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APPROVED DRUG PRODUCTS
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THERAPEUTIC EQUIVALENCE EVALUATIONS
30" EDITION

CUMULATIVE SUPPLEMENT 01
January 2010

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cunul ative Supplenment is one of a series of nonthly updates to the
Approved Drug Products with Therapeutic Equival ence Eval uati ons, 29th
Edition (the List). The List is conposed 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 military use, have been discontinued from marketing
or that have had their approvals withdrawn for other than safety or

ef fi cacy reasons.

The Cunul ative Suppl enent provides, anbng other things, infornmation on
newl 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 w th Approval under
Section 505 of the Act Administered by the Center for Biologics

Eval uati on and Research Lists.

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

The presence of any therapeutic equival ence code indicates that the drug
product is multisource; the deletion of a therapeutic equival ence code

i ndi cates that the drug product has becone single source. (An infrequent
exception exists when a therapeutic equivalence code is revised. In that
case, the deletion of the therapeutic equival ence code is followed

i mredi ately by the addition of the revised one.)

Products that have never been nmarketed, are for exportation, are for
nmlitary use, or have been discontinued from marketing or that have had
their approvals withdrawn for other than safety or efficacy reasons, wll
be flagged in this Cunul ative Supplenent with the "@ synbol to designate
their non-marketed status. All products having a "@ synbol in the 12th
Currul ati ve Supplenment 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.



1.2

New additions to the Prescription Drug Product List and OTC Drug

Product List are indicated by the synbol >A>. The Patent and Exclusivity
Li st new additions are indicated by the synbol >A> to the left of Patent
Nunber or Exclusivity Code. The >A> synbol is then dropped in subsequent
Cunul ati ve Supplenments for that item

New del etions to the Prescription Drug Product List and OTC Drug Product
Li st are indicated by the synbol >D> (DELETE) to the left of the Iine.
The information Iine with the >D> synbol is dropped in subsequent

Cunul ati ve Suppl enments for that item

The Patent and Exclusivity List is arranged in al phabetical order by
active ingredient nane(s) and trade nane. The trade nanme will followthe
active ingredient nane separated by a dash synbol. Also shown is the
application nunber and product nunber (FDA's internal file nunber) for
ref erence purposes. All patents with their expiration dates are

di spl ayed for each application nunber. Drug substance and drug product
patents are indicated as such with DS or DP in the Patent codes col umm.
Use patents are indicated with the synbol "U' followed by a nunber
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 Ternms, Section B, in the
Patent and Exclusivity Informati on Addendum for an explanation of al
codes and abbreviations. Refer to Section 1.3 for internet access to the
nost current list of Patent and Exclusivity terns.

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-tine-generic product approved early in the nonth would not be
published in the Cumul ati ve Supplenent (CS) for several weeks.

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

Currently, the nonthly PDF CS incl udes:

e Ceneric product ANDA (Abbreviated New Drug Approval) approvals as of
the date of publication.

e Al product changes received and processed as of the date of
publ i cati 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 (Novermber 7).

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



13

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
publ i cati on.

Every effort is nmade to ensure the Cunul ative Supplenent 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@da. hhs. gov. Send Changes by FAX: 240-276-8974,
mail to:

FDA/ CDER Orange Book St af f

O fice of CGeneric Drugs, HFD- 610
7500 Standish Place

Rockvill e, MD 20855-2773

APPLICANT NAME CHANGES

It is not practical to identify in the Curul ati ve Suppl enment 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 name. Therefore, the cunulation of these transfers and nane changes
will be identified in this section only. Were only partial |ines of
approved products are transferred between applicants, each approved
product involved will appear as an applicant name change entry in the
Cunul ati ve Suppl enent .

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 [Forner Abbreviated Nanes] are changed,

respectively, to Merck Sharp Dohnme or Zenith Labs [ New Abbrevi at ed
Nanes]). Wien this occurs, each product involved (either currently in
the Cunul ative Supplenent or in the following year's edition) wll
reflect the new abbreviated nane. Consequently, it will not appear as an
appl i cant nane change entry in the Curmul ative Suppl ement nor will the
cumul ati on of these nane changes appear in this section. The Electronic
Orange Book Query, updated nonthly, will contain the nobst current

appl i cant hol der nane.

FORVER APPLI CANT NAVE NEW APPLI CANT NANE
( FORVER ABBREVI ATED NAME) ( NEW ABBREVI ATED NANE)
GOLDLI NE LABORATORI ES | NC | VAX PHARMACEUTI CALS | NC SUB
TEVA PHARVACEUTI CALS USA
( GOLDLI NE) (1 VAX SUB TEVA PHARVE)
HLR TECHNOLOGY HOFFMANN LA ROCHE | NC
(HLR) ( HOFFMANN LA ROCHE)
| VAX PHARMACEUTI CALS | NC | VAX PHARMACEUTI CALS | NC SUB
TEVA PHARVACEUTI CALS USA
(1 VAX PHARMB) (1 VAX SUB TEVA PHARVE)
TEVA PHARVACEUTI CALS USA | VAX PHARMACEUTI CALS | NC SUB
TEVA PHARVACEUTI CALS USA
(TEVA PHARME) (1 VAX SUB TEVA PHARVE)
ZENI TH GOLDLI NE LABORATORI ES | NC | VAX PHARMACEUTI CALS | NC SUB
TEVA PHARVACEUTI CALS USA
(ZENI TH GOLDLI NE) (1 VAX SUB TEVA PHARVE)
ZENI TH GOLDLI NE PHARMACEUTI CALS | VAX PHARMACEUTI CALS | NC SUB

TEVA PHARMACEUTI CALS USA
(ZENI TH GOLDLI NE) (1 VAX SUB TEVA PHARME)


mailto:drugproducts@fda.hhs.gov

ZENI TH GOLDLI NE PHARMACEUTI CALS | NC | VAX PHARMACEUTI CALS | NC SUB
TEVA PHARMACEUTI CALS USA
(ZENI TH GOLDLI NE) (1 VAX SUB TEVA PHARMB)

1.4 AVAILABILITY OF THE EDITION

Since 1997, the El ectronic Orange Book Query (EOBQ

http://ww. accessdat a. fda. gov/ scri pts/cder/ob/default.cfm has been
avai l abl e on the internet and has becone the updated-every-nonth O ange
Book. The Query provides searching of the approved drug list by active
ingredient, proprietary nane, applicant hol der, applicant nunber or patent
nunber. Product search categories are: prescription, over-the-counter,

di scontinued drugs. There are links to patent and exclusivity information
that may be applicable to each product.

Commencing with the 25th edition, the Annual Edition and nonthly

Cunul ati ve Suppl enents have been provi ded i n downl oadabl e Portabl e
Docurent Format (PDF) at the EOB honme page by clicking on Publications.
The PDF annual and curul ative suppl ements duplicate previous paper
versions. Over time, there will be an archive for the annual s and each
year's Decenber Cumul ative Suppl enment.

