CUMULATIVE

SUPPLEMENT 3
MARCH 2003

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

23" EDITION

Department of Health and Human Services

Food and Drug Administration
Center for Drug Evaluation and Research
Office of Generic Drugs

2003




HYMAN, PHELPS
&MCNAMARA, PC.
WASHINGTON, DC




APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
23*° EDITION

Cumulative Supplement 3

March 2003
CONTENTS
FOE S INTRODUCEION v i i baiims s i e s e e s e e e e s i e e e STt
1.1 How to Use the Cumulative SUpplement .............coveovieiiiieicie ettt ee e
1.2 AYNHCENE INEINE U RBNGEE ... vmsii rviishs s esbes s bk s s s N S ss SRes eeas edplevnd
13 Availability of the EAIHON ........occoiiiiiiiiiiice ettt
1.4 Report.of Coonts forthe Prescription’ Diug Product st o e g
IS5 Cumulative Supplement Change Legend ..........ccocoiiiiiiiiiieeceeccee e
DRUG PRODUCT LISTS
Prescnpon Doig PIoduch List. ..o i i mitissysssi irssiosiasisstnsissinisiatiassaisin
O e PrOgUCE oISt e
Drug Products with Approval under Section 505 of the Act
Administered by the Center for Biologics Evaluation and Research List...........c..ccoccuveune.ee.
Orphan Product Designations and Approvals List .........cccccooiiiiiiiiiiiniiccccccecee e
Drug Products Which Must Demonstrate in vivo Bioavailability
Only if Product Fails to Achieve Adequate DisSOIUtioN ............cceeeveiiereriineireiececcceeee,

PATENT AND EXCLUSIVITY INFORMATION ADDENDUM
A, Patentand Exchusivity LIsts o o oo vt e isiie s eriiis siassis toabisss seaiiesvansitbs e e e
B. Patent and EXCIUSIVILY TEIMIS......ccvoueeiieeeeeecicree ettt

111
i
v

vi
vil

A-1
B-1




1




APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS

23" EDITION

CUMULATIVE SUPPLEMENT 3
March 2003

1.0 INTRODUCTION

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement is one of a series of monthly updates to the Approved Drug
Products with Therapeutic Equivalence Evaluations, 23rd Edition (the List). The List 1s
composed of four parts: approved prescription drug products with therapeutic equivalence
evaluations, 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
marketed, are for exportation, have been discontinued from marketing or that have had their
approvals withdrawn for other than safety or efficacy reasons.

The Cumulative Supplement provides, among other things, information on newly approved
drugs and, if necessary, revised therapeutic equivalence evaluations and updated patent and
exclusivity data. The Addendum contains appropriate drug patent and exclusivity information
\ required of the Agency by the "Drug Price Competition and Patent Term Restoration Act of
\ 1984" for the Prescription, OTC, and Drug Products with Approval under Section 505 of the Act
i Administered by the Center for Biologics Evaluation and Research Lists.

Because all parts of the publication are subject to changes, additions, or deletions, the List must
be used in conjunction with the most current Cumulative Supplement. 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
Cumulative Supplement. Drug product information is provided in each Cumulative Supplement
for completeness to assist in locating the proper place in the List for the revision.

The presence of any therapeutic equivalence code indicates that the drug product is multisource;
the deletion of a therapeutic equivalence code indicates that the drug product has become single
source. (An infrequent exception exists when a therapeutic equivalence code is revised. In that
case the deletion of the therapeutic equivalence code is followed immediately by the addition of
the revised one.)

Products that have never been marketed, are for exportation, have been discontinued from
marketing or that have had their approvals withdrawn for other than safety or efficacy reasons,
will be flagged in this Cumulative Supplement with the "@" symbol to designate their non-
marketed status. All products having a "@" symbol in the 12th Cumulative Supplement of the
23rd Edition List will then be added to the "Discontinued Drug Product List" appearing in the
24th Edition. The current edition Section 2. How To Use The Drug Product Lists describes the
layout and usage of the List.
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1.2

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient name.
For those products with multiple active ingredients, only the first active ingredient (in
alphabetical sort) will appear. In addition, the trade name will be displayed to the right of the
active ingredient name for each product. Also shown is the application number and product
number (FDA's internal file number) for reference purposes. All patents with their expiration
dates are displayed for each application number. Use patents are indicated with the symbol "U"
followed by a number 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 Terms, Section A, in the Patent and Exclusivity Information Addendum for an
explanation of all codes and abbreviations.

New additions to the Prescription Drug Product List and OTC Drug Product List are indicated by
the symbol >A>. The Patent and Exclusivity Data are indicated by the symbol >ADD> to the left
of the line on which new information exists. The >ADD> symbol is then dropped in subsequent
Cumulative Supplements for that item.

New deletions to the Prescription Drug Product List and OTC Drug Product List are indicated by
the symbol >D> (DELETE) to the left of the line. The information line with the >D> symbol is
dropped in subsequent Cumulative Supplements for that item.

APPLICANT NAME CHANGES

It is not practical to identify in the Cumulative Supplement 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 cumulation of these transfers and name changes will be
identified in this section only. Where only partial lines of approved products are transferred between
applicants, each approved product involved will appear as an applicant name change entry in the
Cumulative Supplement.

It is also not practical to identify each and every product involved when an applicant name is changed

to meet internal publication standards (e.g., MSD or Zenith [Former Abbreviated Names] are
changed, respectively, to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When
this occurs, each product involved (either currently in the Cumulative Supplement or in the following
year's edition) will reflect the new abbreviated name. Consequently, it will not appear as an applicant
name change entry in the Cumulative Supplement nor will the cumulation of these name changes
appear in this section

APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAME
(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)

SYNTEX (USA) INC LLC ROCHE PALO ALTO LLC
(SYNTEX USA INC) (ROCHE PALO)

iv




1.3 _AVAILABILITY OF THE EDITION

The 22nd Edition of the Orange Book and its monthly cumulative supplements are available by subscription
from the Government Printing Office:

Superintendent of Documents
Government Printing Office
P.O. Box 371954
Pittsburgh, PA 15250-7954

The telephone number to charge your subscription is 202-512-1800 or toll free 866-512-1800. The cost is
$108.00 annually. A GPO Orange Book Subscription form is provided at the end of each cumulative
supplement.

The Approved Drug Products with Therapeutic Equivalence Evaluation (Orange Book) and related drug
information is also available on the Internet at the Food and Drug Administration, Center for Drug
Evaluation and Research, Drug Info page.

There is an Electronic Orange Book Query (EOB) at http://www.fda.gov/cder/ob. The Query provides
searching of the approved drug list by active ingredient, proprietary name, applicant holder or applicant
number. Product search categories are: prescription, over-the-counter, discontinued drugs. There are links
to patent and exclusivity information that may be applicable to each product. The data is updated
concurrently with the publication of the monthly cumulative supplements.

The Internet version of the Orange Book annual edition is at
http://www.fda.gov/cder/orange/adp.htm.

The Internet version of the monthly supplement is at
i http://www.fda.gov/cder/orange/supplement/cspreface.htm.

; There are ASCII text files of the Orange Book drug product data at

1 http://www.fda.gov/cder/orange/obreadme.htm. The drug product text files are zipped into zipobtxt.exe.
The files are updated concurrently with the publication of the monthly cumulative supplements. Appendix
A and Appendix B are updated quarterly.

The 23rd annual edition of the 2002 Orange Book Patent and Exclusivity List is at
http://www.fda.gov/cder/orange/23bookpub.pdf.

The current year Patent and Exclusivity cumulative supplement list that denotes the current month additions
is at http://www.fda.gov/cder/orange/supplement/patents.pdf.

The Patent Term Extension and new Patents, Docket Number ¥95S-0117, is at
http://www.fda.gov/cder/orange/docket.pdf. It is updated monthly as soon as available and as otherwise
needed.

The Drug Price Competition and Patent Term Restoration Act requires that patent information be

filed with all newly submitted Section 505 drug applications. To facilitate industry submission of

the information, a patent submission sample format is available in HTML and PDF format at:
http://www.fda.gov/cder/orange/patdecl.pdf

http://www.fda.gov/cder/orange/patdecl.htm
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ACETAMINOPHEN; BUTALBITAL; CAFFEINE
SOLUTION; ORAL
ACETAMINOPHEN AND BUTALBITAL AND CAFFEINE
+  MIKART 325MG/ 15ML ; 50MG/ 15ML ; 40MG/ 15ML

ACETAMINOPHEN; BUTALBITAL; CAFFEINE; CODEINE PHOSPHATE
CAPSULE; ORAL
FIORICET W/ CODEINE
AB + NOVARTIS
AB + WATSON PHARMS

325MG; 50MG; 40MG ; 30MG
325MG; 50MG; 40MG; 30MG

ACETAMINOPHEN; CODEINE PHOSPHATE
TABLET; ORAL
ACETAMINOPHEN AND CODEINE PHOSPAHTE

AA ANDRX PHARMS 300MG; 15MG
AA 300MG; 30MG
AA 300MG; 60MG
ACETAMINOPHEN AND CODEINE PHOSPHATE
AA RANBAXY 300MG; 60MG
ACETAMINOPHEN W/ CODEINE PHOSPHATE #3
AA RANBAXY 300MG; 30MG
CODRIX
+  ANDRX PHARMS 500MG ; 30MG
+ 500MG; 15MG
+ 500MG; 60MG

ACETAMINOPHEN; HYDROCODONE BITARTRATE
TABLET; ORAL
ACETAMINOPHEN AND HYDROCODONE BITARTRATE

AA ABLE 650MG; 7.5MG
HYDROCODONE BITARTRATE AND ACETAMINOPHEN
AA MIKART 325MG; 7.5MG

ALFENTANIL HYDROCHLORIDE
INJECTABLE; INJECTION
ALFENTA
AP +  AKORN
AP +  GD SEARLE LLC

EQ 0.5MG BASE/ML
EQ 0.5MG BASE/ML

N40387

N20232
N20232

N40443

N40443

N40443

N87083

N85868

N40441

N&0447
N40488

N4D4T4

N40432

N19353
N19353

001

001
001

001

002

003

001

001

001

001
001

001

001

001
001

JAN

JUL
JuL

JAN
JAN
JAN

MAR
FEB
MAR

JAN

DEC
DEC

ALPHA-TOCOPHEROL; ASCORBIC ACID; BIOTIN; CHOLECALCIFEROL; CYANOCOBALAMIN: FOLIC ACID;

NIACINAMIDE; PANTOTHENIC ACID; PYRIDOXINE; RIBOFLAVIN: THIAMINE: VITAMIN A

INJECTABLE; INJECTION
CERNEVIT-12
+  BAXTER HLTHCARE 12
IU/VIAL; 125MG/VIAL ; 60UGM/VIAL ; 200
[U/VIAL;5.5MG/VIAL ; 4 14UGM/VIAL ; 46MG
/VIAL; 17.25MG/VIAL ;4 .53MG/VIAL: 4. 14
MG/VIAL;3.51MG/VIAL;3,500 IU/VIAL
a 2
1U/VIAL; 125MG/VIAL ; 60UGM/VIAL ; 200
IU/VIAL;5.5MG/VIAL ; 4 14UGM/VIAL ; 46MG
/VIAL; 17.25MG/VIAL;4.53MG/VIAL; 4. 14

N20924

001

31

30
30,

22
22
22

27,

28,

02,

22,

29
29

2003

1992
1992

2003
2003
2003

2003
2003
2003

2003

2003

1986
1986

JAN

MAR
MAR

JAN

JAN

JAN

JAN

JAN

MAR

FEB
MAR

JAN

JAN

MAR
MAR

APR 06, 1999 MAR

NEWA

CAHN
CAHN

NEWA

NEWA

NEWA

CAHN

CAHN

NEWA

NEWA
NEWA

NEWA

NEWA

CAHN
CAHN

DISC




RX DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 3 - MAR 2003 =2

MG/VIAL;3.51MG/VIAL;3,500 1U/VIAL N20924 001 APR 06, 1999 MAR DISC
ALPRAZOLAM
TABLET, EXTENDED RELEASE; ORAL
XANAX XR
PHARMACIA AND UPJOHN  0.5MG N21434 001 JAN 17, 2003 JAN NEWA
MG N21434 002 JAN 17, 2003 JAN NEWA
2MG N21434 003 JAN 17, 2003 JAN NEWA
+ 3MG N21434 004 JAN 17, 2003 JAN NEWA
AMCINON IDE
OINTMENT; TOPICAL
AMCINONIDE
>A> AB TARO PHARM INDS 0.1% N76367 001 MAR 19, 2003 MAR NEWA
AMIODARONE HYDROCHLORIDE
[NJECTABLE; INJECTION
CORDARONE
>D> AP + WYETH AYERST 50MG/ML N20377 001 AUG 03, 1995 MAR CAHN
>A> AP + WYETH PHARMS INC 50MG/ML N20377 001 AUG 03, 1995 MAR CAHN
TABLET; ORAL
>D>  AB WYETH AYERST 200MG N18972 001 DEC 24, 1985 MAR CAHN
>A> AB WYETH PHARMS INC 200MG N18972 001 DEC 24, 1985 MAR CAHN
AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE
TABLET; ORAL
>D> ETRAFON 2-10
>D>  BP SCHERING 10MG; 2MG N14713 007 MAR DISC
>A> a 10MG; 2MG N14713 007 MAR DISC
>D> ETRAFON 2-25
>D>  BP SCHERING 25MG; 2MG N14713 004 MAR DISC
>A> a 25MG; 2MG N14713 004 MAR DISC
>D> ETRAFON-FORTE
>D> BP SCHERING 25MG; 4MG N14713 006 MAR DISC
>A> a 25MG ; 4MG N14713 006 MAR DISC
AMOXICILLIN: CLAVULANATE POTASSIUM
FOR SUSPENSION; ORAL
AMOXICILLIN AND CLAVULANATE POTASSIUM
>A>  AB RANBAXY 200MG/5ML;EQ 28.5MG BASE/SML N65132 001 MAR 19, 2003 MAR NEWA
>A>  AB 400MG/SML;EQ 57MG BASE/SML N65132 002 MAR 19, 2003 MAR NEWA
AMPHETAMINE ASPARTATE; AMPHETAMINE SULFATE: DEXTROAMPHETAMINE SACCHARATE:
DEXTROAMPHETAMINE SULFATE
CAPSULE, EXTENDED RELEASE; ORAL
ADDERALL XR 10
SHIRE LABS 2.5MG;2.5MG; 2. 5MG; 2.5MG N21303 001 OCT 11, 2001 JAN CAHN
ADDERALL XR 15
SHIRE LABS 3.75MG;3.75MG; 3. 75MG; 3. 75MG N21303 006 MAY 22, 2002 JAN CAHN
ADDERALL XR 20
SHIRE LABS SMG; 5MG; 5MG; SMG N21303 002 OCT 11, 2001 JAN CAHN
ADDERALL XR 25
SHIRE LABS 6.25MG;6.25MG; 6. 25MG; 6. 25MG N21303 004 MAY 22, 2002 JAN CAHN

ADDERALL XR 30
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AMPHETAMINE ASPARTATE; AMPHETAMINE SULFATE; DEXTROAMPHETAMINE SACCHARATE;

DEXTROAMPHETAMINE SULFATE

CAPSULE, EXTENDED RELEASE; ORAL

ADDERALL XR 30
+  SHIRE LABS
ADDERALL XR 5
SHIRE LABS
TABLET; ORAL
ADDERALL 12.5
SHIRE LABS

ADDERALL 15
SHIRE LABS

ADDERALL 7.5
SHIRE LABS

DEXTROAMP SACCHARATE, AMP
BARR

AMPRENAVIR
CAPSULE; ORAL
AGENERASE
@ GLAXOSMITHKLINE

g
SOLUTION; ORAL
@ GLAXOSMITHKLINE

APREPITANT
CAPSULE; ORAL
EMEND
MERCK

ASPIRIN; BUTALBITAL; CAFFEINE
CAPSULE; ORAL
FIORINAL
+  NOVARTIS
+  WATSON PHARMS
TABLET; ORAL
+  NOVARTIS
+ WATSON PHARMS

7.5MG; 7.5MG; 7.5MG; 7.5MG

1
1

.25MG; 1.25MG; 1.25MG; 1.25MG

.125MG;3. 125MG; 3. 125MG; 3. 125MG

.125MG;3.125MG; 3. 125MG; 3. 125MG

.75MG;3.75MG; 3. 75MG; 3. 75MG
.75MG;3.75MG; 3. 75MG; 3. 75MG

.875MG; 1.875MG; 1.875MG; 1.875MG
.875MG; 1.875MG; 1.875MG; 1.875MG

N21303

N21303

N11522

N11522

N11522
N11522

N11522
N11522

ASPARTATE, DEXTROAMP SULFATE AND AMP SULFATE

05
35
5,

B75MG; 1.875MG; 1.875MG; 1.875MG
125MG; 3. 125MG; 3. 125MG; 3. 125MG
75MG; 3. 75MG; 3. 75MG; 3. 75MG

50MG
50MG
150MG
150MG

15MG/ML
15MG/ML

80MG
125MG

325MG; 50MG; 40MG
325MG; 50MG; 40MG

325MG: 50MG ; 40MG
325MG; 50MG ; 40MG

N40422
N40422
N40422

N21007
N21007
N21007
N21007

N21039
N21039

N21549
N21549

N17534
N17534

N17534
N17534

003

005

012
012

013
013

011
011

005
006
007

001
001
002
002

001
001

001
002

005
005

003
003

ocT

MAY

AUG
AUG

AUG
AUG

AUG
AUG

MAR
MAR
MAR

APR
APR
APR
APR

APR
APR

MAR
MAR

APR
APR

APR
APR

22,

Sy
&,
B3I
31

1

315

19,
19,
19,

15,
155
125
155

15,
155

26,
26

16,
16,

I

16,

2001

2002

2000
2000

2000
2000

2000
2000

2003
2003
2003

1999
1999
1999
1999

1999
1999

2003
2003

1986
1986

1986
1986

1=3

JAN

JAN

MAR
MAR

MAR
MAR

MAR
MAR

MAR
MAR
MAR

MAR
MAR
MAR
MAR

MAR
MAR

MAR
MAR

MAR
MAR

MAR
MAR

CAHN

CAHN

CFTG
CFTG

CFTG
CFTG

CFTG
CFTG

NEWA
NEWA
NEWA

CMFD
CMFD
CMFD
CMFD

CMFD
CMFD

NEWA
NEWA

CAHN
CAHN

CAHN
CAHN




RX DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 3 - MAR 2003 1-4

ASPIRIN; BUTALBITAL; CAFFEINE; CODEINE PHOSPHATE
CAPSULE; ORAL
FIORINAL W/CODEINE NO 3
>D> AB +  NOVARTIS 325MG; 50MG; 40MG ; 30MG N19429 003 OCT 26, 1990 MAR CAHN
>A> AB +  WATSON PHARMS 325MG; 50MG; 40MG; 30MG N19429 003 OCT 26, 1990 MAR CAHN

