG N81250 001 Jul 16, 1992 Mar DI SC
@ 300MG; 60MG N81249 001 Jul 16, 1992 Mar DI SC
TYLENOL W CODEI NE NO. 4

AA ORTHO MCNEI L JANSSEN  300M5; 60MG N85055 004 Mar  CVFD

ACETAM NOPHEN; HYDROCODONE Bl TARTRATE

CAPSULE;, ORAL
HYDROCODONE Bl TARTRATE AND ACETAM NOPHEN
@ MALLI NCKRODT 500M5 5MG N89006 001 Aug 09, 1985 Feb CTNA

ACETAM NOPHEN; PROPOXYPHENE HYDROCHLORI DE

TABLET; ORAL
PROPOXYPHENE HYDROCHLORI DE AND ACETAM NOPHEN
@ SANDOZ 650MG, 65MG N89959 001 Jul 18, 1989 Mar DI SC

ACETAM NOPHEN; PROPOXYPHENE NAPSYLATE

TABLET; ORAL
PROPOXYPHENE NAPSYLATE AND ACETAM NOPHEN
@ SANDOZ 650M5 100MG N70443 001 Jan 23, 1986 Mar DI SC

ACETAM NOPHEN; TRAMADOL HYDROCHLORI DE

TABLET; ORAL
TRAMADOL HYDROCHLORI DE AND ACETAM NOPHEN
AB ALPHAPHARM 325M5 37. 5MG N77858 001 Sep 26, 2008 Apr CAHN
AB MYLAN 325M5 37. 5MG N77858 001 Sep 26, 2008 Apr CAHN

ACETAZOLAM DE SODI UM

I NJECTABLE; | NJECTI ON
ACETAZOLAM DE SCODI UM
AP HOSPI RA EQ 500M5 BASE/ VI AL N40108 001 OCct 30, 1995 Apr DISC
@ EQ 500M5 BASE/ VI AL N40108 001 OCct 30, 1995 Apr DISC

ACYCLOVI R SCDI UM

I NDJECTABLE; | NJECTI ON
ACYCLOVI R SCDI UM

AP HOSPI RA EQ 500MG BASE/ VI AL N74758 001 Apr 22, 1997 Apr DI SC
@ EQ 500MG BASE/ VI AL N74758 001 Apr 22, 1997 Apr DI SC
AP EQ 1GM BASE/ VI AL N74758 002 Apr 22, 1997 Apr DI SC
@ EQ 1GM BASE/ VI AL N74758 002 Apr 22, 1997 Apr DI SC
ADENOSI NE
I NDECTABLE; | NJECTI ON
ADENGCSI NE
AP LU TPOLD 3ME ML N90010 001 Apr 28, 2009 Apr NEWA
ALBUTERCL

AEROSCL, METERED; | NHALATI ON
ALBUTERCL
@ ARMSTRONG PHARVS 0. 09MT | NH N72273 001 Aug 14, 1996 Jan DI SC
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ALBUTEROL SULFATE

SOLUTI ON; | NHALATI ON

ALBUTERCOL SULFATE

>D> AN+ BAUSCH AND LOVB
>A> @

EQ 0. 083% BASE
EQ 0. 083% BASE

AN HOLOPACK | NTL EQ 0. 083% BASE
>D> AN | VAX PHARMB EQ 0. 083% BASE
>A> AN TEVA PARENTERAL EQ 0. 083% BASE

TABLET; ORAL
ALBUTEROL SULFATE
@ SANDOZ EQ 2M5 BASE
@ EQ 4MG BASE
ALBUTEROL SULFATE; | PRATROPI UM BROM DE
SOLUTI ON; | NHALATI ON
ALBUTEROL SULFATE AND | PRATROPI UM BROM DE
>D> AN | VAX PHARMG | NC EQ 0. 083% BASE; 0. 017%
>A> AN TEVA PARENTERAL EQ 0. 083% BASE; 0. 017%
ALENDRONATE SODI UM
TABLET; ORAL
ALENDRONATE SCDI UM
>A>  AB SANDOZ EQ 5MG BASE
>A>  AB EQ 10MG BASE
>A>  AB EQ 35MG BASE
>A>  AB EQ 40MG BASE
>A>  AB EQ 70MG BASE
ALLOPURI NOL
TABLET; ORAL
ALLOPURI NOL
@ SANDOZ 100MG
@ 300MG
AM LORI DE_HYDROCHLORI DE
TABLET; ORAL
AM LORI DE HYDROCHLORI DE
AB +  PAR PHARM 5MG
AB S| GVAPHARM LABS LLC  5MG
AM LORI DE HYDROCHLORI DE; HYDROCHLOROTHI AZI DE
TABLET; ORAL
AM LORI DE HYDROCHLORI DE AND HYDROCHLOROTHI AZI DE
@ SANDCZ EQ 5MG ANHYDROUS; 50MG
AM NOCAPRO C ACI D
| NJECTABLE; | NJECTI ON
AM NOCAPRO C ACI D
>D> AP HOSPI RA 250M5 M
>A> @ 250MF M
TABLET; ORAL
AM CAR
XANODYNE PHARM 1GM

- April

N75358
N75358
N77839
N75343
N75343

N72151
N72152

N76724
N76724

N75871
N75871
N75871
N75871
N75871

N70268
N70269

N70346
N79133

N73357

N70888
N70888

N15197

001
001
001
001
001

001
001

001
001

001
002
004
003
005

001
001

001
001

001

001
001

002

2009

Apr
Apr
Apr
Apr

Jan
Jan

Jun
Jun

Jun

29,
29,
16,
09,
09,

05,
05,

31,
31,

22,
22,
22,
22,
22,

31,
31,

22,
30,

27,

16,
16,

24

2000
2000
2008
1999
1999

1989
1989

2007
2007

2009
2009
2009
2009
2009

1985
1985

1986
2009

1991

1988
1988

2004

Apr
Apr
Jan
Apr
Apr

Apr
Apr
Apr
Apr

Jan
Jan

Apr
Apr

Jan

1-2

DI SC
DI SC
CAHN
CAHN
CAHN

DI SC
DI SC

CAHN
CAHN

NEWA
NEWA
NEWA
NEWA
NEWA

DI SC
DI SC

CTEC
NEWA

DI SC

DI SC
DI SC

NEWA



>D>
>D>
>A>
>D>
>A>

>D>
>A>

>A>
>A>
>A>

>A>
>A>
>A>
>A>
>A>
>A>
>A>

55

EEEEEEE5 5

5%

AT

AT
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AM NOPHYLLI NE

I NDECTABLE; | NJECTI ON
AM NOPHYLLI NE I N SCDI UM CHLCORI DE 0. 45%

+  HOSPIRA 100MF 100M
@ 100M¥ 100M
+ 200M% 100M
@ 200M% 100M
AM CDARONE HYDROCHLORI DE
TABLET; ORAL
AM ODARONE HYDROCHLORI DE
ALPHAPHARM 200MG
MYLAN 200MG
AMLODI PI NE BESYLATE
TABLET; ORAL
AMLODI PI NE BESYLATE
ALKEM EQ 2. 5MG BASE
EQ 5MG BASE
EQ 10MG BASE
GLENMARK GENERI CS EQ 2. 5MG BASE
EQ 5MG BASE
EQ 10MG BASE
SYNTHON PHARVB EQ 2. 5MG BASE
EQ 5MG BASE
EQ 10M5 BASE

AMLODI PI NE; HYDROCHLOROTHI AZI DE; VALSARTAN

TABLET; ORAL
EXFORGE HCT
NOVARTI S

5MG; 12. 5M5G, 160MG
5MG, 25M5, 160MG
10MG 12. 5MG, 160MG
+ 10MG, 25MG, 320MG
10MG 25MG, 160MG

AMOXI CI LLI'N; CLAVULANATE POTASSI UM

TABLET; ORAL
AMOXI CI LLI N AND CLAVULANATE POTASSI UM
APOTEX 250MG, EQ 125M5G BASE

500M5 EQ 125MG BASE

APRACLONI DI NE HYDROCHL ORI DE

SOLUTI ON/ DROPS; OPHTHALM C
APRACLONI DI NE HYDROCHLORI DE

AKORN | NC EQ 0. 5% BASE

| OPI DI NE

+ ALCON

EQ 0. 5% BASE

ARMODAFI NI L

TABLET; ORAL
NUVI G L
CEPHALON 100MG
200MG

- April

N88147
N88147
N88147
N88147

N75188
N75188

N78925
N78925
N78925
N78552
N78552
N78552
N77080
N77080
N77080

N22314
N22314
N22314
N22314
N22314

N65333
N65333

N77764

N20258

N21875
N21875

002
002
003
003

001
001

001
002
003
001
002
003
001
002
003

001
002
003
005
004

001
002

001

001

002
005

2009

May
May
May
May

Feb
Feb

Jun
Jun
Jun

Apr
Apr
Apr
Apr
Apr

Feb
Feb

Jul

03
03
03
03

24
24

04
04
04
08,
08,
08,
27,
27,
27,

30,
30,
30,
30,
30,

24,
24,

12,

30,

26,
26,

1983
1983
1983
1983

1999
1999

2009
2009
2009
2009
2009
2009
2007
2007
2007

2009
2009
2009
2009
2009

2009
2009

2009

1993

2009
2009

Apr
Apr
Apr
Apr

Apr
Apr

Apr
Apr
Apr
Apr
Apr

Feb
Feb

Feb

Feb

1-3

DI SC
DI SC
DI SC
DI SC

CAHN
CAHN

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
CAHN
CAHN
CAHN

NEWA
NEWA
NEWA
NEWA
NEWA

NEWA
NEWA

NEWA

CFTG

CMFD
NEWA
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SA> ARTEMETHER; LUMEFANTRI NE

>A> TABLET; ORAL

>A> COARTEM

>A> NOVARTI S 20MG, 120MG N22268 001 Apr 07, 2009 Apr NEWA

ASPI RI N, BUTALBI TAL; CAFFEI NE

TABLET; ORAL
BUTALBI TAL, ASPI RIN AND CAFFEI NE
@ SANDOZ 325M5 50M5 40MG N86398 002 Apr 06, 1984 Mar DI SC

ASPI RI N; CAFFEI NE; ORPHENADRI NE ClI TRATE

TABLET; ORAL
ORPHENGESI C
@ SOLCO HLTHCARE 385MG, 30MG, 25MG N75141 001 May 29, 1998 Jan CAHN
ORPHENGESI C FORTE
@ SOLCO HLTHCARE 770M5 60M5 50MG N75141 002 May 29, 1998 Jan CAHN

ATRACURI UM BESYLATE

I NDECTABLE; | NJECTI ON
ATRACURI UM BESYLATE

@ HOSPI RA 10M& ML N74740 001 WMar 28, 1997 Jan DI SC
ATRACURI UM BESYLATE PRESERVATI VE FREE
@ HOSPI RA 10M& ML N74741 001 Mar 28, 1997 Jan DI SC
AZAC!I TI DI NE
I NDECTABLE; 1V-SC
VI DAZA
+ CELGENE 100M& VI AL N50794 001 May 19, 2004 Mar CAHN

AZELASTI NE HYDROCHLORI DE

SPRAY, METERED, NASAL
>D> AZELASTI NE HYDROCHLORI DE
>A> @ APOTEX | NC EQ 0. 125MG BASE/ SPRAY N77954 001 Apr 30, 2009 Apr DI SC

AZ| THROWCI N

I NDECTABLE; | NJECTI ON
AZI THROWCI N

AP SAGENT STRI DES EQ 500M5 BASE/ VI AL N65506 001 Mar 24, 2009 Mar NEWA
BACLOFEN

TABLET; ORAL

BACLOFEN
>D> AB ALPHAPHARM 10MG N77181 001 Jul 29, 2005 Apr CAHN
>D> AB 20MG N77121 002 Jul 29, 2005 Apr CAHN
>A>  AB MYLAN 10MG N77181 001 Jul 29, 2005 Apr CAHN
>A>  AB 20MG N77121 002 Jul 29, 2005 Apr CAHN

BENZTROPI NE MESYLATE

I NDJECTABLE; | NJECTI ON
COGENTI N
>A> + LUNDBECK | NC 1ME ML N12015 001 Apr  CAHN
>D> + OVATI ON PHARMVS 1ME ML N12015 001 Apr  CAHN



RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4 - April 2009 1-5

BENZYL ALCOHOL

LOTI ON, TOPI CAL
BENZYL ALCOHOL
+ SClI ELE PHARMA | NC 5% N22129 001 Apr 09, 2009 Apr NEWA

BETAMETHASONE DI PROPI ONATE; CALCI POTRI ENE HYDRATE

O NTMENT; TOPI CAL
TACLONEX
+ LEO PHARM 0. 064% 0. 005% N21852 001 Jan 09, 2006 Mar CAHN

BETHANECHOL CHLORI DE

TABLET; ORAL
BETHANECHOL CHLORI DE
AA SUN PHARM | NDS | NC 5MG N40897 001 Apr 22, 2009 Apr NEWA
AA 10MG N40897 002 Apr 22, 2009 Apr NEWA
AA 25MG N40897 003 Apr 22, 2009 Apr NEWA
AA 50MG N40897 004 Apr 22, 2009 Apr NEWA

BRI MONI DI NE TARTRATE

SOLUTI ON/ DROPS; OPHTHALM C
BRI MONI DI NE TARTRATE
AT I VAX PHARMS 0.2% N76372 001 Sep 10, 2004 Apr CAHN
AT TEVA PARENTERAL 0.2% N76372 001 Sep 10, 2004 Apr CAHN

BROVPHENI RAM NE MALEATE; DEXTROVETHORPHAN HYDROBROM DE; PSEUDCEPHEDRI NE HYDROCHLORI DE

SYRUP;, ORAL
BROVFED- DM
AA BRI GHTON PHARMS | NC  2M& 5M.; 10M& 5M.; 30M& 5ML N89681 001 Dec 22, 1988 Apr CAHN
AA WOCKHARDT EU 2M& 5M.; 10M& 5M.; 30M& 5ML N89681 001 Dec 22, 1988 Apr CAHN
BUDESONI DE
SUSPENSI ON; | NHALATI ON
BUDESONI DE
AN APOTEX 0. 25M5 2ML N78202 001 Mar 30, 2009 Mar NEWA
AN 0. 5M& 2M. N78202 002 Mar 30, 2009 Mar NEWA
AN I VAX PHARMS | NC 0. 25M5 2ML N77519 001 Nov 18, 2008 Apr CAHN
AN 0. 5M& 2ML N77519 002 Nov 18, 2008 Apr CAHN
AN TEVA PARENTERAL 0. 25M5 2ML N77519 001 Nov 18, 2008 Apr CAHN
AN 0. 5M& 2ML N77519 002 Nov 18, 2008 Apr CAHN

BUPROPI ON  HYDROCHL ORI DE

TABLET, EXTENDED RELEASE; ORAL
BUPROPI ON HYDROCHL ORI DE

AB1 WATSON LABS 100MG N79095 001 Mar 24, 2009 Mar NEWA
AB2 150MG N79094 001 Mar 24, 2009 Mar NEWA
AB1 150MG N79095 002 Mar 24, 2009 Mar NEWA
AB1 200MG N79095 003 Mar 24, 2009 Mar NEWA

BUSPI RONE HYDROCHL ORI DE

TABLET; ORAL
BUSPAR
AB  + BRI STOL MYERS SQUI BB 15MG N18731 003 Apr 22, 1996 Feb CRLD
@ 30MG N18731 004 Apr 22, 1996 Feb DI SC

BUSPI RONE  HYDROCHL ORI DE
AB DR REDDYS LABS LTD 5MG N78246 001 Feb 27, 2009 Feb NEWA



>A>
>A>
>A>
>A>
>D>
>D>
>D>
>D>

>A>
>A>
>A>

>A>

>D>

>D>
>D>
>D>
>D>
>A>
>A>
>A>
>A>

EEEEEEEEEE 5

AP
AP

AP

55

RX DRUG PRODUCT LIST -

TABLET; ORAL
BUSPI RONE HYDROCHL ORI DE
DR REDDYS LABS LTD

MYLAN

PAR PHARM

@ SANDOZ
@
@

BUTORPHANOL TARTRATE

I NJECTABLE; | NJECTI ON
BUTORPHANCL TARTRATE
HI KMA FARVACEUTI CA

CAFFEI NE Cl TRATE

SOLUTI ON; | NTRAVENOUS
CAFFEI NE Cl TRATE
PADDOCK LABS

PHARNVAFORCE

CALCI TRI QL

CAPSULE;, ORAL
ROCALTROL
VALI DUS PHARMS
+

O NTMENT; TOPI CAL
VECTI CAL
+ GALDERMA LABS LP

SCLUTI ON;  ORAL
ROCALTROL
+ VALI DUS PHARMS

CARBAMAZEPI NE

TABLET; ORAL
CARBAVAZEPI NE
CARACO

TORRENT PHARMS

10MG
15MG
30MG
5MG

7. 5MG
10MG
15MG
5MG

7. 5MG
10MG
15MG
5MG

10MG
15MG

1M M
2ME M
2ME M

EQ 30MG BASE/ 3M. (EQ 10MG
BASE/ M.)

EQ 30MG BASE/ 3M_ (EQ 10MG
BASE/ M.)

0. 25UGMV
0. 5UGM

3UGM GM

1UGM ML

100MG
200MG
300MG
400MG
100MG
200MG
300MG
400MG

CUMULATI VE SUPPLEMENT 4

- April

N78246
N78246
N78246
N75467
N75467
N75467
N75467
N75467
N75467
N75467
N75467
N75413
N75413
N75413

N78400
N78247
N78400

N77233

N77233

N18044
N18044

N22087

N21068

N7 7272
N77272
N77272
N77272
N77272
N77272
N77272
N77272

002
003
004
001
002
003
004
001
002
003
004
001
002
003

001
001
002

001

001

001
002

001

001

001
002
003
004
001
002
003
004

2009

Feb
Feb
Feb
Feb
Mar
Feb
Feb
Feb
Mar
Feb
Feb
Mar

Mar

Sep

Sep

Jan

27,
27,
27,
28,
28,
28,
28,
28,
28,
28,
28,
19,
19,
19,

01,
29,
01,

21,

21,

23,

20,

07,
07,
07,
07,
07,
07,
07,
07,

2009
2009
2009
2002
2001
2002
2002
2002
2001
2002
2002
2002
2002
2002

2009
2009
2009

2006

2006

2009

1998

2005
2005
2005
2005
2005
2005
2005
2005

Feb
Feb
Feb

Apr
Apr
Apr

Jan

Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr

1-6

NEWA
NEWA
NEWA
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
DI SC
DI SC
DI SC

NEWA
NEWA
NEWA

CAHN

CAHN

CAHN
CAHN

NEWA

CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN



>D>
>A>

>D>
>D>
>D>
>A>
>A>
>A>

55 &

5% &

BX

AP
AP

5% %

5% 3%

%% %

TABLET, CHEWABLE; ORAL

RX DRUG PRODUCT LIST -

CARBAMAZEPI NE
TORRENT PHARMS

TABLET, EXTENDED RELEASE;

CARBAMAZEPI NE

TARO

TEGRETOL- XR
NOVARTI S

100MG
ORAL

100MG
200MG
400MG

100MG
200MG
400MG

CARBENI Cl LLI N I NDANYL SCDI UM

TABLET; ORAL

GECCI LLI

N

@ PFI ZER

CARBI DOPA; L

EVODOPA

TABLET; ORAL

CARBI DOPA AND LEVODOPA

@ SANDOZ

@
@

TABLET, EXTENDED RELEASE;
CARBI DOPA AND LEVODOPA

KV PHARM

@

CARBOPLATI N

| NJECTABLE;

I NJECTI ON

CARBOPLATI N

PHARVACHEM E

+ + + + + o+

| NJECTABLE;
CARBOPLATI

WATSON LABS

IV (I NFUSI ON)

N

PHARVACHEM E BV

CARI SOPRODOL

TABLET; ORAL

CARI SOPRCDOL

@ SANDOZ

CEFAZOLI N SODI UM

| NJECTABLE;
CEFAZOLI N

I NJECTI ON
SODI UM

CEPHAZONE PHARVA

EQ 382MG BASE

10MG 100MG
25M5 100MG
25M5 250MG
ORAL

50M5 200MG
50M5 200MG

50M& VI AL
150M& VI AL
450M% VI AL
50M& VI AL
150MF VI AL
450M7 VI AL

EQ 50M¥ 5M. (10MF M.)
EQ 450M% 45M. ( 10M& M)
EQ 150M¥ 15M. ( 10M& M)

350MG

EQ 500M5 BASE/ VI AL
EQ 1GM BASE/ VI AL
EQ 10GM BASE/ VI AL
EQ 20GM BASE/ VI AL

CUMULATI VE SUPPLEMENT 4 -

N75712

N78115
N78115
N78115

N20234
N20234
N20234

N50435

N73586
N73587
N73620

N76663
N76663

N76162
N76162
N76162
N76162
N76162
N76162

N77679
N77679
N77679

N81025

N65280
N65280
N65295
N65296

Apri |

001

001
002
003

001
002
003

001

001
001
001

001
001

001
002
003
001
002
003

001
003
002

001

001
002
001
001

2009

Jul

Jun
Jun
Jun

Jun
Jun

Feb
Feb
Feb

05,

31,
31,
31,

25,
25,
25,

29,
29,
29,

24,
24,

14,
14,
14,
14,
14,
14,

25,
25,
25,

13,

18,
18,
18,
18,

2001

2009
2009
2009

1996
1996
1996

1995
1995
1995

2004
2004

2004
2004
2004
2004
2004
2004

2009
2009
2009

1989

2009
2009
2009
2009

Jan

Apr
Apr

Apr
Apr
Apr
Apr
Apr
Apr

Feb
Feb
Feb

1-7

CAHN

NEWA
NEWA
NEWA

CFTG
CFTG
CFTG

DI SC

DI SC
DI SC
DI SC

DI SC
DI SC

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

NEWA
NEWA
NEWA

DI SC

NEWA
NEWA
NEWA
NEWA



RX DRUG PRODUCT LIST -

I NJECTABLE; | NJECTI ON
CEFAZOLI N SODI UM
@ GLAXCSM THKLI NE

CEFTRI AXONE SCDI UM

I NDECTABLE;, IM1V
CEFTRI AXONE
AP + SANDOZ

CETI Rl ZI NE HYDROCHLORI DE
SYRUP; ORAL

EQ 1GM BASE/ VI AL

EQ 2GM BASE/ VI AL

CETI Rl ZI NE HYDROCHLORI DE

>A> AA DR REDDYS LABS LTD

CHLOROTHI AZI DE

TABLET; ORAL
DI URI L
>A> @ LUNDBECK | NC
SA> @
>D> @ OVATI ON PHARMS
>D> @
CHLOROTHI AZI DE SCDI UM
I NJECTABLE; | NJECTI ON
DI URI L
>A> + LUNDBECK | NC
>D> + OVATI ON PHARMS
CHL ORPROPAM DE
TABLET; ORAL
CHL ORPROPAM DE
@ SANDOZ
@
CHLORZOXAZONE
TABLET; ORAL
CHLORZOXAZONE
@ SANDOZ
@
>D>  AA TEVA
>A> AA WATSON LABS

