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Please Note:

The 24" Edition of the Orange Book will be the last paper version. All the components of the paper
Orange Book are and have been available on the Internet since 1997, Refer to the Introduction 1.3, Availability
of the Edition, for specific locations. Additional details will be made available in future Cumulative Supplement

publications.
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1.0 INTRODUCTION

11 HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement is one of a series of monthly updates to the Approved Drug i
Products with Therapeutic Equivalence Evaluations, 24th Edition (the List). The List is

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approvals withdrawn for other than safety or efficacy reasons.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
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, are for military use, or 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.

L1l




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 NGES

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)
BERLEX BERLEX INC

{BERLEX) (BERLEX INC)

BERLEX LABORATORIES INC BERLEX INC

(BERLEX LABS) (BERLEX INC)
BERLEX LABORATORIES INC SUB SCHERING AG  BERLEX INC

(BERLEX) (BERLEX INC)
AMERSHAM HEALTH GE HEALTHCARE

(AMERSHAM) (GE HEALTHCARE)




1.3 RIBAVIRIN 200MG ORAL CAPSULE

The footnote for Ribabvirin 200MG capsu le product 001 was inadvertently omitted from the 24™ Edition.
The footnote: Indicated for use and comarketed with interferon alfa-2b, recombinant (Intron A), as Rebetron

Combination Therapy.

1.4 LEVOTHYROXINE SODIUM

Because there are multiple reference listed drugs of levothyroxine sodium tablets and some reference listed
drugs' sponsors have conducted studies to establish their drugs’ therapeutic equivalence to other reference
listed drugs, FDA has determined that its usual practice of assigning two or three character TE codes may
be potentially confusing and inadequate for these drug products. Accordingly, FDA provides the following
explanation and chart of therapeutic equivalence evaluations for levothyroxine sodium drug products.

Levothyroxine Sodium (Mylan ANDA 76187) tablets have been determined to be therapeutically equivalent
to corresponding strengths of Unithroid (Jerome Stevens NDA 021210) tablets.

Levo-T (Alara NDA 021342) and Levothyroxine Sodium (Mylan ANDA 76187) tablets have been
determined to be therapeutically equivalent to corresponding strengths of Synthroid (Abbott NDA 021402)

tablets.

Levo-T (Alara NDA 021342), Unithroid (Jerome Stevens NDA 021210) and Levothyroxine Sodium
(Mylan ANDA 076187) tablets have been determined to be therapeutically equivalent to corresponding
strengths of Levoxyl (King/Jones Pharma NDA 021301) tablets.

Novothyrox (Genpharm NDA 021292) requires further investigation and review to establish therapeutic
equivalence to corresponding strengths of any other levothyroxine sodium drug products and is rated BX.

Thyro-Tabs (Lloyd NDA 021116) requires further investigation and review to establish therapeutic
equivalence to corresponding strengths of any other levothyroxine sodium drug products and is rated BX.

Levolet (Vintage NDA 021137) requires further investigation and review to establish therapeutic
equivalence to corresponding strengths of any other levothyroxine sodium drug products and is rated BX.

The chart outlines TE codes for all 0.025mg products with other products being similar. Therapeutic
equivalence has been established between products that have the same AB+number TE code. More than
one TE code may apply to some products. One common TE code indicates therapeutic equivalence between

products.

Trade Name Applicant Potency |TE CodejAppl NojProduct No|
UNITHROID STEVENS J 0.025MG|ABI 21210 001
'LEVOTHYROXINE SODIUM [MYLAN lo.025MG[AB1 | 76187 001
ILEVOXYL JONES PHARMA  [0.025SMG|ABI | 21301 001
I l l l |
ISYNTHROID ABBOTT [o.02smGlaB2 | 21402 001
ILEVOTHYROXINE SODIUM |[MYLAN 0.025MGJ]AB2 | 76187 001
LEVO-T [ALARA PHARM _ [0.025MG[AB2 | 21342 001

I

] | I




1.5

|T Trade Name l Applicant I Potency |TF, C ndel.ﬂ.ppl NnIPmduct No]

LEVOXYL JONES PHARMA  [0.025MGJAB3 | 21301 001

LEVO-T | IALARA PHARM  [0.025MG[AB3 | 21342 001|

UNITHROID ISTEVENS | 0.025MG[AB3 | 21210 001

LEVOTHYROXINE SODIUM|MYLAN 0.025MGJAB3 | 76187] 001/

_ =St S s i1 . | | |

NOVOTHYROX IGENPHARM 0.025MGBX | 21292] 001]

! it . ] —— chall
| . i [ l

THYRO-TABS [LLoYD 0.025MG[BX | 21116] 001

| I A N G e

1 LR el _____I . |

LLEVOLET [VINTAGE PHARMS[0.025MG[BX | 21137] 001|

AVAILABILITY OF THE EDITION

The 24th 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
$110.00 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.

I'he Electronic Orange Book Query (EOB) is 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
http://www.fda.gov/cder 'orange/supplement/cspreface.h tm.

There are ASCII text files of the Orange Book drug product, patent, and exclusivity data at
http://www.fda.gov/cder orange/obreadme.htm. The drug product text files are zipped into zipobtxt.exe.
I'he files are updated concurrently with the publication of the monthly cumulative supplements. Appendix
A and Appendix B text files of the paper annual Orange Book are updated quarterly

T'he 24th annual edition of the 2003 Orange Book Patent and Exclusivity List is at




hitp://www.fda gov/cder/orange/24bookpub.pdf.

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

The Patent Term Extension and new Patents, Docket Number *958-0117, is at
http://www.fda.gov cder/orange/docket.pdf. It is updated approximately weekly

Effective August 18, 2003, patent submissions for publication in the Orange Book and Docket *955-01 17
need to be submitted on form FDA-3542 which may be downloaded from Program Support Center Forms
Download Website,

http://forms/psc. gov/forms/FDA/fda htm|

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

|.6 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

DESCRIPTION OF REPORT

This report provides summary counts derived from the product information in the Prescription Drug
Product List and the current Cumulative Supplement. Products included in the counts are
domestically marketed drug products approved for both safety and effectiveness under section 505 of
the Federal Food, Drug, and Cosmetic Act. Excluded are approved drug products marketed by
distributors: those marketed solely abroad; and those now regarded as medical devices, biologics or
foods.

The baseline column (Dec 2003) refers to the products in the Prescription Drug Product List. For
each three-month period, a column of quarterly data is added which incorporates counts of product
activity from the previous quarter(s) with those in the baseline count.

EFINITIONS

Drug Product

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

New Molecular Entity

A new molecular entity is considered an active moiety that has not previously been approved (either

as the parent compound or as a salt, ester or derivative of the parent compound) in the United States
for use in a drug product either as a single ingredient or as part of a combination.




REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PROBUCT LIST
COUNTS CUMULATIVE BY QUARTER
CATEGORIES € TE DEC 2 Ma 004 UK 2004 SEP 2004
DR CEE 10668 02
123 | 2404 (22.51 igs (22.3%
E 813 (76.3 B156 (76.5%) B209 (76.7%
| THERAPEUTICALLY
EQUIVALENT TB56 (73.7w) 7885 (73.9%) 1995 (T74.7%)
KOT THERAPEUTICALLY
EQUIVALENT 278 (2.86% 271 (2.5%) 214 (2.0%)
EXCEPTIONS® 108 (1.0% 108 (1.0% 108 (1.0%)
REW MOLECULAR ENTITIES & 3 1
APPROVED
NUMBER OF APPLICANTS 601 -1:1 edz
|
‘Amino acid-centaining products of VArying composition (see Introduction, page xx of the List).

' 1.7 CUMULATIVE SUPPLEMENT LEGEND

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

‘ The individual product record contains the Therapeutic Equivalence Code, Reference Listed Drug symbol,
applicant holder, strength(s), New Drug Approval number, product number, and approval date. The last two
columns describe the action. The Action Month is the CS month the action occurred. The OB Action is the

‘ type of change that has occurred.

' New ingredient(s), new dosage form: route(s), new trade names. and new product additions are preceded by
' =A> during the action month.  The change month is the current CS month; the change code for new
approvals is NEWA. Following months will display the same 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 addition being made will be preceded by >A>. Following months will
display only the >A> record without the >A>. All changes that occur to the product through the Annual
year will be listed. The change month and change code will document the change.

The change code and description:

NEWA New drug product approval usually in the supplement month.
CAHN Applicant holder firm name has changed.
CAIN Change. There has been a change in the Ingredient(s) name. All products will be deleted

under the old name and all products will be added under the changed ingredient(s) name.
CDFR Change. Dosage Form; Route of Administration.

CFTG Change. A first time generic for the innovator product. A TE Code is added. |

CMFD Change. The product is moved from the Discontinued Section due to a change |
in markelting status, |

CMS] Change. Miscellaneous addition to list. |

CMS2 Change. Miscellaneous deletion from list.

CPOT Change. Potency amount/unit. ‘

CRLD Change. Reference Listed Drug.

CTEC Change. Therapeutic Equivalence Code.

CTNA Change., Trade Name.




DISC

WDAG

WDRP

Discontinued. The Rx or OTC listed product is not being marketed and will
be moved 1o the discontinued section in the next edition.

Withdrawn. The applicant holder has notified the FDA in writing that the
product in no longer being marketed resulting in the product approval being
withdrawn by mutual agreement. The product will be listed in the
Discontinued Section.

Withdrawn. The application approval has been withdrawn for failure to
provide Annual Reports. The product will be moved to the Discontinued
Section in the next edition.




R DRUG RODUCT LIST UMULAT E F H = Augus i L
A
- M 300N H - 101 Aug 02, 2004 Au NEWR
421431 001 Jul 29, 2004 Jul NEWA
ACETAMIMOPHEN: BUT
CAPSULE; ORAL
PHRENILIN FORTE
D> AB . AMARIN PHARMS MEBE31 001 Jun 19, 198 Aug

NEB831 001 Jun 19, 1985 Aug

&> AB 4 VALEANT
TABLET; ORAL
PHRENILIN

D> AB + AMARIN PHABRMS 325MG; S0MG !

7811 001 Jun 19, 1985 Aug CAHN
A= AE + VALEANT 325MG: SOMG 8

511 001 Jun 19, 1985 Aug CAHN

CODEINE PHO

TAMINOPHEN; BUTALBITAL: CAFFEI

2004 Jun HKEWA

001 Jun 10,

ARB AMABOLIC LABS 76
PHRENILIN WITH
D> AB AMARIN PHARMS I25MG; 50MG; 40MG: 30MG N74911 001 Aug 22, 2001 Aug CAHN
»A> AB VALEANT J25MG; SOMG; 40MG; 3OMG N74511 001 Aug 22, 2001 Aug CAHN

ACETAMINCPHEN: CO PHOSFHATE

SUSPENSION; ORAL
ACETAMINOPHEN

D> AR - AMARIN FPHARMS 120MG/S5ML; 12MG/ SML

PHOSPHATE

AR + 120MG/5ML; 12MG /SML

1 20MG/5ML; 12MG/SML

300MG; 15MG

»Dr» a I00OMG; 30MG 1q
B> @ MUTUAL PHARM 3I00MG: 15MG Aug

D AR I00MG;: AOMG MESE g Feb 10, 1988 Aug ISC
»h @ J00MG: 60MG 189673 001 Feb 10, 1988 Aug D

' ACETAMINOP W/ CODEINE
D> @ HALSEY 30 60MG NE 001 Apr 13, 1982 Aug CAHH

CAHN

o
b
a
=1

o

X

>R @ MUTUAL

L E
D NBAE98 001 Mar 27, 1985 Aug
B> ] 500MG: 54 NBHEGH 01 Mar 27, 1 Aug D




L Al
A

»A>  RA

1 - AR
i AR,

AC
|

4 AR AXTIOM PHARM N40219 Q001 an 22 CAHN
= AR MUTUAL PHARM 500MG; 5MG N40219 001 Jan 22 AHN

TABLET; ORAL
COONE AND A

AR MALLINCKRODT

OXYC
N40545 001 Jun i0, 2004 Jun NEWA

N40545 002 Jun 30, 2004 Jun NEWA
N20550 001 Jun 30, 2004 Jun NEWA
30, Jun NEWA

PROPOXY

ACETAMINOPHEN
TABLET: ORAL

DARVOCCET AS

AATPHARMA SODOMG; 1 00MG N

AR S00MG; 100MG

PROPCXYPHENE NAPSYLATE AND ACETAMINCPHEN

>D> @ HALSEY J25MG; S0MG M70115 001 1885
>0 [ 650MG; 100M5G 1985

>sD> AB E530MG; 100MG
D> AB 630MG; 100MG

| D> AR 650MG; 1C 1986
A € MUTUAL PHARM I25MG; S0MG 1985
A A 12, 1985
A AB 650MG; 100MG 21, 1986
*A* AR E650MG; 100MG 21, 198é&
| =Py AB 650MG; 100MG 21, l1%8&
VINTAGE PHARMS 325MG; 100MG 07, 2004
AR S00MG; 100MG 28, 2004 Jun NEWA
ACETAZOLAMIDE
INJECTABLE;
ACETAZOLAMIDE
AF HOSPIRA EQ 500MG BASE/VIA H40108 001 Oct 30, 1895 Ma
K1765¢ AHDY
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AP
AP
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ACETYLCYSTEINE

INJECTABLE! INTRAVENOUS

+

ACETADOTE
CUMBERLAND PHARMS

SOLUTION; INHALATION, ORAL

ACETYLCYSTEINE
HOSPIRA

BCITRETIN

CAPSULE: ORAL

SORIATARNE
CONNETICS

ACYCLOVIR SODIUM

INJECTABLE; INJECTION

ACYCLOVIR SODIUM
HOSPIRA

MAYNE PHARMA USA

ADENOSINE
INJECTABLE; INJECTION

*

ADENOCARD
FUJISAWA HLTHCARE

ADENOSINE
BAXTER HLTHCARE

BEDFORD
SICOR PHARMS

ALATROFLOXACIN MESYLATE

INJECTABLE; IMJECTICHN

TROVAN PRESERVATIVE FREE
@ PFIZER
e

6GM /3I0ML (200MG/ ML)

10%
204

10MG
25MG

EQ S00MG BASE/VIAL
EQ 500MG BASE/VIAL
EQ 1GM BASE/VIAL
EQ 1GM BASE/VIAL
EQ 50MG BASE/ML

IMG/ML

IMG /ML
IMG/ML
IMG ML
3IMG/ML

EQ 200MG BASE/VIAL
EQ 300MG BASE/VIAL

ALBUMIN IODINATED I-125 SERUM

INJECTABLE; INJECTION

JEANATOPE
150 TEX

100UCT /10ML { 10UCT /ML)
500uC1/0.5ML
1,000uCi/ML

RADIOIODINATED SERUM ALBUMIN (HUMAN) TIHSA I 125

@ MALLINCERODT

ALBUTEROL SULFATE

SOLUTION; INHALATION
ACCUNEB
DEY
ALBUTEROL SULFATE
BAUSCH AND LOMB

+

10uCi /ML

EQ 0.042% BASE

EQ 0.083% BASE

B

- RAugust 2004

NZ21538

N19821
N19821

N74663
N74758
N74663
N74758
N75065

N19937
N76500
H76501

NT16404
R76564

H20760
H207860

H17836
N1T7836
N1T7836

H17844

N20545

HT5358

001

001
(111}

o0l
ooz

00l
001
oo2
ooz
001

ooz
001
o0l

0ol
001

00l
002

003
ool
ooz

001

ool

00l

Jan

Aug
Aug

Apr
Apr
Apr
Feb

Jun
Jun
Jun
Jun

Dec
Dec

Jun

Apr

Mar

30,
30,

28,
28,

22,
22,
22,
22,
25,

an,
16,
16,

16,
16,

18,
18,

08,

10,

29,

2004

1994
1994

1996
1996

1997
1997
1997
1997
1999

1989
2004
2004

2004
2004

1997
1997

2004

2001

2000

Jan

May
May

Mar
Mar

May
May
May
May
Apr

Jun
Jun
Jun

Jun
Jun

Jun
Jun

Jun
Jun
Jun

Jun

Jun

Jun

NEWA

CRHN
CAHEN

CAHN
CHHN

CAHN
CAHN
CAHN
CRHN
CAHN

CFTIG
HEWA
HEWA

HEWA
NEWR

DIsSC
DISC

NEWA
CMFD
CMFD

DISC

CFTG

CRLD
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EQ 4MG BASE

EQ BMG BASE

EQ 4MG BASE

EQ BMG BASE

0.05%

ALCLOMETASONE DIPROPIOMATE

AB TARO

ALCOHOL; DEXTROSE
INJECTABLE; INJECTION
ALCOHOL 5% IN D5-W
AP HOSPIRA

ALFENTANTL HYDROCHLORIDE

INJECTABLE; INJECTION
ALFENTANIL
AP HOSPIRA

ALLOPURINOL
TABLET; OBRAI
ALLOPURINOL
8 HALSEY
i#
# MUTUAL PHARM
]

ALLOPURINOL SODIUM

INJECTABLE: INJECTION
ALLOPURINOL SODIUM
AP BEDFORD LABS
ALOPRIM

+ NABI

ﬁLHQZP[PTﬁﬂ MALATE
TABLET:; ORAL
AXERT

ORTHO MCWEIL PHARM

0.05%

SML/100ML; 5GM/100ML

EQ 0.5MG BASE/ML

100MG
J00MG
100MG

300MG

EQ 500MG BASE/VIAL
EQ 500MG BASE/V
EQ 500MG BASE/

EQ S00MG BASE/VIAL

5
VIAL

EQ 12.5MG BASE

NT6130
N76130

N18604

----- )
N1S&04

NB3263

N75221

HT0466
N70467
NTD466
NT0467

NT&870

N202%8
N20298

K20298

o
(=]
=

001
001
001

001

Dec

Jul

g o o
m W o E
¥

(p]

May

May

L B . I
. e ™
- - . ~

Ly ]

1985
1985
1985
1985

2004

199€
159¢

189¢

2001
2001

May

May

Aug
Aug
Aug
Aug

B
c
U]

Aug
Aug

Jun

Jul
Jul

=

CFTG

NEWA

CAHN

CRHN

CAHN
CAHN
CAHN
CAHN

CFTG

CAHN

CAHN
CAHN
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N1767
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1TE
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N1TE
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11767
1 __:
"
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N194
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Mar

ae}
e

ey
06

]
|
13
3,
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L
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04,

13324
L2329
15
SE 4

184
166G
16GHE
198¢E
=T

May

May

May

CAHN

“AHN
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RX DRUG PRODUCT LIST - LUMULAT B8 = August 2004 i
"

7 TGM/ 1 00ML N19398 001 Sep 06, 1985 May CAHN

3 G/ 100ML N1B425 O Ma AHN
b @ 6. 4GM/100ML N18732 00 Jan 17, 1984 Aug CAHN
s 6.4 {GM/100M! N1879 11 Jar , 1984 Aug CAHN

NOVAMINE 11.4%

s FRESENIUS KARI 11.4 4GM/100M1 M17957 00 Aug 09, 382 Aug
A HOSPIRA 11.4% (11.4GM/100ML N17957 003 Aug 09, 1987 Aug

| HOVAMINE 15%
»Ds FRESENIUS KARI 15%

A ‘TRA 15% N17957 004 Nov 2B, 1986 Aug CAHN
NO
>0 ] B.5% (B,5G6M/100ML N17957 002 Aug 09, 1%g2 Aug CAHN
| >A> a B8.5% (8.5GM/100ML H17357 002 Aug 09, 1982 Aug CAHN

ESIUM CHI QFTE-; POTASSIUM CHLORIDE; FOTASSIUM

ACIDS;
SPHATE,
INJECTABLE; IMNJECTION
| AMINOSYN II 3.5% W/ ELECTROLYTES IN DEXTROSE 25% W/ CALCIUM IN PLASTIC CONTAINER
HOSPIRA 5% 36, BMU-"IJPH'TL':SUHIEOCML.5“‘1(: N19&883 001 HWov 07, 1988 May CAHN
| ’J.L-E;H_- £2,4MG/100ML; 261MG/ 100ML; 2
D3MG/100ML
| AMINOSYN IT 4,258 W/ ELECTROLYTES IN DEXT OSE 20% W/ CALCIUM IN PLASTIC CONTAINER
HOSPIRA 4.25%:36.8MG/100ML; 200GM/ 100ML:51M N19683 002 Nov 07, 1988 May CAHN
G/100ML; 22.4MG/100ML; Z61MG/100ML;
205MG/ 100ML
AMINOSYN IT 4.25% W/ ELECTROL 1 SE 25% W/ CALCIUM IN PLASTIC CONTAINER
HOSPIRA 4.25%;36, l""‘E"'A J25GM/100ML; 51M N19683 003 Nov 07, 1988 May CAHN
G/100ML;22. 4MC J100ML; 261MG/ 100ML:
205MG/100ML
ELECTROLYTES IN DEXTHO
51 €.9M5/7100ML;
;22 4AMG/100

SE 258 W/ CALCIUM IN PLASTIC CONTAINER
GM/100ML;: 51MG/1 N13683 0D4 Mov 07, 1888 May CAHN
i 261MG/100ML: 205

-
-
=
(i
o
=
=
w
=

AMINO ACIDS; DEXTROSE

INJECTABLE; INJECTION

AMINOSYN ITI 3.5% IN DEXTROSE 25% IN PLASTIC CONTAINER
HOSPIRA 3.5%;25GM/100ML N196B1 001 HMov 01, 1988 May CAHN

AMINOSYN II 3.5% IN DEXTROSE 5% I'N PLASTIC CONTAINER

PIRA J.5%;56M/100ML N19681 002 Nov Ul, 1988 May CAHN

HO
| AMINOSYN II 4.25V IN DEXTROSE 10% IN PLASTIC CONTAINER
HOSPIRA 4.25%;10GM/100ML N19681 004 Nov 01, 1988 May CAHN

| AMINOSYN II 4.25% IN DEXTROSE 20% IN PLASTIC CONTAINER
HOSPIRA 4.25%:20GM/100ML N159681 005 Nov 01, 1988 May CAHN

AMINOSYN Il 4.25% IN DEXTROSE 23% IN PLASTIC CONTAINER
HOSPIRA 4.25%;25GM/100ML N19681 003 Nov D1, 1988 May CAHN

IT 5% IN DEXTROSE 25§ IN PLASTIC CONTAIMER
S5%:25GM/100ML N196681 006 WNov D1, 1988 May CAHN

UM F'I' DRIDE: POTASSIUM ACETATE: POTASSIUM CHL(

ISTED PHOS

ELECT AND ADJU
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AMING ACIDS/ DEXTROSE: HAHNLbIUH CHLORIDE: POTASSIUM CHLORIDE: SODIUM Pd[“’aﬂ? SODIUM

AMING AL--27 ——
PHOSPHATE, DIBAS
INJECTABLE: INJECTION

AMINOSYN II 1.5¢ M IN 5% IN PLASTIC CONTAIRER

HOSPIRA i.ﬁﬁ;EJH'LDUHL:EJﬁU'iJC Ly9TMG/10 N19&82 001 Nov 31, 1988 May CAHH
OML;: 120MG/100ML; 49, IMG/100ML
AMINOSYN IT 4.25% M IN DEXTROSE 10% IN PLASTIC _LITﬂl'E
HOSPIRA 4.25%;56M/100ML; 30MG/ N19EB2 002 Nov 01, 1988 May CARN
-':-‘i".':..‘l OMG/100ML 1489

SOD1UM CH CHLORIDE

AMINO ACIDS; MAGNESIUM ACETATE; PHOSPHORIC ACID: PO

INJECTABLE: IHJECTION
AMINOSYN 3.5% M
HOSPIRA ?.EF:IlHGELQUHL;43FGJLUDML:IZBHG: M17769 003 May CAHN
100ML; 234MG/ 100ML

AMINO ACIDS! MAGNESIUM AC ETATE; POTASSIUM { ACETATE: SC s00IUM CHLORIDE

INJECTABLE: INJECTION
AMINOSYN 3.5% M

& HOSPIRA 3 5§;21MG/100ML; 128MG/1 gOML;234MG  N17789 005 May CAHHN
100ML

AMINO ACIDS: MAGNESIUM CHLORIDE; POTASSIUM ACETATE! POTASSIUM CHLORIDE; 50DIUM ACETATE

IMJECTABLE; INJECTICN
VEINAMINE 8%

»>D> @ FRESENIUS EABI BE:GLHGIIGDML:ZIIHGH:UGML;EBHGFIG N17957 001 Aug CRHN
OML; 3BBMG/100ML
> @ HOSPIRA B?:EIHHIIUCHL:El!MGHlHﬁﬂL;EEHGILO M17957 001 Aug CRHN

OML; 388MG/100ML

AMINO AC1DS: MAGHESIUM CHLORIDE: POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC; SODIUM
CHLORIDE
IRJECTABLE: INJECTICH
AMINOSYN II 10% W/ ELECTROLYTES
HOSPIRA lﬁi;:DEHGH:QEML:JBHGILGDML;SEZMGH N19437 004 Apr 03, 1986 May CAHN
100ML; 410MG/ 100ML
AMINOSYM II 7% W/ ELECTROLYTES
B BOSPIRA TE;IGZHGFIGHHL:1bHG£10ﬂHL;522HG!1 N19437 O00& Apr D3, 1986 May CAHN
DOML: 4 10MG/ 100ML
AMINOSYN 1l B.5% WS ELECTROLYTES
HOSFIRA B.5%; lclqul]GrbanHuflUGFL 522MG MN19437 pos apr 03, 1986 May CAHN
J100ML; 410MG/100ML

AMINOG ACIDS; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE: SODIUM PHOSPHATE,
DIBASIC, HEFTAHYDRATE
INJECTABLE: INJECTICN
AMINOSYN I1 3.5% M
@ HOSPIRA 3.54:30MG/100ML; 97MG/100ML; 120MG/  N19437 007 Apr 03, 1986 May CAHN
100ML7 4 9MG/ 100ML

AMING ACIDS; MAGHESIUM CHLORIDE; POTASSIUM PHOSPHATE, D.H DIBASIC; ; SQDIUM CHLORIDE

INJECTABLE; INJECTION
AMINOQSYN 7% W/ ELECTROLYTES

HOSPIRA Ta;1;:MG!:GDML;szzmsflfﬂuL;dianﬁf ni7783 002 May CAHN
100ML
AMINOSYN 8.5% W/ ELECTROLYTES
HOSPIRA E.E%:li:MGf!GﬂML;EZ;HGIlUUHL:ilDM N17673 00S May CAHN

G/100ML
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R¥ DRUZ PRODUCT

AMINOCAPROIC ACID

INJECTABLE; INJECTIQN
AMINOCAPROIC ACID

HOSPIRA

LIST - CUMULATIVE SUPPLMENT &

250MG /ML

AMINOCAPROIC ACID IN FLASTIC CONTAINER

HOSPIRA

AMINOPHYLLINE

INJECTABLE; INJECTION
AMINOPHYLLINE

HOSPIRA

AMINOPHYLLINE IN S0DIUM

+ HOSPIRA

AMINCPHYLLINE IN SODIUM

B HOSPIRA

=

m

AMIODAROME HYDAOCHLORIDE

INJECTABLE; INJECTION
AMIODARONE HCL
HOSPIRA

AMIODARONE HYDROCHLORIDE

INTL MEDICATION S5Y3
TABLET; ORAL
AMIODARONE HCL
@ TAROD

AMITRIPTYLINE HYDROCHLORIDE

TABLET; ORAL
AMITRIPTYLINE HCL
@ HALSEY

MUTUAL PHARM

'n-aut.-‘:./hri:mm-b@

ELAVIL
@ ASTRAZENECA

oD m e m

230MG /ML

25MG /ML
Z5MG /ML

CHLORIDE 0,45%

100MG/ 100ML

200MG/100ML

CHLORIDE 0,458 IN PLASTIC CONTAINMER
100MG/100ML

200MG/100ML

400MG/100ML

SO00MG/100ML

S0MG /ML

OMG/ML

10MG
25MG
50MG
75MG
100MG
150MG
10MG
25MG
50MG
T5MG
100MG
150MG

10MG
25MG
SOMG
T5MG
100MG

150MG

=  August

K708es

N70010

NB7242
NB7601

MEB147
NEE147

H18924
N18524
N18924
N1B8924

N75955

N21594

N78362

HE5744
NB5627
NB5745
NB5743
NB5742
NB39423
NB5744
NBS5627
NB5745
N85743
NB5742
NB3423

N12703
N12703
N12703
M12703
M12703
N12703

001
001

002
oo3

001
co2
003
o004

001

001

001

001
001
001
001
poz
001
001
001
001
001
ooz

061

001
003
ong
005
0as

og7

2004

Jun

Mar

L
E 0
== "t

May
May

Dec
Dec

Dec
Dec

Dct

Feb

Nov

May

Feb

May
Fab

€,

08,

18,

D4,

11,

1588

1987

19683
1982

1983
1983

1984
15984

1984
1984

2002

2004

2002

1582

1987

1982
1987

May

May

May
May

May
May

May
May
May
May

May

Feb

Jul

Jul
Jul
Jul
Jul
Jul

Jul

o

CAHN

CAHN

CAHN
CARHN

CAHN
CAHN

CAHN
CAHN
CAHN
CAHN

CAHN

NEWA

DISC

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

DISC
DIsC
DISC
DISC
DISC

DIsSC
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AMITRIPTYLINE HYDROCHLORIDE: CHLORDIAZEPOXIDE
AMITRIPTYLINE HYDEORLELmo s ——=—— AGEFUALLE
TABLET: OBRAL
CHLORDIAZEPOXIDE AND AMITRIPTYLINE HCL
= @ MALSEY EQ 12.5MG BASE;SMG N70765 00! Dec 10, 1986 Aug CRHN
D> a EQ 25MG BASE; 10MG NT0766 001 Deec 10, 1986 Aug CAHN
SA> g MUTUAL PHARM EQ 12.5MG BASE;5MG N70765 001 Dec 10, 1988 Aug CAHN
A @ EQ 25MG BASE:10MG N70766 001 Dec 10, 1986 Aug CAHN
AMITRIPTYLINE KYDROCHLORIDE; PERPHENAZINE
TABLET:; ORAL
PERPHENAZINE AND AMITRIPTYLINE HCL
>D> @ HALSEY 10MG; ZMG N71077 001 Nov 12, 1986 Aug CHHM
D> i 10MG; 4MG N71078 001 Nov 12, 1986 Aug CAHN
B> [} 25MG; 2MG N70297 001 wNov 12, 1986 Aug CAHN
D> @ 25MG; 4MG N71079 001 Nov 12, 1986 Aug CRAHN
sA> @ MUTUAL PHARM 10MG; ZMG N71077 001 Nov 12, 1986 Aug CRHN
A @ 10MG; 4MG NT1078 001 Nov 12, 1986 Aug CAHN
B> @ 25MG; 2MG N70297 001 Nov 12, 1986 Aug ChHHN
*A> @ 25MG 4MG N71079 001 Nov 12, 1986 Aug CHHN
AMLODIPINE BESYLATE; ATORVASTATIN CALCIUM
TABLET; ORAL
CADUET
>A> PFIZER EQ 2.5MG BASE;EQ 10MG BASE NZ1540 ©00% Jul 29, 2004 Aug HEWA
>A> EQ 2.5MG BASE;EQ 20MG BASE NZ1540 010 Jul 29, 2004 Aug NEWA
>A> EQ 2.5MG BASE;EQ 40MG BASE N21540 011 Jul 29, 2004 Aug NEWA
EQ SMG BASE:EQ 10MG BASE N21540 001 Jan 30, 2004 Jan NEWA
EQ SMG BASE;EQ 20MG BRASE N21540 002 Jan 30, 2004 Jan NEWA
EQ SMG BASE;EQ 40MG BASE NZ1540 003 Jan 30, 2004 Jan NEWA
EQ SMG BASE;EQ BOMG BASE N21540 004 Jan 30, 2004 Jan HEWA
EQ 10MG BASE:EQ 10MG BASE N21540 005 Jan 30, 2004 Jan NEWA
EQ 10MG BASE;EQ 20MG BASE 21540 006 Jan 30, 2004 Jan NEWA
EQ 10MG BASE;EQ 40MG BASE N21540 007 Jan 30, 2004 Jan NEWA
+ EQ 10MG BASE;EQ BOMG BASE N21540 008 Jan 30, 2004 Jan NEWA
AMLODIPINE MALERTE
TABLET; ORAL
AMVAL
@ DE REDDYS LABS INC 2.5MG %21435 001 oOet 31, 2003 Mar pISC
] SMG N31435 002 Oct 31, 2003 Mar p1sSC
3 10MG N21435 003 Oct 31, 2003 Mar DISC
AMMONIUM CHLORIDE
INJECTABLE; INJECTIOR
AMMONIUM CHLORIDE IN PLASTIC CONTAINER
+ HOSPIRA SMEQ/ML NBS366 001 Jun 13, 1984 May CAHN
AMMONIUM LACTATE
LOTION; TOPICAL
AMMONIUM LACTATE
AB CLAY PARK EQ 12% BASE N75570 001 Jun 23, 2004 Jun HEWA
AB TARC EQ 12% BASE N76216 001 May 28, 2004 May NEWA
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AMOXICILLIN
——n_wabLlinN

TABLET, CHEWABLE; ORAL

AMOXIL
D> AB GLAXOSMITHRLINE 125MG N50542 002 Aug DISC
EF 2 125MG N50542 Q02 Aug” DISC
*D> AR 250M5 N50542 001 Aug DISC
A g 250MG N30542 001 Aug DISC
AMOXTCILLIN; CLAVULANATE POTASSIUM
FOR SUSPENSION; ORAL
AMOXICILLIN AND CLAVULANATE POTASSIUM
AB TEVA 200MG/SML;EQ 28.5MG BASE/SML NES089 001 mMay 25, 2004 May MNEWA
AB 400MG/SMLIEQ S7MG BASE/SML NES089 002 May 25, 2004 May MEWA
AR BOOMG/SML: EQ 42.9MG BASE/SML N65162 001 Mar 12, 2004 Mar NEWA
AUGMENTIN ES-600
AR + GLANOSMITHELINE BOOMG/SML;EQ 42.9MG BASE/SML N50755 001 Jun 22, 2001 Mar CFTG
AMPICILLIN SODIUM
INJECTABLE; INJECTION
AMPICILLIN SODIUM
>D> # IBI EQ 2GM BASE/VIAL N62797 002 Jul 12, 1993 Rug CMFD
*A> AP EQ 2GM BASE/VIAL NE2797 002 Jul 12, 1993 Aug CMFD
RP + SANDOZ EQ 125MG BASE/VIAL N61395 001 Jun CAHN
AP + EQ 250MG BASE/VIAL N61395 QD2 Jun CAHN
| AP + EQ 500MG BASE/VIAL NE1395 Q03 Jun CRHN
AR + EQ 1GM BASE/VIAL N&l395 004 Jun CAHN
‘ AP + EQ 2G6M BASE/VIAL N&1385 00s Jun CAHN
AP + EQ 10GM BASE/VIAL NEL1395 006 Jun CAHN
' AMPICILLIN SODIUM; SULBACTAM SODIUM
INJECTREBLE; INJECTION
AMPICILLIN AND SULBACTAM
>A> AP BAXTER HLTHCARE EQ 1GM BASE/VIAL;EQ S00MG NESOT4 001 Mar 18, 2002 Aug CAHN
BASE/VIAL
>A> AP EQ 2GM BASE/VIAL;EQ 1GM BASE/VIAL NE5074 002 Mar 19, 2002 Aug CAHN
>A> AP EQ 10GM BASE/VIAL:EQ 5GM NESOT6 001 mMar 19, 2002 Rug CAHN
BASE/VIAL
>D> AP ESI LEDERLE EQ 1GM BASE/VIAL:EQ 500MG NE5074 001 Mar 18, 2002 Aug CAHN
BASE/VIAL
*D> AP EQ 2GM BASE/VIAL;EQ 1GM BASE/VIAL N65074 002 Mar 19, 2002 aug CAHN
>D> AP EQ 10GM BASE/VIAL;EQ SGM NE5076 001 Mar 19, 2002 Rug CAHNM
BASE/VIAL
APOMORPHINE HYDROCHLORIDE
INJECTABLE: SUBCUTANEGUS
APOEYN
>D> BERTEK 20MG/2ML  (10MG/ML) NZ1Z84 001 mpr 20, 2004 Aug CAHN
‘ 20MG/2ML (10MG/ML) NZ1264 001 Apr 20, 2004 Apr MNEWA
*D0> . I0MG/3ML {10MG/ML) N21264 002 Apr 20, 2004 Aug CAHN
[ - IOMG/3ML  (10MG /ML) N21264 002 Apr 20, 2004 Apr NEWA
R MYLAN BERTEK 20MG/2ML {10MG/ML) NZ1264 001 Apr 20, 2004 Aug CAHN

A + 30MG/IML [ 10MG/ML) N21264 002 Apr 20, 2004 Aug CAHN
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LCIFERQL: CYANOCOBALRMIN;
N; THIAMINE: TOCOPHERD

ASCORBIC ACID; BIOTIN: C
STACTNAMIDE: PYRIDOXINE; RIBOF
INJECTABLE; 1V (INFUSION)

INFUVITE PEDIATRIC (PHARMACY BULK PACKAGE
+  SABEX 2002 80MG/VIAL:0.02MG/VIAL: 40 ¥21646 001 Jan 29, 2004 Jan
TU/VIAL;0.001¥ G/

4HG;¥1AL;L?HG'VEhL;lHur?TALr1.4Mﬁ
JVIAL:1.2MG/VIAL:T 1U/VIAL;2, 300
tU/VIAL; O, 2MG/VIAL

ERGOCALCIFEROL;