The downl oaded Annual Edition and Cumul ative Suppl enents are al so

avail abl e in a paper version (Approved Drug Products with Therapeutic
Equi val ence Eval uations, ADP) fromthe U S. Government Printing Ofice:
http://bookstore. gpo.gov; toll free 866-512-1800.

There are historical lists of Orange Book cunul ati ve suppl enent product
nont hl y changes at

http://ww. fda. gov/ Drugs/ | nfornmati onOnDrugs/ ucn086229. ht m  There are
ASCI| text files of the Orange Book drug product, patent, and exclusivity
data at http://ww. fda. gov/ Drugs/ | nfornmati onOnDrugs/ ucnl29689. ht m  The
drug product text files are provided in eobzip.zip format. The files are
updated concurrently with the nonthly cunul ati ve suppl ements. The annua
Orange Book Edition Appendices A, B, and Cin PDF format are updated
quarterly.

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

http://ww. f da. gov/ opaconi nor echoi ces/ f daf orns/ defaul t. htnl .

The current listing of the Orphan Product Designations and Approvals is
avail abl e at http://ww fda. gov/ or phan/ designat/list.htm

1.5 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

DESCRI PTI ON OF REPORT

This report provides summary counts derived fromthe product infornation
in the Prescription Drug Product List and the current Cumul ative

Suppl ement. Products included in the counts are donestically narketed
drug products approved for both safety and effectiveness under section
505 of the Federal Food, Drug, and Cosnetic Act. Excluded are approved
drug products marketed by distributors; those narketed sol ely abroad; and
t hose now regarded as nedi cal devices, biologics or foods.

The basel i ne colum (Dec 2008) refers to the products in the Prescription
Drug Product List. For each three-nonth period, a colum of quarterly
data i s added which incorporates counts of product activity fromthe
previous quarter(s) with those in the baseline count.

Vi
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DEFI NI TI 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 formand strength for a given route
of administration with approval for marketing by a firmunder a

particul ar generic or trade nane.

New Mol ecul ar Entity

A new nol ecul ar entity is considered an active noiety that has not
previously been approved (either as the parent conpound or as a salt,
ester or derivative of the parent conpound) in the United States for use
in a drug product either as a single ingredient or as part of a

conbi nat i on.

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

CATEGORI ES COUNTED DEC 2009 MAR 2010 JUN 2010 SEPT 2010 DEC 2010
DRUG PRODUCTS LI STED 13065
SI NGLE SOURCE 2460
(18.8%
MULTI SOURCE 10516
(80.5%
THERAPEUTI CALLY 10367
EQUI VALENT (79.3%
NOT THERAPEUTI CALLY 149
EQUI VALENT (1.19%
EXCEPTI ONS! 89
(0. 7%
NEW MOLECULAR ENTI TI ES
APPROVED 3
NUVBER OF APPLI CANTS 718

'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, wthin each grouping, by the
Dosage Form Route and then by trade nane.

The individual product record contains the Therapeutic Equi val ence Code,
Ref erence Listed Drug synbol, applicant hol der, strength(s), New Drug
Application nunber, product number, and approval date. The application
nunber preceded by “N' is a New Drug Application (NDA or innovator). The
appl i cation nunber preceded by an “A” is an Abbrevi ated New Drug
Application (ANDA or generic). The last 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 nanes, and new
product additions are preceded by >A> during the action nonth. The change
month is the current CS nonth; the change code for new approvals is NEWA
Foll owi ng nmonths will display the sane information without the >A>.

Changes to currently listed products will list two records. The deleted
product record will be proceeded by >D>. The product record change
addi tion being made will be preceded by >A>. Following nonths wll
display only the >A> record without the >A>. Al changes that occur to

Vii



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

CAHN
CAI'N

CDFR
CFTG

CMFD

CvBl
CVB2
CpPOT
CRLD
CTEC
CTNA
DI SC

New drug product approval usually in the suppl enent

nont h.

Appl i cant hol der firm nane has changed.

Change. There has been a change in the Ingredient(s) nane.
Al'l products will be deleted under the old nane and all
products will be added under the changed ingredient(s) nane.
Change. Dosage Form Route of Adm nistration.

Change. A first time 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 |l aneous deletion fromlist.

Change. Potency anount/unit.

Change. Reference Listed Drug.

Change. Therapeutic Equival 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



>A>
>A>

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

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

>D>
>A>

>D>
>A>

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

>D>
>D>
>D>
>D>

>D>
>D>
>D>

PRESCRI PTI ON DRUG PRODUCT LI ST - 30TH EDI TI ON

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 1
ACI TRETI N
CAPSULE;, ORAL
SORI ATANE
STI EFEL LABS | NC 17. 5MG
22. 5MG

ALENDRONATE SODI UM

TABLET; ORAL
ALENDRONATE SODI UM
CADI STA PHARMVS

EQ 5MG BASE

EQ 10MG BASE
EQ 35MG BASE
EQ 70MG BASE

558 5%

AMLCDI PI NE BESYLATE; BENAZEPRI L HYDROCHLORI DE

CAPSULE; ORAL
AMLODI PI NE BESYLATE AND BENAZEPRI L HYDROCHLORI DE
LUPI N PHARMS EQ 2. 5MG BASE; 10MG
EQ 5MG BASE; 10MG
EQ 5MG BASE; 20MG
EQ 10MG BASE; 20MG

55 &5

AZELASTI NE HYDROCHLORI DE

SPRAY, METERED;, NASAL
ASTELI N
+ MEDA PHARMS EQ 0. 125M5 BASE/ SPRAY
AB + EQ 0. 125M5 BASE/ SPRAY
AZELASTI NE HYDROCHLORI DE

@ APOTEX | NC EQ 0. 125MG BASE/ SPRAY
AB EQ 0. 125MG BASE/ SPRAY
BACLOFEN
TABLET; ORAL
BACLOFEN
AB MATRI X LABS LTD 10MG
AB 20MG
TABLET, ORALLY DI SI NTEGRATI NG, ORAL
KEMSTRO
SCHWARZ PHARMA 10MG
@ 10MG
+ 20MG
@ 20MG
BETAXQLOL
SOLUTI O\ DROPS;  OPHTHALM C
BETAXOLOL
AT VOCKHARDT EQ 0. 5% BASE