CHOLI NE FENOFI BRATE

CAPSULE, DELAYED RELEASE;
TRI LI PI X
ABBOTT LABS

CHYMOPAPAI N

I NJECTABLE; | NJECTI ON
CHYMODI ACTI N
@ CHART MEDCL

@

5M& 5ML

250MG
500MG
250MG
500MG

EQ 500M5 BASE/ VI AL
EQ 500MG BASE/ VI AL

100MG
250MG

250MG
500MG
500MG
500MG

ORAL

EQ 45MG FENCFI BRI C ACI D
EQ 135MG FENCFI BRI C ACI D

4,000 UNI TS/ VI AL
10, 000 UNI' TS/ VI AL

CUMULATI VE SUPPLEMENT 4

- April

N64033

N65169

N78870

N11145
N11145
N11145
N11145

N11145
N11145

N88725
N88726

N89852
N89853
N89859
N89859

N22224
N22224

N18663
N18663

001

004

001

004
002
004
002

005
005

001
001

001
001
001
001

001
002

002
001

2009

Cct

31,

1993

Mar

May 09, 2005 Mar

Apr 27, 2009 Apr

Aug
Aug

Aug

31,
31,

04,
04,
04,
04,

15,
15,

21,
10,

1984
1984

1988
1988
1988
1988

2008
2008

1984
1982

Apr
Apr
Apr
Apr

Apr
Apr

Mar

Jan
Jan

1-8

DI SC

CRLD

NEWA

CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

DI SC
DI SC

DI SC
DI SC
CAHN
CAHN

CTNA

CAHN
CAHN



>A>
>A>
>A>
>D>
>D>
>D>

>A>
>A>
>A>
>D>

55 &

555855

5% &

AB

RX DRUG PRODUCT LIST -

ClI METI DI NE

TABLET; ORAL
Cl METI DI NE
@ SANDCZ
@

@
@

Cl PROFLOXACI N HYDROCHLORI DE

TABLET; ORAL

200MG
300MG
400MG
800MG

Cl PROFLOXACI N HYDROCHLORI DE

MYLAN

@ TEVA
@
@

Cl TALOPRAM HYDROBROM DE

TABLET; ORAL

Cl TALOPRAM HYDROBROM DE
AMNEAL PHARMS

GLENMARK GENERI CS

CLONI DI NE HYDROCHLORI DE

TABLET; ORAL

CLONI DI NE HYDROCHLORI DE

@ SANDOZ
@
@

CLORAZEPATE DI PCTASSI UM

CAPSULE; ORAL

CLORAZEPATE DI POTASSI UM

@ SANDCZ
TRANXENE

@ LUNDBECK | NC

@
@

@ OVATI ON PHARMS

@
@
TABLET; ORAL

CLORAZEPATE DI POTASSI UM

@ SANDOZ
@
TRANXENE

LUNDBECK | NC

OVATI ON PHARMS

EQ 250MG BASE
EQ 500MG BASE
EQ 750MG BASE
EQ 250MG BASE
EQ 500MG BASE
EQ 750MG BASE

EQ 10MG BASE
EQ 20MG BASE
EQ 40MG BASE
EQ 10MG BASE
EQ 20M5 BASE
EQ 40MG BASE

0. 1MG
0. 2MG
0. 3MG

3. 75MG

3. 75MG
7. 5MG
15MG
3. 75MG
7. 5MG
15MG

7. 5MG
15MG

3. 75MG
7. 5MG
15MG

3. 75MG

CUMULATI VE SUPPLEMENT 4

- April

N74100
N74100
N74100
N74100

N75685
N75685
N75685
N76136
N76136
N76136

N77045
N77045
N77045
N77654
N77654
N77654

N70887
N70886
N71294

N72219

N17105
N17105
N17105
N17105
N17105
N17105

N72513
N72514

N17105
N17105
N17105
N17105

001
002
003
004

002
003
001
001
002
003

003
002
001
001
002
003

001
001
001

001

001
002
003
001
002
003

001
001

006
007
008
006

2009

Jan
Jan
Jan
Jan

Jun
Jun
Jun
Jun
Jun
Jun

Apr
Apr
Apr
Feb
Feb
Feb

Aug
Aug
Aug

Aug

May
May

31,
31,
31,
31,

09,
09,
09,
09,
09,
09,

29,
29,
29,
27,
27,
27,

31,
31,
31,

26,

11,
11,

1995
1995
1995
1995

2004
2004
2004
2004
2004
2004

2005
2005
2005
2009
2009
2009

1988
1988
1988

1988

1990
1990

Feb
Feb
Feb
Feb
Feb
Feb

Apr
Apr
Apr
Apr
Apr
Apr

Mar
Mar

Apr
Apr
Apr
Apr

1-9

DI sC
DI SC
DI SC
DI SC

CMFD
CMFD
CMFD
DI SC
DI SC
DI SC

CAHN
CAHN
CAHN
NEWA
NEWA
NEWA

DI SC
DI SC
DI SC

DI SC

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

DI SC
DI SC

CAHN
CAHN
CAHN
CAHN



>D>
>D>

>A>
>A>
>D>
>D>

>D>
>A>

>D>
>D>
>D>
>A>
>A>
>A>

>D>
>A>

RX DRUG PRODUCT LIST -

TABLET; ORAL
TRANXENE
OVATI ON PHARVS

5%

TRANXENE SD
LUNDBECK | NC

OVATI ON PHARMS

7. 5MG
15MG

11. 25MG
22. 5MG
11. 25MG
22. 5MG

CUMULATI VE SUPPLEMENT 4

- April

N17105
N17105

N17105
N17105
N17105
N17105

007
008

005
004
005
004

2009

CODElI NE PHOSPHATE, PSEUDCEPHEDRI NE HYDROCHLORI DE; TRI PROLI DI NE HYDROCHLORI DE

SYRUP; ORAL
TRIACIN-C

+ STAT- TRADE

+ STI PHARMA LLC

COLI STI METHATE SCDI UM

I NDECTABLE; | NJECTI ON
COLI STI METHATE
PADDOCK
X GEN PHARVS
COLI STI METHATE SODI UM
PADDOCK
X GEN PHARVS

5%

5%

CROMOLYN SCDI UM

SOLUTI ON; | NHALATI ON
CROMOLYN SCODI UM

+ I VAX PHARMS

+ TEVA PARENTERAL

zZ2

CYANOCOBALAM N

GEL, METERED;, NASAL
NASCOBAL
@ PAR PHARM

CYCLOPHOSPHAM DE
I NJECTI ON

| NJECTABLE;

CYTOXAN

@ BAXTER HLTHCARE

@

@

@

@

LYCOPHI LI ZED CYTOXAN
BAXTER HLTHCARE

+
+
+
+
+

5% %

TABLET; ORAL
CYTOXAN
@ BAXTER HLTHCARE

@

10M& 5M.; 30M& 5M; 1. 25M& 5ML
10M& 5M.; 30M& 5M; 1. 25M& 5ML

EQ 150M5 BASE/ VI AL
EQ 150M5 BASE/ VI AL

EQ 150M5 BASE/ VI AL
EQ 150MG BASE/ VI AL

10M& ML
10M& ML

0. 5M& | NH

100MF VI AL
200M3 VI AL
500M& VI AL
1GM VI AL
2GM VI AL

100MF VI AL
200M5 VI AL
500M& VI AL
1GM VI AL
2GM VI AL

25MG
50MG

N88704
N88704

N65177
N64216

N65177
N64216

N75271
N75271

N19722

N12142
N12142
N12142
N12142
N12142

N12142
N12142
N12142
N12142
N12142

N12141
N12141

001
001

001
001

001
001

001
001

001

001
002
003
004
005

006
007
008
010
009

002
001

Jan
Jan

22,
22,

19,
26,

19,
26,

18,
18,

05,

30,
30,

05,
10,
04,
24,
10,

1985
1985

2004
1999

2004
1999

2000
2000

1996

1982
1982

1985
1985
1984
1985
1984

Apr
Apr

Apr
Apr
Apr
Apr

Apr
Apr

Apr
Apr

Apr
Apr

Feb
Feb
Feb
Feb
Feb

Feb
Feb
Feb
Feb
Feb

Feb
Feb

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

CAHN
CAHN

CAHN

CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN



RX DRUG PRODUCT LIST -

CUMULATI VE SUPPLEMENT 4

DACTI NOMYCI N
I NJECTABLE; | NJECTI ON
COSMEGEN
>A> + LUNDBECK | NC 0. 5M3 VI AL
>D> + OVATI ON PHARMS 0. 5M3 VI AL
DEFEROXAM NE MESYLATE
| NJECTABLE; | NJECTI ON
DEFEROXAM NE MESYLATE
>D> AP TEVA PARENTERAL 500M3 VI AL
>D> AP 2GM VI AL
SA> AP WATSON LABS 500M3 VI AL
SA> AP 2GM VI AL
DESOGESTREL; ETHI NYL ESTRADI OL
TABLET; ORAL-21
DESOGESTREL AND ETHI NYL ESTRADI OL
@ DURAVED PHARMB BARR 0. 15M3; 0. 03MG
DEXAMVETHASONE
ELI XI R, ORAL
DEXAVETHASONE
>D> AA + STAT- TRADE 0. 5M3 5M
SA> AA + STl PHARMA LLC 0. 5M3 5M
DEXAMETHASONE; TOBRAMYCI N
SUSPENSI ON/ DROPS; OPHTHALM C
TOBRADEX ST
+ ALCON 0.05% 0. 3%
DEXLANSOPRAZOLE
CAPSULE, DELAYED RELEASE; ORAL
KAPI DEX
TAKEDA PHARMS 30MG
+ 60MG
DEXTROAMPHETAM NE SULFATE
TABLET; ORAL
DEXTROAMPHETAM NE SULFATE
AA  + BARR 10MG
DEXTROSTAT
@ SH RE 5MG
@ 10MG
DEXTROSE
| NJECTABLE; | NJECTI ON
DEXTROSE 60% | N PLASTI C CONTAI NER
>sD> AP+ HOSPI RA 60GM 100M.
>A> @ 60GM 100M
DI AZEPAM
TABLET; ORAL
DI AZEPAM
@ SANDOZ 2MG
@ 5MG

- April

N50682
N50682

N76806
N76806
N76806
N76806

N75256

N84754
N84754

N50818

N22287
N22287

N40361

N84051
N84051

N19346
N19346

N70302
N70303

001
001

001
002
001
002

001

001
001

001

001
002

002

001
002

001
001

001
001

2009

Aug

Feb

Jan
Jan

Jan

Jan
Jan

31,
31,
31,
31,

12,

13,

30,
30,

31,

25,
25,

20,
20,

2006
2006
2006
2006

1999

2009

2009
2009

2001

1985
1985

1985
1985

Apr
Apr

Apr
Apr
Apr
Apr

Feb

Apr
Apr

Feb

Jan
Jan

Apr
Apr

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

DI SC

CAHN
CAHN

NEWA

NEWA
NEVA

CRLD

DI SC
DI SC

DI SC
DI SC

DI SC
DI SC



>D>
>A>

>A>
>D>

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

TABLET; ORAL
DI AZEPAM
@ SANDOZ 10MG

DI ETHYLPROPI ON  HYDROCHLORI DE

TABLET; ORAL
DI ETHYLPROPI ON  HYDROCHL ORI DE
AA COREPHARNVA 25MG
TENUATE
AA  + WATSON PHARMS 25MG
DI FLUNI SAL
TABLET; ORAL
DI FLUNI SAL
@ SANDOZ 500MG
+ TEVA 500M5G
DI GOXI N
I NDECTABLE; | NJECTI ON
DI GOXI'N
AP HOSPI RA 0. 25M53 ML
@ 0. 25M5F ML

DI LTI AZEM HYDROCHLORI DE

CAPSULE, EXTENDED RELEASE; ORAL

DI LT-CD
AB3 APOTEX 300MG
AB3 TORPHARM 300MG

DI PHENHYDRAM NE HYDROCHL ORI DE

CAPSULE;, ORAL
DI PHENHYDRAM NE HYDROCHLORI DE

+ BARR 50MG
@ LNK 25MG
@ 50MG
@ SANDOZ 25MG
@ 50MG
@ VALEANT PHARM | NTL 50MG
@ WATSON LABS 25MG
@ 50MG

DI PYRI DAMOLE

TABLET; ORAL
DI PYRI DAMOLE
@ SANDOZ 25MG
@ 50MG
@ 75MG

DI VALPROEX SODI UM

CAPSULE, DELAYED REL PELLETS; ORAL
DEPAKOTE
AB + ABBOTT
DI VALPROEX SODI UM
AB DR REDDYS LABS LTD EQ 125MG VALPRO C ACI D
AB ZYDUS PHARMS USA I NC EQ 125M5G VALPRO C ACI D

EQ 125M5 VALPRO C ACI D

- April

N70304

N40828

N11722

N74604
N73673

N40206
N40206

N76151
N76151

N80738
N87977
N87978
N80832
N80832
N80592
N80728
N80727

N86944
N87562
N87561

N19680

N78979
N78919

001

001

002

001
001

001
001

004
004

001
001
001
001
002
001
001
001

002
001
001

001

001
001

2009

Jun
Jul

Aug
Aug

May
May

Jan
Jan

Feb
Feb

Sep

Jan
Jan

20,

05,

10,
31,

28,
28,

20,
20,

27,
27,

16,
25,
25,

12,

23,
27,

1985

2008

1996
1992

1998
1998

2004
2004

1983
1983

1991
1992
1992

1989

2009
2009

Feb

Feb

Apr
Apr

Apr
Apr

Jan

Jan
Jan

DI SC

CTEC

CTEC

DI SC
CTEC

DI SC
DI SC

CAHN
CAHN

CRLD
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC

DI SC
DI SC
DI SC

CFTG

NEWA
NEWA



>A>

55 EEEE5 &

EE&E55 &

AB
AB
AB

AB
AB
AB

AB

RX DRUG PRODUCT LIST -

TABLET, DELAYED RELEASE; ORAL

DI VALPROEX SODI UM

TABLET, EXTENDED RELEASE;

MYLAN

ZYDUS PHARMS USA | NC

DEPAKOTE ER

DI VALPROEX SODI UM
ANCHEN PHARMS

DORZOLAM DE HYDROCHLORI DE

ABBOTT

| MPAX LABS
MYLAN

WOCKHARDT
ZYDUS PHARMS USA | NC

SOLUTI ON/ DROPS; OPHTHALM C

EQ 125M5 VALPRO C
EQ 250M5 VALPRO C
EQ 500M5 VALPRO C
EQ 125M5 VALPRO C
EQ 250M5 VALPRO C
EQ 500M5 VALPRO C
ORAL

EQ 250M5G VALPRO C
EQ 500M5G VALPRO C

EQ 250MG VALPRO C
EQ 250MG VALPRO C
EQ 250MG VALPRO C
EQ 500M5G VALPRO C
EQ 250M5G VALPRO C
EQ 250M5 VALPRO C

DORZOLAM DE HYDROCHLORI DE

ALCON

DOXYCYCLI NE

CAPSULE; ORAL
DOXYCYCLI NE

+

PAR PHARM

TABLET;, ORAL
DOXYCYCLI NE

MJTUAL PHARM

DRONABI NOL

CAPSULE; ORAL
DRONABI NOL

SVC PHARNMA

EQ 2% BASE

EQ 150MG BASE

EQ 50MG BASE
EQ 75MG BASE
EQ 100MG BASE

2. 5MG
5MG
10MG

DROSPI RENONE; ETHI NYL ESTRADI OL

TABLET; ORAL
DROSPI RENONE AND ETHI NYL ESTRADI OL

BARR

YAZ

+

BAYER HLTHCARE

ENALAPRI L MALEATE

TABLET; ORAL

ENALAPRI L MALEATE

@
@
@
@

SANDOZ

3MG; 0. 02MG

3MG, 0. 02MG

2. 5MG
5MG

10MG
20MG

CUMULATI VE SUPPLEMENT 4

ACI D
ACI D
ACI D
ACI D
ACI D
ACI D

ACI D
ACI D

ACI D
ACI D
ACI D
ACI D
ACI D
ACI D

- April

N90062
N90062
N90062
N77100
N77100
N77100

N21168
N21168

N78445
N78791
N77567
N77567
N78705
N78239

N78981

N65055

N65471
N65471
N65471

N78292
N78292
N78292

N78515

N21676

N75048
N75048
N75048
N75048

001
002
003
001
002
003

002
001

001
001
001
002
002
001

001

003

001
002
003

001
002
003

001

001

001
002
003
004

2009

May
Aug

Feb

Jan
Jan
Feb
Feb

Jul

Apr
Apr
Apr

Jun
Jun
Jun

Aug
Aug
Aug
Aug

17,
17,
17,
05,
05,
05,

31,
04,

26,
06,
29,
29,
10,
27,

13,

15,

17,
17,
17,

27,
27,
27,

30,

16,

22,
22,
22,
22,

2009
2009
2009
2009
2009
2009

2002
2000

2009
2009
2009
2009
2009
2009

2009

2005

2009
2009
2009

2008
2008
2008

2009

2006

2000
2000
2000
2000

Jan
Jan

Feb
Apr
Jan
Jan
Jan
Feb

Jan

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CFTG
CFTG

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

NEWA

CRLD

NEWA
NEWA
NEWA

CAHN
CAHN
CAHN

NEWA

CFTG

DI SC
DI SC
DI SC
DI SC



>D>
>D>
>A>
>A>

>A>
>A>
>A>

>D>
>A>
>D>
>D>

>A>
>D>

>D>
>D>
>D>
>D>
>A>
>D>
>A>

>D>
>D>
>A>
>D>
>A>

5%

5% 3%

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

ENALAPRI LAT

I NDJECTABLE; | NJECTI ON
ENALAPRI LAT

+ HOSPI RA
VASOTEC
@BI OVAI L LABS | NTL

1.25MF ML

1.25M5d ML

EPI NEPHRI NE Bl TARTRATE; PRI LOCAI NE HYDROCHLORI DE

I NDECTABLE; | NJECTI ON
Cl TANEST FORTE
+ DENTSPLY PHARM
Cl TANEST FORTE DENTAL
+ DENTSPLY PHARM

0. 005M& M.; 4%

0. 005M& M_; 4%

EPI NEPHRI NE; LI DOCAI NE HYDROCHLORI DE

I NDECTABLE; | NJECTI ON
XYLOCAI NE DENTAL W TH EPI NEPHRI NE
+ DENTSPLY PHARM 0. 01M& M.; 2%
0. 02M3 M.; 2%
XYLOCAI NE W EPI NEPHRI NE
@ APP PHARMS 0. 02M& M.; 2%
0. 02M3 M; 2%
0. 01M& M.; 2%

0. 02M& M.; 2%

+ DENTSPLY PHARM

EPOPROSTENCL SCDI UM

I NDECTABLE; | NJECTI ON

EPOPROSTENCL SODI UM
+ ACTELI ON EQ 1. 5M5 BASE/ VI AL
+ GENERAMEDI X EQ 1. 5MG BASE/ VI AL

ERYTHROWCI N ESTOLATE

SUSPENSI ON; ORAL
ERYTHROMYCI N ESTOLATE
ALPHARVA US PHARMS EQ 125M5 BASE/ 5ML

@ EQ 125M5 BASE/ 5M.
+ EQ 250M5 BASE/ 5M.
@ EQ 250M5 BASE/ 5M.

ERYTHROMYCI N ETHYLSUCCI NATE

SUSPENSI ON; ORAL
ERYTHROMYCI N ETHYLSUCCI NATE

ALPHARMA US PHARMS EQ 200MG BASE/ 5ML
@ EQ 200M5 BASE/ 5M.
EQ 400M5 BASE/ 5M.

@ EQ 400M5 BASE/ 5M.

ERYTHROWCI N ETHYLSUCCI NATE; SULFI SOXAZOLE ACETYL

GRANULE; ORAL

ERYZCOLE

@ ALRA EQ 200MG BASE/ 5M.; EQ 600MG
BASE/ 5M.

PEDI AZOLE

@ RCSS LABS EQ 200MG BASE/ 5M.; EQ 600MG

BASE/ 5ML

- April

N75458

N19309

N21383

N21383

N21381
N21381

N06488
NO06488
N21381
N21381

N22260
N22260

N62353
N62353
N62409
N62409

N62200
N62200
N62200
N62200

N62758

N50529

2009

001 Aug 22, 2000 Feb

001 Feb 09,

001

001

001
002

005
005
001
002

001
001

001
001
001
001

001
001
002
002

001

001

Jun
Jun

Jun

27,
27,

18,
18,
16,
16,

15,

1988

2008
2008

1982
1982
1982
1982

1988

Feb

Apr
Apr

Apr
Apr
Apr
Apr

Apr
Apr

Apr
Apr
Apr
Apr

Apr
Apr
Apr
Apr

Jan

Jan

CRLD

DI SC

CAHN
CAHN

DI SC
DI SC
DI SC
DI SC

DI SC
DI sSC
DI SC
DI SC

DI SC

DI SC



>D>
>D>
>A>
>D>
>A>
>D>
>A>

>D>
>D>
>A>
>D>
>D>
>A>
>D>
>D>
>A>
>D>
>D>
>A>

>D>
>D>
>A>
>D>
>D>
>A>

>pD>
>A>

>A>

AB

AB

AB

AB

AB

AB

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

ERYTHROMYCI N LACTOBI ONATE

I NDECTABLE; | NJECTI ON

ERYTHROCI N
@ HOSPI RA EQ 1GM BASE/ VI AL
+ EQ 1GM BASE/ VI AL
ESTRADI OL
TABLET; ORAL
| NNOFEM
NOVO NORDI SK | NC 0. 5MG
@ 0. 5MG
1IMG
@ 1IMG
2MG
@ 2MG
ETHAMBUTOL HYDROCHLORI DE
TABLET; ORAL
MYANBUTOL
STI PHARMA LLC 100M5
@ 200MG
400MG
@ 500MG

ETHI NYL ESTRADI OL; ETHYNODI OL DI ACETATE

TABLET; ORAL-21
DEMULEN 1/ 35-21

+ GD SEARLE LLC 0. 035M5; 1MG
@ 0. 035M5; 1MG
DEMULEN 1/50- 21

+ GD SEARLE LLC 0. 05M5 1MG
@ 0. 05M5 1MG
ZOVI A 1/ 35E-21

WATSON LABS 0. 035M5 1MG
@ 0. 035M5 1MG
ZOVI A 1/ 50E- 21

WATSON LABS 0. 05M5 1MG
@ 0. 05M5 1MG

TABLET; ORAL-28
DEMULEN 1/ 35-28

+ GD SEARLE LLC 0. 035MG 1MG
@ 0. 035MG, 1MG
DEMULEN 1/ 50- 28

GD SEARLE LLC 0. 05MG; 1MG

@ 0. 05M5, 1MG
ZOVI A 1/ 50E- 28

WATSON LABS 0. 05MG; 1MG

+ 0. 05M5, 1MG

ETHI NYL ESTRADI OL; LEVONORGESTREL

TABLET; ORAL-21
TRI PHASI L- 21
@ AKRI VAX PHARMS

0. 03MG5, 0. 04M5, 0. 03MG; 0. 05MG, 0. 075
MG, 0. 125MG

- April

N50182
N62638

N40312
N40312
N40312
N40312
N40312
N40312

N16320
N16320
N16320
N16320

N18168
N18168

N16927
N16927

N72720
N72720

N72722

N72722

N18160

N18160

N16936
N16936

N72723
N72723

N19192

003
002

001
001
002
002
003
003

001
002
003
004

001
001

001
001

001
001

001

001

001

001

001
001

2009

Dec
Dec

Dec
Dec

31,

19,

19,
19,
19,
19,

30,
30,

30,
30,

001 Dec 30,
001 Dec 30,

1986

1999
1999
1999
1999
1999
1999

1991
1991

1991
1991

1991
1991

Feb
Feb

Apr
Apr
Apr
Apr
Apr

Apr
Apr

Apr
Apr

Apr
Apr

Apr
Apr
Apr
Apr

Apr
Apr

Apr
Apr

001 Nov 01, 1984 Apr

DI SC
CRLD

DI SC
DI SC
DI SC
DI SC
DI SC
DI SC

CAHN
CAHN
CAHN
CAHN

DI SC
DI SC

DI SC
DI SC

DI SC
DI SC

DI SC

DI SC

DI SC

DI SC

DI SC
DI SC

CAHN



>D>

>D>

>A>

>D>
>A>

>D>
>A>

>D>
>A>

>D>
>A>

>D>
>A>

>D>
>D>
>A>

>A>
>A>
>D>
>D>

5%

55

AB
AB

RX DRUG PRODUCT LIST -

TABLET; ORAL-21

TRI PHASI L- 21
@ WYETH PHARMS | NC

TABLET; ORAL-28

TRI PHASI L- 28
WYETH PHARMS | NC

@

0. 03MG, 0. 04M5, 0. 03M5; 0. 05M5, 0. 075
MG, 0. 125MG

0. 03MG, 0. 04M5, 0. 03M5; 0. O5M5, 0. 075
MG, 0. 125MG
0. 03M5, 0. 04M5, 0. 03M5; 0. O5MG, 0. 075
MG, 0. 125MG

ETHI NYL ESTRADI OL; NORETHI NDRONE

TABLET; ORAL-21

+

NORETHI NDRONE AND ETHI NYL

WATSON LABS

TABLET; ORAL-28

NORETHI NDRONE AND ETHI NYL

WATSON LABS

ORTHO- NOVUM 10/ 11- 28

ESTRADI OL (7/14)
0. 035MG, 0. 035M5; 0. 5MG, 1MG
0. 035MG, 0. 035M5; 0. 5MG, 1MG

ESTRADI OL ( 10/ 11)
0. 035MG, 0. 035MG; 0. 5MG, 1MG
0. 035MG, 0. 035MG; 0. 5MG, 1MG

@ ORTHO MCNEIL JANSSEN 0. 035MG, 0. 035M5; 0. 5MG, 1MG

ETHI NYL ESTRADI OL; NORETHI NDRONE ACETATE

TABLET; ORAL-21

LCESTRIN 21 1.5/30
WARNER CHI LCOTT

LOESTRIN 21 1/20
WARNER CHI LCOTT

TABLET; ORAL-28

+

LCESTRIN FE 1/ 20
WARNER CHI LCOTT

0. 03M5 1. 5MG
0. 03M5 1. 5MG

0. 02M5 1MG

0. 02M5 1MG

0. 02M5 1MG
0. 02M5 1MG

ETHI NYL ESTRADI OL; NORGESTREL

TABLET; ORAL-21

+

OGESTREL 0.5/50-21
WATSON LABS

@

OVRAL

@ AKRI MAX PHARMS

ETHOTAO N

TABLET; ORAL

+

PEGANONE
LUNDBECK | NC
@
OVATI ON PHARVS
@

ETOPCSI DE

CAPSULE; ORAL

+

ETOPOSI DE
GENPHARM

0. 05M3; 0. 5MG
0. 05M3; 0. 5MG

0. 0O5M5 0. 5MG

250MG
500MG
250MG
500MG

50MG

CUMULATI VE SUPPLEMENT 4

- April

N19192

N19190

N19190

N71041
N71041

N71044

N71044

N18354

N17875
N17875

N17876

N17876

N17354
N17354

N75406
N75406

N16672

N10841
N10841
N10841
N10841

N75635

2009

001 Nov 01, 1984

001 Nov 01, 1984

001 01, 1984

001
001

24,
24,

1991
1991

Sep
Sep

Apr
Apr

001
001

01,
01,

1988
1988

Apr
Apr

Apr
Apr
002 1982

Jan 11,

001
001

Apr
Apr

001
001

Apr
Apr

001
001

Apr

001
001

1999
1999

Dec 15,
Dec 15,

Apr
Apr

001

001
003
001
003

Apr
Apr
Apr

001 Sep 19, 2001 Feb

CAHN

DI SC

DI SC

CRLD
CRLD

CTEC

CTEC

DI SC

CRLD
CRLD

CRLD

CRLD

CRLD
CRLD

DI SC
DI SC

CAHN

CAHN
CAHN
CAHN
CAHN

CRLD



AP
AP

RX DRUG PRODUCT LIST -

CAPSULE; ORAL
VEPESI D

@ BRI STOL MYERS SQUI BB 50MG

EVEROLI MUS

TABLET; ORAL
AFI NI TOR
NOVARTI S

FAMOT| DI NE

TABLET; ORAL
FAMOTI DI NE
@ SANDOZ

@

FEBUXCSTAT

TABLET; ORAL
ULORI C
TAKEDA PHARMS

FENOPROFEN CALClI UM

CAPSULE;, ORAL
NALFON
@ PEDI NOL
NALFON 200
+ PEDI NOL

TABLET; ORAL

FENOPROFEN CALCl UM

@ SANDOZ

FLECAI Nl DE ACETATE

TABLET; ORAL

FLECAI NI DE ACETATE

@ SANDOZ
@
@

FLUDARABI NE PHOSPHATE

I NJECTABLE; | NJECTI ON
FLUDARABI NE PHOSPHATE

ACTAVI S TOTOWA

FLUMAZENI L
I NJECTABLE; | NJECTI ON

FLUVAZENI L

H KVA FARVACEUTI CA

FLUOCCI NOLONE ACETONI DE

aL; TOPI CAL
DERMA- SMOOTHE/ FS
+ H LL DERVAC

5MG
10MG

20MG
40MG

40MG
80MG

EQ 300M5 BASE

EQ 200MG BASE

EQ 600MG BASE

50MG
100MG
150MG

50M& VI AL

0.5M& 5M. (0. 1M& M)
1IME 10M. (0. 1MI M)