RIBOFLAVIN Pi IE

LAMLEL

FOR SOLUTION: 1V (INFUSION]
M.V.I. PEDIATRIC
- MAYNE PHARMA USA HSHGIVTAL:U.C:MGJvTHL;u,s&;n:fv:n Ni8520 001 Sep 21, 2000 Apr
L:5HG’?:AL:D.31MSFVTAL;G.EJHGfVZﬁ
L:ITMEIUIAL:ﬁ.:HGf?TﬁL;!HGf?IAL:l
LAMG/VIAL;EQ 1.2MG
ﬁﬁsEfVLAL:C,TMGHv:nL:?HGxUZh;

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN: AEYXPANTHENOL; ERGOCALCIFEROL; FOLIC ACID:

NTACTNAMIDE; PYRIDOXINE HYDROCHLORIDE; HTBOFLAVIN PHOSPHATE SODIUM; THIAMINE HYDROCHLORIDE;

VITAMIN A; VITAMIN E e
INJECTABLE; INJECTION

M.7.1.-12
4 MAYNE FHARMA USA IDHG!ML:U.UGEMGIHL:D.SUGMHHL;l.SH NOBEDS 004 Aug 08, 1983 Apr
G/ML; 20
IUfML;0.D4MGHML;4MGJHL:D.4MG;ML:D
_IEMG/ML; 0. IMG/ML; 330 UMITS/ML;1
IU/ML

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; BEXPANTHENOL; ERGOCALCIFEROL: FOLIC ACID;

NTACINAMIDE; DYRIDOXINE HYDROCHLORIDE: RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE HYDROCHLORIDE]

VITAMIN A; VITAMIN E; VITAMIN K ) s
INJECTARLE; IV (INFUSION)

M.¥.1. ADULT

+ AATPHARMA LLC 56 0MG/VIAL; 0. 06MG/VIAL;0.005MG/VI N21625 001 Jan 30, 2004 Jan
AL: 15MG/VIAL:0.005MG/VIAL; 0. 6MG/V
TAL: 40MG/VIAL; 6MG/VIAL; 3. 6NG/VIAL
;EMG!VIRL:IHGIVIAL;iDHGfVIaL:G,iS
MG/VIAL

+ MAYNE PHAPMA USA 200MG/VIAL; 0. DEMG/VIAL; 0.005MG/VI N21625 001 Jan 30, 2004 Apr
AL:15MG/VIAL;0.005MG/VIAL; 0. GMG/V
TAL: 40MG/VIAL; 6MG/VIAL; 3. 6MG/VIAL
;aHGJvIﬁL:lncfv:hL;1DMGIthL:U_15

MG/VIAL
M.V.I. ADULT {PHARMACY BULK PACKAGE]
* AAIPHARMA LLC DDDMGfﬁﬂL:D.GEMGF?HL:G.OﬁﬁﬂﬁfﬂﬁL: H21643 001 Feb 18, 2004 Feb

1EHGJBH;:U.GUhHGfSHL;D.ﬁnﬁsﬁﬂL;aa
HG!5HL:&MG;5ML;1.bM5f5ML:eMGfsML:
IMGIBML:1GMGFSML:U.15M5£EHL
+ MAYNE PHARMA USA ZOUMGfiﬂL:U.ﬂﬁHGJSML:O,DJBHGIEML: N21643 DOl Feb 18, 2004 Apr
LEHG!ﬁMLrﬂ.JUEHGISHL:Q.EHE;SML:‘U
HG!EML;nMGf&EL;E.EHGIEHL:BHG!%ML;
1MG/5ML; 10MG/5ML; 0. 15MG/5ML

ASCORBIC ACID:; BIOTIN: CYANOCOBRLAMIN: DEXFPANTHENOL: EﬂGUﬁALCL?EEUL: FOLIC ACID!

e T

o ALLAEETL M
CHLORIDE: RIBOFLAVING THIAMINE HYDROCHLORIDE; VITAMIN Ai

NIACINAMIDE; PYRIDOXINE HYDROCHLORIDE; RIBOFLASZE
VITAMIN E
INJECTABLE; INJECTION
M.V.1.-12
¢  MAYME PHARMA USA 2OMG/ML: 0. 00EMG/ML; 0. 5UGM/ML; 1.5M 08803 003 Rpr 22, 2004 May

G/ML; 20
ijHL:E.EMGFHL:QHG’ML:G,QHG'ML;?.
EﬁMGJML:U.éHGEHL:SEO UNITS/ML:1

10 /ML

CHhHN

CAHN

REWA

CAHN

NEWA

CARHN

NEWA
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ASCORBIC ACID: BICTIM; CYANOCOBALAMIN: ERCOCALCIFEROL; FOLIC ACID; NIACINAMIDE: PANTOTHENTC
ACID; PHYTONADIONE: PYRIDOXIN ITAMIN A PALMITATE: VITAMIN E
CIL {YTOR PYRI — 1278 VITAMIN E

¢ RISOFLAVIN; THIAMINE; VITAMII

INJECTABLE: INJECTION

VITAPED
>0 @ FRESENIUS KABI BOMG/VIAL;0.02MG/VIAL; 0. 001MG/VIA  N20176 001 Dec 29, 1993 Aug CAHN
L:400
:UﬁEUML;G.!4HGK?IEL:1“HGX¥IAL:5MG
VIAL;0.2MG/10ML; 1MG/VIAL; 1. 4Mc /v
IAL; 1.2MG/VIAL;EQ 2,300 UNITS
BASE/10ML; 7 IU/10ML
A # HOSPIRA SOMG/VIAL;0,02MG/VIAL; 0. 00IMG/VIA N20176 001 Dec 29, 1993 Aug CAHN
1.+
;ﬁe?gHL;ﬂ.l#HG!VlAL;lTMGKvIAL;SHG
/VIAL; 0.2MG/10ML; 1MG/VIAL; 1 . 4Mc /v
IAL: 1.2MG/VIAL;EQ 2,300 UNITS
BASE/10ML:7 TU/10M1
ASPTRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORTDE
CAPSULE; ORAL
DARVON COMPOUND
@ AAIPHARMA LLC IB9MG; 32. 4MG; 32MG 10996 006 Mar 08, 1983 Jun pisc
! ASPIRIN; OXYCODONE HYDROCHLORIDE: OXYCODOWE TEREPHTHALATE
L TABLET; ORAL
i OXYCODONE AND ASPIRIN
fl >D>  AA AXIOM PHARM 325MG; 4. 5MG; 0, I8MG N40260 001 Jul 17, 1998 Aug Caun
“ D>  AA HALSEY 325MG: 4. 5MG; 0, I8MG N87794 001 May 26, 1982 Aug CARN
| SA> AR MUTUAL PHARM 325MG: 4. SMG; 0. 38MG N40260 001 Jul 17, 1998 Aug caHn
‘| SA> AR 325MG; 4. 5MG; 0. 18MG NB7794 001 May 26, 1982 Aug CAHN
|..
|‘ ATENOLOL
TABLET; ORAL
[ ATENOLOL
‘ A8 ABLE 25MG N76%07 001 Jul 30, 2004 Jul NEWA
AB 50MG N76907 002 Jul 30, 2004 Jul wEwA
AB 100MG N76307 003 Jul 30, 2004 Jul NEWA
AB TEVA 25MG N74056 003 Jul 19, 2004 Jul NEWA
ATRACURIUM BESYLATE
|' INJECT&BLE: INJECTION
ATRACURIUM BESYLATE
A> AP BAXTER HLTHCARE 1 0MG /ML N74824 001 Sep 30, 1997 Aug CAHN
>D> AP ES! LEDERLE 10MG /ML N74824 001 Sep 30, 1997 Aug caun
AP HOSPIRA 10MG /ML N74632 001 Dec 23, 1996 May Caun
ATRACURIUM BESYLATE PRESERVATIVE FREE
>A> @ BAXTER HLTHCARE 10MG /ML N74825 001 Sep 30, 1997 Aug caun
| sD> AP EST LEDERLE 10MG /ML N74825 001 Sep 30, 1997 Aug camN
AP HOSPIRA 10MG /ML N74633 001 Dec 23, 1996 May caN
. AP 10MG /ML N74639 001 Mar 25, 1997 May caun
TRACRIUM
AP+  HOSPIRA 10MG /M1, N18831 002 Jun 20, 1985 May CAHN
- TRACRIUM PRESERVATIVE FREE
AP+  HOSPIRA 10MG/ML N18831 001 Nov 23, 1983 May CAHN

| ATROPINE SULFATE

INJECTABLE: IM-IV-3C
ATROPINE SULFATE ANSYR PLASTIC SYRINGE
HOSPTRA 0.05MG/ML NZ21146 QD2 Jul 08, 2001 May CAHN
+ 0. IMG /ML N21146 001 Jul 09, 2001 May CAHN
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ATROPINE SULFATE; DIFEN
TABLET; ORAL
MOTOFEN
+ VALEANT 0.025MG; 1MG
MOTOFEN HALF-STRENGTH
@ VALEANT 0.025MG:0.5MG K17744 001 May C

E; DIPHE

ATROPINE SULEA

TABLET:; ORAL
DIPHENOXYLATE HCL AND ATROPINE SULFATE
0> @ HALSEY 0.02 35 2. 5MG nass506 001 Aug CAHN
MUTUAL PHARM 0.025MG;2.5MG pASS06 001 Aug CAHN

=

AZACITIDINE
[NJECTABLE:; SUBCUTANEQUS

VIDAZA
+ PHARMION 100MG/VIAL N50794 001 May 18, 2004 May HEWA

AZATADINE MALEATE

TABLET: ORAL

OPTIMINE
g SCHERING 1MG N17601 001 May DI

]
7|

AZATADINE MALEATE: PSEUDOEPHEDRINE SULFATE

TABLET, EXTENDED RELEASE: ORAL

TRINALIN
@ SCHERING 1MG: 120MG w18506 001 Mar 23, 1882 May DISC

AZATHIOPRINE SODIUM

INJECTABLE; INJECTION
AZATHIOPRINE SODIUM

+ BEDFORD EQ 100MG BASE/VIAL N74419 001 Mar 31, 1995 May CRLD
IMUEAN
# PROMETHEUS LABS EQ 100MG BASE/VIAL N17391 001 May DISC
AZITHROMYCIN
CAPSULE; ORAL
ZITHROMAX
g PFIZER EQ 250MG BASE NS0&70 001 Nov 01, 1991 Mar DISC
AZTREONAM
INJECTABLE; INJECTION
AZACTAM
* BRISTOL MYERS SQUIBE 500MG/VIAL N50S80 001 Dec 31, 1986 Jul CMFD
' * 1GM/VIAL N50580 002 Dec 31, 1986 Jul CMFD
+ 2GM/VIAL N50580 003 Dec 31, 1986 Jul CMFD

BACITRACIN ZINC; HYDROCORTISONE; NEOMYCIN SULFATE: POLYMYXIN B SULFATE

OINTMENT; OPHTHALMIC

CORTISPORIN
AT MOMARCH PHABMS 1%:EQ 3.5MG NS0416 002 Mar CRLD
0 UNITS/GM
NEOMYCIN AND POLYMYXIN B SULFATES, BACITRACIN ZINC AND HYDROGCORTISOHE
AT * BAUSCH AND LOME 400 UNITS/GM:1R;:EQ 3.3MG ME406E8 001 Oct 30 1985 Mar CRLD
EESLFGH:LJ,LG} UNITS/GM




T
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BACITRACIN ZINC; NEOMYCIN SULFATE: POLYMYXIN B SULFATE
DINTMENT; OPHTHALMIC
NEOMYCIN AND POLYMYXIN B TE AND BACITRACIN ZINC
AKORN 5/GM:EQ 3.5MG

. 000 UNITS/5M

YXIN B SULFATES AND BACITRACIN ZINC
400 UNITS/GM:EQ 3.
BASE/GM:; 10,000 UNITS /GM

NEOSPORIN
MONARCH PHARMS

400 UNITS/GM;EQ 3.5MG
BASE/GM; 10, 000 UNITS/GM

EACITRACIN ZINC: POLYMYXIN B SULFATE

OINTMENT; OPHTHALMIC
BACITRACIN ZINC AND POLYMYXIN B SULFAT
+ BAUSCH AND LOMB =00 UNITS/GM:10,000 OHITS/GM
POLYSPORIN
MONARCH PHARMS 500 UNITS/GM: 10,000 UNITS/CM

BECLOMETHASONE DIPROPIONATE

AEROSOL, METERED; INHALATION
VANCERIL

+ SCHERING
VANCERIL DOUBLE STRENGTH
@ SCHERING

0.042MG/THH
0.084MG/INK

BECLOHEI&&§DHE DIPROFIONATE MONOHYDRATE

SPRAY, METERED; NASAL
BECONASE AQ

+ GLAXOSMITHELINE
VANCENASE AQ
@ SCHERING

EQ 0.042MG DIPROP/SPRAY

EQ 0.042MC DIPROP/SPRAY

BENAZEFRIL H?ERD?HLGH:QE

TABLET: ORAL
BENAZEPRIL HCL
ANDRX PHARMS SMG

EON 5MG

GENFPHARM SMG

IVAX PHARMS SMG

EV PHARM MG

MYLAN MG

- Rugust

NE5S088

NEJOB4

N17573

NZ0486

N1%3685

N762567
NT8267
T6267
N76267
N7T6402
NT&402
N76402
NTe402
NTe476
NT6476
N76476
T T
NT6333
K76333
N76333
NT76333
N76118
NT7E118
Ni6l18
N76118

NT6430

vol

001

o
(=]
Pt

001

ol

001
oo2
003
004
001
ooz
063
004
0oz
ooz
oo3
oos
001
002
003
o04

-

o0
0o
003
04
001

[ X

2004

Jan 2§,

Dec 24,

Jul 27,

Feb 11,
Feb 11,
Feb 11,
Feb 11,
Feb 11,

19395

199§

1987

1887

2004
2004
2004
2004
2004
<004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004

Mar

Jun

Jun

Jun

Jun

NEWA

CRLL

CTEC

PIsC

CTEC

DISC

NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
KNEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA
NEWA

NEWA




AB
RB
AB
AB
AB
AB
AB

hB
RB
AB
RB

AB
AB
AB
BB
AB
AB
AB
AB
AB
AB
AB
AB
AB
AB
RB
AB
RB
AB
AB
AB

AB
AB

AB
AB

AB

AR

/E SUPPLMENT © - August 2004

RX DRUG PRODUCT LIST =

TRABLET:; ORAL

RENAZEPRIL HC

HT6430 [ ak
1OMG
M‘:LAN N7E430 ( Febh
16 3

Jg4a UUd E
X T
5 Ao G
BANBAR I Ao B
011
M7 14 ] Fal
i
) 44 14 ab
sy 3
UM

LOTENSIN

IOVARTIS MG
MOVARTIa - 5
10OMG
Ol Jur

OMG

{0MG
-

BEMAZEPRIL HYDROCHLORIDE: JROCHLOROTHIAZIDE
BENAZEPRIL HYDROLHIAEZLE.

TABLET; ORAL s
BENAZEPRIL HCL AND HYDROCHLOROTHIAZIDE e —
5 =4 G 76342 00 e
¥ PHABRMS LMG; 6, 25MG
et 10MG:12.5HG N76342 002 Feb
JID F A& = SIS
2 :12.5MG M76342 002 Feb

G N76631
EON EMG: 6. 25MG €

20MG 25MG N76631
H 6612
GENPHARM SMG; 6.,25MG NT6612

176612

10MG; 12 .5MG H768&
-

20MG; 12.5MG NTE61%

M - DEME NT6612
20MG; 25MG

IVAY PHARMS 5MG: 6. 25MG h-%;né
10MG; 12, 5SMG NT76348
20MG; 12 ;

&
20MG; 25MG N76348

1766808
MYLAN 5MG; 6. 25MG t i

20MG; 12 . 5MG NT&6BE8

LOTENSIN HCT

T MG 25MG N20033 001 HMay
BRAC : 6 G M
NOVARTIS i 0. eIl

waAAATY ANd taw
20MG; 12.59MG ¥20033 D004 May
w0019 0037 Mar
20MG; 25MG N20033 003 May
b - W £

BENZOYL PEROXIDE; ERYTHROMYCIN
GEL; TOPICAL
BENZAMYCIN
+  DERMIK LABS 5%;3%
ERYTHROMYCIN AND BENZOYL . S e
RTRIX 543

é
=2
Lo
Liy

20049
3
2004
20
b i
04
04
'
Us
"
L=
166
1981
-

Feb
Fab
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BETAMETHASONE DIPROPIONATE

CREARM, AUGMENTED: TOPICAL
BETAMETHASONE DIPROPIONATE
AB ATRIX EQ 0.05% BASE N78603 Q01 Jan 23, 2004 Jan HEWA

DIFROFIONATE; CLOTRIMAZOLE

LOTION; TOPICAL
CLOTRIMAZOLE AND BETAMETHASONE DIPROFICNATE
AB TARO EQ 0.05% BASE;1% N76493 001 Jul 28, 2004 Jul NEWs
LOTRISONE
AB + SCHERING PLOUGH RES EQ 0.05% BASE;1% N20010 001 Dec 08, 2000 Jul CFTG

BETAMETHASONE SODIUM PHOSPHATE

INJECTABLE; INJECTION
BETAMETHASONE SODIUM PHOSPHATE

8 STERIS EQ 3MG BASE/ML NB5738 001 Feb DISC
CELESTONE
B SCHERING EQ 3IMG BASE/ML H17561 001 Feb DISC

BETHANECHOL CHLORIDE

INJECTABLE; INJECTION
[ URECHOLINE
| # ODYSSEY PHARMS 5MG /ML NOE536 001 Jun CAHN

TABLET; ORAL

| | BETHANECHOL CHLORIDE

: I AR ABLE 5MG N40492 001 Jul 27, 2004 Jul NEWA

AR 10MG N404B3 001 Jul 27, 2004 Jul NEWA

AR 25MG N404BS 001 Jul 27, 2004 Jul NEWA

| AR 50MG N40S09 001 Jul 27, 2004 Jul NEWA

DUVOID

| AR WELLSPRING PHARM 10MG NBE262 001 Jul CMFD

' AR 25MG NBE263 001 Jul CMFD
URECHOLINE

' @ ODYSSEY PHARMS 5MG NDES3E 003 Jun CRHN

@ 10MG NOG536 002 Jun CAHN

@ 25MG NOES36 D04 Jun CAHN

] 50MG NO&536 005 Jun CAHN

!| SISACODYL; POLYETHYLENE GLYCOL; POTASSIUM CHLORIDE; SODIUM BICARBONATE:; SODIUM CHLORIDE

FOR SOLUTION; TABLET, DELAYED RELEASE; ORAL

HALFLYTELY
+ BRAINTREE 5HG;315GH:0.?4$H;2.EEGH:5.EGH 21551 001 May 10, 2004 May NEWA

| | BRETYLIUM TOSYLATE

INJECTABLE; INJECTIONM
BRETYLIUM TOSYLATE

| AP + HOSPIRA SOMG /ML N13033 001 Apr 29, 1986 May CAHN

‘ 8 SOMG/ML N19033 001 Apr 29, 1986 Jun DISC

f AP + INTL MEDICATION SOMG/ML N70119 001 Apr 29, 1986 Jun CELD
BRETYLIUM TOSYLATE IN DENTROSE 5% IN PLASTIC CONTAINER

+ HOSEIRA 200MG/100ML N19008 002 Apr 29, 19686 May CAHN

B 400MG/100M1L N13008 003 Apr 29, 1986 May CAHN

@ BOOMG/ 100ML N13008 001 Apr 29, 1986 May CARHM

BRETYLIUM TOSYLATE IN PLASTIC CONTAINER
+ HOSPIRA SOMG/ML N1S030 OCl Apr 29, 1086 May CAHN
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BUMETANIDE
INJECTABLE; INJECTION
BUMETANIDE
AP HOSPIRA 0.25MG/ ML N74160 00 et 30, 1997 May CAHN
AP 0.25MG/ML NT4332 001 Oct 31, 1994 May CAHN
BL‘E‘E?E‘?E. _HYDROCHLORIDE
INJECTABLE; IN ON
BUPIVACAINE HCL
AP HOSPIRA 0.25% N1B053 002 May CAHN
AP 0.25% NT70583 001 Feb 17, 1987 May AHN
AP 0.25% N70586 001 Mar 03, 1287 May CAHR
AP 0.25% 470590 001 Feb 17, 1987 May CAHN
AP 0.5% M18053 001 May CRHN
AP 0.5% N70584 001 Feb 17, 1986 May CAHN
AP 0.5% W70557 001 Mar 03, 1987 May CAHN
AP 0.5% N70609 001 Mar 03, 1987 May CAHH
AP g.75% M18053 003 May CAHN
AP 0.75% N70585 001 Mar 03, 1987 May CAHN
AP 0.75% N70587 001 Mar 03, 1987 May CAHN
BUPIVACAINE HCL KIT
@ HOSPIRA 0.0754% N194878 001 Sep 03, 1992 May CAHN
a 0.114% N19976 002 Sep 03, 1992 May CAHN
g 0.23% N19978 003 Sep 03, 1992 May CAEN
MARCAINE HCL
AP 4 HOSPIRA 0.25% N16964 001 May CAHN
AP+ 0.5% N16964 008 May CAHN
MARCAINE HCL PRESERVATIVE FREE
AP 4 HOSPIRA 0.25% N16964 012 May CAHN
AP+ .58 N16964 005 May CAHN
AP 4 0.75¢% N16964 009 May CAHN
INJECTABLE; SPINAL
BUPIVACAINE
AP HOSPIRA 0.754% N71810 001 Dec 11, 1987 May CAHN
MARCAINE
AP+ HOSPIRA 0,754 N18652 D01 May 04, 1984 May CAHN
BUPIVACAINE HYDROCHLORIDE: EPINEPHRINE
INJECTABLE: INJECTION
AUPIVACAINE HCL AND EPINEPHRINE
* HOSPIRA 0.25%:0.005MG/ML N71165 001 Jun 16, 1988 May CAHN
0.25%;0.005MG/ML 71166 001 Jun 16, 1988 May CRHN
0.25%;0.005MG/ML N71167 001 Jun 16, 1988 May CAHN
+ 0.5%;0.005MG/ML N71168 001 Jun 16, 1988 May CAHN
0.5%;0.005MG/ML w71169 001 Jun 16, 1988 May CAHN
0.5%:0.005MG/ Ml 71170 001 Jun 16, 1988 May CAHN
+ 0.75%:0.005HG /ML N71171 001 Jun 16, 1988 May CAHN
BUPIVACAINE HYDROCHLORIDE; EPINEPHE INE BITARTRATE
INJECTABLE; INJECTION
MARCAIME HCL W/ EPINEPHRIME
AP + HOSPIRA 0.25%:;0.0091MG/ML N1&964 004 May CAHN
AR 4 0.5%;0.0091MG/ML N16364 008 May CAHN
MARCAINE HCL W/ EPINEPHRINE PR VATIVE FREE
AP+ HOSPIRA 0.25%;0.0091MG/ML N16964 013 May CAHN
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RX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT 4 = August 2004 1-2¢

SOLUTION; IRRIGATION
LACTATED RINGER'S IN PLASTIC CONTAIMER

AT HOSPIRA
: 310MG/100ML

CAPTOPRIL

TABLET; ORAL

CAPTOPRII

D>  AB DURAMED PHABRMS BARE 12.5MG
AR 12.5MG
>D> AR 25MG
AB 25MG
AR 50MG
*D> AB LOO0MG
AB 10
*A> RAB KALI LABS 12.5MG
*A>* RAB Z5MG
RB S0MG
*A> AR 100MG
CARBAMAZEPINE
CAPSULE, EXTENDED RELEASE; ORAL
CARBATROL
SHIRE PHARM 100MG
200MG

CRREBIDOPA; LEVODOPA

TABLET, EXTENDED RELEASE; ORAL
CARBIDOPA AND LEVODOPR

AB IMPAX LaRS 25MG; 100MG
AB S0MG; Z200MG
AR EV PHARM S50MG; 200MG
AR TORPHARM 25MG; 100MG
AR SOMG; 200MG
>A> TABLET, ORALLY DISINTEGRATING: ORAL
=R > PARCOPA
L SCHWARZ PHARMA 10MG: 100MG
»A> 25MG; L00MG
By . 25MG; 250MG

CARBOPLATIN

INJECTABLE; IV (INFUSION)
PARAPLATIN

+ BRISTOL MYERS SQUIRH EQ 60CMG /6OML (10MG/ML)

CARTEQOLOL HYDROCHLORIDE

TABLET; ORAL

CARTROL
@ ABBOTT 2.5M6
@ 5MG
CEFACLOR
CAPSULE; ORAL
CEFACLOR
AR CARLSBAD EQ 250MG BASE

AR EQ 500MG BASE

_______———————————————___IIIIIIIIIIII.......I!

20MG quHL;]bHﬁflﬁ‘HL;tFJHS:LCUHL N15416 001 Jan 17, 1986 May CAH

Feb 13, 1986 Aug CAHNM

Feb 13, 1996 May CAHy

q Feb 13, 1996 Aug CAHN
N74477 D02 Feb 13, 199% May CAKN

4477 003 Feb 13, 1996 May CAHN
N74477 004 Feb 13, 195§ Aug ChHNM
N74477 004 Feb 13, 199¢ May CAHN
NT4477 001 Feb 13, 199% Aug CAHN
N74477 002 Feb 13, 1996 Aug CAHN
NT4477 003 Feb 13, 1996 Jul cay
N74477 004 Feb 13, 199§ Aug CAHN

N20712 003 Sep 30, 1997 Mar CRLE
N20712 001 sep 30, 1997 Mar CRLD

N76521 001 May 14, 2004 May NEWA
N76521 002 May 14, 2004 May NEWA
N76663 001 Jun 24, 2004 Jun NEWR
N76212 001 Jun 16, 2004 Jun NEWA
N76212 002 Jun 16, 2004 Jun NEWA

N76699 001 Aug 27, 2004 Aug NEWA
N76693 002 Aug 27, 2004 Aug NEWA
N76639 003 Aug 27, 2004 Aug NEWA

N20452 004 Jan 15, 2004 Jan NEWA

m

=

N19204 001 Dpec 28, 1988 Jun
N19204 002 Dec 28, 1988 Jun

1
—
g
]

2004 Jan NEWA

o
*
un
&
o
=]
=]
s
Ca
+7

B
(]

HE5146
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FOR SUSPENSION: ORAL

CECLOR
AB CEPH INTL E0 125MG BASE/SML WE2206 001 May CAHN
AB EQ 187TMG BASE /SMI Apr 20, 1988 May CAHHN
AB EQ 250MG BASE/SML May CAHN
AB " EQ 375MG BASE/DSI Apr 20, 1988 May CAHN
TABLET, EXTENDED RELEASE: ORAL
CECLOR CD
@ LILLY EQ S500MG BASE NEQET3 002 Jun 28, 1996 Jun DISC
CEFACLOR
1 IVAX PHARMS EQ S00MG BASE NE5057 001 Jan 05, 2001 Jun CRLD
CEFAMANDOLE NAFATE
INJECTABLE; INJECTION
MANDOL
¢ LIhhE EQ 1GM BASE/VIAL N50504 002 Jul
@ EQ 2GM BASE/VIAL NS0504 003 Tul

CEFAZOLIN SODTUM

INJECTABLE; INJECTION
CEFAZOLIN SODIUM

f MARSAM PHARMS LLC EQ 250MG BASE/VIAL NE2%88 001 Dec 29, 1989 Jun DISC
@ EQ 500MG BRSE/VIAL MEZOBE 002 Dec 29, 1989 Jun DISC
] EQ 1GM BASE/VIAL N62088 003 Dec 29, 1989% Jun DISC
] EQ 5GM BASE/VIAL NE2989 001 Dec 2%, 19839 Jun DISC
B EQ 10GM BASE/VIAL NE2989 002 Dec 29, 198% Jun DISC
8 EQ 20GM BASE/VIAL N62980 003 Dec 29, 1989 Jun DISC
KEFZOL
@ LILLY EQ 250MG BASE/VIAL N61773 001 Jun DISC
@ EQ 500MG BASE/VIAL N&1773 002 Jun DISC
1] EQ 1GM BASE/VIAL NELTT3 003 Jun DISC
(] EQ 10GM BASE/VIAL N6LT773 004 Jun DISC
] EQ Z0GM BARSE/VIAL NE1773 005 Sep 08, 1987 Jun DISC
CEFDINIR
FOR SUSPEMSION; ORAL
OMNICEF
ABBOTT 125MG/SML N50749 001 Dec 04, 1997 Jul CRLD
+ 250MG/ ML N50749 002 Jul 2%, 2004 Jul NEWA
SUSPENSION: ORAL
SUPRAX
o LUPIN 100MG/ SML NES126 001 Feb 23, 2004 Feb NEWA
TABLET; ORAL
SUPRAX
+ LUPIN 400MG NE5130 001 Feb 12, 2004 Feb NEWA
CEFOTAXIME SODIUM
INJECTABLE; INJECTION
CEFOTAXIME AND DEXTROSE 2.4% IN PLASTIC CONTAINER
+ B BRAUNM EQ 2GM BASE N50792 001 Jul 29, 2004 Jul HEWA

CEFOTAXIME AND DEXTROSE 3.9%% IN PLASTIC “ONTAINER

* B BRAUN EQ 1GM BASE N50792 002 Jul 29, 2004 Jul HEWA
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CETIRIZINE

<ABLET, CHEWABLE; ORAL

ZYRTEC
PFIZER SMG N21621 001 Mar 16, 2004 Mar HEWA

LOMG NZ1621 002 Mar 16, 2004 Mar NEWA

CEVIMELINE HYD

CAPSULE; ORAL
EVOXAC

+ DAIICHI EQ 310MG BASE N20089 002 Jan 11, 2000 Jun CAHN

CHLORDIAZEPOX
Ll

IHMJECTABLE; INJECTION
LIBRIUM

@ VALEANT PHARM INTL 100MG/AMP N12301 001 Jun DISC

CHLORHEXIDINE GLU
SOLUTION; DENTAL
CHLORHEXIDINE GLUCONATE
AT MORTON GROVE 0.12% N75006 001 Mar 03, 2004 Mar NEWA

CHLOROPROCAINE HYDROCHLORIDE

INJECTABLE; INJECTION
CHLOROPROCATNE HCL
AP HOSPIRA 2% NB7447 001 Apr 16, 1882 May CAHN

AP 3t NE7446 001 Apr 16, 1982 May CAHN
NESACAINE
AP ASTRAZENECA 2% ¥09435 002 Jun CTEC
CHLORPHENIRAMINE MALEATE

TABLET; ORAL
CHLORPHENIRAMINE MALEATE

i @ HALSEY 4MG NEQOT00 001 Aug CAHN
>R> @ MUTUAL PHARM 4MG NB0700 001 Aug CAHNM
CHLORPHENIRAMINE POLISTIREX: CODEINE POLISTIREX
SUSPENSION, ENTENDED RELEASE; ORAL
CODEPREX
+ CELLTECH PHARMS L:EQ 20MG KN21369 001 Jun 21, 2004 Jun MNEWA

TABLET:; ORAL
CHLORTHALIDONE

T @ HALSEY Aug
*D> P k
1™
A B MUTUAL PHARM Aug
*R> 8
AUg
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LaMG/VIAL N21149 00! Sep 2 May [OI
EQ 0.25MG / SML N£1149 002 oct 08, 2 i Apr f
I SONTAINE
EQ 0.004MG CHROMIU ML, N18961 001 Jun 26, 1986 May “AHN

AT T
SELUAL

* A
»A> AT 0.77% N76422 001 Aug 06, 2004 Aug NEW:
D 0.77% N13824 001 Dpec 30, 1986 Aug CFTG
>A> AT + 0.77% N19824 001 pDec 30, 1988 Aug
|
fifih CIMETIDINE HYDROCHLORIDE
IRJECTABLE; INJECTICN
CIMETIDINE HCL
AP HOSPIRA EQ 300MG BASE/2ML N74296 001 Mar 23, 1997 May
AF EQ 300MG BASE/2ML N74344 001 Jan 31, 1985 May
AP EQ 300MG BASE/2ML N74345 001 Jan 31, 18985 May
AF EQ 300MG BASE/2ML N74412 001 Mar 28, 1997 May
AP EQ 300MG BASE/2ML N74422 001 Jan 31, 1995 May
CIMETIDINE HCL IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
AP HOSPIRA EQ 6MG BASE/ML N74268 001 Dec 27, 19%4 May CaHN
| . EQ 90MG BASE/100ML N74468 005 Dec 29, 19494 May CAHN
+ EQ 120MG BASE/100ML N74468 006 Dec 29, 1864 May CAHN
+ EQ 180MG BASE/100ML N744€8 003 Dec 29, 1904 May CAHN
+ EQ 240MG BASE/100ML N74468 004 Dec 29, 18994 May CAHN
| + EQ 380MG BASE/100ML N74468 001 Dec 29, 1un4 May CAHM
+ EQ 480MG BASE/100ML N74468 D02 Dpec 29, 1944 May
CINACALCET HYDR OCHLORIDE
TABLET; ORAL
SENSIPAR
AMGEN EQ 30MG BASE N21688 Mar 08, 2004 Mar NEWA
EQ 60MG Mar 08, 2004 Mar MEWA
| + EQ 90MG Mar 08, 2004 Mar MNEWA

| SOLUTION/DROPS; OFHTHALMIC
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TABLET; ORAL

CIPRO
AR * BAYER PHARMS EQ 750MG BASE N19537 004 Oct 22, 1987 Jun CFTG

CIPROFLOXARCIN
B BARR EQ 250MG BASE N74124 001 un 09, 2004 Jun HEWA
AB EQ S BASE K74124 002 Jun 09, 2004 Jun HEWA
AB EQ 750MG BASE Jun 09, 2004 Jun NEWA
AB COBALT EQ 250MG BASE fun 09, 2004 Jun NEWA
AB EQ S00MG BASE Jun 05, 2004 Jun MNEWR
AB EQ 750MG BASE N7£794 004 Jun 09, 2004 Jun HNEWA
AB pR REDDYS LABS LTD EQ 100MG BRSE N75563 002 Jun 09, 2004 Jun NEWA
AB EQ 250MG BASE w7593 003 Jun 09, 2004 Jun HEWA
aB EQ S00MG BASE N75583 004 Jun 09, 2004 Jun NEWA
Ap EQ 750MG BASE N755583 001 Jun 09, 2004 Jun NEWA
AB EON EQ 250MG BASE N76583 002 Jun 09, 2004 Jun NEWA
AB EQ 500MG BASE ¥76593 003 Jun 09, 2004 Jun NEWA
AB EQ 750MG BASE NT6593 004 Jun 09, 2004 Jun NEWA
AR GENPHARM £Q 250MG BASE N75817 002 Jun 08, 2004 Jun NEWA
AB EQ 500MG BASE N75817 003 Jun 09, 2004 Jun NEWA
AB EQ 750MG BASE §75817 004 Jun 08, 2004 Jun NEWA
AB HIEMA EQ 250MG BASE N76558 002 Jun 09, 2004 Jun HEWA
AB EQ 500MG BASE N76558 003 Jun 09, 2004 Jun HEWA
AB EQ 750MG BASE N76558 004 Jun 09, 2004 Jun KEWA
AB IVAX PHARMS EQ 250MG BASE N760B9 002 Jun 09, 2004 Jun NEWA
AB EQ 500MG BASE N76089 003 Jun 09, 2004 Jun WNEWA
AB EQ 750MG BASE N76089 004 Jun 09, 2004 Jun WEWA
AB MARTEC EQ 250MG BASE NT76138 001 Jun 09, 2004 Jun HEWA
AB EQ S00MG BASE N76138 002 Jun 09, 2004 Jun NEWA
LB EQ 750MG BASE N76138 003 Jun D%, 2004 Jun NEWA
AB MYLAN EQ 250MG BASE N7S685 002 Jun 09, 2004 Jun NEWA
AB EQ S00MG BASE N75685 003 Jun 09, 2004 Jun NEWA
BB EQ 750MG BASE N75685 001 Jun 09, 2004 Jun HEWA
AB RANBAXY EQ 250MG BASE N75747 001 Jun 09, 2004 Jun MEWA
AB EQ S00MG BASE N75747 002 Jun 09, 2004 Jun WNEWA
AB EQ 750MG BASE N75747 003 Jun 0%, 2004 Jun NEWA
AB SANDOZ EQ 250MG BASE N75939 002 Jun 09, 2004 Jun MNEWA
A8 EQ S500MG BASE N75939 003 Jun 09, 2004 Jun NEWA
RB EQ 750MG BASE N75839 004 Jun 09, 2004 Jun NEWA
AB TEVA EQ 250MG BASE N76136 001 Jun 09, 2004 Jun NEWA
AR EQ S00MG BASE NTE136 002 Jun 09, 2004 Jun NEWA
hB EQ 750MG BASE N76136 003 Jun 09, 2004 Jun NEWA

CIPROFLOXACIN; CIPROFLOXACIN HYDROCHLORIDE
TABLET, EXTENDED RELEASE; ORAL

CIPRO XR

' + BAYER PHARMS 425.2MG:EQ 574 .9MG BASE §21473 002 Aug 28, 2003 Feb CDFR
CITRIC ACID: MAGNESIUM OXIDE; SODIUM CARBONATE
SOLUTION; IRRIGATION

UROLOGIC G IN PLASTIC CONTAINER

AT HOSPIRA 3.24GM/100ML; 380MG/100ML; 430MG/10 N18904 001 May 27, 1983 May CAHN

CLADRIBINE

INJECTABLE; INJECTION

CLADRIBINE
hpr MHEWA

AP AM BHARM 1MG /ML N16571 001 Apr 22, 2004
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CLARITHROMYCIN
TABLET, EXTENDED RELEASE: DRAL

BIAXIN XL
AR + ABBOTT S00MG N30775 001 Mar 03, 2000 Jun CFTG

CLARITHROMYCIN

ARB ANDRX PHARMS S00MG NEe3145 001 Jun 24, 2004 Jun NEWA

TABLET; ORAL

BIAXIN
AB. 4 ABBOTT 250MG N50662 001 Oct 31, 1991 May
|i AB 4 S00MG N50662 002 Oct 31, 1991 May
' CLARITHROMYCIN
AB ROXANE 250MG NE5178 002 May 25, 2004 May NEW:

‘ AR 500MG Ne5178 001 May 25, 2004 May MNEWA

CLEMASTINE FUMARATE

TABLET; ORAL
CLEMASTINE FUMARATE

AB  +  TEVA 2. 68MG N73283 001 Jan 31, 1992 Mar CRLL
TAVIST
@ NOVARTIS 2. 6BMG N17661 001 Mar DISC
CLINDAMYCIN HYDROCHLORIDE
CAPSULE; ORAL
CLINDAMYCIN HCL
AB COREPHARMA EQ 150MG BASE N65194 001 Mar 22, 2004 Mar MNEWA
AB EQ 300MG BASE NES154 002 Mar 22, 2004 Mar NEWA
CLINDAMYCIN PALMITATE HYDROCHLORIDE
FOR SOLUTION: ORAL
CLEOCIN
TN + PHARMACIA AND UPJOHN EQ 75MG BASE/SML N62644 001 Apr 07, 1986 May CRLD
|
|
i CLINDAMYCIN PHOSPHATE
| INJECTABLE; INJECTION
CLINDAMYCIN PHOSPHATE
SA> @ BAXTER HLTHCARE EQ 150MG BASE/ML N62953 001 Apr 21, 1988 Rug CAHMN
D> @ ELKINS SINN EQ 150MG BASE/ML N62353 001 Apr 21, 1988 Aug CAMN
' AP HOSPIRA EQ 150MG BASE/ML N62800 001 Jul 24, 1987 May CAHN
' AP EQ 150MG BASE/ML N62B01 001 Jul 24, 1987 May CAHN
@ EQ 150MG BASE/ML NE2943 001 Sep 29, 1988 May CAHN
SOLUTION:; TOPICAL
CLINDAMYCIN PHOSPHATE
AT TARO PHARM INDS EQ 1% BASE NE51B4 001 Mar 31, 2004 Mar MNEWA

|
‘ ! CLOBETASOL PROPIOHN

SHAMPOO; TOPICAL
CLOBEX

. GALDERMA LABS 0.05% N21644 001 Feb 05, 2004 Febh NEWA
CLONIDINE HYDROCHLORIDE
] | INJECTABLE: INJECTIOM
| l DURACLON
' AATPHARMA 0. IMG/MI N20615 001 Oct 02, 1996 Jun CRLD

+ 0.5MG/ML N20&15 002 Apr 27, 1999 Jun HNEWA
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gx DRUG PRODUCT L

TABLET: ORAL
cLOMIDINE HCL

. AB HALSEY 0.1MG q705825% 001 Sep 04, 1987 Aug CAHN
i 8 0.2MG N70924 001 Sep 04, 1987 Aug CAHN
= D>

0> i 0.3MG N70823 001 Sep 04, 1987 Aug CAHN
s AB MUTUAL PHARM 0.1MG N70925 001 Sep 04, 1987 Aug CAHN
e ] 0.2MG N70924 001 Sep 04, 1987 Aug CAHN
= e 0.3MG N70823 001 Sep 04, 1987 Rug CAHN

CLORAZEPATE DIPOTASSIUM

CAPSULE; ORAL
CLORAZEPATE DI POTASSIUM

= SANDOZ 7.5MG N72220 001 Aug 26, 1988 Aug DISC
A @ 7.9MG N72220 001 Aug 26, 1988 Rug DISC
CLOTRIMAZOLE
TROCHE/LOZENGE; ORAL
CLOTRIMAZOLE
AB ROXANE 10MG N7€387 001 Jul 29, 2004 Jul NEWA
MYCELEX
AR+  BAYER PHARMS 10MG N18713 001 Jun 17, 1983 Jul CFTG
CLOZAPINE
TABLET, ORALLY DISINTEGRATING; ORAL
FAZACLO
ALEMO PHARMS 25MG §21590 001 Feb 10, 2004 Feb NEWA
. 100MG NZ1550 002 Feb 10, 2004 Feb NEWA |
|
FAZACLO ODT
ALAMO PHARMS 25MG N21580 001 Feb 10, 2004 Jul CTHA
+ 100MG N21590 002 Feb 10, 2004 Jul CTNA
COLISTIMETHATE SODIUM
INJECTABLE; INJECTICH
COLISTIMETHATE
AP PADDOCK EQ 150MG BASE/VIAL NE5177 001 Mar 19, 2004 Mar NEWA
CROMOLYN SODIUM
AEROSOL, METERED; IMNHALATION
INTAL
+  KING PHARMS 0. BMG/ IHH Ni8B87 001 Dec 05, 1985 Jan CAHN
SOLUTION; INHALATION
INTAL
AN 4  KING PHARMS 10MG/ML N1B586 DO1 May 28, 1982 Jan CAHN
CUPRIC CHLORIDE
INJECTABLE; INJECTION
CUPRIC CHLORIDE IN PLASTIC CONTAINER
%+  HOSPIRA EQ 0.4MG COPPER/ML N1E960 001 Jun 26, 1986 May CAHN
CYANOCOBALAMIN
INJECTABLE; INJECTION
CYANOCOBALAMIN
AP BIONICHE ANIM HLTH 1MG /ML N404S1 001 Sep 23, 2003 Apr CRHN
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CHLORIDE
I D> A 10MG N73541 001 May 23, 1995 Aug Chi
i A>  AB L oMs N73541 001 May 23, 1995 Aug CAj
“YPROHEPTADINE HYDROCHLORIDE
IRAL
HEPTADINE HCL
| *B>  AA ALPHARMA 2MG /5SML NBEE33 001 Aug R
A . MG/ 5ML NEEA3I Of Aug CRL
PERTACTIN
' ABA ¢+  MERCH 002 Aug DIS
| h ] 002 Aug DIsc
11
. HYDROCHLORIDE
| INJECTABLE; INJECTION
CYSTEINE HCL
[ # FRESENIUS KABI 25 N19523 001 Oct 22, 1986 Aug CAHN
»A> @ HOSPIRA 7.25% N19523 001 Oct 22, 1986 Aug CAHN
CYTARABINE
INJECTABLE; INJECTION
CYTARABINE
i AP AM PHARM 100MG /ML N76512 001 Jan 15, 2004 Jan NEWA
AP 4 MAYME PHARMA USA 100MG /ML N75383 001 Mowv 22, 1599 Jan CPFTG
DAUNORUBICIN HYDROCHLORIDE
INJECTABLE; INJECTION
. DAUNORUBICIN HCL
AP BIGMAR BIOREN PHARMS EQ 20MG BASE/VIAL NES000 001 May 25, 1999 Jul CAH!
DEFEROXAMINE MESYLATE
INJECTAELE; INJECTION
DEFEROXAMINE MESYLATE
AP ABBOTT S00MG/VIAL N7601% 001 Mar 17, 2004 Mar NEWA
Al 2GM/VIAL N76019 002 Mar 17, 2004 Mar MNEWA
AP HOSPIRA SOOMG/VIAL N76019 001 Mar 17, 2004 May CAHI
{ AP 2GM/VIAL N76019 002 Mar 17, 2004 May CAHN

DESFERAL
4 NOVARTIS S00MG/VIAL H16267 001 Mar CFTGC

AP + ZGM/VIAL N16267 002 May 25, 2000 Mar CFTG

HYDROCHLORIDE

' TABLET; ORAL

150MG NS0261 002 Mar CFTG

Mar NEWA
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) 1G ; 5M I . .
1 SMG A \ HZl 1 1 AF 1 s ARI g

DESMOPF
HOSPIRA 0.004MG/ML NT75220 001

DESOGESTREL: ETHI
TABLET; ORAL-28
CYCLESSA

B + ORGANON USA INC 0.1MG, 0.1

AB 0.1 0 E MG, 0.02 NT6455 I Fet i Feb MNEWA
SMG,
DESOXIMET
CREAM; TOPICAL

TOPICORT

AR + TARC PHARMS NORTH 0.25% N176856 001
TOPICORT LF

AB + TARDO PHARMS MNORTH 0 N183059 001 Ju 1

GEL:; TOPICAL
TOPICORT

AB + TARD PHAF

AHHN

OINTMENT: TOFPICAL

TOPICORT

(] PHARMS NORTH D54 N1A594 { tan 17, 1985 T AHN
AB + g 18763 00 30, 196 Tar CAHM
TABLET: ORA
DEXAMETHASONE
- @ HALSEY EMG NE4( 001 q A1t
i 3 - e — o A1)

=
v
m
n
£ L
X
+

W
(=]
=
]
=
.
T
v

Lo
W
m B
=

*D> NE4S 11 Aug

D> ] 1. 5MG 1 Aug CAHN
>D> a ! 0 Aug i
i § MUTUAL PHARM Aug CAHI

A @ " NB4DB4 Of Aug CAH
T
A> a e CEAVES OO S
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TABLET: ORAL

DEXAMETHASONE

oA ] PHARM 0. 75MG NE4T7E5 001 Aug CAH:
i MG NE4086 001 Rug CA
VRS i - NB4TE3 001 Aug CAk
NE2544 ct 29, 1984 Apr T
| TE. 4 I A e PRIT
1M INJECTABLE: INJECTION
' " EQ 100UGH BASE/ML N21038 001 Dec 17, 1989 May
1 DEXTROAMPHETAMINE SULFATE
CAPSULE, EXTENDED RELEASE; ORAL
| DEXTROAMPHETAMINE SULFATE
>A> AB ABLE 5MG N76814 001 Aug 25, 2004 Aug NEWA
>A> AB 10MG N76814 002 Aug 25, 2004 Aug NEWA

']
n
P
(=
L= =]
£

*A> AR 15MG N76814 003 Aug 25, hug MEWA

DEXTROSE

| INJECTABLE: INJECTION
DEXTRCSE 10% IN PLASTIC CONTAINER
AP HOSPIRA 10GM/100ML N1BOBO

=]
o

May CAHN
DEXTROSE 2.5% IN PLASTIC CONTAINER
@ B BRADMN 2.5GM/100ML M1B8358 001 May
DEXTROSE 201 IN PLASTIC CONTAINER
AP HOSPIRA 20GM/100ML N1B564 001 Mar 23, 1982 May CAEN

ATROSE 251%

| HOSPIRA 250MG /ML N13445 002 Nov 23, 1998 May CAHN

b DEXTROSE 30% IN PLASTIC CONTAINER
I AP HOSPIRA JOGM/100ML N19345 001 Jan 26, 198% May CAHN
DEXTROSE 404 IN PLASTIC CONTAINER
[ AF HOSPIRA 40GM/100M] N1B562 001 Mar 23, 1982 May CAHN
DEXTROSE 5% IN PLASTIC CONTAINER
P HOSPIRA S0MG/ML N16367 002 May CAHN
AP SOMG /ML N19222 001 Jul 13, 1984 May CAHN
AP SGM/100ML N19466 001 Jul 15, 1985 May CAHN
AP SGM/ LOOML N19479 001 Sep 17, 1985 May CAHN

| DEXTROSE 504 IN PLASTIC CONTAINER

| @ HOSPIRA 200MG /ML N19445 001 Jun 03, 1986 May
J | AP S0GM/100ML N185&3 001 Mar 23, 1982 May CAHN
l AP S50GM/100ML N19894 001 Dec 26, 1989 May CAHN
| DEXTROSE 60% IN PLASTIC CONTAINER

AP HOSPIRA 60GM/100ML H12346 001 Jan 25, 1985 May AHN

DEXTROSE 70% IN PLASTIC CONTAINER

| AP ROSPIRA T0GM/100ML N18561 001 Mar 23, 1982 May CAHN
9893 001 Dec 26, 1989 May CAH!

I AP 10GM/ 1 00ML N1
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MAGHESIUM ACETATE; POTASSIUM ACETATE:; SCDIUM CHLORIDE

DEXTROSE:
yNJECTABLE; INJECTION
NORMOSOL-M AND DEXTROSE 5% IN PLASTIC CONTAINER
HOSPIRA 5GM/100ML; 21MG/100ML; 126MG/100ML;  N17610 001
234MG/100ML

2004

LORIDE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC; SODIUM

DEXTROSE: MAGNESIUM CHLO!
ACETATE
INJECTABLE; INJECTION
ISOLYTE P W/ DEXTROSE S% IN PLASTIC CONTAINER

@ B BRAUN SGRIIﬂSHL:JLHEleQML;EEOHSIIDUHL: N19025 001

2 6MG/100ML; 320MG/ 100ML

pec 27, 19854 May

DEXTROSE! MAGNESIUM CHLORIDE; PDTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC; SODIUM

_______,_.._———"—‘-_-__,_,_. = - -
CHLORIDE; SODIUM LACTATE! SODIUM PHOSPHATE, MONOBASIC, ANHYDROUS
e — = = = &

INJECTABLE! INJECTION
TONCSOL B AND DEXTROSE 5% IN PLASTIC CONTAINER

HOSPIRA EGHJIEDHL:EBMGILDUHL;IGUHGILDDHL: N19515 001

lﬂﬂHGfiDDHL;lﬂUHGflJDML;EBGHGIlOU
ML; 16MG/100ML

May 08, 1988 May

DEXTROSE: MAGNESIUM CHLORIDE: POTASSIUM CHLORIDE: POTASSIUM PHOSPHATE, MOMOBASIC: SODIUM

e ——
LACTATE: SODIUM PHOSPHATE, MONOBASIC, ANHYDROUS

INJECTABLE; INJECTION
10NDSOL MB AND DEXTROSE 5% IN PLASTIC CORTAINER

HOSPIRA SGNKIGUHL:EEHGFIDOHL:141MG{10DML; N19513 001
15HGIIBDHL;QEOHGHIGQML:EEHG}lDUHL

May 08, 1986 May

DEXTROSE; MAGMESIUM CHLORIDE: POTASSIUM CHLORIDE: SODIUM ACETATE: SODIUM CHLORIDE

INJECTABLE; IMJECTION
ISOLYTE K W/ DEXTROSE 5% 1IN PLASTIC CONTAINER

@ B BRAUW EGMIIGDHL;3GHGKZDOHL:97MGFLGOHL;2 M1B273 001
20MG/ 100ML; 140MG/10GML

May

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE: SODIUM ACETATE; SODIUM CHLORIDE; SODIUM

GLUCONATE
INJECTABLE; INJECTION
NORMOSOL-R AND DEXTROSE % IN PLASTIC CONTAINER

L}
HOSPIRR bGHflGDML;]BHGI]UDHL;]THG!IODHL;z M17609 001
EJHGIEQOHL:526HG!1$DHL;502N5£100M
L

DEXTROSE; POTASSIUM CHLORIDE

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 5% IN PLASTIC CONTRINER
HOSFIRA §GM/100ML; 149MG/ 100ML N18371 001
POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 5% IN PLASTIC CONTAINER
AP HOSPIRA sGM/100ML; 224MG/ 1 00ML N18371 003
POTASSIUM CHLORIDE 40MEQ IN DEXTROSE 5% IN PLASTIC CONTAIMER
HOSFIEA scM/100ML; 298MG/ 100ML N1B8371 002

May

May

May

May

DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM LACTATE; SODIUM CHLORIDE; SODIUM PHOSPHATE,

MONOBASIC, ANHYDROUS

INJECTABLE; INJECTION
I0ONOSOL T AND DEXTROSE 5% IN PLASTIC CONTAINER

HOSPIEA bGHflDGHL:111MG!100HL:25EMGI100ML M19514 001
;I%EHGIIQJML:JD?MGFLUOML

May 08, 1988 May

"
[

CAHN

CRHN

DISC

CAHN

CAHN

CAHN

CAHN
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DEXTROSE:; POTASSIUM CHLORIDE: POTASSIUM PHOSPHATE, DIBASIC: SODIUM ACETATE; SODIUM CHLORIDE

INJECTABLE;
ISOLYTE M
& B BRAUM

INJECTION

W/ DEXTROSE 5% IN PLASTIC CONTAINER
5GHIIGQHL;IEUMGJIGUHL:llﬁHGJZUUHL N1B270 001 May
F2B0MG/100ML; 91MG/100ML

CEXTROSE; POTASSIUM CHLORIDE: SODIUM CHLORIDE

INJECTABLE;
POTASSIUM

HOSPIRA

FOTASSIUM
HOSPIRA

POTASSIUM
HOSPIRA

OTASSIUM
HOSPIBA

POTASSIUM
HOSPIRA
POTASSIUM
HOSFIRA
POTASSIUM
HOSPIRA
POTASSIUM
HOSPIRA
POTASSIUM
HOSPIRA

POTASSIUM
HOSPIRA
POTASSIUM
HOSPIRA

POTASSIUM
HOSPIRA

POTASSIUM
HOSPIRA
POTASSIUM
HOSFPIRA
POTASSIUM
HOSPIRA
POTRSSIOM
HOSPIRA
POTASSIUM
HOSPIRA
POTASSIUM
HOSPIRA
POTASSIUM
HOSPIRA

INJECTION

CHLORIDE 10MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.225% IN PLASTIC CONTAINER
SGM/100ML; 74.5MG/100ML; 225MG/ 100M N18365 002 Jul 05, 1983 May
L
5GHHIUGMLJIG?MGFIGDML;EESHGIJDDHL N1B365 006 Mar 28, 1984 May

CHLORIDE 10MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0,3% IN PLASTIC CONTAINER

5GHKIGGML;?4.5HGHIQDML:300MGX100M N18876 001 Jan 17, 1986 May
L
SGHIIOUHL;I49MGFIDGML:3DOHGf103ML N1BB76& 006 Mar 28, 1988 May

CHLORIDE 10MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER
EGMXIUDHL;?i.5MGIJGGHL:45DMGEIGUM N18362 005 Mar 28, 1988 May
L

SGM/100ML; 74.5MG/100ML; 450M5/ 100M N183€2 009 Jul 05, 1983 May
L

CHLORIDE 10MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
SGHFIUDML;TJ.EHGKIDDML:QQOHGHJBGH N19691 002 Mar 24, 1988 May
L

EGH!IDGML;149HGIIDDHL:BGDHGIIGDML N19691 004 Mar 24, 1988 May
CHLORIDE 1S5MEQ IN DEXTROSE 5% AND S50DIUM CHLORIDE 0.225% IN PLASTIC CONTAINER
5GMflSUHL;224HGIIDUML:225MGIIUDHL N1B365 008 Mar 28, 1988 May
CHLORIDE 15MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.3% IN PLASTIC CONTAINER
5GH!100HL;224HGIIUOHL;BDDMGIJDGHL N18876 007 Mar 28, 1988 May
CHLORIDE 15MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER
SGHIIUOHL;ZZQHGFIDDHL:150HG!100HL N18362 00& Mar 28, 1968 May
CHLORIDE 15MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
SGHHEOGML:ZEQHGIIQﬂHL:BﬂﬂHGJIGDML N19691 00& Mar 24, 1988 May
CHLORIDE 20MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0,225% IN PLASTIC CONTAINER
SGHJIOGHL:EQQHGfEDDHL;EEEHGJIOUML N18365 001 May
5GHKIDDML;EQSMGJIGUHL;EESHGXIDGML N1B385 009 Mar 28, 1988 May
CHLORIDE ZOMEQ IN DEXTROSE 54 AND SODIUM CHLORIDE 0,3% IN PLASTIC CONTAINER
SGMJIGGHL:298MG!100HL;30DHG!109ML N1B8876 008 Mar 28, 1988 May
CHLORIDE 20MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.45% IN PLASTIC CONTAIMER
EGMIIGGHL;149HBfIDGHL;4EDHGflﬂDML H18362 010 Jul 05, 1983 May
EGHIIDGHL:EBBMGIIGUML:HSDHGflﬂﬂﬂL N1B3EZ 007 mMar 28, 1988 May
CHLORIDE ZOMEQ IN DEXTROSE 58 AND SCDIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
EGHJIOGML:IISMGKIDDHL;EGUHGIIDDHL N19691 005 Mar 24, 1988 May
SGMIIUOHL:EBEHGFIQUHL:QGUHGIIDOHL N196581 008 Mar 24, 1988 May
CHLORIDE 20MEQ IN DEXTROSE 5% IN SODIUM CHLORIDE 0.3% IN PLASTIC CONTAINER
EGMIIUGHL;149HGI100ML;3UGHGIIDGML N1B876 002 Jan 17, 1986 May
CHLORIDE 30MEQ IN DEXTROSE S% AND SODIUM CHLORIDE 0,2254 IN PLASTIC CONTAIMER
5GM!100HL:224HGJ3QDHL;225HGI10&HL N18365 003 Jul 05, 1983 May
CHLORIDE 3OMEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.3% IN FLASTIC CONTAINER
SGHHIGOHL;EEQEGIIDQHL:]DGMG!!OUHL R1B876 003 Jan 17, 1986 May
CHLORIDE 30MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER
SGM/100ML; 224MG/ 100ML; 450MG/ 1 00ML N18362 002 May
CHLORIDE 30MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
EGMIEUOHL:??HHGJIDUHL:GﬂﬂHGFIDDML N19691 007 Mar 24, 1988 May
CHLORIDE 40MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.225% IN PLASTIC CONTAINER
SGHKJOGHL:ZQSHG!lJOHL:ZRﬁHGﬁlGOML N18365 004 Jul 05, 1983 May
CHLORIDE 40MEQ IN DEXTHOSE 5% AND SODIUM CHLORIDE ©0.3% IN PLASTIC CONTAINER
iGH?lDJHL;EgiMGfIUUML;EUGHGKIODHL N1BB7€ 004 Mar 28, 1988 May

DIsc

CAKN

CaHYy

CAHN

CAHN

CAHN

CARN

CAHN

CRAHN

CAHN

CAHN

CAHN
CAHN

CAHN

CAHN
CAHN

CAHN
CAHN

CAHN

CAHN

CAHN

CAHN

CAMN

CAHN




——-—

>0

*R>

A
*RA>
3R>
*0>
>0
>D>

AP

AP

AF

AP

AP

AP

AP

AP
AP
AP

g% DRUG PRODUCT LIST " CUMULATIVE SUPPLMENT &

INJECTABLE; INJECTION

- August 2004 1

POTASSIUM CHLORIDE 40MEQ IN DEXTROSE 5% AND cODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER

HOSPIRA EUHILGQEL;Z?EMGIIFQRL;JEUHGfZQCHL

M18362

003 May

POTASSTIUM CHLORIDE 40MEQ 1M DEXTROSE 5% AND s0DIUM CHLORIDE 0.9% IN PLASTIC CONTAINER

HOSPIRA EJHILDQML;f“HHZf]JGHL:“TWHGHIGﬁH;

POTASSIUM CHLORIDE SMEQ IN D
HOSPIRA HGH{lDﬂML:74.EHﬁfﬁEjMLrJ:BHc{luUH

ﬁﬁﬂflﬁ*F'"quG'LTJML:L;HﬂbfithL

POTASSTUM CHLORIDE SMEQ IN
HOSPIRA EGHIlEJHL:?#.EHGIlUJML;ADUHG'IUGH

=GM/100ML; 149MG/100ML; 300MG/ 100ML
POTASSIUM CHLORIDE SMEQ IN DEXTROSE 5% AND SODIUM CHLORIDE
HOSPIRA ﬁGH!lCDHL;Ti.bMJIlUGHL;QEOMGIIEDH

L
EGMJLUUHL:I%?EGILU?HL:QEDMGKlGﬂHL

POTASSIUM CHLORIDE SMEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.9%

HOSFPIRA ﬁGHHlDCHL:Ti.EHGELDUML;GﬂﬂHﬁfiﬂﬂﬂ
L
5GME1QUHL;IQEﬂGHlUDHL;QUﬁHG!IGﬂML

DEXTROSE; SODIUM CHLORIDE

INJECTABLE! INJECTION

5% AND SODIUM CHLO IDE 0.3

19691

(TROSE 5% AND SODIUM CHLORIDE ©,.225%

N1B365

N18365

H1BB7E

N18876

N18362

N18362

N15691

N196%1

DEXTROSE 2.5% AND SODIUM CHLORIDE 0.45% IN PLASTIC CONTAIMER

HOSPIRA 2 .5GM/100ML; 450MG/ 100ML

DEXTROSE 5% AND SODIUM CHLORIDE 0.225% IN PLASTIC CONTAINER
HOSPIRA 5GM/100ML; 225MG/ 100ML

DEXTROSE 5% AND SODIUM CHLORIDE 0.3% IN PLASTIC CONTAINER
HOSPIRA 5GM/100ML; 300MG/ 100ML

DEXTROSE 5% AND SODIUM CHLORIDE 0.45% IN PLASTIC CONTALNER
HOSPIRA SGM/100ML; 450MG/ 100ML

DEXTROSE 5% AND SODIUM CHLORIDE 0.9%% IN PLASTIC CONTAINER
ABBOTT SGM/100ML; 900MG/100ML

5GM/100ML; 200MG/ 100ML

HOSPIRA 5GM/100ML; 900MG/ 1 00ML

DIATRIZOATE MEGLUMINE

INJECTABLE; INJECTION

HYPRQUE
g GE HEALTHCRARE 304
RENO-DIF

+ BRACCO 304

DIATRIZOATE MEGLUMINE: DIATRIZOATE SODIUM

INJECTABLE; INJECTION
HYPAQUE-T&
# GE HEALTHCARE 66%;10%

DIAZEPAM

INJECTABLE; INJECTION

DIAZEPAM

# BAXTER HLTHCARE 5MG/ML
'] 5MG/ ML
] 5MG /ML
@ ELKINS SINN 5MG/ML
L] 5MG/ML
2 5MG /ML

Hlg0%6

N17606

N17799

N175B5
N17585
N17585

N16403

N10040

MBES0S

NT0312
H70313
NT0311
NTO312

MN70313

1IN

IH

009 Mar 24, 1988 May

I PLASTIC CONTAINER

pos Mar 28, 1988 May

007 Mar 28, 1988 May
PLASTIC CONTAINER

o0Ss Mar 28, 1988 May

009 Mar 28, 1988 May

0.45% 1IN PLASTIC CONTAIMER

008 Mar 28, 1988 May

0D4 Mar 28, 1988 May
PLASTIC CONTAINER
001 Mar 24, 1988 May

003 *Mar 24, 1988 May

001 May
001 May
001 May
001 May
001 Aug
0ol May
001 Rug
002 May
012 May
003 May

00l Dec 16, 1985 Aug
001 Dec 16, 1985 Aug
001 Dec 16, 1985 Aug
001 Dec 16, 1985 Aug
001 Dec 16, 1985 Aug

001 Dac 16, 1585 Aug

CAHN

CAHN

CRAHN

CAHN

CRHN

CAHN

CAHN

CAHN

CAHN
CAHN

DISC

CRLD

pISC

CAHN
CRHN
CAHN
CAHN
CAHRN
CAHN




RX DRUG PRODUCT
INJECTABLE; INJECTION
DIAZEPAM

HOSPIRA
AP PARENTA PHARMS

DICLOFENAC P

TABLET; ORAL
DICLOFENAC POTASSIUM

AB TORPHAEM

DICLOFENAC S0DIUM

GEL; TOPICAL
SOLARAZE

+ BIOGLAN PHARMA

+ BIOGLAN PHARMS CORP

SOLUTION/DROPS; OPHTHALMIC
VOLTAREN

T+ NOVARTIS

DICLOXACILLIN SODIUM

CAPSULE; ORAL
DICLOXACTLLIN SODIUM
SANDOZ

DICYCLOMINE HYDROCHLORIDE

CAPSULE; ORAL
DICYCLOMINE HCL
@ HALSEY
@ MUTUAL PHARM
TABLET; ORAL
DICYCLOMINE HCL
@ HALSEY
@ MUTUAL PHARM

DIDANOSINE
FOR SOLUTION; ORAL
VIDEX
+  BRISTOL MYERS SQUIBB

TABLET, CHEWABLE; ORAL
VIDEX
BRISTOL MYERS SQUIBBH

DIENESTROL

CREAM; VAGINAL
DIENESTROL
£ ORTHO MCNEIL PHARM

LIST ~ CUMULA

EQ 125MG BASE
EQ 250MG BASE
EQ 500MG BASE

5 o
T
B &

10MG /ML

100MG/PACKET
16TMG/PACKET
Z50MG/PACKET

- August

N20037

N20037

N61454
N6l4a54
HE1454

NB4505
HB4505

HB4600

Re4600

N20156
R2Z0155
N2D155

N20155

001
001

001
001

001

0ol

0ol
003

2004

Mar

Oct
Oct

Jul
Jul

28,
28,

2000

2000

391
1991
1991

1591

Mar

Aug

Aug

Mar
Mar
Mar

Aug
Rug

Aug
Aug

JUun

Jun

- R
. A
o
s Lt
NEw
“A>
>
RN
CAH
Cal
CAHN
CAHN
CAHN

CAHN

CAHN

CRAHN
CAHN




: 1G/M NZled8 Aug 26, i 4 Aug
"
)
A AF H " 1 1 1
e ¥ M i1 NE 3] AUg
'Y HOSPIRA ). 25MG /ML N4 | May L 1996 May
AF 25MG M M4 { 1 Aug 28, 199 May
AP ). TMG/MI N4008: 1 , 1996 May
!
] RAL
eOMG N19471 001 Jan £3, 1989 Jun DIS
@ 90MG N18471 002 Jan 23, 1985 Jur 1SC
7] 1 20MG HN19471 03 Jan 23, 1989 Jun DI3C
DI
aB3 1 120MG N76151 001 May 20, 2004 May HEWA
N76151 002 May 20, 2004 May MNEWA

AB3
RB3
RB3 OOMG 16151 Q04 May 20, 2004 HMay HEWA

DILTIAZEM

51 003 May 20,

@ BIOVAIL 60MG N74845 001 Sep 15, 998 Jun [
[C SOMG N74845 002 Sep 15, 19539 DISC
@ 120 N74845 003 ep 15, 1999 Jun DIsC
* MYLAN B0MG N74910 O D2, 1997
+ FOMG NT49 2, 199
+ 120MG NT4910 12, 199
@ TEVA B OMG NT4 :] 30, 1993 Jun DISC
[ HOMG NT4079 0, 1993 Jun DISC
* 120M NT4 9 30, 1993 Jun DISC
M74941 C apr 15, 1558 May
H75004 001 16, 2000 May
MNT5853 )01 Dac 17, } 2 May CAHN
N21392 001 Feb Ue, <UL
N21392 002 TFeb 06, <£0UJ
H21392 003 Feb 06, 2003
N21392 004 Feb Ub, £UUJ
N21392 5 Feb 06, 20023
B40519 )1 in 23, 2004 Ju
HEDE 1 n




RX DRUG PRODUCT LIST b CUMULATIVE SUPPLMENT 8 - August 2004 1-36

DIMYRISTOYL LECITHIN; PERFLEXAN

=

E; INTRAVENOUS

INJECTARL

IMAGENT

o SR 0.32MG/VIAL; 0. 092MG/VIAL NZI191 001 May 31, 2002 Feb Cax
DIPHENHYDRAMINE HYDROCHLORIDE

CAPSULE:; OBRAL
DIPHENHYDRAMINE HCL
>D> AR HALSEY 25MG NB4506 001 Aug CAH)
A> AR MUTUAL PHARM 25MG NB4506 001 Aug CAHN
INJECTABLE: INJECTION
DIPHENHYDRAMINE HCL
AP HOSPIRA SOMG/ML N40140 001 Nov 20, 1998 May CAHN

DIPYRIDAMOLE

| INJECTABLE; INJECTION

| DIPYRIDAMOLE

| >A> AP BAXTER HLTHCARE 5MG /ML N74521 001 ©ct 18, 1996 Aug CAHM
L (i >0> AP ELKTNS STNN 5MG/ML N74521 001 Oct 18, 1996 Aug CAHN
# AP ROSPIRA 5MG/ML N74801 001 Dpec 19, 19%7 May CAHN
|

[X]
-

P

| Wil DIRITHROMYCIN
TABLET, DELAYED RELEASE: ORAL

DYNABAC
| @ LILLY RES LABS 250MG N50678 001 Jun 19, 1995 Jul DISC

|
[ l. DISOPYRAMIDE PHOSPHATE

CAPSULE; ORAL

(] DISOPYRAMIDE PHOSPHATE

4 @ HALSEY EQ 100MG BASE NT0351 001 pec 17, 198% Aug CAHN
| >D> a EQ 150MG BASE N70352 001 Dec 17, 1985 Aug CAHN

I | >A> # MUTUAL PHARM EQ 100MG BASE N70351 001 Dec 17, 1985 Aug CAHN

>A> a EQ 150MG BASE N70352 001 Dec 17, 1985 Aug CAHN

| ]‘ DISULFIRAM
TABLET; ORAL

ANTABUSE
J| @ ODYSSEY PHARMS 250MG NO7BB3 003 Jun CAHN
[ S500MG NO7E8B3 002 Jun CAHN

DIVALPROEX SO0DIUM

TAELET, DELAYED RELEASE; ORAL
PEPAKOTE

|| ABBOTT EQ 125MG VALPROIC ACID N18723 003 Oct 26, 1984 Jan CRLI
EQ 250MG VALPROIC ACID N18723 001 Mar 10, 1983 Jan CRLE

I DOBUTAMINE HYDROCHLORIDE

| INJECTABLE; INJECTION
POBUTAMINE HCL

| AF HOSPIRA EQ 12.5MG BASE/ML N74086 001 wNov 29, 1993 May CAHN
i l AP EQ 12.5MG BASE/ML N74282 001 Feb 16, 1995 May CAHN
EQ 1.25GM BASE/100ML N74634 001 Sep 27, 1996 May CAHN

DOBUTAMINE HCL IN DEXTROSE 5%
+ HOSPIRA EQ 50MG BASE/100ML H202€8 001 oOcc 19, 1993 May CAHN

E/100M N202&% 002 OQct 19, 1993 May




= r 8 AUgQusTt 104 -
M1 NZ20Z269 03 Ly -'ll 1599 i3 AEN
‘r:".':.

M ! 2 33 cE 4 993 May AHN
J:I 5 - ] -  + L o33 ‘r'| I LII
oM N2D2 01 Oct 1%, 1 Ma Mt

MI ! 6 Jul 07, 1994 May

DOBUTREX

E 5 SE/ML Hlle - ' 15C

DOPAMINE H)
HE H

TNJ?I{'T:«:'..E:
DOPAMINE
AP + HOSPIRA \ OMG /M

AF May 43, 196 May
AP + K181 ooz Feb 04, 1%8 May AHN
N <« DUS Jul 0%, 1982 May AHP

ap  +

AP ¢ 160
DOPAMINE HCL IN DEXTROSE 5%

AR+ HOSPI 1. 6MG/ML H20542 001 Aug 30, 1995 May CAHN

RA 1.6M
] 1. 6MG/HML N20542 001 Rug 30, 1995 Jun DISC

DOPAMINE HCL IN DEXTROSE 53 IN PLAS
Ap +  HOSPIRA N18626 001 Sep 30, 1983 May CAHN

AP 5 N18826 002 Sep 30, 1983 May CAHHN

003 Sep 30, 1983 May *BHN

DOXAZOSIN

TABLET: ORAL
DOXAZOSIN MESYLATE
AB CLOMMEL HLTHCARE
AR EQ 2ZMG BASE M76161 002 Jun 10, 2004 Jun HEWA
AB EQ 4MG BASE

1MG BASE N76161 001 Jun 10, 2004 Jun NEWA

Jun MNEWA

4
10, 2004 Jun MNEWA

RB EQ

LORIDE

>0> @ HALSEY
D> @
»D> @
>D> @
R @
b @
*h> 1]

>R i

AR EQ 10MG BASE/ML N75924 001 Jan 15, 2004 Jan NEWA
> - - - Tand 3 - p 3R]
D> + 3 . ‘ Apr 01 394 Aug LARN

>R '

RE ok N20126 D01 Apr 01, 1994 Aug CAHN




B

]

YCLINE HYCLATE

CAPSULE,
DORYX

FH FAULDING CO LTD

CAPSULE; ORAL
CYCLINE HYCLATE

HALSEY

COATED PELLETS;

=1

CUMULATIVE

J. SUGH

10MG/VIAL

Z0MG/VIAL

SOMG/VIAL

ORAL

EQ 75MG E

R
BAS

EQ 100MG BASE

EQ 50MG BASE
EQ 100MG BASE

CYMBALTA

LILLY

R @ MUTUAL PHARM EQ 50MG BASE
7 @ EQ 100MG BASE
AEB WATSON LASBS EQ 50MG BASE
AB EQ 100MG BASE
>D> EQ 100MG BASE
.- % EQ 100MG BASE
DROPERIDOL
INJECTABLE; INJECTION
DROPERIDOL
AF HOSPIRA 2.5MG/ML
AP 2. 5MG/ ML
DROFERIDOL: FENTANYL CITRATE
INJECTABLE; INJECTION
FENTANYL CITRATE AMC WOPERIDOL
+ HOEPIRA 2.5MG/ML;EQ 0.05MG BASE/ML
B DULOXETINE
>B> CAPSULE: ORAL

PLM

N208 U2 Apr 23, 2004 Apr

N 167 1 Ju L

Na0467 003 May 20, 1985 un 0

H20487 OO0 Jun DI

NE5041 001 Apr 28, 2000 Apr CaH

HE5041 002 Apr 28, 2000 Apr CAHN
Aug 13, 2001 Jul CAHN

N50582 002
0

J1 Jul 22, 1985

Jul

H50582 0

1963
1983

CRHHN

NeZ2418 001 Jan 28, 1983 Bug CAHN
N&2418 002 Jan 28, 1983 Aug CAHN
N61717 001 Apr CREN
NE1T17 002 Apr CAHN
H62391 001 Sep 30, 1982 Aug CaAHN
NEZ391 001 Sep 30, 1982 Aug CAE!

