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1.0 INTRODUCTION

HOW TO USE THE CUMULATI VE SUPPLEMENT

This Cumulative Supplement i1s one of a series of monthly updates to the Approved Drug
Products with Therapeutic _Equivalence Evaluations, 24th Edition (the List). The List is
composed of four pans: 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 Cenier 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approvals withdrawn for other than safety or efficacy reasons.

he 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 1o changes, additions, or deletions, the List must
be used in conjunction with the most current Cumulative Supplement. Users may wish to mark o
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.

Ihe 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
x1|:\_;-. ntinued from marketing or that have had their approvals withdrawn for other than salety or
efficacy reasons, will be flagged in this Cumulative Supplement with the "@" symbaol 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

1 locer . :
151s describes the layout and usage of the List.




1.2

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

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

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

APPLICANT NAME CHANGES

It is not practical to identify in the Cumulative Supplement each and every product involved when an

applicant transfers its entire line of approved drug products to another applicant, or when an
applicant changes its name. Therefore, the cumulation of these transfers and name changes will be
identified in this section only. Where only partial lines of approved products are transferred between
applicants, each approved product involved will appear as an applicant name change entry in the
Cumulative Supplement.

It is also not practical to identify each and every product involved when an applicant name is changed
to meet internal publication standards (e.g., MSD or Zenith [Former Abbreviated Names] are
changed, respectively, to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When
this occurs, each product involved (either currently in the Cumulative Supplement or in the following
vear'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 CHANG

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

ALPHARMA INC ALPHARMA US PHARMACEUTICALS DIVISION
(ALPHARMA) (ALPHARMA US PHARMS)

ALPHARMA USPD INC ALPHARMA US PHARMACEUTICALS DIVISION
(ALPHARMA) (ALPFHARMA LIS PHARMS)

AMERSHAM HEALTH GE HEALTHCARE
(AMERSHAM) (GE HEALTHCARE)

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)
PUREPAC PHARMACEUTICAL COMPANY DIVISION PUREPAC INC
OF PUREPAC INC
{PUREPAC PHARM) (PUREPAC PHARM)

1.3 RIBAVIRIN 200MG ORAL CAPSULE

The footnote for Ribabvirin 200MG capsule 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.

| 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)
lablets.

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.

I'hyro-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.

I'he 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 l Applicant Potency ITE Code|Appl Nuleduct No
UNITHROID ISTEVENS J 0.025MG|ABI | 21210} 001
LEVOTHYROXINE SODIUMIMYLAN 0.025MG[ABI | i

LEVOXYL JONES PHARMA  [0.025MG|ABI | 21301 001

76187| 001




Trade Name . Applicant Potency

SYNTHROID ABBOTT 0.025MG
LEVOTHYROXINE SODIUM [MYLAN 0.025MG
LEVO-T ALARA PHARM  [0.025MG
A

|
LEVOXYL JONES PHARMA  [0.025MG
LEVO-T ALARA PHARM  [0.025MG
'UNITHROID STEVENS J 10.025MG
'LEVOTHYROXINE SODIUM [MYLAN 0.025MG
[

NOVOTHYROX GENPHARM 0.025MG

|
THYRO-TABS LLOYD 0.025MG

ILEVOLET ]‘H’ INTAGE PHARMS |0.025MG

1.5 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
Govemnment 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.

The Electronic Orange Book Query (EOB) is at hitp://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 htm.

¥1




Ihere are ASCII text files of the Orange Book drug product, patent, and exclusivity data at

hitp:/wWww.{i da gov/cder/orange/obreadme.htm. The drug product text files are zipped into zipobtxt.exe.
T'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.

I'he 24th annual edition of the 2003 Orange Book Patent and Exclusivity List is at
hitp://www.fda.gov/eder/orange/24book pub.pdf.

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

The Patent Term Extension and new Patents, Docket Number *955-0117, is at

ht m:-_‘.'_M:t’da,govfc_@rioranggfdnckﬂ.p_-df. It is updated approximately weekly.

Effective August 18, 2003, patent submissions for publication in the Orange Book and Docket *955-0117
need to be submitted on form FDA-3542 which may be downloaded from Program Support Center Forms
Download Website,

htp://forms/pse.gov/forms/FDA/fda. html

I'he current listing of the Orphan Product Designations and Approvals is available at
hitp://www.fda.gov/orphan/d esignat/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 curremt 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.

DEFINITIONS

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.

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 PRODUCT LIST

COUNTS CUMULATIVE BY QUARTER

CATEGORIES COUNTED DEC 2003 MAR 2004 JUN 2004 SEP 2004
DRUG PRODUCTS LISTED 10665 10668 10702 10822
SINGLE SOURCE 2423 (22,7} 2404 (22.5\) 2385 (22.3%) 2385 (22.0M)
MULTISOURCE BlM (76.3%) B156 176.5%) B209(76.7%) 8329 (17.0%)
THERAPEUTICALLY
EQUIVALENT 7856 (73.7%) TEES (73.9%) T95(74.7%) Bll6 (75.0%)
NOT THERAPEUTICALLY
EQUIVALENT 278 [2.6%) 271 [2.5%) 214 (2.0W) 213 (2.0%)
EXCEPTI1OMS® 108 (1.0W) 108 (1.0M) 108 (1.0%) 108 (1.0W)
HEW MOLECULAR ENTITIES 11 3 1 1
APPROVED
NUMBER OF APPLICANTS &601 586 602 605

‘Amino acid-containing preducts of varying composition (see Introduction, page xx of the List).

1.7 CUMULATIVE SU ENT D

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 marketing status.

CMSI 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.

¥ili




CTMNA
DISC

WDAG

WDRP

Change. Trade Name

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 wnting 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 Repons. The product will be moved to the Discontinued
Section in the next edition.
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BX DRUG PRODUCT LIST - CUMULATIVE

TABLET; ORAL
HYDROCODONE BITARTHATE AND ACETAMINOPHEN

ARy MUTUAL PHARM G50MG: 7. SMG
BA 650MG: 10MG
An TH0MG: 7. SMG

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE
CAPSULE: ORAL
OXYCODONE AND ACETAMINOPHEN
AR MUTUAL PHARM 500MG; 5MG
TABLET; ORAL
OXYCODONE AND ACETAMINOPHEN

AA MALLINCKRODT I25MG; 7. 5MG
RA I125MG; 10MG
AR S00MG; 7. 5MG
AR 650MG; 10MG
ACETAMINOPHEN; PROPOXYPHENE HYDROCHLORIDE
TABLET:; ORAL
WYGESIC
>A> AA ¢ LEITNER PHARMS E50MG; 65MC

*0> AA + WOMEN FIRST HLTHCARE 650MG; 65MG

MINOPHEN; PROFOXYPHENE NAPSYLATE

TABLET: ORAL
DARVOCET ASD0

AR PHARMA 500MG; 100MG
AE S00MG; 100MG
FROPOXYFPHENE NAPSYLATE AND ACETAMINOPHEN
# MUTUAL PHARM J25MGr S0MG
@ 650MG; 100MG
AB 650MG; 100MG
AB E50MG; 100MG
AB ES0MG; 100MG
VINTAGE PHARMS 25MG; 100MG
RE S00MG; 100MG

ACETAZOLAMIDE SODIUM

INJECTABLE: IMJECTION
ACETAZOLAMIDE S0DIUM

AP HOSPIRA EQ S00MG BASE/VIAL

ACETIC ACID, GLACIAL

SOLUTION: IRRIGATION, URETHRAL
ACETIC ACID 0.23% IN PLASTIC CONTAINER
AT HOSPIRA 250MG/100ML

ACETYLCYSTEINE

INJECTABLE; INTRAVENOUS

ACETADOTE

+ CUMBERLAND PHARMS 6GM /I0ML (200MG /ML)

JTION; INHALATION, ORAL
ACETYLCYSTEINE

AN HOSPIRA 10%

AN 204

SUPPLMENT 10 - October

N4C240
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N4aD236

NAD219

H40545
Mi0545
N40550
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RX DRUG PRODUCT

SYRUP; ORAL
ALBUTEROL
¢+ TEVA
TABLET, EXTENDED RELEASE;
ALBUTEROL SULFATE
PLIVA

SULFATE

VOLMAX
8 MURD

]

ALCLOMETASONE DIPROPIONATE

OINTMENT
ACLOVATE
GLAXOSMITHKLINE
ALCLOMETASONE
TARD

TOPICAL

ALCOHOL;

i DEXTROSE
INJECTABLE;

ALCOHOL 5%
HOSPIRA

INJECTION

IN D5-W

ALFENTANIL HYDROCHLORIDE

INJECTABLE;
ALFENTANIL
HOSPIRA

INJECTION

LLOPURTNOL

TABLET; ORAL
ALLOPURINCGL
B MUTUAL PHARM
]

ALLOPURINOL S0DTUM
IRJECTABLE: THJECTION
ALLOPURINOL SODIUM
BEDFORD LAEBS
ALOFRIM
NABI

ALMOTRIPTAN MALATE

MCNEIL PHARM

r'-.-“!ﬁ.'lf.i'q:l:!\l.r HYDROCHLORI
SYRUP; ODRAL
AMANTADINE HCL

SILARX

LIST

0.
DIPROPIONATE

CUMULATIVE

EQ ZMG

ORAL

BASE/SML

EQ 4MG

EQ BMG

EQ 4MG
EQ BMG

05N

0.05%

ML/ 100ML; 5GM/100ML

EQ 0.5MG BASE/ML

100MG
300MG

EQ 500MG

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

EQ ©.25MG BASE
EQ 12.5MG BASE

SUPPLMENT
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RX DRUG PRODUCT LIST CUMULATIVE SUPFLMENT = October

INJECTABLE: INJECTION
AMINOSYN-RF 5.2%
HOSPIRA ‘ (5. 2GM/100ML) N1B425
HEOPHAM 6.4%
¢ HOSPIRA 6.4% (6.4GM/100ML) N1B792 Jam 17, 1984 RAug
HOVAMINE 11.4%
HOSPIRA 11.4% (11.4GM/100ML) N17857 hug 09, 1982 Aug
NOVAMINE 15%
HOSPIRA 15% (15GM/100ML) N173957 Rowv 28, 1986 Aug
NOVAMINE B, 5%
§ HOSPIRA 8.5% (B.5GM/100ML) N17957 Aug 09, 1982 Aug