0. 01%

CUMULATI VE SUPPLEMENT 4

- April

N19557

N22334
N22334

N75302
N75302

N21856
N21856

N17604

N17604

N72396

N76030
N76030
N76030

N78610

N78527
N78527

N19452

001

001
002

001
002

001
002

002

003

001

001
002
003

001

001
002

002

2009

Apr
Apr

Feb
Feb

Feb

30,

30,
30,

16,
16,

13,
13,

17,

28,
28,
28,

11,

23,
23,

09,

1986

2009
2009

2001
2001

2009
2009

1988

2002
2002
2002

2009

2009
2009

2005

Feb

Feb
Feb

Feb

Feb

Feb

Feb

DI SC

NEWA
NEWA

DI SC
DI SC

NEWA
NEWA

DI SC

CRLD

DI SC

DI SC
DI SC
DI SC

NEWA

NEWA
NEWA

NEWA



>D>
>D>
>A>
>A>

AP

RX DRUG PRODUCT LIST -

FLUOROURACI L

SOLUTI ON;  TOPI CAL
FLUOROPLEX
@ ELORAC

FLUOXETI NE HYDROCHLORI DE

CAPSULE;, ORAL
FLUOXETI NE HYDROCHLORI DE
ALEMBI C LTD

BEI JI NG DOUBLE CRANE

SOLUTI ON; ORAL
FLUOXETI NE HYDROCHLORI DE
AURCBI NDO PHARM

TABLET; ORAL
FLUOXETI NE HYDROCHLORI DE
ALPHAPHARM

MYLAN

FLURAZEPAM HYDROCHLORI DE

CAPSULE; ORAL
FLURAZEPAM HYDROCHLORI DE
@ SANDOZ

@

FLURBI PROFEN

TABLET; ORAL
FLURBI PROFEN
@ SANDCOZ

@

FLUVOXAM NE MALEATE

TABLET; ORAL
FLUVOXAM NE MALEATE
@ | VAX PHARMS
@
@

FOVEPI ZOLE

| NJECTABLE; | NJECTI ON
FOVEPI ZOLE
GENERAMEDI X

FOSI NOPRI L SODI UM

TABLET; ORAL
FOSI NOPRI L SODI UM
@ SANDOZ
@
@

CUMULATI VE SUPPLEMENT 4

1%

EQ 10M5
EQ 20M5
EQ 40M5
EQ 10MG
EQ 20MG

BASE
BASE
BASE
BASE
BASE

EQ 20M5 BASE/ 5ML

EQ 10M5
EQ 20M5
EQ 10M5
EQ 20M5

BASE
BASE
BASE
BASE

15MG
30MG

50MG
100MG

25MG
50MG
100MG

1.5GM1.5M. (1GVM M)

10MG
20MG
40MG

- April

N16765

N90223
N90223
N90223
N76165
N76165

N79209

N75755
N75755
N75755
N75755

N71716
N71717

N74448
N74448

N75898
N75898
N75898

N79033

N76188
N76188
N76188

001

001
002
003
001
002

001

001
002
001
002

001
001

001
002

001
002
003

001

001
002
003

2009

Aug
Aug
Aug
Aug

Jul
Jul

Jul
Jul

19,
19,
19,
01,
01,

20,

02,
02,
02,
02,

31,
31,

28,
28,

12,
12,
12,

07,

08
08
08

2009
2009
2009
2002
2002

2009

2001
2001
2001
2001

1991
1991

1995
1995

2001
2001
2001

2009

2004
2004
2004

Feb

Apr
Apr
Apr
Apr

CAHN

NEWA
NEWA
NEWA
CAHN
CAHN

NEWA

CAHN
CAHN
CAHN
CAHN

DI SC
DI SC

DI SC
DI SC

DI SC
DI SC
DI SC

NEWA

DI SC
DI SC
DI SC



>D>
>D>
>D>
>A>
>A>
>A>
>A>
>A>
>A>
>D>

>D>

>D>

>A>

>A>
>A>

AA

AA

EEEEEEEEEEEEEEEEE G

AA
AA

5%

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT

FOSI NOPRI L SODI UM HYDROCHLOROTHI AZI DE

TABLET; ORAL
MONOPRI L- HCT
@ BRI STOL MYERS SQUI BB 10MG 12. 5MG
@ 20M5 12. 5MG

GALANTAM NE HYDROBROM DE

SOLUTI ON; ORAL
GALANTAM NE HYDROBROM DE

ROXANE AME M
RAZADYNE
+ ORTHO MCNEI L JANSSEN 4M& Mo
TABLET; ORAL
GALANTAM NE HYDROBROM DE
ALPHAPHARM EQ 4MG BASE
EQ 8MG BASE
EQ 12M5G BASE
BEJI NG YABAO EQ 4MG BASE
EQ 8MG BASE
EQ 12MG BASE
MYLAN EQ 4MG BASE
EQ 8MG BASE
EQ 12MG BASE
PAR PHARM EQ 4MG BASE
EQ 4MG BASE
EQ 8MG BASE
EQ 8MG BASE
EQ 12M5 BASE
EQ 12M5 BASE
ROXANE EQ 4MG BASE
EQ 8MG BASE
EQ 12M5 BASE
GLYBURI DE
TABLET; ORAL
GLYBURI DE
+ TEVA 5MG
M CRONASE
@ PHARVACI A AND UPJOHN 1. 25MG
@ 2. 5MG
@ 5MG
G YCOPYRROLATE
TABLET; ORAL
GLYCOPYRROLATE
WEST WARD 1MG
2MG

GRANI SETRON HYDROCHL ORI DE

I NJECTABLE; | NJECTI ON
GRANI SETRON HYDROCHLORI DE

SANDCZ EQ 0. 1M BASE/ M. (EQ 0. 1MG
BASE/ M.)

EQ 1MS BASE/ M. (EQ 1MG BASE/ M.)
EQ 4MG BASE/ 4M. (EQ 1MG BASE/ M.)

4 - April

N20286
N20286

N78185

N21224

N77603
N77603
N77603
N77604
N77604
N77604
N77603
N77603
N77603
N77604
N77604
N77604
N77604
N77604
N77604
N77608
N77608
N77608

N74388

N17498
N17498
N17498

N40836
N40836

N78534

N78531
N78531

002
001

001

001

001
002
003
001
002
003
001
002
003
001
001
002
002
003
003
001
002
003

003

001
002
003

001
002

001

001
002

2009

Jan

Jun

Aug
Aug
Aug
Feb
Feb
Feb
Aug
Aug
Aug
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb

Aug

May
May
May

Apr
Apr

30,
30,

30,

22,

28,
28,
28,
06,
06,
06,
28,
28,
28,
06,
06,
06,
06,
06,
06,
11,
11,
11,

29,

01,
01,
01,

05,
05,

30,

30,
30,

1994
1994

2009

2001

2008
2008
2008
2009
2009
2009
2008
2008
2008
2009
2009
2009
2009
2009
2009
2009
2009
2009

1995

1984
1984
1984

2009
2009

2009

2009
2009

Feb
Feb

Jan

Jan

Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr
Jan

Jan
Apr
Jan
Jan
Jan
Jan

Mar
Mar

Feb
Feb

Apr
Apr

DI SC
DI SC

NEWA

CFTG

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
NEWA
CAHN
NEWA
CAHN
NEWA
NEWA
NEWA
NEWA

CRLD

DI SC
DI SC
DI SC

NEWA
NEWA

NEWA

NEWA
NEWA



>D>
>A>
>D>
>A>

>D>
>A>

>D>
>D>
>A>

>A>
>D>

>A>
>D>

RX DRUG PRODUCT LIST -

TABLET; ORAL

GRANI SETRON HYDROCHLORI DE

AB DR REDDYS LABS LTD

HALOPERI DOL DECANOCATE

I NJECTABLE; | NJECTI ON
HALOPERI DOL DECANCATE
AO SANDOZ
@
AO
@

HALOPERI DOL LACTATE

I NJECTABLE; | NJECTI ON
HALOPERI DOL
AP SANDOZ

@

HEPARI N SODI UM

I NJECTABLE; | NJECTI ON
HEPARI N LOCK FLUSH
AP HOSPI RA

@

HI STRELI N ACETATE

I MPLANT; SUBCUTANEQUS
SUPPRELI N LA
+ ENDO PHARM
| NDEVUS
VANTAS
ENDO PHARM
ENDO PHARMS

+

+ +

HOVATROPI NE. METHYLBROM DE; HYDROCODONE Bl TARTRATE

EQ 1MG BASE

EQ 50MG BASE/ M.
EQ 50MG BASE/ M.
EQ 100MS BASE/ M
EQ 100MS BASE/ M

EQ 5M5 BASE/ M.
EQ 5M5 BASE/ M.

10 UNI' TS/ Mo
10 UNI' TS/ Mo

50MG
50MG

50MG
50MG
50MG

CUMULATI VE SUPPLEMENT 4

SYRUP; ORAL
HYCODAN
@ ENDO PHARMS

AA  + H TECH PHARMA

TABLET; ORAL
HYCODAN
@ ENDO PHARMS
TUSSI GON
AA  + KI NG PHARMS

HYDRALAZ| NE  HYDROCHLORI DE
I NDECTABLE; | NJECTI ON

1. 5M& 5M.; 5M& 5M.
HYDROCODONE Bl TARTRATE AND HOVATROPI NE METHYLBROM DE
1. 5M& 5M.; 5M& 5M.

1. 5M5 5MG

1. 5MG 5MG

HYDRALAZI NE HYDROCHLORI DE

AP AKORN
TABLET; ORAL

20M& ML

HYDRALAZI NE HYDROCHLORI DE

@ SANDOZ
@
@

10MG
25MG
50MG

- April

N78846

N76463
N76463
N76463
N76463

N76464
N76464

N88346
N88346

N22058
N22058

N21732

N21732
N21732

NO05213

N40613

NO05213

N88508

N40730

N83241
N83560
N83561

001

001
001
002
002

001
001

001
001

001
001

001

001
001

002

001

001

001

001

001
001
001

2009

Feb

Jun
Jun
Jun
Jun

Sep
Sep

May
May

Jul

Feb

Jul

Jul

Apr

27,

24,
24,
24,
24,

29,
29,

18,
18,

03,
03,

12,

12,
12,

26,

08,

26,

30,

21,

2009

2005
2005
2005
2005

2004
2004

1983
1983

2007
2007

2004

2004
2004

1988

2008

1988

1985

2009

1-20

Feb

Apr
Apr
Apr

Apr
Apr

Apr
Apr

Apr
Apr

Apr
Apr

Feb

Feb

Feb

Feb

NEWA

DI SC
DI SC
DI SC
DI SC

DI SC
DI SC

DI SC
DI SC

CAHN
CAHN

CAHN

CAHN
CAHN

DI SC

CRLD

DI SC

CRLD

NEWA

DI SC
DI SC
DI SC



>D>
>A>

>D>
>A>

>A>
>A>
>A>
>A>

AB
AB
AB

BX
BX

AT
AT

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT

HYDROCHLOROTHI AZI DE

CAPSULE; ORAL
HYDROCHLOROTHI AZI DE
| PCA LABS LTD 12. 5MG

SCOLUTI ON;  ORAL
HYDROCHLOROTHI AZI DE

@ ROXANE 50M& 5M.
TABLET; ORAL

HYDROCHLOROTHI AZI DE

@ SANDOZ 25MG

@ 50MG

HYDROCHLOROTHI AZI DE; PROPRANOLOL HYDROCHLORI DE

TABLET, ORAL
PROPRANCLOL HYDROCHLORI DE AND HYDROCHLOROTHI AZI DE
@ SANDOZ 25MG, 40MG
@ 25M5 80MG

HYDROCHLOROTHI AZI DE; QUI NAPRI L HYDROCHLORI DE

TABLET; ORAL
QUI NAPRI L HYDROCHLORI DE AND HYDROCHLOROTHI AZI DE
RANBAXY 12. 5MG EQ 10MG BASE

12. 5MG EQ 20MG BASE
25M5 EQ 20MG BASE

HYDROCHLOROTHI AZI DE; SPI RONOLACTONE

TABLET; ORAL
SPI RONOLACTONE AND HYDROCHLOROTHI AZI DE
@ SANDOZ 25MG; 25MG

HYDROCORTI SONE ACETATE; OXYTETRACYCLI NE HYDROCHLORI DE

SUSPENSI ON;  OPHTHALM C
TERRA- CORTRI L
@ PFI ZER 1. 5% EQ 5M5 BASE/ ML

HYDROCORTI SONE ACETATE; PRAMOXI NE HYDROCHLCORI DE

AEROSCOL, METERED; TOPI CAL
PROCTCOFOAM HC
SCHWARZ PHARVA 1% 1%
UCB I NC 1% 1%

HYDROCORT| SONE ACETATE; UREA

CREAM TOPI CAL

CARMOL HC
+ KENWOOD LABS 1% 10%
+ NYCOVED US 1% 10%

HYDROMORPHONE HYDROCHLORI DE

I NDJECTABLE; | NJECTI ON

DI LAUDI D
PURDUE PHARM PRODS 1IME ML
2ME ML
4ME ML

4 - April

N79237

N88587

N87565

N84912

N71060
N71061

N78211
N78211
N78211

N86881

N61016

N86195
N86195

N80505
N80505

N19034
N19034
N19034

001

001

001

001

001
001

001
002
003

001

001

001
001

001
001

2009

Apr

Jul

Aug
Aug

02,

02,

09,

26,
26,

04,
04,
04,

2009

1984

1982

1987
1987

2009
2009
2009

003 Apr 30, 2009
004 Apr 30, 2009
005 Apr 30, 2009

1-21

Feb
Feb
Feb

Feb

Apr
Apr

Apr
Apr

Apr
Apr
Apr

NEWA

DI SC

DI SC

DI SC

DI sSC
DI SC

NEWA
NEWA
NEWA

DI sC

DI SC

CAHN
CAHN

CAHN
CAHN

NEWA
NEWA
NEWA



RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

HYDROXYUREA

CAPSULE; ORAL
HYDROXYUREA
AB BARR 500MG

HYDROXYZI NE HYDROCHL ORI DE

TABLET; ORAL
HYDROXYZI NE HYDROCHLORI DE
@ SANDOZ 10MG
@ 25MG
@ 50MG

HYDROXYZI NE_ PAMOATE

CAPSULE; ORAL
HYDROXYZI NE PAMOATE

@ SANDOZ EQ 25MG HCL
| BUPROFEN
TABLET; ORAL
| BUPROFEN
AB  + DR REDDYS LA 800MG
@ SANDOZ 300MG
@ 400MG
@ 600MG
@ 800MG
AB SHASUN USA 400MG
AB 600MG
AB 800MG
>D> MOTRI N
>D> MCNEI L CONSUMER 300MG
SA> @ 300MG
@ 400MG
@ 600MG
@ 800MG
| BUPROFEN LYSI NE
I NJECTABLE; | NTRAVENOUS
NEOPROFEN
>A> + LUNDBECK | NC EQ 20MG BASE/ 2M. (EQ 10MG
BASE/ M.)
>D> + OVATI ON PHARMS EQ 20MG BASE/ 2M. (EQ 10MG
BASE/ M)
| FOSFAM DE
| NJECTABLE; | NJECTI ON
| FEX
@ BAXTER HLTHCARE 1GM VI AL
@ 3GM VI AL

| FOSFAM DE; MESNA

I NJECTABLE; | NJECTI ON

| FEX/ MESNEX KI T
+ BAXTER HLTHCARE 1GM VI AL; 100MY ML
+ 3GM VI AL; 100M& ML

- April

N75143

N87869
N87870
N87871

N81127

N75682
N70734
N70735
N70736
N72169
N78329
N78329
N78329

N17463
N17463
N17463
N17463
N17463

N21903

N21903

N19763
N19763

N19763
N19763

001

001
001
001

001

003
001
001
001
001
001
002
003

003
003
002
004
005

001

001

001
002

003
004

2009

Jun

Jun
Jun
Jun

Feb

Feb
Feb

May

16,

20,
20,
20,

28,

14,
12,
12,
12,
11,
05,
05,
05,

22,

13,

13

30
30

10
10

1998

1982
1982
1982

1991

2001
1986
1986
1986
1987
2009
2009
2009

1985

2006

2006

1988
1988

1992
1992

1-22

Feb

Apr

Feb
Feb
Feb

Feb
Feb

Feb
Feb

CMFD

DI SC
DI SC
DI SC

DI SC

CRLD
DI SC
DI SC
DI SC
DI SC
NEWA
NEWA
NEWA

DI SC
DI SC
DI SC
DI SC
DI SC

CAHN

CAHN

CAHN
CAHN

CAHN
CAHN



RX DRUG PRODUCT LIST -

75MG

75MG

| NDOVETHACI N
CAPSULE, EXTENDED RELEASE; ORAL
I NDOCI N SR
AB + SANDCOZ
I NDOVETHACI N
AB AVANTHI | NC
SUSPENSI ON; ORAL
I NDOCI N

+ | ROKO PHARMS

| NDOVETHACI N SODI UM

I NJECTABLE; | NJECTI ON
I NDOCI N
LUNDBECK | NC
OVATI ON PHARMS

>A> AP +
>D> AP +

25M5 5ML

EQ 1MG BASE/ VI AL
EQ 1MG BASE/ VI AL

I NSULI N GLULI SI NE RECOVBI NANT

I NDECTABLE; SUBCUTANEQUS

API DRA SOLOSTAR
SANOFI AVENTI S US

| PRATROPI UM BROM DE

SCLUTI ON; | NHALATI ON
| PRATROPI UM BROM DE
I VAX PHARMS
TEVA PARENTERAL

>D>

AN
>A> AN

| R NOTECAN HYDROCHL ORI DE
I NDECTABLE; | NJECTI ON

I R NOTECAN HYDROCHL ORI DE

PHARMAFORCE

%% %

| SOSORBI DE DI NI TRATE

TABLET; SUBLI NGUAL
| SOSORBI DE DI NI TRATE
@ SANDCZ

@

KETOCONAZCOLE

GEL; TOPI CAL
XOLEGEL
+ STI EFEL LABS | NC

KETOPROFEN

CAPSULE; ORAL
KETOPROFEN
@ SANDCOZ

@

300 UNI TS/ 3ML

0.02%
0. 02%

40ME 2M. ( 20MF M)
A40ME 2M.( 20MT M)
100MF 5M. ( 20M& M.)
100MF 5M_( 20M& M.)

2. 5MG
5MG

2%

50MG
75MG

CUMULATI VE SUPPLEMENT 4

- April

N74464

N79175

N18332

N18878
N18878

N21629

N75313
N75313

N90016
N90016
N90016
N90016

N86225
N86222

N21946

N74024
N74024

001

001

001

001
001

003

001
001

001
001
002
002

001
001

001

001
002

2009

May

Jan
Jan

Feb

Feb
Feb

Jan
Jan
Jan
Jan

Feb
Feb

Jul

Dec
Dec

28,

06,

10,

30,
30,

24,

07,
07,

28,
28,
28,
28,

19,
19,

28,

29,
29,

1998

2009

1985

1985
1985

2009

2000
2000

2009
2009
2009
2009

1988
1988

2006

1995
1995

1-23

Feb

Feb

Apr
Apr

Feb

Apr
Apr

Jan

CTEC

NEWA

CAHN

CAHN
CAHN

NEWA

CAHN
CAHN

NEWA
NEWA
NEWA
NEWA

DI SC
DI SC

CAHN

DI SC
DI SC



FEEE B B E B E B BB BB BE B

RX DRUG PRODUCT LI ST

LAMOTRI G NE

TABLET; ORAL
LAMOTRI G NE
APOTEX | NC

AURCBI NDO PHARVA

CADI STA PHARVS

DR REDDYS LABS LTD

GENPHARM ULC

MATRI X LABS LTD

MYLAN

ROXANE

SANDCZ

TARO PHARM | NDS

TORRENT PHARMS

UPSHER SM TH

WOCKHARDT

25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG
25MG

100MG
150MG
200MG

CUMULATI VE SUPPLEMENT 4 - Apri

N78625
N78625
N78625
N78625
N78956
N78956
N78956
N78956
N79132
N79132
N79132
N79132
N76708
N76708
N76708
N76708
N77428
N77428
N77428
N77428
N78443
N78443
N78443
N78443
N77420
N77420
N77420
N77420
N77392
N77392
N77392
N77392
N78645
N78645
N78645
N78645
N78525
N78525
N78525
N78525
N78947
N78947
N78947
N78947
N78310
N78310
N78310
N78310
N78982
N78982
N78982
N78982

001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004

2009

Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Feb
Feb
Feb
Feb
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Feb
Feb
Feb
Feb
Jan
Jan
Jan
Jan

27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
11,
11,
11,
11,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
04,
04,
04,
04,
27,
27,
27,
27,

2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009

1-24

Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA



>A>
>A>

55 &5 5% &

5

AN

AA
AA

AB
AB
AB
AB
AB

EE&EE& &

AB
AB
AB
AB
AB
AB
AB
AB
AB

RX DRUG PRODUCT LIST -

TABLET; ORAL
LAMOTRI G NE
ZYDUS PHARMS USA

TABLET, CHEWABLE; ORAL
LAMOTRI G NE
GLENVARK GENERI CS

TARO

LEUPROLI DE ACETATE

I NJECTABLE; | NJECTI ON
LEUPRCLI DE ACETATE
SUN PHARVA GLOBAL

LEVALBUTEROL HYDROCHLORI DE

SOLUTI ON; | NHALATI ON

25MG
50MG
100MG
150MG
200MG
250MG

5MG
25MG
5MG
25MG

1IMF 0. 2Mo

LEVALBUTERCL HYDROCHLORI DE

DEY

XOPENEX
+ SEPRACOR

LEVETI RACETAM

SOLUTI ON; ORAL
LEVETI RACETAM
S| LARX
TARO

TABLET; ORAL
LEVETI RACETAM
APQOTEX | NC

CI PLA LTD

GENPHARM ULC

SOLCO HLTHCARE

WATSON LABS FLORI DA

ZYDUS PHARMS USA | NC

EQ 0. 25% BASE

EQ 0. 25% BASE

100M& ML
100M& ML

250MG
500MG
750MG
1Gv

250MG
500MG
750MG
250MG
500MG
750MG
iav

250MG
500MG
750MG
1Gav

250MG
500MG
750M5G
250MG
1Gv

CUMULATI VE SUPPLEMENT 4

- April

N77633
N77633
N77633
N77633
N77633
N77633

N79099
N79099
N79204
N79204

N78885

N78309

N20837

N90263
N78774

N78869
N78869
N78869
N78869
N77319
N77319
N77319
N78731
N78731
N78731
N78731
N78106
N78106
N78106
N78106
N77408
N77408
N77408
N78918
N78918

001
002
003
004
005
006

001
002
001
002

001

001

004

001
001

001
002
003
004
001
002
003
001
002
003
004
001
002
003
004
001
002
003
001
002

2009

Jan
Jan
Jan
Jan
Jan
Jan

Feb
Feb
Feb
Feb

Jul

Apr
Feb

27,
27,
27,
27,
27,
27,

19,
19,
04
04

09,

20

18,

03,
10

13,
13,
13,
13,
20

20

20,
10,
10,
10,
10,
10,
10,
10,
10,
02,
02,
02,
29,
29,

2009
2009
2009
2009
2009
2009

2009
2009
2009
2009

2009

2009

2003

2009
2009

2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009

1-25

Jan
Jan
Jan
Jan
Jan
Jan

Feb
Feb
Jan
Jan

Feb

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

NEWA
NEWA
NEWA
NEWA

NEWA

NEWA

CFTG

NEWA
NEWA

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA



>D>
>A>
>D>
>A>
>D>
>A>
>A>
>A>
>A>
>A>

>D>

>D>

>D>

>D>

>pD>

>D>

>pD>

>pD>

>D>

>pD>

>pD>

>A>

>A>

>A>

>A>

>A>

>A>

>A>

>A>

>A>

>A>

RX DRUG PRODUCT LIST -

TABLET, EXTENDED RELEASE; ORAL

KEPPRA XR
UCB I NC
+
LEVOFLOXACI N
TABLET; ORAL
LEVAQUI N
ORTHO MCNEI L JANSSEN
AB
AB
AB
LEVOFLOXACI N
AB LUPI N
AB
AB

LEVOTHYROXI NE SODI UM *

**Refer to Annual Edition Preface Section 1.8 Levot hyroxine Sod

TABLET; ORAL
LEVOTHYROXI NE SCDI UM

AB2, GENPHARM
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2, NERCK KGAA
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3
AB2,
AB3