AZATHIOPRINE
TABLET: ORAL

AZASAN
AAIPHARMA LLC 25MG N75252 002 FEB 03, 2003 FEB NEWA
| AB 50MG N75252 001 JUN 07, 1999 FEB NEWA
| 75MG N75252 003 FEB 03, 2003 FEB NEWA
100MG N75252 004 FEB 03, 2003 FEB NEWA

! BECLOMETHASONE DIPROPIONATE
[ AEROSOL, METERED; INHALATION

>D> BECLOVENT
| >D> BN GLAXOSMITHKLINE 0.042MG/INH N18153 001 MAR DISC
\ >A> a 0.042MG/INH N18153 001 MAR DISC
>D> AEROSOL, METERED; NASAL
>D> BECONASE
>D> BN +  GLAXOSMITHKLINE 0.042MG/INH N18584 001 MAR DISC
>A> a 0.042MG/INH N18584 001 MAR DISC
>D> VANCENASE
>D> BN SCHERING 0.042MG/INH N18521 001 MAR DISC
>A> @ 0.042MG/INH N18521 001 MAR DISC
BETAMETHASONE
TABLET; ORAL
CELESTONE
@ SCHERING 0.6MG N12657 003 FEB DISC
BISOPROLOL FUMARATE
TABLET; ORAL

i ZEBETA

| >D> AB LEDERLE 5MG N19982 002 JUL 31, 1992 MAR CAHN
{ >D> AB + 10MG N19982 001 JUL 31, 1992 MAR CAHN
>A> AB WYETH PHARMS INC 5MG N19982 002 JUL 31, 1992 MAR CAHN
>A> AB + 10MG N19982 001 JUL 31, 1992 MAR CAHN

|

| BISOPROLOL FUMARATE; HYDROCHLOROTHIAZIDE
| TABLET; ORAL
|

ZIAC
: >D>  AB LEDERLE 2.5MG; 6.25MG N20186 003 MAR 26, 1993 MAR CAHN
>D>  AB 5MG; 6.25MG N20186 001 MAR 26, 1993 MAR CAHN
>D> AB + 10MG; 6.25MG N20186 002 MAR 26, 1993 MAR CAHN
>A> AB WYETH PHARMS INC 2.5MG; 6.25MG N20186 003 MAR 26, 1993 MAR CAHN
>A> AB 5MG; 6.25MG N20186 001 MAR 26, 1993 MAR CAHN

>A> AB + 10MG; 6.25MG N20186 002 MAR 26

, 1993 MAR CAHN
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BROMPHENIRAMINE MALEATE:; DEXTROMETHORPHAN HYDROBROMIDE; PSEUDOEPHEDRINE HYDROCHLORIDE

SYRUP; ORAL
D IMETANE-DX
AA + ROBINS AH
a
MYPHETANE DX

AA MORTON GROVE
AA

+

BUSPIRONE HYDROCHLORIDE
TABLET; ORAL
BUSPIRONE HCL

AB EGIS

CALCITRIOL

INJECTABLE; INJECTION
CALCITRIOL

AP AATPHARMA
AP
AP GENSIA SICOR PHARMS
AP

CARBINOXAMINE MALEATE
TABLET; ORAL
CARBINOXAMINE MALEATE
+  MIKART

2MG/5ML ; TOMG/5ML ; 30MG/5ML
2MG/5SML ; 10MG/SML ; 30MG/SML

2MG/5SML ; 10MG/5ML ; 30MG/5ML
2MG/5ML ; 10MG/5ML ; 30MG/5ML

15MG

0.001MG/ML
0.002MG/ML
0.001MG/ML
0.002MG/ML

4MG

CEFADROXIL/CEFADROXIL HEMIHYDRATE

FOR SUSPENSION; ORAL
CEFADROXIL

AB RANBAXY
AB
AB
DURICEF
WARNER CHILCOTT
AB
AB
¥
AB +

CEFOXITIN SODIUM
INJECTABLE; INJECTION
MEFOXIN IN PLASTIC CONTAINER
EQ 20MG BASE/ML
EQ 20MG BASE/ML
EQ 40MG BASE/ML
EQ 40MG BASE/ML

MERCK

EQ 125MG BASE/5ML
EQ 250MG BASE/SML
EQ 500MG BASE/5ML

EQ 125MG BASE/SML
EQ 125MG BASE/5ML
EQ 250MG BASE/5ML
EQ 250MG BASE/SML
EQ 500MG BASE/S5ML
EQ 500MG BASE/SML

N19279
N19279

N88811
N88811

N75119

N75766
N75766
N75823
N75823

N40442

N65115
N65115
N65115

N50527
N50527
N50527
N50527
N50527
N50527

N63182
N63182
N63182
N63182

001
001

001
001

003

001
002
001
002

001

001
002
003

002
002
003
003
001
001

001
001
002
002

AUG
AUG

JUN
JUN

JAN

FEB
FEB
MAR
MAR

MAR

MAR
MAR
MAR

JAN
JAN
JAN
JAN

24,
24,

07,
07,

23,

20,
20,
31,
31

19,

26,
26
26,

25,
25,
25,
25

1984
1984

1985
1985

2003

2003
2003
2003
2003

2003

2003
2003
2003

1993
1993
1993
1993

MAR
MAR

MAR
MAR

JAN

FEB

MAR
MAR

MAR

MAR
MAR
MAR

MAR
MAR
MAR
MAR
MAR

MAR
MAR
MAR
MAR

DISC
DISC

CTEC
CTEC

NEWA

NEWA
NEWA
NEWA
NEWA

NEWA

NEWA
NEWA
NEWA

CFTG
CFTG
CFTG
CFTG
CFTG
CFTG

CRLD
CRLD
CRLD
CRLD
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CEPHALOTHIN SODIUM
INJECTABLE; INJECTION
CEPHALOTHIN SODIUM
AP BRISTOL

AP

AP

KEFLIN

AP LILLY

+

AP+

CICLOPIROX
SHAMPQO; TOPICAL
LOPROX
+ MEDICIS

CLINDAMYCIN HYDROCHLORIDE
CAPSULE; ORAL
CLINDAMYCIN HCL
AB WATSON LABS

COPPER

EQ 1GM
EQ 1GM
EQ 2GM
EQ 2GM
EQ 4GM
EQ 4GM

EQ 1GM
EQ 1GM
EQ 2GM
EQ 2GM
EQ 4GM
EQ 4GM

1%

BASE/VIAL
BASE/VIAL
BASE/VIAL
BASE/VIAL
BASE/VIAL
BASE/VIAL

BASE/VIAL
BASE/VIAL
BASE/VIAL
BASE/VIAL
BASE/VIAL
BASE/VIAL

EQ 300MG BASE

INTRAUTERINE DEVICE; INTRAUTERINE

COPPER T MODEL TCU 380A
+  FE]
+  POPULATION COUNCIL

CYCLOBENZAPRINE HYDROCHLORIDE

TABLET; ORAL
FLEXERIL
@ MCNEIL CONS SPECLT
AA

CYCLOSPORINE
CAPSULE; ORAL
GENGRAF
AB1 ABBOTT
BX
AB1
EMULSION; OPHTHALMIC
RESTASIS
+  ALLERGAN

309MG/COPPER
309MG/COPPER

5MG
5MG

25MG
50MG
100MG

0.05%
0.05%

N62464
N62464
N62464
N62464
N62464
N62464

N50482
N50482
N50482
N50482
N50482
N50482

N21159

N63083

N18680
N18680

N17821
N17821

N65003
N65003
N65003

N50790
N50790

001
001
002
002
003
003

001
001
002
002
003
003

001

002

001
001

001
001

001
002
Q03

001
001

MAY
MAY
MAY
MAY
MAY
MAY

MAR

NOV
NOV

MAY
MAY
MAY

DEC
DEC

07
07
07
07
07,
07,

'

28,

18,

15,
15,

12,
12,
12,

23
23,

1984
1984
1984
1984
1984
1984

2003

2003

1984
1984

2000
2000
2000

2002
2002

MAR
MAR
MAR
MAR
MAR
MAR

MAR
MAR
MAR
MAR
MAR
MAR

MAR

MAR
MAR

MAR
MAR

FEB
FEB

MAR
MAR

CRLD
CRLD
CRLD
CRLD
CRLD
CRLD

DIsC
DIsC
DIsC
DIsC
DIsC
DIsC

NEWA

NEWA

CAHN
CAHN

CMFD
CMFD

CTNA
CTNA
CTNA

CMs1
CMS1
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DALFOPRISTIN; QUINUPRISTIN
INJECTABLE; IV (INFUSION)
SYNERCID
+  KING PHARMS 350MG/VIAL; 150MG/VIAL N50748 001 SEP 21, 1999 FEB CAHN
@ 420MG/VIAL; 180MG/VIAL N50748 002 AUG 24, 2000 FEB CAHN

DEMECLOCYCLINE HYDROCHLORIDE
TABLET; ORAL

DECLOMYCIN
>D> ad LEDERLE 75MG N50261 001 MAR CAHN
>D> 150MG N50261 002 MAR CAHN
>D> * 300MG N50261 003 MAR CAHN
>A> @ WYETH PHARMS INC 75MG N50261 001 MAR CAHN
>A> 150MG N50261 002 MAR  CAHN
>A> + 300MG N50261 003 MAR  CAHN

DESOGESTREL; ETHINYL ESTRADIOL
TABLET; ORAL-21

>D> ORTHO-CEPT
3 >D> AB + ORTHO MCNEIL PHARM 0.15MG;0.03MG N20301 001 DEC 14, 1992 MAR DISC
>A> @ 0.15MG;0.03MG N20301 001 DEC 14, 1992 MAR DISC

TABLET; ORAL-28
>D> AB ORTHO MCNEIL PHARM 0.15MG; 0.03MG N20301 002 DEC 14, 1992 MAR CRLD
>A> AB + 0.15MG;0.03MG N20301 002 DEC 14, 1992 MAR CRLD
DIGOXIN
TABLET; ORAL
DIGOXIN

AB CARACO 0.125MG N76363 001 JAN 31, 2003 JAN NEWA
AB 0.25MG N76363 002 JAN 31, 2003 JAN NEWA

DILTIAZEM HYDROCHLORIDE
TABLET, EXTENDED RELEASE; ORAL
CARDIZEM LA

+  BIOVAIL 120MG N21392 001 FEB 06, 2003 FEB NEWA

+ 180MG N21392 002 FEB 06, 2003 FEB NEWA

+ 240MG N21392 003 FEB 06, 2003 FEB NEWA

* 300MG N21392 004 FEB 06, 2003 FEB NEWA

- 360MG N21392 005 FEB 06, 2003 FEB NEWA

+ 420MG N21392 006 FEB 06, 2003 FEB NEWA
DOXAPRAM HYDROCHLORIDE
INJECTABLE; INJECTION

DOPRAM
AP +  BAXTER HLTHCARE CORP 20MG/ML N14879 001 JAN CAHN
| DOXAPRAM HCL
AP BEDFORD 20MG/ML N76266 001 JAN 10, 2003 JAN NEWA

DOXYCYCLINE HYCLATE
CAPSULE, COATED PELLETS; ORAL
DORYX
FAULDING EQ 75MG BASE N50582 002 AUG 13, 2001 FEB NEWA

St i AR S B e i S E Pl iyl il s e R S
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DOXYCYCLINE HYCLATE
? INJECTABLE; INJECTION

. DOXY 100
| >D> AP AM PHARM PARTNERS EQ 100MG BASE/VIAL N62475 001 DEC 09, 1983 MAR CRLD
l >A> + EQ 100MG BASE/VIAL N62475 001 DEC 09, 1983 MAR CRLD
‘ DOXY 200

| >D> AP AM PHARM PARTNERS EQ 200MG BASE/VIAL N62475 002 DEC 09, 1983 MAR CRLD
| >A> - EQ 200MG BASE/VIAL N62475 002 DEC 09, 1983 MAR CRLD
¥ | >D> VIBRAMYCIN

| >D> AP + PFIZER EQ 100MG BASE/VIAL N50442 002 MAR DISC
‘\ >A> a EQ 100MG BASE/VIAL N50442 002 MAR DISC
| >D> AP + EQ 200MG BASE/VIAL N50442 001 MAR DISC
1 >A> 2 EQ 200MG BASE/VIAL N50442 001 MAR DISC

ELETRIPTAN HYDROBROMIDE
TABLET; ORAL

| RELPAX

: >D> PFIZER EQ 20MG BASE N21016 001 DEC 26, 2002 MAR CAHN

i | >D> % EQ 40MG BASE N21016 002 DEC 26, 2002 MAR CAHN

| >A> PFIZER IRELAND EQ 20MG BASE N21016 001 DEC 26, 2002 MAR CAHN

| >A> + EQ 40MG BASE N21016 002 DEC 26, 2002 MAR CAHN
ENALAPRIL MALEATE: HYDROCHLOROTHIAZIDE

| TABLET; ORAL
I ENALAPRIL MALEATE AND HYDROCHLOROTHIAZIDE

>A>  AB IVAX PHARMS 5MG; 12.5MG N75736 001 MAR 25, 2003 MAR NEWA
) >A> AB 10MG; 25MG N75736 002 MAR 25, 2003 MAR NEWA

>A> ENFUVIRTIDE

| | >A> INJECTABLE; SUBCUTANEOUS

1 >A> FUZEON

a ZR> +  ROCHE 90MG/VIAL N21481 001 MAR 13, 2003 MAR NEWA
(|

I

ENOXAPARIN SODIUM
INJECTABLE; SUBCUTANEOUS
‘ LOVENOX
+  AVENTIS 300MG/3ML N20164 009 JAN 23, 2003 JAN NEWA

|l EPINEPHRINE BITARTRATE; ETIDOCAINE HYDROCHLORIDE
1 INJECTABLE; INJECTION
I DURANEST
| >D> +  DENTSPLY PHARM 0.005MG/ML; 1.5% N21384 001 MAR DISC
>A> a 0.005MG/ML; 1.5% N21384 001 MAR DISC

ERGOTAMINE TARTRATE

il TABLET; SUBLINGUAL

I ERGOMAR

>A> +  HARVEST PHARMS 2MG N87693 001 FEB 24, 1983 MAR CAHN
>D> +  NEW RIVER 2MG N87693 001 FEB 24, 1983 MAR CAHN
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ESMOLOL HYDROCHLORIDE
INJECTABLE; INJECTION

>A> BREVIBLOC DOUBLE STRENGTH IN PLASTIC CONTAINER

>A> + BAXTER HLTHCARE CORP 2GM/100ML N19386 005 JAN 27, 2003 MAR NEWA
>A> BREVIBLOC IN PLASTIC CONTAINER

>A> + BAXTER HLTHCARE CORP 1GM/100ML N19386 004 FEB 16, 2001 MAR NEWA
>A> ESTRADIOL ACETATE

>A> INSERT, EXTENDED RELEASE; VAGINAL

>A> FEMRING

>A> GALEN LTD 0.05MG/24HR N21367 001 MAR 20, 2003 MAR NEWA
>A> + 0.1MG/24HR N21367 002 MAR 20, 2003 MAR NEWA

ESTROGENS, CONJUGATED
CREAM: TOPICAL, VAGINAL

PREMARIN
>D> +  AYERST 0.625MG/GM N20216 001 MAR  CAHN
>A> + WYETH PHARMS INC 0.625MG/GM N20216 001 MAR  CAHN
INJECTABLE; INJECTION
>D> + WYETH AYERST 25MG/VIAL N10402 001 MAR CAHN
>A> + WYETH PHARMS INC 25MG/VIAL N10402 001 MAR CAHN
TABLET; ORAL
>D> WYETH AYERST 0.3MG NO4782 003 MAR CAHN
>D> + 0.625MG NO4782 004 MAR CAHN
>D> 0.9MG NO4782 005 JAN 26, 1984 MAR CAHN
>D> + 1.25MG NO4782 001 MAR CAHN
>D> 2.5MG NO4782 002 MAR CAHN
>A> WYETH PHARMS INC 0.3MG N04782 003 MAR CAHN
>A> > 0.625MG NO4782 004 MAR  CAHN
>A> 0.9MG NO4782 005 JAN 26, 1984 MAR CAHN
>A> + 1.25MG NO4782 001 MAR CAHN
>A> 2.5MG NO4782 002 MAR  CAHN
ESTROGENS, CONJUGATED; MEDROXYPROGESTERONE ACETATE
TABLET; ORAL-28
PREMPHASE (PREMARIN;CYCRIN 14/14)
>D> a WYETH AYERST 0.625MG, 0. 625MG; SMG N20303 002 DEC 30, 1994 MAR CAHN
>A> @ WYETH PHARMS INC 0.625MG, 0. 625MG; 5MG N20303 002 DEC 30, 1994 MAR CAHN
PREMPHASE 14/14
>D> +  WYETH AYERST 0.625MG, 0.625MG; SMG N20527 002 NOV 17, 1995 MAR CAHN
>A> + WYETH PHARMS INC 0.625MG,0.625MG; 5MG N20527 002 NOV 17, 1995 MAR CAHN
PREMPRO ;
>D> +  WYETH AYERST 0.625MG,0.625MG; 2. 5MG, 2..5MG N20527 001 NOV 17, 1995 MAR CAHN
>D> + 0.625MG, 0.625MG; 5MG, SMG N20527 003 JAN 09, 1998 MAR CAHN
>A> + WYETH PHARMS INC 0.45MG; 1.5MG N20527 004 MAR 12, 2003 MAR NEWA
>A> + 0.625MG,0.625MG;2.5MG,2.5MG N20527 001 NOV 17, 1995 MAR CAHN
>A> . 0.625MG, 0.625MG; 5MG, SMG N20527 003 JAN 09, 1998 MAR CAHN
PREMPRO (PREMARIN;CYCRIN)
>D> @ WYETH AYERST 0.625MG, 0. 625MG; 2.5MG, 2. 5MG N20303 001 DEC 30, 1994 MAR CAHN