AMINO ACIDS; CALCIUM CHLORIDE; DEXTROSE: MAGNESIUM CHLORIDE; POTASSIOM
PHOSPHATE, DIBASIC; SODIUM CHLORIDE
INJECTABLE; INJECTION
AMINOSYN II 3.5% W/ ELECTROLYTES IN DEXTROSE 25% W/ CALCIUM IN PLASTIC CONTAINER
HOSPIRA 3.5%736. 8MG/100ML; 25GM/100ML; SIMG  N19683 001 Nov 07, 1988
/100ML; 22 . 4MG/100ML; 261MG/100ML; 2
OSMG/ 100ML
AMIROSYN I1 4.25% W/ ELECTROLYTES IN DEXTROSE 208 W/ CALCIUM IN PLASTIC CONTAINER
HOSPIRA 4.25V:36.8MG/100ML; 20GH/100ML; S1IM  N19683 002 Nov 07, 1988
G/100ML;22 . 4MG/100ML; 261MG/ 1 00ML ;
205MG/100ML
AMINOSYM II 4.25% W/ ELECTROLYTES IN DEXTROSE 25\ W/ CALCIUM IN PLASTIC CONTAINER
HOSPIRA 4.250;36.6MG/100ML; 25GM/100ML; SIM  N19683 003 Nov 07, 1988
G/100ML:22. 4MG/100ML; 261MG/ 100ML;
205MG/ 100ML
AMINOSYN II 5% W/ ELECTROLYTES IN DEXTROSE 25% W/ CALCIUM IN BLASTIC CONTAINER
@ HOSPIRA 3%736. BMG/100ML; 25GM/100ML; 51MG/1  N19683 004 Nov 07, 1988
OOML;22.4MG/100ML; 261MG/ 1 00ML; 205
MG/100ML

AMINO ACIDS: DEXTROSE

INJECTABLE; INJECTION

AMINOSYN II 3.5% IN DEXTROSE 25% IN FLASTIC CONTAINER

HOSPIRA 3.5%;25GM/100ML H19681 001 Nov 01, 1988
AMINOSYN II 3.5% IN DEXTROSE 5% IN PLASTIC CONTAINER

HOSPIRA 3.5%;5GM/100ML H19681 002 Mov 01, 1988
AMINOSYN II 4.25% IN DEXTROSE 10% IN PLASTIC CONTAINER

HOSPIRA §.25%;10GM/100ML N196B1 004 Mov 01, 1988
AMINOSYN II 4.25% IN DEXTROSE 20% IN PLASTIC CONTAINER

HOSPIRA 4.25%;206M/100ML N196B1 005 MNov 01, 19BH
AMINOSYN II 4. IN DEXTROSE 25% IN PLASTIC CONTAINER

HOSPIRA §.25%; 25GM/100ML N19€681 003 Mov 01, 1988 May
AMINOSYN II 51 i DEXTROSE 25% IN PLASTIC CONTAINER

ROSFIRA SR 25GM/100ML M196BL 006 Nov Dl, 1988 May

AILNO ACIDS; DEXTROSE; MAGNESIUM CHLORIDE: POTASSIUM ACETATE; POTASSIUM CHLORIDE; POTASSIUM
EHOSPHATE, DIBASIC; SODIUM CHLORIDE

INJECTABLE: INJECTION

AMINOSYN IT 4.25% W/ ELECT AND ADJUSTED FHOSPHATE IN DEXTROSE 10% IN PLASTIC CONTAINER
# HOSPIRA 11.251.'1'EH.-‘IE".}ML:EIHG.-’ZJJML:I?E.E N19682 003 Nowv 01, 1988 May
MG/100ML;22 . 4MG/100ML: 104 .5MG/100
ML;205MG/100ML

5; DEXTROSE: MAGNESIUM CHLORIDE:; POTASSIUM CHLORIDE; SO
IBASIC, HEPTAMYDRATE

3.5% M IN DEXTROSE 5% IN PLASTIC CONTAINER
3.5%;:50M 100ML; 30MG/ LO0OML : 97MG /10 H19882 00 ov 01, 1988 May
OML;120MG/100ML; 49, 3MG/ 100ML

CAHN




FX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT 10

JECTABLE; INJECTION
AMINOSYN IT 4.25% M IM DEXTROSE 10% IN PLASTIC CONTAINER
HOSPIRA 4.25%; 5GM/100ML; 30MG/100ML; STHG/ 1
QOML;120MG/100ML; 459 . IMG/ 1 00ML

FIDS: MAGNESIUM ACETATE: PHOSPHORIC ACID; POTASSIUM ACETATE; SODIUM CHLORIDE

AL

INJECTRBLE; INJECTION
AMINOSYM 3.5% M
HOSFIRA 3.5%:21MG/100ML; 40MG/100ML; 128MG/ N1T7789
100ML; 234MG/ 1 00ML
KO ACIDS; MAGNESIUM ACETATE; POTASSIUM ACETATE; SODIUM CHLORIDE

Al

INJECTABLE; INJECTION
RMINOSYN 3.5% M
@ HOSPIRA 3. 58;21MG/100ML; 12BMG/100ML; 234MG N1T789
/100ML

~1DS; MAGNESIUM CHLORIDE: POTASSIUM ACETATE: POTASSIUM CHLORIDE; SODIUM ACETATE

10 ACIDSS

INJECTABLE; INJECTION
VEINAMINE 8%
L I g%; E1MG/100ML; 21 1MG/100ML; SEMG/10 NI 7957 001
OML; 388MG/ 1 0OML

ACIDS: MAGHNESIUM CHLORIDE; POTASSIUM CHLORIDE:; POTASSIUM PHOSPHATE,

JLORIDE

IRJECTARLE; INJECTION
yEYN I1 10% W/ ELECTROLYTES
HOSPTRA 10%: 102MG/ LOOML; 45MG/ 100ML; 52 2MG/ R19437 ( Apr 03,
100ML; 4 10MG/ 100ML

1986 May CAHN

AMINOSYH II 7% W/ ELECTROLYTES
@ HOSPIRA 7%;102MG/100ML; 4SMG/100ML; S22IMG/ 1 6 Apr 03, 1986 May
DOML; 4 10MG/ 100ML
AMINCSYN II B8.5% W/ ELECTROLYTES
HOSPIRA B.5%:102M5/100ML; 45MG/ 100ML; S22MG N19437 | Apr 03, 1986 May
F100ML; 410MG/100ML

MINO ACIDS; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; SODIUM PHOSPHATE,
DIBASIC, HEPTAHYDRATE
INJECTABLE: INJECTION
AMINOSYN 11 3.5% M
# HOSPIRA

3.&*..'.E-ZIH!J-'I'JEH‘-_:E-'-‘H:J.-’:(;",]HL.'1;‘(;1'.:;;' W19437 D07 Apr 03, 1986 May
LODML; 4 9MG/ 1 0OML

sTUM CHLORIDE; POTASSIUM PHOSPMATE, DIBASIC; SODIUM CHLORIDE

ELECTROLYTES
7%; 102MG/100ML; 522MG/100ML ; 4 10MG/
100ML
LOLYTES
B.5%:102MG/100ML; 522MG/100ML; 410 N17673 005
G/100ML

= /M1

ASTIC CONTAINER
! S0MG /ML




RX DRUG PRODUCT LIST CUMULATIVE SUPPLMENT 10 - October 2004 1-8

AMIROPHYLLINE
INJECTABLE; INJECTION
AMINOPHYLLINE
RF HOSPIRA £5MG /ML NBT242 001 Oct 26, 1983 May CAHN
AP * 25MG /ML HETEDL 001 Jul 23, 1982 May CAHN

AMINOFHYLLINE IN SODIUM CHLORIDE 0.45%

* HOSPIRA 100MG/ 1 00ML HE8147 002 May 03, 1983 May CAHN
. 200MG/ 1 00ML KBB147 003 May 03, 1983 May CAHN
AMINOPHYLLINE IM SODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER
# HOSPIRA 100MG/ 1 00ML N18524 001 Dec 12, 1984 May CAHR
8 200MG/ 1 00OML H18924 002 Dec 12, 1984 May CAHN
A 400MG/ 1 00ML N185924 003 Dec 12, 1984 May CAHN
i 500MG/ 1 00ML N18524 004 Dec 12, 1984 May CAHN

AMIDDARONE HYDROCHLORIDE

INJECTRRLE; INJECTION
AMIODARONE HCL

AF HOSFIRA S50MG /ML N75955 001 Oct 18, 2002 May CAHR
AMIODARONE HYDROCHLORIDE
AF INTL MEDICATION 5YS 50MG/ML N21594 001 Feb 04, 2004 Feb NEWA
TABLET: ORAL
AMIODARONE HCL
# TARD {00MG N76362 001 wNov 29, 2002 Jul DISC
AMITRIPTYLINE HYDROCHLORIDE
INJECTABLE; INJECTION
ELAVIL
# ASTRAZENECA 10MG /ML N12704 001 Sep DISBC
TABLET; ORAL
AMITRIFPTYLINE HCL
@ MUTUAL PHARM 10MG NB5744 001 Aug CAHN
# 25MG N85627 001 Aug CAHN
[ S0MG NB5745 001 Aug CAHN
[} T5MG NB5743 001 Aug CAHN
d 100MG NB85742 002 May 11, 1982 Aug CAHN
i 150MG KE9423 001 Feb 17, 1987 Aug CAHN
*D> BB SANDOT 25MG NBS9&E 001 Oct CRLD
*h> RB * 25MG KB5966 001 Oct CRLD
ELAVIL
8 ASTRAIENECA 10MG N12703 001 Jul
B 25MG N12703 003 Jul
B 50MG K12703 004 Jul
B TSMG N12703 005 Jul
B 1 00OMG B12703 006 Jul
] 150MG M12703 007 Jul

AMITRIFTYLINE HYDR

CHLORDIAZEPOXIDE

ORAL
{LORDIAZEPONIDE AND AMITRIPTYLINE HCL
JTUAL PHARM EQ 12.5MG BASE;SMG N70765 001 Dec 10, 1986 Aug CAHN
EQ 25MG BASE;10MG HI1076& OO Dec 10, 1986 Aug CAHN

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE

TABLET: ORAL
PERPHENAZINE AND AMITRIPTYLINE HCL

§ MUTUAL PHARM 10MG; 2MG N71077 Q01 Mov 12, 1986 Aug CAHN







XTENDED RELEASE; ORAL

ENTIN XR

(CSMITHELINE 1GM: EQ 62.5MG

INJECTION

H SODIUM

WE6Z797 002 Jul 12, 1993 Aug CMED
161395 001 Ju ChHN

002 Jun CAEN
103 Jun CAHN
'l Tun €
N&1395 005 Jun CAHN

ME1395 DOE Jun £

VIAL; EQ 500MG NMG30T4 001 Mar 19, 2002 Aug CAHN

=

Mar 1%, 2002 Aug CAHN
N&620Te 001 Mar 19, 2002 Aug CAHN

Rpr HNEWA

N21264 002 Apr 20, Rpr HEWA
N21264 001 Apr 20, Aug CAHN

N21264 002 Apr 20, 2004 Aug CREN

N PANT

ACETAT

2004 Jan NEMA

THIAMINE

2000 Apr CHRHN




Hily

AHN



PHARM







RX DRUG PRODUCT LIST = CUMULATIVE SUPPLMENT
OINTMENT:; OPHTHALMIC
REOSPORIN
AT MONARCH PHARMS 400 UNITS/GM:EQ 3.5MG

UNITS/GM

BASE/GM;10,000

BACITRACIN ZINC; POLYMYXIN B SULFATE
OINTMENT; OPHTHALMIC

BACITRACIN ZINC AND POLYMYXIN B SULFATE

AT . BAUSCH AND LOMB 300 UNITS/GM;10,000 UNITS/GM
POLYSPORIN
AT MONARCH PHARMS S00 UNITS/GM;10,000 UNITS/GM

BECLOMETHASONE DIPROPIONATE

AEROSOL, METERED; INHALATION
VANCERIL

+ SCHERING
VANCERIL DOUBLE STRENGTH
@ SCHERING

0. 042MG/INH
0. 0B4MG/ INH

BECLOMETHASONE DIPROFIOMATE MONOHYDRATE

SPRAY, METERED; NASAL
BECONASE AQ
+ GLAMOSMITHKLINE EQ 0.042MG DIPROP/SPRAY

VANCENASE AQ

@ SCHERING EQ 0.04ZMG DIPROP/SPRAY

BENAZIEPRIL HYDRUEHLGFIDE

TABLET: ORAL
BENAZEFRIL HCL
AB ANDRX FPHARMS 5MG
AB 10MG
AB 20MG
AB A0MG
AB EON 5MG
AR 10MG
AB 20MG
AB 40MG
AB GENPHARM SMG
AB 10MG
AB 20MG
AB 40MG
AB IVAX FPHARMS SMG
A B 10MG
AB 20MG
AB 4 0MG
AR EV PHARM MG
AB 10MG
AB 20MG
AB 4 OMG
AB MYLAN 5MG
AR s]
AB 4 OMG
AB RANBAXY 5MG
AB 10MG
kB 20MG