500MG
750MG

250MG
250MG
500MG
500MG
750MG
750MG

250MG
500MG
750MG

0. 025MG

0. 05MG

0. 075MG

0. 088MG

0. 1MG

0.112M5

0. 125M5G

0. 15M5

0.175M5

0. 2MG

0. 3MG

0. 025MG

0. 05MG

0. 075M5

0. 088MG

0. 1MG

0.112M5

0. 125M5

0. 15M5

0. 175M5

CUMULATI VE SUPPLEMENT 4

- April

N22285
N22285

N20634
N20634
N20634
N20634
N20634
N20634

N78424
N78424
N78424

um for

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

N76752

001
002

001
001
002
002
003
003

001
002
003

2009

Sep
Feb

anpl i fyi

001

002

003

004

005

006

007

008

009

010

011

001

002

003

004

005

006

007

008

009

010

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

12,
12,

20,
20,
20,
20
08,
08,

13
13,
13,

ng

16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,
16,

16,

2008
2009

1996
1996
1996
1996
2000
2000

2009
2009
2009

information

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

2005

1-26

Feb
Feb

Apr
Apr
Apr
Apr
Apr
Apr

Apr
Apr
Apr

CRLD
NEWA

CFTG
CFTG
CFTG
CFTG
CFTG
CFTG

NEWA
NEWA
NEWA

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN



>A>

>D>
>A>

>D>
>A>
>D>
>A>
>A>

>D>
>A>

>A>
>A>

>D>
>A>

AB2
AB3

5%

AT

5% &

55 &

5% &

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

TABLET; ORAL

LEVOTHYROXI NE SODI UM
, MERCK KGAA

L1 DOCAI NE HYDROCHL ORI DE
I NJECTABLE; | NJECTI ON

0.3MG

LI DOCAI NE HYDROCHLORI DE I N PLASTI C CONTAI NER

HOSPI RA
@
XYLOCAI NE
@ APP PHARVS

+ DENTSPLY PHARM

XYLOCAI NE DENTAL
+ DENTSPLY PHARM

L1 NDANE

LOTI ON, TOPI CAL
L1 NDANE
@AL AND S
@ OLTA PHARVS
SHAMPOO, TOPI CAL
L1 NDANE
+ OLTA PHARVS

LI OTHYRONI NE SODI UM

TABLET; ORAL
CYTOVEL
KI NG PHARMS

LI OTHYRONI NE SCODI UM
COASTAL PHARMS

LI TH UM CARBONATE

CAPSULE; ORAL
LI THI UM CARBONATE
GLENVARK GENERI CS

LOPERAM DE HYDROCHLORI DE

CAPSULE; ORAL

LOPERAM DE HYDROCHLORI DE

@ SANDOZ

LORAZEPAM

CONCENTRATE; ORAL
LORAZEPAM
PADDOCK LABS
LORAZEPAM | NTENSOL
ROXANE

+

10%
10%

2%
2%
2%

2%

1%
1%

1%

EQ 0. 005M5 BASE
EQ 0. 025M5 BASE
EQ 0. 05MG BASE

EQ 0. 005M5 BASE

EQ 0. 025M5 BASE
EQ 0. 05MG BASE

150MG
300MG
600MG

2MG

2ME M

2ME M
2M& ML

- April

N76752

N88367
N88367

N06488
N06488
N21380

N21380

N87313
N87313

N87266

N10379
N10379
N10379

N90097

N90097
N90097

N79139
N79139
N79139

N72993

N79244

N72755
N72755

011

001
001

002
002
001

001

001
001

001

001
002
003

001

002
003

001
002
003

001

001

001
001

2009

1-27

Jun 16, 2005 Apr

Jul
Jul

Feb
Feb
Feb

Aug

Jun
Jun

31,
31,

20,
20,
20,

03,
03,
03,

28,

28,

28,
28,

1984
1984

2009
2009
2009

2009
2009
2009

1992

2009

1991
1991

Apr
Apr

Apr
Apr
Apr

Apr

Apr

Apr

Jan

Jan
Jan
Jan

Apr
Apr

CAHN

DI SC
DI SC

CAHN
CAHN

CAHN

CFTG
CTEC
CTEC

NEWA

NEWA
NEWA

NEWA
NEWA
NEWA

DI SC

NEWA

CFTG
CFTG



RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

SOLUTI ON; ORAL
LORAZEPAM
@ ROXANE 0. 5M& 5ML

MALATHI ON

LOTI ON, TOPI CAL
MALATHI ON
AT SYNERX PHARNMA 0.5%
OvI DE
AT + TARO PHARMS NORTH 0.5%

MECHLORETHAM NE HYDROCHLORI DE

I NDECTABLE; | NJECTI ON

MUSTARGEN
>A> + LUNDBECK | NC 10M& VI AL
>D> + OVATI ON PHARMS 10M& VI AL

MECLI ZI NE HYDROCHLORI DE

TABLET; ORAL
ANTI VERT
AA + PFI ZER 12. 5MG
AA + 25MG
AA 50MG
MECLOFENAMATE SODI UM
CAPSULE; ORAL
MECLOFENAMATE SODI UM
@ SANDOZ EQ 50M5 BASE
@ EQ 100MG BASE
MELOXI CAM
TABLET; ORAL
MELOXI CAM
>A> AB BEJI NG YABAO 7. 5MG
>A> AB 15MG
>D> AB PAR PHARM 7.5MG
>D> AB 15MG
VEPROBAMATE
TABLET; ORAL
MEPROBAVATE
AA ALEMBI C LTD 200MG
AA 400MG
>A> @ 1 VC | NDS 400MG
>D> @ PHARVERAL 400MG
MEQUI NOL; TRETI NO N
SOLUTI ON; TOPI CAL
SOLAGE
+ STI EFEL LABS | NC 2% 0. 01%
MESTRANCL; NORETHI NDRONE
TABLET; ORAL-21
>D> NORETHI N 1/ 50M 21
>D> AB WATSON LABS 0. O5M5 1MG
>A> @ 0. O5M5 1MG

- April

N74648

N78743

N18613

NO6695
NO6695

N10721
N10721
N10721

N72262
N72263

N77933
N77933
N77933
N77933

N90122
N90122
N84153
N84153

N20922

N71539
N71539

001

001

001

001
001

006
004
001

001
001

001
002
001
002

001
002
001
001

001

001
001

2009

Mar 18,

1997

1-28

Mar

Mar 06, 2009 Feb

Aug 02,

Jan 20,

Nov 29,
Nov 29,

Jul 19,
Jul 19,
Jul 19,
Jul 19,

Feb 18,
Feb 18,

Dec 10,

Apr 12,
Apr 12,

1982

1982

1988
1988

2006
2006
2006
2006

2009
2009

1999

1988
1988

Feb

Apr
Apr

Jan
Jan
Jan

Apr
Apr
Apr
Apr

Feb
Feb
Apr
Apr

Jan

Apr
Apr

DI SC

NEWA

CFTG

CAHN
CAHN

CAHN
CAHN
CAHN

DI SC
DI SC

CAHN
CAHN
CAHN
CAHN

NEWA
NEWA
CAHN
CAHN

CAHN

DI SC
DI SC



>D>
>A>
>D>
>D>
>A>

>D>
>D>
>A>
>D>
>D>
>A>

>D>
>A>
>D>
>D>
>A>

>D>
>D>
>D>
>A>
>A>
>A>

>A>
>D>

>A>
>A>
>A>
>D>
>D>
>D>

AB

AB

EEEE5E55 &

RX DRUG PRODUCT LIST -

TABLET; ORAL-21
NORETHI NDRONE AND MESTRANOL

WATSON LABS 0. 05MG; 1MG
@ 0. 05MG; 1MG
NORI NYL 1+50 21- DAY
+  WATSON LABS 0. 05MG, 1MG
@ 0. 05M5, 1MG
TABLET; ORAL-28
NORETHI N 1/ 50M 28
WATSON LABS 0. 05MG; 1MG
@ 0. 05MG; 1MG
NORETHI NDRONE AND MESTRANOL
WATSON LABS 0. 05MG; 1MG
@ 0. 05MG; 1MG
NORI NYL 1+50 28- DAY
WATSON LABS 0. 05MG, 1MG
+ 0. 05MG, 1MG
ORTHO- NOVUM 1/ 50 28
ORTHO MONEI L JANSSEN 0. 05MG, 1MG
@ 0. 05MG; 1MG
METAPROTERENOL SULFATE
SOLUTI ON; | NHALATI ON
ALUPENT
@ BOEHRI NGER | NGELHEI M 0. 4%
@ 0.6%
METFORM N HYDROCHL ORI DE
TABLET; ORAL
METFORM N HYDROCHLORI DE
ALVOGEN 500MG
850MG
1GM
AWNEAL PHARM 500MG
850MG
1GM
PROVI DENT PHARM 500MG
850MG
1GM
TABLET, EXTENDED RELEASE; ORAL
METFORM N HYDROCHLORI DE
@ SANDOZ 500MG
METHAMPHETAM NE HYDROCHLORI DE
TABLET; ORAL
DESOXYN
+ LUNDBECK | NC 5MG
+ OVATI ON PHARMS 5MG
TABLET, EXTENDED RELEASE; ORAL
DESOXYN
@ LUNDBECK | NC 5MG
@ 10MG
@ 15MG
@ OVATI ON PHARMS 5MG
@ 10MG
@ 15MG

CUMULATI VE SUPPLEMENT 4 -

N70758
N70758

N13625
N13625

N71540
N71540

N70759
N70759

N16659
N16659

N16709
N16709

N18761
N18761

N76033
N76033
N76033
N77853
N77853
N77853
N77853
N77853
N77853

N76223

N05378
NO5378

N05378
NO5378
NO5378
NO5378
NO5378
N05378

April

001
001

002
002

001
001

001
001

001
001

001
001

002
001

001
002
003
001
002
003
001
002
003

001

002
002

004
003
005
004
003
005

2009

Jul
Jul

Jul
Jul

Jun

Jan
Jan
Jan
Jul
Jul
Jul
Jul
Jul
Jul

01,
01,

12,
12,

01,
01,

10,
30,

24,
24,
24,
28,
28,
28,
28,
28,
28,

14,

1988
1988

1988
1988

1988
1988

1986
1983

2002
2002
2002
2006
2006
2006
2006
2006
2006

2004

1-29

Apr
Apr

Apr
Apr

Apr
Apr

Apr
Apr

Apr
Apr

Feb
Feb

Jan
Jan
Jan
Apr
Apr
Apr
Apr
Apr
Apr

Apr
Apr

Apr
Apr
Apr
Apr
Apr
Apr

DI SC
DI SC

DI SC
DI SC

DI SC
DI SC

DI SC
DI SC

CRLD
CRLD

DI SC
DI SC

DI SC
DI SC

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

DI SC

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN



5

55 &5

3

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

METHOCARBAMOL

TABLET; ORAL
METHOCARBAMOL
@ SOLCO HLTHCARE

@

METHOTREXATE SODI UM

I NDECTABLE; | NJECTI ON

500MG
750MG

METHOTREXATE SODI UM PRESERVATI VE FREE

EBEVE PARENTA

METHYCLOTHI AZI DE

TABLET; ORAL
ENDURON
ABBOTT
METHYCLOTHI AZI DE
@ SANDOZ
@

METHYLDOPA

TABLET; ORAL
METHYLDOPA
@ SANDOZ
@
@

METHYLPREDNI SOLONE ACETATE

I NJECTABLE; | NJECTI ON

EQ 50M5 BASE/ 2M. (EQ 25MG
BASE/ M.)

EQ 250MG BASE/ 10M. (EQ 25MG
BASE/ M.)

EQ 1GM BASE/ 40M. (EQ 25MG
BASE/ M.)

2. 5MG
5MG

125MG
250MG
500MG

METHYLPREDNI SOLONE ACETATE

SANDCOZ

METOCLOPRAM DE HYDROCHLORI DE

SOLUTI ON;  ORAL

40M& ML
40M& ML
80M& ML
80ME ML

METOCLOPRAM DE HYDROCHLORI DE

VI STAPHARM
TABLET; ORAL

EQ 5MG BASE/ 5ML

METOCLOPRAM DE HYDROCHLORI DE

@ SANDOZ
@

METOPROLOL TARTRATE

TABLET; ORAL
METOPROLOL TARTRATE
@ SOLCO HLTHCARE

@

EQ 5MG BASE
EQ 10MG BASE

50MG
100MG

- April

N86989
N86988

N90039

N90039

N90029

N12524

N89835
N89837

N71700
N18934
N18934

N40719
N40794
N40719
N40794

N75051

N74478

N72215

N74453
N74453

001
001

001

002

001

001

001
001

001
001
002

001
001
002
002

001

001

001

001
002

2009

Mar 31,
Mar 31,

Mar 31,

Aug 18,
Aug 18,

Jun 29,
Jun 29,

Jan 29,

Jan 29,

Jan 26,

Jan 30,

Apr 27,
Apr 27,

2009

2009

2009

1988
1988

1988
1984
1984

2009
2009
2009
2009

2001

1995

1990

1995
1995

1-30

Jan
Jan

Mar

Mar

Mar

Mar
Mar

Jan
Feb
Jan
Feb

Jan
Jan

CAHN
CAHN

NEWA

NEWA

NEWA

CTEC

DI SC
DI SC

DI SC
DI SC
DI SC

NEWA
NEWA
NEWA
NEWA

CMFD

DI SC

DI SC

CAHN
CAHN



>A>
>A>
>A>
>A>

AB
AB

555558

55 &

AP

AP

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

METRONI DAZOLE

TABLET; ORAL
METRONI DAZCOLE
ALEMBI C LTD 250MG
500MG
@ SANDOZ 250MG
@ 500MG

MEXI LETI NE HYDROCHL ORI DE

CAPSULE; ORAL
MEXI LETI NE HYDROCHLORI DE

@ SANDCOZ 150MG
@ 200MG
@ 250MG

M CONAZOLE NI TRATE; PETROLATUM WHI TE; ZI NC OXI DE

O NTMENT; TOPI CAL
VUSI ON
+ STI EFEL LABS | NC 0.25% 81. 35% 15%

M LNACI PRAN HYDROCHLORI DE

TABLET; ORAL
SAVELLA
CYPRESS BI OSCI ENCE 12. 5MG
25MG
50MG
+ 100MG

M NOCYCLI NE HYDROCHLORI DE

TABLET, EXTENDED RELEASE; ORAL
M NOCYCLI NE HYDROCHLORI DE

BARR EQ 45MG BASE
EQ 90MG BASE
EQ 135MG BASE
EQ 45MG BASE
EQ 90MG BASE
EQ 135MG BASE

I MPAX LABS | NC

SCLODYN
MEDI CI S EQ 45MG BASE
EQ 90MG BASE
+ EQ 135MG BASE

M TOXANTRONE HYDROCHL ORI DE

I NJECTABLE; | NJECTI ON
M TOXANTRONE HYDROCHLORI DE

GENERAMEDI X EQ 20MG BASE/ 10M. (EQ 2MG
BASE/ M.)

EQ 30MG BASE/ 15M. (EQ 2MG
BASE/ M.)

M VACURI UM CHLORI DE

I NJECTABLE; | NJECTI ON
M VACURI UM CHLORI DE

+ EBEVE PARENTA EQ 2M5 BASE/ ML

- April

N79067
N79067
N18740
N18740

N74450
N74450
N74450

N21026

N22256
N22256
N22256
N22256

N65485
N65485
N65485
N90024
N90024
N90024

N50808

N50808
N50808

N78980

N78980

N78562

001
002
001
002

001
002
003

001

001
002
003
004

001
002
003
001
002
003

001

002
003

001

002

001

2009

Feb

Jan
Jan
Jan
Jan

13,
13,
22,
22,

16,
16,
16,

16,

14,
14,
14,
14,

17,
17,
17,
03,
03,
03,

08,

08,
08,

13,

13,

30,

2009
2009
1982
1982

1996
1996
1996

2006

2009
2009
2009
2009

2009
2009
2009
2009
2009
2009

2006

2006
2006

2009

2009

2009

1-31

Jan

Jan
Jan
Jan
Jan

Jan
Jan
Jan

NEWA
NEWA
DI SC
DI SC

DI SC
DI SC
DI SC

CAHN

NEWA
NEWA
NEWA
NEWA

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CFTG

CFTG
CFTG

NEWA

NEWA

NEWA



>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>
>D>
>A>

>A>
>A>
>A>
>A>
>A>

>A>
>A>
>A>
>A>
>A>

>D>

E5&E5 5

E5&E5 5

AB

RX DRUG PRODUCT

MORPHI NE_ SULFATE

CAPSULE, EXTENDED RELEASE;
KADI AN

+ ACTAVI S ELI ZABETH

+

TABLET, EXTENDED RELEASE

MORPHI NE SULFATE
AB GENERI CS

® ® ® ®

@

MYCOPHENOLATE MOFETI L

CAPSULE; ORAL
MYCOPHENOLATE MOFETI L
ACCORD HLTHCARE | NC
APOTEX CORP
MYLAN
TEVA PHARNMS
ZYDUS PHARMS USA | NC
TABLET; ORAL
MYCOPHENOLATE MOFETI L
ACCORD HLTHCARE
APOTEX
MYLAN
TEVA PHARNMS
ZYDUS PHARMS USA | NC

NABUMETONE

TABLET; ORAL
NABUMETONE
ACTAVI S ELI ZABETH

@ SANDOZ
@

NAPROXEN SODI UM

TABLET, EXTENDED RELEASE
NAPRELAN
+ STAT TRADE

NAPROXEN SCDI UM
@ WATSON LABS FLORI DA

@

NI FEDI Pl NE

CAPSULE;, ORAL
PROCARDI A
PFI ZER

LIst -

ORAL

10MG
80MG

ORAL

15MG
15MG
30MG
30MG
60MG
60MG
100MG
100MG
200MG
200MG

250MG
250MG
250M5
250M5
250MG

500MG
500MG
500MG
500MG
500MG

500MG
750MG
500MG
750MG

ORAL

EQ 375M5 BASE
EQ 500M5 BASE

EQ 375MG BASE
EQ 500MG BASE

10MG

CUMULATI VE SUPPLEMENT 4

- April

N20616
N20616

N74862
N74862
N74862
N74862
N74862
N74862
N74769
N74769
N74769
N74769

N90253
N90419
N65520
N65491
N65433

N65416
N90499
N65521
N65457
N65477

N79093
N79093
N75590
N75590

N20353
N20353

N75416
N75416

N18482

008
006

001
001
002
002
003
003
001
001
002
002

001
001
001
001
001

001
001
001
001
001

001
002
001
002

001
002

002
001

001

2009

Apr
Cct

Jul
Jul
Jul
Jul
Jul
Jul
Jul
Jul
Jul
Jul

Feb
Feb
Feb
Feb

Jan
Jan

Aug

20,
27,

07,
07,
07,
07,
07,
07,
02,
02,
02,
02,

04,
22,
04,
06,
04,

04,
22,
04,
04,
04,

27,
27,
25,
25,

05,
05,

23,
27,

2007
2006

1998
1998
1998
1998
1998
1998
1998
1998
1998
1998

2009
2009
2009
2009
2009

2009
2009
2009
2009
2009

2009
2009
2002
2002

1996
1996

2003
2002

1-32

Feb
Feb

CRLD
CRLD

DI SC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC

NEWA
NEWA
NEWA
NEWA
NEWA

NEWA
NEWA
NEWA
NEWA
NEWA

NEWA
NEWA
DI SC
DI SC

CTEC
CTEC

DI SC
DI SC

CRLD



RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4 - April 2009 1-33

CAPSULE; ORAL

PROCARDI A
>A> AB + PFI ZER 10MG N18482 001 Apr  CRLD
>D> AB + 20MG N18482 002 Jul 24, 1986 Apr DI SC
>A> @ 20MG N18482 002 Jul 24, 1986 Apr DI SC
NI MODI PI NE
CAPSULE; ORAL
NI MODI PI NE
AB + BARR 30MG N77811 001 May 02, 2007 Mar CRLD
NI MOTOP
@ BAYER PHARMS 30MG N18869 001 Dec 28, 1988 Feb DI SC
NI TI SI NONE
CAPSULE; ORAL
ORFADI N
RARE DI S 2MG N21232 001 Jan 18, 2002 Mar CAHN
5MG N21232 002 Jan 18, 2002 Mar CAHN
+ 10MG N21232 003 Jan 18, 2002 Mar CAHN

NI TROFURANTO N, MACROCRYSTALLI NE

CAPSULE;, ORAL
NI TROFURANTO N

@ SANDOZ 25MG N74336 001 Jan 25, 1995 Mar DI SC
@ 50MG N74336 002 Jan 25, 1995 Mar DI SC
@ 100MG N74336 003 Jan 25, 1995 Mar DI SC
CFLOXACIN

SOLUTI ON/ DROPS; CPHTHALM C

OFLOXACI N
AT FDC LTD 0.3% N78559 001 Feb 25, 2009 Feb NEWA

TABLET; ORAL
FLOXI N
@ ORTHO MCNEI L JANSSEN 200MG N19735 001 Dec 28, 1990 Mar DI SC
@ 300MG N19735 002 Dec 28, 1990 Mar DI SC
@ 400MG N19735 003 Dec 28, 1990 Mar DI SC

OLSALAZI NE SCDI UM

CAPSULE;, ORAL

DI PENTUM
>A> + ALAVEN PHARM 250MG N19715 001 Jul 31, 1990 Apr CAHN
>D> + UCB | NC 250MG N19715 001 Jul 31, 1990 Apr CAHN
OVEPRAZOLE
CAPSULE, DELAYED REL PELLETS; ORAL
OVEPRAZOLE
AB DR REDDYS LABS 40MG N78490 001 Apr 17, 2009 Mar NEWA
AB DR REDDYS LABS LTD 10MG N78693 001 Mar 16, 2009 Mar NEWA
AB 20MG N78693 002 Mar 16, 2009 Mar NEWA
AB KREMERS URBAN DEV 40MG N75410 003 Jan 23, 2009 Jan NEWA

ONDANSETRON HYDROCHL ORI DE

I NJECTABLE; | NJECTI ON
ONDANSETRON HYDROCHLORI DE AND DEXTROSE | N PLASTI C CONTAI NER
AP BEDFORD LABS EQ 0. 64M5 BASE/ ML N78291 001 Apr 13, 2009 Mar NEWA



>D>
>D>
>D>
>D>
>D>
>A>
>A>
>A>
>A>
>A>

>A>
>A>

>A>

>A>

5%

55 &

55 &5

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

OXACI LLI N SCDI UM

I NDECTABLE; | NJECTI ON
OXAC!I LLI N SODI UM
MARSAM PHARMS LLC

EQ 250M5 BASE/ VI AL
EQ 500M5 BASE/ VI AL

EQ 1GM BASE/ VI AL
EQ 2GM BASE/ VI AL
EQ 4GM BASE/ VI AL
@ WATSON LABS EQ 250MG BASE/ VI AL
@ EQ 500MG BASE/ VI AL
@ EQ 1GM BASE/ VI AL
@ EQ 2GM BASE/ VI AL
@ EQ 4GM BASE/ VI AL
OXAPRCZI N
TABLET; ORAL
OXAPROZI N
@ SANDCZ 600MG

OXYBUTYNI N CHLORI DE

GEL; TRANSDERMAL
GELNI QUE
+  WATSON LABS
OXYBUTYNI N CHLORI DE
+  WATSON LABS 10% 100M& PACKET)
TABLET, EXTENDED RELEASE; ORAL
OXYBUTYI N CHLORI DE
OSMOTI CA PHARM 5MG
10MG
15MG

10% 100M% PACKET)

OXYCODONE HYDROCHLORI DE

TABLET; ORAL
OXYCODONE HYDROCHLORI DE
SUN PHARM | NDS | NC 5MG

15MG
30MG
VI NTAGE PHARVB 5MG
PAM DRONATE DI SODI UM
I NDECTABLE; | NJECTI ON
PAM DRONATE DI SODI UM
GENERAMEDI X 30M3 VI AL
90MF VI AL

PANCRELI| PASE ( AMYLASE; LI PASE; PROTEASE)

CAPSULE; ORAL
CREON

SOLVAY 30, 000USP UNI TS; 6, 000USP
UNITS; 19, 000USP UNI TS
60, 000USP UNI'TS; 12, 000USP
UNI TS; 38, 000USP UNI TS
+ 120, 000USP UNITS; 24, 000USP
UNI'TS; 76, 000USP UNI TS

- April

N62856
N62856
N62856
N62856
N62856
N62856
N62856
N62856
N62856
N62856

N75850

N22204

N22204

N78503
N78503
N78503

N90659
N90659
N90659
N77712

N78300
N78300

N20725

N20725

N20725

001
002
003
004
005
001
002
003
004
005

001

001

001

001
002
003

001
002
003
003

001
002

001

002

003

2009

Jan

Jan

Feb
Feb
Feb

Apr
Apr
Apr

26,
26,
26,
26,
26,
26,
26,
26,
26,
26,

27,

27,

27,

04,
04,
04,

10,
10,
10,
02,

10,
10,

30,
30,

30,

1988
1988
1988
1988
1988
1988
1988
1988
1988
1988

2001

2009

2009

2009
2009
2009

2009
2009
2009
2009

2009
2009

2009

2009

2009

1-34

Apr
Apr
Apr
Apr
Apr
Apr

Apr
Apr
Apr

Jan

Jan
Jan
Jan

Feb
Feb

DI sC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC
DI SC

DI SC

NEWA

NEWA
NEWA
NEWA

NEWA
NEWA
NEWA
NEWA

NEWA
NEWA

NEWA

NEWA

NEWA



RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4 - April 2009 1-35

PANCURONI UM BROM DE

I NDECTABLE; | NJECTI ON

PANCURONI UM BROM DE
>D> AP HOSPI RA 2M& ML N72321 001 Jan 19, 1989 Apr
>A> @ 2M& ML N72321 001 Jan 19, 1989 Apr

PANTOPRAZOLE SODI UM

TABLET, DELAYED RELEASE; ORAL
PANTOPRAZOLE SODI UM
AB KUDCO | RELAND EQ 20MG BASE N78281 001 Mar 17, 2009 Mar
AB EQ 40MG BASE N78281 002 Mar 17, 2009 Mar