BETAXOLOL HYDROCHLORI DE
SOLUTI ON/ DROPS; OPHTHALM C

BETAXOLOL
AT AKORN EQ 0. 5% BASE
AT NOVEX EQ 0. 5% BASE

- January

N019821
N019821

A090557
A090557
A090557
A090557

A078466
A078466
A078466
A078466

N020114
N020114

A077954
A077954

A090334
A090334

N021589
N021589
N021589
N021589

A078694

A075386
A075446

003
004

001
002
003
004

001
002
003
004

001
001

001
001

001
002

001
001
002
002

001

001
001

2010

Aug
Aug

Feb
Feb
Feb
Feb

Feb
Feb
Feb
Feb

Feb
Feb

Jun
Sep

06,
06,

18,
18,
18,
18,

05,
05,
05,
05,

01,
01,

30,
30,

18,
18,

30
30
30
30

16,

30,
28,

2009
2009

2010
2010
2010
2010

2010
2010
2010
2010

1996
1996

2009
2009

2010
2010

2003
2003
2003
2003

2009

2000
2000

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

CTEC
CTEC

CMFD
CMFD

NEWA
NEWA

DI SC
DI SC
DI SC
DI SC



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

>A>

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

>A>

>A>

>A>

>A>

>D>
>D>
>A>

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

AT
AT
AT

AT

55

AT

AT

RX DRUG PRODUCT LIST -

SOLUTI ON/ DROPS; OPHTHALM C

BETAXOLOL HYDROCHLORI DE

AKORN
NOVEX
WOCKHARDT

EQ 0. 5% BASE
EQ 0. 5% BASE
EQ 0. 5% BASE

CUMULATI VE SUPPLEMENT 1

- January 2010

A075386
A075446
A078694

001
001
001

Jun 30, 2000 Jan
Sep 28, 2000 Jan
Nov 16, 2009 Jan

CALCI UM CHLORI DE; MAGNESI UM CHLORI DE; POTASSI UM CHLORI DE; SCDI UM ACETATE; SCDI UM CHLCRI DE;

SODI UM Cl TRATE
SOLUTI ON; | RRI GATI ON
BALANCED SALT
B BRAUN

0.48M& M; 0. 3MF M_; 0. 75M& M_; 3. 9M A091387
;1.

G M.; 6. 4M& ML 7

CEFADROXI L/ CEFADROXI L HEM HYDRATE

FOR SUSPENSI ON, ORAL
CEFADROXI L
LUPI N

DURI CEF
WARNER CHI LCOTT

@

@

CEFOTAXI ME_SCDI UM

I NDECTABLE; | NJECTI ON
CEFOTAXI ME SODI UM
CEPHAZONE PHARVA

CETI RI ZI NE HYDROCHLORI DE
SYRUP; ORAL

EQ 500M5 BASE/ 5M.
EQ 500M5 BASE/ 5ML

EQ 250MG BASE/ 5M.
EQ 250MG BASE/ 5M
EQ 500MG BASE/ 5M
EQ 500MG BASE/ 5M

EQ 10GM BASE/ VI AL

CETI Rl ZI NE HYDROCHLORI DE
ACTAVIS M D ATLANTIC 5M& 5M.

Cl CLOPI ROX

SHAMPOO, TOPI CAL
Cl CLOPI ROX
PERRI GO
SOLUTI ON;  TOPI CAL

Cl CLOPI ROX
VERSAPHARM

CYANOCCOBALAM N

SPRAY, METERED; NASAL
CALOM ST
+ FLEM NG

@

DALFAMPRI DI NE

TABLET, EXTENDED RELEASE;
AVPYRA
+ ACORDA

1%

8%

25MCG SPRAY

25MCG SPRAY

ORAL

10MG

M& ML

A065396
A065396

N050527
NO50527
N050527
NO50527

A065348

A078617

A078594

A078975

N022102
N022102

N022250

001

002
002

003
003
001
001

001

001

001

001

001
001

001

Feb 03,

Feb 21,
Feb 21,

Jan 25,

Feb 02,

Feb 16,

Feb 17,

Jul 27,
Jul 27,

Jan 22,

2010

2008
2008

2010

2010

2010

2010

2007
2007

2010

Jan

Jan
Jan

Jan
Jan
Jan
Jan

Jan

Jan

Jan

Jan

Jan
Jan

Jan

1-2

NEWA

CRLD
CRLD

DI SC
DI SC
DI SC
DI SC

NEWA

NEWA

NEWA

NEWA

DI SC
DI SC

NEWA



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

>D>
>A>

>D>

>D>
>D>
>D>

>A>

>A>
>A>
>A>

>D>
>A>

>D>
>A>

>D>
>A>

>A>
>A>

>A>

>A>

RX DRUG PRODUCT LIST -

DESLORATADI NE

TABLET; ORAL
CLARI NEX
+ SCHERI NG PLOUGH
AB
DESL CRATADI NE
AB ORCHI D HLTHCARE

DESMOPRESSI N ACETATE
SPRAY, METERED; NASAL

CUMULATI VE SUPPLEMENT 1

5MG
5MG

5MG

STI MATE (NEEDS NO REFRI GERATI ON)

@ CSL BEHRI NG

DEXVMEDETOM DI NE
I NJECTI ON

| NJECTABLE;
PRECEDEX
+ HOSPI RA

1. 5M& SPRAY

EQ 100MCG BASE/ ML

DEXVEDETOM DI NE. HYDROCHL ORI DE

| NJECTABLE;
PRECEDEX
+ HOSPI RA

I NJECTI ON

DI CLOFENAC POTASSI UM

TABLET; ORAL
DI CLOFENAC POTASSI UM
SANDOZ

@

EPI NEPHRI NE

I NDECTABLE; | M SC
TW NJECT 0. 15
SClI ELE PHARMA | NC
SH ONOG  PHARNVA
TW NJECT 0.3
SCI ELE PHARMA | NC
SHI ONOG  PHARVA