AB 40MG

1

- October

NE4O4E

NG61229

H19389

N19589

NT6267
NT6267
NT6267
N76267
N7E402
NTE402
HTE402
N76402
NTE4TE
N76476
N76476
NT6476
N76333
N76333
N76333
NT76333
N7&l1lB
N76118
N76118
N76118
N76430
N7E430
N78430
NT6430
NTE344
NT6344
NTE6344

NTEI44

601

001

001

ool

2004

Mar
Jan 26, 1995 Mar
Mar
Jun
Dec 24, 1986 Jun
Jul 27 1987 Jun

Dec 23, 1987 Jun
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 2004 Feb
Febh <004 Feb
Feb 11, 2004 Feb
Fab £004 Feb
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 11 004 Feb
Feb 11, 2004 Feb
Feb 2004 Fel
Feb 11, 2004 Fet

Feb 11, 2004 Feb
Feb 11, 2004 Feb
Feb 2004 eb

CRLD

CRLD

CRLD

NEWA
NEWA
NEWA
NEWA
HEWA
HEWA
HEWA
NEWA
NEWA
NEWA
HEWA
HEWA
HEWA
HNEWR
NEWA
HEWA
NEWA
NEWA
NEWA
HEWA
NEWA
NEWA
HEWA
HEWA
HEWA
NEWA
NEWA

NEWA



BX DRUG

TRBLET: ORAL
BENAZEPRIL HCL
TEVA MG
1 0MG
5B 20MG
4 0MG
LOTENSIN
HOVARTIS S5MG
10MG
20MG
AR . 4 0MG

BENAZEFRIL HYDROCHLOR IDE:; HYDROCHLOROTHIAZIDE

PRODUCT LIST - CUMULATIVE

TABLET: ORAL
BENAZEPRIL HCL AND HYDROCHLOROTHIAZIDE
ANDRX PHARMS SMG; 6. 25MG
I 10MG;12. 5MG
AB 20MG:12.5MG
AB 20MG; 25MG

EON 5MG; 6. 25MG

10MG; 12, 5MG
AB 20MG: 12, SMG
20MG; 25MG

SMG: 6. 25MG

GENFHARM

10MG: 12 . SMG

AB 20MG; 12.5MG
20MG; 25MG

E IVAX PHARMS S5MG; 6. 25MG

RB 10MG; 12

AE 20MG: 12 .5MG
20MG; 25MG

MYLAN SMG: 6. 25MG

10MG; 12 .5MG

AS 20MG; 12 .5MG

20MG; 25MG

- 5MG

LOTENSIN HCT

AE NOVARTLS

BENZOYL PEROXIDE; ERYTHROMYCIN

TOPICAL
BENIAMYCIN
DERMIK LABS 5%:3%

ERYTHROMYCIN AND BENZIOYL PEROXIDE

ONATE

: TOPICAL
BETAMETHASONE DIPROPIONATE

ATRIX 0 0.05% BASE
INTMENT, AUGMENTED: CAl
\METHASONE DIPROPIOMATE

AH TAR EQ 0.05% BASE

76211
N76211
N76211
N76211
H13851
N19B51
N19851

H19851

NT6342
NT6342
NTe342
NT76142
NT7e631
N76631
NTE631
NT6631
H7E612
H76612
HTe6l2
N76612
H76348
NT6348
NT&348
NT6&348

N7668

m

NTEEE

m

NTGEBE
NTE68E

N20033
N200332
N20033

N20033

obher

002
o3
oD4

001

Fab
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb

1

Ay

Feb 11,

Feb

May
May
May
May

Mar

2004

2004

1941
1991
1991

1981

2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004
2004

2004

2004

Feb
Feb
Feb

Feb

Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb
Feb

Feb

Mar

HEWA
NEWA
NEWA
NEWA

HEWA
HEWA
NEWA
NEWA
NEWA
HEWA
NEWA
HNEWA
HNEWA
NEWA
NEWA
NEWA
NEWA
NEWA
HEWA
HNEWA
NEWA
NEWA
NEWA
NEWA

HEWA



RX DRUG PRODUCT s A
HASONE DIPROPIOMATE; CLOTRIMAZOLE

TOPICAL
CLOTRIMAZOLE

LOTION;

BETARMETHASO!

AND

CUMULATIVE

AB TARD EQ C 48
LOTRI
AH ¢ SCHERING P1 RES EQ D.05% BASE:;1%

AMETHASONE

SO0DIUM PHC

INJECTRBLE; INJECTION
BETAMETHASONE SOL

5 EQ

T I

PHOSPHATE

AMG

@ STER BASE/ML

CELESTONE
§ SCHERING

EQ 3MG BASE/ML

SMG/ML

JEAL
LANECHOL

CHLORIDE

AR AELE

AR AMIDE MG

¥ 10MG
A & oMG
LY 2 OMG

AR MG
@ DDYSSEY PHARMS MG
L 1 OMG
) Z5MG
4 S50MG
BRETYLIUM T
INJECTABLE; INJECTION
TOSYLATE
S0MG /ML
LY *
AE ¥ I[N MEDICATION

C CONTAINER

ML

MENT

NBSTIE 001
N17561 001
HODeS3& 001
N4D452 0l
N4D483 001

NBE262 001
N8B8263 001

NZ1351 001

W19033 a1
N190133 001
NT0119 001
H19008 002

N1S008B D01

Apr
RApr
APT

v,
TG

-
&3y
s

¥

May
Tun

May
May

May

HEWR

CRAHN

HEWA
HEWA
NEWA
NEWA
NEWA
HEWA
HEWA
NEWA

CHMFD
CMFD

CAHN

CAHN

AHN

AHN
“AHN
“RHN



BAOMOCRIPTINE MESYLATE

Fal

e
e

). 25% H165&64 0O

N1E964 DI

'SERVATIVE FREE

P 3 2548 N169E4

+ 0.5% N16964 O

t 0.75% H16964 DO
15% Nl b

A\CAINE H EFINEPHRINE
y R 25%; 0. D05MG/ML N7116
0.25%:0.005MG/ML NT116
0.25%:0C M1 E
5%:0 Ki1lleE
5%:;0.0 NT1165

i

5MGE BASE NT76382 001

Sep MEWA

May CAHN

May AHN
May CARHN

May
Ma
Ma mHN
i AHN






WA

[T

i Seg
Ma
W




IMI

100ML

HN1TE

GOg#

Ma
" £
Aug
AUg

AHN
AHY




"RRBIDOPA AND

IMPAX LABS

JODOPA

KV PHARM

[ORFHARM

FLATIN

BEDFORD

MAYNE FHARMA USA

PHARMACHEMIE

N [INFUSION
AM PHARM
BEDFORD LARS
MAYNE PHARMA USA
PHARMACHEMIE
DPARAT
BEISTOL MYERS SQUIBB

EXTENDED RELERSE;

ING;

CUMULATIVE

ORAL

25MG; 100MG

S50MG: 200MG

SOMG
25MG; 100MG

S0MG

10MG; 100MG
25MG; 100MG

25MG; 250MG

S0MG/VIAL
150MG/VIAL
4 50MG/VIAL

S50MG/VIAL

SOMG/VIAL

150MG/VIAL

S0MG/VIAL
SOMG/VIAL
150MG/VIAL
150MG/VIARL
450MG/VIAL

§50MG/VIAL

SUPFLMENT

N76235
H76235
N76235
NT8099
N76099
NT76099
NTB473
NTE473
NT76473

NTEl

oh
P

NT7E162

NTE162

N198BO
N1lg880
N198B0
N19880
N198BO
N15BBD

NTT269
N7T7269
NTT7269
NZ20D452

ober

ool
oDz

003

AT
0o 2
Q) q

2004

Dct
oct
oot
Oct
oct
Oct

# #
oct
Oct
Ot

Oct

Mar
Mar
Mar
Mar
Mar
Mar

Che= ¥

At
e b
Ot
et

03,
21,

hug

NEWA
HEWA
HEWA
HEWA
NEWA

NEWA
HEWA
HEWA

HEWR
HEWA
NEWA
HEWA
NEWA
HEWA
HEWAR
HEWA
NEWA
HEWA
HEWA
HEWA

HEWA
NEWR
HEWA
HEWA
NEWA
HEWA
NEWA
HEWR
HEWA
HEWA
HEWA

HEWA

o]
-FTG



AX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT 10 - October 2004 1-22

INJECTABLE:; IV (INFUSION)
PREAPLATIN
*>A> RP + BRISTOL MYERS SQUIBBE EQ 450MG /45ML{10MG/ML) ¥20452 0031 Jul 14, 2003 Oct
# EQ G00MG /6O0ML(10MG/ML) N20452 004 Jan 15, 2004 Jan

CARTEOLOL HYDROCHLORIDE

TABLET; ORAL
CRRTROL
@ ABBOTT 2.5MG N19204 001 Dec 28, 1988 Jun
] SMG N19204 002 Dec 28, 1988 Jun
CEFACLOR

CAFPSULE; ORAL

CEFACLOR
AB CARLSBAD EQ 250MG BASE NE5146 001 Jan 22, 2004 Jan
AR EQ 500MG BASE NE5146 002 Jan 22, 2004 Jan
FOR SUSPENSION; ORAL
CECLOR
AB CEPH INTL EQ 125MG BASE/SML ME2206 001 May
AB EQ 187TMG BRSE/SML NE2206 003 Apr 20, 1988 May
AB EQ 250MG BASE/SML N62206 002 May
BB + EQ 375MG BASE/SML N62206 004 Apr 20, 1988 May
TABLET, EXTENDED RELEASE; ORAL
CECLOR CD
# LILLY EQ 500MG BASE H50673 002 Jun 28, 1996 Jun
CEFACLOR
RE + IVAX FHARMS EQ 500MG BASE NESDST 001 Jan 05, 2001 Jun