PENI CI LLI N V POTASS| UM

FOR SOLUTI ON, ORAL
PENI CI LLI N- VK

>D> AA TEVA EQ 250M5 BASE/ 5ML N60456 002 Apr
>A> AA + EQ 250M5 BASE/ 5ML N60456 002 Apr
VEETI DS
@ APOTHECON EQ 125M5 BASE/ 5ML N61410 001 Mar
@ EQ 250M5 BASE/ 5ML N61410 002 Mar
PHENYTO N
SUSPENSI ON; ORAL
PHENYTO N
>D> AB MORTON GROVE 125M5 5M. N40420 001 Apr 19, 2002 Apr
>A>  AB WOCKHARDT EU 125M5 5ML N40420 001 Apr 19, 2002 Apr
PHENYTO N SODI UM
CAPSULE; ORAL
PROVPT PHENYTO N SODI UM
@ | VAX PHARMS 100MG PROVPT N80259 001 Jan
Pl LOCARPI NE HYDROCHL ORI DE
TABLET; ORAL
Pl LOCARPI NE HYDROCHL ORI DE
>A>  AB LANNETT 7. 5MG N77220 002 WMay 06, 2009 Apr
PI NDOLOL
TABLET; ORAL
Pl NDOLOL
@ SANDOZ 5MG N73608 001 Mar 29, 1993 Mar
@ 10MG N73609 001 WMar 29, 1993 Mar

POLYETHYLENE GLYCOL 3350

FOR SOLUTI ON, ORAL
POLYETHYLENE GLYCCL 3350
AA GAVI S PHARVS 17GM SCOOPFUL N77736 001 My 26, 2006 Jan
@ TEVA PHARVS 17GM SCOOPFUL N77445 001 May 04, 2006 Jan

POLYETHYLENE GLYCOL 3350; POTASSI UM CHLORI DE; SODI UM Bl CARBONATE;, SODI UM CHLORI DE; SODI UM
SULFATE ANHYDROUS
FOR SCOLUTI ON; ORAL
GOLYTELY

+ BRAI NTREE 236GM BOT; 2. 97GM BOT; 6. 74GM BOT; 5 N19011 001 Jul 13, 1984 Mar
. 86GM BOT; 22. 74GM BOT

DI SC
DI SC

NEWA
NEWA

CRLD
CRLD

DI SC
DI SC

CAHN
CAHN

DI SC

NEWA

DI SC
DI SC

CAHN
DI SC

CTEC



RX DRUG PRODUCT

FOR SUSPENSI ON, ORAL
CO- LAV
@ BOCA PHARNVA

GO EVAC
@ BOCA PHARVA

POTASS| UM CHLORI DE

LIst - CUMULATI VE SUPPLEMENT 4

240GM BOT; 2. 98GM BOT; 6. 72GM BOT; 5
. 84GM BOT; 22. 72GM BOT

236GM BOT; 2. 97GM BOT; 6. 74GM BOT; 5
. 86GM BOT; 22. 74GM BOT

CAPSULE, EXTENDED RELEASE; ORAL
M CRO K
@ KV PHARM 8MEQ
M CRO-K 10
@ KV PHARM 10MEQ
POTASSI UM CHLORI DE
@ KV PHARM 10MEQ
WATSON LABS FLORIDA  8MEQ
+ 10MEQ
I NJECTABLE; | NJECTI ON
POTASSI UM CHLORI DE
>D> + HOSPI RA 1. 5SMEQ ML
SA> @ 1. 5SMEQ ML
TABLET, EXTENDED RELEASE; ORAL
POTASSI UM CHLORI DE
AB +  WATSON LABS FLORIDA  10MEQ
PRAZOSI N HYDROCHLORI DE
CAPSULE; ORAL
PRAZOSI N HYDROCHLORI DE
@ SANDOZ EQ 1MG BASE
@ EQ 2MG BASE
@ EQ 5MG BASE
PREDNI SOLONE SODI UM PHOSPHATE
SOLUTI ON;  ORAL
PREDNI SOLONE SODI UM PHOSPHATE
AA AWNEAL PHARMS EQ 15MG BASE/ 5M.
SOLUTI OV DROPS; OPHTHALM C
PREDNI SOLONE SODI UM PHOSPHATE
>D> + BAUSCH AND LOVB EQ 0. 11% PHOSPHATE
>A> @ EQ 0. 11% PHOSPHATE
PREDNI SONE
TABLET; ORAL
PREDNI SONE
@ SANDOZ 10MG
@ 50MG
PRI LOCAI NE HYDROCHLORI DE
| NDECTABLE; | NJECTI ON
>D> Cl TANEST PLAIN
>D> + DENTSPLY PHARM 4%
>A> Cl TANEST PLAI N DENTAL
>A> + DENTSPLY PHARM 4%

- April

N73428

N73433

N18238

N18238

N70980

N77419
N77419

N83345
N83345

N75604

N72576

N72577

N72578

N78345

N40065

N40065

N89983
N89984

N21382

N21382

001

001

001

002

001

001
002

001
001

001

001

001

001

001

001

001

001
001

001

001

2009

Jan

Apr

Feb
Jun
Jun

Apr

Jul
Jul

Jan
Jan

28,

28,

14,
17,

02,
02,

10,

16,
16,
16,

10,

29,

29,

12,
12,

1992

1992

1984

1987

2008
2008

2002

1989
1989
1989

2009

1994

1994

1989
1989

1-36

Mar

Mar

Feb
Feb
Feb

Feb
Feb

Apr
Apr

Jan

Feb

Apr
Apr

DI SC

DI SC

DI SC

DI SC

DI SC

CTEC
CRLD

DI SC
DI SC

CRLD

DI SC

DI SC

DI SC

NEWA

DI SC

DI SC

DI SC
DI SC



RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4 - April

PROVETHAZI NE HYDROCHL ORI DE

SYRUP; ORAL
PROVETHAZI NE HYDROCHLORI DE
AA SUN PHARM | NDS | NC 6. 25M5 5ML N40891

PROPOXYPHENE HYDROCHLORI DE

CAPSULE;, ORAL
DOLENE
HERI TAGE PHARMS | NC  65MG N80530

3

PROPRANOLOL HYDROCHLORI DE

CAPSULE, EXTENDED RELEASE; ORAL
PROPRANCLOL HYDROCHLORI DE

AB UPSHER SM TH 60MG N78311
AB 80MG N78311
AB 120MG N78311
AB 160MG N78311
TABLET; ORAL
PROPRANCLOL HYDROCHLORI DE
@ SANDOZ 10MG N70663
@ 20MG N70664
@ 40MG N70665
@ 60MG N70666
@ 80MG N70667

PSEUDOCEPHEDRI NE HYDROCHLORI DE; TRI PROLI DI NE HYDROCHL ORI DE

TABLET; ORAL
CORPHED
@ SANDOZ 60MG 2. 5MG N88602
PSEUDCEPHEDRI NE HYDROCHLORI DE AND TRI PROLI DI NE HYDROCHLORI DE
+ SANDOZ 60MG 2. 5MG N88193
RAM PRI L
CAPSULE; ORAL
RAM PRI L
AB RANBAXY 5MG N78849
AB 10MG N78849

RANI TI DI NE HYDROCHL ORI DE

I NJECTABLE; | NJECTI ON
RANI TI DI NE HYDROCHL ORI DE

>D> AP BEDFORD EQ 25M5 BASE/ ML N74764
>A> @ EQ 25M5 BASE/ ML N74764
SYRUP; ORAL
RANI TI DI NE HYDROCHL ORI DE
AA AVWNEAL PHARMS EQ 15M5 BASE/ ML N78312
AA WOCKHARDT EQ 15M5 BASE/ ML N79212
RI SPERI DONE
SCLUTI ON;  ORAL
Rl SPERDAL
AA + ORTHO MCNEI L JANSSEN 1M& ML N20588
RI SPERI DONE

AA TEVA 1IM& Mo N76440

001

001

001
002
003
004

001
001
001
001
001

001

001

001
002

001

001

001

001

001

001

2009

Mar

Jun
Jun
Jun

Jun

May

Sep
Feb

Jun

Jan

13,

06,
06,
06,
06,

13,
13,
13,
10,
13,

11,

17,

06,
06,

19,

19,

02,

23,

10,

30,

2009

2009
2009
2009
2009

1986
1986
1986
1986
1986

1985

1983

2009
2009

2004

2004

2008

2009

1996

2009

1-37

Mar

Feb
Feb
Feb
Feb

Feb
Feb

Apr
Apr

Feb
Feb

Jan

Jan

NEWA

CMFD

NEWA
NEWA
NEWA
NEWA

DI SC
DI SC
DI SC
DI SC
DI SC

DI SC

CTEC

NEWA
NEWA

DI SC
DI SC

NEWA

CFTG

NEWA



>D>
>A>
>D>
>A>

>A>
>A>
>A>
>A>
>A>
>A>
>A>

>D>
>D>
>D>
>D>
>A>
>D>
>A>
>D>
>D>
>A>

>A>
>A>
>A>
>A>
>A>
>A>
>D>
>D>
>D>
>D>
>D>
>D>

>A>

EEEE5 &

5 &5

&

55

EEEE5 &

EEEEEEEEEE 5

AB

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

TABLET; ORAL
Rl SPERI DONE
CADI STA PHARMS 0. 25MG
0. 5MG
1IMG
2MG
3MG
4AMG
TABLET, ORALLY DI SI NTEGRATI NG, ORAL
Rl SPERDAL
ORTHO MONEI L JANSSEN 0. 5MG
2MG
3MG
3MG
4AMG
4ANMG
Rl SPERI DONE
DR REDDYS LABS LTD 0. 5MG
2MG
KALI LABS 0. 25MG
0. 5MG
2MG
3MG
ANMG
ZYDUS PHARMS USA 0. 5MG
2MG
Rl TODRI NE HYDROCHL ORI DE
I NJECTABLE; | NJECTI ON
Rl TODRI NE HYDROCHLORI DE
+ HOSPI RA 10M5 ML
@ 10ME ML
+ 15M5 ML
@ 15M3 M.
RI TODRI NE HYDROCHLORI DE | N DEXTROSE 5% | N PLASTI C CONTAI NER
+ HOSPI RA 30M& 100M
@ 30M% 100M

ROPI NI ROLE HYDROCHLORI DE

TABLET; ORAL
ROPI NI ROLE HYDROCHLORI DE
HUAHAI US | NC EQ 0. 25MG BASE
EQ 0. 5MG BASE
EQ 1M BASE
EQ 2MG BASE
EQ 3MG BASE
EQ 4MG BASE
EQ 0. 25M5 BASE
EQ 0. 5MG BASE
EQ 1MG BASE
EQ 2MG BASE
EQ 3MG BASE
EQ 4MG BASE
TABLET, EXTENDED RELEASE; ORAL
REQUI P XL
SM THKLI NE BEECHAM

PAR PHARM

EQ 6MG BASE

- April

N78828
N78828
N78828
N78828
N78828
N78828

N21444
N21444
N21444
N21444
N21444
N21444

N77328
N77328
N77494
N77494
N77494
N77494
N77494
N78516
N78516

N71618
N71618
N71619
N71619

N71438
N71438

N78110
N78110
N78110
N78110
N78110
N78110
N78110
N78110
N78110
N78110
N78110
N78110

N22008

001
002
003
004
005
006

001
003
004
004
005
005

001
003
001
002
004
005
006
001
003

001
001
001
001

001
001

001
002
003
004
005
006
001
002
003
004
005
006

006

2009

Feb
Feb

Feb
Feb
Feb
Feb

Jan
Jan

23
23
23
23
23
23

02,
02,
23
23
23
23

24,
24,
30
30
30
30
30,
01,
01,

28
28
28
28

22,
22,

05
05
05
05
05
05
05,
05,
05,
05,
05,
05,

10

2009
2009
2009
2009
2009
2009

2003
2003
2004
2004
2004
2004

2009
2009
2009
2009
2009
2009
2009
2009
2009

1991
1991
1991
1991

1991
1991

2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008
2008

2009

1-38

Feb
Feb
Apr
Apr
Apr
Apr

Feb
Feb
Apr
Apr
Apr
Apr
Apr
Apr
Apr

Apr
Apr
Apr
Apr

Apr
Apr

Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr
Apr

Apr

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CFTG
CFTG
CFTG
CFTG
CFTG
CFTG

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

DI SC
DI SC
DI SC
DI SC

DI SC
DI SC

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

NEWA



>D>
>A>
>D>
>A>

>D>
>D>
>A>

>D>

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

SELEG LI NE HYDROCHLORI DE

TABLET; ORAL
SELEG LI NE HYDROCHLORI DE
AB ENDO PHARMS 5MG
@ 5MG
AB S| EGFRI ED 5MG
@ 5MG

SERTRALI NE HYDROCHLORI DE

TABLET; ORAL

SERTRALI NE HYDROCHLORI DE
AB AUSTARPHARMA LLC EQ 25MG BASE
AB EQ 50MG BASE
AB EQ 100MG BASE

S| MVASTATI N
TABLET; ORAL

SI MVASTATI N

AB LUPI N 5MG

SODI UM POLYSTYRENE SULFONATE

PONDER; ORAL, RECTAL
KALEXATE
AA KVK TECH 454GV BOT

SOVATROPI N RECOVBI NANT

I NDECTABLE; | NJECTI ON
NORDI TROPI N NORDI FLEX
NOVO NORDI SK | NC 30M& 3ML

STANOZOLOL

TABLET; ORAL
W NSTRCL
@ LUNDBECK | NC 2MG

STAVUDI NE

FOR SOLUTI ON, ORAL
STAVUDI NE
AA ClI PLA LTD 1IME Mo

SUCCI MER

CAPSULE; ORAL
CHEMET
+ LUNDBECK | NC 100MG

SULFACETAM DE SODI UM

LOTI ON, TOPI CAL
SULFACETAM DE SCODI UM
AB PERRI GO CO TENNESSEE 10%
SOLUTI ON/ DROPS; OPHTHALM C
SULF- 10
AT NOVARTI S 10%
@ 10%
SULFACETAM DE SCODI UM
+ ALCON 30%

- April

N74565
N74565
N74672
N74672

N78677
N78677
N78677

N78103

N40905

N21148

N12885

N78030

N19998

N78649

N80025
N80025

N89068

001
001
001
001

001
002
003

005

001

007

001

001

002

001

001
001

001

2009

Aug
Aug
Apr
Apr

May

Jan

02,
02,
01,
01,

04,
04,
04,

14

30

10

14

20

30

23,

05,

1996
1996
1997
1997

2009
2009
2009

2009

2009

2009

1984

2009

1991

2009

1987

1-39

Apr
Apr
Apr
Apr

Feb
Feb
Feb

Apr
Apr

DI SC
DI SC
DI SC
DI SC

NEWA
NEWA
NEWA

NEWA

NEWA

NEWA

CAHN

NEWA

CAHN

NEWA

DI SC
DI SC

DI SC



RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

SOLUTI ON/ DROPS; OPHTHALM C
SULFACETAM DE SCDI UM
>A> @ ALCON 30%

SULFAMETHOXAZOLE; TRI METHOPRI M

TABLET; ORAL
SULFAMETHOPRI M
AB PAR PHARM 400MG; 80MG
SULFAMETHOPRI M DS
AB PAR PHARM 800M5 160MG
SULFAMETHOXAZOLE AND TRI METHOPRI M
@ SANDOZ 800M5 160MG
SULI NDAC
TABLET; ORAL
SULI NDAC
@ SANDOZ 150MG
@ 200M5

SUMATRI PTAN SUCCI NATE

I NJECTABLE; SUBCUTANEQUS
I M TREX

AP+  GLAXOSM THKLI NE EQ 6MS BASE 0.
BASE/ M)
SUMATRI PTAN SUCCI NATE
AP APP PHARMB EQ 6MS BASE 0.
BASE/ M.)
AP BEDFORD EQ 6MG BASE/ 0.
BASE/ M.)
AP SANDOZ EQ 4MG BASE 0.
BASE/ M.)
AP EQ 6MG BASE/ 0.
BASE/ M.)
AP TEVA PARENTERAL EQ 4MG BASE/ 0.
BASE/ M.)
AP EQ 6MS BASE 0.
BASE/ M.)
AP EQ 6MG BASE/ 0.
BASE/ M.)
AP WOCKHARDT EQ 6MG BASE/ 0.
BASE/ M.)
TABLET; ORAL
| M TREX
AB GLAXOSM THKLI NE EQ 25MG BASE
AB EQ 50M5 BASE
AB o+ EQ 100M5 BASE
SUMATRI PTAN SUCCI NATE
AB RANBAXY EQ 100M5 BASE
AB TEVA EQ 25MG BASE
AB EQ 50MG BASE
AB EQ 100M3 BASE

SUNI TI NI B MALATE

CAPSULE; ORAL
SUTENT

5ML

5ML

5ML

5ML

5ML

5ML

5M

5ML

5M.

CPPI CV EQ 37. 5MG BASE

(EQ 12MG

(EQ 12MG
(EQ 12MG
(EQ 8MG

(EQ 12MG
(EQ 8MG

(EQ 12MG
(EQ 12MG

(EQ 12MG

- April

N89068

N70022

N70032

N70890

N72712
N72713

N20080

N79242

N79123

N78067

N78067

N78318

N78318

N77907

N78593

N20132
N20132
N20132

N76572
N76840
N76840
N76840

N21938

001

001

001

001

001
001

001

001

001

002

001

001

002

001

001

002
003
001

001
001
002
003

004

2009

May

Feb

Feb

Aug
Aug

Feb
Feb
Feb
Feb
Feb
Feb

Feb

Jun
Jun
Jun

Feb
Feb
Feb
Feb

05,

15,

15,

13,

30,
30,

28,

02,
06,
06,
06,
06,
06,
06,

06,

01,
01,
01,

09,
09,
09,
09,

31,

1987

1985

1985

1986

1991
1991

1992

2009

2009

2009

2009

2009

2009

2009

2009

1995
1995
1995

2009
2009
2009
2009

2009

1-40

Jan

Feb

Jan

Jan

Jan

Jan

Jan

Jan

Jan

Jan
Jan
Jan

Jan
Jan
Jan
Jan

DI SC

CMFD

CMFD

DI SC

DI SC
DI SC

CFTG

NEWA

NEWA

NEWA

NEWA

NEWA

NEWA

NEWA

NEWA

CFTG
CFTG
CFTG

NEWA
NEWA
NEWA
NEWA

NEWA



>D>
>A>

>D>
>A>
>D>
>D>
>A>
>D>
>D>
>A>
>A>

>A>
>A>

>A>
>A>
>A>

5%

RX DRUG PRODUCT

TAMOXI FEN ClI TRATE

TABLET; ORAL
TAMOXI FEN Cl TRATE
@ ROXANE
@

LIst -

EQ 10M5 BASE
EQ 20M5 BASE

TECHNETI UM TG 99M BI CI SATE KI T

I NDECTABLE; | NJECTI ON
NEURCLI TE

LANTHEUS MEDCL N A/ VI AL
N A
TECHNETI UM TC- 99M MEDRONATE KI T
| NJECTABLE; | NJECTI ON
DRAXI MAGE MDP- 10
+ DRAXI MAGE N A
N A
DRAXI MAGE MDP- 25
+ DRAXI MAGE N A
@ N A
TECHNETI UM TC 99M MPI  MDP
GE HEALTHCARE N A
@ N A
@ N A
TECHNETI UM TC- 99M SESTAM Bl KI T

I NDECTABLE; | NJECTI ON

TECHNETI UM TC 99M SESTAM B

CARDI NAL HEALTH 414
DRAXI MAGE

TELBI VUDI NE

SCLUTI ON;  ORAL
TYZEKA
+ NOVARTI S

TENVAZEPAM

CAPSULE;, ORAL
TEMAZEPAM
@ NOVEL LABS | NC

TEMOZOLOM DE

PONDER; | NTRAVENOUS
TEMODAR
+ SCHERI NG

TERAZOSI N HYDROCHL ORI DE

TABLET; ORAL
HYTRI N
ABBOTT

TERAZCSI N HYDROCHLORI DE
@ SANDQZ

N A
N A

100M& 5M

30MG

100M& VI AL

EQ 1MG BASE
EQ 2MG BASE
EQ 5MG BASE
EQ 10MG BASE

EQ 1MG BASE

CUMULATI VE SUPPLEMENT 4

- April

N76027
N76027

N20256
N20256

N18035
N18035

N18035
N18035

N18141

N18141
N18141

N78809
N78806

N22154

N71457

N22277

N19057
N19057
N19057
N19057

N74315

001
002

001
001

001
001

002
002

001

001
002

001
001

001

001

001

001
002
003
004

001

2009

Feb
Feb

Feb
Feb

Jun

Apr
Apr

Feb

Aug
Aug
Aug
Aug

20,
20,

23,
23,

27,
27,

12,

28,
29,

28,

21,

27,

07,
07,
07,
07,

31,

2003
2003

1994
1994

2004
2004

1989

2009
2009

2009

1987

2009

1987
1987
1987
1987

1998

1-41

Apr
Apr

Apr
Apr

Apr

Apr
Apr

Apr
Apr

Feb

DI SC
DI SC

CPOT
CPOT

CTEC
CTEC

DI SC
DI SC

DI SC

DI SC
DI SC

NEWA
NEWA

NEWA

CAHN

NEWA

CTEC
CTEC
CTEC
CTEC

DI SC



>A>
>A>
>D>
>D>

>D>
>D>
>A>
>A>

>D>

>A>

>D>
>A>

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

TABLET; ORAL
TERAZOSI N HYDROCHLORI DE
@ SANDOZ EQ 2MG BASE
@ EQ 5MG BASE
@ EQ 10M5 BASE

TERI PARATI DE RECOVBI NANT HUMAN

I NJECTABLE; SUBCUTANEQUS

FORTEO
LILLY 0. 6M3 2. 4M. (0. 25MF M.)
+ 0. 75MF 3M. (0. 25M3 M.)
TESTOSTERONE
GEL; TRANSDERMAL
ANDROGEL

BX +  UNIMED PHARMS 1% ( 5GM PACKET)
1% ( 2. 5GV PACKET)
TESTOSTERONE

@ WATSON LABS 1% ( 2. 5GM PACKET)

@ 1% ( 5GM PACKET)

TESTOSTERONE ENANTHATE

I NDJECTABLE; | NJECTI ON

DELATESTRYL

@ ENDO PHARM 200M&F ML
AO + 200M5 ML
AO + ENDO PHARMS 200M& ML

@ 200M& ML

@ 200M& ML
AO + 200M& ML

TETRAHYDROZOLI NE HYDROCHL ORI DE

SOLUTI ON;  NASAL
TYZI NE

+  KENWOOD LABS 0. 05%
0.1%
+  NYCOVED US 0. 05%
0.1%
SPRAY; NASAL
TYZI NE
+  KENWOOD LABS 0.1%
+  NYCOVED US 0.1%
THECPHYLLI NE
ELIXIR ORAL
THEOPHYLLI NE
AA ACTAVI S M D ATLANTIC 80MY 15M.
AA PRECI S| ON DOSE 80ME 15M
SOLUTI ON;  ORAL
THEOPHYLLI NE
@ ROXANE 80MF 15M

TI MOLOL MALEATE

SOLUTI ON/ DROPS; OPHTHALM C
TI MOPTI C
AT + ATON

EQ 0. 25% BASE

- April

N74315
N74315
N74315

N21318
N21318

N21015
N21015

N76737
N76737

N09165
N09165
N09165
N09165
N09165
N09165

N86576
N86576
N86576
N86576

N86576

N86576

N85863

N85863

N87449

N18086

002
003
004

002
001

002
001

001
002

001
003
003
001
001
003

002
001
002
001

003

003

001

001

001

001

2009

Dec

Dec

Jun
Nov

Feb
Feb

Jan
Jan

Sep

31,
31,
31,

25,
26,

28,
28,

27,
27,

15,

1998
1998
1998

2008
2002

2000
2000

2006
2006

1983

1-42

Feb
Feb

Mar
Mar

Apr
Apr
Apr
Apr

Apr

Apr

Apr

Apr

Mar

Feb

DI SC
DI SC
DI SC

NEWA
CPOT

CTEC
CTEC

DI SC
DI SC

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

CAHN

CAHN

CAHN

CAHN

DI SC

CAHN



AT

AB
AB

AB
AB
AB
AB
AB
AB

AB
AB
AB
AB

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

SOLUTI ON/ DROPS; OPHTHALM C

TI MOPTI C
+  ATON EQ 0. 5% BASE
TI MOPTI C | N OCUDOSE
+  ATON EQ 0. 25% BASE
+ EQ 0. 5% BASE
SOLUTI ON, GEL FORM NG DROPS; OPHTHALM C
TI MOPTI G- XE
+  ATON EQ 0. 25% BASE
+ EQ 0. 5% BASE
TABLET; ORAL
TI MOLOL MALEATE
MYLAN 5MG
10MG
+ 20MG
@ SANDCZ 5MG
@ 10MG
@ 20MG
TOLAZAM DE
TABLET; ORAL
TOLAZAM DE
| VAX PHARMS 100MG
@ SANDCZ 100M3
@ 250MG
@ 500MG
TOLBUTAM DE
TABLET; ORAL
TOLBUTAM DE
@ SANDCZ 500MG

TOLMETI N SODI UM

TABLET; ORAL
TOLMETI N SCDI UM
@ SANDOZ EQ 200M5 BASE
@ EQ 600MG BASE
TOPI RAVATE
CAPSULE;, ORAL
TOPAMAX
ORTHO MCNEI L JANSSEN 15MG
+ 25MG
TOPI RAMATE
BARR 15MG
25MG
COBALT LABS | NC 15MG
25MG
TEVA 15MG
25MG
TABLET; ORAL
TOPAMAX
+ ORTHO MCNEI L JANSSEN 25MG
50MG
100MG