>A> @ WYETH PHARMS INC 0.625MG, 0.625MG; 2.5MG, 2.5MG N20303 001 DEC 30, 1994 MAR CAHN
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ESTROGENS, ESTERIFIED
TABLET; ORAL
MENEST
MONARCH PHARMS 0.3MG N84951 001 JAN CRLD

ETHINYL ESTRADIOL; LEVONORGESTREL
TABLET; ORAL-21

ALESSE
>D> AB1 +  WYETH AYERST 0.02MG; 0. 1MG N20683 001 MAR 27, 1997 MAR CAHN
>A> AB1 + WYETH PHARMS INC 0.02MG; 0. 1MG N20683 001 MAR 27, 1997 MAR CAHN

NORDETTE-21
>D> AB +  WYETH AYERST 0.03MG;0.15MG N18668 001 MAY 10, 1982 MAR CAHN
>A> AB + WYETH PHARMS INC 0.03MG; 0. 15MG N18668 001 MAY 10, 1982 MAR CAHN

TRIPHASIL-21
>D> AB + WYETH AYERST 0.03MG,0.04MG,0.03MG; 0. 05MG, 0. 125MG

,0.075MG N19192 001 NOV 01, 1984 MAR CAHN
>A> AB + WYETH PHARMS INC 0.03MG, 0.04MG, 0.03MG;0.05MG, 0. 125MG
,0.075MG N19192 001 NOV 01, 1984 MAR CAHN
TABLET; ORAL-28

ALESSE
>D>  AB1 WYETH AYERST 0.02MG; 0.1MG N20683 002 MAR 27, 1997 MAR CAHN
>A>  AB1 WYETH PHARMS INC 0.02MG; 0. 1MG N20683 002 MAR 27, 1997 MAR CAHN

NORDETTE-28
>D>  AB WYETH AYERST 0.03MG;0.15MG N18782 001 JUL 21, 1982 MAR CAHN

. >A> AB WYETH PHARMS INC 0.03MG; 0. 15MG N18782 001 JUL 21, 1982 MAR CAHN
l TRIPHASIL-28
“ >D>  AB WYETH AYERST 0.03MG, 0.04MG, 0.03MG; 0.05MG, 0. 125MG
[ ,0.075MG N19190 001 NOV 01, 1984 MAR CAHN
>A>  AB WYETH PHARMS INC 0.03MG,0.04MG,0.03MG;0.05MG, 0. 125MG
,0.075MG N19190 001 NOV D1, 1984 MAR CAHN

ETHINYL ESTRADIOL; NORETHINDRONE
TABLET; ORAL-21
TRI-NORINYL 21-DAY

,| >D> o WATSON LABS 0.035MG,0.035MG;0.5MG,1MG N18977 001 APR 13, 1984 MAR CPOT
>A> a 0.035MG, 0.035MG, 0. 035MG; 0.5MG, MG, 0

. .5MG N18977 001 APR 13, 1984 MAR CPOT

' a 0.035MG, 0.035MG; 0.5MG, 1MG N18977 001 APR 13, 1984 FEB DISC

TABLET; ORAL-28
ORTHO-NOVUM 7/7/7-28

“; AB + ORTHO MCNEIL PHARM 0.035MG,0.035MG,U.035MG;0.5MG,1MG,0
ﬁ .75MG N18985 002 APR 04, 1984 FEB CRLD
| OVCON-35
+ WARNER CHILCOTT 0.035MG; 0.4MG N17716 001 JAN CRLD
OVCON-50
+ WARNER CHILCOTT 0.05MG; 1MG N17576 001 JAN CRLD
TRI-NORINYL 28-DAY
>D> + WATSON LABS 0.035MG,0.035MG;0.5MG,1MG N18977 002 APR 13, 1984 MAR cCPOT
| >A> + 0.035MG, 0.035MG, 0.035MG; 0. 5MG, TMG, 0

.5MG N18977 002 APR 13, 1984 MAR CPOT




>D>

>A>

>D>

>A>

>D>

>A>

>D>

>A>

>D>

>A>

>D>
>D>
>A>

>A>

>D>
>D>
>A>

>A>

>D>
>D>

>A>

AB
AB

AB

AB
AB

AB
AB

AB

AB
AB

AB
AB

AB
AB
AB
AB

AB
AB
AB
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ETHINYL ESTRADIOL; NORGESTREL

TABLET; ORAL-21
LO/OVRAL
WYETH AYERST
WYETH PHARMS INC
OGESTREL 0.5/50-21
WATSON LABS
OVRAL
+  WYETH AYERST
+  WYETH PHARMS INC
TABLET; ORAL-28
LO/OVRAL-28
WYETH AYERST
WYETH PHARMS INC
OGESTREL 0.5/50-28
WATSON LABS
OVRAL-28
WYETH AYERST
WYETH PHARMS INC

J%

g

ETHIONAMIDE
TABLET; ORAL
TRECATOR-SC
+  WYETH AYERST
+  WYETH PHARMS INC

ETHOTOIN
TABLET; ORAL
PEGANONE
+ ABBOTT

+ OVATION PHARMS

ETIDRONATE DISODIUM
TABLET; ORAL
ETIDRONATE DISODIUM
GENPHARM

ETODOLAC
CAPSULE; ORAL
LODINE
WYETH AYERST

WYETH PHARMS INC

N
TABLET; ORAL
WYETH AYERST

WYETH PHARMS INC

0.035MG, 0.035MG; 0.5MG, TMG

0.03MG; 0.3MG
0.03MG; 0.3MG

0.05MG; 0.5MG

0.05MG; 0.5MG
0.05MG; 0.5MG

0.03MG; 0.3MG
0.03MG;0.3MG

0.05MG; 0.5MG

0.05MG; 0. 5MG
0.05MG; 0.5MG

250MG
250MG

250MG
500MG
250MG
500MG

200MG
400MG

200MG
300MG
200MG
300MG

400MG
500MG
400MG

N18977

N17612
N17612

N75406

N16672
N16672

N17802
N17802

N75406

N16806
N16806

N13026
N13026

N10841
N10841
N10841
N10841

N75800
N75800

N18922
N18922
N18922
N18922

N18922
N18922
N18922

002 APR 13,

001
001

001

001
001

001
001

002

001
001

002
002

001
003
001
003

001
002

002
003
002
003

004
005
004

1984

DEC 15, 1999

DEC 15, 1999

JAN
JAN

JAN
JAN
JAN
JAN

JUL
JUN
JUuL

24,
24

3

31,
31,
31,
4

29,
28,
29

’

2003
2003

1991
1991
1991
1991

1993
1996
1993

JAN

MAR
MAR

FEB

MAR
MAR

MAR
MAR

FEB

MAR
MAR

MAR
MAR

MAR
MAR
MAR
MAR

JAN
JAN

MAR
MAR
MAR
MAR

MAR
MAR
MAR

CRLD

CAHN
CAHN

CAHN

CAHN
CAHN

CAHN
CAHKN

CAHN

CAHN
CAHN

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

NEWA
NEWA

CAHN
CAHN
CAHN
CAHN

CAHN
CAHN
CAHN




>A>

>A>
>A>

>A>

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

>A>

>A>

>D>

>A>
>A>
>D>

>D>

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

>A>

>D>

>A>

>A>

>A>

AB

AB
AB
AB

AB
AB
AB
AB
AB
AB
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+ 500MG
TABLET, EXTENDED RELEASE; ORAL
ETODOLAC
TARO 400MG
500MG
600MG
LODINE XL
+  WYETH AYERST 400MG
+ 500MG
+ 600MG
+  WYETH PHARMS INC 400MG
il 500MG
+ 600MG
FELBAMATE

SUSPENSION; ORAL
FELBATOL

+  MEDPOINTE 600MG/5ML
+  WALLACE LABS 600MG/SML
TABLET; ORAL
MEDPOINTE 400MG
+ 600MG
WALLACE LABS 400MG
1 600MG
FENOFIBRATE
CAPSULE; ORAL
FENOFIBRATE (MICRONIZED)
AB TEVA 67MG
67MG
AB 134MG
134MG
AB 200MG
+ 200MG
TRICOR (MICRONIZED)
AB ABBOTT 67MG
3 67MG
AB 134MG
a 134MG
AR+ 200MG
a 200MG
FLAVOXATE HYDROCHLORIDE
TABLET; ORAL
URISPAS
+  GLAXOSMITHKLINE 100MG

+  ORTHO-MCNEIL PHARMAC 100MG

FLECAINIDE ACETATE

AB
AB

TABLET; ORAL
FLECAINIDE ACETATE
RANBAXY 50MG
100MG

N18922

N76174
N76174
N76174

N20584
N20584
N20584
N20584
N20584
N20584

N20189
N20189

N20189
N20189
N20189
N20189

N75753
N75753
N75753
N75753
N75753
N75753

N19304
N19304
N19304
N19304
N19304
N19304

N16769
N16769

N76421
N76421

005

001
002
003

001
003
002
001
003
002

003
003

001
002
001
002

001
001
002
002
003
003

002
002
003
003
004
004

001
001

001

JUN

MAR
MAR
MAR

ocT
JAN
OCT
OocT
JAN
OoCT

JUL
JUL

JUL
JUL
JUL
JUL

SEP
SEP
APR
APR
APR
APR

FEB

JUN

JUN

JUN
JUN

MAR

28, 1996

13
13
13

2003
2003
2003

]
]

i

25
20

1996
1998
25, 1996
25, 1996
20, 1998
25, 1996

1993
29, 1993

29, 1993
29, 1993
29, 1993
29, 1993

03, 2002
03, 2002
2002
, 2002
09, 2002
2002

09, 1998
09, 1998
30, 1999
30, 1999
30, 1999

30, 1999

‘

28, 2003

002 MAR 28, 2003

MAR

MAR
MAR
MAR

MAR
MAR
MAR
MAR
MAR
MAR

MAR
MAR

MAR
MAR
MAR
MAR

MAR
MAR
MAR
MAR
MAR
MAR

MAR
MAR
MAR
MAR
MAR
MAR

MAR
MAR

MAR
MAR

CAHN

NEWA
NEWA
NEWA

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

CTEC
CTEC
CTEC
CTEC
CRLD
CRLD

DISC
DISC
DISC
DISC
DISC
DISC

CAHN
CAHN

NEWA
NEWA



>A>

>D>

>A>

>D>

>A>

>A>
>A>

>A>

>D>

>A>

>D>

>A>

AB
AB
AB
AB

AB

AP

AP

AT

AB
AB

ROXANE

FLUDROCORTISONE ACETATE

TABLET; ORAL

FLUDROCORTISONE ACETATE

BARR

FLUORESCEIN SODIUM

INJECTABLE; INJECTION
FUNDUSCEIN-25

@ NOVARTIS

FOLIC ACID
INJECTABLE; INJECTION

FOLVITE
+  LEDERLE

+  WYETH PHARMS INC

TABLET; ORAL
@ LEDERLE

@ WYETH PHARMS INC

GATIFLOXACIN
SOLUTION/DROPS; OPHTHALMIC

ZYMAR
+  ALLERGAN

GEMTUZUMAB OZOGAMICIN

INJECTABLE; INJECTION

MYLOTARG

+  WYETH AYERST
+  WYETH PHARMS INC

GENTAMICIN SULFATE

CREAM; TOPICAL

GARAMYCIN

@ SCHERING
GENTAMICIN SULFATE

+  FOUGERA

GLIMEPIRIDE

TABLET; ORAL
AMARYL

+  AVENTIS PHARMS

150MG
50MG

100MG
150MG

0.1MG

25%

5MG/ML
SMG/ML

MG
MG

0.3%

5MG/VIAL
SMG/VIAL

EQ 0.1% BASE

EQ 0.1% BASE

MG
4MG

HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE

TABLET; ORAL

INDERIDE-40/25
WYETH AYERST
WYETH PHARMS INC

25MG; 40MG
25MG; 40MG

N76421
N76278
N76278
N76278

N40425

N17869

N05897
N05897

N05897
N05897

N21493

N21174
N21174

N60462

N62531

N20496
N20496

N18031
N18031

RX DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 3 - MAR 2003

003
001
002
003

001

001

oos
008

004
004

001

001
001

001

001

001
003

001
001

MAR
JAN
JAN
JAN

JAN

MAR

MAY
MAY

JUL

NOV
NOV

28
14
14
14

r

'

’

2003
2003
2003
2003

21, 2003

28,

i
17,

05

30
30

1

r

2003

2000
2000

1984

1995
1995

MAR
JAN
JAN
JAN

JAN

JAN

MAR
MAR

MAR
MAR

MAR

MAR
MAR

FEB

FEB

JAN
JAN

MAR
MAR

NEWA
NEWA
NEWA
NEWA

NEWA

DISC

CAHN
CAHN

CAHN
CAHN

NEWA

CAHN
CAHN

DIsC

CRLD

CRLD
CRLD

CAHN
CAHN
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HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE
TABLET; ORAL
INDERIDE-80/25
>D> AB +  WYETH AYERST 25MG; 80MG N18031 002 MAR  CAHN
>A> AB +  WYETH PHARMS INC 25MG; 80MG N18031 002 MAR CAHN

HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE
SOLUTION/DROPS; QOTIC
NEOMYCIN AND POLYMYXIN B SULFATES AND HYDROCORTISONE

AT ALCON 1%;EQ 3.5MG BASE/ML; 10,000 UNITS/ML N62423 001 AUG 25, 1983 FEB CMFD
SUSPENSION/DROPS; OPHTHALMIC
AT ALCON UNIVERSAL 1%;EQ 3.5MG BASE/ML;10,000 UNITS/ML N62874 001 MAY 11, 1988 FEB CMFD
| SUSPENSION/DROPS; OTIC
i AT ALCON UNIVERSAL 1%;EQ 3.5MG BASE/ML;10,000 UNITS/ML N62488 001 Nov 06, 1985 FEB CMFD

HYDROXYZINE HYDROCHLORIDE
‘ TABLET; ORAL

ATARAX

a PFIZER 10MG N10392 001 FEB DISC
} a 25MG N10392 004 FEB DISC
| a 50MG N10392 006 FEB DISC
| a 100MG N10392 005 FEB DISC
I HYDROXYZINE HCL
' AB +  SIDMAK LABS NJ 10MG N88617 001 JAN 10, 1986 FEB CRLD
- AB  + 25MG N88618 001 JAN 10, 1986 FEB CRLD
il AB + 50MG N88619 001 JAN 10, 1986 FEB CRLD

a 100MG N81054 001 SEP 25, 1995 FEB DISC

IPRATROPIUM BROMIDE
SPRAY, METERED; NASAL

ATROVENT
>D> +  BOEHRINGER INGELHEIM  0.021MG/SPRAY N20393 001 OCT 20, 1995 MAR CFTG
>A> AB + 0.021MG/SPRAY N20393 001 OCT 20, 1995 MAR CFTG
>D> i 0.042MG/SPRAY N20394 001 OCT 20, 1995 MAR CFTG
>A> AB + 0.042MG/SPRAY N20394 001 OCT 20, 1995 MAR CFTG
>A> IPRATROPIUM BROMIDE
| >A>  AB BAUSCH AND LOMB 0.021MG/SPRAY N76025 001 MAR 31, 2003 MAR NEWA
>A>  AB 0.042MG/SPRAY N76103 001 MAR 31, 2003 MAR NEWA
>A> AB DEY 0.021MG/SPRAY N75552 001 MAR 31, 2003 MAR NEWA
>A> AB 0.042MG/SPRAY N75553 001 MAR 31, 2003 MAR NEWA
ISOSORBIDE DINITRATE
TABLET; ORAL
ISORDIL
>D>  AB WYETH AYERST 5MG N12093 007 JUL 29, 1988 MAR CAHN
>D> AB 10MG N12093 002 JUL 29, 1988 MAR CAHN
>D> AB 20MG N12093 006 JUL 29, 1988 MAR CAHN
| >D> AB + 30MG N12093 005 JUL 29, 1988 MAR CAHN
>D> AB 40MG N12093 001 JUL 29, 1988 MAR CAHN
>A>  AB WYETH PHARMS INC 5MG N12093 007 JUL 29, 1988 MAR CAHN
5 >A> AB 10MG N12093 002 JUL 29, 1988 MAR CAHN




>A>
>A>

>A>

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

>A>

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

>A>

>D>

>A>

>D>
>A>
>D>

>A>

>D>

>A>

>D>

>A>

>D>
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AB 20MG
AB + 30MG
AB 40MG
TABLET; SUBLINGUAL
AB WYETH AYERST 2.5MG
AB S5MG
+ 10MG
AB WYETH PHARMS INC 2.5MG
AB 5MG
+ 10MG
KETOPROFEN
CAPSULE, EXTENDED RELEASE; ORAL
ORUVAIL
AB WYETH AYERST 100MG
AB 150MG
AB + 200MG
AB WYETH PHARMS INC 100MG
AB 150MG
AB + 200MG
LACTULOSE
SOLUTION; ORAL
LACTULOSE
AA LACHMAN CONSULT 10GM/ 15ML
AA VISTAPHARM 10GM/ 15ML
LEFLUNCMIDE
TABLET; ORAL
ARAVA
AVENTIS PHARMS 20MG
+ 20MG
+ 100MG
a 100MG

LEUPROLIDE ACETATE
INJECTABLE; SUBCUTANEOUS
ELIGARD
+  ATRIX

30MG/VIAL

LEVOBETAXOLOL HYDROCHLORIDE
SUSPENSION/DROPS; OPHTHALMIC
BETAXON
+  ALCON
+  MEDPOINTE

EQ 0.5% BASE
EQ 0.5% BASE

LEVONORGESTREL
IMPLANT; IMPLANTATION
LEVONORGESTREL
BX + WYETH AYERST 75MG/ IMPLANT
BX + WYETH PHARMS INC 75MG/ IMPLANT

NORPLANT SYSTEM IN PLASTIC CONTAINER
+  WYETH AYERST 36MG/ IMPLANT

N12093
N12093
N12093

N12940
N12940
N12940
N12940
N12940
N12940

N19816
N19816
N19816
N19816
N19816
N19816

N74138
N74138

N20905
N20905
N20905
N20905

N21488

N21114
N21114

N20627
N20627

N20088

006
005
001

004
003
005
004
003
005

003
002
001
003
002
001

001
001

002
002
003
003

001

001
001

001
001

001

JUL
JUL
JUL

JUL
JUL
JUL
JUL
JUL
JUL

FEB
SEP
FEB
FEB
SEP

SEP
SEP

SEP
SEP
SEP

FEB

FEB

AUG
AUG

DEC

29,
29,
29,

29,
29,
29,
29,
29,
29,

08,
08,
2,
08,
08
24

r

I

30,
30,

10
10,
10,
10,

'