+

+

+

+

ESTRADI OL VALERATE

I NJECTABLE; | NJECTI ON
ESTRADI OL VALERATE
AO PHARMVAFORCE
AO

EQ 100MCG BASE/ M. ( EQLOOMCG
BASE/ ML

50MG
50MG

EQ 0. 15MG / DELI VERY
EQ 0. 15MG / DELI VERY

EQ 0. 3MG / DELI VERY
EQ 0. 3MG / DELI VERY

20M& ML
40M& ML

ETHI NYL ESTRADI OL; NORETHI NDRONE

TABLET; ORAL-28

NORETHI NDRONE AND ETHI NYL ESTRADI OL

WATSON LABS

0. 035M5, 0. 035M5, 0. 035M5; 0. 5M5, 0. 7
5MG, 1IMG
0. 035M5; 0. 4MG

- January 2010

N021165
N021165

A078357

NO020355

N021038

N021038

A075582
A075582

N020800
N020800

N020800
N020800

A090920
A090920

A076393

A078323

001
001

001

002

001

001

001
001

002
002

001
001

001
002

001

001

Feb
Feb

May
May

Jan
Jan

Feb

Feb

21,
21,

19,

24,

17,

17,

23,
23,

28,
28,

30,
30,

19,
19,

04,

04,

2001
2001

2010

2007

1999

1999

2001
2001

2004
2004

2003
2003

2010
2010

2010

2010

Jan
Jan

Jan

Jan

Jan

Jan

Jan
Jan

Jan
Jan

Jan
Jan

Jan
Jan

Jan

Jan

1-3

CFTG
CFTG

NEWA

DI SC

DI SC
DI SC

CAHN
CAHN

CAHN
CAHN

NEWA
NEWA

NEWA

NEWA



RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 1 - January 2010 1-4

ETHI NYL ESTRADI OL; NORETHI NDRONE ACETATE

>A> TABLET; ORAL

>A> NORETHI NDRONE ACETATE AND ETHI NYL ESTRADI OL AND FERROUS FUMARATE

>A>  AB WATSON LABS 0. 02M5 1MG A078267 001 Sep 01, 2009 Jan CDFR

>D> TABLET; ORAL-28

>D> NORETHI NDRONE ACETATE AND ETHI NYL ESTRADI OL AND FERROUS FUVARATE

>D> AB WATSON LABS 0. 02M5 1MG A078267 001 Sep 01, 2009 Jan CDFR
FAMOT| DI NE

>D> TABLET, ORALLY DI SI NTEGRATI NG ORAL

>D> FLUXI D

>D> SCHWARZ PHARMA 20MG N021712 001 Sep 24, 2004 Jan DI SC

>A> @ 20MG N021712 001 Sep 24, 2004 Jan DI SC

>D> + 40MG N021712 002 Sep 24, 2004 Jan DI SC

>A> @ 40MG N021712 002 Sep 24, 2004 Jan DI SC
FENCFI BRATE

CAPSULE; ORAL
ANTARA (M CRONI ZED)

>A> LUPI N ATLANTI S 43MG N021695 001 Nov 30, 2004 Jan CAHN
>A> @ 87MG N021695 002 Nov 30, 2004 Jan CAHN
>A> + 130MG N021695 003 Nov 30, 2004 Jan CAHN
>D> OSCl ENT 43MG N021695 001 Nov 30, 2004 Jan CAHN
>D> @ 87MG N021695 002 Nov 30, 2004 Jan CAHN
>D> + 130MG N021695 003 Nov 30, 2004 Jan CAHN

TABLET; ORAL

FENOGLI DE
>D> SClI ELE PHARMA | NC 40MG N022118 001 Aug 10, 2007 Jan CAHN
>D> + 120MG N022118 002 Aug 10, 2007 Jan CAHN
>A> SHI ONOG  PHARVA 40MG N022118 001 Aug 10, 2007 Jan CAHN
>A> + 120MG N022118 002 Aug 10, 2007 Jan CAHN
FLUCONAZCOLE

I NJECTABLE; | NJECTI ON
>A> FLUCONAZCOLE I N SODI UM CHLORI DE 0. 9%
>A> BEDFORD 100M& 50ML (2ME M) A076087 002 Sep 26, 2008 Jan CTNA
>pD> FLUCONAZOLE | N SODI UM CHLORI DE 0. 9% | N PLASTI C CONTAI NER
>D> BEDFORD 100M& 50M. (2M& M) A076087 002 Sep 26, 2008 Jan CTNA

FQIC ACD
TABLET; ORAL
FOLI C ACI D

>D>  AA PHARVAX IMG A040625 001 Jul 21, 2005 Jan CRLD
>SA> AA + IMG A040625 001 Jul 21, 2005 Jan CRLD
>D> @ WATSON LABS IMG A080680 001 Jan CMFD
>SA> AA + IMG A080680 001 Jan CMFD

GLYBURI DE; METFORM N HYDROCHLORI DE

TABLET; ORAL
GLYBURI DE AND METFORM N HYDROCHLORI DE
>D> AB TEVA 1. 25MG, 250MG A076821 001 Jan 27, 2005 Jan DI SC
>A> @ 1. 25MG, 250MG A076821 001 Jan 27, 2005 Jan DI SC
>D> AB 2. 5M5 500MG A076821 002 Jan 27, 2005 Jan DI SC
>A> @ 2. 5M5 500MG A076821 002 Jan 27, 2005 Jan DI SC

>D> AB 5MG, 500MG A076821 003 Jan 27, 2005 Jan DI SC



>A>

>D>
>A>

>D>
>A>

>A>
>A>

>A>

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

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

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

>D>

22 23

22

5% &

EE5&E55 &

5

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 1
TABLET; ORAL
GLYBURI DE AND METFORM N HYDROCHLORI DE
@ TEVA 5MG; 500M5
GLYCOPYRROLATE
TABLET; ORAL
ROBI NUL
+ SClI ELE PHARMA | NC IMG
+ SH ONOG  PHARNVA IMG
ROBI NUL FORTE
+ SCl ELE PHARMA | NC 2MG
+ SH ONOG  PHARVA 2MG

HYDRALAZI NE HYDROCHLORI DE

TABLET; ORAL
HYDRALAZI NE HYDROCHLORI DE

HERI TAGE PHARMS | NC

HYDROCHLOROTHI AZI DE

CAPSULE;, ORAL

HYDROCHLOROTHI AZI DE
UNI CHEM

10MG
100MG

12. 5MG

HYDROCHLOROTHI AZ| DE; LI SI NOPRI L

TABLET; ORAL
LI SI NOPRI L AND HYDROCHLOROTHI AZI DE

TEVA
@

@

@

12. 5MG, 10MG
12. 5MG, 10MG
12. 5MG, 20MG
12. 5M5 20MG
25M5 20MG
25M5 20MG

HYDROCHLOROTHI AZI DE; METOPROLOL TARTRATE

TABLET; ORAL
METOPROLOL TARTRATE AND HYDROCHLOROTHI AZI DE

MYLAN

| BUPROFEN

TABLET; ORAL

| BUPROFEN
CONTRACT PHARMACAL

LEI NER

| FOSFAM DE
I NJECTABLE; | NJECTI ON

+

| FOSFAM DE
APP PHARMS

25MG, 100MG
25MG, 100MG
50MG, 100MG
50M5 100MG

400MG
600MG
800MG
400MG
600MG
800MG

1GM VI AL

- January 2010

A076821

N012827
N012827

N012827
N012827

A086242
A086242

A090510

A075869
A075869
A075869
A075869
A075869
A075869

A076792
A076792
A076792
A076792

A071267
A071268
A072300
A071267
A071268
A072300

A076078

003 Jan 27, 2005

001
001

002
002

001
004

001

001
001
002
002
003
003

002
002
003
003

001
001
001
001
001
001

001

Feb
Feb

Jan

Jul
Jul
Jul
Jul
Jul
Jul

Aug
Aug
Aug
Aug

04,
04,

01,
01,
01,
01,
01,
01,

20,
20,
20,
20,

15,
15,
01,
15,
15,
01,

28,

2010
2010

2010

2002
2002
2002
2002
2002
2002

2004
2004
2004
2004

1986
1986
1988
1986
1986
1988

2002

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

1-5

DI SC

CAHN
CAHN

CAHN
CAHN

NEWA
NEWA

NEWA

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

CRLD
CRLD
CTEC
CTEC

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CTEC



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

>A>

>D>
>A>

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

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

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

5% 3%

3%

5585

| NJECTABLE;

RX DRUG PRODUCT LIST -

I NJECTI ON

| FOSFAM DE

+

+ o+ + +

APP PHARMS

TEVA PARENTERAL

LABETALOL HYDROCHLORI DE

| NJECTABLE;
LABETALOL HYDROCLORI DE

I NJECTI ON

SAGENT STRI DES

LENAL| DOM DE

CAPSULE; ORAL
REVLI M D

CELGENE

LEVETI RACETAM

TABLET; ORAL
LEVETI RACETAM

TARO

LI RAGLUTI DE RECOVBI NANT

SOLUTI ON, SUBCUTANEQUS

VI CTQZA

NOVO NORDI SK | NC

LI SI NOPRI L

TABLET; ORAL
LI SI NOPRI L

® ® ®

®

TEVA

1GM VI AL
1GM VI AL
1GM 20M. (50MF M.)
3GM VI AL
3GM VI AL
3GM VI AL
3GM 60M. (50MF M.)
1GM 20M. (50MF M.)
1GM 20M. (50MF M.)
3GM 60M. (50MF M.)
3GM 60M. (50MF M.)