CEFAMANDOLE NAFATE

INJECTABLE; INJECTION

MANDOL
# LILLY EQ 1GM BASE/VIAL H50504 002 Jul
& EQ 2GM BASE/VIAL N50504 003 Jul

CEFAZOLIN SODIDM
INJECTABLE; INJECTION

RNCEF

*>D> AP + GLAXOSMITHELINE EQ S00MG BASE/VIAL H50461 002 Oct

=R> 8 EQ S00MG BASE/VIAL M504€1 002 Oct

*D> AP + EQ 5GM BASE/VIAL N50461 004 oct

>R> a EQ 5GM BASE/VIAL H50461 004 Oct
CEFAZOLIN SODIUM

>A> AP HIKMA FARMACEUTICA EQ 10GM BASE/VIAL HE5143 001 Oct 18, 2004 Oct
@ MARSAM PHARRMS LLC EQ 250MG BASE/VIAL M629688 001 Dec 219, 1989 Jun
L] EQ 500MG BASE/VIAL H62988 002 Dec 29, 1989 Jun
B EQ 1GM BASE/VIAL NEZ9BE 003 Dec 29, 198% Jun
[ EQ SGM BASE/VIAL NE298%9 001 Dec 29, 1989 Jun
] EQ 10GM BASE/VIAL HE2989 002 Dec 29, 1989 Jun
8 EQ 20GM BASE/VIAL NE2989 003 Dec 23, 1989 Jun
EEFZOL
# LILLY EQ 250MG BASE/VIAL N61773 001 Jun
@ EQ 500MG BASE/VIAL NE1773 DOZ Jun

a EQ 1M BASE/VIAL NELTTI 003 Jun
f EQ 10GM BASE/VIAL NE1773 DD4 Jun
# EQ Z0GM BASE/VIAL ME1773 005 Sep 08, 1987 Jun







FRODUCT LIST - CUMULATIVE SUPPLMENT 10 - October 2004 1-24

INJECTABLE: IM-1IV
CEFUROXIME
AB HIEMA FARMACEUTICA EQ 750MG BASE/VIAL KE65048 001 Jan 09, 2004 Jan NEWA

KEFURCX
@ LILLY EQ T50MG BASE/VIAL N6259]1 001 Jan 10, 1986 Jun D

r.
;]
0

INJECTABLE: INJECTIONM
CEFURONIME
AP HIFKMA FARMACEUTICH EQ 1.5GM BASE/VIAL NE65048 002 Jan 09, 2004 Jan MNEWA
HE504€ 001 Jan 09, 2004 Jan NEWA

R
ILLY EQ 1.3GM BASE/VIAL NE2531 002 Jan 10, 1986 Jun DISC
8 EQ 1.5GM BASE/VIAL N62592 002 Jan 10, 1986 Jun DIS
| EQ 7.5GM BASE/VIAL H625391 003 Dec 17, 1987 Jun DISC
INJECTABLE: INTRAVENOUS
FEFUROX
P LILLY EQ 750MG BASE/VIAL NE2592 001 Jan 10, 1986 Jun DISC

OSE_SODIUM PHOSPHATE

POWDER; ORAL
CALCIBIND
B MISSICN PHARMA J00GH/BOT N1B737 D03 Oct 16, 1984 Sep DISC

CEPHALEXIN
CAPSULE; ORAL
KEFLEX
AB ADVANCIS PHARM EQ 250MG BASE M50405 002 Jun CAHN
AB + EQ 500MG BASE M30405 003 Jun CAHN
FOR SUSPENSION: ORAL
KEEFLEX
# ADVANCIS PHARM EQ 100MG BASE/ML N504086 003 Jun CAHN
a EQ 125MG BASE/SML N50406 0Dl Jun CAHN
@ EQ Z50MG BASE/SML N5040& 002 Jan CAHN

EQ 250MC BASE N50440 003 Feb 26, 1987 Jun DISC
TABLET; ORAL
KEFTAB
F LILLY EQ 500MG BASE N50614 002 Oct 29, 1987 Jul DIsC

CETIRIZINE HYDROCHLORIDE

TRABLET, CHEWABLE; ORAL

10MG il Mar 16, 2004 Mar MNEWA
CHLORIDE
EQ 30MG BASE N20989 002 Jan 11, 2000 Jun CAHN




JRHEXIDINE GLUCONATE

“HLORFHENIRAMINE MALEATE

CHLORPHENIRAMINE MALEA

LORPHENIRAMINE POLISTIREX;

October

N1zZ301

NT750086

N11145
H1ll4

LA

HET7283

=
Qo

Mar

=]
=

i
o~

(4]
)
-

Sep

Sep

Sep

hug

Aug

ALg

NEWA

CAHN

CAHN

CTEC

CAHN

NEWA

CAHMN
CAHN

-
CPOT



i

RX DRUG PRODUCT LIST % CUMULATIVE SUPPLMENT i - October 200

INJECTABLE; INJECTION
CHROMIC CHLORIDE IN PLASTIC COf ITAINER
+ HOSPIRA EQ O.004MG CHROMIUM/HI H1B%961 01 Jun 26, 1906 May CAHN

SUSPENSION; TOFICAL
CICLOPIROX
AR RLTRANA 0.7 NT76422 001 Aug 06, 2004 Aug NEWA

LOPROX
CI 0. 7T ¥15824 001 Dec 30, 1988 Aug CFTG

o

1
b4
il
{ |
b

CIMETIDIKE H'!'l'iF._.'"-T‘H:-',"!F.] DE

INJECTABLE: I CTION
CIMETIDINE HCL
Al HOSPIRA EQ I00MG BASE/2ML H74296 001 Mar 28, 19%7 May CAHN
g0l Jan 31, 1955 May CAHN

f EQ 300MG BASE/2ML HT4344
5 001 Jan 31, 1995 May CAHN

AP EQ 300MG BASE/ZML H7434
AP EQ 3I00MG BASE/ZML W74412 001 Mar 28, 1937 May CRAHN
AP EQ 300MG BASE/ZML N74422 001 Janm 31, 1995 May CAHN

CIMETIDINE HCL IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAIBER

AP HOSPIRA EQ EMG BASE/ML N74269 001 Dec 27, 1994 May CAHN
" EQ 90MG BASE/100ML §74468 005 Dec 29, 1994 May CARHHN

§ Dec 29, 19594 May CAHN
. EQ 180MG BASE/100ML N74468 003 Dec 29, 1994 May CRHR
. EQ 240MG BASE/100ML N74468 0D4 Dec 29, 15994 May CAHN

1 Dec 29, 1994 May CRHN
884 May CAHN

* EQ 3I60MG BASE/100ML N74468 0D
+ EQ 4BOMG BASE 100ML 74468

CINACALCET HYDRO!

TABLET:; ORAL
SENSIPAR
AMGEN EQ 30MG BASE N21688 001 Mar 08, 2004 Mar MNEWA
4 Mar HNEWA
ASE N21688 001 Mar 08, 2004 Mar NEWA

i

o
[

60MG BASE N21688 002 Mar 08B, 20
B

) GO0MG

-
|
ol

CIPROFLOXACIN HYDROCHLORIDE
SOLUTION/DROPS; OPHTHALMIC
CILOXAR

AT . ALCON EQ 0.3% BASE N19982 Q01 ec 31, 1990 Sep CFIG
CIPROFLOXACIN
AT BAUSCH AND LOMB EQ 0.3% BASE N76754 001 Jun 09, 2004 Jun NEWA
AT HOVEX EQ ©0.3% BASE N715928 001 Jun 09, 2004 Jun REWA
TARLET: ORAL
CIPRO
AR BAYER PHARMS EQ 100MG BASE K19537 001 Apr 0B, 199%¢ Jan CFTG
BB EQ 250MG N1953 02 Oct 22, 1587 Jun CFTG
hE EQ 5000 N19537 003 Oct 22, 1987 Ju FTG
AB " EQ T50MG R1853 04 Oct 22, 1987 Jun CFTG
~IPROFLOXACTIN
AR BARR EQ 250MG NT4124 1 Jun 0%, 2004 Jun NEMWA
AF EQ 500MG N76124 002 Ju - q in  NEWA

b
G
m
3
3
‘
[
w
=
L

=
T
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m
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AH
RB
AH
AB
AB
hB
AR
AB
1]
RB
AB
AB
AB

AT

AP

AB

AB

AB
AB

AB
RE
AR
AR

JG PRODUCT LIST -

TABLET; ORAL

CITALOPRAM HYDROBROMIDE

AURDBINDO

COREPHARMA

DR REDDYS LABS 1

EON

FUREPAC PHARM

CITRIC ACID; MAGNESIUM OXIDE

SOLUTION: IRRIGATION

URDLOGIC G IM PLASTIC

HOSPIRA

CLADRIBINE

IRJECTABLE;
CLADRIBINE
AM FPHARM

CLARITHROMYCIN

TABLET, EMTENDED RELEAS

BIAXIN XL
» ABBOTT
CLARITHROMYCTIN
ANDRX PHARMS
TABLET: ORAL
BIAXIN
* ARBBOTT

CLARITHROMYCIN
RANBAXY

ROMANE

CLEMASTINE FUMARATE

TABLET: ORAL

CLEMASTINE FUMARATE

"LINDAMYCIN HCI

COREPHARMA

EQ 40MG BASE
EQ 10MG BASE
EQ 20MG BASE
EQ 40MG BASE
EQ 10MG BASE
EQ 20MC BASE
EQ 40MG BASE
EQ 10MG BASE
EQ Z0MG BASE
EQ 40MG BASE
EQ 10MG BASE
EQ Z0MG BASE
EQ 40MG BASE

;_SODIUM CARBONATE

INJECTION

CNTAIMER
3.:4GM£!ﬁCHL;192HG'2$WML;Q17x;;;L

OML

230MG
S00MG
230MG

S00MG

- BEMG

CUMULATIVE SUPPLMENT 10

- Dctober

MTT038
NT703%
N77035
HT703%
R77033
N77033

17703

13

N3DEE2

NS0662

NE5174
N&5S1 74
R&5178

N&5178

H1TEG
65194
HES1SY




P T LIST SUPPLMENT 1
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=
-
M N
M1 5
Fudl T Mé
s
- v
HOAM N PHOSFHATE
PHARM IM \ BASH
AMPDO; TOPICA
ALL Eg
DINE HLORI
E LE INRJECTION
3/ ML M
1MG
Rl i
——F
i SHG B
7.5MG !
RAL
A { & i