23,
23,

15,
15

1988
1988
1988

1988
1988
1988
1988
1988
1988

1995
1995
1993
1995
1995
1993

1992
1992

1998
1998
1998
1998

2003

2000
2000

1996
1996

1990

MAR
MAR
MAR

MAR
MAR
MAR
MAR
MAR
MAR

MAR
MAR
MAR
MAR
MAR
MAR

MAR
MAR

MAR
MAR
MAR
MAR

FEB

MAR
MAR

MAR
MAR

MAR

CAHN
CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

CRLD
CRLD
DIsC
DISC

NEWA

CAHN
CAHN

CAHN
CAHN

CAHN
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>A> +  WYETH PHARMS INC

LEVORPHANOL TARTRATE
TABLET; ORAL
LEVO-DROMORAN
a ICN
LEVORPHANOL TARTRATE
+  ROXANE

LIDOCAINE HYDROCHLORIDE
JELLY; TOPICAL
LIDOCAINE HCL
AT AKORN

LISINOPRIL
TABLET; ORAL
LISINOPRIL
AB RANBAXY

LITHIUM CARBONATE
CAPSULE; ORAL
LITHIUM CARBONATE
AB ROXANE
AB WEST WARD

LORAZEPAM
INJECTABLE; INJECTION
ATIVAN
AP + BAXTER HLTHCARE CORP
AP *

MEPHENTERMINE SULFATE
INJECTABLE; INJECTION
WYAMINE SULFATE
@ BAXTER HLTHCARE CORP
a

METFORMIN HYDROCHLORIDE
TABLET; ORAL
METFORMIN HCL
AB PUREPAC PHARM

METHADONE HYDROCHLORIDE
INJECTABLE; INJECTION
DOLOPHINE HCL
+  ROXANE

METHOCARBAMOL
TABLET; ORAL
METHOCARBAMOL
>A>  AA ABLE
>A> AA
>A> AA LANNETT

36MG/ IMPLANT

2MG

2MG

2%

30MG

150MG
150MG

2MG/ML
4MG/ML

EQ 15MG BASE/ML
EQ 30MG BASE/ML

1GM

10MG/ML

500MG
750MG
500MG

N20088

NO8720

N74278

N40433

N75944

N17812
N76243

N18140
N18140

N08248
NO8248

N76033

N21624

N40413
N40413
N84T56

001 DEC 10

i

001 DEC 19, 1991

001 MAR 31, 2000

001 FEB 12, 2003

006 FEB 11, 2003

002 JAN 28, 1987
002 FEB 24, 2003

001
002

002
001

003 JAN 24, 2002

001

001 MAR 17, 2003
002 MAR 17, 2003
002 MAR 31, 2003

1990

MAR

FEB

FEB

FEB

FEB

FEB
FEB

FEB
FEB

FEB

FEB

FEB

MAR
MAR
MAR

CAHN

DISC

CRLD

NEWA

NEWA

CTEC
NEWA

CAHN
CAHN

CAHN
CAHN

CMS1

CMs1

NEWA
NEWA
NEWA
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AA VINTAGE PHARMS 500MG N40489 001 JAN 29, 2003 JAN NEWA
AA 750MG N40489 002 JAN 29, 2003 JAN NEWA

METHOTREXATE SODIUM
INJECTABLE; INJECTION
METHOTREXATE LPF

>D> AP + LEDERLE EQ 25MG BASE/ML N11719 007 MAR 31, 1982 MAR CAHN
>A> AP +  WYETH PHARMS INC EQ 25MG BASE/ML N11719 007 MAR 31, 1982 MAR CAHN
METHOTREXATE SODIUM
>D> @ LEDERLE EQ 2.5MG BASE/ML N11719 004 MAR CAHN
>D> + EQ 20MG BASE/VIAL N11719 001 MAR CAHN
>D> AP + EQ 25MG BASE/ML N11719 005 MAR CAHN
>D> a EQ 50MG BASE/VIAL N11719 003 MAR CAHN
>D> a EQ 100MG BASE/VIAL N11719 006 MAR CAHN
>A> @ WYETH PHARMS INC EQ 2.5MG BASE/ML N11719 004 MAR CAHN
>A> + EQ 20MG BASE/VIAL N11719 001 MAR CAHN
>A> AP + EQ 25MG BASE/ML N11719 005 MAR CAHN
>A> a EQ 50MG BASE/VIAL N11719 003 MAR CAHN
>A> a EQ 100MG BASE/VIAL N11719 006 MAR CAHN
METHOTREXATE SODIUM PRESERVATIVE FREE !
>D> AP + LEDERLE EQ 1GM BASE/VIAL N11719 009 APR 07, 1988 MAR CAHN

>A> AP+ WYETH PHARMS INC EQ 1GM BASE/VIAL N11719 009 APR 07, 1988 MAR CAHN
|
|

METHSCOPOLAMINE BROMIDE |
TABLET; ORAL i
PAMINE FORTE 5
>A> +  BRADLEY PHARMS 5MG NO8B48 002 MAR 25, 2003 MAR NEWA

MINOCYCLINE HYDROCHLORIDE
CAPSULE; ORAL

MINOCIN
>D> AB LEDERLE EQ 50MG BASE N50649 001 MAY 31, 1990 MAR CAHN
>D> AB EQ 75MG BASE N50649 003 FEB 12, 2001 MAR CAHN
>D> AB + EQ 100MG BASE N50649 002 MAY 31, 1990 MAR CAHN
>A> AB WYETH PHARMS INC EQ S50MG BASE N50649 001 MAY 31, 1990 MAR CAHN
>A> AB EQ 75MG BASE N50649 003 FEB 12, 2001 MAR CAHN
>A> AB + EQ 100MG BASE N50649 002 MAY 31, 1990 MAR CAHN
INJECTABLE; INJECTION
>D> + LEDERLE EQ 100MG BASE/VIAL N50444 001 MAR CAHN
>A> - WYETH PHARMS INC EQ 100MG BASE/VIAL N50444 001 MAR CAHN
MIRTAZAP INE

TABLET; ORAL
MIRTAZAPINE

AB TEVA 15MG N76119 001 JAN 24, 2003 JAN NEWA

AB 30MG N76119 002 JAN 24, 2003 JAN NEWA
REMERON

AB +  ORGANON 15MG N20415 001 JUN 14, 1996 JAN CFTG

AB 30MG N20415 002 JUN 14, 1996 JAN CFTG




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

>D>

>A>

>D>
>A>
>A>

>A>

RX DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 3 - MAR 2003

MUPIRQCIN
OINTMENT; TOPICAL
MUPIROCIN
BX CLAY PARK LABS

MYCOPHENOLATE MOFETIL

CAPSULE; ORAL
CELLCEPT

+  ROCHE PALO
SUSPENSION; ORAL
+  ROCHE PALO
TABLET; ORAL
+  ROCHE PALO

2%

250MG

200MG/ML

500MG

MYCOPHENOLATE MOFETIL HYDROCHLORIDE

INJECTABLE; INJECTION
+  ROCHE PALO

NABUMETONE
TABLET; ORAL
NABUMETONE
AB IVAX PHARMS
AB

NAPROXEN SODIUM

500MG/VIAL

500MG
750MG

TABLET, EXTENDED RELEASE; ORAL

NAPRELAN
+  ELAN PHARM
AB +
NAPROXEN SODIUM
AB ANDRX PHARMS

NITROFURAZONE
OINTMENT; TOPICAL
FURACIN
+  SHIRE PHARM

NIZATIDINE

CAPSULE; ORAL

NIZATIDINE

AB TORPHARM
AB

NOREPINEPHRINE BITARTRATE
INJECTABLE; INJECTION
LEVOPHED
+  ABBOTT
AP +

NOREPINEPHRINE BITARTRATE

AP GENSIA SICOR PHARMS

EQ 500MG BASE
EQ 500MG BASE

EQ 500MG BASE

0.2%
0.2%

150MG
300MG

EQ 1MG BASE/ML
EQ 1MG BASE/ML

EQ 1MG BASE/ML

N50788

N50722

N50759

N50723

N50758

N76009
N76009

N20353
N20353

N75416

NO5795
NO5795

N76383
N76383

NO7513
NO7513

N40455

001

001

001

001

001

001
002

002
002

001

001
001

001
002

001
001

001

DEC

MAY

ocT

JUN

AUG

JAN
JAN

JAN
JAN

AUG

04, 2002

03, 1995

01, 1998

1901997

24, 2003
24, 2003

05, 1996
05, 1996

27, 2002

JAN 23, 2003
JAN 23, 2003

MAR 03, 2003

JAN

FEB

FEB

FEB

FEB

JAN
JAN

MAR
MAR

MAR

MAR
MAR

JAN
JAN

MAR
MAR

MAR

CRLD

CAHN

CAHN

CAHN

CAHN

NEWA
NEWA

CFTG
CFTG

NEWA

DISC
DIsC

NEWA
NEWA

CFTG
CFTG

NEWA



RX DRUG PRODUCT LIST - CUMULATIVE SUPPLEMENT 3 - MAR 2003

NORETHINDRONE ACETATE
TABLET; ORAL

AYGESTIN
>D> AB +  WYETH AYERST 5MG
>A> AB +  WYETH PHARMS INC 5MG
NORGESTREL
TABLET; ORAL
OVRETTE
>D> +  WYETH AYERST 0.075MG
>A> +  WYETH PHARMS INC 0.075MG
OMEPRAZOLE
CAPSULE, DELAYED REL PELLETS; ORAL
OMEPRAZOLE
AB LEK SVCS 10MG
AB 20MG

ORPHENADRINE CITRATE
INJECTABLE; INJECTION
ORPHENADRINE CITRATE

>A> AP BEDFORD LABS 30MG/ML
OXYBUTYNIN
FILM, EXTENDED RELEASE; TRANSDERMAL
OXYTROL
+ WATSON LABS (UTAH) 3.9MG/24HR

PANTOPRAZOLE SODIUM
INJECTABLE; IV (INFUSION)

PROTONIX 1V
>D> W WYETH AYERST EQ 40MG BASE/VIAL
>A> +  WYETH PHARMS INC EQ 40MG BASE/VIAL
TABLET, DELAYED RELEASE; ORAL
PROTONIX
>D> +  WYETH AYERST EQ 20MG BASE
>D> + EQ 40MG BASE
>A> . WYETH PHARMS INC EQ 20MG BASE
>A> + EQ 40MG BASE
>A> PEGVISOMANT
>A> INJECTABLE; SUBCUTANEOUS
>A> SOMAVERT
>A> + PHARMACIA AND UPJOHN 10MG/VIAL
>A> + 15MG/VIAL
>A> + 20MG/VIAL
PERPHENAZINE
TABLET; ORAL
PERPHENAZINE
AB + IVAX PHARMS 16MG

N18405
N18405

N17031
N17031

N75757
N75757

N40463

N21351

N20988

N20988

N20987
N20987
N20987
N20987

N21106
N21106
N21106

N89457

001
001

001
001

001
002

001

002

001

001

002
001
002
001

001
002
003

001

APR 21, 1982
APR 21, 1982

JAN
JAN

MAR

FEB

MAR

JUN
FEB
JUN
FEB

MAR
MAR
MAR

SEP

28,
28,

04,

26,

22

22,

12,
02,
12,
02,

25,
25,
25,

10,

2003
2003

2003

2003

2001

2001

2001
2000
2001
2000

2003
2003
2003

1987

MAR
MAR

MAR
MAR

JAN
JAN

MAR

FEB

MAR
MAR

MAR
MAR
MAR
MAR

MAR

MAR

FEB

CAHN
CAHN

CAHN
CAHN

NEWA
NEWA

NEWA

NEWA

CAHN

CAHN

CAHN
CAHN
CAHN
CAHN

NEWA
NEWA
NEWA

CRLD
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PERPHENAZINE
TABLET; ORAL

TRILAFON

@ SCHERING 2MG N10775 001 FEB DISC

a 4MG N10775 002 FEB DISC

a 8MG N10775 003 FEB DISC

a 16MG N10775 004 FEB DISC

PHENTERMINE HYDROCHLORIDE
CAPSULE; ORAL
PHENTERMINE HCL

>A>  AA ABLE 15MG N4D497 001 MAR 13, 2003 MAR NEWA
AA AMIDE PHARM 15MG N4D460 001 JAN 14, 2003 JAN NEWA
AA 30MG N4D448 001 JAN 22, 2003 JAN NEWA
PHENYTOIN
SUSPENSION; ORAL
PHENYTOIN
>D>  AB ubL 125MG/5ML N40342 001 JAN 31, 2001 MAR CAHN
>A>  AB VISTAPHARM 125MG/5ML N40342 001 JAN 31, 2001 MAR CAHN

PHENYTOIN SODIUM
INJECTABLE; INJECTION

>D> DILANTIN

>D> AP +  PARKE DAVIS 50MG/ML N10151 001 MAR DISC
>A> a 50MG/ML N10151 001 MAR DISC

PHENYTOIN

>D> AP ELKINS SINN S5O0MG/ML N84307 001 MAR CRLD
>A> + 50MG/ML N84307 001 MAR CRLD
>D> PHENYTOIN SODIUM

>D> AP ABBOTT 50MG/ML N89521 001 MAR 17, 1987 MAR DISC
>A> a SOMG/ML N89521 001 MAR 17, 1987 MAR DISC
>D> AP 50MG/ML N89744 001 DEC 18, 1987 MAR DISC
>A> a 50MG/ML N89744 001 DEC 18, 1987 MAR DISC

PHENYTOIN SODIUM, EXTENDED
CAPSULE; ORAL
DILANTIN
PARKE DAVIS 30MG N84349 001 FEB CRLD

PIPERACILLIN SODIUM
INJECTABLE; INJECTION

PIPRACIL
>D> +  LEDERLE EQ 2GM BASE/VIAL N50545 002 MAR CAHN
>D> EQ 2GM BASE/VIAL N62750 001 OCT 13, 1987 MAR CAHN
>D> H EQ 3GM BASE/VIAL N50545 003 MAR CAHN
>D> EQ 3GM BASE/VIAL N62750 002 OCT 13, 1987 MAR CAHN
>D> + EQ 4GM BASE/VIAL N50545 004 MAR CAHN
>D> EQ 4GM BASE/VIAL N62750 003 ocCT 13, 1987 MAR CAHN
>D> a EQ 40GM BASE/VIAL N50545 006 SEP 30, 1985 MAR CAHN
>A> i WYETH PHARMS INC EQ 2GM BASE/VIAL N50545 002 MAR CAHN




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

>A>

>D>
>D>
>D>

>D>

>A>
>A>
>A>

>A>

>D>

>D>

>D>

>A>

>A>

>A>

>A>

>D>

>A>

>A>
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EQ 2GM BASE/VIAL

+ EQ 3GM BASE/VIAL
EQ 3GM BASE/VIAL
+ EQ 4GM BASE/VIAL
EQ 4GM BASE/VIAL

a EQ 40GM BASE/VIAL

PIPERACILLIN SODIUM; TAZOBACTAM SODIUM
INJECTABLE; INJECTION
ZOSYN
WYETH AYERST

EQ 2GM BASE/VIAL;EQ 250MG BASE/VIAL
EQ 3GM BASE/VIAL;EQ 375MG BASE/VIAL
EQ 4GM BASE/VIAL;EQ 500MG BASE/VIAL
EQ 36GM BASE/VIAL;EQ 4.5GM
BASE/VIAL
EQ 2GM BASE/VIAL;EQ 250MG BASE/VIAL
EQ 3GM BASE/VIAL;EQ 375MG BASE/VIAL
EQ 4GM BASE/VIAL;EQ 500MG BASE/VIAL
EQ 36GM BASE/VIAL;EQ 4.5GM
BASE/VIAL
ZOSYN IN PLASTIC CONTAINER

LEDERLE EQ 4GM BASE/100ML;EQ 500MG
BASE/100ML
EQ 40MG BASE/ML;EQ 5MG BASE/ML
EQ 60MG BASE/ML;EQ 7.5MG BASE/ML
EQ 40MG BASE/ML;EQ 5MG BASE/ML
EQ 60MG BASE/ML;EQ 7.5MG BASE/ML
EQ 4GM BASE/100ML;EQ 500MG
BASE/100ML

+ + + +

WYETH PHARMS INC

+ o+ o+ o+

+

WYETH PHARMS INC

+ + + + +

PRALIDOXIME CHLORIDE
INJECTABLE; INJECTION
PRALIDOXIME CHLORIDE
@ BAXTER HLTHCARE CORP 300MG/ML
@ WYETH AYERST 300MG/ML

PREDNISOLONE
SYRUP; ORAL
PREDNISOLONE
HI TECH PHARMA 15MG/5ML
PHARM ASSOC 15MG/5ML

PREDNISOLONE SODIUM PHOSPHATE
SOLUTION; ORAL
PREDNISOLONE SCDIUM PHOSPHATE
HI TECH PHARMA EQ 5MG BASE/SML

PREDNISONE

TABLET; ORAL
PREDNISONE
VINTAGE PHARMS 20MG

N62750
N50545
N62750
N50545
N62750
N50545

N50684
N50684
N50684

N50684
N50684
N50684
N50684

N50684
N50750
N50750
N50750
N50750

N50750

N50750

N18799
N18799

N40401
N40399

N75183

N40392

001
003
002
004
003
006

001
002
003

004
001
002
003

004
003
001
002
001

002

003

001
001

001
001

001

001

ocT

ocT

ocT
SEP

OCT
ocT
ocT

ocT
ocT
ocT
ocT

ocT

FEB

FEB

FEB

FEB

FEB

FEB

DEC
DEC

FEB
MAR

MAR

FEB

138

13,
30,

22,
22!
20

22,
22,
PP
22,

22,
24,
24,
24,
24,

24,

24,

15
13;