5M& M

5MG
5MG

250MG
500MG
750MG
1Gv

18MF 3M. (6MF M)

2.5MG
2. 5MG
5MG

5MG

10MG
10MG
20MG
20MG
30MG
30MG
40MG
40MG

CUMULATI VE SUPPLEMENT 1

- January 2010

A076078
A090181
A090181
A076078
A076078
A090181
A090181
A076657
A076657
A076657
A076657

A079134

N021880
N021880

A078960
A078960
A078960
A078960

N022341

A075783
A075783
A075783
A075783
A075783
A075783
A075783
A075783
A075783
A075783
A075783
A075783

001
001
001
002
002
002
002
001
001
002
002

001

001
001

004
003
002
001

001

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

May
Sep
Sep

May
Sep
Sep
Apr
Apr
Apr
Apr

Feb

Feb
Feb
Feb
Feb

Jan

Jul
Jul
Jul
Jul
Jul
Jul
Jul
Jul
Jul
Jul
Jul
Jul

28,
22,
22,
28,
28,
22,
22,
04,
04,
04,
04,

03,

27,
27,

01,
01,
01,
01,

25,

01,
01,
01,
01,
01,
01,
01,
01,
01,
01,
01,
01,

2002
2009
2009
2002
2002
2009
2009
2007
2007
2007
2007

2010

2005
2005

2010
2010
2010
2010

2010

2002
2002
2002
2002
2002
2002
2002
2002
2002
2002
2002
2002

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

1-6

CTEC
CPOT
CPOT
CTEC
CTEC
CPOT
CPOT
CTEC
CTEC
CTEC
CTEC

NEWA

CRLD
CRLD

NEWA
NEWA
NEWA
NEWA

NEWA

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



>D>
>D>
>A>

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

>A>

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

>A>

>A>

>D>
>A>
>A>

>D>
>D>
>D>
>D>
>D>
>D>
>D>
>D>

RX DRUG PRODUCT LIST -

LI TH UM CARBONATE

CAPSULE; ORAL
ESKALI TH
AB NOVEN THERAP

@

MECLI ZI NE HYDROCHLORI DE

TABLET; ORAL
ANTI VERT
@ PFI ZER

AA +

TABLET, CHEWABLE; ORAL
ANTI VERT

+ PFI ZER
@

METFORM N HYDROCHLORI DE

300MG
300MG

50MG

50MG

25MG
25MG

TABLET, EXTENDED RELEASE; ORAL

METFORM N HYDROCHLORI DE

AB TORRENT PHARMS

750MG

METOCLOPRAM DE HYDROCHLORI DE

EQ 10M5 BASE
EQ 10M5 BASE
EQ 10M5 BASE

TABLET; ORAL
METOCLOPRAM DE HYDROCHLORI DE
AB SANDOZ
@
AB WATSON LABS
@

M LRI NONE LACTATE
| NJECTABLE;

I NJECTI ON

EQ 10M5 BASE

M LRI NONE LACTATE | N PLASTI C CONTAI NER

AP HI KMA FARVACEUTI CA

MORPHI NE SULFATE

SOLUTI ON; ORAL
MORPHI NE SULFATE
+ ROXANE

NI SOLDI PI NE

TABLET, EXTENDED RELEASE

SULAR
+ SCI ELE PHARNMA | NC

@

EQ 20MG BASE/ 100M. (EQ 0. 2M3
BASE/ M.)

EQ 40M5 BASE/ 200M. (EQ 0. 2MG
BASE/ M.)

20M& 5ML
20M& 5ML
100M& 5ML

ORAL

8. 5MG
10MG
17MG
20MG
25. 5MG
30MG
34MG
40MG

CUMULATI VE SUPPLEMENT 1

- January 2010

N016860
N016860

N010721
N010721

N010721
N010721

A079226

A074478
A074478
A070511
A070511

A090038

A090038

N022195
N022195
N022195

N020356
N020356
N020356
N020356
N020356
N020356
N020356
N020356

001
001

001
001

005
005

001

002
002
001
001

001

002

002
002
003

008
001
007
002
006
003
005
004

Jan
Jan

Feb

Jan

Jan

Jan
Feb
Jan
Feb
Jan
Feb
Jan
Feb

20,
20,

18,

05,
05,
22,
22,

21,

21,

17,
17,
25,

02,
02,
02,
02,
02,
02,
02,
02,

1982
1982

2010

1995
1995
1986
1986

2010

2010

2008
2008
2010

2008
1995
2008
1995
2008
1995
2008
1995

Jan
Jan

Jan
Jan

Jan
Jan

Jan

Jan
Jan
Jan
Jan

Jan

Jan

Jan
Jan
Jan

Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan

1-7

DI SC
DI SC

CMFD
CMFD

DI SC
DI SC

NEWA

DI SC
DI SC
DI SC
DI SC

NEWA

NEWA

CRLD
CRLD
NEWA

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN



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

>D>
>A>

>D>
>A>

>D>
>A>

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

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

>A>
>A>
>A>

>D>

%% %

5% &

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 1

TABLET, EXTENDED RELEASE; ORAL

SULAR
+ SH ONOG  PHARVA 8. 5MG
@ 10MG
+ 17MG
@ 20MG
25. 5MG
@ 30MG
+ 34MG
@ 40MG
NI TROFURANTO N
SUSPENSI ON; ORAL
FURADANTI N
+ SCl ELE PHARMA | NC 25M5 5ML
+ SH ONOG  PHARNMA 25M5 5ML
NI TROGLYCERI N
AERCSCL; SUBLI NGUAL
NI TROLI NGUAL
@ POHL BOSKAMP 0. 4M& SPRAY
@ SH ONOG  PHARVA 0. 4M& SPRAY

SPRAY, METERED; SUBLI NGUAL
NI TROLI NGUAL PUMPSPRAY

+ POHL BOSKAMP 0. 4M5 SPRAY
+ SH ONOG  PHARMA 0. 4M3 SPRAY
OFLOXACI N
TABLET; ORAL
OFLOXACI N
@ LARKEN LABS 200MG
@ 300MG
@ 400MG
@ PAR PHARM 200MG
@ 300MG
@ 400MG
OXALI PLATI N
I NJECTABLE; | NJECTI ON
OXALI| PLATI N
HOSPI RA | NC 50M& VI AL
+ 50ME VI AL
100MF VI AL
+ 100MF VI AL
OXCARBAZEPI NE
TABLET; ORAL
OXCARBAZEPI NE
CADI STA PHARMS 150MG
300MG
600MG