Feb 29, 1988 May CAHN

1995 May

N71981

N12272

AUG

NT1%82 001 May 04, 1988 May CAHN
N2142 I NEWA
N21427 002 NEWR
N21427 Q04 NEWA




P

AX DRUG FPRODUCT LIST - CUMULATIVE SUPPLMENT

CREAM; TOPICAL
ECONARZOLE HITRATE

EOETATE DISODIUM
INJECTABLE: INJECTION
ENDRATE
AP + HOSPIRA 150MG /ML
INJECTABLE; INJECTICH
EDROPHONIUM CHLORIDE
AP HOSPIRA 10MG/ML
EFAVIRENZ
TABLET; ORAL
SUSTIVA
@ BRISTOL MYERS SQUIEB I00MG
EFLOANITHINE HYDROCHLORIDE
CREAM: TOPICAL
VANIQA
B SKINMEDICA 13.9%
SA> EMTRICITABINE: TENOFOVIE DISOPROXIL FUMARATE
R TABLET; ORAL
B> TRUVADA
*h> * GILEAD 200MG; 300MG
ENALAPRILAT
INJECTABLE; IMJECTION
ENALAPRILAT
AP HOSPIRA 1.25MG/ML
AP 1.25MG/ML
EPIMEPHRINE
IMJECTABLE; INTRAMUSCULAR, SUBCUTANEOUS
EPTNEPHRINE
“ HOLLISTER STIER LABS EQ 0.13MG fDELIVERY
EPINEPHRINE; LIDOCAINE HYDROCHLORIDE
INJECTABLE: INJECTION
LIDOCAINE HCL AND EPINEPHRIME
AP HOSPIRA 0.005MG/ML:0.5%
AP 0.005MG/ML; 1%
AP 0.005MG/ML;1.5%
AP 0.005MG/ML;1.5%
hp 0.005MG/ML;1.5%
AP 0.005MG/ML: 2%
AP 0.01MG/ML; 1%
AP 0, 01MG/ML; 2%
5
AL SYSTEM KIT

1.05SMG/PATCHE; 100MG/PATCH

o

August
N7647% 001
H11355 001
N40131 001

N21360

N21145

N21752

N75456
N75458

NZ20800

NB9E35
ME9G49
NEBST1
NEGE4S
NB2650
HESES

NEOE4S

1

HNEded6

N21504

001

001
Dol

00l
001
o001
001
Dol
001
001
001

2004

)
)
-

Jul

Aug
Aug

May

May

y 24,

R1,

o0z,

a7
Far

22,

28,

AR
2004

1998

2004

2000
2000

1988
1968
1985
1988
1988
1488
1988
1988

Jun

May

May

Jun

Jul

Aug

May
May

May

May
May
Hay
May
May

May

May

NEWA

CAHN

CRHN

DISC

CAHN

NEWA

CAHN
CAHN

CAHN
CARHN
CAHH
CAHN
CAHN
CAHN
CAHN
CAHN









'PLMENT 8 = August 2004 1=-4:

-
-
It
v
=
il
v ]

RX DRUG PRODUCT LIST - CUMULATIVE

ESTROGENS, CONJUGATED SYNTHETIC B

TABLET:; ORAL
ENJUVIA
DURAMED

@ 1.25

ETHAMBUTOL

TABLET: ORAL
MYAMBUTOL

@ ELAN PHARMS 100MG 01 Feb ‘CAu

' a 200MG 00z Feb CAHN
| ] $00MG N16320 003 Feb CAHN
[ @ 500MG N16320 004 Feb CAHN

May CMFr

g 200MG N16320 00: May

AR 400MG N16320 003 May
@ 500MG N16320 004 May CAHN

t AR STAT TRADE 100MG N16320
|

MI ETHINYL ESTRADIOL

TABLET; ORAL
ESTINYL
@ SCHERING 0.02MG NO5292 Q01 Apr DIsC
@ 0.05MG NO5292 002 Apr D
@ 0.5MG N05292 003 Apr DISC

| ETHINYL ESTRADIOL; LEVONORGESTREL

I TABLET; ORAL
PREVEN EMERGENCY CONTRACEPTIVE KIT

! @ DURAMED 0.05MG;0.25MG N20946 001 Sep 01, 1998 Jul
* 0.05MG;0.25MG N20946 001 Sep 01, 1998 Feb iM

TABLET; ORAL-21

>0 ALESSE

>D> ABl =+ WYETH PHARMS INC 0.02MG; 0. IMG N20683 001 Mar 27, 1997 Aug DISC
*A> @ 0.02MG; 0. 1MG N20683 001 Mar 27, 1997 Aug DISC

W
-
W

AVIANE-21
»D>  AB1 DURAMED PHARMS BARR 0.02MG:0.1MG N75796 002 Apr 30, 2001 Aug CRLD
. 1MG N7579¢ 002 BApr 30, 2001 BAug CRL

W
b
.
(=
(=
[
=
o
=]

LEVLITE
| AB2 + BERLEX 0.02MG;0.1MG N20BE0 001 Jul 13, 1998 May CTE

TABLET; ORAL~-28
[ | ALESSE
ABL + WYETH PHARMS INC 0.02MG: 0., 1MG N206B3 002 Mar 27, 1997 Jul CRL!

LESSINA-28
AB2 BARR
LEVLITE
AB2 + BERLEX 0.0
RBZ 0.
>D> TRIPHASIL-28
*D>  RB WYETH PHARMS INC 0.03MG;0.04MG; 0. 03MG; 0. 05ME; 0. 125 N19180 001 Nowv 01, 1984 Aug PpDISC
MG: 0.075MG
A @ 0.03MG, 0.04MG, 0. 03MG: 0. 05MG, 0.125 N19190 001 Wow 01, 1984 Aug DIS

[ MG, 0.075MG

N75803 002 Mar 20, 2002 May CTEC

=
-
"
=
[T,
-
—
=
(3]

N20860 002 Jul 13, 1998 Jul

o
ha
&
e
5
-
'
(]

N20860 002 Jul 13, 1998 May

(=
S
=
&1
=]
4
(%]
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STHINYL ESTRADIOL: NORETHINDRONE

TABLET; ORAL-21

BALZIVA-21

- BARR 0.035MG; 0. 4MG N76198 001 Apr 22, 2004 Apr NEWA
OVCON-35

AB +  WARMER CHILCOTT 0.035MG; 0, 4MG N18127 001 Apr CFTG

TABLET: ORAL-28

BALZIVA-28 ;

AB BARE 0.035MG; 0. 4MG N76238 001 Apr 22, 2004 Apr NEWA
ORTHO-NOVUM 1/35-28

AB 4+ ORTHO MCNEIL PHARM 0.035MG; 1MG M17919 002 Mar CRLD
OVCON-35

AB ¢ WARNER CHILCOTT 0.035MG; 0. 4MG H1771€ 001 Apr CFIG

ETHINYL ESTRADIOL NORETHINDRONE ACETATE

TABLET; ORAL

FEMHET
>0 +  GALEN CHEM 0.005MG; 1MG N21065 002 Oct 15, 1999 Aug CAHN
SR> +  WARNER CHILCOTT 0.005MG; 1MG M21065 002 Oct 15, 1999 Aug CAHN

TABLET; ORAL-21
ESTROSTEP Z1

>D> # GALEN CHEM 0.02MG; 0. 0IMG; 0. 035MG; 1MG; 1MG; 1IMG  N20130 001 Oct 09, 1996 Aug CAHN

A> @ WARNER CHILCOTT 0.02MG,0,03IMG, 0. 035MG; 1IMG, 1MG, 1MG  N20130 001 Oct 09, 1996 Aug CAHN
LOESTRIN 21 1.5/30

»D> AB + GALEN CHEM 0.03MG:1.5MG N17875 001 Aug CAHN

*»A> AR+ WARNER CHILCOTT 0.03MG;1.5MG M17875 001 Aug CAHN
LOESTRIN 21 1/20

>D> AB 4+ GALEN CHEM 0.02MG; 1MG N1787& 001 Aug CAHN

*A> AB + WARNER CHILCOTT 0.02MG; 1MG N17876 001 Aug CAHN

TABLET; ORAL-28
ESTROSTEP FE

b * GALEN CHEM 0.02MG:0.03MG; 0. 035MG; 1MG; 1MG; 1MG  N20130 002 oOct 08, 1996 Aug CAHN
>A> +  WARNER CHILCOTT 0.02MG,0.03IMG, 0. 035MG; 1MG, 1MG, 1MG  N20130 002 oOct 09, 1996 Aug CAHN
LOESTRIN FE 1.5/30
D> AB +  GALEN CHEM 0.03MG;i1.5MG N17355 001 Aug CAHN
£V +  WARNER CHILCOTT 0.03MG; 1.5MG N17355 001 Aug CAHN
LOESTRIN FE 1/20
D> AR 4+ GALEN CHEM 0.02MG; 1MG N17354 001 Aug CAHN
>A> AB +  WRARNER CHILCOTT 0.02MG; 1MG N17354 001 Rug CRHNE
& ETHINYL ESTRADIOL: NORGESTIMATE
i TAELET; ORAL-28
, ORTHO TRI-CYCLEN LO
I'- + ORTHO MCHEIL PHARM 0.025MG, 0. 025MG, 0.25MG;0.18MG, 0.2 H21241 001 Aug 22, 2002 Jun CAHN
Y 5MG, 0.215MG
PREVIFEM
AB ANDRX PHARMS 0.035MG; 0.25MG W76334 001 Jan 0%, 2004 Jan NEWA
TRI-PREVIFEM
AR ANDRX PHARMS 0.035MG, 0.035MG, 0.035MG;0.18MG, 0. N76335 001 Mar 26, 2004 Mar NEWA

215MG, 0. 25MG

ETHINYL ESTRADIOL:; NORGESTREL

TABLET; ORAL-21

LO/OVRAL
WYETH PHARMS INC 0.03MG;0.3MG N17612 001 Rug DISC
0.03MG;0.3MG N17612 001 Aug DISC



















>D>

>b>

>0

>0

>A>

»A>

>A>
*A>

*A»
>0

>0

EEbb BB

AP
AP
AP
AP
AP

RX DRUG

INJECTABLE; SUBCUTANE
GONAL-F

+ SERONO INC
GOMAL-F RFF PEN
SERONG INC

INJECTABLE;
VITRAVENE

+ NOVARTIS

INJEC

FONDAPARINUX SO

INJECTABLE: SUBCUTANE
ARIXTRA

* FONDA BV

-

+ #

GLAXOSMITHELINE

-

FOSINOFRIL SODIUM

TABLET; ORAL
FOSINOPRIL
ECHN

SODI UM

RAN

o
]

AKY

FROVATRIPTAN SUCCINATE

TABLET:

FROVA
+ ENDO PHARMS
* VERNALIS

ORAL

FUROSEMIDE

INJECTABLE:; INJECTION
FUROSEMIDE

HOSPIRA

TABLET;
FURCSEMIDE

ORAL

FRODUCT

o7 il
’ Fat Bena
ip&dd 1 vinl
| Iu 5M1
45( SM1
800 TU/1.5M1
REE

6. 6MG /ML

2.5MG/0. oML
SMG/ 0. 4ML
SMG/0 . 4ML

7.5MG/0, eML
7.5MG/0. 6ML

10MG /0. BML
10MG /0. BML
2.5MG/0.5ML
ESMG/0 . 4ML

7.5MG/0. 6ML

10MG /0. BML

10MG
20MG
A0MG
10MG
20MG
40MG

0 2.5MG BASE
0 2.5MG BASE

10MG /ML
10MG/ML
10MG/MI
10MG /ML

10MG /ML

0MG

4
01
1
0ol

N21345
45
N21345

NT6483
NT6483
NT6483
NTESB0
N76580
N76580

N21006
N21006

nN210086

ool
002
o003
001
poz

D03

D01
001

003

Dec

May

May 2

May

May

May 5

May
Dec
May
May
May

Hov
Nowv

Howv

28,

-
&8,

28,

oa,
08,

2004
2004
2004
2004
2004
2004

1985

jan

Aug
hug
May
ARug
May
Aug
May
Aug

=
AUg

Aug
Aug
May

HNEWA

NEW?

CAHN

CAHN
CAHN
NEWA
CRHN
NEWA
CAHN
NEWA
CAHH
CAHN
CAHN
CAHHN

NEWA
NEWA
HEWA
HEWA
NEWA

HEWA

CAHN
CAHN

CAHN

CAHN
CAHN

CAHN




200MG/SHL

4 1
=

X 3

I L - L

NTE 4§

BT E .k 073
Niell 1

NEZ420 001

"AINER

r

b

wn

RS
=3

w

ot
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INJECTABLE; INJECTION
CENTAMICIN SULFATE IN 50DIUM CHLORIDE 0.9% IN PLASTIC CONTAINER

AP HOSFIRA EQ 90MG BASE/100ML N62414 009 Aug 15, 1983 May CAHN
@ EQ 90MG BASE/100ML NG62588 009 Jan 06, 1986 May CAHN
= EQ 100MG BASE/100ML NG62414 010 Aug 15, 1983 May CAHN
@ EQ 100MG BASE/100ML NG625B8 010 Jan 06, 1986 May CAHN
OINTMENT; OPHTHALMIC
GENTAMICIN SULFATE
AT ¢  AKORN EQ 0.3% BASE ME4093 001 Aug 31, 1935 Jul CFTG
AT ALTANA EQ 0.3% BASE NE5024 001 Jul 30, 2004 Jul NEWA
SOLUTION/DROPS; OPHTHALMIC
GARAMYCIN
AT +  SCHERIKG EQ 0.3% BASE N50039 002 Jan CDFR
GENTAMICIN SULFATE
AT ALTANA EQ 3% BASE NE5121 001 Jan 30, 2004 Jan NEWA
GLIPIZIDE
TABLET; ORAL
GLIPIZIDE
sb> AB DURAMED PHARMS BARR  5MG N74550 001 Sep 11, 1957 Aug CAHN
sb> AB 10MG NT74550 002 Sep 11, 1997 Aug CRHN
sA> AB KALI LABS 5MG N74550 001 Sep 11, 1997 Aug CRHN
*A> AR 10MG N74550 002 Sep 11, 1997 Aug CAHN
GLUTAMINE
FOR SOLUTION; ORAL
NUTRESTORE
4  HNUTRITIOMAL RESTART  5GM/PACKET N21667 001 Jun 10, 2004 Jul CMS2
GLYBURIDE; METFORMIN HYDROCHLORIDE
TABLET; ORAL
GLUCOVANCE
AB BRISTOL MYERS SQUIBB 1.25MG:250MG N21178 001 Jul 31, 2000 Feb CFTG
B 2.5MG; 500MG NZ21178 002 Jul 31, 2000 Feb CFTG
AB + SMG; S00MG N21178 003 Jul 31, 2000 Feb CFTG
GLYBURIDE AND METFORMIN HCL
hB IVAX PHARMS 1.25MG; 250MG N76345 001 Feb 18, 2004 Feb MNEWA
AB 2.5MG;: 500MG N76345 002 Feb 1B, 2004 Feb NEWA
AB SMG; S00MG N76345 003 Feb 18, 2004 Feb NEWA
GLYCINE
SOLUTION; IRRIGATION
GLYCINE 1.5% IN PLASTIC CONTAINMER
AT HOSPIRA 1.5GM/100ML N17633 001 May CAHNM
AT 1.5GM/100ML N18315 001 May CAHN
»
GLYCOPYRROLATE
INJECTABLE; INJECTION
GLYCOPYRROLATE
B HOSPIRA 0.2MG/ML NB9393 001 Jun 15, 1988 May CRHN
=

GONADORELIN HYDROCHLORIDE

T e

INJECTABLE; INJECTION
FACTREL
@ BAXTER HLTHCARE CORP EQ 0.1MG BASE/VIAL M18123 001 Sep 30, 1982 Jun DISC




AL

AF

Aug
Aug

Aug

Aug
Aug
o
AUg
AUg

APT

May




AP HOSPIRA 0 UNITS/ML MOS5264 M
AP 0 UNITS/ ML H4008 Fek Ma
AP NBBOO7 hpr 2f iM
' - ] 1 ] ]
AP i X TH
3 wai 01 HMa HE

AP

AP HEBOSE | Apr 28, 1983 Ma CAHN

AP NE [ Ma 8, 1983 Ma HH
HEPARIN LOCK FLUSH IN PLAS

AP HOSPIRA 015 May 21, 1985 M CAHY

) INIT M1 BO5264 016 Me: 1985 May AHD

AP

500 UNITS/ML

] 2,500 UNITS/MI

0y AP +
A

UNITS /ML 28, 1983 May CRHN

AP + z

AP 5,000 DNITS/ML
] 10,000 UNITS/ML
@ LILLY 10,000 DHNITS/ML

&, 1983 May CAHN
26, 1996 May CRHN
Jun DISC

HEPARIN SODIUM 1,000 UNITS IN SODIUM CHLORIDE Q.9% IN PLAST

AP HOSPIRA 200 UNITS/100ML 23, 1989 May CAHN
EEPARIN SODIUM 10,000 UNITS IN TROSE 5%
@ HOSPIRA 10,000 UNITS/100ML K16311 0
KEPARIN SODIUM 10,000 UNITS IN DE
AP HOSPIRA 10,000 UNITS/10
HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.43%
@ HOSPIEA 10,000 UNITS/100ML N18911 001 Jan 30, 1985 May CAHN

0% Jan 30, 1945 May CAHN
FLASTIC CONTAINER

N19339 003 Mar 27, 1985 May CRHN

g 10,000 UNITS/100ML N1l@316 00 Jan 31, 1984 May CAHN

HEPARIM SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.9%
@ HOSPIRA 10,000 UNITS/100ML ¥18911 003 Jan 30, 1985 May CRHN
(] 10,000 ONITS/100ML N18916 002 Jan 31, 1584 May CAHN

S IN DEXTROSE 5%

HEPARIM SODIUM 12,500 OUN
@ HOSPIRA 5,000 UNITS/100ML W18911 007 Jan 30, 1985 May CAHN

Lr

HEPARIN SODIUM 12,500 UNITS IMN DEXTROSE 5% IN PLASTIC CONTAINER
HOSPIRA 5,000 UNITS/ g
HEPARIN SODIUM 12,500 UNITS IN SODIUM
HOSPIRA 5,000 UNITS/1

1885 May CAHN

N18916 006 Jan 31, 1984 May CAHN

HEPARIN SODIUM 12,500 UNITS IN SODIUM (

@ HOSPIRA 5, O

@

HEPARIN SODIUM 2,000
AP HOSPIRA

HEPARIN SODIUM 20,000
AR HOSPIRA

HEPARIN SODIUM 25,000

€ HOSPIRA

[

HEPARIN SODIUM 25,000 UMITS IN DEXTROSE 5% IN PLASTIC CONTAINER
i HOSPIRA 5,000 UNITS/100MI N13
Ap 5,000 UNITS/100ML N1GB0S 002 Jan 25, 1989 May
d 10,000 UMIT!

M1 a2 -..! '| r-.:l r; _]a:_l !,‘ I_;,Q T 1."'!"!'," 'Tr'lf'"\]
N18916 003 Jan 31, 1984 May CAHN
DIUM CHLORIDE 0.9%% IN PLASTIC

F100M

23, 1989 May CARHN

I

N18%911 008 Jan 30, 1985 May CAHN

HEPARIN SODIUM 25,000 UNITS IN 500

IRA 5,000 UNI

HOSP

y - " H18 I 5):] 3n B84 May AHP
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L . TN i IMTIT T e E 1
) ST HNITS /ML " \ -
MITE /T ' 5 . 1 54 Ma
BT = 4
MOS5264 ADT 86 Ma
NOS264 4 - ) Ma
: NBSE 4, 1587 Ma
|
N 64 Ma
N 20 d o
N 64 007 Ma .
E4 QOB M,
{ NOS2E4 . i o
Il
| ] 101 05, 2004 May NEKW:2
AT IME o
| C (] Y 10MG I8 1 11 1985 Aug 1
C 4 184 L Aug X
‘] LoMe uEd !
: MEBT29 001 Apr 11, 1985 Aug i
2 4 1OMG NBETZE 01 11, 1985 Aug ¥
B, ] M NE410¢ A
) a DM NE4 Aug !
= @ 100MG HBESs ¥ 001 11, 5 Aug !
| | HYT
|
|
NBES )1 Apr 10, 1984 a 1
= NEE r 1 184 RAug
0
| . =
| ! HALSE ¥ NE3G -} 1
‘ ! SOM HE39T: 2 AuUg !
L ] ! ) 00 3 X1 s v
3 d MUTUAL PHABRM TLEL 11 A
TOAL F i 1 AL
A i Hg 34 Aug
37 003 Aug A




B

. ROTHIAZIDE; METOPROLOL TARTRATE
BYDROCHLO

TABLET; ORAL
LOPRESSOR HCT
NOVARTIS 25MG; 50MG
25MG; S50MG
25MG; 100MG
25MG; 100MG
SOMG; 100MG
50MG; 100MG
METOPROLOL TARTRATE AND HYDROCHLOROTHIAZIDE
MYLAN 25MG; 50MG
25MG; 100MG
SOMG; 100MG

HYDROCHLORCTHIAZIDE: QUINAPRIL HYDROCHLORIDE

TABLET; ORAL
RCCURETIC
AB PFI1ZER FPHARMS 12.5MG;EQ 10MG BASE
B 12, 5MG;EQ 20MG BASE
B 25MG; EQ 20MG BASE
QUINARETIC
AMIDE PHARM 12.5MG;EQ 10MG BASE

12.5MG;EQ 20MG BASE
25MG:EQ 20MG BASE

. HYDROCHLOROTHIAZIDE: SPIRONOLACTONE

h TABLET; ORAL
. SPIRONOLACTONE AND HYDROCHLOROTHIAZIDE
> Al HALSEY 25MG; 25MG
MUTUAL PHARM 25MG; 25MG

HYDROCHLOROTHIAZIDE: TELMISARTAN

* TABLET:; ORAL
. MICARDIS HCT
g BOEHRINGER INGELHEIM 12.5MG:B0MG
e 25MG; BOMG
) ]

&
»

. HYDROCODONE BITARTRATE; IBUPROTEN

-_' | TABLET; ORAL

HYDROCODONE BITARTRATE AND IBUPROFEN
INTERPHARM SMG; 200MG

+

| CREAM; TOPICAL
HYDROCORTISONE
VINTAGE FHRRMS 2.5%
IOCORTISONE ACETATE; PRAMOXINE HYDROCHLORIDE

. AEROSOL, METERED; TOPICAL

BOCA PHABMA 1%;:1%

RX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT

HYDROCORTISONE ACETATE 1% AND PRAMOXINE HCL 1%

= hAugust 2004

N1B303
N18303
N1E8303
N1B303
N18303
N1B303

N76752

NT76732
H76752

N20125
N20125
N20125
N76374

NT78374
N76374

na7267
NB7267

N21162
N21162

NT6642

N40503

HB9440

a0l
001
002
ooz
003
003

ool

0oz
003

001
ooz
003
001

0oz
003

001
001

002
003

o002

001

001

Aug
Aug
Aug

Mar

Nowv
Apr

Mar

Mar

May

31,
b b
31,
31
a1,
31,

20,

20,

20,

28,
28,
28,
a,

31;
31,

17,
19,

18,

12,

17,

1984
1984
1284
1984
1984
1984

2004

2004
2004

1823
1999
1923
2004

2004
2004

2000
2004

2004

2004

1988

Aug
Aug
Aug
Aug
Aug
Aug

Rug

Aug
Aug

Mar
Mar
Mar

Aug

hug

May
May

Mar

Apr

CFTG
CFTG
CFIG

HEWA
NEWA
NEWA

CAHN

CRLD
NEWA

NEWR

NEWAR

CAHN




AP
AF
ARE

AP

SUPPLMENT

HOSPIRA EQ

'DROCHLORIDE

HYDROMORFPHONE H)

INJECTION
E HCL

INJECTABLE;
HYDROMORPRC
HOSPIRA

10MG/ML

HYDROXYZINE HYDROCHLORIDE

INJECTABLE; INJECTION
HYDROXYZINE HCL

HOSFIRA 25MG /ML

TABLET; ORAL
HYDROXYZINE HCL
ARBLE

@ HALSEY

@ 100MG
@ MUTUAL PHARM 10MG
" T E

IBUPROFEN
TABLET; ORAL

I1BUPROFEN

# BARR

@ 600MG

400MG

@ A00MG
@ MUTUAL PHARM 400MG
{2 600MG

e BOOMG

 BERL =T 8 -1
K19 I

N74598

NET416
NE&821

NBT7546

L

N40355

N4D562

N40563

NBE40S

001

001

001

Jun

May

01,

14457

e s

200

Ay
FAVLL

1983
1983
1983
1983
1583
1983
1983
1983

May
May
May
May

May

May

C Ak
A
sy

CAKEN
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LN R¥X DRUG PRODUCT

INAMRINONE LACTATE
INAMRINONE LACTATE
IﬂJEETlBLE: INJECTION

AMRINONE
RE HOSPIRA
TNDOMETHACIH
e
CAPSULE; ORAL
INDOMETHACIN
cad HALSEY
?ﬂ?ﬂnﬁ -
»D> e
3 @ MUTUAL PHARM
e
A ¢
-1
INSULIN ASPART RECOMBINANT
p INJECTABLE; SUBCUTANEOUS
ROVOLOG
+ NOVO NORDISKE

INJECTABLE; INJECTION
LANTUS
* AVENTIS PHARMS

INJECTABLE: SUBCUTANEQUS
APIDRA

X +  AVENTIS PHARMS
- @

!!g!hl“ GLARGINE RECOMBINANT

LIST = CUMULATIVE SUPPLMENT

EQ 5MG BASE/ML

100 UNITS/ML

100 UNITS/ML

INSULIN GLULISINE RECOMBINANT

100 UNITS/ML
100 UNITS/ML

- Angust 2004

NT4616

NT0067
NT0068
N70067
NT0068

N20986

N21081

N21629
N21629

" INSULIN LISPRO PROTAMINE RECOMBINANT; INSULIN LISPRO RECOMBINANT

INJECTABLE; INJECTION
o HUMALOG MIX 50/50
+ LILLY
HUMALOG MIX 75/25
* LILLY

IRSULIN LISFRO RECOMBINANT

 INJECTABLE:

HUMALOG
4+ LILLY
HUMALOG PEN
B LTLLY

INJECTION

IODIKANOL

INJECTABLE: INJECTION
VISIPAQUE 270
GE HEALTHCARE
VISIPAQUE 320
GE HEALTHCARE

1D0L

INJECTABLE; INJECTION
" 10PAMIDOL-200
HOSPIRA

50 UNITS/ML:;S50 UMITS/ML

75 UNITS/ML;25 UNITS/ML

100 UNITS/ML

100 UNITS/ML

554

65.2%

41

N21018

N21017

N20563

H20563

H20808

N20808

H74898

ool

001
001
001
001

001

001

ool
00l

001l

001

ool

oa2

001

ooz

bol

Aug

Jun

Apr

Apr

Jun

hug

Aug

Aug

Dec

03,

03,
03,
03,
03,

07,

20,

16,
16,

22,

22,

14,

086,

29,

23,

30,

1998

1986
1986
1986
1586

2000

2000

2004
2004

1959

1999

1996

1558

1997

1997

1997

1-57

May

Aug
Aug
Aug
Aug

May

May

Apr
Jun

May

May

May

Jun

Jun

May

CAHN

CAHN
CAHN
CAHN

CAIN

CAIN

NEWA
DISC

CAIN

CAIN

CRIN

CAIN

CMFD

CMFD

CRHN




AP
AP

AP
AP

AP

AN

AN

A N [ TN RN S

RX DRUG PRODUCT

INJECTABLE; INJECTION

IOPAMIDOL-200

LIST = CUMULATIVE SUPPLMENT

IN PLASTIC CONTAINER

HOSPIRA §1%
IOPAMIDOL-250
HOSPIRA 511
514
IOPAMIDOL~-250 IN PLASTIC CONTAINER
HOSPIRA 51%
I0PAMIDOL~-300
HOSPIRA &lh
618
IOPAMIDOL-300 IN PLASTIC CONTAINER
HOSPIRA 614
6l%
IOPRMIDOL-370
HOSPIRA T6
T6%
IOPAMIDOL=3T70 IN PLASTIC CONTAIMER
HOSPIRA T6%
ICPANCIC ACID
TABLET: ORAL
TELEPAQUE
@ GE HEALTHCARE S500MG
IOPROMIDE
INJECTABLE; INJECTION
ULTRAVIST (PHARMACY BULK)
* BERLEX 49.9%
+ e2.3%
+ T6.59%
IOTHALAMATE MEGLUMINE; TOTHALAMATE SODIUM
INJECTABLE; INJECTION
VASCORAY

@ MALLIMCKRODT

IPRATROPIUM BROMIDE

SOLUTION; INHALATION
IPRATROFPIUM BROMIDE
HOLOPACE INTL

I SOFLURANE
LIQUID: INHALATION
ISOFLURANE
HOSPIRA

ISONIAZID

INJECTABLE; INJECTION
NYDRAZID

* SANDOZ

TABLET:; ORAL
ISONIAZID
B AXIOM. PHARM

@ MUTDAL PHARM

0.02%

99, 9%

100MG /ML

100KG
300MG
100MG

B

- August

N74636 001
NT74898 002
N75005 001
N74636 002
NT4E98 003
N75005 002
N74636 003
H74637 001
N74898 004
N75005 003
NT4636 004
NOBO32 001
N21425 DOD3
N21425 00

N21425 002
N16783 001
N75693 001
N74097 001
NDB&62 001
NBO136& 001
NB3I633 001
MBO136 001

Dec 30,

Dec 30,
Feb 24,

Dec 30,

Mar 12,
Sep 20,
Sep 20

Jan 26,

Jan 25,

2004
2002
2002

1-58
May Ca
May BH
May R
May CA
May
May Rl
May CAHN
May CAH
May CRH
May CAHN
May AEN
May DI
Mar NEWA
Mar CPOT
Mar CPCT
Jun DIS
Apr CAHN
May CAHN
Fab “AH!
Aug

Rug
Rug




p¥ DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT 8 - August 2004 1-59

TABLET; ORAL

ISONIAZID
ia MUTUAL PHARM 300MG NB3633 001 Bug CAHN
»A?
ISOPROTERENOL HYDROCHLORIDE
INJECTABLE; INJECTION
ISOPROTERENOL HCL
HOSPIRA 0.02MG/ML N§3283 001 May CAHN
AP 0. 2MG /ML NB3i346 001 May CAHN
1SUPREL
AP + HOSPIRA 0.2MG/ML H10515 001 May CAHN
1SOSORBIDE DINITRATE
TABLET; ORAL
ISOSORBIDE DINITRATE
0> @ HALSEY 5MG NBE166 002 Sep 19, 1986 Aug CAHN
AR a 10MG NEE169 001 Sep 19, 1986 Aug CAHN
s ] 20MG NBE167 D01 Sep 19, 198& Aug CAHN
S0> ] 30MG NABT564 001 Sep 18, 1986 Aug CAHN
>A> @ MUTUAL PHARM 5MG NBE166 002 Sep 19, 1986 Aug CAHN
»A> 2 10MG MBEE169 001 Sep 19, 1986 Aug CAHN
SA> [ 20MG NEE167 001 Sep 19, 1986 Aug CAHN
A5 ] I0MG NET564 001 Sep 18, 1986 Aug CAHN
TABLET; SUBLINGUAL
{SOSORBIDE DINITRATE
SO @ HALSEY 2.5MG NE4204 001 Sep 18, 1986 Aug CAHN
>0 @ 5MG NEE168 001 Sep 18, 1986 Aug CAHN
»D> @ 10MG NB7545 001 Sep 1B, 1986 Aug CAHN
> @ MUTUAL PHARM 2.5MG NB4204 001 Sep 1B, 1986 Aug CAHN
> [ 5MG NEG168 001 Sep 18, 1986 Aug CAHN
> ] 10MG ME7545 001 Sep 18, 1986 Aug CAHN
1SOSORBIDE MONONITRATE
TABLET, EXTENDED RELEASE; ORAL
TMDUR
hB SCHERING PLOUGH 10MG N20225 001 Aug 12, 1993 Apr CRLD
AB GOMG N20225 002 BAug 12, 1993 Apr CRLD
ITRACONAZOLE
CAPSULE; ORAL
ITRACONAZOLE
AB EON 100MG N76104 001 May 2B, 2004 May NEWA
SPORANOX
AR+ JANSSEN PHARMA 100MG 20083 D01 Sep 11, 1992 May CFTG
KETAMINE HYDROCHLORIDE
INJECTABLE:; INJECTION
EETAMINE HCL
hp HOSPIRA EQ 50MG BASE/ML 74549 001 Jun 27, 1996 May CAHN
Ap EQ 100MG BASE/ML N74549 002 Jun 27, 1996 May CAHN
RETOCONAZOLE
CREAM; TOPICAL
KETOCONAZOLE
hB ALTANA 2% N76294 001 Apr 28, 2004 Apr NEWA
AE  +  TEVA 2% NT15581 001 Apr 25, 2000 Apr CRLD




RX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT & - August 2004 1=61
| CREAM; TOPICAL
| NIZORAL
@ JANSSEN PHARMA 2% N19084 001 Dec 31, 1985 Apr DIse
SHRAMPOO; TOPICAL
KETOCONAZOLE
(M AR CLAY PARK 24 N76419 001 Jan 07, 2004 Jan NEw
| | NIZORAL
(l AB 4 MCNETL CONS SPECLT 24 N19927 001 Aug 31, 1990 Jan CFrq
SUSPENSION; ORAL
NIZORAL
| @ JANSSEN PHARMA 100MG/5ML N70767 001 Mowv 07, 1986 Jul CAHy
TABLET; ORAL
NTZORAL
' AB 4 JRNSSEN PHARMA Z00MG N1B533 001 Jul CAuy
KETOROLAC THOMETHAMINE
INJECTABLE; INJECTION
KETOROLAC TROMETHAMINE
AP AMFHASTAR FPHARM 15MG /ML N76209 001 .Jul 21, 2004 Jul NEWR
Il AP 30MG /ML N76209 002 Jul 21, 2004 Jul NEWA
i AP APOTEX L5MG /ML RT76722 001 Jul 27, 2004 Jul NEWA
I AP 30MG/ML N76722 002 Jul 27, 2004 Jul NEWA
I AP BRXTER HLTHCARE 15MG/ML N75772 001 Jul 21, 2004 Jul NEWA
' AP I0MG/ML N75772 002 Jul 21, 2004 Jul NEWA
| AP+ BEDFORD 1SMG/ML N75222 001 RApr 26, 1999 Jan CELD
4! AP+ 30MG/ML N75222 002 BApr 26, 1998 Jan CRLD
ﬁ‘ @ HOSPIRA 15MG /ML N74B01 001 Jun 05, 1997 May CAHN
' AP 15MG /ML N74802 001 Jun 05, 1997 May CAHM
' AP 15MG/ML N74993 001 Jan 27, 1999 May CAHN
I ] 30MG /ML N74801 002 Jun 05, 1997 May CAHN
AP 30MG /ML NT74802 002 Jun 05, 1997 May CAHN
| AP I0MG/ML N74993 002 Jan 27, 1999 May CAHN
'| TORADOL
| @ ROCHE PALO 15MG/ML N19698 001 Nov 30, 1989 Jan DISC
' @ 30MG /ML N19698 002 Nov 30, 1989 Jan DISC
KETOTIFEN FUMARATE
‘ SOLUTION/DROPS; OPHTHALMIC
1l ZADITOR
I . NOVARTIS EQ 0.025% BASE N21066 001 Jul 02, 1985 Feb CAHN
| LABETALOL HYDROCHLORIDE
INJECTABLE; INJECTION
| LABETALOL HCL
AP HOSPIRA SMG /ML N75239 001 Nov 29, 1999 May
AP §MG /ML N75240 001 Nov 28, 1999 May
.] LAMIVUDINE
TABLET; ORAL
EPIVIR
GLAXOSMITHKLINE 150MG N20564 001 Nov 17, 1995 May CRLD
N20564 003 Jun 24, 2002 May CRLD




_—

RX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT B - August 2004 1-86l
LAMOTRIGINE
LAMOTE &2
TABLET; ORAL
LAMICTAL
+ GLAXOSMITHELINE 25MG N20241 00% Dec 27, 1%94 Apr CRLD
200MG M20241 003 Dec 27, 1994 Apr CRLD

LANSOPRAZOLE
LANSOPRAZC
FOR SUSPENSION, DELAYED RELEASE; ORAL

PREVACID
TAP PHARM 15MG/PACKET N21281 001 May 03, 2001 Jul CDFR
+ 30MG/PACKET NZ1281 002 May 03, 2001 Jul CDFR
INJECTABLE; INTRAVENOUS
PREVACID IV
+ TAP PHARM JOMG/VIAL W21566 001 May 27, 2004 May NEWA
TABLET, DELAYED RELEASE, ORALLY DISINTEGRATING; ORAL
PREVACID
TAP PHARM 15MG NZ21428 001 Aug 30, 2002 Jul CDER
* 30MG N21428 002 Aug 30, 2002 Jul CDER
LEFLUNOMIDE
q TABLET; ORAL
ARAVA
+  AVENTIS PHARMS 100MG N20905 003 Sep 10, 1998 Jul CMFD
LEUCOVORIN CALCIUM
INJECTABLE; INJECTICN
LEUCOVORIN CALCIUM
>D> AP PHARMACHEMIE USA EQ 100MG BASE/VIAL N89915 001 Rpr 17. 1997 Aug DISC
SA> a EQ 100MG BASE/VIAL N89915 D01 Apr 17, 1997 Aug DISC
LEUCOVORIN CALCIUM PRESERVATIVE FREE
AP BIGMAR BIOREN PHARMS EQ 200MG BASE/VIAL N40258 001 Feb 26, 1999 Jul CAHN
EQ S00MG BASE/VIAL M40286 001 Feb 26, 1999 Jul CAHN
AP +  HOSPIRA EQ 10MG BASE/ML N40147 001 Jun 25, 1997 May CAHN
LEVOBUPIVACAINE HYDEOCHLORIDE
INJECTABLE; INJECTION
CHIROCAINE
@ PURDUE PHARMA LP EQ 2.5MG BASE/ML NZ0997 001 Aug 05, 1999 May DISC
B EQ SMG BASE/ML H20997 002 Aug 05, 1993 May DISC
" ] EQ 7.5MG BASE/ML H20997 003 Aug 05, 1999 May DISC
LEVOCABASTINE HYDROCHLORIDE
SUSPENSION/DROPS; OPHTHALMIC
LIVOSTIN
+  NOVARTIS EQ 0.05% BASE 20219 001 Nov 10, 1993 Feb CRAHN
5§ LEVOCARNITINE
SOLUTION; ORAL
=g CARMITOR
‘--ﬁ;- o + SIGMA TAU 1GM/10ML N19257 001 Apr 10, 1986 Aug CFTG
N+ 1GM/10ML N18257 001 Apr 10, 1986 Aug CFTG
ﬁl" LEVOCARNITINE
> AR LYNE 1GM/10ML N76851 001 Aug 10, 2004 Aug NEWA