27,
05,

26,

1987

1987

1987
1985

1993
1993
1993

1993
1993
1993
1993

1993
1998
1998
1998
1998

1998

1998

1982
1982

2003
2003

2003

2003

MAR
MAR
MAR
MAR
MAR
MAR

MAR
MAR
MAR

MAR
MAR
MAR
MAR

MAR

MAR

MAR

MAR

MAR

MAR

MAR

MAR
MAR

FEB
MAR

MAR

FEB

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN
CAHN

NEWA
NEWA

NEWA

NEWA
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PROMETHAZINE HYDROCHLORIDE
INJECTABLE; INJECTION
PROMETHAZINE HCL

>A> AP PHARMAFORCE 25MG/ML N40515 001 MAR 19, 2003 MAR NEWA

I SUPPOSITORY; RECTAL

' PHENERGAN

1 >D> WYETH AYERST 12.5MG N10926 002 MAR CAHN
-i >D> AB + 25MG N10926 001 MAR CAHN
1 *»D> AB + 50MG N11689 001 MAR CAHN
(|l AB + 50MG N11689 001 FEB CTEC
f >A>  AB WYETH PHARMS INC 12.5MG N10926 002 MAR CAHN
>A> AB + 25MG N10926 001 MAR CAHN
>A> AB + 50MG N11689 001 MAR CAHN

>A> PROMETHAZINE HCL
AB ABLE 50MG N40449 001 FEB 27, 2003 FEB NEWA
>A>  AB G AND W LABS 12.5MG N40428 002 MAR 31, 2003 MAR NEWA

TABLET; ORAL
PHENERGAN

>D> WYETH AYERST 12.5MG NO7935 002 MAR CAHN
>D> BP 25MG NO7935 003 MAR CAHN
>D> BP + 50MG NO7935 004 MAR CAHN
>A> WYETH PHARMS INC 12.5MG NO7935 002 MAR CAHN
>A> BP 25MG NO7935 003 MAR CAHN
>A> BP + S0MG NO7935 004 MAR CAHN

PROPRANOLOL HYDROCHLORIDE
1n CAPSULE, EXTENDED RELEASE; ORAL
|‘ INDERAL LA

il >D> WYETH AYERST 60MG N18553 004 MAR 18, 1987 MAR CAHN
(i >D> 80MG N18553 002 APR 19, 1983 MAR CTEC
n >D> 120MG N18553 003 APR 19, 1983 MAR CTEC
I >D> + 160MG N18553 001 APR 19, 1983 MAR CAHN
i >A> WYETH PHARMS INC £OMG N18553 004 MAR 18, 1987 MAR CAHN
il >A>  BX 80MG N18553 002 APR 19, 1983 MAR CTEC
W >A>  BX 120MG N18553 003 APR 19, 1983 MAR CTEC
>A> - 160MG N18553 001 APR 19, 1983 MAR CAHN
>A> INNOPRAN XL
>A>  BX RELIANT PHARMS B8OMG N21438 001 MAR 12, 2003 MAR NEWA
| >A>  BX 120MG N21438 002 MAR 12, 2003 MAR NEWA
'* INJECTABLE; INJECTION
1 PROPRANOLOL HCL
“I AP SABEX 2002 TMG/ML N76400 001 FEB 26, 2003 FEB NEWA
| TABLET; ORAL
‘ INDERAL
'M >D> AB + WYETH AYERST 10MG N16418 001 MAR CAHN
i >D>  AB 20MG N16418 003 MAR  CAHN
' >D> AB 40MG N16418 002 MAR  CAHN
i >D> AB 60MG N16418 009 OCT 18, 1982 MAR CAHN
SO | AR & 80MG N16418 004 MAR CAHN
“ >D> 2 90MG N16418 010 OCT 18, 1982 MAR CAHN
' >A> AB + WYETH PHARMS INC 10MG N16418 001 MAR  CAHN

>A> AB 20MG N16418 003 MAR CAHN




>A>
>A>
>A>

>A>

>D>

>A>

>D>
>D>

>A>

>D>

>A>

>D>

>A>

>D>

>A>

>D>
>A>

>A>
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AB 40MG
AB 60MG
AB + 80OMG

a QOMG

PYRIDOSTIGMINE BROMIDE
TABLET; ORAL
PYRIDOSTIGMINE BROMIDE
a US ARMY 30MG

QUETIAPINE FUMARATE
TABLET; ORAL
SEROQUEL
ASTRAZENECA

QUINIDINE GLUCONATE
TABLET, EXTENDED RELEASE; ORAL

QUINAGLUTE
BX +  BERLEX LABS 324MG
a 324MG
QUINIDINE GLUCONATE
BX WATSON LABS 324MG
+ 324MG

QUINIDINE SULFATE
TABLET, EXTENDED RELEASE; ORAL
QUINIDEX
AB + ROBINS AH 300MG
AB +  WYETH PHARMS INC 300MG

RILUZOLE
TABLET; ORAL
RILUTEK
AB +  AVENTIS 50MG
RILUZOLE
AB IMPAX LABS 50MG

RIMANTADINE HYDROCHLORIDE
TABLET; ORAL
RIMANTADINE HCL

AB AMIDE PHARM 100MG
SIROLIMUS
SOLUTION; ORAL
RAPAMUNE
+  WYETH AYERST 1MG/ML
+  WYETH PHARMS INC TMG/ML
TABLET; ORAL
+ WYETH AYERST MG
WYETH PHARMS INC MG
+ 2MG

EQ 25MG BASE
+ EQ 25MG BASE

N16418
N16418
N16418
N16418

N20414

N20639
N20639

N16647
N16647

N87810
N87810

N12796
N12796

N20599

N76173

N76375

N21083
N21083

N21110
N21110
N21110

002
009
004
010

001

001
001

001
001

001
001

002
002

001

001

001

001
001

001
001
002

OCT

ocT

FEB

SEP
SEP

SEP
SEP

DEC

JAN

JAN

SEP

AUG
AUG
AUG

05

26,
26

’

29,
29,

29,

15,
15,

25,
25,
22,

1982

1982

2003

1997
1997

1982
1982

1995

2003

2003

1999
1999

2000
2000
2002

MAR
MAR
MAR
MAR

FEB

MAR
MAR

MAR
MAR

MAR
MAR

MAR
MAR

JAN

JAN

JAN

MAR
MAR

MAR
MAR
MAR

CAHN
CAHN
CAHN
CAHN

NEWA

CRLD
CRLD

DISC
DIsC

CRLD
CRLD

CAHN
CAHN

CFTG

NEWA

NEWA

CAHN
CAHN

CRLD
CRLD
NEWA
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SODIUM IODIDE, [-131

CAPSULE; ORAL
| SODIUM IODIDE I 131
+  DRAXIMAGE 1-250mCi N21305 002 JAN 24, 2003 JAN NEWA
+ 1-500mCi N21305 003 JAN 24, 2003 JAN NEWA
SOLUTION; ORAL
! SODIUM IODIDE I 131, KIT
! +  DRAXIMAGE 1-250mCi/0.25ML N21305 002 JAN 24, 2003 FEB CDFR
- 1-500mCi/0.5ML N21305 003 JAN 24, 2003 FEB CDFR

SOMATROPIN RECOMBINANT
INJECTABLE; INJECTION

>D> BIO-TROPIN
>D> + BIO TECH GEN 4.8MG/VIAL N19774 001 MAY 25, 1995 MAR DISC
>A> a 4 .8MG/VIAL N19774 001 MAY 25, 1995 MAR DISC
TEV-TROPIN
BX + BIO TECH GEN 5MG/ML N19774 002 JAN 04, 2002 FEB CTNA

SOTALOL HYDROCHLORIDE
TABLET; ORAL
. BETAPACE AF
>A> BERLEX LABS 100MG N21151 005 MAR 14, 2003 MAR NEWA

STRONTIUM CHLORIDE, SR-89
INJECTABLE; INJECTION

METASTRON

AP +  AMERSHAM HLTH 1mCi /ML N20134 001 JUN 18, 1993 JAN CFTG
STRONTIUM CHLORIDE SR-89

AP BIO NUCLEONICS mCi /ML N75941 001 JAN 06, 2003 JAN NEWA

TAMOXIFEN CITRATE
TABLET; ORAL

NOLVADEX
AB ASTRAZENECA EQ 10MG BASE N17970 001 FEB CTEC
AB + EQ 20MG BASE N17970 002 MAR 21, 1994 FEB CTEC
TAMOXIFEN CITRATE
>A> AB AEGIS PHARMS EQ 10MG BASE N76398 001 MAR 31, 2003 MAR NEWA
>A> AB EQ 20MG BASE N76398 002 MAR 31, 2003 MAR NEWA
AB ANDRX PHARMS EQ 10MG BASE N76179 001 FEB 20, 2003 FEB NEWA
AB EQ 20MG BASE N76179 002 FEB 20, 2003 FEB NEWA
AB BARR EQ 10MG BASE N70929 001 FEB 20, 2003 FEB NEWA
AB EQ 20MG BASE N70929 002 FEB 20, 2003 FEB NEWA
AB [VAX PHARMS EQ 10MG BASE N75740 001 FEB 20, 2003 FEB NEWA
AB EQ 20MG BASE N75740 002 FEB 20, 2003 FEB NEWA
AB MYLAN EQ 10MG BASE N74732 002 FEB 20, 2003 FEB NEWA
AB EQ 20MG BASE N74732 001 FEB 20, 2003 FEB NEWA
AB PHARMACHEMIE EQ 20MG BASE N74858 001 FEB 20, 2003 FEB NEWA
AB ROXANE EQ 10MG BASE N76027 001 FEB 20, 2003 FEB NEWA
AB EQ 20MG BASE N76027 002 FEB 20, 2003 FEB NEWA
>A>  AB TEVA EQ 10MG BASE N74539 001 MAR 31, 2003 MAR NEWA
AB EQ 10MG BASE N75797 001 FEB 20, 2003 FEB NEWA
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TECHNETIUM TC-99M MEDRONATE KIT

INJECTABLE; INJECTION
TECHNESCAN MDP KIT
>D> AP DRAXIMAGE

>A> AP +

THALIDOMIDE
CAPSULE; ORAL
THALOMID
CELGENE

THIOTHIXENE
CAPSULE; ORAL
NAVANE
AB PFIZER
AB
AB +
AB

THIOTHIXENE HYDROCHLORIDE
CONCENTRATE; ORAL
AA + PFIZER
INJECTABLE; INJECTION
a PFIZER

TIZANIDINE HYDROCHLORIDE
TABLET; ORAL
TIZANIDINE HCL
MYLAN

>A> AB
>A> AB

TRAMADOL HYDROCHLORIDE
TABLET; ORAL
TRAMADOL HCL

>D> AB ABLE
>A> AB [VAX PHARMS
UREA, C-13

FOR SOLUTION; ORAL
PYLORI-CHEK BREATH TEST
>D> @ ALIMENTERICS
>A> @ DEVICES

VENLAFAXINE HYDROCHLORIDE

N/A

100MG
200MG

MG
2MG
5MG
10MG
20MG

EQ 5MG BASE/ML

EQ 2MG BASE/ML
EQ 10MG BASE/VIAL

EQ 2MG BASE
EQ 4MG BASE

50MG
50MG

100MG/VIAL
100MG/VIAL

CAPSULE, EXTENDED RELEASE; ORAL

EFFEXOR XR
>D> WYETH AYERST
>D> +
>D> a

EQ 37.5MG BASE
EQ 75MG BASE
EQ 100MG BASE

N18035
N18035

N20785
N20785

N16584
N16584
N16584
N16584
N16584

N16758

N16904
N16904

N76354
N76354

N75963
N75963

N20900
N20900

N20699
N20699
N20699

001
001

002
003

001
002
003
004
005

001

001
002

001
002

001
001

001
001

001
002
003

JAN

17,

2003

JAN 17, 2003

MAR
MAR

JUL
JUuL

FEB

ocT
ocT
OoCcT

28,
28

03,
03

04
04

0

20,
20,
20,

2003
2003

2002
2002

1999
1999

1997
1997
1997

MAR
MAR

JAN
JAN

FEB
FEB
FEB
FEB
FEB

FEB

FEB
FEB

MAR
MAR

MAR
MAR

MAR
MAR

MAR
MAR
MAR

CRLD
CRLD

NEWA
NEWA

CAHN
CAHN
CAHN
CAHN
CAHN

CAHN

CAHN
CAHN

NEWA
NEWA

CAHN
CAHN

CAHN
CAHN

CAHN
CRLD
CAHN
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f >D> EQ 150MG BASE N20699 004 OCT 20

, 1997 MAR CRLD
‘ >A> WYETH PHARMS INC EQ 37.5MG BASE N20699 001 OCT 20, 1997 MAR CAHN
>A> EQ 75MG BASE N20699 002 OCT 20, 1997 MAR CRLD
>A> a EQ 100MG BASE N20699 003 OCT 20, 1997 MAR CAHN
>A> + EQ 150MG BASE N20699 004 OCT 20, 1997 MAR CRLD

TABLET; ORAL

EFFEXOR

>D> @ WYETH AYERST EQ 12.5MG BASE N20151 001 DEC 28, 1993 MAR CAHN
>D> + EQ 25MG BASE N20151 002 DEC 28, 1993 MAR CRLD
>D> EQ 37.5MG BASE N20151 006 DEC 28, 1993 MAR CAHN
| >D> EQ 50MG BASE N20151 003 DEC 28, 1993 MAR CAHN
‘ >D> EQ 75MG BASE N20151 004 DEC 28, 1993 MAR CAHN
>D> + EQ 100MG BASE N20151 005 DEC 28, 1993 MAR CAHN
>A> @ WYETH PHARMS INC EQ 12.5MG BASE N20151 001 DEC 28, 1993 MAR CAHN
>A> EQ 25MG BASE N20151 002 DEC 28, 1993 MAR CRLD
>A> EQ 37.5MG BASE N20151 006 DEC 28, 1993 MAR CAHN
. >A> EQ 50MG BASE N20151 003 DEC 28, 1993 MAR CAHN
' >A> EQ 75MG BASE N20151 004 DEC 28, 1993 MAR CAHN
>A> + EQ 100MG BASE N20151 005 DEC 28, 1993 MAR CAHN

VINORELBINE TARTRATE
1 INJECTABLE; INJECTION

, NAVELBINE
AP+  GLAXOSMITHKLINE EQ 10MG BASE/ML N20388 001 DEC 23, 1994 FEB CFTG
VINORELBINE TARTRATE
AP GENSIA SICOR PHARMS EQ 10MG BASE/ML N76028 001 FEB 03, 2003 FEB NEWA

| ZOLEDRONIC ACID
INJECTABLE; IV (INFUSION)

| ZOMETA
>A> +  NOVARTIS EQ 4MG BASE/SML N21223 002 MAR 07, 2003 MAR NEWA
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ALUMINUM HYDROXIDE; MAGNESIUM TRISILICATE
TABLET, CHEWABLE; ORAL

FOAMI CON
>D> GENEVA PHARMS TECH 8OMG; 20MG N72687 001 JUN 28, 1989 MAR CAHN
>A> NOVARTIS 8OMG ; 20MG N72687 001 JUN 28, 1989 MAR CAHN
>D> CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HYDROCHLORIDE
>D> CAPSULE, EXTENDED RELEASE; ORAL
>D> PSEUDOEPHEDRINE HCL AND CHLORPHENIRAMINE MALEATE
>D> +  CENT PHARMS 8MG; 120MG N19428 001 AUG 02, 1988 MAR DISC
>A> a BMG; 120MG N19428 001 AUG 02, 1988 MAR DISC
CIMETIDINE
TABLET; ORAL
CIMETIDINE
>D> LEK PHARM 100MG N75122 001 JUN 19, 1998 MAR CAHN
>D> 200MG N75122 002 JUN 19, 1998 MAR CAHN
>A> @ LEK PHARMS 100MG N75122 001 JUN 19, 1998 MAR CAHN
>A> 200MG N75122 002 JUN 19, 1998 MAR CAHN
GUAIFENESIN
TABLET, EXTENDED RELEASE; ORAL
MUC INEX
ADAMS LABS 600MG N21282 001 JUL 12, 2002 JAN CRLD
+ 1.2GM N21282 002 DEC 18, 2002 JAN NEWA

LOPERAMIDE HYDROCHLORIDE; SIMETHICONE
TABLET; ORAL
IMODIUM ADVANCED
+ MCNEIL CONS SPECLT 2MG; 125MG N21140 001 NOV 30, 2000 JAN CRLD

LORATADINE
SYRUP; ORAL
CLARITIN
>A> SCHERING TMG/ML N20641 002 NOv 27
TABLET; ORAL
>A> SCHERING 10MG N19658 002 Nov 27
LORATADINE
GENEVA PHARMS 10MG N75209 001 JAN 21, 2003 JAN NEWA
TABLET, ORALLY DISINTEGRATING; ORAL
CLARITIN REDITABS

2002 MAR NEWA

’

2002 MAR NEWA

’

>A> SCHERING 10MG N20704 002 NOV 27, 2002 MAR NEWA
LORATADINE
WYETH CONS 10MG N75822 001 FEB 10, 2003 FEB NEWA

LORATADINE: PSEUDOEPHEDRINE SULFATE

TABLET, EXTENDED RELEASE; ORAL
CLARITIN-D
>A> SCHERING 5MG; 120MG N19670 002 NOV 27, 2002 MAR NEWA
CLARITIN-D 24 HOUR
>A> SCHERING 10MG; 240MG N20470 002 Nov 27, 2002 MAR NEWA
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LORATADINE; PSEUDOEPHEDRINE SULFATE
TABLET, EXTENDED RELEASE; ORAL
LORATADINE AND PSEUDOEPHEDRINE HCL

ANDRX PHARMS 10MG; 240MG N75706 001 FEB 21, 2003 FEB NEWA
LORATADINE AND PSEUDOEPHEDRINE SULFATE
IMPAX LABS 5MG; 120MG N76050 001 JAN 30, 2003 JAN NEWA
MINOXIDIL

SOLUTION; TOPICAL
MINOXIDIL EXTRA STRENGTH (FOR MEN)

MORTON GROVE 5% N75438 001 FEB 27, 2003 FEB NEWA
PERMETHRIN
LOTION; TOPICAL
NIX
>A> + INSIGHT PHARMS 1% N19918 001 MAY 02, 1990 MAR CAHN

>D> +  WARNER LAMBERT 1% N19918 001 MAY 02, 1990 MAR CAHN
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NO MARCH 2003 APPROVALS







4-1 |

This data is provided to the Office of Generic Drugs from
the Office of Orphan Products Development and it is not edited prior to publication.