PALI PERI DONE PALM TATE

SUSPENSI ON, EXTENDED RELEASE; | NTRAMUSCULAR
I N\VEGA SUSTENNA
JOHNSON AND JOHNSON  234MF 1. 5M. (156M& M)

- January

N020356
N020356
N020356
N020356
N020356
N020356
N020356
N020356

NO09175
NO09175

N018705
N018705

N018705
N018705

A076093
A076093
A076093
A076093
A076093
A076093

A078815
A078815
A078815
A078815

A090239
A090239
A090239

N022264

008
001
007
002
006
003
005
004

001
001

001
001

002
002

001
002
003
001
002
003

001
001
002
002

001
002
003

005

2010

Jan
Feb
Jan
Feb
Jan
Feb
Jan
Feb

Jan
Jan

Sep
Sep
Sep
Sep
Sep
Sep

Sep
Sep
Sep
Sep

Jan
Jan
Jan

Jul

02,
02,
02,
02,
02,
02,
02,
02,

31,
31,

10,
10,

02,
02,
02,
02,
02,
02,

30,
30,
30,
30,

25,
25,
25,

31,

2008
1995
2008
1995
2008
1995
2008
1995

1985
1985

1997
1997

2003
2003
2003
2003
2003
2003

2009
2009
2009
2009

2010
2010
2010

2009

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

1-8

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CRLD
CRLD
CRLD
CRLD

NEWA
NEWA
NEWA



>A>

>A>
>A>
>A>

>A>

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

>A>
>D>

>A>
>A>
>A>

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

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

55 &

AB
AB

5% &

AB

55

RX DRUG PRODUCT LIST -  CUMULATI VE SUPPLENENT - January 2010
SUSPENSI ON, EXTENDED RELEASE; | NTRAMUSCULAR
| NVEGA SUSTENNA
+  JOHNSON AND JOHNSON  234MF 1.5M. (156MG M.) N022264 005 Jul 31, 2009 Jan
PERI NDOPRI L ERBUM NE
TABLET; ORAL
PERI NDOPRI L ERBUM NE
LUPIN LTD 2MG A078263 001 Jan 27, 2010 Jan
Vel A078263 002 Jan 27, 2010 Jan
8MG A078263 003 Jan 27, 2010 Jan
POLYETHYLENE GLYCOL 3350; POTASSI UM CHLORI DE; SODI UM BI CARBONATE; SODI UM CHLORI DE; SODI UM
SULFATE ANHYDROUS
FOR SOLUTI ON; ORAL
PEG 3350 AND ELECTROLYTES
MYLAN 236GM 2. 97GM 6. 74GM 5. 86GM 22. 74G A090928 001 Jan 28, 2010 Jan
M
PRAZCOS| N HYDROCHL ORI DE
CAPSULE; ORAL
PRAZOSI N HYDROCHLORI DE
WATSON LABS EQ 1M BASE A072352 001 May 16, 1989 Jan
@ EQ 1M BASE A072352 001 May 16, 1989 Jan
EQ 2M5 BASE A072333 001 May 16, 1989 Jan
@ EQ 2MG BASE A072333 001 May 16, 1989 Jan
PREDNI SONE
TABLET; ORAL
PREDNI SONE
CONTRACT PHARMACAL  5MG A080209 001 Jan
LEI NER 5MG A080209 001 Jan
PREGABALI N
SOLUTI ON;  ORAL
LYRI CA
+  PFIZER 20M3 M. N022488 001 Jan 04, 2010 Jan
PROCAI NE_HYDROCHL ORI DE
| NDECTABLE; | NJECTI ON
PROCAI NE HYDROCHLORI DE
+  WATSON LABS 1% A080658 001 Jan
@ 1% A080658 001 Jan
PROCHLORPERAZI NE MALEATE
TABLET; ORAL
PROCHLORPERAZI NE MALEATE
CADI STA PHARVB EQ 5MG BASE A040268 001 Feb 27, 1998 Jan
EQ 10M5 BASE A040268 002 Feb 27, 1998 Jan
DURAVED PHARMS BARR  EQ 5MG BASE A040207 001 May 01, 1997 Jan
@ EQ 5MG BASE A040207 001 May 01, 1997 Jan
EQ 10M5 BASE A040207 002 May 01, 1997 Jan
@ EQ 10M5 BASE A040207 002 May 01, 1997 Jan
PROCOMP
CADI STA PHARVB EQ 5MG BASE A040268 001 Feb 27, 1998 Jan
EQ 10M5 BASE A040268 002 Feb 27, 1998 Jan

1-9

CRLD

NEWA
NEWA
NEWA

NEWA

DI SC
DI SC
DI SC
DI SC

CAHN
CAHN

NEWA

DI SC
DI SC



>D>
>A>

>A>
>D>

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

>A>
>A>

>D>
>A>

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

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

>A>

55

BX
BX

AB

AB

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 1

PROPOXYPHENE HYDROCHLORI DE

CAPSULE; ORAL
PROPOXYPHENE HYDROCHLORI DE
PAR PHARM 65MG
@ 65MG

QUI NI DI NE SULFATE

TABLET; ORAL
QUI NI DI NE SULFATE

@ CONTRACT PHARMACAL 200MG
@ LEI NER 200MG
RI SPERI DONE

I NJECTABLE; | NTRAMUSCULAR
RI SPERDAL CONSTA
ORTHO MCNEI L JANSSEN 25M& VI AL
25M5 VI AL
50M& VI AL
50M& VI AL

SULFAMETHOXAZOLE; TRI METHOPRI M

TABLET; ORAL
SULFAMETHOXAZOLE AND TRI METHOPRI M
AUROBI NDO PHARNA 400M5; 80MG
800MG, 160MG
TERCONAZOLE
CREAM VAG NAL
TERCONAZCOLE
+ ALTANA 0.8%
+ NYCOMVED US 0.8%
TOPI RAVATE
TABLET; ORAL
TOPI RAMATE
PLI VA HRVATSKA DOO 25MG
@ 25MG
50MG
@ 50MG
100MG
@ 100MG
200MG
@ 200MG