BX
BX

REZ,

= 3 e g ¥ e
o mmee m @
k ad P

e
m
L

o e 8
D DB m

LEVOTHYR
MYLAR

0. TSMG

0.088MG

0.1MG

0.112MG

0. 137TMG

0.15MG

0. 175MG

0.2MG

0. 3NG

1. 08 BEMG

By
- AUQUSE
NZ1571 001
NTTAAE  AAT
N21045 1

1
1
H21137 01

N21137 01

N21342 001

-
Ix
b

i
X
| =
o

007
NZ1342 012

Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun

Jun

Mar

Mar

Mar

Mar

Jun

Jun

20032
200

Jul
Jul

Jul
Jul

Jun

Jun
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NE®a

CAHY

ChHy
CAHY
CAaHy
CAHN
CAHN
CAHN
CAHY
CAHN
CAHN
ChHE
CAHE
CAHN

CTEC

CTEC

-
CTEC

CTEC

EX DRUG PRODUCT LIST = CUMULATIVE SUPPLMENT 8

TABLET; ORAL
LEVOTHYROXINE SODIUM

MYLAN

LEVOXYL

JOKES PHARMA

SYNTHROID
ABBOTT

UNITHROID
STEVENS J

0.1MG

0.112M6

D.125MC

0.15MG

0. 175MG

0.025MG
0.05MG
0.075MG
0.0BEMG
0.1MG
0.112MG
0.125MG
0.137MG

0.137TMG
0.15MG

0.175MG
0.2MG

0.3MG

0.025MG
0.05MG
0.075MG
0.088MG
0.1MG
0.112MG
0.125MG
0.137MG
0.15MG
0.175MG
0.2MG
0.3MG

0.025MG

0.05MG

- RAugust 2004

N76187

NT6187

NTE187

NT6187

N76187

N76187

N76187

N21301
N21301
N21301
N21301
N21301
N21301
N21301
N21301

N21301
N21301

N2130L
N21301

N21301

N21402
N21402
NZ21402
w21402
M21402
N21402
N21402
N21402
N21402
N21402
NZ1l402
N21402

Nz1z210

NZ21210

0os

ooe

folely)

o008

009

010

011

o0l
oo2
003
004
005
o0s
o007
o008

o8
aos

010
011

012

001
oo2
003
004
005
00g
oa7
cog
opg
010
012
011

001

o002

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jul

Aug

Aug

0s,

0%,

0s,

058,

as,

05,

05,

25,
25,
25,
25,
25,
25,
25,
25,

25,
25,

25,
25,

25,

24,
24,
24,
24,
24,
24,
24,
24,
24,
24,
24,
24,

21;

21,

2002

2002

2002

2002

2002

2002

2002

2001
2001
2001
2001
2001
2001
2001
2001

2001
2001

2001
2001

2001

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

2000

2000

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jun

Jul
Jun

Jun

Jun

Jun

Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun

Jun

Jun

CTEC

CTEC

CTEC

CTEC

CTEC

CTEC

CTEC

CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC
CTEC

CTEC
CTEC

CTEC
CTEC

CTEC

CFTG
CFTG
CFTG
CFTG
CETG
CETG
CFTG
CFTG
CFTG
CFTG
CFTG
CFTG

CTEC

CTEC




EX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT = RAugust 2004 1 1
i
! 0.075MG N21210 003 Awg 21, 2000 Jun CT
| | [ BEMG N21210 004 Aug 21, 2000 Jun CT
| | 0. 1MG N21210 005 Aug 21, 2000 Jurn E
1
l i!' 0.112M N21210 O hug 21, 20 Jun C
(1l
!I 0.125MG N21210 007 Aug 21, 2000 Jun CTE
| I
| 0.15MG N21210 QOB Aug 21, 2000 Jun E
‘ | 0.175MG N21210 009 Aug 21, 2000 Jun CT
AR1 0.2MG N21210 010 Aug 2 2000 Jun CT
| A:IJ'.
[ B3
‘ : hE . 0. 3MG N21210 0l1 Aug 21, 2 Jun CT
| AB3
i
| LIDOCAINE HYDROCHLORIDE

| IRJECTABLE; INJECTION
LIDOCAINE HCL

>A> @ BAXTER HLTHCARE 1% NBO407 001 Bug CAHN
A> [£] 2% NB0407 002 Aug CAHN
| o> @ ELKINS SINN 1% HED407 001 Aug CAHN
[ >D> @ 2% NB0407 002 Aug CAH
| AP HOSPIRA 0.5% NBB328 001 May 17, 1984 May CAHN
. AP 1% N40013 001 Junm 23, 1995 May CAHN
‘ AP 1% MB3158 001 May CRHN
| | AP 1% N8B3Z9 001 May 17, 1984 May CAH!
e 1.2% NEB330 001 May 17, 1984 May CAH!
! AP 2% N40078 001 Jun 23, 1995 May CAHp
AP 2% NBE3158 002 May CAHI
AP 21 HEB294 001 May 17, 1984 May CHH}
! AP 2% NMBB331 001 May 17, 1984 May CAHN
| AP 204 N83158 003 May CAHN
| ; LIDOCAINE HCL 0.2% AND DEXTROSE 5% IN PLASTIC CONTAINER
i @ B BRAUN 200MG/ 100ML N1B967 001 Mar 30, 1984 Apr DIS
| LIDOCAINE HCL 0.2% IN DEXTROSE 51
| AP HOSPIRA 200MG/100ML NEB3158 005 May CAH
:l LIDOCAINE HCL 0.2% IN DEXTROSE 5% IN PLASTIC CONTAINER
i AP HOSPIRA 200MG/100ML H183E8 001 May CRAHN
i 1 LIDOCAINE HCL 0.4% AND DEXTROSE 5% IN PLASTIC CONTAINER
| @ B BRAUN 4 00MG/100ML N18967 002 Mar 30, 1984 Apr D
| LIDOCAINE HCL 0.4% IN DEXTROSE 5%
| AP HOSPIRA 400MG/100ML NB3158 006 May CAH!
i|. LIDOCAINE HCL 0.4% IN DEXTROSE 5% IN PLASTIC CONTARINER
| AP HOSPIRA 400MG/100ML N18388 002 May CA}
| LIDOCAINE HCL 0.B% AND DEXTROSE 5% IN PLASTIC CONTAINER
| @ B BRAUN BOOMG/100ML N18987 003 Mar 30, 1984 Apr DIS
LIDOCAINE HCL 0O.8% PLASTIC CONTAINER
AF HOSPIRA H1B8388 003 Mowv 05, 1982 May CAHI
HCL IN PLASTIC CONTAIHNER
AF HOSPIRA 0.5% Jul 31, 1984 May CAHN
AF 1% Jul 31, 1984 May CAH!
| AF 5% Jul 31, 1984 May CAHD
H AP 24 Jul 31, 1984 May il
| AP 10 Jul 31, 1984 May CAHI
! (]
1y
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AP NEAIEE Jul 3 1984 May CAHN
- MEOQ40E O May AHN
AP 1 HEO4UE & May, CAHN
nP q% HEEZSS 001 May ; GEd4 Ma CAHN
LI E HCL PRESERVATIVE FREE IMN PL
HF 1% &l '.eF;. a0, Ma
AP 02 Sep 28, May
INJECTABLE;
LIDOCAINE ROSE -y
0 HOSFIRA 51 NB3914 001 May CAHR
SOLUTION; TOPICAL
LTA IT KIT
AT HOSPIRA 4% NB040% 001 May CAHN

AT 4% NB8542 001 Jul 31, 1984 May CAHN

AT HOSPIRA 24 001 ay CRHN

LIDOCAINE HYDROCHLORIDE; OXYTETRACYC

INJECTABLE; INJECTION
TERRAMYCIN
+ PFIZER 2% ; 50MG/ML NEOSET 001 Feb CRLL

+ 2%;125MG/ML NE056&T 002 Feb CRLC
LITHIUM CARBONATE
CAPSULE: ORAL
LITHIUM CARBOMATE
AB ABLE 150MG
AB I00MG

001 Jun 29, 2004 Jun NEWA
002 Jun 29, 2004 Jun HNEWA
003 Jun 29, 2004 Jun HEWA

AB 600MG 0
003 Jan 28, 1987 Jun CFTG

AE + ROXANE e00MG
TABLET, EXTENDED RELEASE; ORAL
LITHIUM CARBONATE

AB ROXANE N76691 001 Jan 05, 2004 Jan NEWA

S0LUTI
IMODIUM
@ JANSSEN PHARRMA 1MG/SML M19037 001 Jul 31, 1984 Jul CAHN

LORAZEPAM

INJECTARBLE; INJECTION
LOPRAZEPAM
2R AP HAMTER HLTHCARE 2MG /ML MT4496 001 Sep 26, 1998 Aug CAHN
> ap 4MG /ML N74496
0> ap ELKINS SINN 2MG /ML N744596 001 Sep 28, 1998 Aug CAHN

Sep 28, 1998 ARug CAHN

> ap 4MG /ML N74496 002
AP
AP ZMG /ML N74280 001

AP
AP
AP
AP
AP

N74282 002 May 27, 1994 May CAHN

NT430 D03 Mar 19, 19%7 May CAHN
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TAELET; ORAL

LORRZEPAM

@ HALSEY 0.5MG
e 1MG

@ ZMG

@ MUTUAL PHARM 0.5MG
@ 1MG

@ 2MG

LOVASTATIN

TABLET, EXTENDED RELEASE: ORAL

ALTOPREV
ANDRX 10MG
Z20MG
40MG
B &0MG

LOVASTATIN: NIACIN

TABLET, EXTENDED RELEASE; ORAL

ADVICOR
* KOS 20MG;: 500MG
e 20MG; T50MG
# 20MG; T50MG

MAFENIDE ACETATE

FOR SOLUTION; TOPICAL

SULFAMYLON
+ MYLAN 2%
+ MYLAN BERTEK %

MAGNESIUM CHLORIDE:; POTASSIUM CHLORIDE; SODIUM ACETATE: SODIUM CHLORIDE;

= August 2004

NT0472
N70473
N70474
N70472
N70473
NT0474

N21lle
N21316
R21l3le
NZ21316

N21249
N21245
N21245

N12832
N19832

001
oot
001
001
001
001

0oL
[P
003
D04

001
002
002

0G3
003

Dec

Jun
Jun
Jun
Jun

Dec
Dec

Jun
Jun

10,
10,
10,
10,
10,
10,

26,
26,
26,
26,

137,
17
1'?1

05,
a5,

1985
1985
1985
1985
1985
1985

2002
2002
2002
2002

2001
2001
2001

1998
1998

Aug
Aug
Aug
Auyg
Aug

Aug

Jul
Jul
Jul

Jul

Feb
Jul
Feb

Aug
Aug

SODIUM GLUCONATE

INJECTABLE; INJECTION
HOBMOSOL-R IN PLASTIC CONTAINER
HOSPIRA JOMG/100ML; 3TMG/100ML; 222MG/ 1 00ML
7 526MG/100ML; 502MG/100ML
SOLUTION:; IRRIGATION
PHYSIOSOL IN PLASTIC CONTAINER

f HOSPIRA 14MG/100ML; 3TMG/100ML; 222MG/ 100ML
;526MG/100ML; 502MG/ 1 00ML

30MG/100ML: 3TMG/100ML; 222MG/ 1 00ML
; 526MG/100ML; 502MG/ 100ML
PHYSIOSOL PH 7.4 IN PLASTIC CONTAINER

HOSPIRA 30MG/100ML; 37TMG/100ML 222MG/ 100ML
F526MG/100ML; 502MG/ 100OML

MAGHNESIUM SULFATE

INJECTABLE; INJECTION
MAGNESIUM SULFATE

HOSPIRA 500MG/ML
MAGNESIUM SULFATE IN DEXTROSE 5% IN PLASTIC CONTAINER
+ HOSPIRA 1GM/100ML
+ 2GM/100ML
MAGNESIUM SULFATE IN PLASTIC CONTAINER
4 HOSPIRA BOMG /ML

. 4GM/100ML

N17586

N18406

N178637

NlEB406

=
=-J
w
Py
un
iy

N2D4E88
N20488

N20308
N20309

00l

001

g0z

o001

001
oo2

ooz

0
uo

Jul

Jul

Apr

Jul

Jul

Jun
Jun

o8,

1982

1982

2000

1985
1985

1594
15594

May

May

May

May

May

May

May

May

CAHN
CAH

CAHN
CRHN
CAHN
CAHYN

CRLD
DIsc
CRLD

CAHN
CAHN

CAHN

CAHN

CAHN

CARN



RX DRUG PRODUCT LIST = CUMULATIVE SUPPLMENT B - Augqust 2004 1=-67
MALATHION
LOTION; TOPICAL
OVIDE
* TARO PHARMS WORTH 0.5% N18613 001 Aug 02, 1982 Jun CAHN

MANGANESE CHLORIDE
MANGANESE CHLORILE

INJECTABLE; INJECTION
MANGANESE CHLORIDE IN PLASTIC CONTAINER
HOSPIRA EQ 0.1MG MANGANESE /ML N18962 001 Jun 26, 1986 May CAHN

MANNITOL

INJECTABLE; INJECTION
MANNITOL 10%

R HOSPIRA 10GM/100ML N16269 002 May CAHN
MANNITOL 10% IN PLASTIC CONTAINER
AR HOSPIRA 10GM/100ML N19603 002 Jan 08, 1987 May CAHN
MAMNITOL 15%
Nl @ HOSPIRA 15GM/ 100ML N16269 003 May CAHN
MANNITOL 15% IN PLASTIC CONTAINER
‘» HOSPIRA 15GM/100ML N18603 003 Jan 0B, 1980 May CAHN
» MANNITOL 20%
@ HOSPIRA 20GM/100ML N16269 004 May CAHN
MANNITOL 20% IN PLASTIC CONTAINER
AP HOSPIRA 206M/100ML N19603 004 Jan 08, 1990 May CAHN
- MANNITOL 25%
@ HOSPIRA 12, 5GM/S0ML N16269 005 May CAHN
AP 12.5GM/50ML N16269 006 Aug 25, 1994 May CAHN
MANNITOL 5%
@ HOSPIRA SGM/100ML N1l6269 001 May CAHN
MANMITOL 5% IN PLASTIC CONTAINER
Ap HOSPIRA 5GM/100ML N19603 001 Jan 08, 1987 May CAHN

MANNITOL; SORBITOL

SOLUTION:; IRRIGATION
SORBITOL-MANNITOL

@ HOSPIRA 540MG/100ML; 2. TGM/100ML NB0224 001 May CAHN
SORBITOL-MANNITOL IN PLASTIC CONTAINER
AT HOSPIRA S40MG/100ML; 2. TGM/100ML N17636& 001 May CAHN
oy 540MG/100ML; 2. 7GM/ 100ML N18316 001 May CAHN

* MAPROTILINE HYDROCHLORIDE

TABLET: ORAL

LUDIOMIL

@ NOVARTIS 25MG N17543 001 Jun DISC
@ 50MG N17543 002 Jun DISC
e 75MG N17543 003 Sep 30, 1982 Jun DISC

E MAPROTILINE HCL
“AB ¢+ MYLAW 50MG N72285 001 Oct 03, 1988 Jun CRLD

.
‘- MEDROXYPROGESTERONE ACETATE
'i"-

INJECTABLE; INJECTION

DEPC-PROVERA
AE # PHARMACIA AND UPJOHN 150MG/ML N20246 001 oOct 29, 19%2 Jul CFTG

MEDROXYPROGESTERONE ACETATE
ke GENSIA SICOR PHARMS 150MG /ML N76553 001 Jul 28, 2004 Jul NEWA




R RUG PRODUCT LIST - “UMULATIVE Sl ¥ = August 2004 -b8
MELOXICAM
SUSPENSION; ORAL
‘ BOEHRINGER INGELHEIM 7.5MG/SMI H21530 001 Jun 01; 2004 Jun NEW;
it
|
|
I IU/AMF N17646 001 May I
I | 135 IAL R21047 O Aug 27, 199 Ma CI
(i
| AF N21 ool
AP NZ21171 002
|
JHL i SMG /ML N21171 003
i
| AF # 100MG /ML NZ1171 004
|." MEPERIDINE HCL PRESERVATIVE FREE
| m AP ' HOSPIRA 10MG /ML NB8432 001 Aug 16, 19684 May CaHN
! TABLET; ORAL
‘ i 1 MEPERIDINE HCL
*D> AR AXIOM PHARM NBO448 001 Aug
= AR

CAHN

K> AR MUTUAL PHARM SOMG N804

AR 100MG NBO448 002 Aug

T (] MEPIVACAINE HYD

INJECTABLE; INJECTION

| CARBOCAINE

1
| | AF - HOSPIRA 1% May 7
| AP . 1.5% May
‘, AP - ¥ day

Il MEPRDBAMATE

w TABLET: ORAI
| MEPROBAMATE
| »B> i 200MG MBOESS D01 Aug CRHN
| >0 @ 400MG NBO&99 Aug CA

PHARM 200MG NBODESS

,
X
3
g
=
>

A a 100MG NBO&3S 002 Aug CAHEN

MERCAPTOPURINE

| TABLET: ORAL

MERCAPTOPURINE

=

FROMETHEL

NE

THOL




»A>

*>R>

D>
£ ]

*D»

R

AP

BX

AB

RB
AB

AB
AB

RA

AB

AB

AB
AB

TABLET,
FORTAMET

ANDRX

GLUCOPHAGE XR
BRISTOL MYERS
METFORMIN HCL

ANDRY

IMPAX LABS

IVAX PHA

RANEBA

TEVA

METHADONE HYDROC
TABLET; ORAL
METHADONE HCI

EON

METHAMPHET

SQUIBE

200MG

1GM

>00MG

DESC
+ OVATION PHARMS
METHAMPHETAMINE

i &
ABLE

NG PHARMS

- Rugust 200§ 1 +
N2004% 001 May 10, 1993 Aug CRI
{9 Z Tul 8, | Aug NEWA
M7: < an: U9, 4 A NEWA
M1&499 o1 Ma 1
N16774 May D
N167T4 May DI

H1&15

01 Apr 27, 2004 Apr NEWA
D02 Apr 27, 2004 Apr NEWA

001 oOct 13, 20600 Jan CFTG
001 Jun 16, 2004 Jun HEWA

001 Jul 30, 2004 Jul HEWA

2003 Jan HEWA

DISC

WA

002 Apr 27, 2004 Apr NEWA

“AHN

-AHN
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METHIMAZOLE

TABLET: ORAL
TAPAZOL
KING PHARMS KNOT517
ROT7517

METHOCARBAMOL

TABLET; OBRAL
METHOCARBAMOL
# HALSEY NE44E8
@ NE44B6

@ MUTUAL PHARM MB4488
8 - NB4486

METHOTREXATE SODIUM

INJECTABLE; INJECTION
METHOTREXATE
BIGMAR BIOREN PHARMS EQ 25MG BASE/ML H40263 Feb 26,
METHOTREXATE PRESERVATIVE FREE
BIGMAR BIOREN PHARMS EQ 25MG BASE/ML N402865 Feb 26,
EQ 1GM BASE/VIAL N40266 Feb 28,

METHYL AMINOLEVULIMNATE HYDROCHLORIDE

CREAM; TOPICAL
METHYL AMINOLEVULINATE
PHOTOCURE ASA N21415

METHYLDOPA

TABLET; ORAL
METHYLDOPA
@ ACCORD HEALTH N70070
N70084

N70085
2 HALSEY NT700713
[ N70060
a NT0074
@ MUTUAL PHARM N70073
@ NT0060
L NT70074

METHYLDOPATE HYDROCHLORIDE

INJECTABLE: INJECTION
METHYLDOPATE HCL
HOSPIRA SOMG/HML NT0698
SOMG/ML NT70699

METHYLFHENIDATE HYDROCHLORIDE

CAPSULE, EXTENDED RELEASE; ORAL
METADATE CD
CELLTECH PHARMS 10MG N21259
RITALIN LA
NOVARTIS 10MG N212B84
10MG N21284
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NABILONE

CAPSULE; ORAL

-ESAMET

@ VALEANT 1MG Ni1B¢ 1 Dec 286 1885 a AH
NAFCILLIN SODIUM
INJECTABLE; INJECTION
NAFCILLIN SODIUM
+ SANDOZ EQ 500MG BASE/VIAL N62527 001 Aug D2, 1984 Jur CRH}
AP EQ 1GM BASE/VIAL 7 002 Aug 02, 1984 Jun CAHs
AP EQ 2GM BASE/VIAL 7 003 Aug 02, 1984 Jun
AF EQ 10GM BASE/VIAL 104 Aug 02, 1984 Jur
NAFTIFINE HYDROCHLORIDE
CREAM; TOFICAL
NAFTIN
MERZ PHARMS 1% N1959% 001 Feb 2%, 1988 Jul AHN
GEL; TOPICAL
NAFTIN
+ MERZ PHARMS 1% N19356 001 Jun 18, 1990 Jul CAH}
NALBUPHINE HYDROCHLORIDE
INJECTABLE; INJECTION
NALBUPHINE HCL
AP HOSPIRA 10MG/ML N70914 001 Feb 03, 1989 May
AF 10MG/ML K70915 001 Feb 03, 1989 May
AF 20MG/ML N70916 001 Feb 03, 1989 May CAHN
| AP 20MG /ML M70918 001 Feb 03, 1989 May CAHN
: @ KING PHARMS 10MG/ ML N74471 001 Mar 19, 1998 Mar DISC
|
NALIDIXIC ACID
TABLET: ORAL
NALIDIXIC ACID
>D> @ HALSEY 250MG NT0270 001 Jun 29, 1988 Aug CAHD
>D> @ 500MG N70271 001 Jun 29, 1988 Aug CHAH!
>D> [ 1GM R70272 001 Jun 29, 1988 Aug
>A> @ MUTUAL PHARM 250MG N70270 001 Jun 29, 1988 Aug
>A> a 500MG N70271 001 Jun 29, 198B Aug CAHN
*A e 1GM N70272 001 Jun 29, 1988 Aug CAHN
RALOXONE HYDROCHLORIDE
INJECTABLE:; INJECTION
NALOXONE
g B BAXTER HLTHCARE 0. 4MG/ML N70298 001 Sep 24, 1986 Aug
>R> a 0.4MG/ML N70299 001 Sep 24, 1986 Aug
>D> @ ELKINS SINN 0. 4MG/ML N7029% 001 Sep 24, 1986 Aug
D> @ ELKINE SIKN PHARM 0. 4MG/ML N70298 001 Sep 24, 1986 Aug
NALOXONE HCL
AP HOSPIRA 0.02MG/ML N70171 001 Sep 24, 1986
AP 0. 02MG /ML N70252 Q01 Jan 16, 1987
AP 0. 02MG/ML NT0253 001 Jan 16, 1987
] 0. 4MG/ML N70172 001 Sep 24, 1986
AP 0. 4MG/ML N7025%4 001 Jan 07, 1987
AP 0. 4MG/ML NT025 ! Jan 07, 1987
AP 0. 4MG /ML N70256 001 Jan 07, 1987



AB




RX DRUG PRODUCT LIST -

RITAZOXANIDE

TABLET; ORAL
ALINIA
+ ROMARE

CUMULATIVE SUPPLMENT

500MG

NHITROFURANTOIN, MACROCRYSTALLINE

CAPSULE; ORAL
HITROFURARTOIN
»D> AB MYLAN 100MG
A @ 100MG
>A> AR 100MG
NITROFURANTOIN: NITROFURANTOIN, MACROCRYSTALLINE
CAPSULE; ORAL
MACROBID
AB +* PROCTER AND GAMBLE T5MG; 25MG
NITROFURANTOIN (MONOHYDRATE/MACROCRYSTALS)
AB MYLAN TSMG; 25MG
AB EQ 75MG BASE;25MG
RITROGLYCERIN
FILM, EXTERDED RELEASE; TRANSDERMAL
NITROGLYCERIN
*A> AB1 KREMERS URBAN 0.2MG/HR
*A> AB1 0.4MG/HR
INJECTABLE; INJECTION
NITROGLYCERIN
RE + HOSPIRA SMG/ML
NITROGLYCERIN IN DEXTROSE 5%
AP HOSPIRA 0. 1MG/ML
AP 10MG/100ML
AP 20MG/100ML
AP 40MG/100ML
NIZATIDINE
SOLUTION; ORAL
AXID
+ RELIANT PHARMS 15MG /ML

NOREPINEPHRINE BITARTRATE

INRJECTABLE; INJECTION
LEVOPHED
AP * HOSPIRA

NORTRIPTYLIME HYDROCHLORIDE

ORAL
HCL

CAPSULE:
AVENTYL
8 LILLY
a

HYSTATIN

PASTILLE; ORAL

MYCOSTATIN
@ BRISTOL MYERS SQUIBB

EQ 1MG BASE/ML

EQ 10MG BASE
EQ 25MG BASE

200,000 UNITS

H -

N21457

N74987
NT4967
N17025

NZ00&4

NTEE48
NTEE4B

H75115

N75115

H18531

N74083

N71846

N71847
NT1848

NZ14%54

NO7513

N14684
N14684

N50&19

001

002
goz
a0l

0ol

0ol
0ol

001

ooz

001

001

001

001
001

ool

00l

001
ooz

001

August 2004

Jul 21, 2004
Jul 09, 1997
Jul 09, 1997
Aug 18, 2004
Dec 24, 1991
Mar 22, 2004
Mar 22, 2004
Aug 10, 2004
Aug 10, 2004
oct 26, 1994
Aug 31, 1990
Aug 31, 19%0
Aug 31, 1930
May 25, 2004
Apr 09, 1987

Jul

Aug
Aug
Aug

Mar

Apr
Mar

Aug

Aug

May

May

May

May
May

May

May

Jun
Jun

Jun

NEWA

DIsc

&

NEWA

CFTG

CPOT
NEWA

NEWA
NEWA

CAHN

CARN
CAHN
CAEN
CAHN

pISC
pIsc

Lisc
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RX DRUG PRODUCT

POWDER; TOPICAL
NYSTATIN
KALI LABS
TARON
SUSPENSION; ORAL
MYCOSTATIN
+ APOTHECON
@
NILSTAT
* GLENMARK PHARMA
NYSTATIN
BAUSCH AND LOMB

MORTON GROVE

-

upL
VISTAPHARM

NYSTEX
SAVAGE LABS

OFLOXACIN

SOLUTION/DROPS; OPHTHALMIC
OCUFLOX
+ ALLERGAN
OFLOXACIN
ALCON
BAUSCH AND LOMB
HI TECH PHARMA
HOVEX
SOLUTION/DROPS; OTIC
FLOXIN OTIC
+ DAIICHI
SOLUTION; OPHTHALMIC
OFLOXACIN
PHARMAFORCE

OLANZIAPINE

INJECTABLE; INTRAMUSCULAR

ZYFREXR
+ LILLY

OLSALAZINE SODIUM

CAPSULE; ORAL
DIPENTUM
+ CELLTECH PHARMS

OMEPRAZOLE

FOR SUSPENSION:; ORAL
ZEGERID
* SANTARUS

OXACILLIN SQODIUM

INJECTABLE:; INJECTION
OXACILLIMN SODIUM
+ APOTHECON

LIST =

100,000
100,000

100,000
100, 000

100,000

100, 000
100, 000
100,000
100,000
100, 000
100,000

100,000
100, 000

0.3%
0.3%
0.3%
0.3%

EQ 0.3%

CUMULATIVE SUPPLMENT 8

UNITS/GM
UNITS/GM

UNITS/ML
UNITS/ML

UNITS/ML

UNITS/ML
UNITS5/ML
UNITS/ML
UNITS/ML
UNITS /ML
UNITS/ML

UNITS/ML
UNITS /ML

BASE

10MG/VIAL

250MG

20MG/PACKET

EQ 250MG BASE/VIAL

- August 2004

NE5138
NES203

N61533
N61533
HSC299
He4042
NE4042
N62512
N62512
Nedqdl42

NE4142

NG62519
NE2519

N19921

N76231
N76622
N76615
B7E513

N2079%9

N76830

N21253

N19715

N21636

HE1490

o001
00l

001
ool
001
001
001
ool
0ol
001

001

001
0ol

ool

001l
001
o001
001

001

001

0ol

co1l

001

001

Jul
Jul

Aug

Mar

Jul

Jun

23,
15,

28,
28,
29,
28,
25;

25,

06,
o0&,

30,

14,
14,
14,
14,

16,

31,

29,

1,

15,

2004
2004

1594
15484
19684
1984
1998
1998

1984
1984

1993

2004
2004
2004
2004

1537

2004

2004

1950

2004

1-77

Jul
Jul

AUg
Aug
Jul
Aug
Aug
Aug
Aug
Aug

Aug

Aug
Aug

May

May
May
May
May

Jun

Aug

Mar

Jun

Jun

Mar

HEWA
HNEWA

DISC

DIsC

CAHN

p1Isc

DISC

CRLD

CRLD

CAHN

CARHH

DISC
DISC

CETG

NEWA
HEWA
NEWA
NEWA

CTNA

NEWA

HEWA

CAHN

NEWA

CRLD




RX DRUG PRODUCT LIST - CUMULATIVE SUPELMENT B - August 2004 =78

INJECTABLE; INJECTION
OMACILLIN SODIUM

AP +  APOTHECON EQ 2GM BASE/VIAL NE1450 004 Mar NEWA
AP EQ 2GM BASE/VIAL N62737 002 Dec 23, 1986 Mar CRL:
AP+  SANDOZ EQ 250MG BASE/VIAL NE1450 001 Jun CAHN
AP 4 EQ 500MG BASE/VIAL NE1480 002 Jon  CAHN
AR« EQ 1GM BASE/VIAL WE1480 003 Jun CANN
AP 4 EQ 2GM BASE/VIAL HE1480 004 Jun CAHK
BB+ EQ 10GM BASE/VIAL NE1490 0DE May 05, 1991 Jun CBHY
OXAMNIQUINE
CAPSULE: ORAL
VANSIL
@ PFIZER 230MG N1BO69 001 Mar DISC
OXAZEPAM

CAPSULE; ORAL

OXAZEPAM
>D> @ HALSEY 10MG N70857 001 Aug 10, 1587 Aug CAHN
»>D> @ 15MG H71025 001 Aug 10, 1587 Aug CAHN
*D> ] 3OMG N71026 001 Aug 10, 1587 Aug CAHN
BA @ MUTUAL PHARM 1O0MG N70957 001 Aug 10, 1987 Aug CAHN
=h @ 15MG N71025% 001 Aug 10, 1587 Aug CAHNM
>h> e 30MG N71026 001 Aug 10, 1987 Aug CAHN

SERAX
>D> AB ALPHARMA 15MG N1553% 004 Rug DISC
>R -] 15MG N15539 004 Aug DISC

TABLET: ORAL

OXAZEPAM
>D> @ HALSEY 15MG NTOE€83 Q01 Jan 16, 1987 Aug CAHN
>R> A MUTUAL PHARM 15MG N70683 001 Jan 16, 1987 Aug CAHNE

OXYCODONE HYDROCHLORIDE

TABLET, EXTENDED RELEARSE; ORAL
DXYCODONE HCL

AB ENDO PHARME 10MG N75923 001 Mar 23, 2004 Mar NEWA
RB 20MG N75923 002 Mar 23, 2004 Mar NEWR
AB 4 0MG NT5923 003 Mar 23, 2004 Mar NEWA
AB TEVA BOMG N76168 001 Mar 23, 2004 Mar NEWA
OXYCONTIN
AE PURDUE PHARMA LP 10MG N20553 001 Dec 12, 1995 Mar CFTIG
AR 20MG N20553 002 Dec 12, 1995 Mar CFTG
AB - 40MG N20553 003 Dec 12, 1995 Mar CFTG
AE - BO0MG N20553 004 Jan 06, 1937 Mar CFTG
AB BOMG NZ0553 004 Jan 06, 1997 Jun CRLE

_ TABLET; ORAL
OXYCODONE HCL

Ak AMIDE PHARM 15MG N76636 001 Feb 06, 2004 Feb NEWA

AR 30MG N76636 002 Feb 06, 2004 Feb HEWA

A MALLINCERODT 15MG N76758 001 Jun 30, 2004 Jun NEWA

hB IOMG N76758 002 Jun 30, 2004 Jun NEWA
FOXICODONE

AR 4 AAIPHARMA 15MG N21011 001 Aug 31, 2000 Feb C¥FIG

AB I0MG N21011 002 Aug 31, 2000 Feb CFTO




R DRUG PRODUCT

PANCURONIUM BROMIDE

INJECTABLE; INJECTION
PANCURONIUM BROMIDE
HOSPIRA

PARICALCITOL

INJECTABLE; IMJECTION
ZEMPLAR

ABBOTT

PAROMETINE HYDROCHLORIDE

TABLET; ORAL
PAROXETINE HCL
ALPHAPHARM

SANDOZ

PEMETREXED DISODIUM

INJECTABLE; IV (INFUSION)
ALIMTA

+ LILLY

PENTAMIDINE ISETHIONATE

INJECTABLE; INJECTION
PENTAMIDINE ISETHIONATE
HOSPIRA

PENTAZOCINE LACTATE

IRJECTABLE; INJECTION
TALWIN

+ HOSFIRA

PENTETATE CALCIUM TRISODIUM

SOLUTION; INHALATION,

LIST - CUMULATIVE SUPPLMENT B

1MG /ML
2MG /ML

0.002MG/ ML

BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE

10MG
20MG
I0MG
40MG
10MG
20MG
30MG
40MG

EQ
EQ
EQ
EQ
EQ
EQ
EQ
EQ

S00MG BASE/VIAL

EQ

I00MG/VIAL

EQ 30MG BASE/ML

INTRAVENOUS

PENTETATE CALCIUM TRISODIUM

+ HAMELN PHARMS

PENTETATE ZINC TRISODIUM

SOLUTION; INHALATION,

+ HAMELN FHARMS

PENTOBARBITAL SODIUM

CAPSULE:; ORAL

HEMBUTAL S0DIUM

8 OVATION PHARMS

e

SODIUM PENTOBARBITAL
+ VALEANT PHARM INTL

EQ 1GM/S5MLIEQ 200MG/ML}

INTRAVENCUS
PENTETATE ZINC TRISQDIUM

EQ 1GM/SML(EQ 200MG/ML)

I0MG
100MG

100MG

- August 2004

N72320
N72321

N20819

N75716
NT5716
N75T16
NT5T716
N75566
N75566
N75566
N75566

N21462

N73479

N16194

H21749

N21751

NB4085
NB3245

NB3ZE4

001
col

0ol
0o2
003
o004
001
ooz
003
oo4

001

ool

001

001

go1

001
ool

Qo1

Jan
Jan

Feb

Mar
Mar
Mar

Feb

Jun

Aug

Aug

19,
19,

01,

08,
08,
08,
o8,
08,
08,
o8,
08,

04,

aa,

11,

11,

1989
19689

2000

2004
2004
2004
2004
2004
2004
2004
2004

2004

1952

2004

2004

1-79

May
Hay

Mar
Mar
Mar
Mar
Mar
Mar
Mar
Mar

Feb

May

May

Aug

Aug

May
May

May

CAHN
CAHN

HEWA

HEWA
HEWA
HEWA
HEWA
NEWA
NEWA
NEWA
HEWA

HEWA

CAHN

CAHN

HEWA

NEWA

DISC
DISC

CRLD




20>
A

>D>

>A>

>D>
>R

AR
AR

RE

BFP
BP

RX DRUG PRODUCT LIST = CUMULATIVE SUPFLMENT B8

PENTOSAN POLYSULFATE SODIDM

CAPSULE: ORAL
ELMIRON
+ ORTHD MCNEIL PHARM 100MG

PHENDIMETRAZINE TARTRATE

TABLET: ORAL
BONTRIL PDM
AMARIN PHARMS I5MG
VALERNT ISMG

FHENYLBUTAZOKE

CAPSULE; QRAL
FHENYLBUTAZONE
@ HALSEY 100MG
@ MUTUAL PHARM 100MG

TABLET; ORAL
PHENYLBUTAZONE
@ HALSEY 100MG
@ MUTUAL PHARM 100MG

PHENYTOIN

SUSPENSION; ORAL
PHENYTOIN
TARD 125MG/5ML

PHENYTOIN SODIUM

INJECTABLE; INJECTION
PHENYTOIN SODIUM

8 HOSPIRA 50MG/ML
a SOMG/ML
PHYTONADIONE
INJECTABLE; INJECTION
VITAMIN Kl
HOSPIRA 1MG/0. SML

10MG /ML

@ 10MG /ML

PIPERACILLIN SODIUM

INJECTABLE; INJECTION
PIPERACILLIN
K AM PHARM EQ 40GM BASE/VIAL

PIPERAZINE CITRATE

SYRUP; ORAL
MULTIFUGE
@ BLULINE EQ S00MG BASE/SML

POLYETHYLENE GLYCOL 3350

FOR SOLUTION; ORRL
GLYCOLAX
SCHWARZ PHAHMA
MIRALAX
* BRAINTREE

17GM/SCOOPFUL

17GM/SCOOPFUL

=  pugust 2004

N20193

NBsa72
NB5272

NAB994
NBB83234

NBBBG3
NEBB&3

N40521

HBO521
NBS744

NB7554
NB7955
NBT7556

NE5157

HOS452

NT6652

N206598

001

001
0ol

001
001

001
o0l

001

001
ool

001
001
001

001

001

001

oGl

Sep

Mar

Mar
Dec

Jul
Jul
Jul

Jul

Jul

Feb

26,

04,
04,

04,
04,

a8,

17,
18,

e
25,
25,

12,

02,

18,

1

o
I
o

1985
1585

1985
1985

2004

1987
1987

1883
1983
1983

2004

2004

199%

Jun

Aug
Bug

Aug
Aug

Aug
Aug

Mar

May
May

May
May
May

Jul

Jul

Jul

Jul

CAHY

CAHY

CRHY

CAHN

CAHN

CRHN

CAHN

HEWA

CAHN
CAHN

CAHN
CAHN
CAHN

REWA




RX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT B8 - August 2004 1-81

POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM BICARBONATE; SODIUM CHLORIDE

FOR SOLUTION; ORAL'

NULYTELY
. BRAINTREE 420GM/BOT; 1, 48GM/BOT;5.T2GM/BOT;1 N19797 001 Apr 22, 1991 Feb CFIG
1.2GM/BOT
HULYTELY-FLAVORED
AR+ BRAINTREE 420GM/BOT:1.48GM/BOT;: 5. 72GM/ROT;1 NH19797 002 Nov 18, 1994 Feb CFTIG
- 1.2GM/BOT
TRILYTE
SCHWARZ PHARMA 420GM/BOT; 1.48GM/BOT: 5. 72GM/BOT;1 N76491 001 Feb 05, 2004 Feb NEWA
1.2GM/BOT

. POLYETHYLEME GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM BICARBONATE: SODIUM CHLORIDE; SODIUM
SULFATE
SOLUTION; ORAL

oCL
* HOSPIRA 6GM/100ML; 7TSMG/100ML; 1 6BMG/100ML; N19284 001 Apr 30, 1986 May CAHN
146MG/100ML; 1. 29GM/100ML

. POTASSIUM ACETATE !
|

INJECTABLE; INJECTION
POTASSIUM ACETATE IN PLASTIC CONTAINER
+ HOSPIRA 2MEQ/ML N18896 001 Jul 20, 1984 May CAEN

POTASSIUM CHLORIDE

INJECTABLE; INJECTION
FOTASSIUM CHLORIDE

@ HOSPIRA 1MEQ/ML HB0Z05 003 May CAHN |
] 1MEQ/ML N83345 003 May CAHN |
* 1.5MEQ/ML NB3345 001 May CRHN
+ 2MEQ/ML NBO205 001 May CAHN |
ZMEQ/ML N83345 002 May CAHN
] 2. 4MEQ/ML . NB0205 004 May CREN |
] 3.2MEQ/ML N80205 005 May CAHN |
POTASSIUM CHLORIDE 10MEQ IN PLASTIC CONTAINER |
@ HOSPIRA 14, 9MG/ML N20161 005 Nov 30, 1992 May CAHN
] 745MG/100ML M20161 001 Nov 30, 1992 May CAHN
POTASSIUM CHLORIDE Z0OMEQ IN PLASTIC CONTAINER
+  HOSPIRA 29, BMG/ML N20161 006 Aug 11, 1998 May CAHN
] 1.49GM/100ML M20161 002 Nov 30, 1992 May CAHN
y POTASSIUM CHLORIDE 30MEQ IN PLASTIC CONTAINER
P +  HOSPIRA 2,24GM/100ML N20161 003 Aug 11, 1998 May CAHN
POTASSIUM CHLORIDE 40MEQ IN PLASTIC CONTAINER
+  HOSPIRA 2,98GM/100ML N20161 004 Aug 11, 1998 May CAHN

TAELET, EXTENDED RELEASE; ORAL

POTASSIUM CHLORIDE
EURAND Z0MEQ N76368 00! Aug 18, 2004 Aug NEWA

| POTASSIUM CHLORIDE; SODIUM CHLORIDE

INJECTABLE: INJECTION
POTASSIUM CHLORIDE 20MEQ IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
HOSPIRA 149MG/100ML; S00MG/ 100ML H19686 001 Oct 17, 1988 May CAHN

POTASSIUM CHLORIDE 40MEQ IM SODIUM CHLORIDE 0.9% IN PLASTIC CONTATNER
HOSPIRA 298MG/100ML; 300MG/100ML N19686 002 Oct 17, 1988 May CAHN




>D>

e

D>
>0>
>0>
>D>
ET. %
N>
*A>
A

D>
*A>

AT
AT

RE

AB

AP
AP

AP

POTASSIUM CHLORIDE:

RX DRUG PRODUCT LIST

SODIUM CHLORIDE: TROMETHAMINE

CUMULATIVE SUPPLMENT

INJECTABLE:
THAM-E
@ HOSPIRA

FREDNISOLONE

TABLET:
PREDNISOLONE
@ EVERYLIFE

@

B SPERTI

a
&

SOLUTION;
PREDNISOLONE SODIUM

PREDNISOLONE SODIUM PHOSPHATE:

370MG/VIARL; L.