AF

‘.
=

GET May
3E M
1y

388 May CRHM

4 Mar HEW
04 F HNEWA
19t -RLL
+05 NEWR
hug AHN
S8 5 AHM
8 g CAHN
J8E 1q I

] MHERFE




AX DRUG PRODUCT LIST -

OZAPINE

TABLET, OBALLY DISINTEGRATING; ORAL

FAZACLO
ALAMO PHARMS 25MG
3 100MG
FAZACLO ODT
ALAMOD PHRRMS 25MG
100MG

HATE SODIUM

INJECTABLE; INJECTION
COLISTIMETHATE
AP PADDOCK EC 150MG

{_SODIUM
AEROSOL, METERED: INHALATION
INTAL

* EING PHARMS 0.B8MG/INH

SOLUTION; INHALATION
INTAL
AN ¢ KING FPHARMS 10MG /ML

RIDE

INJECTRABLE; INJECTION

CUPRIC CMLORIDE IN PLASTIC CONTAINER

* HOSPIRA EQ 0.4MG COPPE

CYANOCOBALAMIN

INJECTABLE; INJECTION
CYAMODCORALAMIN
AP BIONICHE RANIM HLTH 1MG /ML
AP BIONICHE PHARMA 1MG /ML

TRBLET; ORAL
CYCLOBENZAPRINE HCL

10MG

Al + | RET 100MG/M
ANDIMMUE
AE - NOVART 1 00MG /ML
ROHEPTADINE HYDROCHLORIDE

N215%0

N21590

NZ1590
N21590

M1BBET

N40451
H40451

1
i

tober

001

002

0ol

Doz

o1

001

001
ool

2004

Fab
Feb

Feb

Feb

Mar

Dec |

Ma ¥

Jun 2

Sep

Sep

May

Mar

'\-:\.F

10,

10,

10,
10,

19,

2004
2004

2004
2004

2004

1586

2003

2003

1985

Mar

May

Apr

Sep

hug

Sep

Gef

Aug
AUg

NEWR
NEWA

CTHA

CTHA

HEWA

CAHN

CRAHN

CAHN

CRHN
CAHN

CRHN
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BX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT 10 - October 200

INJECTABLE; IKJECTION

DESMOPRESSIN ACETATE

AS HOSPIRA 0., 004MG ML N752Z0 001 Aug 2B, 2000 May CAHN

SPRAY, METERED; NASAL
STIMATE

+ tLBE BEHRING 0.15MG/SPRAY N20355 001 Mar 07, 1954 S5ep CAHN

TABLET; ORAL-28
CYCLESSA
AB . ORGANON USA IRC 0.1MG,0.125MG,0.15MG; 0.025MG, 0,02 N21030
!

VELIVET

AR DURAMED PHARMS BARR 0.1HG, 0 SMG, 0,.15MG;0.025MG,0.02 N76455 001 Feb 24, 2004 Feb HNEWA

CREAM; TOPICAL

hBE * TARC PHARMS NORTH 1.25% N1785%6 001 Jun CAHN

TOPICORT
AB + TARD PHARMS NORTH 0. 05% N18586 001 Mar 29, 1982 Jun CRHN
OINTMENT:; TOPICAL
TOPICORT
# TARD PHARMS NORTH 0.0%% N18594 001 Jan 17, 198
RB . 0.25% W18763 001 Sep 30, 198

Jun CRHN
3 Jun CAHN

DECADRON
0> BP MERCK 0.25MG H11664 004 Dct DISC

» A B ). 25MG Nl1l&od 04 bct DISC
»D> AB 1.5MG N11E664 003 oct DISC

A Ll MG Mlleeqd 005 Oct DISC

-
&

b
(]
]
i
=
-
b
=
I
i &
&
*
i
1

0. L5MG NB4013 €01 Aug CAHN
M

i 0.25MG HEB4TE4 001 Aug CAHN
a 1. SMG MB408B4 001 Rug CAHN
] 0. 5MG NB4T6E 001 Aug CAHN

TEMG NB40B81 00l Aug CAHN

, ). TEMEC MB4TES 001 Aug AHH

E 1.5MG NB4DBE Rug AHN |
i . BMG HE4TEY 001 Rug CRHHN
g BF PAR PHAEM ). 25MG MES149 001 Apr 28, 1983 Oct CRLD
A BP + ). 2 5M0G MAA14% 001 Apr 28, 1983 Oct RLE
> BE ROXANE BM NBE31E 1 Sep 15, 1981 Oct RLD
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UMULATIVE b i
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| HE 00 1 ct £33, 4
; 1 g 001 pec 17 19599 May CA
T LM M1 1
& 004 B
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1 Aug = o004 Aug
Rug F. Aug
i AUDQ <24
14 O aug 28 § AuUg
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B
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: : i : 51 ; iy
; I‘I_l 2]
W M
E i TN AS Al May .
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1 M1
; : o7 Gl d & b 19 May .
: - H1944 { oW
C
i : : g May AH!
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JOGM/ 100ML
; 7 Y 5 Ao
e : 95 May CAS
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l
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RX DRUG PRODUCT LIST CUMULATIVE SURPLMENT 10 - October 2004 1-34

JJECTABLE: INJECTIDN
DEXTROSE 504 IM PLASTIC CONTAINER
AP HOSFIRA S0/ 100ML M15894 001 Dec 28,

989 May CAHN

e

DEXTROSE €01 IN PLASTIC CONTAINER
AP HOSPIRA 60GM /1 00ML M19346 001 Jan 25, 1985 May CAHN
DEXTROSE 70% 1IN PLASTIC CONTAINER
AP HOSPIRA TOGM/100Ml M18561 001 Mar 23, 1982 May CAHN
=}

TOGM/ L OOML N15893 D01 Dec 28, 196 CAHN

o
x
b

P

DEXTROSE; MAGNESIUM ACETATE; POTASSIUM ACETATE: SODIUM CHLORIDE

INJECTRBLE:; INJECTION
HORMOSOL-M AND DEXTROSE 5% IN PLASTIC CONTAINER
HOSFIRA SGM/100ML; 21MG/100ML; 128MG/ 100ML; H17610 001 May CAHN
234MG/ 100ML
MAGNESIUM CF CHLORIDE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC: SODITM

INJECTABLE; IN JECTION
I1SOLYTE P W/ DEXTROSE 5% IN PLASTIC CONTAIMER
@ B BRAUN ,H DOML; 31 rn.“umL 130MG/100ML;  N19025 001 Dec 27, 1984 May DISC

TR |

INJECTABLE; IRJECTIOR
IONOSCL B AND DEXTROSE 5% IN PLASTIC CONTAINER
HOSPIRA SGM/100ML; 53ING/ 1 00ML :E‘:It-!"' 'Jl'b"i,. N18515 001 May 08, 1986 May CAHN
100MG/10 1

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE ! ., MONOBASIC: SODIUM
S0DIUM PHOSPHATE, MONWOBASIC, AW

JLE; INJECTION

MB ANMD DEXTROSE 5% IN PLASTIC CONTAINER

SGM/100ML; 30MG/ 1 00ML; 14 1MG
15M G 100ML; 260MG/100ML 25MG/

100ML; H19513 001 May 08, 1386 May CAHR
0OML

DEXTROSE MAGNESIUM CHLORIDE: POTASSIUM CHLORIDE: S0DIUM ACETATE:

INJECTABLE; INJECTION
ISOLYTE H W/ DEXTROSE 5% IN PLASTIC CONTAINER
g B BRAUM 100ML; 30MG/100ML; 97TMG/100ML;: 2  N1B273 001 May DISC
100ML; 140MG/ 100ML

SSIUM CHLORIDE; S0DIUM RCETATES SODIUM CHLORIDE; SODIUM

G/ 100ML: 2 R1760% 001 May CAHN

MG/ 100M

IN PLASTIC CONTAINER
f100ML N16371 001 May CAHN
IN PLASTIC CONTAINER

AF G/ 100ML M1E371 Q03 May CAHN

IN DEXTROSE S% IN PLASTIC CONTAINER
5GM.S100ML: 298MG/ 1 00ML H18371 002 May CAHN







F

POTASSTIUM
HOSPIRA
POTASSTIUM
HOSPIRA SGM/
POTASSIUM
HOSPIRA

POTASSIUM

DEXTROSE; 30D
INJECTABLE;
DEXTROSE
HOSPIRA
DEXTROSE
HOSPIRA
DEXTROSE
HOSPIRA
DEXTROSE
RE HOSPIRA

AP

L .r'-u.".'_'._.h

OTASSIUM CHLORIDE 30MEQ

HOSPIRA

HOSPIRA

E MEGLUMINE:

DRUG PRODUCT LIST - CUMULATIVE SUPP
INJECTION

DEXTROSE 5% OIUM
100ML:224MG /10
DEXTROSE

SGM/100ML ; 298MG

IN
SGM/

AND 50
|f":\.!
AND S IUM CHLORIDE
(LOOML ; 225MG/ 100ML
DIUM CHLORIDE
+300MG/ 100ML
SODIUM CHLORIDE
100ML; 450MG/100M1

CHLOAI

100ML

OE
: 900MG/

5% oDI

CHLORIDE IN DEXTROSE 5%
100ML; 298MG
CHLORIDE DEXTROSE 5%
F100ML; 298NG/
DEXTROSE 5%

AND 50DIUM CHLORIDE

IGM/100ML; 296MG /1 00ML; 900MG/ 100ML
JRIDE SMEQ IN DEXTROSE 5% AND SODIUM CHLORIDE
AGH/100ML; 74. SMG/ 1 00ML; 225MG /1 00M
SGM/100ML; 149MG /1 00ML; 225M5/ 1 00OML

DEXTROSE

100ML; 74

3% AND 50DIUM CHLORIDE

SMG/100ML; 300MG/

5 100M
SGM/I00ML; 145MG/10 oML
DEXTROSE 5% AND SODIUM CHLORIDE
GM/100ML: 74 . 5MG/100ML; 450MG/ 100M

Lb&mE&m:xH
J.
SGM/100ML; 1 4 9MG/
AKD SODIUM CHLORIDE

100ML; 900MG/100M

100ML ; 450MG/100ML

CHLORIDE SMEQ INM DEXTROSE &

I L
SCM/100ML; 74, 5MG
L

SGM/100ML; 149G/ 100ML ; 9000 G/ 100ML

IUM CHLORTDE

CTION
ARD SODIUM CHLORIDE 0.45% IN PLASTIC CONTAI
2.5GM/100ML; 450MG/ 100ML
S0DIUM CHLORIDE 0.225% IN PLASTIC
JGM/100ML; 225MG/ 100OML
CHLORIDE 0.3% IN PLASTIC COX
SGM/100ML; 300MG/ 1 00ML

INJE
2.5%

NE

5% AND CONTAINER

5% 50DIUM

3% AND S0DIUM CHLORIDE O.45%% IN PLASTIC CONTAINER
JGMSLO00ML: 450MG/ 1 00ML

AND SODIUM C 0.2% IN PLASTIC CONTAINER
JGM/ 100ML; 300MG/ 1 00ML

INJECTABLE;

Tas TR

HYPAQUE-T&

» [ 8 CE

HEAL

THI

ICARE

0.9% IN PLASTIC CONTA

October 2004

0.9% IN PLASTIC CONTAINER

N19631 007 Mar 24, 1988 May

D.225% IN PLASTIC CONTAINER
B365 004 Jul 0S5, 1983 May

CONTAINER
28, 1988 May

J.J3% IN PLASTIC

M1BETE 004 Mar

0.45% IN PLASTIC CONTAIMER
H1B362 003 May
0.9% IN PLASTIC CONTAINER
N19691 009 Mar 24, 1988 May

K18365 007 Mar 28, 1988
IN PLASTIC CONTAINER
005 Mar 28, 1988

May

& 009 Mar 28,
IN PLASTIC

Mar

1988 May
IMER

May

CONTA

008 28, 1988

N1B362 004 Mar 28, 1988

INER
1988 May

N19691 001

Mar 24,

N136%91 003 Mar 24, 1988

N1809E
N17606
N1779% May

:,1_‘}.