UNOPROSTONE | SOPROPYL
SOLUTI ON/ DROPS; CPHTHALM C

RESCULA
+ R TECH UENO LTD 0.15%
@ SUCAMPO PHARMS 0.15%
URSCDI OL

CAPSULE; ORAL
URSODI OL
MYLAN 300MG

- January 2010

A080269
A080269

A083808
A083808

N021346
N021346
N021346
N021346

A090624
A090624

N021735
N021735

A077905
A077905
A077905
A077905
A077905
A077905
A077905
A077905

N021214
N021214

A090530

001
001

001
001

001
001
003
003

001
002

001
001

001
001
002
002
003
003
004
004

001
001

001

Feb
Feb

Aug
Aug

Feb

29,
29,
29,
29,

16,
16,

01,
01,

30,
30,
30,
30,
30,
30,
30,
30,

03,
03,

17,

2003
2003
2003
2003

2010
2010

2004
2004

2009
2009
2009
2009
2009
2009
2009
2009

2000
2000

2010

Jan
Jan

Jan
Jan

Jan
Jan
Jan
Jan

Jan
Jan

Jan
Jan

Jan
Jan
Jan
Jan
Jan
Jan
Jan
Jan

Jan
Jan

Jan

DI SC
DI SC

CAHN
CAHN

CRLD
CRLD
CRLD
CRLD

NEWA
NEWA

CAHN
CAHN

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

DI SC
DI SC

NEWA



>A>

AP

RX DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 1

VALPROATE SODI UM

I NDECTABLE; | NJECTI ON
VALPROATE SODI UM
H KVA FARVACEUTI CA EQ 100M5 BASE/ ML

- January 2010 1-11

A078523 001 Feb 17, 2010 Jan

NEWA



>A>

>A>

>A>
>A>

>A>
>A>

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

>A>
>D>

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

>A>
>D>

>A>
>D>

>A>
>D>

OTC DRUG PRODUCT LIST - 30TH EDITI
OTC DRUG PRODUCT LIST -  CUMULATIVE SUPPLEMENT 1
CETI Rl ZI NE HYDROCHLORI DE
SYRUP; ORAL
CHI LDREN S CETI Rl ZI NE HYDROCHLORI DE ALLERGY
AURCBI NDO PHARVA 5ME 5M
CHI LDREN S CETI Rl ZI NE HYDROCHLORI DE HI VES RELI EF
AURCBI NDO PHARNA 5MG 5M.
TABLET; ORAL
CETI Rl ZI NE HYDROCHLORI DE ALLERGY
AVNEAL PHARMS NY 5MG
10MG
CETI Rl ZI NE HYDROCHLORI DE HI VES RELI EF
AVNEAL PHARMS NY 5MG
10MG
Cl METI DI NE
TABLET; ORAL
Cl METI DI NE
CONTRACT PHARMACAL  200MG
200MG
LEI NER 200MG
200MG
| BUPROFEN
CAPSULE; ORAL
| BUPROFEN
+  CONTRACT PHARMACAL  200MG
+  LEINER 200MG
TABLET; ORAL
| BUPROFEN
CONTRACT PHARMACAL ~ 200MG
200MG
200MG
200MG
LEI NER 200MG
200MG
200MG
200MG
PROFEN
CONTRACT PHARMACAL  200MG
LEI NER 200MG
| BUPROFEN; PSEUDCEPHEDRI NE HYDROCHLORI DE
TABLET; ORAL
| BUPROFEN AND PSEUDOEPHEDRI NE HYDROCHLORI DE
CONTRACT PHARMACAL  200M3 30MG
LEI NER 200MG; 30MG
LOPERAM DE HYDROCHLORI DE
TABLET; ORAL
LOPERAM DE HYDROCHLORI DE
CONTRACT PHARMACAL  2MG
LEI NER 2MG

ON

- January 2010

A090750

A090750

A078780
A078780

A078780
A078780

A074961
A074963
A074961
A074963

A074782
A074782

A071732
A071735
A072299
A073691
A071732
A071735
A072299
A073691

A071265
A071265

A075588
A075588

A073254
A073254

002

001

001
004

003
002

001
001
001
001

001
001

001
001
001
001
001
001
001
001

001
001

001
001

001
001

Feb

Feb

Jan
Jan

Jan
Jan

Jun
Jun
Jun
Jun

Jul
Jul

Sep
Sep
Jul

Feb
Sep
Sep
Ju

Feb

Apr
Apr

Jul
Jul

02,

02,

21,
21,

21,
21,

19,
19,
19,
19,

06,
06,

10

10,
01,
25,
10,
10,
01,
25,

15,
15,

08,
08,

30,
30,

2010

2010

2010
2010

2010
2010

1998
1998
1998
1998

1998
1998

1987
1987
1988
1994
1987
1987
1988
1994

1986
1986

2002
2002

1993
1993

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

CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN



>A>

>D>
>A>

>A>
>D>

Orc DRUG PRODUCT LIST - CUMULATI VE SUPPLEMENT 1

M CONAZOLE NI TRATE

CREAM VAG NAL
M CONAZOLE NI TRATE
PERRI GO R AND D 4%

NAPHAZOLI NE HYDROCHLORI DE; PHENI RAM NE MALEATE

SOLUTI ON/ DROPS; OPHTHALM C
VI SI NE- A
JOHNSON AND JOHNSON 0. 025% 0. 3%
+ 0.025% 0. 3%

RANI TI DI NE_ HYDROCHLORI DE

TABLET; ORAL
RANI TI DI NE HYDROCHL ORI DE
CONTRACT PHARVACAL EQ 75MG BASE
LEI NER EQ 75MG BASE

- January 2010

A091366

N020485
N020485

A075094
A075094

001

001
001

001
001

Jan

Jan
Jan

Jun
Jun

15,

31,
31,

21,
21,

2010

1996
1996

1999
1999

Jan

Jan
Jan

Jan
Jan

2-2

NEWA

CRLD
CRLD

CAHN
CAHN



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

CUMULATIVE SUPPLEMENT NUMBER 01 JANUARY 2010

NO JANUARY 2010 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 JANUARY 2010 ADDI TI ONS

5-1



PRESCRI PTI ON AND OTC DRUG PRODUCT PATENT AND EXCLUSIVITY LI ST -

30TH EDI TI ON

PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 1 - January 2010

See List footnote for information regarding List content

PATENT
APPL/ PRCD EXP:DAR¢E N
NO PATENT NO

ASCORBI C ACI D; POLYETHYLENE GLYCOL 3350;