2.5MG

SMG

PREDNISOLONE SODIUM PHOSPFHATE

FHOSPHATE
EQ 5MG BASE/5ML

TSGM/VIAL; 36GM/VIAL

SULFACETAMIDE SODIUM

SOLUTION/DROPS;
VASOCIDIN

PREDNISONE

TABLET; ORAL
DELTASONE
@ PHABMACIA AND UPJOHN

PREDNISONE

@
e

"o " " W =

PROCAINAMIDE HYDROCHLORIDE

OPHTHALMIC

MUTUAL PHARM

INJECTARBLE;
PROCAINAMIDE HCL

PROCAINE HYDROCHLORIDE

INJECTABLE:
ROVOCAIN

EQ 0.23% PHOSPHATE:10%
EQ 0.23% PHOSPHATE;10%

MG

10MG
20MG
50MG
5MG

10MG
20M6
50M6
20MG
20MG
20MG

2.5MG

100MG /ML
500MG/ML
500MG/ML

1%

= August 2004

N13025

NB4439
NB4439
NBO358
RBO358
NBO358

N755988

N1B988
N1B988

NOSSEE

NBO701
NB6535
NB4E34
N8&596
NEOTOL
NBE£595
NB4634
N86596
NET342
N85813
NB5813
N40538

HA9069
N89070
NB9537

NB5362
HE5362

001

0oz
003
001
002
ik}

001

001
001

o007

001
001
001
001
001
ool
001
001
a0l
001
001
001

001
001
001

003
004

1-B2

May

May
May
May
May
May

May

Aug
Aug

Aug
Aug
Aug
Rug
Aug

Rug
Rug
Jul
Rug
Aug
Jan

May
May
May

May
May

CAHN

NEWA

CARHN
CAHN

DIEC

CAHN
CAHN
CAHN
CAHN
CAHN
CAHN
CAEN
CAHN
CRLD
pIsc
plsc
HEWA

CRHN
CAHN

CAHN

CAHN

CAHN
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INJECTABLE; INJECTION

NOVOCAIN
+  HOSPIRA 10% MB6727 001 May CAHN
PROCAINE HCL
May CAHn \
ar HOSPIRA 1% NB0416 001 May CAHN
AP 2\ NEC416 002 May CAHN

PROCHLORPERAZINE EDISYLATE

INJECTABLE; INJECTION

May DIscC |
i PROCHLORPERAZINE EDLSYLATE
A & BAXTER HLTHCARE EQ 5MG BASE/ML N88903 001 Aug 29, 1989 Aug CAHN
m’ g B ar BEDFORD £Q SMG BASE/ML N40540 001 May 28, 2004 May NEWA
H: s ELKINS SINN EQ 5MG BASE/ML N§9903 001 Aug 29, 1989 Aug CAHN
- AP HOSPIRA EQ SMG BASE/ML N89703 001 Apr 07, 1988 May CAHN
PROMETHAZINE HYDROCHLORIDE
INJECTABLE; INJECTION
Tl i PROMETHAZINE HCL
L P BEDFORD LABS 25MG/ML N40524 0D1 ‘Mar 17, 2004 Mar NEWA
SOMG/ML N40S24 002 Mar 17, 2004 Mar NEWA
HOSPIRA 25MG/ML ¥40372 001 Jun 08, 2000 May CAHN
% 50MG/ML N40372 002 Jun 08, 2000 May CAHN
§ SOMG/ML N83838 002 May CAEN
Aug CAHN i
¢ SYRUE; ORAL
Rug CAHN
PROMETH PLAIN
@ ALPHARMA 6.25MG/SML N85953 001 Feb DISC
PROMETHAZINE HCL
+  HI TECH PHARMA 6.25MG/SML N40026 001 Sep 25, 1998 Feb CRLD
s 6.25MG/SML N40026 001 Sep 25, 1998 May CRLD
s
N PROMETHAZINE PLAIN
'AA  +  MORTON GROVE 6.25MG/SML 87953 001 Nov 15, 1982 May CRLD
Aug CAHN &
) TABLET: ORAL
Aug CAHN
o PHENERGAN
T WYETH PHARMS INC 12.5M6 NO7935 002 Jul CFTG
Ay KM B 25MG H07935 003 Jul €TEC
CAHN *
SE A+ 50MG 07935 004 Jul CTEC
Aug CAHN .
- CAHN d PROMETHRZINE HCL
o ABLE 12.5MG R40558 001 Jul 01, 2004 Jul NEWA
g A 25MG N40SSE 002 Jul 01, 2004 Jul NEWA
i A 50MG N40SS8 003 Jul 01, 2004 Jul NEWA
g D:S; ' @ HALSEY 12.5MG NB4555 001 hug CAHN
Ny D:_' 8 25MG NB4554 001 Aug CAHN
e ) { 8 S0MG NB4557 001 Aug CAHN
@ MUTUAL PHARM 12.5MG NB4555 001 Aug CRHN
8 25MG NB4554 001 Aug CAHN
¢ 50MG NB4557 001 Aug CAHN
X
May CAHN | PROPAFENONE HYDROCHLORIDE
May CAHN
S TABLET: ORAL
May CAHEN
. PROPAFENONE HCL
' PLIVA 150MG H76550 001 Apr 23, 2004 Apr MNEWA
225MC M76550 002 Apr 23, 2004 Apr NEWA

300MG N76550 003 Apr 23, 2004 Apr NEWA




RX DRUG PRODUCT LIST x= CUMULATIVE SUPPLMENT B - August 2004 1-84

PROPOXYPHENE HYDROCHLORIDE

CAPSULE; ORAL

DRARVON
>0> + ARIPHARRMA LLC 3ZMG N10G987 001 Rug DISC
>h> 8 I2MG K10997 001 Rug DIsc
PROPOXYPHENE HCL
>0 @ HALSEY 65MG NB3l86 001 Aug CAEN
»A> # MUTUAL PHARM 65MG NE3188 001 Aug CAHN

PROPRANOLOL HYDROCHLORIDE

INJECTABLE; INJECTION

PROFRANOLOL
AP AM PHARM PARTHERS 1MG /ML N75826 001 Aug 31, 2001 Jan HEWA

TABLET; ORAL
PROPRANCLOL HCL

>D> 2 HALSEY 10MG N70319 001 Oct 22, 1985 Aug CAHN
>0 a 20MG N70320 001 Oct 22, 1985 Aug CAHN
>D> (] 40MG K70103 001 Oct 22, 1985 Aupg CAHEN
>D> @ 60MG N70321 001 Sep 24, 1986 Aug CAHN
>0> 1] BOMG N70322 001 Aug 04, 1986 Aug CAHN
>A> 8 MUTUAL PHARM 10MG N70319 001 Oct 22, 1985 Aug CAHN
A -] 20MG N70320 001 Oct 22, 1985 Aug CAHN
>R> 8 40MG N70103 001 Oct 22, 1985 Aug CAHN
B> a 60MG N70321 001 Sep 24, 1986 Aug CAHN
=A> a BOMG N70322 001 Aug 04, 1986 Aug CAHN
FROPYLTHIOURACIL
TABLET; ORAL
PROPYLTHIOURACIL
>D> @ HALSEY 50MG NE3982 001 Aug CAHN
>A> @ MUTUAL PHARM 50MG NE3982 001 Aug CAHN

PROTAMINE SULFATE

INJECTABLE; INJECTION
PROTAMINE SULFATE

+ AM PHARM PARTNERS 10MG/ML MB82454 001 Apr 07, 1987 Mar CRLD
@ LILLY 10MG/ML NO&460 002 Mar DISC

PROTRIPTYLINE HYDROCHLORIDE

TABLET; ORAL

VIVACTIL
@ ODYSSEY PHARMS SMG N16012 001 Jun CAHN
] 10MG N16012 002 Jun CAHN |

RANITIDINE HYDROCHLORIDE

TABLET, EFFERVESCENT; ORAL
ZANTAC 25
GLAXOSMITHKLINE EQ 25MG BASE NZ0251 003 Apr 01, 2004 Apr HNEWA |

RIBAVIRIN

CAPSULE; ORAL
REBETOL
AB ¥ SCHERING FLOUGH RES 200MG N20903 002 Jul 25, 2001 Apr CFTG
RIBASPHERE

AB THREE RIVERS PHARMS 200MG N7€203 001 Apr 06, 2004 Apr HEWA




fX DRUG PRODUCT LIST = CUMULATIVE SUPPLMENT 8 - August 2004 1-8%

CAPSULE; ORAL
RIBAVIRIN
SANDOZ 200MG N76192 001 Apr 06, 2004 Apr MNEWA

. RIFAXIMIN

TABLET; ORAL
; XIFAXAN
1 + SALIX PHARMS 200MG N21361 001 May 25, 2004 May NEWA

RISPERIDONE

INJECTABLE; INTRAMUSCULAR
RISPERDAL CONSTA

JANSSEN PHARMA 25MG/VIAL N21346 001 Oct 29, 2003 Jul CAHN
37.5MG/VIAL MZ1346 002 Oct 29, 2003 Jul CAHN
+ 50MG/VIAL N21346 003 Oct 29, 2003 Jul CAHN
TABLET, ORALLY DISINTEGRATING; ORAL
RISPERDAL
JANSSEN PHARMA 0. 5MG W21444 001 Apr 02, 2003 Jun CAHN
+ 1MG M21444 002 Apr 0Z, 2003 Jun CAHN
- 2MG N21444 003 Apr 0Z, 2003 Jun CAHN
. RITODRINE HYDROCHLORIDE
INJECTABLE; INJECTION
RITODRINE HCL
+  HOSPIRA 10MG /ML N71618 001 Feb 28, 1991 May CARHN
+ 15MG /ML N71619 001 Feb 28, 1951 May CAHN
RITODRINE HCL IN DEXTROSE 5% IN PLASTIC CONTAINER
+  HOSPIRA 30MG/100ML N71438 001 Jan 22, 1991 May CAHN
ROCURONIUM BROMIDE
. INJECTABLE; INJECTION
ZEMURON
# ORGANON USA INC 10MG/ML N20214 002 Mar 17, 1994 Jul DISC
10MG/ML N20214 002 Mar 17, 1994 Jun CMFD
- ZEMURON (P/F)
+  ORGANON USA INC SOMG/ SML ( 10MG/ML) N20214 001 Mar 17, 1994 Jul CPOT
100MG/ LOML ( LOMG/ML) N20214 003 Mar 17, 1994 Jul NEWA
'ROPINIROLE HYDROCHLORIDE
. TABLET: ORAL
REQUIP
GLAXOSMITHELINE EQ SMG BASE NZ0658 005 Sep 19, 1997 May CRLD
' SAFFLOWER COIL; SOYBEAN OIL
IMJECTABLE; INJECTION
LIPOSYN II 10%
+  HOSPIRA S4:54 (SGM/100ML) N1BG9S7 001 Aug 27, 1984 May CAHN
LIPOSYN I1 20%
|+  HOSPIRA 10%;10% (10GM/100ML) N18991 001 Aug 27, 1984 May CRHN

JECRETIN SYNTHETIC HUMAN

FOR SOLUTION: INTRAVENOUS

HUMAN SECRETIN
* CHIRHOCLIN 1eUGM/VIAL N21256 D01 Apr 09, 2004 Apr NEWA



AP

=
A

AP

AF
AF
RF
AP
AF
AP
AF

AT

AT

RX DRUG PRODUCT LIST =

SECRETIN SYNTHETIC PORCINE

FOR SOLUTION:; INTRAVENOUS
SECREMAX

+ CHIRHOCLIN

SELEGILINE HYDROCHLORIDE

CUMULATIVE SUPPLMENT

16UGM/VIAL

TABLET: ORAL
SELEGILINE HCL
+ SOMERSET SMG
a SMG
SEVELAMER HYﬁF':I':IILU_HFM
CAPSULE; ORAL
RENAGEL
# GENZIYME 403MG
SIROLIMUS
TABLET: ORAL
RAPAMUNE
WYETH PHARMS INC MG
+ SMG
SODIUM ACETATE. ANHYDROUS
INJECTABLE: INJECTIOHN
SODIUM ACETATE IM PLASTIC CONTAINER
+ HOSPIRA 2ZMEQ/ML
50DIUM CHLORIDE
INJECTABLE; INJECTION
BACTERIOSTATIC SODIUM CHLORIDE 0.%% IN PLASTIC CONTAINER
+ HOSPIRA 9MG /ML
SODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER
HOSPIRR 450MG/100ML
450MG/100ML
SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
HOSPIRA SMG/ML
MG /ML
+ MG /ML
SMG/ML
$00MG/100ML
200MG/100ML
S00MG/100ML
SODIUM CHLORIDE IN PLASTIC CONTAINER
HOSPIRA 2. SMEQ/ML
SOLUTION: IRRIGATION
S0DIUM CHLORIDE 0.45% IN PLASTIC CONTAINER
HOSPIRA 450MG/100ML
@ §50MG/100ML
SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
HOSPIRA 900MG/ 100ML

300MG/100ML

B

= August

H21138

W21i10
NZ1110

N18823

N18800

H18050
N19759

N18803
N19217
N19217
N159465
N16366
K19465
N18480

N1BB97

H17670
N18380

N17514

N1831

001

002
003

001

001

001
D01

001
001
001
001
001
001

001

001

001

001
0ol

2004

Apr

Aug
Feb

May

Jun

oct 2

Jul
Jul
Jul

Jul
Sep

Jul

04,

1889
lea9

1998

2002
2004

1983

1982

1988

1982
1984
1964
1985

1585
1985

1984

Jul

Jun

Feb
Feb

May

May

May
May

May
May
Jul
May
May
May
May

May

May

May

Ma ¥
May

BIEs

CREN

CAEN

CAEN

CAEN

CAHM
CAHN
CRLD
CAEN
CAKEH

CAHN

CREN
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SODIUM FERRIC GLUCONATE COMPLEX

INJECTABLE; INJECTION

FERRLECIT

Jul Cary
I +  WATSON PHARMS 62 EMG/5ML N20955 D01 Feb 18, 1999 Feb CAHN

goDIUM IODIDE, I-131

SOLUTION: ORAL
SODIUM ICDIDE 1 131

Aug DIsc 1
i % ¢ c1s SOmC1 /ML N17315 001 Apr DISC
SODIUM LACTATE
INJECTABLE; INJECTION
SODIUM LACTATE 0.167 MOLAR IN PLASTIC CONTAINER
3 n HOSPIRA 1.87GM/100ML N18249 001 May CAHN
un 1§
i SODIUM LACTATE IN PLASTIC CONTAINER
HOSPIRA S5MEQ/ML N18347 D01 Sep 05, 1984 May CAHN
S0DIUM NITROPRUSSIDE
s INJECTABLE; INJECTION
L2 ép;: NITROPRESS
. +  HOSPIRA 25MG/ML N71961 001 Aug 01, 1988 May CAHN
* S0MG/VIAL N70566 001 Jun 09, 1986 May CAHN
SODIUM PHOSPHATE, DIBASIC, HEPTAHYDRATE; SODIUM PHOSPHATE, MONOBASIC, ANHYDROUS
- IMJECTAELE; INJECTION
L e SODIUM PHOSPHATES IN PLASTIC CONTAINER
HOSPIRA 142MG/ML; 27 6MG /ML N18892 001 May 10, 1983 May CAHN
.I SOMATROPIN RECOMBINANT
A INJECTABLE: INJECTION
i SAIZEN
- @ SERONO 6MG/VIAL N19764 001 Oct 08, 1996 May DISC
a ~BHN
‘ x iy : SEROSTIM
ay iN o
B 7 SERONO 4MG/VIAL N20604 003 Jul 25, 1997 Jan CTEC
S b i 8., 8MG/VIAL ¥20604 004 Sep 06, 2001 Jan DISC
& it
Hay CARE ’ ZORBTIVE
i f S | @ SERONO INC 4MG/VIAL N21597 001 Dec 01, 2003 May DISC
H“ s e SMG/VIAL 21587 002 Dec 01, 2003 May DISC
Ha* o p 6MG/VIAL ¥21597 003 Dec 01, 2003 May DISC
ay CAED
May: CAHE | SOTALOL HYDROCHLORIDE
May CaHl c
TABLET: ORAL
R i SOTALOL HCL
pEAN = RB2 MUTUAL PHARM BOMG M76576 001 Apr 0B, 2004 Apr NEWA
e 1 20MG N76576 002 Apr 08, 2004 Apr NEWA
B i AE 1 60MG N76576 003 Apr 08, 2004 Apr NEWA
LY LAt =
& Y r;yu a TEVA BOMG H76883 001 Jul 26, 2004 Jul NEWA
o A e 120M5 N76883 002 Jul 26, 2004 Jul NEWA
i - ABZ 160MG NT76B83 003 Jul 26, 2004 Jul MNEWA
ay CAHN
3 CAHN
May &8 SOYBEAN OIL

INJECTABLE; INJECTION
: LIPOSYN IIT 10%
AP +  HOSPIRA

10% N18969 001 Sep 24, 1984 May CAHN
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INJECTABLE; INJECTION
LIPCSYN 111 20%
AP + HOSPIRA 20% N18970 001 Sep 25, 1984 May Cauy

LIPOSYN III 30%
AP + HOSPIRA 0% M

=
Lo ]
o
e
-
-
o
=

Jan 13, 1998 May Cam

SPARFLOXACIN
TABLET; ORAL

LAGAHM
@ MYLAN 200MG H20&67T7 D01 Dec 19,

[,
w

96 Mar DIZ

SPIRONOLACTONE

TABLET; ORAL
SPIRCNOLACTONE

=D> AB HALSEY 25MG NB7265 001 Aug |
>A> RAB MUTUAL PHARM 25MG NB7265 001 Aug
STAVUDINE
CAPSULE, EXTENDED RELEASE; ORAL
ZERIT XR
@ BRISTOL MYERS SQUIBR 37.5MG N21453 001 Dec 31, 2002 Jun DISC
@ S0MG N21453 002 Dec 31, 2002 Jun DISC
@ 75MG N21453 003 Dec 31, 2002 Jun DISC
1] 100MG N21453 004 Dec 31, 2002 Jun DISC
SUCCINYLCHOLINE CHLORIDE
INJECTABLE; INJECTICN
ANECTINE
AP + SABEX 2002 20MG /ML HOB453 002 Jul
e SOMG/ML NOB453 003 Jul
+ S00MG/VIAL NOB453 001 Jul
+ 1GM/VIAL NOB453 004 Jul
QUELICIN
AP + HOSPIRA 20MG /ML NOBB45 DO May CRHN
QUELICIN PRESERVATIVE FREE
AF + HOSPIRA 20MG /ML NOBB45 001 May CRHN
@ 50MG/ML NO8B45 002 May CAHN
+ 100MG /ML M0OB845 004 May CAHN
SUCRALFATE
TABLET: ORAL
CARAFATE
AR + AMCAN SCANDIPHARM 1GM N18333 001 Feb CAHN
SUFENTANIL CITRATE
INJECTARLE; INJECTION
SUFENTANIL CITRATE
*A> AF BRXTER HLTHCARE EQ 0.05MG BASE/ML N74413 001 Dec 15, 19395 aug CARN
»D> AP ELEINS SINN EQ 0.05MG BASE/ML K74413 001 Dec 15, 19395 Aug CAHN
SULFENTANIL CITRATE
AP HOSFPIRA EQ 0.05MG BASE/ML N74534 001 Dec 11, 1996 May chsHN

SULFACETAMIDE SODIUM

SOLUTION/DRORPS: OFHTHALMIC
SULF-10
by OVARTIS 104 HBOO025 001 Mar CHE

o
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SULFACYTINE
» # L
A1 TABLET: ORA
g il
- RENOQUID
CRHY = +  GLENWOOD 250MG N17569 001 Rug DISC
’.ﬁ [ 250MG Nl 001 Aug DISC
SULFAMETHOXAZOLE: TRIMETHOPRIM
INJECTABLE: INJECTICON
DIsn B SULFAMETHOXAZOLE AND TRIMETHOPRIM
- BAXTER HLTHCARE BOMG /ML; 1 6MG/ML N70627 001 Dec 29, 1987 Aug CAHN
BOMG/ML; 1 6MG/ML W70628 001 Dec 29, 1987 Aug CAHN
ELKINS SINN BOMG/ML; 1 6MG/ML N70627 001 Dec 29, 1987 Aug CAHN
ol BOMG/ML; 16MG/ML N70628 001 Dec 29, 1987 Aug CAHM
CAMN AP HOSPIRA BOMG /ML ; 1 6MG/ ML N73199 001 Sep 11, 1992 May CAHN
CAHN TABLET; ORAL
SULFAMETHOXKAZOLE AND TRIMETHOPRIM
@ HALSEY 400MG ; BOMG NT70006 001 Nov 14, 1984 Aug CAHN
@ MUTUAL PHARM 400MG; B0MG NT0006 001 Mov 14, 1984 Aug CAHN
SULFAMETHOXAZOLE AND TRIMETHOPRIM DOUBLE STRENGTH
p1sc _ @ HALSEY BOOMG; 160MG NT0007 001 Nov 14, 1984 Aug CAHN
Dlsc o @ MUTUAL PHARM BOOMG; 160MG N70007 001 MNov 14, 1984 Rug CRHN
TECHNETIUM TC-%9M APCITIDE
INJECTABLE; INJECTION
ACUTECT
BERLEX LABS N/A NZ0BET 001 Sep 14, 1998 Jun CAHN
TECHNETIUM TC-9%M DEPRECTIDE
CAHN INJECTABLE; INJECTION
CRHN - NEO TECT KIT
CAHN & 4+  BERLEX LABS N/A N21012 001 Aug 03, 1999 Jun CAHN
CAHN " TECHNETIUM TC-99M MEDROMATE KIT
INJECTABLE; INJECTION
CAHN 3 DRAXIMAGE MDP
CRHN AP+  DRAXIMAGE N/A N18035 001 May CTNA
AHN
TECHNETIUM TC-99M SESTAMIBI KIT
INJECTABLE; INJECTION
0 CARDIOLITE
+ BRISTOL MYERS SQUIBE N/A N19785 001 Dec 21, 19%0 Jul CRLD
CAHN
| W TELITHROMYCIN
A TABLET: CRAL
KETEK
. AVENTIS PHARMS §00MG N21144 001 Apr 01, 2004 Apr NEWA
CAHN
CRAHN TEMAZEPAM
CAPSULE; ORAL
—_— ']
CAHH TEMAZEPAM
@ HALSEY 15MG NT1174 001 Jul 10, 1986 Aug CHAHM
@ I0MG N71175 001 Jul 10, 1986 Aug CAHM
@ MUTUAL PHAEM 15MG NT1174 001 Jul 10, 1986 Aug CAHMN
? I0MG NT7117% 001 Jul 10, 1986 Aug CAHN
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TERBINAFINE

GEL; TOPICAL

LAMISIL
NOVARTIS 1% N20846 001 Apr 29, 1998 Jan Mt

TERBUTALINE SULFATE

| INJECTABLE; INJECTION

| BRETHINE
AP ¢  AAIPHARMA LLC 1MG/ML N1B571 001 APr CFY
TERBUTALINE SULFATE
1 AP KM PHARM 1MG /ML NT76887 001 May 26, 2004 May
i AP BEDFORD 1MG /ML H76770 001 Apr 23, 2004 Ap:
' AP SICOR PHARMS 1MG/ML N76853 001 Jul 20, 2004 Jul MEW

TERCONAZOLE

|
[
I CREAM; VAGINAL
|
|

{
|
|
!i FILM, EXTENDED RELEASE; TRANSDERMAL

TERAZOL 3
AB 4+  ORTHO MCNEIL PHARM  0.8% N19964 001 Feb 21, 1991 Apr CFIG
[f TERCONAZOLE
I AB TARO 0.84 N75953 001 Apr 06, 2004 Apr NEWA
| TESTOSTERONE
fl
\ ANDRODERM
sp> BX +  WATSON LABS SMG/24HR N20489 002 May 02, 1997 Aug
| SR> + SMG/24HR N20489 002 May 02, 1997 Aug
| it >0> TESTODERM
i | D> +  ALZA 4MG/24HR N13762 001 Oct 12, 1993 Aug DISC
| " SA> @ AMG/24HR N19762 001 Oct 12, 1993 Aug DISC
i it >D> s 6MG/24HR N19762 002 Oct 12, 1993 Aug DISC
[ J' A= @ BMG/24HR H19762 002 Oct 12, 1993 Aug DISC
!b w' >D> TESTODERM TTS
I J >h> BYX + ALZA 5MG/24HR N20791 001 Dec 18, 1997 Aug DISC
| >A> @ SMG/24HR N20791 001 Dec 18, 1997 Aug DISC

TETRACYCLINE HYDROCHLORIDE

TETRACYCLINE HCL

1 | 20> AR AXTOM PHARM 250MG N60T36 001 Rug CAHN

) L; >D>  AB 500MG NE0T36 002 Aug CAHN
| >R AB MUTUAL PHARM 250MG Ne0d736 001 Aug CAHN

! SA> AB 500MG NE0T36 002 Aug CAHN

CAPSULE, EXTENDED RELEASE; ORAL

|
1%l
(11 : AEROLATE III

|
(|
‘:' CAPSULE; ORAL
|
|
|.
|
| THEOPHYLLINE
[ B
] |
[
|

P FLEMING PHARMS E5MG NB5075 003 Now 24, 1986 Jun DISC
‘ . AEROLATE JR
' @ FLEMING PHARMS 130MG N85075 002 Now 24, 1986 Jun DISC
([ AEROLATE SR
ML @ FLEMING PHRRMS 260MG N85075 001 Nov 24, 1986 Jun DISC

f INJECTABLE: INJECTION
THEOPHYLLINE IN DEXTROSE 5% IN PLASTIC CONTAINER

! AP+ HOSPIRA 4MG/ML M19211 007 Dec 14, 1984 May
AP + §0MG/ 1 00ML M19211 001 Dec 14, 1984 May CAHN

= AHN
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INJECTABLE: INJECTION
THEOPHYLLINE IN DEXTROSE 5% IN PLASTIC CONTAINER

AP +  HOSPIRA BOMG/100ML M18211 002 Dec 14, 1984 May CAHN
bt AP+ 160MG/100ML N16211 003 Dec 14, 1984 May CAHN
c AP ¢ 200MG/100ML N19211 004 Dec 14, 1984 May CAHN
AP + 320MG/100ML M18211 006 Jan 20, 1988 May CAHN
AP+ §00MG/100ML ¥18211 D05 Dec 14, 1984 May CAHN
SOLUTION; ORAL
CFTG | AEROLATE
@ FLEMING PHARMS 150MG/15ML WBO141 001 Dec 03, 1886 Jun DISC
HEWR TABLET, EXTENDED RELEASE; ORAL
HEWA _ THEOLAIR-SR
i g iM 200MG N8B369 001 Jul 16, 1987 Jun DISC
a ; 250MG N86363 002 Jul 16, 1987 Jun DISC
@ 300MG NEB364 001 Jul 16, 1987 Jun DISC
a 500MG NE0132 001 Jul 16, 1987 Jun DISC
THEOPHYLLINE
i AR ABLE I00MG N40548 001 Apr 30, 2004 Apr NEWA
AB 400MG R40543 001 Apr 27, 2004 Apr NEWA
s AB 450MG N4DS46 001 Apr 30, 2004 Apr NEWA
AB 600MG N40539 001 Apr 27, 2004 Rpr NEWA
. UNIPHYL
AB  +  PURDUE FREDERICK 400MG NB7S71 001 Sep 01, 1982 Apr CFTG
B+ 600MG N4DDBE 001 Apr 15, 1996 Apr CFTG
'::Ef THIAMINE HYDROCHLORIDE
e INJECTABLE; INJECTION
—_ _ THIAMINE HCL
£k AP BAXTER HLTHCARE 100MG /ML NBO575 001 Aug CAHN
e 3> AP ELKINS SINN 100MG/ML NBO57S 001 Aug CAHN
b AP HOSPIRA 100MG /ML N40079 001 May 03, 1996 May CAHN
THIORIDAZINE HYDREOCHLORIDE
D1SC
SEib TABLET:; ORAL
THIORIDAZINE HCL
2 HALSEY 10MG NEB375 001 MNov 18, 1983 Aug CAHN
8 15MG NBB461 001 MNow 18, 1983 Aug CAHN
] 25MG NB7264 001 Nov 18, 1983 Aug CAHN
CAHN BB 50MG NEB370 001 Mov 18, 1983 Aug CAHN
CAHN a 100MG NBS379 001 MNov 16, 1983 Aug CAHN
Sk ] 150MG NBB737 001 Sep 26, 1984 Aug CAHN
CAHN @ 200MG NEET3I8 001 Oct 16, 1984 Aug CAHN
@ MUTUAL PHARM 10MG NB8375 001 Nov 18, 1983 Aug CAHN
] 15MG NBB4E1 001 Nov 18, 1983 Aug CAHN
] 25MG N87264 001 Nov 18, 1983 Aug CAHN
SOMG NBB3I70 001 Wov 1B, 1983 Aug CAHN
p1sC _ ] 100MG NBB3I79 001 Nev 16, 1983 Aug CAHN
A ] 150MG NBB737 001 Sep 26, 1984 Aug CAHN
pIsc ] 200MG NEET3IE 001 Oct 16, 1984 RAug CAHN
e TIMOLOL MALEATE
SOLUTION/DROPS; OPHTHALMIC
ISTALOL
~ RN +  SENJU EQ 0.5% BASE W21516 001 Jun 04, 2004 Jun NEWA
CAHN TIMOLOL MALEATE
AT H1 TECH PHARMA EQ 0.5% BASE NT5163 001 Sep 10, 2002 Jun COFR
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TINIDAZOLE

| | TABLET; ORAL

| TINDAMAX

| Wil PRESUTTI LABS 250MG N21618 001 May 17, 2004 May NEWa
E' + 500MG NZ1618 002 May 17, 2004 May NEup

TIOCTROPIUM BROMIDE MONOHYDRATE

CAPSULE; INHALATION

|
|
1
'|i SPIRIVA
1 +  BOEHRINGER INGELHEIM EQ 0.01BMG BASE N21395 001 Jan 30, 2004 Jan NER
i
_!|” TIZANIDINE HYDROCHLORIDE
il| CAPSULE; ORAL
L ZANAFLEX
A >A> ACORDA EQ 2MG BASE M21447 001 Aug 29, 2002 Aug CAHN
i *A> EQ 4MG BASE N21447 002 Aug 29, 2002 Aug CAHY
]! ‘ | *h> + EQ €MG BASE NZ21447 003 Aug 29, 2002 Aug CAHN
rl D> ELAN PHARMS EQ 2MG BASE N21447 001 Aug 29, 2002 Aug CAHN
I | *D> EQ 4MG BASE N21447 002 Aug 29, 2002 Aug CAERN
[l ' >0> + EQ 6MG BASE N21447 003 Aug 29, 2002 Aug CAHN
TABLET; ORAL
i | TIZANIDINE HCL
i AB TORPHARM EQ 2MG BASE N76533 001 Jan 16, 2004 Jan NEWA
| AB EQ 4MG BASE M76533 002 Jan 16, 2004 Jan NEWA
ZANAFLEX
L||i SA> AB ACORDA EQ 2MG BASE N20397 002 Feb 04, 2000 Rug CAHN
| | >A> AB  + EQ iMG BASE N20397 001 Nov 27, 1996 Rug CAHN
>D> AB ELAN PHARMS EQ 2MG BASE N20397 002 Feb 04, 2000 Aug CAHN
| >D> AB 4 EQ IMG BASE N20397 001 Nov 27, 1996 Aug CAHN
i
h TOBRAMYCIN SULFATE
Ii“jl | INJECTABLE; INJECTION
KEBCIN
4" @ LILLY EQ 10MG BASE/ML N50477 005 Jun DISC
_ |I 8 EQ 10MG BASE/ML N6Z00B 004 Jun DISC
1 & EQ 10MG BASE/ML N62707 001 Apr 2%, 1987 Jun DISC
| ] EQ 40MG BASE/ML NE20DB 001 Jun DISC
f :’ ; 8 EQ 1.2GM BASE/VIAL N50519 001 Jun DISC
' Li--l TOBRAMYCIN
; AM PHARM EQ 1.2GM BASE/VIAL NS50789 001 Jul 13, 2004 Jul NEWA
| ,'.w + PHARMA TEK EQ 1.2GM BASE/VIAL NE5013 001 Aug 17, 2001 Jul CTEC
| " AP+ EQ 1.2GM BASE/VIAL N65013 001 Aug 17, 2001 Jun CRLD
'| !u TOBRAMYCIN SULFATE
i AP+  HOSPIRA EQ 10MG BASE/ML ME3080 001 Apr 30, 1991 Jun CRLD
-h AP EQ 10MG BASE/ML N63080 001 Apr 30, 1991 May CAHM
||4,” AP EQ 10MG BASE/ML N63112 001 Apr 30, 1991 May CAHN
I IH.H ap EQ 40MG BASE/ML N63111 001 Apr 30, 1991 May CAHN |
| AP 4+ EQ 40MG BASE/ML N63116 001 May 18, 1992 May CAHN
| (1Rt AR EQ 40MG BASE/ML N63161 001 May 29, 1991 May CAHN
||y : TOBRAMYCIN SULFATE IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
.P +  HOSPIRA EQ 1.2MG BASE/ML N63081 003 Jul 31, 1990 May CAHN

|
|

| + EQ 1.€MG BASE/ML N63081 006 Jun 02, 1993 May CARHN
‘ + EQ BOMG BASE/100ML N63081 001 Jul 31, 1990 May CAHN
|
|
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TOLAZAMIDE