200MG

- April

N18086

N19463
N19463

N20330
N20330

N72666
N72667
N72668
N72550
N72551
N72552

N18894
N71633
N70289
N70290

N86574

N73588
N74002

N20844
N20844

N76448
N76448
N77868
N77868
N76575
N76575

N20505
N20505
N20505
N20505

002

001
002

001
002

001
001
001
001
001
001

001
001
001
001

001

001
001

001
002

001
002
001
002
001
002

004
005
001
002

2009

Jun
Jun
Jun
Apr
Apr
Apr

Jul
Sep

Apr
Apr
Apr
Apr
Apr
Apr

05,
05,

04,
04,

08,
08,
08,
13,
13,
13,

02,
09,
13,
13,

31,
27,

26,
26,

15,
15,
15,
15,
17,
17,

24,
24,
24,
24,

1986
1986

1993
1993

1990
1990
1990
1989
1989
1989

1984
1987
1986
1986

1992
1993

1998
1998

2009
2009
2009
2009
2009
2009

1996
1996
1996
1996

1-43

Feb
Feb

Feb

Feb
Feb

CAHN

CAHN
CAHN

CAHN
CAHN

CTEC
CTEC
CTEC
DI SC
DI SC
DI SC

CTEC
DI SC
DI SC
DI SC

DI SC

DI SC
DI SC

CFTG
CFTG

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

CFTG
CFTG
CFTG
CFTG



FEEE BB E B E BB EEE BB

RX DRUG PRODUCT LI ST

TABLET; ORAL
TOPI RAMATE
APOTEX | NC

AURCBI NDO PHARVA

BARR

CI PLA LTD

COBALT LABS | NC

GLENMARK GENERI CS

I NVAGEN PHARMS

MYLAN

PAR PHARM

PLI VA HRVATSKA DOO

RANBAXY

ROXANE

SUN PHARM | NDS LTD

TEVA

25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG
25MG
50MG
100MG
200MG

CUMULATI VE SUPPLEMENT 4 - Apri

N77733
N77733
N77733
N77733
N78462
N78462
N78462
N78462
N76315
N76315
N76315
N76343
N76343
N76343
N76343
N77643
N77643
N77643
N77643
N77627
N77627
N77627
N77627
N79162
N79162
N79162
N79162
N76314
N76314
N76314
N76314
N76311
N76311
N76311
N76311
N77905
N77905
N77905
N77905
N76327
N76327
N76327
N76306
N76306
N76306
N76306
N90278
N90278
N90278
N90278
N76317
N76317
N76317
N76317

001
002
003
004
001
002
003
004
001
002
003
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
004
001
002
003
001
002
003
004
001
002
003
004
001
002
003
004

2009

27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
30,
30,
30,
30,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,

2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009

1-44

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA



>A>
>D>

>A>
>D>

EEEEEEEEEE S

BC
BC
BC

AB
AB

RX DRUG PRODUCT

TABLET; ORAL
TOPI RAMATE
TORRENT PHARMS

UNI CHEM

ZYDUS PHARMS USA | NC

TORSEM DE

TABLET; ORAL
TORSEM DE
HETERO DRUGS

TRAMADOL HYDROCHLORI DE

TABLET, EXTENDED RELEASE
RYZOLT
+ PURDUE PHARVA

TABLET, ORALLY DI SI NTEGRATI NG, ORAL

TRAMADOL HYDROCHLORI DE
@ ETHYPHARM NORTH

TRAZODONE HYDROCHLORI DE

TABLET; ORAL
TRAZODONE HYDROCHLORI DE
ALVOCGEN

@ SANDOZ
@

TROSPI UM CHLORI DE

CAPSULE, EXTENDED RELEASE
SANCTURA XR

+ ALLERGAN

+ ENDO PHARMS

+

TABLET; ORAL
SANCTURA

+ ALLERGAN

+ ENDO PHARMS

TRYPAN BLUE

SOLUTI ON, OPHTHALM C
MEMBRANEBL UE
+ DORC

LI ST

25MG
50MG
100MG
200MG
25MG
50MG
100MG
25MG
50MG
100MG
200MG

5MG
10MG
20MG
100MG

ORAL

100M5
200MG
300MG

50MG

50MG
100MG
50MG
100MG

ORAL

60MG
60MG
60MG

20MG
20MG
20MG

0.15%

CUMULATI VE SUPPLEMENT 4 - Apri

N79153
N79153
N79153
N79153
N90162
N90162
N90162
N78235
N78235
N78235
N78235

N79234
N79234
N79234
N79234

N21745
N21745
N21745

N21693

N71636
N71514
N72484
N72483

N22103
N22103
N22103

N21595
N21595
N21595

N22278

001
002
003
004
001
002
003
001
002
003
004

001
002
003
004

001
002
003

001

001
001
001
001

001
001
001

001
001
001

001

2009

Jan
Jan
Jan
Jan

May

Apr
Apr
Apr

Aug
Aug
Aug

May
May
May

Feb

27,
27,
27,
27,
27,
27,
27,
27,
27,
27,
27,

27,
27,
27,
27,

30
30
30

05

18
18
30
30

03,
03,
03,

28,
28,
28,

20,

2009
2009
2009
2009
2009
2009
2009
2009
2009
2009
2009

2009
2009
2009
2009

2008
2008
2008

2005

1988
1988
1990
1990

2007
2007
2007

2004
2004
2004

2009

1-45

Jan
Jan
Jan
Jan

Apr
Apr

Apr
Apr

Feb

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEVA

NEWA
NEWA
NEWA
NEWA

CAHN
CAHN
CAHN

CAHN

CAHN
CAHN
DI SC
DI SC

CAHN
CAHN
CAHN

CAHN
CAHN
CAHN

NEWA



>A>
>D>

>D>
>A>
>A>

>D>
>A>

AP
AP

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

VALRUBI CI N

SOLUTI ON; | NTRAVESI CAL
VALSTAR PRESERVATI VE FREE

+ ENDO PHARM 40M& ML
+ ENDO PHARMS 40M& ML
40M& ML

VANCOMYCI N HYDROCHL ORI DE

I NJECTABLE; | NJECTI ON
VANCOMYCI N HYDROCHL ORI DE
+ ABRAXI S PHARM EQ 10GM BASE/ VI AL
EQ 10GM BASE/ VI AL
HOSPI RA | NC EQ 10GM BASE/ VI AL

VERAPAM L HYDROCHL ORI DE

I NDECTABLE; | NJECTI ON
VERAPAM L HYDROCHLORI DE

BEDFORD 2. 5M3 ML
@ 2. 5M& Mo
TABLET; ORAL
VERAPAM L HYDROCHLORI DE
@ SANDOZ 40MG
@ 80MG
@ 120MG

ZOLPI DEM TARTRATE

TABLET; SUBLI NGUAL
EDLUAR
OREXO AB 5MG
+ 10MG

- April

N20892
N20892
N20892

N62663
N62663
N65455

N72888
N72888

N73168
N71423
N71424

N21997
N21997

001
001
001

004
004
001

001
001

001
001
001

001
002

2009

Sep
Sep
Sep

Ju
Ju

Jul
May
May

25,
25,
25,

28,
28,
29,

28,
28,

31,
24
25,

13
13,

1998
1998
1998

1997
1997
2009

1995
1995

1992
1988
1988

2009
2009

Apr
Apr

Apr
Apr
Apr

Apr
Apr

1-46

CAHN
CAHN
CAHN

CTEC
CTEC
NEWA

DI SC
DI SC

DI SC
DI SC
DI SC

NEWA
NEWA



OrC DRUG PRODUCT LIST - 29TH EDI TI ON

Orc DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4

ACETAM NOPHEN

TABLET, EXTENDED RELEASE; OCRAL
ACETAM NOPHEN
OHM LABS 650MG

CETI RI ZI NE HYDROCHLORI DE

SYRUP; ORAL
CHI LDREN S CETI Rl ZI NE HYDROCHLORI DE ALLERGY
DR REDDYS LABS LTD 5M& 5ML
CHI LDREN S CETI Rl ZI NE HYDROCHLORI DE HI VES RELI EF
DR REDDYS LABS LTD 5M& 5ML

TABLET; ORAL
CETI Rl ZI NE HYDROCHLORI DE ALLERGY
ORCH D HLTHCARE 5MG
10MG
CETI Rl ZI NE HYDROCHLORI DE HI VES
ORCH D HLTHCARE 5MG
10MG

CHLORPHENI RAM NE MALEATE

TABLET, EXTENDED RELEASE;, ORAL
CHLORPHENI RAM NE MALEATE
>A> AVANTHI I NC 12MG

DEXTROVETHORPHAN POLI STI REX
SUSPENSI ON, EXTENDED RELEASE; ORAL

DELSYM
+ RECKI TT BENCKI SER EQ 30M5 HBR/ 5ML
| BUPROFEN
CAPSULE, ORAL
| BUPROFEN
BANNER PHARVACAPS EQ 200MG FREE ACI D AND POTASSI UM
SALT
M DCOL LI QUI D GELS
+ BANNER PHARVACAPS 200MG
TABLET; ORAL
| BUPROFEN
@ SANDOZ 200MG
>D> MEDI PREN
>D> MCNEI L 200M5
>A> @ 200MG
>D> 200MG
>A> @ 200MG

I NSULI N RECOVBI NANT HUVAN,

- April

N76200

No0474

N90474

N78862

N78862

N78862
N78862

N40829

N18658

N78682

N21472

N70733

N70475
N70475
N71215
N71215

NSULI N SUSP | SOPHANE RECQOVBI NANT HUMAN

I NJECTABLE; | NJECTI ON
HUMULI N 50/ 50
@LILLY 50 UNI TS/ M.; 50 UNI TS/ M-

N20100

001

002

001

001
002

003
004

001

001

001

001

001

001
001
001
001

001

2009

Feb
Feb

Feb
Feb

Feb
Feb
Jun
Jun

19,

30,

30,

19,
19,

19,
19,

13,

08,

24,

18,

19,

06,
06,
26,
26,

29,

2002

2009

2009

2009
2009

2009
2009

2009

1982

2009

2002

1986

1986
1986
1986
1986

1992

Feb
Feb

Feb
Feb

Feb

Feb

Apr
Apr
Apr
Apr

Jan

CAHN

NEWA

NEWA

NEWA

NEWA

NEWA
NEWA

NEWA

CAHN

NEWA

DI SC

DI SC
DI SC
DI SC
DI SC

DI SC



Orc DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 4 - April 2009 2-2

NI COTI NE POLACRI LEX

GUM CHEW NG BUCCAL
NI COTI NE POLACRI LEX

I VAX PHARVS EQ 2MG BASE N76880 001 Feb 18, 2009 Feb NEWA

EQ 4MG BASE N77850 001 Feb 18, 2009 Feb NEWA

POTASSI UM | ODI DE

SOLUTI ON; ORAL

THYROSHI ELD
>D> FLEM NG 65M& ML N77218 001 Jan 12, 2005 Apr CRLD
>SA> + 65M& ML N77218 001 Jan 12, 2005 Apr CRLD

RANI TI DI NE HYDROCHLORI DE

TABLET; ORAL
RANI TI DI NE
@ SANDOZ EQ 75MG BASE N75519 001 Sep 26, 2002 Mar DI SC




DRUG PRODUCTS WITH APPROVAL UNDER SECTION 505 OF THE ACT
ADMINISTERED BY THE CENTER FOR BIOLOGICS EVALUATION AND RESEARCH LIST

CUMULATIVE SUPPLEMENT NUMBER 04 APRIL 2009

NO APRI L 2009 APPROVALS

3-1



ORPHAN PRODUCT DESIGNATIONS AND APPROVALS LIST

Thelist of List of Orphan Designations and Approvalsis available at:

http://www.fda.gov/orphan/designat/list.nhtm

4-1


http://www.fda.gov/orphan/designat/list.htm

DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NO APRI L 2009 ADDI TI ONS

5-1



PRESCRI PTI ON AND OTC DRUG PRODUCT PATENT AND EXCLUSIVITY LI ST - 29TH EDI Tl ON

PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT PATENT EXCLUSI VI TY
porL o SEmION  prow  DIST eousvry Dol
NO PATENT NO CODES Q CODE( S)
ADAPALENE; BENZOYL PEROXI DE - EPI DUO
022320 001 4717720 May 31, 2010 DS DP
RE34440 May 31, 2010 U- 818
ALBUTEROL SULFATE - VENTOLI N HFA
020983 001 6161724 Jan 16, 2018 DP
6161724*PED Jul 16, 2018
6170717 Dec 23, 2017 DP
6170717*PED Jun 23, 2018
6431168 Jun 08, 2018 DP
6431168*PED Dec 08, 2018
6435372 Jan 16, 2018 DP
6435372*PED Jul 16, 2018
6596260 Aug 10, 2014 DP
6596260*PED Feb 10, 2015
6938796 Jan 16, 2018 DP
6938796* PED Jul 16, 2018
6966467 Dec 23, 2017 DP
6966467*PED Jun 23, 2018
6997349 Jan 16, 2018 DP
6997349*PED Jul 16, 2018
7107986 Jun 08, 2018 DP
7107986*PED Dec 06, 2018
7143908 Jan 16, 2018 DP
7143908*PED Jul 16, 2018
7350676 Aug 24, 2018 DP
7350676*PED Feb 24, 2019
7500444 Jan 04, 2025 DP

7500444*PED Jul 04, 2025

ALPRAZOLAM - ALPRAZOLAM

078088 001 >A> PC Jul 13, 2009
ALPRAZOLAM - ALPRAZOLAM
078088 002 >A> PC Jul 13, 2009
ALPRAZOLAM - ALPRAZOLAM
078088 003 >A> PC Jul 13, 2009
ALPRAZOLAM - ALPRAZOLAM
078088 004 >A> PC Jul 13, 2009
AM ODARONE HYDROCHLORI DE - NEXTERONE
022325 001 5134127 Jan 23, 2010 DP
5376645 Jan 23, 2010 DP
6869939 May 04, 2022 DP

AMLODI PI NE BESYLATE; ATORVASTATI N CALCI UM - CADUET
021540 001 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011

AMLODI PI NE BESYLATE; ATORVASTATI N CALCI UM - CADUET
021540 002 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011




PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD Epri?E'CN PATENT
NO PATENT NO CODES
AMLODI PI NE BESYLATE; ATORVASTATIN CALCI UM - CADUET
021540 003 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE BESYLATE; ATORVASTATIN CALCI UM - CADUET
021540 004 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE BESYLATE; ATORVASTATIN CALCI UM - CADUET
021540 005 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE BESYLATE; ATORVASTATIN CALCI UM - CADUET
021540 006 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE BESYLATE; ATORVASTATIN CALCI UM - CADUET
021540 007 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE BESYLATE; ATORVASTATIN CALCI UM - CADUET
021540 008 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE BESYLATE; ATORVASTATIN CALCI UM - CADUET
021540 009 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE BESYLATE; ATORVASTATI N CALCI UM - CADUET
021540 010 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE BESYLATE; ATORVASTATI N CALCI UM - CADUET
021540 011 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
AMLODI PI NE; HYDROCHLOROTHI AZI DE; VALSARTAN - EXFORGE HCT
022314 001 >A> 5399578 Mar 21, 2012 DS DP U-3
>A> 5399578*PED Sep 21, 2012
>A> 6294197 Jun 18, 2017 DP U-3
>A> 6294197*PED Dec 18, 2017
AMLODI PI NE; HYDROCHLOROTHI AZI DE; VALSARTAN - EXFORGE HCT
022314 002 >A> 5399578 Mar 21, 2012 DS DP U-3
>A> 5399578*PED Sep 21, 2012
>A> 6294197 Jun 18, 2017 DP U-3
>A> 6294197*PED Dec 18, 2017
AMLODI PI NE; HYDROCHLOROTHI AZI DE; VALSARTAN - EXFORGE HCT
022314 003  >A> 5399578 Mar 21, 2012 DS DP U-3
>A> 5399578*PED Sep 21, 2012
>A> 6294197 Jun 18, 2017 DP U-3
>A> 6294197*PED Dec 18, 2017

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

>A> NC

>A> NC

>A> NC

EXCLUSI VI TY
EXPI RATI ON
DATE
Apr 30, 2012
Apr 30, 2012
Apr 30, 2012



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT PATENT
peeL e SEmIN  prar  MIST ey
NO PATENT NO CODES CODE( S)
AMLODI PI NE; HYDROCHLOROTHI AZI DE; VALSARTAN - EXFORGE HCT
022314 004 >A> 5399578 Mar 21, 2012 DS DP U3 >A> NC
>A> 5399578*PED Sep 21, 2012
>A> 6294197 Jun 18, 2017 DP U3
>A> 6294197*PED Dec 18, 2017
AMLODI PI NE; HYDROCHLOROTHI AZI DE; VALSARTAN - EXFORGE HCT
022314 005 >A> 5399578 Mar 21, 2012 DS DP U3 >A> NC
>A> 5399578*PED Sep 21, 2012
>A> 6294197 Jun 18, 2017 DP U3
>A> 6294197*PED Dec 18, 2017
AMVONI A, N-13 - AMMONIA N 13
022119 001 >A> NCE
SA> W
AMOXI CI LLIN; CLARI THROWCI N, LANSOPRAZOLE - PREVPAC
050757 001 4628098 May 10, 2009 DS
4628098*PED Nov 10, 2009
5013743 Feb 12, 2010 U- 452
5013743*PED Aug 12, 2010
5045321 Sep 03, 2008 DP
5045321*PED Mar 03, 2009
5093132 Sep 03, 2008 DP
5093132*PED Mar 03, 2009
5433959 Sep 03, 2008 DP
5433959*PED Mar 03, 2009
ANASTROZOLE - ARI M DEX
020541 001 RE36617 Dec 27, 2009 DS DP U 946
ARMODAFI NIL - NUVId L
021875 002 NP
ARMODAFINIL - NUVIG L
021875 005 NP
ARTEMETHER;, LUMEFANTRI NE - COARTEM
022268 001 >A> NCE
ATORVASTATIN CALCIUM - LIPITOR
020702 001 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
ATORVASTATIN CALCIUM - LIPITOR
020702 002 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
ATORVASTATIN CALCIUM - LIPITOR
020702 003 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011
ATORVASTATIN CALCIUM - LIPITOR
020702 004 RE40667 Dec 28, 2010 DS DP U 162
RE40667*PED Jun 28, 2011

EXCLUSI VI TY

EXPI RATI ON

Aug
Aug

Jun

Jun

Apr

DATE

30, 2012

30

2012

23
23

2012
2012

15, 2010

15, 2010

07, 2014



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT PATENT
peeL e SEmIN  prar  MIST ey
NO PATENT NO CODES CODE( S)
AZI THROWCI N - AZASI TE
050810 001 5192535 Mar 09, 2010 DP U 709
6239113 Mar 31, 2019 U709
6569443 Mar 31, 2019 DP U709
6861411 Nov 25, 2018 U709
7056893 Mar 31, 2019 DP U 709
BENZOYL PEROXI DE; CLI NDAMYCI N PHOSPHATE - ACANYA
050819 001 5733886 Mar 31, 2015 DP U 124
6117843 Feb 18, 2012 DP
BENZOYL PEROXI DE; CLI NDAMYCI N PHOSPHATE - DUAC
050741 001 5466446 Feb 16, 2014 DP
BENZYL ALCOHOL - BENZYL ALCOHOL
022129 001 >A> NCE
BETAMETHASONE VALERATE - LUXI Q
020934 001 7078058 May 24, 2017 DP
Bl MVATOPROST - LATI SSE
022369 001 NP
Bl SMUTH SUBCI TRATE POTASSI UM METRONI DAZOLE; TETRACYCLI NE - PYLERA
050786 001 5196205 Mar 23, 2010 U933
5476669 Mar 23, 2010 U933
6350468 Dec 14, 2018 U- 956
6350468 Dec 14, 2018 U932
BUDESONI DE - PULM CORT RESPULES
020929 001 >A> 7524834 Nov 11, 2018 DP U 966
>A> 7524834*PED May 11, 2019
BUDESONI DE - PULM CORT RESPULES
020929 002  >A> 7524834 Nov 11, 2018 DP U- 966
>A> 7524834*PED May 11, 2019
BUDESONI DE - PULM CORT RESPULES
020929 003  >A> 7524834 Nov 11, 2018 DP U- 966
>A> 7524834*PED May 11, 2019
BUDESONI DE; FORMOTEROL FUVARATE DI HYDRATE - SYMBI CORT
021929 001 I -582
BUDESONI DE; FORMOTEROL FUMARATE DI HYDRATE - SYMBI CORT
021929 002 I-582
CALCI TRIOL - VECTI CAL
022087 001 NDF
CALCI UM CARBONATE; FAMOTI DI NE; MAGNESI UM HYDROXI DE - PEPCI D COVPLETE
020958 001 5075114 May 23, 2010 DP
5075114*PED Nov 23, 2010
6814978 Aug 26, 2021 DP
6814978*PED Feb 26, 2022

EXCLUSI VI TY

EXPI RATI ON

Apr

Dec

Feb

Feb

Jan

DATE

09, 2014

24, 2011

27, 2012

27, 2012

23, 2012



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT PATENT
APPL/ PROD PODATE O PATENT EsTED T e
NO PATENT NO CODES QU CODE( S)
CALClI UM CARBONATE; RI SEDRONATE SCDI UM - ACTONEL W TH CALCI UM ( COPACKAGED)
021823 001 >A> 5583122 Dec 10, 2013 DS DP U 353
>A> 5583122*PED Jun 10, 2014
>A> 5994329 Jul 17, 2018 U- 353
>A> 5994329*PED Jan 17, 2019
>A> 6015801 Jul 17, 2018 U- 353
>A> 6015801*PED Jan 17, 2019
>A> 6096342 Nov 21, 2011 DP
>A> 6096342*PED May 21, 2012
>A> 6165513 Jun 10, 2018 DP
>A> 6165513*PED Dec 10, 2018
>A> 6432932 Jul 17, 2018 U- 595
>A> 6432932*PED Jan 17, 2019
>A> 6465443 Aug 14, 2018 DP
>A> 6465443*PED Feb 14, 2019
Cl CLESONI DE - ALVESCO
021658 002 NDF
NCE
Cl CLESONI DE - ALVESCO
021658 003 NDF
NCE
CLARI THROWCI N - BI AXIN XL
050775 001 6551616 Jul 15, 2017 U924
CLOBETASOL PROPI ONATE - OLUX
021142 001 6126920 Mar 01, 2016 U 484
CLOPI DOGREL BI SULFATE - PLAVI X
020839 002 4847265 Nov 17, 2011 DS DP
6429210 Jun 10, 2019 DS DP
6504030 Jun 10, 2019 DS
COLESEVELAM HYDROCHLORI DE - WELCHOL
021141 001 5607669 Jun 10, 2014 U 323
5607669*PED Dec 10, 2014
5679717 Apr 29, 2014 U 323
5679717*PED Cct 29, 2014
5693675 Dec 02, 2014
5693675*PED Jun 02, 2015
5917007 Apr 29, 2014 U 323
5917007*PED Cct 29, 2014
5919832 Jun 10, 2014
5919832*PED Dec 10, 2014
6066678 Jun 10, 2014 U- 323
6066678*PED Dec 10, 2014
6433026 Jun 10, 2014
6433026*PED Dec 10, 2014

EXCLUSI VI TY
EXPI RATI ON
DATE

Jan
Cct

Jan

10
20

10
20

2011
2011

2011
2011



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD EXPBE?E'CN
NO PATENT NO
COLESEVELAM HYDROCHLORI DE - WELCHOL
021176 001 5607669 Jun 10, 2014
5607669*PED Dec 10, 2014
5679717 Apr 29, 2014
5679717*PED Cct 29, 2014
5693675 Dec 02, 2014
5693675*PED Jun 02, 2015
5917007 Apr 29, 2014
5917007*PED Qct 29, 2014
5919832 Apr 29, 2014
5919832*PED CQct 29, 2014
6066678 Apr 29, 2014
6066678*PED CQct 29, 2014
6433026 Apr 29, 2014
6433026*PED CQct 29, 2014
6784254 Apr 29, 2014
6784254*PED Cct 29, 2014
7101960 Apr 29, 2014
7101960*PED Cct 29, 2014
7229613 Apr 17, 2022
7229613*PED Cct 17, 2022
CYCLOSPORI NE - SANDI MMUNE
050625 001  >A> 7511014 Feb 16, 2010
CYCLOSPORI NE - SANDI MMUNE
050625 002 >A> 7511014 Feb 16, 2010
CYCLGOSPORI NE - SANDI MVUNE
050625 003 >A> 7511014 Feb 16, 2010
DASATI NI B - SPRYCEL
021986 001 >A> 7491725 Cct 13, 2025
DASATI NI B - SPRYCEL
021986 002 >A> 7491725 Cct 13, 2025
DASATI NI B - SPRYCEL
021986 003  >A> 7491725 ot 13, 2025
DASATI NI B - SPRYCEL
021986 004 >A> 7491725 Cct 13, 2025

DEGARELI| X ACETATE -

DEGARELI X ACETATE

022201 001 5925730 Apr 11,
DEGARELI X ACETATE - DEGARELI X ACETATE

022201 002 5925730 Apr 11,
DEXAMVETHASONE; TOBRAMYCI N - TOBRADEX ST

050818 001 5149694 Sep 22,

2017

2017

2009

DS

DS

PATENT
CODES

U- 323

U- 323

U- 323

U- 323

DP U 757

U- 851

DP U-943

DP U-943

U- 953

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

1-553
PED

Jan
Jul

EXCLUSI VI TY
EXPI RATI ON
DATE

18, 2011
18, 2011



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD

NO

DEXLANSOPRAZOLE -

PATENT NO
KAPI DEX

022287 001

DEXLANSOPRAZOLE -

5045321
5045321* PED
5093132
5093132
5093132
5093132* PED
5433959
5433959
5433959
5433959* PED
6462058
6462058
6462058
6462058* PED
6664276
6664276
6664276
6664276* PED
6939971
6939971
6939971
6939971* PED
7285668
7285668* PED