Orphan Products Designations and Approvals List
March 2003

Generic Name/ Date Designated = DD  Indication Designated: Sponsor and Address
Trade Name (if present): Date Approved= MA |
(+/-)-T-[3-(4-acetyl-3-methoxy-2-prop DD: 3/31/2003 Prevention of serious adverse events BioMedicines, Inc. J
ylphenoxy)propoxy]-3,4-dihydro-8- associated with vascular leak syndrome 2000 Powell Street I
propyl-2H-1-benzopyran-2-carboxy caused by Interleukin-2 therapy |
lic acid MA: Suite 1640 !
Emeryville CA 94608 ]
2',3',5'-tri-o-acetyluridine DD: 1/13/2003 Treatment of mitochondrial disease Repligen Corporation :
41 Seyon Street
MA: Building 1, Suite 100 |
Waltham MA 02453 ;
a-(3-aminophthalimido) DD: 1/15/2003 Treatment of multiple myeloma Celgene Corporation
Actimid MA:
MA: 7 Powder Homn Drive
Warren NJ 07059
a-Galactosidase A DD: 1/21/2003 Treatment of Fabry's disease Large Scale Biology |
Corporation |
Plant-Produced Human a-Glactosidase 3333 Vacaville Parkway
MA: Suite 1000

Vacaville CA 95688

alendronate DD: 3/31/2003 Treatment of osteogenesis imperfecta in Merck & Co., Inc. !
pediatric patients 4 years of age and older 126 East Lincoln Ave. i
Fosamax . l
MA: Rahway NJ 07065-0900 ;
alteplase DD: 1/27/2003 Treatment of intraventricular hemmorage Daniel F. Hanley, MD '
associated with intracerebral hemmorrhage Johns Hopkins University H
Activase |
MA: 600 N. Wolfe St., |
Jefferson 1-109 |
|
Baltimore MD 21287 ]
|
AMG 531 DD: 3/27/2003 Treatment of immune thrombocytopenic Amgen, Inc. |
purpura. One Amgen Center Drive !
MA: Thousand Oaks CA |
91320-1799
anti-CD23 1gG1, kappa monoclonal  DD: 2/12/2003 Treatment of chronic lymphocytic IDEC Pharmaceuticals,
Inc.
antibody leukemia
MA: 3030 Callan Road
San Diego CA 92121
bifidobacterium longum infantis DD: 1/16/2003 Treatment of pediatric Crohn's disease Alimentary Health
Limited
35624 Guardwell, Kinsale

MA: County Cork, Ireland




dextran 1

Human Anti-tumor Necrosis factor
alpha monoclonal antibody

Parkway

INGN 201
Inc.
ADVEXIN

Mafosfamide
(formerly

MaxAdFVIII
Corporation

motexafin gadolinium
Xeytrin
4521

polyinosinic-polycytidilic acid

NW
Poly-ICLC

DD: 3/21/2003
MA:

DD: 1/16/2003

MA:

DD: 1/27/2003
MA:
MA:

DD: 1/21/2003

MA:

DD: 3/3/2003

MA:

DD: 1/27/2003

MA:

MA:

DD: 3/3/2003

MA:
MA:

Treatment of cystic fibrosis

Treatment of uveitis of the posterior
segment of non-infectious etiology, and

uveitis of the anterior segment of

non-infectious etiology and refractory to
conventional therapy

Treatment of head and neck cancer

Treatment of neoplastic meningitis

Treatment of Hemophilia A

For use in conjunction with whole brain
radiation for the treatment of brain
metastases arising from solid tumors

Treatment of flavivirus infections
including those due to West Nile,

Japanese encephalitis, dengue, St. Louis
encephalitis, yellow fever, Murray valley,

and Banzai viruses

4-2

Orphan Products Designations and Approvals List
March 2003

BCY LifeSciences Inc.
160 Eglinton Ave. East
Suite 600

Toronto, Ontario M4P
3B5

Centocor, Inc.
200 Great Valley

Malvern PA 19355-1307

Introgen Therapeutics,

2250 Holcombe Blvd
Houston TX 77030

Baxter Oncology GmbH

ASTA Medica Oncology)
Daimlerstrasse 40
60314 franfurt/Main

Germany
GenStar Theraeutics

10865 Altman Row
Suite 200

San Diego CA 92121-
1113

Pharmacyclics, Inc.
999 East Arques Avenue

Sunnyvale CA 94085-

Ribopharm, Inc.
3203 Cleveland Ave.,

Washington DC 20008-
3450



Orphan Products Designations and Approvals List

March 2003
recombinant adeno-associated DD: 1/27/2003 Treatment of alphat-antitrypsin deficiency ~ Applied Genetic
Technologies Corp.
virus alpha 1-antitrypsin vector 12085 Research Drive
rAAV-AAT MA:
MA: Suite 110
Alachua FL 32615
recombinant inhibitor of human DD: 2/4/2003 Treatment of angioedema Dyax Corp
plasma kallikrein 300 Technology Square
MA: Cambridge MA 02139
repertaxin DD: 1/27/2003 Prevention of delayed graft function in Dompe s.p.a.
solid organ transplant Via Campo di Pile
MA: 67100 - L'Aquila
Italy
Sodium pyruvate DD: 3/31/2003 Treatment of cystic fibrosis Cellular Sciences, Inc.
84 Park Avenue
MA: P. O. Box 968
Flemington NJ 08822
Tezacitabine DD: 1/27/2003 Treatment of adenocarcinoma of the Chiron Corporation
esophagus and stomach 4560 Horton Street
MA: Emeryville CA 94608

-2916







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

NO MARCH 2003 ADDITIONS .







8002 '9T AYMW adad vé6v-N S102 ‘TIT1 1AL add«065859S
L00Z ‘92 AON AON v6¥-N S10Z ‘11 N9l 0658595 YHALLYYLS { HATHOTHOOYAAH HANILIXOWOLY 900 TTIFTIZO
8002 '9Z AYMW add v6¥-N ST0Z ‘TT 100 d3dx0658595
L00Z ‘9T AON dADON ¥6F% N S10Z ‘11 NYL 0658595 YHHLLYYLS { HATHOTHOOHAAH ANILAXOWOLY 500 TTIFPIZO
8002 '9T AYMW adad v6¥-n ST0Z ‘TIT1 1INL d3d~»06S8595
L00Z '9T AON 40N vev-N ST0Z ‘TIT1 NY[ 0658595 YYILLYELS {HATYOTHIOYAAH HANILIAXOWOLY $00 TIFTIZO
8002 '9Z AYMW add vev-n ST0Z ‘11 7INL dddx0658S9S
L00Z ‘9% AON dON v6v-N 5102 ‘1T MWL 0658595 YYALLYYLS ' HAIH0THOOYAAH INILIXOWOLY €00 TLPTIZO
8002 '9% AVNW aad vev-n G102 'IT TNL add=06S8S9S
L00Z '9T AON dON v6¥-N S10Z 'IT NWI 0658595 YIALIVILS ‘AATHOTHOOEAAH ANILIAXOWOLY Z00 TTIPIZO
B00Z ‘92 AWM add v6¥-n 5102 ‘1T 1INC Qddx065859S
L00Z ‘92 AON HON ¥6¥%-N §10Z '11 NWL 0658599 YHALIVILS ' HATHOTHOOHAAH HNILIXOWOLY 100 TI®PTIZO
6002 '0Z 1IDO 8259005
S00Z ‘62 UYMW 9TFPELY AdITI19Y - AT0ZYEdIdTIEY 900 9E€¥1Z0
600Z ‘02 1LDO 8259005
5002 ‘62 HYMW 9TPHELT AdTITI9Y ATOZYEd IdI¥Y 500 9EVWTICO
600Z ‘0T 10O 8259005
500Z '6Z ¥YW 9TV PELY AdITI9Y ET0ZVIdIdTUY ¥00 9EPTIZO
600Z '0Z IDO 8259005
S00Z ‘62 YUYW 9TPPELY AdITIEY ' AT0ZYYdIdTHY £00 9EFTIZO
6002 '0Z 1DO BZ5900S
5002 ‘6T ¥YNW 9TV PELY AJITIEY ' ATOZYEAIdTEY €00 9EPIZO
600Z ‘0 1D0O BZS900S
S00Z ‘62 ¥VW 9TV PELY AdIT19Y/TOZYEdIATHY T00 9£¥TIZO
8002 '9Z ¥YW HON ANAWA ! INVLTdFEdY Z00 6FST1C0 <dAV<
B00Z '92 UVKW HON ANAWE ' INVLIdA¥dY T00 6¥ST1Z0 <dQ¥<
£00g ‘ST 43S od HIYEYHOOUS dWYONILXAA! ALVLIEYASY INIWYILIFHAWY L00 ZZVOWO <dA¥<
€002 ‘ST 43S od HALVAYHIOVS dWYOILXAA ! ALYLYYdSY HENIWYIZFHAWY 900 ZZ¥ORO <dd¥<
€002 ‘ST ddsS od HLYYYHIOYS dWYOUILXAQ’ILVIYYASY ANIWYIIHAWY S00 ZZF¥ORO <dAY<
810z ‘1 1DO 6182ZE9 § X TIYYHAAY ' ALYI¥YASY ANIWYIZHAWY S00 E€0ETZO
810z ‘T2 IDO 618ZZE9 0€ ¥X TIVYHAAY'HIYIYYdSY ANIWVILIHAWY £00 E€0ETZO
g10z ‘1z 120 618¢2E9 Sz ¥X TIVYddAY ! ILVIIYdSY ANIWYIHHAWY ?00 E€0E£TZ0
810Z ‘1% 1LDO 6T8EZTE9 02 ¥X TIVYIAAYALYI¥YdSY ANIWVIIHdWY Z00 €0ETZO
810Z '1Z IDO 6T8ZTEY ST ¥X TIVIAAAY ' ALYLEYdSY ANIWYIIHAWY 900 E£0ETZO
810¢ '1Z 12O 6182ZE9 01 ¥X TIV¥EAAY’JIYILIYdSY ANIWYIHHAWY 100 €0ETZ0
68Z-N L10Z ‘TIE 1DO £0LPS6ES NYTAAHT ! HALYOTHOOHARH QIDY DINITOAFATONIWY 100 S96020
ZI0z ‘TE fOC TLYFTES TOAHLA ' ANILSOA IWY 200 TZZOZO
9002 ‘LT NWUC 40N ¥X XUNUYX ' WYT0ZVHdTY ¥00 PEVIZO
9002 'LT NWL JaN d4X XYNYX‘WYTOZYHdTY £00 PEPLZO
900Z ‘LT NW[L 40N dX XYNUYX'WYTOZWddTY Z00 YEPTIZO
9002 ‘LT NWL JaN UX XYNYX!WYTOZYHdTY 100 FEPTIEO
505-N Z10Z ‘8¢ €3d $60855S <aa¥<
505-0 €102 ‘SZ NOC 99L6E5S <aqys<
Z10Z ‘Sg ¥dy TSLELSS NOSIJIAO*NYWNH NIWNETY 100 668020 <dd¥<
905-0 6T0Z ‘6T ¥dY 9¥GT929 #A-TOHDOIW! HAIYOTHD ENITOHDTALIDY 100 €12020 <QqQ¥<
SEYIAXE FA0D qd0D SHYIAXHE HATWON HIIWON
SN10Xd SOIDXHA ASN 10Xd gdd/INALYd INALYd AWYN HAVHL ‘HWYN ILNAIAH¥ONI aoQ¥dd /11ddv¥
AjTatsnyoxy DTajerpad juasaadai gdd pue adds
YI¥d ALIAISNTIOXH ANV LNHLYd
120dodd HN¥d D10 ANY NOILAI¥OSH™d
T-¥




9002 ‘0T ¥YW dN ONI¥WHA ‘IIYLHOVY TOIAVHLSH 100 L9ETIZO0 <ddu<

1207 'er WP 0¥SBZS9 dLS ATEN0d DOTHIAINE ' HAI¥NOTHOONAAH TOTOWSH 500 98E6T0 <dA¥<
1202 ‘2T NY[L 0¥S8TS9 20T9IAHYE { HUTHOTHOONAAH "TOTOWSH 900 9BE6T0 <adu<
120z 'TT NWO 0¥SBESY D0TEIATHE ! HAIYOTHIOUNAAH "TOTOWSH F00 98£610 <adyc<
£-0 6102 ‘80 Ddd £607ES9 YHASNT ‘ ANONINHTdH €00 LEPLZO <@dyc<
£-0 610T "80 DHd £60VESY YUYdSNT ' ANONAHITdH Z00 LEPTIEZO <dQ¥<
£-N 6102 ‘80 DdAd £60PES9 YHdSNI ' INONAHATdH [00 LEPTICO <dd¥<
ghe-0 S10e ‘L0 NOC 16HSLES <gdy<
eT0¢ L0 NOP 8IPEETY <gdy<
8002 'ET Y¥MW HON €102 'LO0 NOC EE6F9PS NOFZNA dATLEIANANT 100 I8FPIZ0 <advc<
v10Z ‘20 dHS 691£99S YATLSNS ' ZNAHIAYAE T00 09€£120
8102 '81 Dad 8LOTTSY ¥F FILOMY4HAA! WNTAOS XAOUATYAIA Z00 8911Z0
810¢ ‘81 DHA 8LOTTSY ¥3 FIOMYAHEA!WNIAOS XHAOUATVYAIA 100 B9TTIZO
eTOE feg NOL 16L625S DYZYIL'HAINOTHIONUAH WHZVILTIA 900 TO®0ZO0
Looz '1g NOC adad
900z ‘IZ DaEd HON XANTAYID ANIAY.LYYOTSHA 100 ZTIETCTO
0Z0Z 'LO NY[ OHd+TLZTO0TY
62%-N SI0E '0f NNC addxL66S6SS
6007 'ST UYMW dHd*TEEE98T
8Zy-n 900z 'v¥1 90Y aZd»999%08%
LET=0 $00Z ‘TIT 1DO QEdx9TL6ES9V
6102 ‘L0 T1IOL ¥LZ00T9
62F-N FT0Z '0OE D3d L6656GS
82k -N 9002 '¥1 €34 999708
L00E ‘1 NOC add 8002 'ST 43S TE6E98Y
900z '1g Ddd HON LE¥v-N v00¢ ‘T2 ¥dV 9TLESY9T XANIHYTID ENTAYLYHOTSHA 100 S9T1ZO
900¢ '€£0 €34 BL-d TIYAXAT  HATAOTHOOHYUAH INTAIVZNIHOTOAD 100 TEZBLIO <dA¥<
£2E-N FI0Z ‘0L NOL 8499909 TOHDTAM ! HOTHOTHOOHYAAH WYTIAISHTIOD 100 IHIIZ0 <aAve<
08e-I TIYYZOTD  ANIdYZO0'1D 200 8S5L6T0
08E=1 TIYYZOTD ' ANIAYZOTD 100 8SL6ETO
6102 ‘0T NNC DEOEDSY XIAYTd ‘ALYATNSIE TAd¥YD0AId0T1D 100 6£8020
500Z '€1 D34 AN AX OWdID!NIDYXOTIOHEdID 100 €L%TIZO
910 ‘80 IJDO Addx6TE6BTY
910¢ '80 ¥d¥Y 67£68F9
S6Z -1 0Z0Z ‘€1 NYL Qd3d=60069%9
S6E-1 6102 ‘€1 100 60069%9
S6Z-0N L00Z 'SE DHd a3d«8SESESY
s6Z-N L00Z ‘Sz NOC BSESEST ANOH 21 0-DHI¥AZ ‘HAI¥OTHDO¥AAH HENIZI¥ILID 100 0STITZO
900Z ‘10 9ON¥ 8ZILSLT
900z ‘sz €944 g8E-1I 900z ‘10 ONY YTL6BLY TAAYITO  ANILSOWAYO 100 LE90TO
€002 LT dES od TOINLIDTIYD TOIYLIDTIYD Z0O0 9€BSLO <0dQU<
£00F {LT duS od TOIMLIDTYD f TOTHLIDIND T00 9€B8GL0O <aauc<
£00¢ ‘LT 43S od TOIYLIDTYD {TOTILIDTHED Z00 99LSL0 <ddus
£00Z LT ads od TOI¥LIDIYD ! TOTHLIDIVYD TO0 99LSLO0 <AQ¥<
SHYIAXd  HA0D qAOD SAYT4XE AAFWON HFFHNN
SATOXd SOTIOXHA #80n TOXdE gAd/L LNHILYd AWYN HAAVAL ‘HWYN INITATUONI aodd /1ddv

AjTaTEnToxg orTijeTpad juasaidsi dEd PUP dddx
YIWa ALIAISNTOXE ANY LNHLY
I12Naodd 90d¥d JILO aNY NOILdI¥OSdAd




89¥%-N Z10Z ‘TT AON (dd»Zt966E9
SET=0 Z10Z ‘TT AON UdEd+T6LLBTY
510z '8¢ ONY AAd*TP6ETLY
ge1-n LTO0Z '%T 43S QAd»ESELEOS
G102 '8C DNV Add»LPTTEBS
ST0Z '8Z DNV AddxZT16S58S

6ET-N $10Z ‘92 AYMW ddd+0T98LSS
89¥-N Z10Z 'TT A¥WNW ZE966E9
BET-N ZT0Z '1T AWK T6LLBTY
S10Z '8¢ €A ZV6ETTO
gET-N L10Z "B ¥YW £SELEODY
S10¢ ‘g8z gd4d 2165589
adad 5102 ‘87 €3d LYPTTEBRS
ddM 6£T-N £10Z '9¢ AON 0T198LSS YHOATTY ! AATHOTHIOYAAH ANIAYNAJOXHA LO0 ZLBOZO
89%-N Z10Z 'TT AON Qdd=ZTE966ES
BET-N Z10Z ‘1T AON Qdd~T6LLBTY9
ST0Z ‘8¢ ONY aud+ZF6ETIO
8ET-N LT0Z '¥1 ddS AHd«ESELEDD