TABLET: CHAL

TOLAZAMIDE
WATSON LABS 100MG N70513 001 Jan 0%, 1986 Aug ODISC

] 100MG NT0513 001 Jan 0%, 1986 Aug DISC

TOLCAPONE

TABLET; ORAL

TASMAR
ROCHE 100MG N20€%7 001 Jan 2%, 1%98 Aug CAHN

+ 200MG N20&57 002 Jan 29, 1998 Aug CAHN
VALEANT 100MG N20657 001 Jan 29, 1598 Aug CAHN
. 200MG NZ20697 002 Jan 29, 1998 Aug CAHN

TOPIRAMATE

CAPSULE: ORAL

TOPAMAX SPRINKLE
ORTHO MCNEIL PHARM 15MG N20844 001 Oct 26, 1998 Jul CAHN

0 25MG N20B44 002 Oct 26, 1998 Jul CAHN
i p [ 50MG N20844 003 Oct 26, 1998 Jul CAHN

TABLET; ORAL
TOPAMAX
ORTHO MCNEIL PHARM 50MG N20505 005 Dec 24, 1996 Jun CMFD

TRAVOPROST

SOLUTION/DROPS; OPHTHALMIC

TRAVATAN
* ALCOM 0.004% N21257 Q01 Mar 16, 2001 May CAHN

TRETINOIN

CREAM: TOPICAL

AVITA
BERTEK PHARMS 0.025% N20404 003 Jan 14, 1997 Aug CAHN

MYLAM BERTEK 0.025% N20404 003 Jan 14, 1997 Aug CAHN

GEL; TOPICAL
AVITA
BERTEK FHARMS 0.025% N20400 001 Jan 2%, 1998 Aug CAHN

MYLAN BERTEK 0.025% N20400 001 Jan 29, 1998 Aug CAHN

.‘-. AR
AB

TRIAMCINOLONE

TABLET; CRAL
ARISTOCORT

+ FUJISAWA HLTHCARE 4MG N1ll61l 007 Jun CRLD
EENACORT
@ BRISTOL MYERS SQUIBB EMG N11283 010 Jun DISC

TRIAMCINOLONE
@ WATSON LABS MG NB4270 001 Jun DISC

TRIAMCINOLONE ACETONIDE

AERCOSOL, METERED; INHALATION

AZMACORT
+ KOS 0.1MG/INH N18117 001 Apr 23, 1982 Apr CAHN

SPRAY, METERED: NASAL
NASACORT HFA
+ AVENTIS PHARMS 0.055MG/SPRAY N20784 001 aApr 07, 2004 Apr NEWA




INJECTABLE; INJECTION
f ARISTOCORT

|
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|
{
1l

| @ SABEX 2002 25MG /ML N11665 003 Jun
| ke . e -
M @ 40mMG /M1 N12802 001 Jun

l
i TRIMETHORENZAMIDE HYDROCHLORIDE

i INJECTABLE; INJECTION
‘:-! TRIMETHOBENZAMIDE HCL

HOSPIRA 100MG /ML NBAB04 001 Apr 03, 1987 May
|

4

I TABLET: ORAL

| TRIMETHOPRTM

‘ >0 8 HALSEY 100MG N70464 D01 Jan 22, 1986 Aug CAd
‘lL? >C ] 200MG N704595 001 Sep 24, 1986 Aug CARHN
-|!H! SA> @ MUTUAL PHARM 100MG N70494 001 Jan 22, 1986 Aug
200MG N70495 001 Sep 24, 1986 Aug CAHN

b
v
w

I TRIMIPRAMINE MALEATE

! CAPSULE; ORAL

M SURMONTIL

| | ODYSSEY FHARMS EQ 25MG BASE N16792
i“ EQ 50MG BASE N1E6792

-
o

Jun

Jun

(=]
o
1

I * EQ 100MG BASE N16792 003 Sep 15, 1982 Jun

{4 TROLAMINE POLYPEPTIDE OLEATE CONDENSATE

'
i SOLUTION/DROPS; OTIC

,_,

=
—
Lad
.
o

|
i I CERUMENEX
‘ & PURDUE FREDERICK 0 N1l ) D2 May DISI
|
||

| TROMETHAMINE
|

INJECTABLE; INJECTICN

|
| THAM
‘ + HOSPIRA . &GM/100ML N13025 002 May CAEN

TROSPIUM CHLORIDE

i TABLET: ORAL

Ml |

I. SANCTURA

'|.j * INDEVUS 20MG N21595 001 May 28, 2004 May NEWA
il
i|

'L TROVAFLOXACIN MESYLATE

TROVAN
| @ PFIZER EQ 100MG BASE N20
g EQ Z200MG BASE N2D759

997 Jun DIS

oo
e
3 A
—
3
-

Jun DISC

]
i
@

INJECTABLE:
TUBOCURARINE CHLORI

B BRISTOL MYERS

IMG /ML

. ‘ | i IMG /ML 001 Jun CT

i' @ HOSPIHA IMG /ML MOE09S 001 Jun

i ‘ | AP . IMG /ML NOE095 001 May CAHE
|

| I

‘ TABLET: ORAL
|




CAHY

CAHN
Caln
CAHN

CAHN

CAHN
CAHN

CAHN

e}

L]

CAHN

HEWA

DISC
pISsc

=]
iy

| n

zzzaR
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SOLUTION/DROPS; OPHTHALMIC
RESCULA
. NOVARTIS 0.15%
- 0.15%
UREA
INJECTABLE; INJECTION
STERILE UREA
@ HOSPIRA A0GM/VIAL
UREAPHIL
+ HOSPIRA J0GM/VIAL
URSCDIOL
TABLET; ORAL
URSO 250
AXCAN SCANDIPHARM 250MG
URSODIOL
. AXCAN SCANDIPHARM 500MG
VALACYCLOVIR HYDROCHLORIDE
TABLET; ORAL
VALTREX
+ GLAXOSMITHKLINE EQ 1GM BASE
VANCOMYCIN HYDROCHLORIDE
FOR SOLUTIOM; ORAL
VANCOCIN HCL
@ LILLY EQ 250MG BASE/SML
@ EQ 500MG BASE/GML
INJECTABLE; INJECTION
VANCOCIN HCL
@ LILLY EQ 500MG BASE/VIAL
@ EQ S500MG BASE/VIAL
[} EQ S00MG BASE/VIAL
@ EQ 500MG BASE/VIAL
@ EQ 1GM BASE/VIAL
[ EQ 1GM BASE/VIAL
a EQ 1GM BASE/VIAL
[ EQ 1GM BASE/VIAL
] EQ 10GM BASE/VIAL

VANCOMYCIN HCL
HOSPIRA EQ
EQ
EQ
EQ
EQ

VECURONIUM BROMIDE

INJECTABLE; INJECTION
VECURONIUM BROMIDE

500MG BASE/VIAL
500MG BASE/VIAL
1GM BASE/VIAL
1GM BASE/VIAL
5GM BASE/VIAL

+  ABBOTT 4MG/VTAL
+  HOSPIRA 4MG/VIAL
AP 10MG/VIAL

AP 20MG/VIAL

- August 2004

N21214
M21214

N1T7698

N12154

N20&75

N20E75

NZO0487

NE1667
NGl6&7

N60180
NE2476
NE2716
N62B12
N601B0
N62476
NE2T1E
N62812
N62B12

NE2511
NE2931
NE2912
NE2S33
ME3076

N75558
H73538
N75164
N75164

001
001

ool

001

001

ooz

Qo2

ooz
001

0ol
Dol
001
001
ooa
0oz
oo2
ooz
Qo3

o0t
0ol
oot
001
001

001
001
001
002

Aug
Aug

Jul

Jun

Jul

Mar
Mar
How
Mar
Mar
Mar
Howv
Howv

Aug
Aug

act
Dec

03,
03,

23,

13,

15,
13,
17,
21,
21,
13,
17,
17,

11,
11,
21,

21,

2000
2000

1997

2004

1995

1983

1984
1987
1987
1986
1988
1987
1987
1987

1988
1992
1988
1992
1990

2001
2001
1999
195859

Aug

Aug

May

Jul

Jul

Feb

Jun

Jun

Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun
Jun

May
May
May
May
May

Apr
May
May
May

CAHN
CAHN

CAHN

CAHN

CTHA

NEWR

CRLD

DISC
PISC

pDIsc
DIsc
pisc
DIsC
pIsc
DISC
DISC
DISC
pIisc

CAHN
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN
CAHN
CAHN




>0

>R

A

>0

=0

>A>

AB
AB
AB
AH
AB
RE

AP

AP
AP
AF
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1DE

TABLET; ORAL
EFFEXOR

WYETH PHARMS INC

EQ 50MG BASE
EQ 100MG BASE

VERAPAMIL HYDROCHLORIDE

INJECTABLE:; INJECTION

VERAPAMIL HCL
HOSPIRA

2. 5MG/ML
2.5MG/ML
<. 5MG/ML
2, 5MG/ML
2. 5MG/ML
2. 5MG/ML

TABLET, EXTENDED RELEASE; ORAL

VERAPAMIL HCL
BARR

HALI LABS

TABLET; ORAL
VERAPAMIL HCL
8 HALSEY
-]
@ MUTUAL PHARM

@

VINCRISTINE SULFATE

120MG
120MG
240MG
240MG
120MG
240MG

BOMG
120MG
BOMG
120MG

INJECTABLE; INJECTION

ONCOVIN
@ LILLY

VINORELBINE TARTRATE

1MG/ML

INJECTABLE; INJECTION
VINORELBINE TARTRATE

BAXTER HLTHCARE
ES1 LEDERLE

VITAMIN A PALMITATE

EQ 10MG BASE/ML
EQ 10MG BASE/ML

INJECTABLE: INJECTION

AQUASOL A
+ MAYNE PHARMA USA

EQ 50,000 UNITS BASE/ML

WATER FOR INJECTION, STERILE

LIQUID; N/A

BACTERIOSTATIC WATER FOR INJECTION IN PLASTIC CONTAINER

HOSPIRA
STERILE WATER FOR
€ B BRAUN

HOSPIRA

100%
INJECTION IN PLASTIC CONTAINER
100%
100%
100%
100%

B

- August 2004

N20151
NZ20151

N70577
w0737
N7C738
N70739
N70740
NT5136

N75072
N75072
R75072
N75072
H75072
N75072

NT0482
N70483
NT0482
NTO4B3

N14103

N759492
75992

HOEB23

M1B88O2

N19077
N18233
N1BBO1
N19B669

001
001
001
001
0G1
001

001
001
003
op3
00l
003

ool
0ol
001
001

003

el
001

001

001

00l
00l
001
001

Dec
Dec

Feb

Sep
Sep
Sep
Sep

Mar

Jun
Jun

Mar

Oct 27

28,
28,

0z,
08,
06,
06,
06,
20,

25,
23,
25,
o
ey
25,

24,
24,
24,
24,

07,

13,
10,

27,

0z,

1953
1993

1587
1387
1987
15987
1387
1998

1959
1999
1999
1999
1999
1999

1986
1586
1988
1986

1984

2003
2003

1982

1984

1982
1989

May
May

May
May
May
May
May
May

hug
May
Aug
May
Aug
Aug

Aug
Aug
Rug
Aug

Mar

Aug
Aug

Apr

May

May
May
May
May

CAkN
CAHN
CAHNM
CAHN
CAHY
CAHN

CAHN
CMFD
CAHN
CMFD
CAHN
CAHN

CAHN
CAHN
CRHN
CAHN

PISC

CAHH

CARHN

CRHN

CAHN

DIsc
CAHN
CRHN

CAHN
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WATER FOR IRRIGATION, STERILE
LIQUID; IRRIGATION
STERILE WATER IN PLASTIC CONTAINER
AT HOSPIRA 100% N17513 001 May CAHN
AT 100% N183131 001 May CAHN
21 DOVUDINE
SYRUP: ORAL
RETROVIR
+ GLAXOSMITHELINE S50MG/5ML N¥19910 001 Sep 2B, 198% Jul CRLD
ZILEUTON
TABLET: ORAL
LYFLO
@ CRITICAL 300MG NZ0471 001 Dec 0%, 1996 Jul CAHN
i 600MG N20471 003 Dec 09, 1996 Jul CAHH

2INC CHLORIDE

INJECTABLE; INJECTION

ZINC CHLORIDE IN PLASTIC CONTAINER
+ HOSPIRA EQ 1MG ZINC/ML N18959 001 Jun 26, 1986 May CAHN

ZOLPIDEM TARTEATE

TABLET; ORAL

AMBIEN
SANOFI SYNTHELABO SMG N19908 001 Dec 16, 1992 Apr CAHN

+ 10MG N19908 002 Dec 16, 1992 Apr CAHN
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PRESCRIPTION DRUG PRODUCT LIST - 24TH ECITION

OTC DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT B -~ August 2004

ANTAZOLINE PHOSPHATE; HAPHAZOLINE HYDROCHLORIDE

SOLUTION/DROPS; OPRTHALMIC

VASOCON-A
* MOVARTIS 0.5%:0.05% N18746

BUTOCONAZOLE NITRATE

CREAM; VAGINAL

FEMSTAT 23
+ BAYER il | WZ0421

CHLORHEXIDINE GLUCONATE; ISOPROPYL ALCOHOL

SPONGE: TOPICAL
CHLORAPREP ONE-STEP FREPP
+ MEDI FLEX HOSP 2%;70% K20832

SWAB; TOPICAL
CHLORAPREP ONE-STEP SEPP
+ MEDI FLEX HOSF 2%;70% W21555

CHLORPHENIRAMINE MALEATE

CAPSULE, EXTENDED RELEASE: ORAL
CHLORPHENIRAMINE MALEATE
& SANDOZ 12MG N707497
TABLET, EXTENDED RELEASE; ORAL
EFIDAC 24 CHLORPHENIRAMINE MALEATE
+ ALIA 16MG N19746

CHLORFHENIRAMINE MALEATE; IBUPROFEN; PSEUDOEPHEDRINE HYDROCHLORIDE

SUSPENSTON; ORAL
CHILDREN'S ADVIL ALLERGY SINUS
il WYETH CONS 1MG/5ML; 100MG/SML; 15MG/5ML N21587

DEXTROMETHORPHAN HYDROBROMIDE: GUAIFENESIN

TABLET, EXTENDED RELEASE; ORAL
MUCINEX DM
ADAMS LABS 30MG; 600MG H21620
+ 60MG: 1.26GM N21620

DOXYLAMINE SUCCINATE

TABLET; ORAL
DOXYLAMINE SUCCINATE
LNK 25MG N40564

GUAIFENESIN; PSEUDOEFHEDRINE HYDROCHLORIDE

TABLET, EXTENDED RELEASE; ORAL

MUCINEX D
ADARMS 600MG; 60MG W21585
+ 1.2GM;120MG HW21585
1BUPROFEN

SUSPENSION; ORAL
CHILDREN'S ELIXSURE
TARQ 100MG/ SML K21604

00z

001

001

001

001

002

00l

ooz
001

001

001
Doz

001

Jul

Dec

Jul

oct

Aug

Howv

Feb

Apr
Apr

Aug

Jun
Jun

Jan

21,

14,

07,

12,

18,

24,

29,
23,

07,

1994

19835

2000

2002

1988

1994

2004

2004
2004

2004

2004
2004

2004

L]

Jun

Jun

Jun

Apr

Mar

Feb

Apr
ApI

Aug

CAHY

CTHA

CAIN

DISC

CRLD

NEWA
HEWA

NEWA
NEWA

HEWR




CAHy

CAHN

CTHA

CAIN

DIsc

CRLD

HEWA
HEWA

HEWA

NEWA
NEWA

NEWA

0TC DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT

TABLET, CHEWABLE: ORAL

IBUPROFEN
PERRIGO 50MG
100MG
4 TABLET; ORAL
1BUPROFEN
@ BARR 200MG
o 200MG
2 200MG
LNE 100MG
§ MUTUAL PHARM 200MG
' 2 200MG
E 200MG

IBUPROFEN POTASSIUM; PSEUDOEPHEDRINE HYDROCHLORIDE

CAPSULE: ORAL
ADVIL COLD AND SINUS

+  WYETH CONS 200MG; 30MG
) ~ LORATADINE
' SYRUP; ORAL
LORATADINE
MORTON GROVE 1MG /ML
| PERRIGOD 1MG/ML
RANBAXY 1MG/ML
TARO 1MG /ML
TABLET; ORAL
LORATADINE
PERRIGO 10MG
10MG

LORATADINE; PSEUDOEPHEDRINE SULFATE
TABLET, EXTEMDED RELEASE; ORAL

CLARITIN-D
+ SCHERING SMG; 120MG
a SMG; 120MG
LORATADINE AND PSEUDOEPHEDRINE SULFATE
ANDRX PHARMS SMG; 120MG
IMPAX LABS SMG; 120MG
+ 5MG; 120MG

10MG; 240MG

MICONAZOLE NITRATE

CREAM, SUPPOSITORY; TOPICAL, VAGINAL
MICONARZOLE 7 COMBINATICN PACK
G AND W LABS 2%, 100MG

CREAM; TOPICAL, VAGINAL
| MICONAZOLE 3 COMBINATION PACK

PERRIGD 2%,4%

f ! MONISTAT 3 COMBINATION PACK
‘ ' + PERSONAL PRODS 2%, 4%
4%, 2%

8 = August 2004

N76359
N76359

N70493
N70908
N71462
N76741
N70493
N70508
N71462

N21374

N75815
N75728
N76529
N76803

N21512
N76301

N19670
N19670

NT76208
NTE6050

N76050
N7598%9

N76585

NT76357

N21261
NZ21261

001
ooz

ool
001
001
ool
001
0ol
001

001

ool
001
001
001

001
001

002
002

00l
001

001
001

ool

ool

003
003

Jan
Jan

Jun
Dec
Sep
cct

Aug
Rug

Nowv
Nowv

Jan

Jan
Jan

Mar

Mar

Jun

16,
16,

24,
26,
0z,
17,
24,
26,
02,

o,

20,
20,
20,
20,

24,
25,

27,
27

29,
1o,

30,
04,

26,

30,

17,
17,

2004
2004

1885
1886
1986
2004
1985
19686
1986

2002

2004
2004
2004
2004

2004
2004

2002
2002

2004
2003

2003
2004

2004

2004

2003
2003

2=2

Jan
Jan

Aug
Ahug
Aug
Jun
Aug
Aug
Aug

Mar

Aug
Aug
Aug
Aug

Jun
Jun

Rug
Aug

Jan
Aug
Rug
Mar

Mar

Aug
Aug

HEWA
HEWA

CAHN
CAHN
CAHN
HEWA

CAHN
CAHN

CAIN

HEWA
HEWA
NEWAR
HEWA

NEWA
HEWA

DISC
DISC

NEWA
CRLD

CRLD
NEWA

HEWA

HEWA

CRLD
CRLD




Il OTC DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT &8 - August 2004 a=3

i AS THEROXIDIL

'| =2 HARMONY LABS 5\ N7€23%9 001 Aug 24, 2004 Aug NEW;
|
|
| HAPROXEN SODIUM AND PSEUDOEPHEDRINE HCL
FERRIGO EQ 200MG BASE:120MG N76518 001 Mar 17, 2004 Mar MNEW

GUM, CHEWING; BUCCAL
RICOTINE POLACRILEX

| | WATSON LABS EQ ZMG BASE N76568 001 Jul 29, 2004 Jul NEW:
| EQ 2MG BASE HW76569 001 Jul 29, 2004 Jul NEWA

! EQ 4MG BASE N76568 002 Jul 28, 2004 Jul MNEwW:R
| EQ 4MG BASE MN76569 002 Jul 29, 2004 Jul MNEWA

EANITIDINE HYDROCHLORIDE

MINOXIDIL

i SOLUTION: TOPICAL

i TABLET; ORAL
»A> ZANTAC 150
s> " PFIZER CONS HLTHCARE EQ 150MG BASE N21698 001 Aug 31, 2004 Aug NEWA
‘. ZANTAC 75

] | ) - WARMEE LAMBERT EQ 75MG BASE N20520 001 Dec 19, 1995 Aug CRLD

A EQ 75MG BASE H20520 001 Dec 19, 1995 Aug

| I TERBINAFINE HYDROCHLORIDE
SPRAY; TOPICAL
i LAMISIL AT

e (L . NOVARTIS 1% N21124 002 Mar 17, 2000 Feb MNEWA

o
[




Aug

Aug

AlUg

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

CUMULATIVE SUPPLEMENT NUMBER 8 AUGUST 2004

NO AUGLUST 2004 APPROVALS
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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

August 2004
‘Generic Name Designated Indication:
{IS}I-{Q-dmhypmanthm-'»‘-yl -1 4-dideoxy- Treatment of chronic lvmphocytic leukemia and related leukemias
o include
1, 4-imino-D-ribitol-hydrochloride prolymphocytic leukemia, adult T-cell leukemia, and hairy cell
leukemia
Trade Name (if present):
Sponsor Contact Information
BioCryst Pharmaceuticals, Inc.
Date Designated 8/10/2004 2190 Parkway Lake Drive
Date Approved Birmingham AL 33244
.-..-.;.“ttlctl...ttiiiiiiit#i‘.l.!t‘..'#i.t!.ll.l't'.l"!#'#l'-.Cit.".".'l.!..‘Cilli.l.‘il.
- Generic Name: Designated Indication:
(1S)-1-(9-deazahypoxanthin-9-y1)-1.4-dideoxy- Treatment of acute lymphoblastic leukemia.
1. 4-imino-D-ribitol-hydrochloride
Trade Name (if present):
Sponsor Contact Information
RioCryst Pharmaceuticals, Inc.
Date Designated 8/13/2004 2190 Parkway Lake Drive
Date Approved Birmingham AL 35244
1 ..-.t-.-t.q-a;tdt-t.-aul.ucl-nl-tciltilicntititllt.bt-l'ilttitt.t-u.o-llt.ti!-mtittt!-t-titt!t
- Generic Name: Designated Indication:
(15)-1-(9-deazahypoxanthin-9-yl)-1 4-dideoxy- Treatment of T-cell non-Hodgkin's lymphoma

1 4-imino-D-ribitol-hydrochloride

Trade Name (if present):

Sponsor Contact Information
- BioCryst Pharmaceuticals, Inc.
Date Designated 1/292004 2190 Parkway Lake Drive
Date Approved Birmingham AL 35244
1 "“ﬂﬂttti.‘¥'1'“"““"'"“""*“’"‘..**".-".'."'..“. ARdRASRBEEEERERERE NS GAdEEERERERERRRRR RS
‘Generic Name: Designated Indication:
(6R.S)5. 10-methylene-tetrahydrofolic acid For use in combination with 5-fluorouracil for the treatment of
patients with
{ pancreatic cancer
Trade Name (if present):
CoFactor Sponsor Contact Information
1 Adventrx Pharmaceuticals, Inc.
Date Designated 8/13/2004 6725 Mesa Ridge Road
Date Approved Suite 100

San Diego CA 92121

et T L LT LR R LR R L R LA LR L b L P T T T I T TRT T LT LR L AR R L LA LA Al bl




Orphan Products Designations and Approvals List
August 2004

Generic Name: Designated Indication:
1-Deoxygalacionojirimycin I'reatment of Fabry Discase

Trade Name (if present)
Sponsor Contact Information

Amicus Therapeutics, Inc
Date Designated 2/2572004 675 US Route |
Date Approved North Brunswick NJ 08902

L T L LT Ll L

Generic Name: Designated Indication:
3-4'aminoisoindoline-1'-one)- |-piperidine-2.6- I'reatment of myelodysplastic syndromes
dione (CC-5013)

Trade Name (if present).

REVIMID Sponsor Contact Information
Celgene Corporation

Date Designated 1/2972004 7 Powder Horn Drive

Date Approved Warren NJ 07059

LA LR R R R R bl R R e A R e e e R e e e P P T P e ST T e T

Generic Name:; Designated Indication
5-methyl-1-phenyl-2-( IH)}-pyridone(CAS 53179- Treatment of idiopathic pulmonary fibrosis
13-8)
Trade Name (if present):
Pirfenidone Sponsor Contact Information
InterMune, Inc.
Date Designated 3/572004 3280 Bayshore Blvd
Date Approved Brisbane CA 94005
LR R T L e et L ittt
Generic Name: Designated Indication:
90Y-hPAMA4 Treatment of pancreatic cancer

Trade Name (if present):

PAN-Cide Sponsor Contact Information
Immunomedics, Inc
Date Designated 1/29/2004 300 American Road
Date Approved Morris Plains NJ 07950
LEL L LA L AL L L L A R e R R Y T R TR LTI ]
Generic Name; Designated Indication:
alpha- 1-acid glvcoprotein Treatment of cocaine overdose

Trade Name (if present):
Sponsor Contact Information

Bio Products Laboratory

Date Designated 3/5/2004 Dagger Lane, Elsiree
Date Approved Henfordshire

UNITED KINGDOM

LA AR L L L R Al L Ll L L T T T eI ]
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Orphan Products Designations and Approvals List

August 2004

Generic Name: Designated Indication:
Alpha-1-acid glycoprotein Treatment of tricyclic antidepressant poisoning
Trade Name (if present):

Sponsor Contact Information

Bio Products Laboratory
Date Designated 3/17/2004 Dagger Lanc
Date Approved Elstree, Hertfordshire

UNITED KINGDOM
.Qg.;;.&.Q..--t..co.a.|n¢a.-'..p.q--'¢.¢o¢-.o.o.oiti.i-ibtitiillOI--'lni4!01011*0¢¢.l!¢!-i¢l‘i
Generic Name: Designated Indication:
Ambrisentan Treatment of pulmonary arterial hypertension
Trade Name (if present):

Spansor Contact Information

Myogen, Inc.
Date Designated 7/16/2004 7575 West 103rd Avenue
Date Approved Suite 102

Westminister CO 80021-5426

;;;ttncatcnncno;--n-.--...:::t.:.tiqoglooctlli-t-ii-ttltu-llctctDt!ictttliotitl*ti!l!i“‘!‘lti

Generic Name: Designated Indication:
antivenin crotaling (pit-viper) equine immune Treatment of envenomation by Crotaline snakes
F(ab)2)
Trade Name (if presemt )
Antivipmyn Sponsor Contact Information
Rare Disease Therapeutics, Inc,
Date Designated 1/29/2004 1101 Kermit Drive,
Date Approved Suite 608

Nashville TN 37217

-I'...t.Ifitt.llh.it.-..tt-tlllit'i.t0.###‘!!Sll"l!.‘.t.*“"“"-.“tiittﬁﬁil*.-‘-..i.."*it

Generic Name: Designated Indication:
Aplidin Treatment of Acute Lymphoblastic Leukemia
Trade Name (if present):
Sponsor Contact Information
PharmaMar LISA_ Inc
Date Designated 6/1872004 320 Putnam Avenue
- Date Approved Cambridge MA 02139
fii.t-ttt-t-t.t.t-.--t¢¢14¢-+1¢attttt¢¢¢¢¢tttajaanll--!tl--co--otit-ttiitlttt#tttitl'l!ti-ii!ii
Generic Name: Designated Indication:
C1 esterase inhibitor (human) Treatment of Angioedema

Trade Name (if present);
Sponsor Contact Information

Lev Pharmaceuticals, Inc.
Date Designated 7/16/2004 236 Old Lancaster Road
Date Approved Merion Station PA 19066

e e e TR R R R R R R L R R L LR LT TR R R R R L R R L L L Rl
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Orphan Products Designations and Approvals List

{ | August 2004
| Generic Name: Designated Indication:
! chenodeoxycholic acid Treatment of cerebrotendinous xanthomatosis
' Trade Name (if present):
‘ Chenofalk Sponsor Contact Information
Dr. Falk Pharma GmbH
Date Designated 1/29/2004 Leinenweberstrasse 5
Date Approved Postfach 6529
GERMANY
WERERERERE S .'..t."_l.“ L R R R e e e T R R E R R T R R R R R R R R R R R R R R R R ]
Generic Name: Designated Indication:
Coagulation factor VIla (recombinant) Prevention of bleeding episodes in patients with acquired inhibitors
| 1o Factor VIII
I or Factor IX
|
| Trade Name (if present):
i NovoSeven Sponsor Contact Information
| Novo Nordisk Pharmaceuticals, Inc.
[ Date Designated 7/21/2004 100 College Road West
Date Approved Princeton NJ 08540
T T R R T R R R T R R R R R R R R R R R R R R R R R R R R R S R R R R R A R R R R R R R R R R R R LR L))
1HI Generic Name: Designated Indication:
| Coagulation factor V1la (recombinant) Prevention of bleeding episodes in Glanzmann's thrombasthenia

Trade Name (if present):

|
! NovoSeven Sponsor Contact Information
| Novo Nordisk Pharmaceuticals, Inc.
| BRI Date Designated 6/18/2004 100 College Road West
Date Approved Princeton NJ 08540

LR R T R PR T e e

| | Generic Name: Designated Indication:
| | Coagulation Factor Vila (Recombinant) Treatment of bleeding episodes in patients with acquired inhibitors
I to Factor VIII
f i | or Factor IX
, !, Trade Name (if present):
| ||fl= NovoSeven Sponsor Contact Information
Al MNovo Nordisk Pharmaceuticals, Inc
' Date Designated 7/16/2004 100 College Road West
Date Approved Princeton NJ 08540

Generic Name: Designated Indication:
Coagulation factor Vlla (recombinant) Prevention of bleeding episodes in patients with hemophilia A or B,
with or

without inhibitors

Trade Name (if present):

NovoSeven Sponsor Contact Information
Novo Nordisk Pharmaceuticals, Inc.
Date Designated 6/18/2004 100 College Road West

|
|
| FEARRRR AR RN R RN AR RN R R AR R RN RN R RN RN RN AR RN RN RN R PR R RN R RN RN RN PR RPN RN RN R AE RS
|
|
|

|
‘ Date Approved Princeton NJ 08540
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'....--.caanoogtmm.it..t-.ttattecnn-nt-tttofnttibttoaltici-tittilt!-!i-#llnltlilttittnnt-o.tot

Generic Name: Designated Indication:
Coagulation factor VIla (Recombinant) Treatment of bleeding episodes in Glanzmann's thrombasthenia

Trade Name (if present):

NovoSeven Sponsor Contact Information
Novo Nordisk Pharmaceuticals, Inc.
. Date Designated 6/18/2004 100 College Road West
Date Approved Princeton NJ 083540
.g.'attoitttn--t-t.!r-t¢i+¢ttt-¢attt-p.l-t--nlttnqttlﬁi#itltlii.li#“ll!!tlllls!lt.tilliiil--i
Generic Name: Designated Indication:
DEAE-rebeccamycin Treatment of bile duct tumors

Trade Name (if present):

Sponsor Contact Information
| Exelixis, Inc.
I ‘Date Designated 3/1/2004 170 Harbor Way
~ Date Approved South San Francisco CA 94083-0511

'l'!l‘.!!ltllti..!tii!l‘-..ii##ttﬁttttlttmttt.-it.!#.#‘.-'#iit.#l-ﬂﬁtﬁiiiiﬂiiﬁiﬁOICQO“.‘l.li.

‘Generic Name: Designated Indication:
~ Deferitrin For the treatment of iron overload
Trade Name (if present):
Sponsor Contact Information
) Genzyme Corporation
Date Designated 4/14/2004 153 Second Avenue
Date Approved Waltham MA 02451
ti-.togttanuactstmjattottsbltti#t#t#!'lt-ctt.attttiit!lilttilfttiiOOI!!!!!!'IDII‘..t..ltlll!l!
Generic Name: Designated Indication:
dexanabinol For the attenuation or amelioration of the long-term neurological
sequelac
associated with severe traumatic brain injury
Trade Name (if present):
Sponsor Contact Information
¢ Pharmos Corporation
- Date Designated 8/11/2004 99 Wood Avenue
Date Approved Suite 311

Iselin NJ 08830

‘ﬂ‘#...dt“tl.-itt-‘.‘i.#ti+1'1'*t..**tt#tiﬂ'l-.!li'.#'il#tll‘ill“.i'...illlllll’.’.--!t¢itl.

- Generic Name: Designated Indication:
- Dexrazoxane Treatment of anthracycline extravasation during chemotherapy
- Trade Name (if present):
L Sponsor Contact Information
| : Topo Target A/S
Date Designated 3/25/2004 Fruebjergvej 3. 2100

Date Approved Copenhagen
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Orphan Products Designations and Approvals List

contamination with
plutonium, americium or curium {o increase the rates of

. August 2004
|

-.! DENMARK
:I AR AR R R R R R R R R R R R T e F T T )
' Generic Name: Designated Indication:
i diethylenetriaminepentaacetate (DPTA) For treatment of patients with known or suspected internal
(

elimination

Trade Name (if present)
Sponsor Contact Information

| CIs-US
i Date Designated 4/14/2004 10 DeAngelo Drive
" Date Approved Bedford MA 01730

Generic Name Designated Indication:
Diethylenetriaminepentaacetic acid (DTPA) Treatment of patients with known or suspected internal

conlamination with

{
|
1
|
‘ L I I L e s I I mmmMmmmm MMM
| plutonium, americum, or curium to increase the raies of

| . elimination.

JI Trade Name (if present)

‘L Sponsor Contact Information

| | Hameln Pharmaceuticals gmbh
| Date Designated 4/28/2004 Langes Feld 13
! Date Approved Hameln

GERMANY

I .‘.*...-......‘...'i....‘....'..‘-.“l.......'].‘..'....-...’..l..fl.l."l.“.'[.'l'.ll“l'l'l
R Generic Name: Designated Indication:
! Diethylnorspermine (DENSPM) Treatment for hepatocellular carcinoma
il
j I'rade Name (if present);

il Sponsor Contact Information

i Genzyme Corporation

| Date Designated 572572004 153 Second Avenue

‘ Date Approved Waltham MA 02451

AL LA L A A AL L L L L Ll Rl R R e e A L R L L T T P T R T T R R T T Y
Generic Name: Designated Indication:
Doripenem Treatment of bronchopulmonary infection in patients with cystic

fibrosis who are
colonized with Pseudomenas aeruginosa or Burkholderia cepacia

“
I Trade Name (if present);
Sponsor Contact Information
Peninsula Pharmaceuticals, Inc.
Date Designated 7/16/2004 1751 Harbor Bay Parkway
il Date Approved Alameda CA 94502
| AL R L L L L T LT T e L e r LTttt T L I
| | | Generic Name Designated Indication:
| |- efuproxiral An adjunct to whole brain radiation therapy for the reatment of

Ll brain metastases

in patients with breast cancer.
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Orphan Products Designations and Approvals List
August 2004

Trade Name (if present):
Sponsor Contact Information

Allos Therapeutics, Inc.
Date Designated 7/28/2004 11080 CirclePoint Road

Date Approved Suite 200
Westminster CO 80020

P L L L L L L L L LR L

Generic Name: Designated Indication:
human anti-CD4 monoclonal antibody Treatment of mycosis fungoides
Trade Name (if present):
HuMax-CD4 Sponsor Contact Information
Genmab A/S
Date Designated 8/13/2004 Tolbodgade 33
Date Approved DK-1253 Copenhagen K
DENMARK
BERRAR AR RN R AR PR AR RPN R AR R R AR R R R NI RN R R RR R R N RN AR
Generic Name: Designated Indication:
human anti-transforming growth factor-B1,2,3 Treatment of idiopathic pulmonary fibrosis
~ Trade Name (if present):
Sponsor Contact Information
Genzyme Corporation
Date Designated 7/9/2004 500 Kendall Street
Daie Approved Cambridge MA 02142
L e T R R R R R R R L R L L L L L L At Ll LA LR R AR R L]
Generic Name: Designated Indication:
human immunoglobulin (IgGlk)antiCTLA-4 Treatment of high risk Stage 1, Stage 111, and Stage IV melanoma
monoclonal antibody
Trade Name {if present):
Sponsor Contact Information
Medarex, Inc.
- Date Designated 6/3/2004 - 519 Route 173 West
- Date Approved Bloomsbury N 08804
i?‘t..l-lt.'.'.*"tl......b.t-..-.i‘tﬁi.itt#til“'tt‘t.i.tli'-I.-#I‘C--3l!Itt't'tt.’ll'.Ct#.t*‘
jr- sneric Name: Designated Indication:
 hydralazine Treatment of severe intrapartum hyperiension (diastolic blood

g essure greater
than or equal to 110 or systolic blood pressure less than or equal 1o

160)

¥ associated with severe preeclampsia‘eclampsia of pregnancy
Trade Name (if present):

Sponsor Contact Information
1 Esp Pharma, Inc.
- Date Designated 4/9/2004 2035 Lincoln Hwy.
- Date Approved Suite 21350

Edison N] 08817
Lt L L L L L e L e L L L R LAl Ll

ic Name: Designated Indication:
Treatment of burn patients hospitalized with bum-induced edema
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Orphan Products Designations and Approvals List
August 2004

I'rade Name (11 present)
Sponsor Comtact Information

Jerini AG
Date Designated $/572004 Invalidenstr, 130
Date Approved 10115 Berhin

GERMANY
--‘iill..-“l"III‘iﬁ.'ll.....!l'll..l..'.III....I"'¢lilll.!l-...'...l...'.!lll..."!'-i.b.l.
Gieneric Name Designated Indication
ldebenone (INN) Ireatment of cardiomyopathy associated with Friedreich's ataxia

Trude Name (if present)
Sponsor Contact Information

MyoConiract Lid
Date Designated 3/25/2004 Hammerstrasse 25
Date Approved CH-4410 Liestal

SWITZERLAND

-tol-t--!ll.-t---snu--idlilD'vll-tilll'!!llt.....--i.iilil't.'ll.tvt--iltll'uttiilli't'-.l-llo

Generic Name Designated Indication
lloprost inhalation solution Treatment of pulmonary arterial hypertension

Trade Name (if present)

Ventavis Sponsor Contact Information
CoTherix. Inc

Date Designated 8/1272004 5000 Shoreline Court

Date Approved South San Francisco CA 94080

J!!I.i.ll‘--..'--i-till!'lItD{OI'P.‘COIGOll'..lili.ll.l'll.l....ﬁ..-I"'li'*iii"l"."l'llll‘

Generic Name Designated Indication
Immortalized human liver cells found in the I'reatment of fulminant hepatic failure (acute liver failure)

extracorporeal liver assist device

Trade Name (if present)

ELAD Sponsor Contact Information
Vital Therapies, Inc

Date Designated 7/16/2004 15222 Avenue of Scicnce

Date -".[.'p[n\:;d Suite C

San Diego CA 92128
q---ttol"!lanc.oct-.aiti-iivuI-n-t-l-ovuuﬁioiititiiitOi!!--ntlllliltiiilil

FEEAENERARRERREREE S

Generic Name Designated Indication
Immune Globulin (Human) Ireatment of chronic inflammatory demyelinating polyneuropathy

T'rade Name (if present)

Gamunex Sponsor Contact Information
Bayer Corporation

Date Designated 7/27/2004 RO0 Dwight Way

Date Approved Berkley CA 94701-1986

-l'l‘.l"‘...l.lIllIIﬁ.I'l-lI'Iil.l'l'-ll-..IIUIIDi.I..l‘l-....ll‘-....-'l.“llll'."!l"l"‘!.!
Generic Name Designated Indication

Immune Globulin { Human) containing high Trearment of the West Nile virus infection

titers of West Nile virus antibodies




Orphan Products Designations and Approvals List
August 2004

Trade Name (1t present )

Omr-igG-am (im) 3% (WNV) Sponsor Contact [nformation
OMRIX Hnﬁ*nﬁﬂ;u\HW\JL Lid

Date Designated 3/17 2004 Plasma Fractionation Insttule

| Ramat Gan 52621

Date Approved

ISRAE]

....tno-----.----.q----uo-----v-.---.-------..-.--..¢-----..-----.-a.-..tn----..----...---....