R17585 001 May
N17585 001 Aug
N16403 002 May
N10040 012 May
MEE50% 1 Dot
E;EE'_I.'JH{ |: __l_

CAHN

CAHN

CAHN

CAHN

CAHN:

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN
CAHN

et



§ BAXTER HLTHCARE
@
i
HOSPIRA
PARENTA PHARMS
TABLET; ORAL
DIAZEPAM
§ PAR PHARM
DICLOFENAC POTASSIUM
TABLET: ORAL
DICLOFENAC POTASSIUM
TORPHARM
DICLOFENAC SODIUM
GEL: TOPICAL
SOLARAZE
BIOGLAN PHARMS CORP
SOLUTION/DROPS; OPHTHALMIC
VOLTAREN
NOVARTIS

RX DRUG PRODUCT

TRBLE; INJECT

DIAZEPAM

DICLOXACILLIN SODIUM

CAPSULE; ORAL
DICLOXACILLIN SODIUM

SANDOZ

10N

ICYCLOMINE HYDROCH LORIDE

CAPSULE: ORAL
DICYCLOMINE RCL
# MUTUAL PHARM

TABLET:

ORAL

DICYCLOMINE HCL

B

LET, CHEWABLE:

MUTUAL PHARM

BRISTOL MYERS

SQUIBE
ORAL
5QU1BE

§MG /ML
5MG /ML
SMG /ML
5MG/ML
SMG /ML
SMG /ML
SMG /ML

100G

50MG

%

0.1%

EQ 125MG BASE
EQ 250MG BASE
EQ S00MG BASE

10MG

20MG

CEKET
CEET
CEET

25MG
200MG

- CUMULATIVE SUPPLMENT

[ =

October

N70311
70312
KT0313
H71583
NT1584
N7207%

NTEB1S

HT0464

NTE561

N210035

M20037

HE1454

HE1454

HE1454

NB4505

NE4600

N20156

H2015%

N20155
N2D0155

NZD154

H20154

ool
o0l
ool
0ol

00l
00l

001

0ol

0ol

002
001
003

00l

o4

2004

Feb

Mar

o
i
e

Jul

18,

16,

1985
1985
1965
1387
1987
1588
2004

1986

2004

2000

1991

1991

1991

1995

Aug
Aug
Aug
HMay
May
May
ApE

Sep

Mar

Aug

Aug

Mar
Mar
Har

Aug

CAHN
CAHN
CAHH

CAHN
CAHN
NEWA

D1SC

NEWRA

CAHN

CAHN

CAHN

CAHN

CRHN

CARHN

CAHN

i E
B

r'
(47}
'




RX DRUG PRODUCT LIST CUMULATIVE SUPPLMENT

DIENESTROL

CRERM; VAGINAL
DIENESTROL
@ ORTHO MCMEIL PHARM
DIGOXTH
ELIXIR; ORAL
DIGOXIN
+ ROXANE . 05MG /ML
INJECTABLE; INJECTION
DIGOXIN
BAXTER HLTHCARE « 2Z5MG /ML
HOSFPIRA 0. 25MG/ ML
. 25MG /ML
DIGOXIN PEDIATRIC
HOSFPIRA ~ 1MG /ML

DILTIAZEM HYDROCHLORIDE

CAPSULE, EXTENDED RELEASE;:
CARDIZEM SR
@ AVEKTIS PHARMS
e
L
DILT-COD
TORPHARM

DILTIAZEM HCL
8 BIOVAIL

@

]

B
]
INJECTABLE; INJECTION
DILTIAZIEM HCL
HOSPIRA MG /ML
SMG /ML
100MG /VIAL

TABLET, EXTENDED RELEASE; ORAL
CARDIZEM LA
BIOVAIL 120MG
180MG
240MG
I00MG

J60MNG

DIMENHYDRINATE
INJECTABLE; INJECTION
DIMENHYDRINATE
AM PHARM

STERIS

- Dectober 2004

HO6110

N2l648

NB3391
N400%3
N40206

N40052

N19471
H19471
H19471

NT6151
H76151
N76151
NTE151

HT4845
NT4B4S
N74645
H74910
NT4910
NT4S810
NT4079
NT74075
N74079

N745941
N75004
N75B53

RZ1382
N21382

21392
N21392
N213%2

N40519

NBO&15




B¥X DROG FRODUCT LIST - CUMULATIVE SUPPLMENT 10 - October 2004 1-39

pIMYRISTOYL LECITHIN; PERFLEXANE

IMJECTABLE: INTRAVENOUS

IMAGENT
IMCOR PH 0, 92MG/VIAL; O, 092MG/VIAL M21191 001 May 31, 2002 Feb CAHN

p:’HEE?TDRAMINE HYDROCHLORIDE

CAFSULE; ORAL
DI PHENHYDRAMINE HCL
MUTUAL PHABM 25MG HB4a50& 001 Aug CAHN
IMJECTABLE; INJECTION
DIPHENHYDRAMINE HCL
BB HOSPIRA SOMG /ML NiD140 001 Mov 20, 1998 May CAHN

DI PYRIDAMOLE
INJECTABLE; INJECTION
DIPFYRIDAMOLE
AP BAXTER HLTHCARE EMG /ML W74521 001 oOct 18, 1996 Rug CAHN
AP HOSFIRA S5MG /ML N74601 001 Dec 19, 1997 May CAHN

DIRITHROMYCIN

TABLET, DELAYED RELEASE; ORAL
DYNABRC
@ LILLY RES LAB3 250MG W50678 001 Jun 19, 1995 Jul DISC

DISOPYRAMIDE PHOSPHATE

CAPSULE; ORAL
DISOPYRAMIDE PHOSPHATE
@ MUTUAL FHARM EQ 100MG BASE H70351 001 Dec 17, 1985 Aug CAHN
i EQ 150MG BASE ¥70352 001 Dec 17, 1985 Aug CAHN

TABLET; OBRAL

ANTABUSE
@ ODYSSEY PHARMS 250MG NOTBE3 003 Jun CAHMN
# 500NG wO7883 002 Jun CARHN

DIVALFROEX SODIUM

TABLET, DELAYED RELEASE; ORAL

DEPAKOTE
ABBOTT EQ 125MG VALPROIC ACID 18723 003 Oct 26, 1984 Jan CRLD
EQ 250MG VALPROIC ACID H18723 001 Mar 10, 1983 Jam CRLD
DOBUTAMINE HYDROCHLORIDE
INJECTARLE; INJECTION
DOBUTAMINE HCL
HOSPIRA EQ 12.5MG BASE/ML B74086 001 MNow 28, 1993 May CAHN
AE EQ 12.5MG BASE/ML ¥74292 001 Feb 16, 1995 May CAHN
EQ 1.25GM BASE/100ML NT4634 001 Sep 27, 1096 May CARHN
DOBUTAMINE HCL IN DEXTROSE 5%
e t HOSPIRA EQ SOMG BASE/S100ML NZ0O269 001 Oct 19, 1993 May CAHN
EQ 100MG BASE/100ML N20268 002 Oct 19, 1993 May CRHN
EQ ZOOMG BASE/100ML M20269 003 Oct 19, 1993 May CAHN

DOBUTAMINE HCL IN DEXTROSE 5% IN PLASTIC CONTAINER

¢ HOSPIRA EQ 50MG BASE/100ML N20201 003 Oct 19, 1993 May CAMN
! ¥ EQ 100MG BASE/100ML N20201 D02 ©Oct 19, 1993 May CRAHRK




>R
A
e
A
R
w L >

X

INJECTABLE;
DOBUTAMINE

AP + HOSPIRA
AP +
DOBUTREX
# LILLY

DRUG

INJECTION
HCL IN DEXTROSE 5% IN PLASTIC CONTAINER

FRODUCT LIST

CUMULATIVE SUPPLMENT

- October

2004

EQ 200MG BASE/100OML
EQ 400MG BASE/100ML

EQ

DONEPEZIL HYDROCHLORIDE

SOLUTION: ORAL

ARICEPT

+ EISAI MEDCL RES

ARICEPT QDT

12.5MG BASE/ML

TABLET, ORALLY DISINTEGRATING; ORAL
EISAI MEDCL RES MG
10MG

INJECTABLE; INJECTION

DOPAMINE HCL

AP # HOSPIRA
AP

AP +

AP ¥

AP +

DOPAMINE HCL

@ HOSPIRA

4 0MG /ML
4 0MG /ML
BOMG/ 1 00OML
BOMG /ML
160MG/100ML

IN DEXTROSE 5%

1.6MG/ML
1. 6MG/ML

IN PLASTIC CONTAINER

BOMG/ 100ML
160MG/ 100ML
J20MG/100ML

AP +
DOPAMINE HCL IN DEXTROSE 5%
AP + HOSPIRA
AP +
AP +
DOXAZOSIN MESYLATE
TABLET; CRAL
DOXAZOSIN MESYLATE
A8 CLONMEL HLTHCARE EQ
AB EQ
AB EQ
RB EQ
DOXEPIN HYDROCHLORIDE
CAPSULE; ORAL
DOXEFIN HCL
# MUTUAL PHARM
#
@
& L0
@ SANDOZ EQ
e EQ
E EQ
Co TRATE: ORA
DOXEPIN HC1
AR PHARM ASSQOC EQ
CREAM; TOPICAL
ZOMALON
BIOGLAN PHARMS CORE 54

1MG BASE
ZMG BASE
4MG BASE
BMG BASE

BASE

100MG BASE

Z5MG BASE

50MG BASE

100MG BASE

10MG BASE/MI

N20Z0

N20201

N17820

R21720

3 <A
Ll i

H1B132
NT4403
N18132
N1B132
NiBi32

H20542
N2D342

NlBa2e
N1BBZE

N1BB2E

K7&l6l
N1E161
N7&161
N16161
HT1502
NT1653
N71654
N71521

| 5
28
11562
N 424
NZO126

Oct 19,
Jul 07,
Oct 18,
Cct 18,
Oct 18,
May 23,
Feb 04,
Jul 09,
Feb 04,
Aug 30,
Aug 30,
Sep 30,
Sep 30,
Sep 30,
Jun 10,
Jun 10,
Jun 10,
Jun 10,
Feb 18,
Feb 18,
Feb 18,
Feb 18,
May 15,
May 15,
Mar 02,
Jan 15,