ST0Z '8¢ ONY AIdAxLVZEEBS

5102 '8Z ONY AIdxTT65S8S
5102 '8¢ 9NY dddxTLBBELS
zZ61-N $T0Z '92 AYW AHd=0T198BLSS
89%-N z10Z 'T1 AWNW ZE966E9
BT () z102 'TT AYNW 16LLBTY
§102 ‘8¢ €3 ZHVEETTY
8ELE-0 LT0Z 'PT YYNW €GELEDD
5102 '8¢ €34 LYPZZEBS
510¢ '8¢ €HA ZLBBELS
510z '8¢ €d4d Z16558S
Z61-0 £10Z '92 AON 0T198LSS YAOATIY ! HATHOTHIOYUAH HNIAYNIAOXHA 100 SZ90Z0
£F-N 5002 '€ NY[ 0d3dx08SBBST
€v-N y00Z ‘€T 100 08G688GF DISEOYING ‘ TANYLNHA ¥00 €TIB6T0
£v-0 G002 ‘€T NY[ d8d+08S88S¥
£v-0 wone “Eg Inr 08688S7¥ DI1SEOYENG ! TANYINAA £00 £1I8B610
£v-n 500z '€Z NY[ Qddx08SB8S¥
£v-N v00Z ‘€2 100 08588S¥ 21SA9YINA  TANY.LNAA ZO0 E£1B6TO
£¥-N 500Z '€£Z NY[ add«08S88SP
£v-N EO0Y: Ee OR 08588GF D1SAOHYANA ! TANYLNIA 100 E£18610 by
900z 'S0 ddS 68658LS <aay<
9002 'S0 ddS LELEIBY OILOV!AIYEIID TANYLINHA 900 LFL0Z0 <ddY<
900¢ 'S0 ddsS 686S8LS <@ay<
900z 'S0 d4ds LELE9BY OILOY ! FIVELID TANVLNAA 500 LPLOEZO <dd¥<
900 'S0 43S 68658LS <agy<
900 'S0 ddS LELEIBY DILDVY ! HIYELID TANVILNAA #00 LPLOZO <dA¥<
900g ‘S0 ddS 68658LS <ggy<
900Z 'S0 dds LELEIBY OIIDVY!ALYYLIID TANY.LNAA €00 LPLOZO <ddY<
9002 'S0 43S 686G8LS <ady<
900 ‘S0 43S LELEIBY OILOY ! HLVILID TANYLNAA z00 L¥L0ZO0 <dAdYS
900Z ‘G0 4dS 686G8LS <Qgys<
900¢ 'S0 ddS LELEIBY DILOY!HIVILID TANYLINIA 100 LPLOZO <dd¥<
9002 '0¢ HYW dN ONIMWHSA { HLYLEDY TOIAYdLSE Z00 L9ETE0 <SUdY<
SAYIdXd  FA0d H4d0D SAYIAXE HAGWON dAdWON
SNTOXd SNTIDXA 450 ToXdA ddd/LINALYd LNAILYd AWNYN FAvdLl CHWYN INIIAHE¥DNT aoydd/1ddy

AjtaTsnyoxg DrileTpad jussaxdsi ddd PUP dHd«x
YI¥d ALIAISOTIOXE ANY LINELYd
1o0do¥d 9ndd D10 aNY NOILdI¥OSHHd




£00Z 'vZ DNV A3Ad+YZELSED <agw<

£00Z 'vZ €34 VZELSEY YIYANTd ' HLYHdSOHd ANIFYHVYANTd T00 8E00Z20 <dd¥<
89v-N ZI0Z 'TT AON Q3dxZE966E9
8ET-N ZI0Z 'TIT AON Qd3d«T6LLBTY

ST0Z '8Z ONY AId+ZTP6ETTY
610Z 'T€ NYL dAd«VL66E09
8E1-N LT0Z 'P1 dIS QAd«ESELEDY
ST0Z '8Z ONY AAd~ZT6558S
PT0Z '9Z AVW Q3d~0T9BLSS

89%-N 2102 'TIT1 AVKW ZE966E9
8ET-N Z10Z 'TT AYNW 16LLBT9
5102 ‘8¢ ddd ZY6ETTY
810z ‘1€ INC PLEGEDY
8ET-N LT0Z ‘P UYMW £GELEDS
5102 ‘82 €934 Z165586S
£T02 '9Z AON 0T98LSS aA-Y¥94T11Y  AAIYOTHOOHAAH ANIAYNIA0XKAA 100 98L020
89b-N ZT0Z 'TT AON QHd»ZE966E9
8ET-N Z10Z ‘11 AON Add»T16LLBTI9
S10Z 'BZ 5NV Add+ZFE6ETT9
BEL-N LTI0Z 'P1 ddS AAd»ESELEOY

ST0Z '8Z ONY Add=LPZZEES
ST0Z ‘BZ ONY AFd~ZI65S8S

6£1-N PT0Z '9Z AYW ddd~0T9BLSS

89%-N Z10Z 'TT AYW TE966E9

8ET-N ZI0Z 'TT AVW T6LLBTY

ST0Z '8z d€a4 ZYEETTY

8ET-N LT0Z 'FT UYMW ESELEOY

S10Z '8¢ €34 Z165585

€002 'SZ 9Nv add S1T0Z '8z €34 LPZEZEBS
£00T ‘Sz 934 daN 6ET-N £ET0Z '9Z AON 0T98LSS VYOATIV  AUIHOTHOOYAAH ANIAYNIAOXHA ¥00 2.8020

89t-N Z10Z 'TT AON d3d+ZE€966€£9

BET-N Z10Z ‘TT AON d3d+T6LLBTY

ST0Z '8Z ONY AAd+ZPEETLT9

BET-N L10Z '¥T 43S Add~ESELEOS

S10Z '8¢ ONY AHd=LVZZE6S
S10Z ‘8% ONY AAd»ZT6SS8S

6ET-N P10Z ‘92 AWW Qdd«0T98LSS

89%-N Z10Z ‘11 XYW ZE966E9

8ET-N 2102 ‘11 AYW T6LLBTY

S10Z ‘8Z €34 ZYEETLY

BET-N L10Z ‘Pl ¥YW £SELEDY

S10Z ‘8z €34 2165585

£00Z 'Sz 9NY aad S10Z ‘8¢ €34 LYZZEES
£00Z ‘Sz ddd daN 6ET-N £ET0Z '9Z AON 0T98LSS YUOATIV AATHOTHIOHAAH ANIAYNIAOXHA 200 ZLBOZO
SHYIAXA  HUAOD 40D SAYIAXA HAGWNN ATFWON
SNI0Xd SNTOXA 4sn 10Xd gad/.LINdLYd LN3LYd AWYN davdL ‘AWYN INATAdIONT aoydd /T1ddy

Ajtatsntoxyg otajerpad ussaidar gId pPue gdds
¥YIVd ALIAISNTIOXA ANV LNALVdG
LoNaodd 9ndd D10 ONY NOILdIMOSHTUd




rooc
£00¢

v002
€002

‘v g34d
‘vz onv

‘v 8934
‘¥ onv

b2 934
tZ OnNv
£0 1IN0
£0 NYLO
o AL
o,a>

‘€0 10r
mc H<4~J

NTL

SHYIdXH
SNTOXd

add
ON

add
ON

adad

d4a0o
SNI1OXd

¥00Z ‘%1 AVW QAd+TZISEED

£00Z ‘v1 AON [ZISEEY JIVATLND ‘FLYNOIAOdd HNOSYOILNTA

98¢ -0 110Z ‘10 dd5 add=STB06ZS
L8E-N IT0Z ‘L0 ¥YW d3d»SO0E0LZS
TTZ-0 8002 'ZT ONVY AAdxSPFSZES
8002 ‘ZT1 ONY AdAd*SLESZTS
TEean B00Z 'ZT DNV AAdx¥LPZE6T
P00Z ‘v1 AVW QAd+TZTSEEYD
98€-N 1102 ‘10 ¥YW S1B062ZS
800z 'Z1 €34 SLEYZTS
TrZ2-n 800z ‘21 gad SYESZES
LIT 1) 800¢ ‘g1 ddd PLVZE6T
LBE-N 010Z ‘L0 dds S0E0LES
€002 ‘¥1 AON LZISEET 0S/00S6 SMISIA YIVAQY ELYNOIdO¥d FNOSYDILN1A
98t -0 1102 ‘10 445 AdId+STBO6ZS
LBE-N 110Z ‘L0 ¥UYW Qdd+SO0E0LZS

11Z-n B00Z 'TT ODNY AAJ»SPPSZTS
B00Z 'ZTT 9NY AAd»SLESZIS

ITZ-0 B00Z ‘ZT1 ONY UAd+FLVEZ66F
F00Z ‘%1 AYW QAd»TZTISEEV
98€-0N 1102 '10 ¥YMW ST806ZS
800z ‘'zl €34 SLESZIS
Ete=1l 800z 'Z1 €34 SYPPSZEs
I1z-n B00Z ‘2T €934 FLPT66T
LBE-N 0102 ‘L0 43S SOEOLZS
€002 'FT AON TZISEER 0S/0SZ SMMSIA YIVAQY'FLYNOIJO¥d FNOSYIILNTA
98€-N 1102 ‘10 dYW STBO6ZS
800z ‘g1 €34 SLE9ZTS
ETZ-0 800z ‘Z1 gad S¥PVSZZS

8002 ‘Z1 9NVY AHdxSLEYZTS

LBE-N 1102 ‘L0 ¥YW QIdd»SO0EOLEZS
96 € -1 1102 'T0 4dS add«STBO6CS
EEC-11 B00Z 'ZTT DNV Qdd«SHPSZTS
LTZ-0 B00Z 'Z1 ONV Add«PLVCE6T
LIg=0 800Z 'Z1 €A4 PLEZE6T
L8E-N 0T0Z ‘L0 4dS SOEOLEZS

€002 ‘¥T AON TZISEER

¥00Z2 '¥1 AYW QAd»TZISEED 05/00T SMMSIA YIVAAY'HLYNOIdO¥d ANOSYIILNTA
OYZ0¥d ‘A I¥OTHIOMAAH ANILAXONTA
O¥Z0¥dd ' HATHOTHOOMAAH ANILAXONTA

O¥Z0¥d ' AAI¥OTHIOHAAH ANILAXON 1A

d4a0o SFYIdXH JHEWNN
asn 10Xd add/LNALYd LNHLYd IWYN HAVEL ‘IWYN LNIIAQI¥ONI

AjTAaTsnioxg ortrajerpad jussaidal gad pue aads
YIYd ALIAISNTOXH ANY LNILYd
L1ONaodd DN¥d O.LO dNY NOILdIHOSHMd

T00 LS66TO

t00 LLOTZO

€00 LLOTZO

LLOTEZO
€00 PL60CO0
T00 ¥L6020

100 TOTO0ZO

MAEWNN
aodd /1dd¥

<gav<




£00Z 'F0 NOL AAd*TOZLEEY
0T0Z 'OT NYL dd3d=FFPES00S
600Z ‘0T 10F ¥¥E900S
Z00Z 'v0 D3A TOZLEED LOH-1I1HdONOW‘WNIAOS TIHdONISOd 100 98BZ0ZO
€002 ‘b0 NNL AAd*TOZLEER
0102 ‘OT NYL ddd«FFE900S

600Z ‘0T IAC FF€£900S
z00Z ‘v0 D3A T0ZLEER TIHAdONOWWNIAOS TI¥JdONISOd ¥00 ST66T0
£00Z ‘FO NNC AAd+T0ZLEER
0102 ‘01 NYL Qdd«bFE900S
6002 ‘0T 1AL PPES00S
z00z 'v0 D=IA T0ZLEED TIYdONOW’ WNIAOS TI¥dONISO4 £00 ST6610
€002 ‘0 NAL OAd+«TOZLEEYD
0T0Z ‘01 NY[ AAd+PFE900S
600Z ‘01 1INC PPES00S
zZ00Z ‘¥0 DdAA T0ZLEED TIYAONOW' WNIAOS TIHdONISOL Z00 S16610
¥00Z 'Sz ddS ZVE-I 610Z ‘BO ¥VYKW LZ088F9 TIAYY0d ' ALVAYNAA TOHALOWHOA 100 T€8020 <dQ¥<
60T-0 1102 'TT 1IDO ZLLBSES
£E1v-0 T102 'IT 120 TLLESES TX TOJSETWNIAOS NILYLSYANTA 100 261120
£E1b-0 TT0Z "IT 120 ZLLEVSES
601-N 1102 ‘LT 120 ZLLVSES T0DSATWNIAOS NILYLSYANTA Z00 T19Z0Z0
ELP-N ITOE LT 4120 ZLLYSES
60T-0 TEoe “L1 IO ZLLYSES T00SATWAIAOS NILVLSYANTA 100 192020
60%-0 $00Z '¥T AYW d3d«TIZISEEV
607-0 £00Z '¥1 AON TZISEED 0S2 SNMSIA INAAOTA'ALYNOIAOMd ANOSYOILNTA €00 £EB0ZO
60%-N $00Z ‘PT AYW (Hd«TZTISEEP
60F-0 £00Z ‘FPT AON TZISEED 00T SMISIA INIAOTL FLYNOIJOYd ANOSYIILANTA Z00 E£E£BOZO
60%-N ¥00Z ‘b1 AYW AAd+TZISEEW
60F-0 €002 ‘%1 AON TZISEED 0§ SOMSIA LNAAOTA ‘ALYNOTIJOdd ANOSYDIILNTA 100 €E80Z0
60F-0 ¥00Z 'P1 AYW QAd«1CZISEER
60F-N £002 '¥T AON TZISEED INFAOTA ‘ HLYNOIdOdd HNOSYOILNTA €00 6¥5020
60F-0 P00Z ‘%1 AYW d3d«IZTISEET
60F-0 £00Z '¥FT AON TZISEER INIAOTA ' 4LYNOIdO¥d ANOSYOILNTA 200 675020
60F-N P00Z '¥T AYW AAd«TZISEER
60%-0N £00Z 'F1 AON TZISEED ILNIAOTA 'ALYNOIdO¥d ANOSYOILNTA 100 6¥S0Z0
PO0Z ‘FT AYW AAd=TZISEEV
£00Z ‘¥1 AON TZISEER LNEAQTS ' ALYNOIAO¥d ANOSYOILNTA £00 BFS0Z0
¥00Z ‘%1 AYW QId+TZISEER
£00Z ‘¥1 AON TZISEER LNFAOTA ' ALYNOIdOUd ANOSYOILNTA Z00 8FS02O0
P00Z ‘P1 AYW QAd«TZISEEY
€002 '¥T AON TZISEED INFAOTS ‘ALYNQOIdO¥d ANOSYOILNTA 100 8¥5020
S00Z '€£Z AON add ¥00Z 'PT AYW QIAJI+TZTISEETD
5002 '€EZ AWM 9L-a £00Z '¥1 AON 1ZISEED ASYNOTA ‘dL¥YNOIdOdd ANOSYOILNTA 100 TZ1020
$002 ‘%1 AYW Qdd»TEZTSEEFR
€002 'FT AON TZISEER ALYAILND ' ALYNOIJdOdd FNOSYOILNTA 100 856610
SHYIdAXA  AAOD {a(ele] SAAIAXI AAGWNN HAAWON
SNIOXA SNTOXI asn 1OXd auad/LNILYd LNALYd HWYN ddvdlL ‘AWYN INATAHEONI aodd /11ddv

A3tatsntoxg otajerpad juasaadsl gid pue dddx
YIY¥d ALTIAISNTOXH ANV LNHLWYd
LOoNaodd 9N¥d JLO ANY NOILdIHOSHAd




£00Z ‘0E INC od andsd aNV ANIAYLYHOT INIAYIVIOT 100 0609.L0 <dd¥<
€00z ‘1Z 1Inr od ANIAYLYHOT ANIAY.LYHOT 100 60ZSL0 <dA¥<
L10Z 'T0 AON TS91ZS9 FULATYN { M IAYNIJOT 100 922120
500Z ‘61 DdA ddN XOAAZ ‘AITOZENIT 100 ZETTIZO
5002 ‘61 D=A ddN XOAAZ ‘AITOZANIT 100 TETIZO
5002 ‘61 Dad ddN XOAAZ ' AITOZENIT Z00 0ETTZO
5002 ‘61 DdA ddN XOAAZ ‘AITTOZANIT 100 OETTIZO
88t -0 2102 'TO0 AYMW REBTO9S <QqQy<
S8F-N 600Z ‘LT ¥YW 69860LS <aQy<
98 % -0 sro0e "l 100 62SLZ8S <aay<
Z10Z ‘Z0 AYW BELTIT®S <gdy<
S8F-N 6002 ‘LT HYW 08T685S WMAJOdIT! ANIYD0dIT 100 219020 <dA¥<
500 '€1 €34 dnN A¥¥OITI ! BLY.LIOY FAIT0¥dNAT 100 88F%¥1Z0 <dA¥<
0T0Z ‘LT AYW Qad*LOFPLFPOS
600Z ‘LT AON LOPLYOS AHH-YIAIdE ANTANATWY'T 100 ¥00TZO
0102 "LT AYW Q3d=LOPLFOS
6002 ‘LT AON LOFLPOS AHH-YIAIdE ' ENIANATWYT 100 €001Z0
6002 ‘LT AON LOVLYOS
0102 ‘LT AYW QddxLOFLFOS AIATEWOD ' ANIANATWY'T 100 LS80ZO
g6v-N S00Z ‘90 ¥YW 1Z6V9EY ADYWEYHd) ISIAVALIN'AATWOHAOI 200 SZFIZO
86v-N 5002 ‘90 ¥VYKW 1Z6F9EY ADYWEYHd) ISIAVEIIN'AATWO¥AOI 100 SZ¥TZ0
S6F-N L10Z '0Z NOC 9£8LLOY
S6v-N 900 ‘Z1 DdAd 68BL988BY¥
S6v-N 5002 'Z0 9onNv LETTOLY
S6F-N 810z ‘61 NAC 9ZLBYZY TYANYHILXA { NITMLXHA0DT 100 TZETZ0
68%F N 0Z0Z '8% ¥dY TSTTLEY XANIDNW'NISENTZIIYND Z00 Z8Z120 <QaQ¥<
TIT-N PLOEZ 'LO NYIL ¥SPT6SS <Qay<
T1T-N g0z ‘e rink ETFSESS <days<
T1E-0 600Z 'S0 dds 06TT60S <ggy<
€002 ‘91 43S 8992805 <ady<
6002 'S0 ddS €VBFZO0S <aqgy<
£00Z ‘91 4ds 800Z19% X TOALODNTD ' IAIZI4AITD €00 6Z£0Z0 <aQ¥<
ITI-A 800z ‘Tz 1AL ETFSESS <Qay<
Lt N 6002 'S0 d4dS 061160S IX TOdLODNTID AAIZIdITD 200 6ZE0Z0 <QAAN<
ITT-N 8002 ‘TZ TIAL ETPSPSS <agy<
IIT-N 6002 'S0 43S 0611605 X T0YLOdNTD AATIZIAITO 100 62€020 <dQ¥<
6102 '1Z d4ES 0vSSST9 <aav<
6102 'v1 d4dS 6890FE9 <agys<
6102 '1z 438 0SSTEEQ <ady<
6102 '1z 43S TLOZ9EY AATLOVA ! ALVIASEW NIDUYXOTAIWHD 100 8STTZ0 <ad¥<