KAPI DEX

022287 002

5045321
5045321* PED
5093132
5093132
5093132
5093132* PED
5433959
5433959
5433959
5433959* PED
6462058
6462058
6462058
6462058* PED
6664276
6664276
6664276
6664276* PED
6939971
6939971
6939971
6939971* PED
7285668
7285668* PED

PATENT
EXPI RATI ON
DATE

Sep 03,
Mar 03
Sep 03,
Sep 03,
Sep 03,
Mar 03,
Sep 03,
Sep 03,
Sep 03,
Mar 03,
Jun 15,
Jun 15,
Jun 15,
Dec 15
Jun 15,
Jun 15,
Jun 15,
Dec 15
Jun 15,
Jun 15,
Jun 15,
Dec 15
Jun 15,
Dec 15

2008
2009
2008
2008
2008
2009
2008
2008
2008
2009
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020

Sep 03,
Mar 03,
Sep 03,
Sep 03,
Sep 03,
Mar 03
Sep 03,
Sep 03,
Sep 03,
Mar 03
Jun 15,
Jun 15,
Jun 15,
Dec 15
Jun 15,
Jun 15,
Jun 15,
Dec 15
Jun 15,
Jun 15,
Jun 15,
Dec 15
Jun 15,
Dec 15

2008
2009
2008
2008
2008
2009
2008
2008
2008
2009
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020
2020

R

g3 3
%%

33
%%

R
%9

PATENT
CODES

DP

%% 999

9% %

999

%%

U- 949
U- 950
U951

U949
U- 950
U- 951

U- 951
U- 950
U- 949

U- 949
U- 950
U- 951

U- 949
U- 950
U951

U- 949
U- 950
U- 951

U- 949
U- 950
U- 951

U951
U- 950
U- 949

U- 949
U- 950
U- 951

U- 949
U- 950
U- 951

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

NP
PED

NP
PED

Jan
Jul 30, 2012

Jan
Jul 30, 2012

EXCLUSI VI TY
EXPI RATI ON
DATE

30, 2012

30, 2012



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PRCD EXPEE¢E|CN
NO PATENT NO
DI LTI AZEM HYDROCHLORI DE - CARDI ZEM CD
020062 005 5286497 May 20, 2011
5439689 Aug 08, 2012
5470584 May 20, 2011
DI NOPROSTONE - CERVI DI L
020411 001 >A> 5269321 Jul 14, 2012

DI VALPROEX SODI UM -

DI VALPROEX SODI UM

077567 002

DOXERCALCI FEROL - HECTOROL
021027 001 5707980

ELTROVBOPAG OLAM NE - PROVACTA
022291 001 7473686

ELTROVBOPAG OLAM NE - PROVACTA
022291 002 7473686

ESCI TALOPRAM OXALATE - LEXAPRO
021323 001

ESCI TALOPRAM OXALATE - LEXAPRO
021323 002

ESCI TALOPRAM OXALATE - LEXAPRO
021323 003

ESCI TALOPRAM OXALATE - LEXAPRO
021365 001

ESOVEPRAZOLE MAGNESI UM - NEXI UM
021153 001

ESOVEPRAZOLE MAGNESI UM - NEXI UM
021153 002

ESOVEPRAZOLE MAGNESI UM - NEXI UM
021957 001

ESOVEPRAZOLE MAGNESI UM - NEXI UM
021957 002

ESOVEPRAZOLE MAGNESI UM - NEXI UM
022101 001

ESTRADI OL - ELESTRI N
021813 001 7470433

EVEROLI MUS - AFI NI TOR
022334 001 5665772

6004973

7297703

Aug 17, 2010

Jul 24, 2021

Jul 24, 2021

Aug 03, 2021

2014
2016
2019

Sep
Jul

09,
12,
06

PATENT
CODES

DP
DP U 107
DP

DP U 110

U321

DS DP U-930

DS DP U-930

%%

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

PC

NPP

NPP

NPP

NPP

>A> NPP
>A> PED

>A> NPP
>A> PED

>A> NPP
>A> PED

>A> NPP
>A> PED

>A> NPP
>A> PED

EXCLUSI VI TY

EXPI RATI ON
DATE

Aug 01, 2009

Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Apr 28, 2009
Cct 28, 2009
Apr 28, 2009
Cct 28, 2009
Apr 28, 2009
Cct 28, 2009
Apr 28, 2009
Cct 28, 2009
Feb 27, 2011
Aug 27, 2011
Mar 30, 2014



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PRCD EXPEE?EICN
NO PATENT NO
EVEROLI MUS - AFI NI TOR
022334 002 5665772 Sep 09, 2014
6004973 Jul 12, 2016
7297703 Dec 06, 2019
FEBUXCSTAT - ULORIC
021856 001 5614520 Mar 25, 2014
6225474 Jun 18, 2019
7361676 Mar 08, 2024
FEBUXCSTAT - ULCORIC
021856 002 5614520 Mar 25, 2014
6225474 Jun 18, 2019
7361676 Mar 08, 2024

FLUDARABI NE PHOSPHATE -

FLUDARABI NE PHOSPHATE

022273 001

FLUOXET! NE HYDROCHLORI DE -

7148207

Dec 20, 2022

PROZAC

018936 001

FLUOXET! NE HYDROCHLORI DE -

6960577

Nov 01, 2017

PROZAC

018936 003

FLUOXETI NE HYDROCHLORI DE -

6960577

Nov 01, 2017

PROZAC

018936 006

FLUOXETI NE HYDROCHLORI DE; OLANZAPI NE -

6960577

Nov 01, 2017

SYMBYAX

021520 001

FLUOXETI NE HYDROCHLORI DE; OLANZAPI NE -

6960577

Nov 01, 2017

SYMBYAX

021520 002

FLUOXETI NE HYDROCHLORI DE; OLANZAPI NE -

6960577

Nov 01, 2017

SYMBYAX

021520 003

FLUOXET! NE HYDROCHLORI DE; OLANZAPI NE -

6960577

Nov 01, 2017

SYMBYAX

021520 004

FLUOXET! NE HYDROCHLORI DE; OLANZAPI NE -

6960577

Nov 01, 2017

SYMBYAX

021520 005

6960577

Nov 01, 2017

2 3

g 3

PATENT
CODES

DP
DP

U- 954

U- 954

U- 944

U- 963

U- 963

U- 963

U- 962

U- 962

U- 962

U- 962

U- 962

PATENT
DELI ST

REQUESTED CODE( S)

NCE

NDF

1 -589

1-589

1-589

|1 -593

|1 -593

|1 -593

|1 -593

1 -593

EXCLUSI VI TY

EXCLUSI VI TY
EXPI RATI ON
DATE
Mar 30, 2014
Feb 13, 2014
Feb 13, 2014
Dec 18, 2011
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD

NO

FLUTI CASONE PROPI ONATE -

PATENT NO

PATENT
EXPI RATI ON
DATE

FLOVENT DI SKUS 100

020833 002

FLUTI CASONE PROPI ONATE -

5590645
5590645* PED
5860419
5860419* PED
5873360
5873360* PED
6032666
6032666* PED
6378519
6378519* PED
6536427
6536427* PED
6792945
6792945* PED
7225808
7225808* PED
7389775
7389775* PED

Mar 01
Sep 01,
Mar 01
Sep 01,
Feb 23
Aug 23,
Mar 01
Sep 01
Mar 01
Sep 01
Mar 01
Sep 01
Mar 01
Sep 01, 2011
Mar 01, 2011
Sep 01, 2011
Mar 01, 2011
Sep 01, 2011

2011
2011
2011
2011
2016
2016
2011
2011
2011
2011
2011
2011
2011

FLOVENT DI SKUS 250

020833 003

5590645
5590645* PED
5860419
5860419* PED
5873360
5873360* PED
6032666
6032666* PED
6378519
6378519* PED
6536427
6536427* PED
6792945
6792945* PED
7225808
7225808* PED
7389775
7389775* PED

Mar 01
Sep 01
Mar 01
Sep 01
Feb 23
Aug 23,
Mar 01
Sep 01
Mar 01
Sep 01
Mar 01,
Sep 01
Mar 01
Sep 01
Mar 01
Sep 01
Mar 01
Sep 01

2011
2011
2011
2011
2016
2016
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011

PATENT
CODES

DP

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

EXCLUSI VI TY
EXPI RATI ON
DATE

A-10



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD
NO

FLUTI CASONE PROPI ONATE -

PATENT NO

FLOVENT

PATENT
EXPI RATI ON
DATE

DI SKUS 50

020833 001

5590645
5590645* PED
5860419
5860419* PED
5873360
5873360* PED
6032666
6032666* PED
6378519
6378519* PED
6536427* PED
6792945
6792945* PED
7225808
7225808* PED
7389775
7389775* PED

Mar 01
Sep 01,
Mar 01
Sep 01,
Feb 23
Aug 23,
Mar 01,
Sep 01,
Mar 01,
Sep 01,
Sep 01,
Mar 01,
Sep 01,
Mar 01,
Sep 01,
Mar 01
Sep 01,

2011
2011
2011
2011
2016
2016
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011
2011

PATENT
CODES

DP

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

EXCLUSI VI TY
EXPI RATI ON
DATE

A-11



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD

NO

FLUTI CASONE PROPI ONATE -

PATENT NO

PATENT
EXPI RATI ON
DATE

FLOVENT HFA

021433 001

5658549
5658549* PED
5674472
5674472* PED
6161724
6161724* PED
6170717
6170717* PED
6251368
6251368* PED
6253762
6253762* PED
6315173
6315173* PED
6431168
6431168* PED
6435372
6435372* PED
6510969
6510969* PED
6546928
6546928* PED
6596260
6596260* PED
6743413
6743413* PED
6938796
6938796* PED
6966467
6966467* PED
6997349
6997349* PED
7107986
7107986* PED
7143908
7143908* PED
7350676
7350676* PED
7500444
7500444* PED

Aug 19,
Feb 19,
Cct 07,
Apr 07,
Jan 16,
Jul 16,
Dec 283,
Jun 23,
Dec 04,
Jun 04,
Apr 14,
Cct 14,
Jun 23,
Jun 23,
Jun 08,
Dec 08
Jan 16,
Jul 16
Dec 283,
Jun 23,
Apr 14,
Cct 14,
Aug 10,
Feb 10,
Jun 01,
Dec 01,
Jan 16,
Jul 16,
Dec 23
Jun 23,
Jan 16,
Jul 16
Jun 08,
Dec 08,
Jan 16, 2018
Jul 16, 2018
Aug 24, 2018
Feb 24, 2019
Jan 04, 2025
Jul 04, 2025

2014
2015
2014
2015
2018
2018
2017
2018
2012
2013
2015
2015
2017
2018
2018
2018
2018
2018
2017
2018
2015
2015
2014
2015
2021
2021
2018
2018
2017
2018
2018
2018
2018
2019

PATENT
CODES

DP

DP

U- 710

U- 582

U- 583

U- 581

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

EXCLUSI VI TY
EXPI RATI ON
DATE

A-12



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD

NO

FLUTI CASONE PROPI ONATE -

PATENT NO

PATENT
EXPI RATI ON
DATE

FLOVENT HFA

021433 002

5658549
5658549* PED
5674472
5674472* PED
6161724
6161724* PED
6170717
6170717* PED
6251368
6251368* PED
6253762
6253762* PED
6315173
6315173* PED
6431168
6431168* PED
6435372
6435372* PED
6510969
6510969* PED
6546928
6546928* PED
6596260
6596260* PED
6743413
6743413* PED
6938796
6938796* PED
6966467
6966467* PED
6997349
6997349* PED
7107986
7107986* PED
7143908
7143908* PED
7350676
7350676* PED
7500444
7500444* PED

Aug 19,
Feb 19,
Cct 07,
Apr 07,
Jan 16,
Jul 16,
Dec 283,
Jun 23,
Dec 04,
Jun 04,
Apr 14,
Cct 14,
Dec 23
Jun 23,
Jun 08,
Dec 08
Jan 16,
Jul 16
Dec 283,
Jun 23,
Apr 14,
Cct 14,
Aug 10,
Feb 10,
Jun 01,
Dec 01,
Jan 16,
Jul 16,
Dec 23
Jun 23,
Jan 16,
Jul 16
Jun 08,
Dec 08,
Jan 16, 2018
Jul 16, 2018
Aug 24, 2018
Feb 24, 2019
Jan 04, 2025
Jul 04, 2025

2014
2015
2014
2015
2018
2018
2017
2018
2012
2013
2015
2015
2017
2018
2018
2018
2018
2018
2017
2018
2015
2015
2014
2015
2021
2021
2018
2018
2017
2018
2018
2018
2018
2019

PATENT
CODES

DP

DP

U- 710

U- 582

U- 583

U- 581

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

EXCLUSI VI TY
EXPI RATI ON
DATE

A-13



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD

NO

FLUTI CASONE PROPI ONATE -

PATENT NO

PATENT
EXPI RATI ON
DATE

FLOVENT HFA

021433 003

5658549
5658549* PED
5674472
5674472* PED
6161724
6161724* PED
6170717
6170717* PED
6251368
6251368* PED
6253762
6253762* PED
6315173
6315173* PED
6431168
6431168* PED
6435372
6435372* PED
6510969
6510969* PED
6546928
6546928* PED
6596260
6596260* PED
6743413
6743413* PED
6938796
6938796* PED
6966467
6966467* PED
6997349
6997349* PED
7107986
7107986* PED
7143908
7143908* PED
7350676
7350676* PED
7500444
7500444* PED

Aug 19,
Feb 19,
Cct 07,
Apr 07,
Jan 16,
Jul 16,
Dec 283,
Jun 23,
Dec 04,
Jun 04,
Apr 14,
Cct 14,
Dec 23
Jun 23,
Jun 08,
Dec 08
Jan 16,
Jul 16
Dec 283,
Jun 23,
Apr 14,
Cct 14,
Aug 10,
Feb 10,
Jun 01,
Dec 01,
Jan 16,
Jul 16,
Dec 23
Jun 23,
Jan 16,
Jul 16
Jun 08,
Dec 08,
Jan 16, 2018
Jul 16, 2018
Aug 24, 2018
Feb 24, 2019
Jan 04, 2025
Jul 04, 2025

2014
2015
2014
2015
2018
2018
2017
2018
2012
2013
2015
2015
2017
2018
2018
2018
2018
2018
2017
2018
2015
2015
2014
2015
2021
2021
2018
2018
2017
2018
2018
2018
2018
2019

PATENT
CODES

DP

DP

%%

3%

U- 710
U- 710

U- 582
U- 582

U- 583
U- 583

U- 581
U- 581

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

EXCLUSI VI TY
EXPI RATI ON
DATE

A-14



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD
NO

PATENT
DELI ST
REQUESTED

FLUTI CASONE PROPI ONATE; SALMETEROL Xl NAFOATE - ADVAI R DI SKUS 100/ 50

021077 001

FLUTI CASONE PROPI ONATE; SALMETEROL XI NAFCATE -

ADVAI R DI SKUS 250/ 50

021077 002

PATENT
EXPI RATI ON PATENT
PATENT NO DATE CODES
5590645 Mar 01, 2011 DP
5590645*PED Sep 01, 2011
5860419 Mar 01, 2011 DP
5860419*PED Sep 01, 2011
5873360 Feb 23, 2016 DP
5873360*PED Aug 23, 2016
6032666 Mar 01, 2011 DP
6032666*PED Sep 01, 2011
6378519 Mar 01, 2011 DP
6378519*PED Sep 01, 2011
6792945 Mar 01, 2011 DP
6792945*PED Sep 01, 2011
7225808 Mar 01, 2011 DP
7225808*PED Sep 01, 2011
7389775 Mar 01, 2011 DP
7389775*PED Sep 01, 2011
5590645 Mar 01, 2011 DP
5590645*PED Sep 01, 2011
5860419 Mar 01, 2011 DP
5860419*PED Sep 01, 2011
5873360 Feb 23, 2016 DP
5873360*PED Aug 23, 2016
6032666 Mar 01, 2011 DP
6032666*PED Sep 01, 2011
6378519 Mar 01, 2011 DP
6378519*PED Sep 01, 2011
6792945 Mar 01, 2011 DP
6792945*PED Sep 01, 2011
7225808 Mar 01, 2011 DP
7225808*PED Sep 01, 2011
7389775 Mar 01, 2011 DP
7389775*PED Sep 01, 2011

EXCLUSI VI TY
CODE( S)

M 84

M 84

EXCLUSI VI TY
EXPI RATI ON
DATE

Mar 31, 2012

Mar 31, 2012

A-15



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT PATENT
APPL/ PRCD EXPEE?EICN PATENT Réé%éé?&D
NO PATENT NO CODES
FLUTI CASONE PROPI ONATE; SALMETEROL Xl NAFQATE - ADVAI R DI SKUS 500/ 50

021077 003 5590645 Mar 01, 2011 DP
5590645*PED Sep 01, 2011
5860419 Mar 01, 2011 DP
5860419*PED Sep 01, 2011
5873360 Feb 23, 2016 DP
5873360*PED Aug 23, 2016
6032666 Mr 01, 2011 DP
6032666*PED Sep 01, 2011
6378519 Mar 01, 2011 DP
6378519*PED Sep 01, 2011
6792945 Mar 01, 2011 DP
6792945*PED Sep 01, 2011
7225808 Mar 01, 2011 DP
7225808*PED Sep 01, 2011
7389775 Mar 01, 2011 DP
7389775*PED Sep 01, 2011

EXCLUSI VI TY
CODE( S)

M 84

EXCLUSI VI TY
EXPI RATI ON
DATE

Mar 31, 2012

A-16



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD
NO

021254 001

PATENT
EXPI RATI ON PATENT
PATENT NO DATE CODES
FLUTI CASONE PROPI ONATE; SALMETEROL XI NAFOATE - ADVAI R HFA
5658549 Aug 19, 2014 DP U 738
5658549*PED Feb 19, 2015 U-738
5674472 Cct 07, 2014 DP
5674472*PED Apr 07, 2015
6161724 Jan 16, 2018 DP
6161724*PED Jul 16, 2018
6170717 Dec 23, 2017 DP
6170717*PED Jun 23, 2018
6251368 Dec 04, 2012 DP
6251368*PED Jun 04, 2013
6253762 Apr 14, 2015 DP U738
6253762*PED Cct 14, 2015 U- 738
6315173 Dec 23, 2017 DP
6315173*PED Jun 23, 2018
6341168 Jun 08, 2018 DP
6341168*PED Dec 08, 2018
6435372 Jan 16, 2018 DP
6435372*PED Jul 16, 2018
6510969 Dec 23, 2017
6510969*PED Jun 23, 2018
6546928 Apr 14, 2015 DP
6546928*PED Oct 14, 2015
6596260 Aug 10, 2014 DP
6596260*PED Feb 10, 2015
6743413 Jun 01, 2021 U 841
6743413*PED Dec 01, 2021 U- 841
6938796 Jan 16, 2018 DP
6938796*PED Jul 16, 2018
6966467 Dec 23, 2017 DP
6966467*PED Jun 23, 2018
6997349 Jan 16, 2018 DP
6997349*PED Jul 16, 2018
7107986 Jun 08, 2018 DP
7107986*PED Dec 08, 2018
7143908 Jan 16, 2018 DP
7143908*PED Jul 16, 2018
7350676 Aug 24, 2018 DP
7350676*PED Feb 24, 2019
7500444 Jan 04, 2025 DP
7500444*PED Jul 04, 2025

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

EXCLUSI VI TY
EXPI RATI ON
DATE

A-17



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD
NO

PATENT NO

PATENT
EXPI RATI ON
DATE

PATENT
CODES

FLUTI CASONE PROPI ONATE; SALMETEROL XI NAFCATE - ADVAI R HFA

021254 002

5658549
5658549* PED
5674472
5674472* PED
6161724
6161724* PED
6170717
6170717* PED
6251368
6251368* PED
6253762
6253762* PED
6315173
6315173* PED
6341168
6341168* PED
6435372
6435372* PED
6510969
6510969* PED
6546928
6546928* PED
6596260
6596260* PED
6743413
6743413* PED
6938796
6938796* PED
6966467
6966467* PED
6997349
6997349* PED
7107986
7107986* PED
7143908
7143908* PED
7350676
7350676* PED
7500444
7500444* PED

Aug 19, 2014
Feb 19, 2015
Cct 07, 2014
Apr 07, 2015
Jan 16, 2018
Jul 16, 2018
Dec 23, 2017
Jun 23, 2018
Dec 04, 2012
Jun 04, 2013
Apr 14, 2015
Cct 14, 2015
Dec 23, 2017
Jun 23, 2018
Jun 08, 2018
Dec 08, 2018
Jan 16, 2018
Jul 16, 2018
Dec 23, 2017
Jun 23, 2018
Apr 14, 2015
Cct 14, 2015
Aug 10, 2014
Feb 10, 2015
Jun 01, 2021
Dec 01, 2021
Jan 16, 2018
Jul 16, 2018
Dec 23, 2017
Jun 23, 2018
Jan 16, 2018
Jul 16, 2018
Jun 08, 2018
Dec 08, 2018
Jan 16, 2018
Jul 16, 2018
Aug 24, 2018
Feb 24, 2019
Jan 04, 2025
Jul 04, 2025

DP
DP
DP
DP
DP

9 ¥9Y99Y98T 9

$%%99

9

U- 738
U- 738

U- 738
U- 738

U- 841
U- 841

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

EXCLUSI VI TY
EXPI RATI ON
DATE
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PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD Epri?E'CN PATENT
NO PATENT NO CODES
FLUTI CASONE PROPI ONATE; SALMETEROL XI NAFOATE - ADVAI R HFA
021254 003 5658549 Aug 19, 2014 DP U738
5658549*PED Feb 19, 2015 DP U-738
5674472 Gt 07, 2014 DP
5674472*PED Apr 07, 2015 DP
6161724 Jan 16, 2018 DP
6161724*PED Jul 16, 2018
6170717 Dec 23, 2017 DP
6170717*PED Jun 23, 2018
6251368 Dec 04, 2012 DP
6251368*PED Jun 04, 2013 DP
6253762 Apr 14, 2015 DP U 738
6253762*PED Cct 14, 2015 DP U-738
6315173 Dec 23, 2017 DP
6315173*PED Jun 23, 2018 DP
6341168 Jun 08, 2018 DP
6341168*PED Dec 08, 2018
6435372 Jan 16, 2018 DP
6435372*PED Jul 16, 2018
6510969 Dec 23, 2017 DP
6510969*PED Jun 23, 2018 DP
6546928 Apr 14, 2015 DP
6546928*PED Cct 14, 2015 DP
6596260 Aug 10, 2014 DP
6596260*PED Feb 10, 2015
6743413 Jun 01, 2021 U- 841
6743413*PED Dec 01, 2021 U- 841
6938796 Jan 16, 2018 DP
6938796*PED Jul 16, 2018
6966467 Dec 23, 2017 DP
6966467*PED Jun 23, 2018
6997349 Jan 16, 2018 DP
6997349*PED Jul 16, 2018
7107986 Jun 08, 2018 P
7107986*PED Dec 08, 2018
7143908 Jan 16, 2018 P
7143908*PED Jul 16, 2018
7350676 Aug 24, 2018 DP
7350676*PED Feb 24, 2019
7500444 Jan 04, 2025 DP
7500444*PED Jul 04, 2025
FLUVOXAM NE NMALEATE - LUVOX
021519 001
FLUVOXAM NE NMALEATE - LUVOX
021519 002
FLUVOXAM NE NMALEATE - LUVOX
021519 003
FOSPROPOFOL DI SODI UM - LUSEDRA
022244 001 6204257 Jun 07, 2018 DS DP U 945

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

M 83

M 83

M 83

EXCLUSI VI TY
EXPI RATI ON
DATE
Apr 14, 2011
Apr 14, 2011
Apr 14, 2011
Dec 12, 2013
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PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD EXPBE?E'CN
NO PATENT NO
GADCDI AM DE - OWNI SCAN
022066 002 5362475 Nov 08, 2011
GLATI RAMER ACETATE - COPAXONE
020622 001
GLATI RAMER ACETATE - COPAXONE
020622 002
GOSERELI N ACETATE - ZOLADEX
019726 001 7500964 Feb 26, 2021
GOSERELI N ACETATE - ZOLADEX
020578 001 7500964 Feb 26, 2021
HYDROCHLOROTHI AZI DE; TELM SARTAN - M CARDI S HCT
021162 003 5591762 Jan 07, 2014
| MATI NI B MESYLATE - GLEEVEC
021588 001
| MATI Nl B MESYLATE - GLEEVEC
021588 002
I NSULI N DETEM R RECOVBI NANT - LEVEM R
021536 001 5750497 May 16, 2019
I NSULI N GLARG NE RECOVBI NANT - LANTUS
021081 001 5656722 Aug 12, 2014
5656722*PED Feb 12, 2015
7476652 Jul 23, 2023
7476652*PED Jan 23, 2024

I NSULI N GLULI SI NE RECOVBI NANT - API DRA

I NSULI N GLULI SI NE RECOVBI NANT - API DRA SOLOSTAR

021629 002
021629 003
| ODI XANCOL - VI SI PAQUE 270
020351 001 5366722
RE36418
| ODI XANOL - VI SI PAQUE 270
020808 001 5366722
RE36418
| ODI XANOL - VI SI PAQUE 320
020351 002 RE36418
I ODI XANOL - VI SI PAQUE 320
020808 002 RE36418
| XABEPI LONE - | XEMPRA KI T
022065 001 6605599
6670384
6670384
7022330
7125899