Generic Name Designated Indication

t for Guillain Barre Syndrome

Immune Gl bulin Intravenous {humani

Trade Name (1f present)

Carimune NF Sponsor Contact Information

ZLB Bioplasma AU
Date Designated 5/4/2004 Wankdoristrasse 10
Date Approved CH-3000 Bern 22

SWITZERLAKND

-.t-..u--onqv---lcf--lotml--nt.---tioo-----tailr--.o-aa--ioqla-iol----lau.-v-piclll4no-'--.ooo

Generic Name Designated Indication
Implitapide [reatment of homozygous famihial hypercholesterolemia

Trade Name (1f present)

Sponsor Contact Information

Medical Research Laboratories International
Date Designated 8/13/2004 2 Tesseneer Drive
Date Approved Highland Heights KY 41076

|.Ql...--in..|---s.o-lluo.--'-.1.---.&.119---..a.xinl.aq--.-o.---d.an---.oi;xc--c‘-.----to;q--

Genenic Name Designated Indication
Implitapide Treatment of patients with Frednckson type [ or ¥
hyperlipoproteincmia

Trade Name (if present)
Sponsor Contacl Information

Medical Research Laboratories International
Date Designated 8/18/2004 7 Tesseneer Drive
Date Approved Highland Heights KY 41076

.I‘.I..Qpl-...1l".‘lltiitlI-ll...!.-lit.j.l--‘-.(ll!b-'l.fllii!l’l.llllIlo.tlll!di*lli.lO.lDO

Genenic Name Designated Indication
Liarozole The treatment of congenital ichthyosis

Trade Name (if present)
Sponsor Contact Information
Barrier Therapeutics, Inc
Date Designated 6/18:2004 600 College Road East
Date Approved Princeton NJ 08340

..I..p.'.'...‘-.-..|illl!.‘tlllll.IIl..‘r'lllll‘b'll'l!lllllf.ll!‘!-l!III.ﬁ‘ll‘i'iillll"l‘ll'

Generic Name Designated Indication

mannopentaose phosphate sulfate

yhorick Stage 11, Stage 111, and Stage IV melanoma
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Trade Name (1if present):
Sponsor Contact Information
Progen Industries Limited

Date Designated 4/27/2004 P. 0. Box 28
Date Approved Richlands 4077
AUSTRALIA
(E 22 R S R R S R A R R R R R R R R R e R A R R R R R e R R R R R R R R R R R A R R R R R R R R S R R R R R )
Generic Name: Designated Indication:
meclorethamine or nitrogen mustard Treatment of mycosis fungoides.

Trade Name (if present):
Sponsor Contact Information
Yaupon Therapeutics, Inc.
Date Designated 8&/12/2004 259 Radnor Chester Road
Date Approved Radnor PA 19087

R R R R R R R R R R R e R R PR R R

Generic Name: Designated Indication:
Melatonin Treatment of non-24-hour sleep-wake disorder in blind individuals
without light
perception
Trade Name (if present):
Circadin Sponsor Contact Information
Neurim Pharmaceuticals, Lid.
Date Designated 7/9/2004 8 Hanechoshet St.
Date Approved Tel-Aviv
ISRAEL
(AL R R R A L R R R R R R L L R R R R R R R R R R P P R )
Generic Name: Designated Indication:
mepolizumab For [lirst-line treatment in patients with hypereosinophilic syndrome

I'rade Name (if present):
Sponsor Contact Information
GlaxoSmithKline Pharmaceuticals
Date Designated 5/28/2004 P.O. Box 7929
Date Approved Philadelphia PA 19101

T T T Lt sttty

Generic Name: Designated Indication:
Multi-ligand somatosiatin analogue Treatment of patients with functional gastroenteropancreatic (GEP)
neuroendocrine tumaors (specifically, carcinoid, insulinoma,
gastrinoma,
somastatinoma, GRFoma, VIPoma and glucagonoma.
Trade Name (if present):
Sponsor Contact Information
Novartis Pharmaceuticals Corporation
Date Designated 7/27/2004 One Health Plaza
Date Approved East Hanover NJ 007936-1080

T T L Tttt

Generic Name: Designated Indication:
multi-vitiam infusion without vitamin K Prevention of vitamin deficiency and thromboembolic
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complications

in people receiving home parenteral nutrition and warfarin-type
anticoagulant

therapy
Trade Name (if present):
M.V.L-12 Sponsor Contact Information

Mayne Pharma (USA) Inc.
Date Designated 3/82004 Mack-Cali Centre 11
Date Approved Second Floor

Paramus NJ 07652

Ll L T L e L Ly

Generic Name: Designated Indication:
N-[4-(4-amino-2-ethyl-1H-imidazo[4,5- Treatment of stages [[B-1V melanoma
cJquinolin- 1-v1)butylmethanesulfonamide
Trade Name (if present):

Sponsor Contact Information

3M Pharmaceuticals
Date Designated 8/13/2004 3M Center
Date Approved Building 270-3A-08

St. Paul MN 55144-1000

AERERARERRA R R RN R R AR d R R kR RRR R RR R R R ERE AR R R AR R RS

‘Generic Name: Designated Indication:

‘nelarabine Treatment of acute lymphoblastic leukemia and lymphoblastic
lymphoma

Trade Name (if present):

Sponsor Contact Information
GlaxoSmithKline

Date Designated 8/10/2004 One Franklin Plaza
Date Approved Phildelphia PA 19101
L R R R R R R L R L]
‘Generic Name: Designated Indication:
‘Nucleic acid aptamer binding to tumor cell Treatment of pancreatic cancer
‘nucleolin
Trade Name (if present);
Sponsor Contact Information
. Aptamera, Inc.
Date Designated 8/11/2004 640 S, Fourth Street
Date Approved Louisville KY 40202
L R P e R R R P R P R R R R R R P R PR R R R R R R R R R )
Generic Name: Designated Indication:
pral unfractionated heparnn Treatment of sickle cell disease
Trade Name {if present):
Sponsor Contact Information
i TRF Technologies, Inc.
Date Designated 1/29/2004 108 Eagle Trace Drive
Date Approved Half Moon Bay CA 94019

I I nIm T Yy T e e e R T
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Generic Name: Designated Indication:
pentetate trisodium Ireatment of patients with known or suspected intemnal

contamination with
plutonium, americium, or curium.

I'rade Name (if present)

diethylenetriaminepentaacetale Sponsor Contact Information

Heyl Chemisch-Pharmazeutische Fabrnk GMBH & Co. KG
Date Designated 4/12/2004 Goerzallee 253
Date Approved Fedderal of Republic of Germany

GERMANY
.....".'..'..'.‘....-Illl*..I-..-..‘.l..‘."".....t.‘.-.'lll'l....lIII.....--..."...-.'-..*
Generic Name: Designated Indication:
posaconazole Treatment of zvgomycosis

Trade Name (if present)

Posoril Sponsor Contact Information
Schering Corporation

Date Designated 7/16/2004 2000 Galloping Hill Road

Date Approved Kenilwortoh NJ 07033

Ll L L e L e e L e e LR Rt

Generic Name: Designated Indication:
Quinine Sulfate Treatment of malaria

Trade Name (if present):
Sponsor Contact Information

Mutual Pharmaceutical Company. Inc.
Date Designated 6/3/2004 1100 Orthodox Street
Date Approved Philadelphia PA 19124

Ittty e LR R R R R R R R R A R R R R L R R R e R R R R L R L

Generic Name Designated Indication:
recombinant human fibroblast growth factor-20 Treatment of radiation induced oral mucositis

Trade Name (if present):
Sponsor Contact Information
CuraGen Corporation

Date Designated 1/29/2004 322 East Main Street

Date Approved Branford CT 06405

Tttt ettt n R R R R RN R R R R R R R R R R R R R R R R R A R R AR R R R R R R R R R L L

Generic Name: Designated Indication:

Recombinant Porcine Factor V1L, B-domain Treatment and prevention of episodic bleeding in patients with
inhibitor

Deleted antibodies to human coagulation factor VIII

Trade Name (if present):

Sponsor Contact Information
Ipsen Limited

Date Designated 3/16/2004 190 Bath Road

Date Approved Berkshire S11 3XE
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UNITED KINGDOM
A ‘.-..jji|||-‘.."...-It.tl¢qlttlih'dtlt.iiiii.lll.l."Cill..ll.l.IU‘ll.!-Iit.......-.-i‘....“
~ Generic Name: Designated Indication:
th-microplasmin Adjunet to surgery in cases of pediatric vitreclomy
Trade Name (if present):
Sponsor Contact Information
ThromboGenics Lid
Date Designated 3/16/2004 Unit 14
Date Approved Bridgecourt Office Park
Dublin 12
IRELAND
..ol-i.-.--t-tcoll--titttt.iiitivii-i!ioto#otttctltllhmttttoot.tt.-‘n-i---..n-t.otroocsqctitit
Generic Name: Designated Indication.
Rituximab Treatment of chronic lymphocytic leukemia
Trade Name (if present):
Rituxan Sponsor Contact Information
Biogen IDEC, Inc.
Date Designated 1/29/2004 3030 Callan Road
~ Date Approved San Diego CA 92121

t.tl.n‘.‘l"i.ilitiiiit.‘l‘!.tl-!!'--tt!-l'-!.F.ﬁﬂiﬂif'..".-iﬂ-.‘ﬁt"‘3"*.“-.f.!-"'-'l¥".

Generic Name: Designated Indication:
rofecoxib Treatment of juvenile rheumatoid arthritis
Trade Name (if present):
~ VIOXX Sponsor Contact Information
MERCK & Co., Inc.

Date Designated 3/16/2004 126 East Lincoln Ave.
Date Approved Rahway NJ 07065

T T e e e L e R R LR L RS R R R R Ll Rttt ettt

Generic Name: Designated Indication:
Ssarsasapogenin Treatment of amyotrophic lateral sclerosis (ALS)
Trade Name (if present):
. Sponsor Contact Information
Phytopharm plec
Date Designated 6/18/2004 Corpus Christi House
‘Date Approved Godmanchester, Cambridgeshire PE29 2HY
UNITED KINGDOM
I I I ImmMmm vy vy e e e e e R R R R R R R SRR RN R RS R R SRS L AR R A AL LA L L bt
Generic Name: Designated Indication:
SGN-30 (anti-CD30 antibody) For the treatment of CD30 positive T-cell lymphomas

de Name (if present):

Sponsor Contact Information
- Seattle Genetics, Inc.

Date Designated 2/18/2004 21823 30th Drive Southeast
Date Approved Bothell WA 98021
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'..'I'i.#lll'li.l-ll"'...!I.I....l'lllIil..ll!I'....l.“l.ii.llI‘II‘..lllIII"I.IIIl-.i-.il.l
Generic Name Designated Indication
SGN-40 (anti-CD40 antihody ) Treatment of multiple myeloma

Trade Name (if present)
Sponsor Contact Information

Seattle Genetics, Inc
Date Designated 8/13/2004 21823 30th Drive Southeast
Date Approved Bothell WA 98021

.l‘l‘..l.l.l...".'l.l...l-ltil.....?lll....lll‘l"lil.'ll'.'.'l-.ilit.tilllIi...’l.'l.'...ill

Generic Name: Designated Indication:
sodium thiosulfate Prevention of platinum-induced ototoxicity in pediatric patients

Trade Name (if present)
Sponsor Contact Information

Adherex Technologies, Inc

Date Designated 3/17/2004 600 Peter Morand Crescent
Date Approved Onawa, Ontario

CANADA
lllIiolIilll""ititiit.'t.it.illllll.'l.tl!.littiilllﬁ.tltt-‘lll'-ltt’.l*tttt.llll.it.#l.ll!!
Generic Name: Designated Indication:
somatropin Treatment of patients with HIV-associated adipose redistribution

syndrome

Trade Name (if present).

Serostim Sponsor Contact Information
Serono, Inc.

Date Designated 3/16/2004 One Technology Place

Date Approved Rockland MA 02370

|“‘§l..l|.-.-la.Inlblll'IIiit.ll"l‘..llt'."iltlillII!".'-..lliiit#i.ll'.‘i.-.t.!l"-'.ltnt

Generic Name: Designated Indication:

Staphylococcus aureus Immune Globulin Prophylaxis against Staphylococcus aureus infections in low birth
weight neonates

{Human)

Trade Name (if present):

Altastaph Sponsor Contact Information
Mabi Biopharmaceuticals

Date Designated 1/29/2004 12276 Wilkins Avenue

Date Approved Rockville MD 20852

vvll---!.o--tttt.ttl-lo'tiit1-lll-lllll!!!t.ttlttttltllll-lllI|tn#ltt#i'li.ilt!!iIt.tll-llv-t-l'-lttidt
L] . = .

Generic Name: Designated Indication:

Suberoylanilide Hydroxamic Acid Treatment of mesothelioma

T'rade Name (if present).
Sponsor Contact Information

Aton Pharma, Inc.
Date Designated 3/17/2004 777 Old Saw Mill River Road
Date Approved Tarrvtown NY 10591-6717
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...................,........,.4,,......n.---oo-.--...--opo-q---u---illtt-all-v--------o-------

Genernic Name Designated Indiication
Suberoyiar ie Hvdroxamic Aoid (SAHA realment O s -Hodekir Yim I
Tra MNamn Ip i
A i 1l 1A
Pharma, Inc
Date Designated 3/16/72004 Old Saw Mill River Road
Date Approv arviown NY 10591-6717
Y ittty e e e e e R R R R R R R R R RN L L R R L STl a s R R R R R R L
Generic Name Designated Indication
temoCiiin sodmm itment of pulmo ifection 1 bv Burkhold y CEpi

Irade Name (1] present

Negaban Sponsor Contact Informatio
Belpharma N

Date Designated 42172004 67 Winston Churchill Avenue

Date '\|'.’"-~..1 Brussel

BELGIUM

..........q----....-'.--n..........¢.q¢.-............¢.¢‘-----u--..--------x--rl-|-0+--tlll!--

Oenenc dhame be

tetrahvdrobioptern

Trade Name (if present)

Date Designated 1/29°2004

Date Approved Jovato CA 94949

q................................4...........'.'----------'--o-oq----------+--hll!l¢ll----a‘t-

Generic hame Designated Indication

Thymosin Beta 4 I'reatment of Epidermolysis Bullosa

Irade Name (il present

Spon ntact Informatic
RegeneRx Biopharmaceuticals, Ing
Date Desigr S2872004 3 Bethesda Metro Center

Date Approved Suite T00
Bethesda MDD 20814

IQ‘.‘..&I.“III'---..'lllrIlrivrri--lfiﬁllIIII!!!!!..!.!III!v:---.-llhll:1'v'v-.-.lllul¢|ll‘ll

LUeneric Nan De

Fipifarmib I

Irade Name (if present
Zamestra Sponsor Contact Information

1ICAI RESCATC o LA
Date Designated 7/6/2004
Date '\|'j-.-...




Orphan Products Designations and Approvals List
August 2004

R s R R R R R R R R T R R R R R R R R R R R L R AR AL R L R R R R L L
Generic Name: Designated Indication
[risodium zinc Diethylenetriaminepentaacetate I'reatment of patients with known or suspected internal

contamination with
plllIi'll"IIUI'I"I_ americium. or curium Lo ncrease the rate of elimination

I'rade Name (1f present)
Sponsor Contact Information
CustomCare Pharmacy

Date Designated 2/27/2004 5710 Hoover Blvd

Date Approved lampa FL 13634

T R R e R R R R R R R R L R R R R L R R R R R ]

Generic Name: Designated Indication:
Ubiguinol I'reatment of Huntington's [hsease

Trade Name (if present)

Ubi-Q-Nol, Li-Q-Nol Sponsor Contact Information
Gel-Tec

Date Designated 4/12/2004 Davision of Tishcon Corp

Date Approved P. 0. Box 331

Westbury NY 11590
‘.“.".*l..j.jt*.'-II.'II...I.IIII'.'.."'"III‘..I..II.I....'I'I.'.'..*.’II.“'."'.".‘*’..

Generic Name Designated Indication:
ubiguinol, coenzyme Q10, ubiquinone Treatment of pediatric concgestive heart failure

Trade Name (if present)

UBI-Q-NOL Sponsor Contact Information

Gel-Tee, Division of TISHCON Corporation
Date Designated 4/12/2004 30 New York Avenue
Date Approved P.O. Box 331

Westbury NY 11590

Il T T R R T T T L

Generic Name: Designated Indication:
Vaccinia Immune Globulin (Human) Intravenous I'reatment of complications of vaccinia vaccination

T'rade Name (if present):

CNJ-016 Sponsor Contact Information
Cangene Corporation
Date Designated 6/1872004 104 Chancellor Matheson Road
Date Approved Winnipeg, ManitobaR3T 5Y3
CANADA
I R R T R R R R R R R R R R R R R R R R R R R R R R R R R R R R R R R L R R R R R R R R R A
Generic Name Designated Indication:
Vaccinia Immune Globulin (Human) Intravenous Treatment of severe complications from the smallpox vaccine

Trade Name (if present)

Sponsor Contact Information
DynPort Vaccine Company LLC
Date Designated 6/18/2(04 64 Thomas Johnson Drive
Date Approved Frederick MD 21702
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iivt-i!I'lllinlllll$01ll-#lt-t:a-a-s'rttr---oloo-iltlt:ttt-t-nint-.nn-tn.tnnsc-snc-a-c---n.--;--q

{ Generic Name: Designated Indication:
vapreolide Treatment of symplomatic carcinoid tumors

Trade Name (if present)

Sanvar Sponsor Contact Information

H3 Pharma, Inc.
Date Designated 4/6/2004 666 Sherbrooke Street West  Swite 1400
Date Approved Montreal, Quebec,

CANADA




PRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY ONLY
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION
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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 APPR PR
EVALUATIONS, 24TH 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. THE MOST CURRENT COMPLETE LIST OF ALL PATENT AND EXCLUSIVITY
TERMS IS AVAILABLE AT HTTP/AMVWW FDA GOVICDER/ORANGE/PATEX. HTM

TS5 WITH RAP | IV M

PATENT & EXCLUSIVITY ABBREVIATIONS

EXCLUSIVITY ON THIS APPLICATION EXPIRING ON THIS DATE HAS BEEN WAIVED BY SPONSOR - SEE
SECTION 1.8 OF ORANGE BOOK PREFACE WAIVED EXCLUSIVITY

EXCLUSIVITY DOSING SCHEDULE

LOWER RECOMMENDED STARTING DOSE GUIDELINES FOR TREATMENT OF MODERATE TO SEVERE
VASOMOTOR SYMPTOMS ASSOCIATED WITH THE MENOPAUSE

FOR USE IN SELECT EXTERNAL INSULIN PUMPS

ADDITION OF ONCE-WEEKLY DOSING FOR THE TREATMENT TO INCREASE BONE MASS IN MEN WITH
OSTEOPOROSIS

NEW DOSING RANGE OF 200-400MG PER DAY IN TWO DIVIDED DOSES FOR ADULTS WITH PARTIAL
USE OF REYATAZ 300 MG/RITONAVIR 100 MG ONCE DAILY FOR TREATMENT IN HIV-INFECTED
ANTIRETROVIRAL-EXPERIENCED PATIENTS

EXCLUSIVITY INDICATION

USE IN THE LONG TERM TREATMENT OF BIPOLAR | DISORDER

ADJUNCTIVE THERAPY W/ MOOD STABILIZERS (LITHIUM OR DIVALPROEX) IN THE TREATMENT OF ACUTE
MANIC EPISODES ASSOCIATED WITH BIPOLAR | DISORDERS

MONOTHERAPY IN THE TREATMENT OF ACUTE MANIC EPISODES ASSOCIATED WITH BIPOLAR | DISORDER
TOPICAL TREATMENT OF CLINICALLY TYPICAL, NONHYPERKERATOTIC, NONHYPERTROPHIC ACTINIC
KERATOSES ON THE FACE OR SCALP IN IMMUNOCOMPETENT ADULTS

TREATMENT OF COMPLICATED URINARY TRACT INFECTIONS AND PYELONEPHRITIS DUE TO E.COLI FOR
PED PATIENTS (1-17) NOT AS FIRST CHOICE

INDICATED FOR THE IN-HOSPITAL SHORT-TERM (UP TO 4 HOURS) REDUCTION IN BLOOD PRESSURE IN
PEDIATRIC PATIENTS

ACUTE TREATMENT OF MIGRAINE ATTACKS WITH OR WITHOUT AURA IN ADULTS

MANAGEMENT OF SECONDARY HYPERPARATHYROIDISM IN PATIENTS WITH MODERATE TO SEVERE
CHRONIC RENAL INSUFFICIENCY NOT YET ON DIALYSIS

FLOXATIN IN COMBINATION WITH INFUSIONAL 5-FLUOROURACIL (5-FU) AND LEUCOVORIN (LV) FOR THE
TREATMENT OF PATIENTS PREVIOUSLY UNTREATED FOR ADVANCED COLORECTAL CANCER
TREATMENT OF ACUTE PULMONARY EMBOLISM WHEN ADMINISTERED IN CONJUNCTION WITH
WARFARIN SODIUM

TREATMENT OF ACUTE DEEP VEIN THROMBOSIS WITHOUT PULMONARY EMBOLISM WHEN
ADMINISTERED IN CONJUNCTION WITH WARFARIN SODIUM

FOR USE IN COMBINATION WITH PACLITAXEL FOR THE FIRST-LINE TREATMENT OF PATIENTS WITH
METASTATIC BREAST CANCER AFTER FAILURE OF PRIOR ANTHRACYCLINE CONTAINING ADJUVANT
CHEMOTHERAPY UNLESS ANTHRACYCLINES WERE CLINICALLY CONTRAINDICATED

FOR USE IN COMBINATION WITH PREDNISONE FOR THE TREATMENT OF PATIENTS WITH ANDROGEN
INDEPENDENT (HORMONE REFRACTORY) METASTATIC PROSTATE CANCER

FOR USE IN THE RELIEF OF THE SIGNS AND SYMPTOMS OF RHEUMATOID ARTHRITIS IN ADULTS
NOSOCOMIAL PNEUMONIA AND COMMUNITY-ACQUIRED PNEUMONIA CAUSED BY STREPTOCOCCUS
PNEUMONIAE INDICATION EXPANDED TO INCLUDE MULTI-DRUG RESISTANT STRAINS

TREATMENT OF COMMUNITY ACQUIRED PNEUMONIA CAUSED BY MULTI-DRUG RESISTANT
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STREPTOCOCCUS PNEUMONIAE

TREATMENT OF BIOPSY-CONFIRMED, PRIMARY SUPERFICIAL BASAL CELL CARCINOMA IN
IMMUNOCOMPETENT ADULTS, WITH A MAXIMUM TUMOR DIAMETER OF 2.0CM, LOCATED ON THE TRUNK
(EXCLUDING ANOGENITAL SKIN), NECK, OR EXTREMITIES (EXCLUDING HANDS AND FEET)

PREVENTION OF CARDIOVASCULAR DISEASE IN ADULT PATIENTS WITHOUT CLINICALLY EVIDENT
HEART DISEASE, BUT WITH MULTIPLE RISK FACTORS FOR CORONARY HEART DISEASE TO REDUCE
RISK OF MI AND RISK FOR REVASCULARIZATION PROCEDURES AND ANGINA

CHRONIC IDIOPATHIC CONSTIPATION

FOR USE IN COMBINATION WITH DOXORUBICIN AND CYCLOPHOSPHAMIDE FOR THE ADJUVANT
TREATMENT OF PATIENTS WITH OPERABLE NODE-POSITIVE BREAST CANCER

EXCLUSIVITY MISCELLANEOUS

CHANGES TO CLINICAL PHARMACOLOGY, PRECAUTIONS, AND DOSAGE AND ADMINISTRATION
SECTIONS OF LABELING CONCERNING USE OF LOTENSIN IN PEDIATRIC PATIENTS WITH HYPERTENSION
INFORMATION FOR USE IN PEDIATRIC PATIENTS WITH CHRONIC KIDNEY DISEASE STAGE 5 (END-STAGE
REMNAL DISEASE)

ADDITIONAL LANGUAGE TO CLINICAL PHARMACOLOGY AND CLINICAL STUDIES

INFORMATION FOR USE OF ADVAIR DISKUS 100/50 IN CHILDREN 4 TO 11 YEARS OF AGE WITH ASTHMA
EXPANDED INFORMATION TO PEDIATRIC USE SUBSECTION OF LABELING IN RESPONSE TO PEDIATRIC
WRITTEN REQUEST

ADDITIONAL INFORMATION REGARDING CLINICAL STUDIES DONE WITH ACTOS IN COMBINATION WITH
METFORMIN, A SULFONYLUREA, OR INSULIN ADDED TO CLINICAL PHARMACOLOGY

ADDITION OF INFORMATION TO CLINICAL STUDIES REGARDING PREVENTION OF CARDIOVASCULAR
DISEASE

PATENT USE

USE OF REPAGLINIDE IN COMBINATION WITH METFORMIN TO LOWER BLOOD GLUCOSE
MAINTENANCE MONOTHERAPY FOR BIPOLAR DISORDER

A METHOD OF REDUCING FLUSH IN AN INDIVIDUAL BEING TREATED FOR A LIPIDEMIC DISORDER AND
EFFECTIVELY TREATING THE LIPIDEMIC DISORDER

USE IN THE TREATMENT OF MEN WITH ADVANCED SYMPTOMATIC PROSTATE CANCER

TREATMENT OF BIPOLAR MANIA AND SCHIZOPHRENIA

METHOD FOR REDUCING TOXICITY OF ALIMTA TREATED PATIENTS BY ADMINISTERING FOLIC ACID
TREATMENT OF HYPERTENSION AND HYPERLIPIDEMIA WITH A SINGLE COMPOSITION

MANAGEMENT OF PAIN AND DISCOMFORT ASSOCIATED WITH PERIDONTAL SCALING AND ROOT
PLANNING PROCEDURES BY APPLICATION OF AN EUTECTIC MIXTURE OF LOCAL ANESTHETICS TO
PERIDONTAL POCKETS

TREATING HIV INFECTION WITH INDINAVIR SULFATE IN COMBINATION WITH ANTIRETROVIRAL AGENTS
TREATMENT OF COMPLICATED URINARY TRACT INFECTIONS AND ACUTE UNCOMPLICATED
PYELONEPHRITIS

USE AS ADJUNCT DIAGNOSTIC FOR SERUM THYROGLOBULIN (TG) TESTING

NASAL TREATMENT OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS SYMPTOMS

INDICATED FOR THE RELIEF OF BRONCHOSPASM IN PATIENTS 2-12 YEARS OF AGE WITH ASTHMA
REVERSIBLE OBSTRUCTIVE AIRWAY DISEASE)

METHOD OF DECREASING OR REDUCING PARATHYROID HORMONE LEVEL; METHOD OF MODULATING
PARATHYROID HORMONE SECRETION; METHOD OF TREATING HYPERPARATHYROIDISM; METHOD OF
REDUCING SERUM IONIZED CALCIUM LEVEL

METHOD OF DECREASING PARATHYROID HORMONE LEVEL; METHOD OF TREATING
HYPERPARATHYROIDISM

COSOPT IS INDICATED FOR THE REDUCTION OF ELEVATED INTRAOCULAR PRESSURE IN PATIENTS
WITH OPEN-ANGLE GLAUCOMA OR OCULAR HYPERTENSION WHO ARE INSUFFICIENTLY RESPONSIVE
TO BETA BLOCKERS

TOPICAL TREATMENT OF CUTANEOUS LESIONS IN PATIENTS WITH AIDS-RELATED KAPOSI'S SARCOMA
MARINOL IS INDICATED FOR, INTER ALIA, ANOREXIA ASSOCIATED WITH WEIGHT LOSS IN PATIENTS
WITH AIDS

TREATMENT OF HIV IN CONCOMITANT THERAPY

TREATMENT OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS SYMPTOMS, AND CHRONIC URTICARIA
FOR THE LONG-TERM, ONCE-DAILY, MAINTENANCE TREATMENT OF BRONCHOSPASM ASSOCIATED WITH
CHRONIC OBSTRUCTIVE PULMONARY DISEASE (COPD), INCLUDING CHRONIC BRONCHITIS AND
EMPHYSEMA

METHOD OF TREATING INFERTILITY
METHOD OF USING FSH ALONE (WITHOUT EXOGENOUS LH) IN IN VITRO FERTILIZATION




U-569
U-570
U-571
u-572

U-573
U-574

U-575

U-576

U-577
U-578

U-579
U-580
U-581

u-582

L)-585
U-586
u-587

U-588

u-589

U-590

U-591
U-592
U-593

U-594
L-585

U-596
U-587

B-3
METHOD OF USING FSH ALONE (WITHOUT EXOGENOUS LH) IN IN VITRO FERTILIZATION AND WHEREIN
THEREAFTER AN OVULATORY INDUCING AMOUNT OF HCG IS ADMINISTERED
METHOD OF USING FSH ALONE (WITHOUT EXOGENOUS LH) IN IN VITRO FERTILIZATION AND WHEREIN
THE DAILY AMOUNT OF FSH IS ABOUT 5-10 IL/IKG
TREATMENT OF AGITATION ASSOCIATED WITH SCHIZOPHRENIA AND BIPOLAR | MANIA
INTENSIVE CARE UNIT SEDATION
TREATMENT OF ACUTE PROMYELOGENOUS LEUKEMIA {(APL)
PROPHYLAXIS AND TREATMENT OF THE NASAL SYMPTOMS OF SEASONAL ALLERGIC RHINITIS AND
TREATMENT OF THE NASAL SYMPTOMS OF PERENNIAL ALLERGIC RHINITIS IN ADULTS AND PEDIATRIC
PATIENTS 12 YEARS OF AGE AND OLDER
LOTEMAX IS INDICATED FOR STEROID-RESPONSIVE INFLAMMATORY OCULAR CONDITIONS FOR WHICH
A CORTICOSTEROID IS INDICATED AND WHERE SUPERFICIAL BACTERIAL OCULAR INFECTION OR A
RISK OF BACTERIAL OCULAR INFECTION EXISTS
ALREX IS INDICATED FOR STEROID-RESPONSIVE INFLAMMATORY OCULAR CONDITIONS FOR WHICH A
CORTICOSTEROID IS INDICATED AND WHERE SUPERFICIAL BACTERIAL OCULAR INFECTION OR A RISK
OF BACTERIAL OCULAR INFECTION EXISTS
TREATMENT OF BENIGN PROSTATIC HYPERPLASIA WITH FINASTERIDE IN COMBINATION WITH DOXAZOSIN
TREATMENT OF COMMUNITY ACQUIRED PNEUMONIA, ACUTE EXACERBATION OF CHRONIC BRONCHITIS,
AND ACUTE BACTERIAL SINUSITIS CAUSED BY SUSCEPTIBLE STRAINS OF DESIGNATED
MICROORGANISMS IN PATIENTS 18 YEARS AND OLDER.
TREATMENT OF EPILEPSY AND/OR MIGRAINE
TREATMENT OF DISORDERS OF THE SEROTONERGIC SYSTEM SUCH AS DEPRESSION AND ANXIETY-
RELATED DISORDERS
METHOD OF TREATING A CONDITION CAPABLE OF TREATMENT BY INHALATION, E G ASTHMA,
COMPRISING ADMINISTRATION OF A FORMULATION CLAIMED IN US PATENT NO. 6743413
METHOD FOR THE TREATMENT OF A RESPIRATORY DISORDER, E.G. ASTHMA, COMPRISING
ADMINISTERING AN EFFECTIVE AMOUNT OF AN AEROSOL COMPOSITION TO A PATIENT FROM A
METERED DOSE INHALER SYSTEM AS CLAIMED IN US PATENT NO. 6253762
METHOD FOR THE TREATMENT OF A RESPIRATORY DISORDER, E G. ASTHMA, COMPRISING
ADMINISTERING TO A PATIENT BY INHALATION, A METERED AEROSOL DOSE OF A DRUG FORMULATION
FROM THE METERED DOSE INHALER SYSTEM CLAIMED IN US 6546928
SINGLE-DOSE ADMINISTRATION BY THE EPIDURAL ROUTE, AT THE LUMBAR LEVEL, FOR THE TREATMENT
OF PAIN FOLLOWING MAJOR SURGERY
TO PROMOTE WEIGHT GAIN AFTER WEIGHT LOSS IN CERTAIN TYPES OF PATIENTS
AN INTERMEDIATE RELEASE NICOTINIC ACID FORMULATION SUITABLE FOR ORAL ADMINISTRATION
ONCE-A-DAY AS A SINGLE DOSE FOR TREATING HYPERLIPIDEMIA WITHOUT CAUSING DRUG-INDUCED
HEPATOTOXICITY OR ELEVATIONS IN URIC ACID OR GLUCOSE OR BOTH
USE OF EPLERENONE IN COMBINATION WITH AN ANGIOTENSIN CONVERTING ENZYME (ACE) INHIBITOR
(AND OPTIONALLY A DIURETIC) FOR TREATING CONGESTIVE HEART FAILURE AND HYPERTENSION
SHORT-TERM TREATMENT OF ACTIVE DUODENAL ULCER; TREATMENT OF HEARTBURN AND OTHER
SYMPTOMS ASSOCIATED WITH GERD, SHORT-TERM TREATMENT OF EROSIVE ESOPHAGITIS;
MAINTENANCE OF HEALING OF EROSIVE ESOPHAGITIS
METHOD FOR TREATMENT OF A RESPIRATORY DISORDER, EG., BRONCHOSPASM, COMPRISING
ADMINISTERING AN EFFECTIVE AMOUNT OF AN AEROSOL COMPOSITION TO A PATIENT FROM A
METERED DOSE INHALER SYSTEM AS CLAIMED IN U.S. PATENT NO. 6131986
METHOD FOR TREATMENT OF A RESPIRATORY DISORDER, E.G . BRONCHOSPASM COMPRISING
ADMINISTERING TO A PATIENT BY ORAL OR NASAL INHALATION A DRUG FORMULATION BY USING THE
METERED DOSE INHALER SYSTEM AS CLAIMED IN US PATENT NO 6532955
TREATMENT OF ATTENTION DEFICIT HYPERACTIVITY DISORDER USING A DOSAGE FORM WHICH
PROVIDES ONCE-DAILY ORAL ADMINISTRATION OF A PHENIDATE DRUG
TREATMENT OF PRIMARY HYPERCHOLESTEROLEMIA, MIXED HYPERLIPIDEMIA AND/OR HOMOZYGOUS
FAMILIAL HYPERCHOLESTEROLEMIA (HOFA)
TREATMENT OF PRIMARY HYPERCHOLESTEROLEMIA, MIXED HYPERLIPIDEMIA AND/OR HOMOZYGOUS
FAMILIAL HYPERCHOLESTEROLEMIA (HOFH)
PREVENTION OF POSTMENOPAUSAL OSTEOPOROSIS
35 MG ORALLY ONCE A WEEK FOR PREVENTION OF OSTEOPOROSIS IN POSTMENOPAUSAL WOMEN. 35
MG ORALLY ONCE A WEEK FOR TREATMENT OF OSTEOPOROSIS IN POSTMENOPAUSAL WOMEN
TREATMENT OF HORMONE RECEPTOR POSITIVE METASTATIC BREAST CANCER IN POSTMENOPAUSAL
WOMEN WITH DISEASE PROGRESSION FOLLOWING ANTIESTROGEN THERAPY
FORTEQ IS INDICATED FOR THE TREATMENT OF POST MENOPAUSAL WOMEN WITH OSTEOPOROSIS
WHO ARE AT HIGH RISK FOR FRACTURE
PROPHYLACTIC TREATMENT OF MIGRAINE
METHOD FOR TREATING ALLERGIC CONJUNCTIVITIS
A METHOD OF TREATING A PATIENT IN NEED OF OPHTHALMIC ANTIMICROBIAL THERAPY WITH
LEVOFLOXACIN
TREATMENT OF BIPOLAR DISORDERS
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