Apr 01,

1993
1504

2004

1996 May
1982
1982
1982

1995
1985

1383
1983
1983

2004
2004
2004
2004

1988 ;
1968 Aug
1988
1988
1986
1986

Aug
Aug'
sep
09
1987 SeP ¢

2004

1964






T

X

&

il

Pt




RX DRUG PRODUCT LIST CUMULATIVE P 1 - tober . | 3
J NB89635 001 Jun 21, 1988 May

NB9649 1 Jun 21, 1388

5% NBe571 001 Sep 13, 18

-1 NBSE4E Tur

5% NBS650 001 Jum 21, 1
NB965]1 001 Junm 21, 1
HE9644 00OL jun 21,
NES64E 1 Jjun 21, 1

My

NZ053 1 Dec 21, 1995 May MA
N21486 1 Oct 2§ § Oct MEWR

ERGOLOID MESYLATES

JUAL FHARM 0.3MG L ) 1 Aug




RX DRUG PRODUCT LIST = CUMULATIVE SUPPLMENT 10 - October 2004 1-44

ERYTHRAOMYCIN LACTOBIOMATE

INJECTABLE; INJECTION

ERYTHROCIN
AP * HOSPIRA EQ S00MG BASE/VIAL M30182 002 May CAHN
AP EQ 500MG BASE/VIAL N50609 001 Sep 24, 19686 May CAHN
AF EQ 500MG BASE/VIAL NeZb3B 001 Oct 31, 1986 May CAHN
AP » EQ 1GM BASE/VIAL N50182 003 May CAHN
AP EQ 1GM BASE/VIAL 50609 002 Sep 24, 1986 May CAHN
AF EQ 1GM BASE/VIAL NE62638 002 Oct 31, 1986 May CAHN

ESCITALOPRAM OXALATE

TABLET: ORAL

LEXAPRD
FOREST LARBS MG H21323 001 RAug 14, 2002 Apr CMFD

ESHOLOL HYDROCHLORIDE

INJECTABLE; INJECTION

BREVIBLOC
AP + BAXTER HLTHCARE CORP 10MG/ML N19386 006 Feb 25, 2003 Aug CFIG
ESMOLOL HCL
AP BEDFORD LABS 10MG /ML KN76323 001 Aug 10, 2004 Rug NEMA
ESTRADIOL
FILM, EXTENDED RELEASE: TRANSDERMAL
MENOSTAR
+ BERLEX LABS 0.014MG/24HR N21674 001 Jun 0B, 2004 Jun NKEWA
VIVELLE
AB1 * NOVART1S 0.025MG/24HR NZ0323 005 Rug 16, 2000 Jul CTEC
a D.0375MG/ 2Z4HR W20323 001 Oct 28, 1994 Jul DISC
] C.075MG/ 24HR N20323 003 Oct 28, 1994 Jul DISC
VIVELLE-DOT
ABE] NOVARTIS 0.025MG/24HR N20538 009 May 03, 2002 Jul NEWA
BX 0.0375MG/24HR N20538 005 Jan OB, 1999 Jul CTEC
BX 0.075MG/ 24 HR H20538 007 Jan 08, 1999 Jul CTEC
GEL, METERED; TOPICAL
ESTROGEL
+ SOLYAY 0.0B% NZ1166 002 Feb 09, 2004 Aug CRLD
0.06% N21166 002 Feb 09, 2004 Feb MNEWA
GEL; TOPICAL
ESTROGEL
@ SOLVAY 0.086% NZ11€6 001 Feb 0%, 2004 Aug DISC
0.06% N2ll6e 001 Feb 09, 2004 Feb MNEWA
+ 0,.06% H21166 001 Feb 0%, 2004 Mar CRLD

ESTRADIOL ACETATE
INSERT, EXTEMDED RELEASE: VAGINAL

FEMRTING

GALEN LTD EQ 0.05MG BASE/24HR N21367 001 Mar 20, 2003 May CBOT
EQ 0.1MG BASE/24HR NZ1367 002 Mar 20, 2003 May CPOT
TABLET; ORAL
FEMTRACE
WARNER CHILCOTT 0.45MG N21633 001 Aug 20, 2004 Aug HEWA
0. 9MG HZ1633 002 Aug 20, 2004 Aug NEWA
* 1.8MG N21633 003 Aug 20, 2004 Aug NEWA




PREMARIN

i WYETH FHARMS INC 2.

SMG

UGATED

_STHTHETET A

0. 458G

COMJUGATED SYNTHETIC B

ORAL

0.625MG
0.E25MG
i

MG

. 25MG

oL WYDROCHLORIDE

MY AMBUTOL
ELAN PHARMS 100MG
Z00MG
400MG
i S500MG
STAT TRADE 100MG
.|. 200MG
400MG
d 500MG

¥l ESTRADIOL

ORAL

SCHERING 0.02MG

i 0 . 05MG

HINYL ESTRADIOL; LEVONORGESTREL

ORAL

FREVEN

@ DURRMED 0.05MG; 0

WYETH PHARMS INC 0.0G2
AVIANE-2]

DURAMED FHARMS BARR 0. 0ZMG;
ITE

BERLEX o,

WYETH PHAEMS INC
LESSINA-28
BARR . 02M

EVLITE

BERLEX

0.02MG;0.1

CUMULATIVE SUPPLMENT

EMERGENCY CONTRACEPTIVE EIT

. 25MG

10

- October

NO4TB2

N20992

H21443
H21443
NZ1443
MZl443

N16320
M16320
H16320
M1&320
H16320
N16320
M16320
N16320

H2094%

HZ20%946

N20€83

oo

NNE

003
004
oD4

DOl
oo2
03

004

00X

001

2004

Feb

Mah

May
May

HMay

Sep

Sep

Mar

Mar

Har

05,

2004

2004
2004
2004

2004

1897

Feb

Hay

Sl

May

Feb
Feb
Feb
Feb
May
May
May

May

Apr
Apr
Apr

Jul

Feb

g

May

NEWR

prer
i

o =
- g

HEWAR
DISC

DISC

DIsc

=]
175

CAHN




ABRZ

AB

AB

AB

AB

kB

AB

RX DROG
TABLET; ORAL-28
LEVLITE
BERLEX

TRIPHASIL-Z8

# NYETH PHARMS INC

FRODUCT LIBT

CUMULATIVE SUPPLMENT 10

0.02MG; 0. 1M4G

0.03MG,0.04MG, 0.03MG; 0.05MG, 0.075
MG, 0, 125MG

ETHINYL ESTRADIOL: NORETHINDRONE

TABLET: ORAL-21
BALZIVA-21
BARR
OVCON=-35
+ WARNER
TABLET: ORAL-28B
ARANELLE
BARR

CRILCOTT

BALZIVA-20
BARR
ORTHO-MOVIM 1/35-28
’ ORTHO MCNEIL PHARM
OVCON-135
* WARNER CHILCOTT
TRI-HORINYL 28-DAY
WATSON LABS

0.035MG: 0. 4MG

0.035MG: 0. 4MG

0.035MG, 0.035MG, 0.035MG: 0. 5MG, 1MG
0. 5MG

0.035MG: 0. 4MG

D.035MG; 1MG

0.035MG: 0. 4MG

D.035MG, 0.035MG, 0.03I5MG; 0. SMG, 1MG
+0.5MG

ETHINYL ESTRADIOL; NORETHINDRONE ACETATE

TABLET:
FEMHRT
. WARNEER CHILCOTT

CRAL

TABLET; ORAL-21
ESTROSTEP 21
B WARNER CHILCOTT
LOESTRIN 21 1.5/30
WARNER CHILCOTT
LOESTRIN 21 1/20
. WARNER CHILCOTT
TABELET; ORAL-28
ESTROSTEP FE
- WARNER CHILCOTT
LOESTRIN FE 1.5/30
- WARNER CHILCOTT
LOESTRIN FE 1/20
WABNER CHILCOTT

0. DO5SMG; 1MG

D.02MG,.0.03MG, 0. 035MG: 1MG, 1MG, 1MG

0.03NG; 1. 5MG

0. 02NG; 1MG

0.02MG, 0.03MG, 0.035MG; 1MG, 1NG, 1MG
0.03MG;1.5MG

0. 02MG; 1MG

ADIOL; NORGESTIMATE

CORAL-28

TRBLET;
ORTHO TRI-CYCLEM LO

ORTHO MCNEIL PHARM

FREVIFEM
ANDRX PHRREMS
TRI-PREVIFEM

ANDRX FHARMS

-03I5MG, 0.035MG; 0. 18MG, 0.
Z5MG

= f(October

NZ20860

N191%20

NTE198

N18127

NTE783

HT6238

N1731%

H17T16

N18977

N21065

N20130

N17875

NR17876&

K20130

N17355

N17354

nN21241

NT6334

ooz

001

0ol

001

001

oo2

001

ooz

ooz

on2

001

001

2004

Jul

Now

Apr

Sep

Apr

oct

Cet

Oct

01,

(5]
B

29,

13,

o9,

09,

1998

1984

2004

2004

2004

1999

1996

1996

May

Rug

Apr

Apr

Sep

Apr

Mar

Apr

Sep

Aug

Aug

Rug

Aug

Rug

Aug

Aug

Jun

Jan

CTEC

DISC

NEWA

HEWA

CRLD

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

CAHN

HEWA

NEWA



X

DRUG PRODUCT LIST -

vL ESTRADIOL: HORGESTREL

rABLET: ORAL
LG/ OVRAL

-21

@ WYETH PHARMS INC

LOW-0GESTR

EL-Z1

WATSON LABS

OGESTREL O
WATSON I

WRAL

<5/50-21

SRS

# WYETH PHARMS INC

TABLET; ORAL
OGESTREL D

-28

. 5/50-28

WATSOM LABS

HJECTABLE:
DIDRONEL

IDRONATE DISODIUM

INJECTION

# MGI PHARMA INC

TABLET, EXTENDED RELEASE;:

LODINE XL

WYETH PHARMS INC

ETOMIDATE
INJECTABLE;
AMIDATE
HOSPIRA

'OPOSIDE

INJECTABLE;
ETOPOSIDE

HOSPIRA

INJECTION

INJECTION

EZETIMIBE; SIMVASTATIN

RBLET; ORAL
VYTORIN
MSP SINGAPORE

FLUXID
SCHWART

T, ORALLY DISINTEGRAT

PHARMA

CUMULATIVE SUPPLMENT

0.03MG: 0, ING
0.03MG; 0. ING
). OSMG; 0. SMG

0.05MG: 0.