PATENT

CODES
POTASSI UM CHLORI DE; SODI UM ASCORBATE; SODI UM CHLORI DE; SCDI UM

REQUESTED

EXCLUSI VI TY
EXCLUSI VI TY  EXPI RATI ON
CODE( S) DATE

SULFATE - MOVl PREP

N021881 o1 >A> 7658914 Sep
BALSALAZ| DE DI SODI UM - COLAZAL

N020610 Qo1 >A> 7452872 Aug

>A> 7452872*PED Feb

>A> 7625884 Aug

>A> 7625884* PED Feb

BUDESONI DE - RHI NOCORT

N020746 001 >A> 6686346 Apr
>A> 6686346* PED Cct
>A> 6986904 Apr

>A> 6986904*PED Cct

BUDESONI DE - RHI NOCORT

N020746 002 >A> 6686346 Apr
>A> 6686346* PED Cct
>A> 6986904 Apr

>A> 6986904*PED Cct

BUPROPI ON HYDROBROM DE - APLENZI N
N022108 0po1 >A> 7645802 Jun
>A> 7649019 Jun

BUPROPI ON HYDROBROM DE - APLENZI N
N022108 002 >A> 7645802 Jun
>A> 7649019 Jun

BUPROPI ON HYDROBROM DE - APLENZI N
N022108 003 >A> 7645802 Jun
>A> 7649019 Jun

CAPSAI CI N - QUTENZA

N022395 001
CEFTI BUTEN DI HYDRATE - CEDAX
NO50686 001 >A> 5599557 Feb

>A> 5599557 Feb

CEFTI BUTEN DI HYDRATE - CEDAX
NO50686 002 >A> 5599557 Feb
>A> 5599557 Feb

CLONI DI NE HYDROCHLORI DE - JENLOGA
N022331 o1 >A> 5869100 Cct

DALFAVPRI DI NE - AMPYRA

N022250 001
DI CLOFENAC POTASSI UM - ZI PSOR
N022202 o1 >A> 6365180 Jul

DULOXETI NE HYDROCHLORI DE - CYMBALTA
N021427 003 >A> 5023269 Jun
>A> 5508276 Jul

01,

24,
24,
24,
24,

29,
29,
29,
29,

29,
29,
29,
29,

27,
27,

27,
27,

27,
27,

04,
04,

04,
04,

13,

15,

11,
18,

2024

2026
2027
2026
2027

2017
2017
2017
2017

2017
2017
2017
2017

2026
2026

2026
2026

2026
2026

2014
2014

2014
2014

2013

2019

2013
2014

DS DP

DS

99 99

99

99

99

9 %

U- 141

U- 141

U- 557

U-699

U- 557

U- 699

U-578
U 282

U-578
U 282

U- 980

U797

>A> ODE

>A> NCE

Nov

Jan

16, 2016

22, 2015

A-1



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 1 - January 2010

See List footnote for information regarding List content

PATENT
APPL/ PROD EXP:DAR¢E N
NO PATENT NO
EZETI M BE - ZETIA
N021445 o1 >A> 7612058 Jan 25, 2022
>A> 7612058*PED Jul 25, 2022

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

N021629 003 >A> 6221633 Jun
>A> 6960561 Jan
>A> 7452860 Mar

LAMOTRI G NE - LAM CTAL XR
N022115 001

LAMOTRI G NE - LAM CTAL XR
N022115 002

LAMOTRI G NE - LAM CTAL XR
N022115 003

LAMOTRI G NE - LAM CTAL XR
N022115 004

LAPATI NI B DI TOSYLATE - TYKERB
N022059 001

LEVETI RACETAM - KEPPRA
N021872 001

LI RAGLUTI DE RECOVBI NANT - VI CTOZA

N022341 oo1 >A> 6268343 Aug
>A> 6458924 Aug
>A> 7235627 Aug

LI SDEXAMFETAM NE DI MESYLATE - VYVANSE
N021977 001 >A> 7655630 Feb

LI SDEXAMFETAM NE DI MESYLATE - VYVANSE
N021977 002 >A> 7655630 Feb

LI SDEXAMFETAM NE DI MESYLATE - VYVANSE
N021977 003 >A> 7655630 Feb

LI SDEXAMFETAM NE DI MESYLATE - VYVANSE
N021977 004 >A> 7655630 Feb

LI SDEXAMFETAM NE DI MESYLATE - VYVANSE
N021977 005 >A> 7655630 Feb

LI SDEXAMFETAM NE DI MESYLATE - VYVANSE
N021977 006 >A> 7655630 Feb

MESALAM NE - SFROAMSA
N019618 Qo2 >A> 7645801 Jul

PANTOPRAZOLE SODI UM - PROTONI X
N022020 oo1 >A> 7544370 Jun
>A> 7544370*PED Dec

18,
25,
22,

22,
22,
22,

24,

24,

24,

24,

24,

24,

24,

07,
07,

2018
2023
2022

2017
2017
2017

2023

2023

2023

2023

2023

2023

2027

2026
2026

PATENT
CODES

U- 1027

DS DP U-471
DP U471
DP

DS DP U 968
DS DP
DS DP

DS

DS

DS

DS

DS

DS

DS DP

REQUESTED

EXCLUSI VI TY

CODE( S)

>A>
>A>

>SA>
>SA>

>A>
>A>

>A>
>A>

>SA>

>A>
>A>

>A>

NDF
PED

NDF
PED

NDF
PED

NDF
PED

1-620

1-563
PED

EXCLUSI VI TY

EXPI RATI ON

May
Nov

May
Nov

May
Nov

May

Jan

Mar
Sep

Jan

29,
29,

29,
29,

29,
29,

29,
29,

29,

19,
19,

25,

DATE

2012
2012

2012
2012

2012
2012

2012
2012

2013

2010
2010

2015

A-2



PATENT & EXCLUSIVITY DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 1 - January 2010
See List footnote for information regarding List content

APPL/ PRCD

NO PATENT NO

PRAM PEXOLE DI HYDROCHLORI DE

PATENT

EXPI RATI ON

DATE

PATENT
CODES

PRAM PEXOLE DI HYDROCHLORI DE

A077724 001
PRAM PEXOLE DI HYDROCHLORI DE

PRAM PEXCOLE DI HYDROCHLORI DE

A077724 002
PRAM PEXOLE DI HYDROCHLORI DE

PRAM PEXCOLE DI HYDROCHLORI DE

A077724 003
PRAM PEXOLE DI HYDROCHLORI DE

PRAM PEXCOLE DI HYDROCHLORI DE

A077724 004
PRAM PEXOLE DI HYDROCHLORI DE

PRAM PEXCOLE DI HYDROCHLORI DE

A077724 005
PREGABALI N - LYRI CA

N022488 pp1 >A> 5563175 Cct 08,
>A> 6001876 Dec 30,
>A> 6001876 Dec 30,
>A> 6197819 Dec 30,
REGADENCSON - LEXI SCAN
N022161 001 >A> 7655636 Jun 22,
>A> 7655637 Jun 22,
ROM DEPSI N - | STODAX
N022393 001
Tl OTROPI UM BROM DE MONOHYDRATE - SPI RI VA
N021395 ppo1 >A> 7642268 Sep 24,
TOLTERODI NE TARTRATE - DETROL
N020771 001 >A> 5559269 Nov 05,

>A> 5559269*PED May 05,

TOLTERODI NE TARTRATE - DETROL

N020771 002 >A> 5559269

Nov 05,

>A> 5559269*PED May 05,

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).

2013
2018
2018
2018

2019
2019

2021

2013
2014

2013
2014

DS DP

DS DP

DS DP

U661
U- 819
U-55

U- 869
U- 869

U- 318

U- 318

PATENT

DELI ST ~ EXCLUSI VI TY
REQUESTED CODE( S)

>A> PC
>A> PC
>A> PC
>A> PC
>A> PC

>A> | - 535

>A> ODE

EXCLUSI VI TY
EXPI RATI ON
DATE
Jul 03, 2010
Jul 03, 2010
Jul 03, 2010
Jul 03, 2010
Jul 03, 2010
Jun 21, 2010
Nov 05, 2016

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.
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B-1

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, 30" Edi tion for a full |isting 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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