>A> 7312237

Jul

Jul

May
Jan
Jan
Jan

Aug

22,
12,

22,
12,

12,

12,

26
23
23
23
26
21,

2011
2011

2011
2011

2011

2011

2018
2022
2022
2022
2018
2024

PATENT
CODES

DP U- 668

DP U-948

9%

%%

9

U- 961
U- 960
U- 959
U- 958
U- 957
U- 965

T8 %999

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

1 -594

1 -594

1-583

|1 -583

NPP

Feb 27,

Feb 27,

Dec 19

Dec 19

Apr 16,

Cct 24,
Apr 16,

EXCLUSI VI TY
EXPI RATI ON
DATE

2012

2012

2011

2011

2009

2011
2009

A-20



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PRCD Eprﬁ?E'CN PATENT
NO PATENT NO CODES
| XABEPI LONE - | XEMPRA KI T
022065 002 6605599 May 26, 2018 DS DP U 961
6670384 Jan 23, 2022 DP U- 960
6670384 Jan 23, 2022 DP U- 959
7022330 Jan 23, 2022 DP U- 958
7125899 May 26, 2018 DS DP U 957
>A> 7312237 Aug 21, 2024 U- 965
LANSOPRAZOLE - PREVACI D
020406 001
LANSOPRAZOLE - PREVACI D
020406 002
LANSOPRAZOLE - PREVACI D
021281 001
LANSOPRAZOLE - PREVACI D
021281 002
LANSOPRAZOLE - PREVACI D
021428 001 7431942 May 17, 2019 DP
7431942*PED Nov 17, 2019
LANSOPRAZOLE - PREVACI D
021428 002 7431942 May 17, 2019 DP
7431942*PED Nov 17, 2019
LANSOPRAZOLE - PREVACID IV
021566 001 4628098 May 10, 2009 DS
4628098*PED Nov 10, 2009
7396841 Aug 17, 2021 DP U 947
7396841*PED Feb 17, 2022
LANSOPRAZOLE; NAPROXEN - PREVACI D NAPRAPAC 500 ( COPACKAGED)
021507 004 4628098 May 10, 2009 DS
4628098*PED Nov 10, 2009
5045321 Sep 03, 2008 DP
5045321*PED Mar 03, 2009
5093132 Sep 03, 2008 DP
5093132*PED Mar 03, 2009
5433959 Sep 03, 2008 DP
5433959*PED Mar 03, 2009
LANTHANUM CARBONATE - FOSRENOL
021468 001 5968976 ct 26, 2018 DP U 613
LANTHANUM CARBONATE - FOSRENOL
021468 002 5968976 ct 26, 2018 DP U613
LANTHANUM CARBONATE - FOSRENOL
021468 003 5968976 oct 26, 2018 DP U613
LANTHANUM CARBONATE - FOSRENOL
021468 004 5968976 ct 26, 2018 DP U613

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

M 85
PED

>A>
>A>

>A>
>A>

M 85
PED

M 85
PED

>SA>
>SA>

M 85
PED

>A>
>A>

>A>
>A>

M 85
PED

>A>
>A>

M 85
PED

EXCLUSI VI TY
EXPI RATI ON
DATE
ot 28, 2011
Apr 28, 2012
Oct 28, 2011
Apr 28, 2012
ot 28, 2011
Apr 28, 2012
Ooct 28, 2011
Apr 28, 2012
Ot 28, 2011
Apr 28, 2012
Ot 28, 2011
Apr 28, 2012
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PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009

See List footnote for information regarding List content

PATENT PATENT EXCLUSI VI TY
EXPI RATI ON DELI ST EXCLUSI VI TY EXPI RATI ON
APPL/ PRCD PATENT
NO PATENT NO DATE CODES REQUESTED CODE( S) DATE
LEVETI RACETAM - KEPPRA XR
022285 002 NDF Sep 12, 2011
LI DOCAI NE HYDROCHLORI DE - ZI NGO
022114 001 NPP Jan 08, 2012
MEVANTI NE HYDROCHLORI DE - NAMENDA
021487 001 5061703 Apr 11, 2015 U- 539
MENMANTI NE HYDROCHLORI DE - NAMENDA
021487 002 5061703 Apr 11, 2015 U- 539
MENMANTI NE HYDROCHLORI DE - NAMENDA
021627 001 5061703 Apr 11, 2015 U- 539
M LNACI PRAN HYDROCHLORI DE - SAVELLA
022256 001 6602911 Nov 05, 2021 U- 882 NCE Jan 14, 2014
>A> 6992110 Nov 05, 2021 U- 882
M LNACI PRAN HYDROCHLORI DE - SAVELLA
022256 002 6602911 Nov 05, 2021 U- 882 NCE Jan 14, 2014
>A> 6992110 Nov 05, 2021 U- 882
M LNACI PRAN HYDROCHLORI DE - SAVELLA
022256 003 6602911 Nov 05, 2021 U- 882 NCE Jan 14, 2014
>A> 6992110 Nov 05, 2021 U- 882
M LNACI PRAN HYDROCHLORI DE - SAVELLA
022256 004 6602911 Nov 05, 2021 U- 882 NCE Jan 14, 2014
>A> 6992110 Nov 05, 2021 U- 882

MOVETASONE FUROATE - ASMANEX TW STHALER
021067 002 5394868 Jun 25, 2012 DP NPP Feb 01, 2011

5394868*PED Dec 25, 2012

5687710 Nov 18, 2014 DP
5687710*PED May 18, 2015

5829434 Nov 03, 2015 DP
5829434*PED May 03, 2016

5889015 Jan 27, 2014 U- 645
5889015*PED Jul 27, 2014

6057307 Jan 27, 2014 DP U- 645
6057307*PED Jul 27, 2014

6240918 Feb 20, 2017 DP
6240918*PED Aug 20, 2017

6365581 Jan 27, 2014 U 645
6365581*PED Jul 27, 2014

6503537 Mar 17, 2018 DP
6503537*PED Sep 17, 2018

6677322 Jan 27, 2014 U- 645
6677322*PED Jul 27, 2014

6949532 Jan 27, 2014 U- 645
6949532*PED Jul 27, 2014

MORPHI NE SULFATE - AVI NZA
021260 005 6066339 Nov 25, 2017 DP




PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD EXPEE?E'CN
NO PATENT NO
MORPHI NE SULFATE - AVI NZA
021260 006 6066339 Nov 25, 2017
N TROGLYCERI N - NI TROM ST
021780 001 5869082 Apr 16, 2016
OLANZAPI NE - ZYPREXA
020592 001 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA
020592 002 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA
020592 003 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA
020592 004 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA
020592 005 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA
020592 006 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA ZYDI S
021086 001 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA ZYDI S
021086 002 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA ZYDI S
021086 003 6960577 Nov 01, 2017
OLANZAPI NE - ZYPREXA ZYDI S
021086 004 6960577 Nov 01, 2017
OMEGA- 3- ACI D ETHYL ESTERS - LOVAZA
021654 001 5656667 Apr 10, 2017
OXYBUTYNI N CHLORI DE - GELN QUE
022204 001 7029694 Apr 26, 2020
7179483 Apr 26, 2020
PALI PERI DONE - | NVEGA
021999 006 5158952 Cct 27, 2009
PANTOPRAZOLE SODI UM - PROTONI X
020987 001 4758579 Jul 19, 2010
4758579*PED Jan 19, 2011
5997903 Dec 07, 2016
5997903*PED Jun 07, 2017
PANTOPRAZOLE SCODI UM - PROTONI X
020987 002 4758579 Jul 19, 2010
4758579*PED Jan 19, 2011
5997903 Dec 07, 2016
5997903*PED Jun 07, 2017

PATENT
CODES

DP

U- 963

U- 963

U- 963

U- 963

U- 963

U- 963

U- 964

U- 964

U- 964

U- 964

DP U 822

DP U 318
U- 318

DP U-90

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

1-591

1-591

1-591

1-591

1-591

1-591

1-591

1-591

1-591

1-591

NDF

EXCLUSI VI TY
EXPI RATI ON
DATE
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Mar 19, 2012
Jan 27, 2012
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PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

APPL/ PRCD
NO PATENT NO
PANTOPRAZOLE SCDI UM - PROTON X
022020 001 4758579
4758579* PED
PANTOPRAZOLE SCDI UM - PROTONI X |V
020988 001 4758579
4758579* PED
6780881
6780881* PED
7351723
7351723* PED

PHENTOLAM NE MESYLATE - ORAVERSE

022159 001 >A>
>A>
>A>

PRAMLI NTI DE ACETATE

6764678
6872390
7229630

- SYM.IN

021332 002

PRAMLI NTI DE ACETATE

5814600
5814600
5814600
5998367
6114304
6114304
6608029
6608029
6608029
6610824
7407934
7407934

- SYM.IN

021332 003

QUETI APl NE FUMARATE

5814600
5814600
5814600
5998367
6114304
6114304
6608029
6608029
6608029
6610824
7407934
7407934

- SEROQUEL

020639 001

QUETI APl NE FUMARATE

4879288
4879288* PED

- SEROQUEL

020639 002

4879288
4879288* PED

Jul
Jan

Jul

Jan
Nov
May
Nov
May

May
May
Jun

Sep
Mar

Sep
Mar

PATENT
EXPI RATI ON
DATE

19,
19,

19,
19,
17,
17,
17,
17,

11,
11,
20

29,
29,
29,
08
05
05
07,
07,
07,
03,
08,
08,

29
29
29
08
05
05
07,
07,
07,
03,
08,
08,

26
26

26
26

2010
2011

2010
2011
2021
2022
2021
2022

2021
2021
2023

2015
2015
2015
2011
2017
2017
2013
2013
2013
2011
2011
2011

2015
2015
2015
2011
2017
2017
2013
2013
2013
2011
2011
2011

2011
2012

2011
2012

PATENT
CODES

DS DP U 859

U967

9%

U- 639
U- 638
U- 637

U- 640
U- 637
U- 641
U- 640
U- 637

U- 640
U- 637

U- 639
U- 638
U- 637

U- 640
U- 637
U- 641
U- 640
U- 637

U- 640
U- 637

DS DP U550

DS DP U-550

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

1-560
1-503
PED
PED

1-560
1-503
PED
PED

EXCLUSI VI TY

EXPI RATI ON
DATE

May
Cct
Nov

Apr

May
Cct
Nov

Apr

13
20

20

13
20
13
20

2011
2009
2011
2010

2011
2009
2011
2010
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PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD EXPBE?E'CN
NO PATENT NO
QUETI API NE FUVARATE - SEROQUEL
020639 003 4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
QUETI API NE FUVARATE - SEROQUEL
020639 004 4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
QUETI API NE FUVARATE - SEROQUEL
020639 005 4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
QUETI API NE FUVARATE - SEROQUEL
020639 006 4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
QUETI API NE FUVARATE - SEROQUEL
020639 007 4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
QUETI API NE FUVARATE - SEROQUEL XR
022047 001 4879288 Sep 26, 2011
4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
5948437 May 28, 2017
5948437 May 28, 2017
5948437*PED Nov 28, 2017
QUETI APl NE FUVARATE - SEROQUEL XR
022047 002 4879288 Sep 26, 2011
4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
5948437 May 28, 2017
5948437 May 28, 2017
5948437*PED Nov 28, 2017
QUETI API NE FUMARATE - SEROQUEL XR
022047 003 4879288 Sep 26, 2011
4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
5948437 May 28, 2017
5948437 May 28, 2017
5948437*PED Nov 28, 2017

PATENT
CODES

DS DP U-550

DS DP U550

DS DP U-550

DS DP U-550

DS DP U-550

U- 814
U- 601

7 3
9 %

U- 814
U- 601

9 3

U- 814
U- 601

g 3
%%

U- 814
U-601

%%

U- 814
U- 601

7 3
%%

U- 814
U- 601

9%

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

1-560
1-503
PED
PED

1-560
1-503
PED
PED

1-560
1-503
PED
PED

1-560
1-503
PED
PED

1-560
1-503
PED
PED

D- 117
1-576
1-575
1-574
NDF
PED
PED

D-117
1-576
1-575
1-574

PED
PED

D-117
1-576
1-575
1-574

PED
PED

EXCLUSI VI TY
EXPI RATI ON
DATE
My 13, 2011
Oct 20, 2009
Nov 13, 2011
Apr 20, 2010
May 13, 2011
Oct 20, 2009
Nov 13, 2011
Apr 20, 2010
My 13, 2011
Oct 20, 2009
Nov 13, 2011
Apr 20, 2010
May 13, 2011
Oct 20, 2009
Nov 13, 2011
Apr 20, 2010
My 13, 2011
Oct 20, 2009
Nov 13, 2011
Apr 20, 2010
Oct 08, 2011
Oct 08, 2011
Oct 08, 2011
Oct 08, 2011
My 17, 2010
Apr 08, 2012
Nov 17, 2010
Ooct 08, 2011
Oct 08, 2011
Oct 08, 2011
Ooct 08, 2011
May 17, 2010
Apr 08, 2012
Nov 17, 2010
oct 08, 2011
Oct 08, 2011
Ooct 08, 2011
Oct 08, 2011
My 17, 2010
Apr 08, 2012
Nov 17, 2010
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PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD EXPBE?E'CN
NO PATENT NO
QUETI API NE FUVARATE - SEROQUEL XR
022047 004 4879288 Sep 26, 2011
4879288 Sep 26, 2011
4879288*PED WMar 26, 2012
5948437 May 28, 2017
5948437 May 28, 2017
5948437*PED Nov 28, 2017
QUETI APl NE FUVARATE - SEROQUEL XR
022047 005 4879288 Sep 26, 2011
4879288 Sep 26, 2011
4879288*PED Mar 26, 2012
5948437 May 28, 2017
5948437 May 28, 2017
5948437*PED Nov 28, 2017
REM FENTANI L HYDROCHLORI DE - ULTI VA
020630 001 5019583 Jul 12, 2010
5019583*PED Jan 12, 2011
REM FENTANI L HYDROCHLORI DE - ULTI VA
020630 002 5019583 Jul 12, 2010
5019583*PED Jan 12, 2011
REM FENTANI L HYDROCHLORI DE - ULTI VA
020630 003 5019583 Jul 12, 2010
5019583*PED Jan 12, 2011
REPAGLI NI DE - PRANDI N
020741 001 >A> 6677358 Jun 12, 2018
REPAGLI NI DE - PRANDI N
020741 002 >A> 6677358 Jun 12, 2018
REPAGLI NI DE - PRANDI N
020741 003 >A> 6677358 Jun 12, 2018
RI SEDRONATE SCODI UM - ACTONEL
020835 001  >A> 5583122 Dec 10, 2013
>A> 5583122*PED Jun 10, 2014
>A> 6096342 Nov 22, 2011
>A> 6096342*PED May 22, 2012
>A> 6165513 Jun 10, 2018
>A> 6165513*PED Dec 10, 2018
RI SEDRONATE SCDI UM - ACTONEL
020835 002 >A> 5583122 Dec 10, 2013
>A> 5583122*PED Jun 10, 2014
>A> 6096342 Nov 22, 2011
>A> 6096342*PED May 22, 2012
>A> 6165513 Jun 10, 2018
>A> 6165513*PED Dec 10, 2018

7 3

g 3
%%

PATENT
CODES

DP

U- 814

DP U 601

%%

8%

U- 814
U- 601

U- 814
U- 601

U- 814
U- 601

U- 952

U- 952

U- 952

U- 968

U- 968

U- 968

U-222

U-222

PATENT

DELI ST  EXCLUSI VI TY

REQUESTED CODE( S)

D-117
1-576
1-575
1-574
NDF
PED
PED

D-117
1-576
1-575
1-574

PED
PED

EXCLUSI VI TY
EXPI RATI ON
DATE
Ccct 08, 2011
Ccct 08, 2011
Ccct 08, 2011
Ccct 08, 2011
May 17, 2010
Apr 08, 2012
Nov 17, 2010
Ccct 08, 2011
Ccct 08, 2011
Ccct 08, 2011
Cct 08, 2011
May 17, 2010
Apr 08, 2012
Nov 17, 2010
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PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD EXPEE?EICN
NO PATENT NO
RI SEDRONATE SODI UM - ACTONEL
020835 003 >A> 5583122 Dec 10, 2013
>A> 5583122 Dec 10, 2013
>A> 5583122*PED Jun 10, 2014
>A> 5994329 Jul 17, 2018
>A> 5994329*PED Jan 17, 2019
>A> 6015801 Jul 17, 2018
>A> 6015801*PED Jan 17, 2019
>A> 6096342 Nov 22, 2011
>A> 6096342*PED May 22, 2012
>A> 6165513 Jun 10, 2018
>A> 6165513*PED Dec 10, 2018
>A> 6432932 Jul 17, 2018
>A> 6432932*PED Jan 17, 2019
>A> 6465443 Aug 14, 2018
>A> 6465443*PED Feb 14, 2019
RI SEDRONATE SODI UM - ACTONEL
020835 004 >A> 5583122 Dec 10, 2013
>A> 5583122*PED Jun 10, 2014
>A> 6096342 Nov 22, 2011
>A> 6096342*PED May 22, 2012
>A> 6165513 Jun 10, 2018
>A> 6165513*PED Dec 10, 2018
RI SEDRONATE SODI UM - ACTONEL
020835 005 >A> 5583122 Dec 10, 2013
>A> 5583122*PED Jun 10, 2014
>A> 6165513 Jun 10, 2018
>A> 6165513*PED Dec 10, 2018
>A> 7192938 May 06, 2023
>A> 7192938*PED Nov 06, 2023
RI SPERI DONE - Rl SPERI DONE
076440 001
ROPI Nl ROLE HYDROCHLORI DE - REQUI P XL
022008 006 >A> 5422123 Jun 06, 2012

PATENT
CODES

DS DP
DS DP

U- 756
U222

U- 353

U 353

U- 595

U- 353

U- 353

U- 353

U- 353

REQUESTED

EXCLUSI VI TY
CODE( S)

>A> | - 309
>A> PED

>A> D- 105
>A> PED

>A> NS
>A> PED

PC

>A> NDF

EXCLUSI VI TY

EXPI RATI ON
DATE

Aug 11, 2009
Feb 11, 2010

Apr 16, 2010
oct 16, 2010
Apr 22, 2011
oct 22, 2011
Jul 29, 2009
Jun 13, 2011
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PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 4 - April 2009
See List footnote for information regarding List content

PATENT
APPL/ PROD EXPBE?E'CN
NO PATENT NO
SALMETEROL XI NAFQATE - SEREVENT
020692 001 5590645 Mar 01, 2011
5590645*PED Sep 01, 2011
5860419 Mar 01, 2011
5860419*PED Sep 01, 2011
5873360 Feb 23, 2016
5873360*PED Aug 23, 2016
6032666 Mar 01, 2011
6032666*PED Sep 01, 2011
6378519 Mar 01, 2011
6378519*PED Sep 01, 2011
6536427 Mar 01, 2011
6536427*PED Sep 01, 2011
6792945 Mar 01, 2011
6792945*PED Sep 01, 2011
7225808 Mar 01, 2011
7225808*PED Sep 01, 2011
7389775 Mar 01, 2011
7389775*PED Sep 01, 2011
SILODGSI N - RAPAFLO
022206 001 5780485 Nov 13, 2012
SILODGCSI N - RAPAFLO
022206 002 5780485 Nov 13, 2012
SI NECATECHI NS - VEREGEN
021902 001 5795911 Cct 31, 2020
SOVATROPI N RECOVBI NANT - HUMATROPE
019640 001
SOVATROPI N RECOVBI NANT - HUMATROPE
019640 004 5612315 Mar 18, 2014
SOVATROPI N RECOVBI NANT - HUMATROPE
019640 005 5612315 Mar 18, 2014
SOVATROPI N RECOVBI NANT - HUMATROPE
019640 006 5612315 Mar 18, 2014
SOVATROPI N RECOVBI NANT - HUMATROPE
019640 007 5612315 Mar 18, 2014

SOVATROPI N RECOVBI NANT - NORDI TROPI N NORDI FLEX

021148 004

5849700
5849704

Dec 15, 2015
Dec 15, 2015

SOVATROPI N RECOVBI NANT - NORDI TROPI N NORDI FLEX

021148 005

5849700
5849704

Dec 15, 2015
Dec 15, 2015

SOVATROPI N RECOVBI NANT - NORDI TROPI N NORDI FLEX

021148 006

5849700
5849704

Dec 15, 2015
Dec 15, 2015

PATENT
CODES

DP

U- 902

U- 902

U172

U- 340
U 340

U- 340
U 340

U- 340
U- 340

PATENT
DELI ST
REQUESTED

EXCLUSI VI TY
CODE( S)

1-585

| -585

|1 -585

| -585

| -585

Mar 12,

EXCLUSI VI TY
EXPI RATI ON
DATE

2012

Mar 12, 2012

Mar 12, 2012
Mar 12, 2012
Mar 12, 2012

A-28
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APPL/ PRCD

NO

021148 007

PATENT
EXPI RATI ON
PATENT NO DATE
SOVATROPI N RECOVBI NANT - NORDI TROPI N NORDI FLEX
5849700 Dec 15, 2015
5849704 Dec 15, 2015

SUVMATRI PTAN SUCCI NATE

SUMATRI PTAN SUCCI NATE

SUMATRI PTAN SUCCI NATE

SUMATRI PTAN SUCCI NATE

SUVMATRI PTAN SUCCI NATE

076572 001
SUMATRI PTAN SUCCI NATE -
076840 001
SUMATRI PTAN SUCCI NATE -
076840 002
SUVATRI PTAN SUCCI NATE -
076840 003
SUNI TI NI B MALATE - SUTENT
021938 004 6573293
7125905
7211600
TELBI VUDI NE - TYZEKA
022154 001
TEMOZOLOM DE - TEMODAR
022277 001 5260291
5260291* PED
6987108
TI GECYCLI NE - TYGACI L
021821 001
TOPI RAVATE - TOPAMVAX
020505 001 7498311
7498311* PED
TOPI RAVATE - TOPAMAX
020505 002 7498311
7498311* PED
TOPI RAVATE - TOPAMAX
020505 003 7498311
7498311* PED
TOPI RAVMATE - TOPAMVAX
020505 004 7498311
7498311* PED
TOPI RAVATE - TOPAMVAX
020505 005 7498311
7498311* PED
TOPI RAVATE - TOPAMVAX
020505 006 7498311
7498311* PED

Feb
Feb

Aug
Feb
Sep

11,
11,
08

13
13

13
13

13
13

13
13

13
13

13
13

2021
2021
2020

2013
2014
2023

2015
2016

2015
2016

2015
2016

2015
2016

2015
2016

2015
2016

PATENT
CODES

DP

DS DP
DS DP

DS DP

DP

U- 340
U- 340

U- 703

U- 883

U619

U- 955

U- 955

U- 955

U- 955

U- 955

U- 955

PATENT
DELI ST
REQUESTED

>A>

>A>

>A>

>SA>

>SA>

EXCLUSI VI TY
CODE( S)

1-572
1-551
1 -536
ODE

PC

PC

PC

PC

1 -588
| -587
|1 -586

EXCLUSI VI TY
EXPI RATI ON
DATE

Aug

Aug

Aug

Jan

Mar
Mar
Mar

31,
20
31,
31,

08

08

08

08

26

25

20

20

2011
2010
2010
2014

2009

2009

2009

2009

2011

2011

2012
2012
2012
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APPL/ PROD
NO PATENT NO
TOPI RAMATE - TOPAMAX
020844 001 7498311
7498311* PED
TOPI RAMATE - TOPAMAX
020844 002 7498311
7498311* PED
TOPI RAMATE - TOPAMAX SPRI NKLE
020844 003 7498311
7498311* PED
TOPI RAMATE - TOPI RAMATE
076448 001
TOPI RAMATE - TOPI RAVATE
076448 002
TOPI RAMATE - TOPI RAVATE
077868 001
TOPI RAMATE - TOPI RAMATE
077868 002
TRAMADOL HYDROCHLORI DE - RYZOLT
021745 001
TRAMADOL HYDROCHLORI DE - RYZOLT
021745 002
TRAVADOL HYDROCHLORI DE - RYZOLT
021745 003
TRYPAN BLUE - MEMBRANEBLUE
022278 001
ZOLEDRONI C ACI D - RECLAST
021817 001
ZOLPI DEM TARTRATE - EDLUAR
021997 001 6761910
ZOLPI DEM TARTRATE - EDLUAR
021997 002 6761910
Footnote:

1. Patents are published upon receipt by the Orange Book Staff and may not reflect the official receipt date as described in 21 CFR

314.53(d)(5).

PATENT
EXPI RATI ON
DATE

Cct 13, 2015
Apr 13, 2016
Cct 13, 2015
Apr 13, 2016
Cct 13, 2015
Apr 13, 2016
Sep 24, 2018
Sep 24, 2018

PATENT
CODES

U- 955

U- 955

U- 955

DP U-674

DP U-674

REQUESTED

EXCLUSI VI TY
CODE( S)

>A> PC

>A> PC

>A> PC

>A> PC

NP

NP

NP

| -584
1-581

EXCLUSI VI TY

EXPI RATI ON
DATE

Dec
Dec

Mar
Dec

12

12

12

12

30

30

30

16
16

15
19

2. Patents listed prior to August 18, 2003 are flagged with method of use claims only as applicable and submitted by the sponsor.
They may not be flagged with respect to other claims which may apply.

2009

2009

2009

2009

2011

2011

2011

2009
2011

2012
2011

A-30
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PATENT AND EXCLUSIVITY TERMS

Due to space limtations in the patent and exclusivity col ums,
abbrevi ations and references have been devel oped. Refer to the APPROVED DRUG
PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 29" Edi tion for a full Iisting of
patent and exclusivity terns (Abbreviations, Dosing Schedul e, Indications,
and Patent Use Codes).

The current conplete list of patent terns is avail able at
http://ww. accessdat a. f da. gov/ scri pts/ cder/ ob/ docs/ patternsal |.cfm



http://www.accessdata.fda.gov/scripts/cder/ob/docs/pattermsall.cfm
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