£00Z 'v0 NOL AAd«TOCZLEEF
0102 ‘0T NY[L dd3dxPPE900S

600Z 'OT1 1I0LC ¥PPE900S

z0ooZ 'v0 DHd LOELEED LOH-TIMdONOKW‘ WNIAOS TIHdONISO4d 200 9BZ0ZO
SHYIdXH HAO0D 300D SHYIdXH JHAWNN dFTFWNN
SNIDXd SNTOXdA asn 10¥X3 J3d/INILVd LN3LYd AWYN davdl ‘HWYN LNITAI¥ONI ao¥d/nddv

AjTATSnTOoxg DrajeIpad juasaidar giad Pue gdds
YI¥a ALIAISNTOXH ANY LNHLY4
12oNaodd 9nNdd 210 UNY NOILdI¥YOSdadd




€002
£E00T
E00Z

800E

8002

B0OOE

£002
£00¢€

‘1€ AYMW
‘1€ AYN
"TE AYNW
'SZ UYMW
'ST YW
'Sz UYMW
‘TT AON
'Z¢ AWM
‘9T NNC
‘9T NOL
‘ST AYN
‘ST AYW
'Sg AWK
‘LT 4ds
‘LT ddas
‘LT 4ds
SHYIAXA

od
od
od

HON

HON

HON

aad
dao

3000

SNTOXd sSNTOXd

L6Z-N
L6Z -1l

B6Z-N
B6Z-N
B6Z-N

96F-N
96¥%-N
96v-N

Jd00

610 ‘22 120
1102 'Lz d44ds
1102 'tz 4ds
II0Z 'LZ 4ds
ST0gZ '1Z 44s
S10Z '1Z d4s
110¢ ‘LZ dds
1102 ‘LZ 4dS
LIDT: “Lg 488
S10Z ‘1Z ddS
S10Z 'T1g 44ds
1102 'LEZ ddS
1102 ‘LT 4uAS
LI0E fle d3s
S10Z '1Z d4s
ST0Z '1g 4ds
LTOZ 'ST AYKW
900Z '¥Z NAL
S00¢ ‘SZ NUC
P10Z ‘10 ¥d¥
F10Z2 ‘10 ¥av
¥10Z ‘T0 ¥d¥
¥00Z ‘%1 AVW
$00Z 'Z0 ¥¥KW
£00Z '¥I AON
£00Z ‘20 gds
ET0Z ‘€€ NYC
€102 ‘€2 NYL
0102 ‘TZ SnNY
0T0Z ‘Tz S0V
9102 ‘S0 DJdA
PLOZ ‘%0 UYMW
600Z '0OE NOAC
0102 ‘TIT1 AWW
0102 'TT1 AWW
0102 "TIT AYW
SAYIAXA

dsn IDXd didd/LNALYd

STO069F9
6081895
9€EBOSES
6L8BBS6S
SES6F8S
Z62LS09
6081899
9£80SES
6L88569
SES6VBS
€6ZLS09
6081895
9€E80SES
6L8BS6S
SES6¥8S
Z6EZLS09
E¥S0E09
68LESLY
8LSS69V
6659195
6659199
6659195
dddx9SPISSY
Jad«Z68ZBEY
9S¥ISSY
Z6BEZBEY
6SEELBS
6SEELBS
S090TTS
S090ITIS
CSL6EPBS
CP6L09S
LTIS066V

6L00TZCS
6L00TZS
6L001ZS

HHEWNN
LNILVYd

ALYTASHN AAITOOYHd ‘ ALVIASAW HAATITODHAA
AIYVTASHW HAITODHHEd ‘HIVIASAW HAITOO¥AJ
HIVTASEWN JAITOOYEd ‘HIVTASIW AAITOONAA

UIAYNHA'WNIAOS AIAOTOIDNAG

LITAYHWOS ! LNYWOS ITADEd

LAFTAYNWOS ! LNYWOSIADAJ

LAAAYHOS ¢ LNYWOSIADAJ
WITY OddAYA‘WNISSYIOd NIZOYdYXO

HATLYAYASHAd NYYAO0Z ' AATHOTHIONAAH NOWLASNYANO
YYOINIE TIWOXOAAW NYLAYSAWTIO
YYOINAE  TINOXOUEW NYLAYSAWIO
SYAINAL  TINOXOUIW NYILIAYSAWIO

X0T4dNJ0 ! NIDYX0TAO

XYWONI ‘IaIX0 DIVLIN

XVYWONI ‘dAIX0 JI¥LIN
LINWODXATIHOYIOd ANILODIN
LIWWOD ‘XATI¥OVYTIOd ANILODIN

THD WAIAOS NI XOTHAY‘HATAOTHOOMAAH NIDYXOTJIIXOMW
ANIAYZVLEIW  ANIdYVZVLEINW

ANIAYZYIEIN  ANIAYZYININW
LAWVANVAY * HATHOTHOOYAAH NIWMOALAW
LAWYANVAY ' ST JOTHOONAAH NIWJOJALAW
LAWYANVAY ' HATJOTHOONAAH NIWJSOJALAW
AYYZODWNISSYLIOd NY.IMVSOT

UYYZO0D WNISSYLOd NYINYSOT

AYYZOD ' WAISSYIOd NY.LIYSOT

HWYN JAYYL “dWYN LNAIQIAYONI

A3tarsnroxy DTajerpad juasaadal (Hd pue qdds
YIVd ALIAISOIOXH ANY INALYd
LONAaodd DNYd OLO ANV NOILJI¥DSHud

£E00 T909L0
€00 T909L0
TO00 T909L0
T00 6€90E0
£00 90TTZ0
€00 90TTZ0
T00 901T1Z0
T00 9LL0Z0
€00 L000Z0
€00 982120
100 982120
€00 98T1CO
T00 TIZ66T0
€00 Ss¥80Z0
200 S¥B80ZO
€00 OEETZ0
T00 OEETZO
T00 LLZTIZO
200 6TT9LO
T00 6TTI9LO
EO00 OT¥IZO
200 O1I¥TIZO
100 OTI¥TZO
E00 9BEOZO
200 98¢£0¢20
T00 98t0€0

HIIWNN
aoydd/ddv

<aawv<
<dawy<
<aav<
<agu<
<aqgw<
<aaws
<agy<
<aay<
<aay=<
<day<
<dav<
<agau<
<agu<
<ggy<
<agu<
<agy<
<ggv<
<agw<
<agav<

Zgaw<
<aavs
<aavs
<aav<
<aav<

<ddy<
<aaw<
<agw<
<agy<
<aay<
<aay<
<aav<




900€g
s00¢

vooc
vooc
vooc
vooe
vooe
vooc
vooe
vooe
vooe
vooe
vooe

900¢
9o0e
9002
9002
900¢
900¢g

900¢
900¢
900¢

9002
900¢e

‘ET gdd
“TE 120

‘1€ 120
TE 130
‘TE 120
CEE TO0
‘TE LJ0
“LE .LDO
“TE \LD0
TE - ID0
g 100
SLE L0
“TE .LDD

L0 934
L0 €934
"LO 934
‘L0 gdd
a54
‘L0 gdd

‘Lz gd4d

‘Lz |d4a
‘Lz |dd

'ZT YUYW
‘2T ¥YW

SHYIdXE

€CT-KW
dN

qdo
300
ddo
dao
dJao
qJao
jclate]
qao
qao
c(a(e]
dao

9T
TOZ=T
192-1
T9¢-1
192-1
192-1

PHE-T

THE-T
vBE-I

Jaoo

SNTIXd SNIJXH

0T0Z ‘1T DAA
06%-N 010z '1IT D&
L00Z "ZT AON
900Z "¥T AON
800Z '90 d4as
L00Z 'ZT AON
8002 '90 ddS
L00Z 'ZT AON
0102 ‘1T Dad
06¥%-N 0102 ‘11 DHA
L00Z 'ZT AON
900¢ ‘¥T AON
¥05-0 Z10Z '81 AWW
205-0 Z210Z '81 AYNW
€102 '£1 o0v
€102 '€T 90V
ET0Z "ET DNV
£05-N $002 'T0 AYKW
66%-N LTOZ '10 AYMW
66¥%-0 910Z '10 AON
Zeoz ‘1€ ddAA
zzoz '1€ DdAd
c{e(o)] SAYIAXE

gsSn TIXA add/INAIVd

06TF91S
LB6TSTS
S6EEBEY
0L6E9BY
v625S8%
vEZevev
F6ESS8F
VZZ6eTBY
06T¥91S
L66EZSTS
S6EEBET
0L6ESBY
PIETZIO
PTIETCTIO

£1060S9
ET06059
£1060S9

6282957

qad«0LS¥ZS9
0LS¥PZS9
¥Sr00S9
¥S¥0059

HIIWNN
LN3LYd

LY

LYAYESHYd
LYAYASHYEd
LYA¥ASHYd
LYAYESHYd
LYAYASHYd
LYAYESHYd
LYAYISTId
LYAYASHId
LYAYESHEd
LYAYESHYd

NYLYAYYHL !

LSO¥dOAVHL

WILSHL’HNO¥ILSOLSAL

WAFAOUANY ‘ INOYILSOLSHAL

WHEJOYANY ‘ ANOYHLSOLSHL
TISIWY'T' ZALYOTHOOUAAH ANIAYNIHHAL
TISIWYT'BATYOTHOOYAAH ENIAYNIGUAL

NIdO¥IONED ' INYNIHWOOHY
NIdO¥IONED ' LNYNIGWODHY
NIdOYIONED ' LNYNIEWODTYH
NIdOYLONED ! LNYNIEWODIYH
NIdOYLONAD LNYNIHWODHY
NIdOYIONED ! LNYNIHEWODIYH
NIdO¥ILONED  INYNIEWODHY
NIdOYLONED ! LNYNISWODHYd
NIdOYLONAD ! LNYNISWODHH
NIdO¥LONED ' INYNTHEWOIHTH
NIdO¥LONAD ! LNYNIHEWODHYH

NIdOYLYWOS
NIdOYLVWOS
NIdO3LVYWOS
NIdOJLYWOS
NIdOJLYWOS
NIdOJdLYWOS
NIdOdLYWOS
NIdO¥LYWOS
NIdOYLYWOS
NIdOYLYWOS
NIdOYLYWOS

THADYNIY ‘ HATHOTHOOUAAH YAWYTINIS
TADYNIY  BATYOTHOOUAAH HAWYTIAES
THOYNAY ' SATYOTHOOYAAH YIWVTINIS

LJA0T0Z ' HATHOTHOOHAAH
LJ0T0Z ' 2A1¥0THOOYAAH
LA0T0Z ' AAIYOTHOOUAAH
LAOTOZ ' AAIHOTHOOHAXH
LA0T0Z * AATHOTHOO¥AAH
LJ0TOZ ' AATHOTHOOAAAH

ANITYYIYES
ANITVHIYES
ANITVHLYES
ANITYIIIES
ANITYHLYES
ANITYHLYES

ZB-NADOIQMVYD‘Z8-9¥ HAIYOTHD WNIAILNY
YIANVYAY - JLYITYW HNOZWYIITOISOH
YIONVAY - ALYATYW ANOZYIITOISOH
VIANYAY ' ZLVATYW ANOZYLITOISOY

TOLHEIY ' NIMIAVETIY
TX NYYJONNI‘HAI¥OTHOOMAAH TOTONYAdOdd
TX NWMJdONNI‘HAINOTHOONAAH TOTONVEdOdd

HWYN HAVHL ‘HWYN INISIAHYONI

AQTATSNTOXE OTI3RTpPad 3Juasaidax gad pue gads
VIV ALIAISNTOXE ANY LNHLYd
I0Nd0dd DNdd JLO dNY NOILdIdDSHAd

100 LSZTIZO
100 ¥SPIZO
Z00 68F02Z0
100 68%020
100 ¥ZTTIZO
100 6%L0ZO
€10 08Z0Z0
ZT10 0BZ0ZO
110 082020
0T0 0820Z0
600 08Z0Z0
800 08Z0ZO
S00 082020
€00 08Z0Z0
200 082020
100 08Z0ZO
L00 08E0Z0
200 6L1TZ20
100 6LTTZ0
100 926020
100 066020
S00 6€E8610
¥00 6£8610
£00 6E£B6T0
200 6EBETO
TO0 6EB6T0
100 #1¥610
¥00 TLOTEZO
£00 TLOTZO
200 TLOTEZO
100 £06020
Z00 BEFTIZO
100 BEFIZO

HAGWAN
aodd/1dav

<aa¥<

<gdv<
<aav<
<aav<
<aay<
<agu<
<aau<
AQQAMA
<gdy<
<aau<
<aav<
<aav<
<agu<
<aaqu<
<aav<

<gae<
<gav<
<aav<
<aav<
<aav<
<aav<
Aﬂﬁnlﬂ.ﬂ
AQQAM.A
<gad<
<aau<
ADHHAH«A
<aae<
<dav<
<aav<




b

add / LN3LY

L0 HYW

2999¢k1
800219
999

LPITESY

IATSNTOXE
YiLvYa
D¥d

O2TI3e1IpP3d

0 €5ss0zZ0

‘HAIYOTHOOMAAH TIWYdWVHAA C

SH-YHd3A

SH-YHINOD ' HATIHOTHOOHAAH TIWYdYHIA

X ¥OXH443 ' JAIHOTHOOHAAH
¥X HOXHAAH'AAIHOTHIOAAAH ANTIXYAYINIA
¥X HOXHTAAH ! HAATHOTHOOIAAH ANTXVAYINIA
dX YOXFAJH 'HATHOTHOOQNAAH ANIXYAYTINIA
) IVA - SATYOTHOONAAH YIAOTIADVIVA
XTILTYA ' FATYOTHOOMARH HIAOTIADVIVA
YAONTH ‘' NTONILIHI

66
66
66
66

0S

JHHWNN

HWYN HAViL aodd/1ddv

LNHIAHEONI

yuesaxdsx (qid
adNY

NOT

pue Jid s«

ALIAISOTO
ondda 210 d

I¥OSs3Ud




PATENT AND EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE PATENT AND EXCLUSIVITY COLUMNS, ABBREVIATIONS AND REFERENCES HAVE BEEN
DEVELOPED. PLEASE REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS,
23RD EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW

INDICATIONS AND PATENT USE CODES). THE CUMULATIVE SUPPLEMENT WILL LIST NEW CODES ADDED SINCE THE LAST
ANNUAL EDITION.

EXCLUSIVITY DOSING SCHEDULE

D-78 USE OF FLEXERIL 5MG FOR THE RELIEF OF MUSCLE SPASM ASSOCIATED WITH ACUTE, PAINFUL,
MUSCULOSKELETAL CONDITIONS

EXCLUSIVITY INDICATION

1-380 TO TREAT PATIENTS WITH SCHIZOPHRENIA OR SCHIZOAFFECTIVE DISORDER AT RISK FOR EMERGENT
SUICIDAL BEHAVIOR
1-381 TREATMENT OF COLD SORES (HERPES LABIALIS) IN ADULT AND ADOLESCENT PATIENTS 12 YEARS OF AGE
AND OLDER
1-382 FOR NEWLY-DIAGNOSED HIGH GRADE MALIGNANT GLIOMA PATIENTS AS AN ADJUNCT TO SURGERY AND |
RADIATION
1-383 TREATMENT OF TYPE 2 DIABETIC NEPHROPATHY

EXCLUSIVITY MISCELLANEOUS

M-23 INFORMATION REGARDING ELIMINATION ADDED TO CLINICAL PHARMACOLOGY, STUDY RESULTS IN
PATIENTS WITH HEPATIC AND RENAL IMPAIRMENT

PATENT USE

U-494  TREATMENT OF ATTENTION-DEFICIT HYPERACTIVITY DISORDER

U-495 PERITONEAL DIALYSIS SOLUTION

U-496 METHOD FOR TREATING CHRONIC RENAL FAILURE

U-497 RELIEF OF THE SIGNS AND SYMPTOMS OF OSTEOARTHRITIS AND RHEUMATOID ARTHRITIS

U-498 INTRA-ARTERIAL AND INTRAVENOUS USES OF ULTRAVIST

U-499 METHOD OF USING REBETOL CAPSULES IN COMBINATION WITH A CONJUGATE COMPRISING
POLYETHYLENE GLYCOL(PEG) AND AN ALPHA INTERFERON, INCLUDING, FOR EXAMPLE, PEG-INTRON
POWDER FOR INJECTION

U-500 USE AS AN ANTIHYPERTENSIVE AGENT

U-501 TREATMENT OF RECURRENT HERPES LABIALIS (COLD SORES) IN ADULTS

U-502  PITYRIASIS VERSICOLOR

U-503 GENERATOR MUST BE USED WITH INFUSION SYSTEM SPECIFICALLY LABELED FOR USE WITH GENERATOR

U-504  TINEA PEDIS, TINEA CRURIS, TINEA CORPORIS

U-505 ULTRASOUND CONTRAST AGENT

U-506 PHARM PRODUCT CONTAINER 1ST CHAMBER IS DISPOSED AQUEOUS DILUENT SOL 2ND CHAMBER PHARM
ACTIVE AGENT COMPRISING ACETYLCHOLINE,BUFFER IN 1ST CHAM IS SUFFICIENT TO BUFFER PH OF
MIXED SOL RESULTING MIXTURE OF AQUEOUS DILUENT SOL & PHARM ACTIVE..

U-507 ACROMEGALY IN PATIENTS W/INADEQUATE RESPONSE TO SURGERY AND/OR RADIATION THERAPY
AND/OR MEDICAL THERAPIES, OR FOR WHOM THESE THERAPIES ARE NOT APPROPRIATE
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