5 0MG /ML

ORAL

400MG
500MG
500MG
600MG

2MG /ML

2 0MG /ML
20MG /ML

10MG; 10MG
10MG; 20MG
10MG; 40MG
10MG; BOMG

104G /ML
100G /ML

ING; ORAL

20MG
J0MG

SHG

D.5MG

=]

— October

N17612

N75288

HT75406

H16672

N75408&

H19545

N20584
RH205B4
M20584
N20584

N74320
NT4351

NZ21687
N21687
H21687
N21687

HT5870

N75905

n21712
N21712

o0l

001

ool

001

o0z

001
oD3
oo3
ooz

001l

001
001

001
002
003
oo4

ool

002

2004

Jul

Dec

Apr

Oct
Jan
Jan
Oct

Sep

Aug
Rug

Jul
Jul
Jul

Jul

How

SEp

Sep

28,

15,

15,

07,

24,
24,

199%

1999

1999

1587

19945
1958
1558
1996

1982

1985

1985

2004
2004
2004

2004

2001

2001

L=
-

k3
P

Aug

Aug

Aug

Aug

May
Jul
May

Jul

May

Hay

May

Hay

Hay

L=

]
w
|

DISC

CRLD
CRLD
CRLD

DISC

CAHN

CAHN
CAHN

NEWA
NEWA
REWA
WEWA

CAHN

CHHN

HEWAR

HEWA



"UMULATIVE SUPPLMENT

iEHgL;;:ﬁH_M:SfEnjL
INJECTABLE; INJECTION
CORLOPAM
HOSPIRA 0 10MG BASE/ML
FENOLDOPAM MESYLATE
BEDFORD LABS 20 10MG BA

NTANYL
FILM, EXTENDED RELEASE:; TRANSDERMAL
DURAGESIC
RLTA ). GMG/24HR
1.2MG/24HR
1.BMG/24HR

. AMG/Z4HR

INJECTABLE; INJE
FENTANYL CITRATE
HOSPIRA EQ 0.05MG BASE/ML
FENTANYL CITBATE PRESERVATIVE FREE
HOSPIRA EQ 0.05MG BASE/ML
TROCHE/ LOZENGE ;
ACTIO
CEPHALON 0 0. BASE
BASE
BASE
BASE
BASE
BASE
BASE

1.6MG BASE

FEXOFENMADINE HYDROCHLORIDE; PSEUDOEPHEDRINE HYDROCHLORIDE

TABLET, EXTENDED RELEASE; ORAL
ALLEGRA D 24 HOUR

AVENTIS PHARMS

FLUOCAN
FFIZER

FLUCONAZOLE

BAMNBAXY

N19922

NTE6582

N19B11
N19813
K19%813
N15813

N20090

N20050

N76332

N76332

N

6246

1T6246




FUMULATIVE SUPPLMENT 1 = “tobel FLEL 4

FLIUCONAZ

AM PHARM PARTHNERS HT6145 { Jul 29, 2004 Jul NEWA
BEDFORD NTEDEBT [ Jul 23, 4+ { Jual HEWA
SsICOR PHARMS N76E53 001 Jul 2 2004 Jul HEWA
1 IN COMTAINER
. NTET6E ) Ju ., 2004 1l
76303 901 Jul 29, 2004 Jul
NTEELT p1 Jul 3, 2004 Aug
N71661 11 Jual g, 2004 Jul
HAL
OMG M19949 001 Jan 29, 199 ul CFTG
100G N19949 002 Jan 29, 1990 Jul CFTG
150MG N1994% D04 Jun 30, 1994 Jul CEFTG
200MG N1994% 003 Jan 29, 590 Jul CFTG
Fl NAZOLE
- R REI LABS IN S OMG 201 ul 29, 2004 ul NEWA
100MG 002 Jul g, 2004 Jul HEWAR
150MG o3 Jul 29, 2004 Jul NEWA
COMG 004 Jul ] 2004 Jul HEWA
EDEOH SOMG NT64 33 11| Jul 4 2004 Jul HEWA
1 00MG 16432 002 Jul 25, 2C 34 Jul HNEWA
1M H76432 03 ul 28 2004 Jul HEWA
200MG H i Jul y., 2004 Jul NEWA

SEHPHARM

IVAX PHARMS HT6077
1LO0MG N76077
1508 NTEQTT
200MG N71€077 D04 Jul 29, 2004 Tul HNEWA
MYLAN S0MG H76351 001 Jul 29, 2004 Jul HEWA
100MG N76351 002 Jul 23, 2004 Jul NEWA

NEWA
HEWA

SOMG wTEA24 D01 Jul 28, 2004 Jul HEWA

150MG N76424 003 Jul 28, 2004 Jul HEWA
200MG NTed424 3 Jjul 29, 2004 Jul NEWA
RANBAXY & 0MC N76386 001 Jul 23, £ 104 Jul
N76386 002 Jul 29, 2004 Jud
HT&38E 03 Jul 29, 2004 1l
ooMG HTEIBE 4 Jul 29, 2004 Jul
F M H76213 ] Jjul 29, 2004 ul
1 H78ill F. Jul 29, 2004 Tul
M N76: 3 11 29 4 Jul
H76213 004 Jul 29, 2004 Jul
ANDOZ HT608E 1 Jul 29, 200& .0
et MTEDRE Ju 249 i 4
194 BTE08E Y03 11 29, i 4 J
o0 HieUot i al 29 2004 3l
TAR M WHTES ! 3] 3 2 - 1 HNEWA
. 1M K765 jal 29, i i 11 MEWA
150M NTB507 3 Jul 2% 004 ul HMNEWA




CUMULATIVE SUPPLMENT 10

HT4ER1L

HT74681

HT4681

NT74881

TORPHARM HNTEEES
TRE6ES

TEEES

NTE66S

FLUDARABINE PHOSPHATE

INJECTABLE; INJECTION
FLUDARABINE PHOSPHATE
GENSIA SICOR PHARMS 50MG/ 2ML 1 25MG /ML)
FLUDECX YGLUCOSE, F-1f
INJECTABLE; INJECTION
FLUDEOXYGLUCOSE F 18
8 DOWNSTATE CLINCL
INJECTABLE; INTRAVENOUS
FLUDEOXYGLUCOSE F 18

WEILL MEDCL COLL 0=10CmC1 /Ml M21768

FLUMAZENIL

INJECTABLE; INJECTION

FLUMAZENIL
AM PHABM 0.5MG/SHML (0. 1MG } N76955
1MG/10ML (O HT695%
APOTEX O.5MG/SML (0.1MG/ML HT6755
IMG/10ML (0. 1MG/ML H76755
BAXTER HLTHCARE 0.5MG/SML (0, 1MG/ML) HTETAT
1MG/10ML (0. 1MG/ML) N76787
BEDFORD LABRS 0.5MG/SHL (0.1MG/HL) NT6256
IMG/10ML (0, 1MG/ML) N76256
GENSI1A SICOR PHARME 0.5MG/SML (0.1MG/ML NTESBS
1MGA10ML (0. 1MG/ML) N76589

ROMAZICON

HLE O, 1MG/ML N20073
NZ20073

N20073 002 Dec 20,

SPRAY, METERED: NASAL
FLUNISOLIDE

BAUSCH AND LOMB 0. 025MG/5FPRA NT48O05

N1Bl48




LTAMA
LAY PAR]

I
5 .
LTAN?

WHE

OMG /M
MG /ML
o 40MG

£ "
0 40MG
EQ 10MG

10MG

0.11M
e

H403T9 1
RYS5245 003
W76458 1
NS BE
NT%BES 001
NT436E

':_- .:l] 1
NTO454

NT04 55 1
(Lo i3 0%
N2143 [
N214 00
NZ21433
R19950

] ¥ i 1
N7 He
NTGEEGH

2004
2004
2002

GGR
1986

May

Ma?

Sep HEWA

May NEWA

Apr CHhHH
jun DIS

Aug CAHN
Aug CRHN
May MEMA

May NEWA

May WEWA

May Ly
¥ SEW
Oy iEAg

Hay 1EW A

i {EWR
May FTG
Ha HEWA
Ma IEW;




xtober 2004 1=-52

RX DRUG PRODUCT LIST = CUMULATIVE S

.
2 ORGANON USA INC 75 IU/VIAL Sep 29, 19%7 Aug DISE
BX 75 IUSVIAL Sep 29, 1937 Mar CDEN
- 15 TU/VIAL gep 20, 1997 Jun ~TEO
a 150 1U/VIAL sep 29, 1997 Aug DISEH
- 150 IU/VIAL Sep 29, 1997 Jun CTES
BX 150 IU/VIAL Sep 2%, 1997 Mar CDER

FOLLIS

ORGANON USA INC 300 I0/0.525ML1 21211 001 Mar 23, 2004 Mar NENE

- 600 I0/0.B85ML N21211 002 Mar 23, 2004 Mar HNEEE
L—F

SERONO INC 37.5 IU/VIAL H21765% 001 Mar 25, 2004 May DISS

K21765% 001 Mar 25, 2004 Mar HENE

17.5 1U/W

@ 75 I1U/VIAL N203178 001 Sep 29, 1997 Jun DISE

. 75 I0/VIAL M21765 002 Mar 25, 2004 Jun CRLE
15 IU/VIAL ¥21765 002 Mar 25, 2004 Mar MENM

BX 150 IU/VIAL N20378 002 Sep 29, 1957 Mar CODFES

i 150 ID/VIAL N20378 002 Sep 2%, 1997 Jun DISE

- 150 10/VIAL N21765 003 Mar 25, 2004 Mar NEWN
@ 150 M21765 003 Mar 25, 2004 May DISK
45 M20378 005 Mar 26, 2004 Mar NEWM

+ 1,200 IU/VIAL 20378 004 Feb 28, 2001 Mar CAIN
* 1,050 IU/VIAL M20378 004 Feb 28, 2001 Apr CPOW

F RFF PEN
INC 300 IU/0.5ML N21684 001 May 25, 2004 May N

450 10/0.75ML HZ1684 002 ™ay 25, 2004 May NEWM
. 900 I0/1.5ML N21684 003 May 25, 2004 May NEWN

FOMIVIRSEN SODIUM

INJECTABLE:; INJECTION
VITRAVENE PRESERVATIVE FREE

5 6. BMG/ML H20961 00

Jarn CRHN

o
o
o

Aug 26,

INJECTABLE; SUBCUTANEOUS
ARIXTRA

J FOMDA BV S5MG/ 0, dML ¥21345 002 May 28, 2004 May MNEWK

May 28, 2004 May NEWN

May 28, 2004 May NEME

* GLAXOSMITHELINE pec 07. 2001 Aug CAHM

May 28, 2004 Aug CRHN
N21345 003 May 28, 2004 Aug CAHN

NZ1345 004 May 28, 2004 Aug CARHNG

FOSINOPRIL SODIUM

ORAL

TABLET;

FOSINOPRIL SODIUM
»A> RAB ANDRX PHARMS 1 OMG NTE620 001 Oct 15, 2004 Oct NEWK
A AE 20MG N76620 002 Oct 15, 2004 Oct NEMK
A AB 40MG MT6620 001 Oect 15, 2004 Oct NEWN
B EON 10MG N76463 001 Apr 23, 2004 Apr NEWN




ENDO

PHARMS

VERNALIS

L OMG
20MG
4 0MG
BOMG
4 OMG
BOMG
§0MG
1 00MG

30 0
4 D0DMG

MG
1 "f
4 00MG
& 0 s
80 0M:

- w
= Lo
A00OM

=

I

]

H7041
NT543
NT54
| el
NTEO1
MTED]
MTSES
N2088
r‘l. 18R
-

an

02
-
ol

e

Apr
Apr

|

L0008
i 1L |
L00%
FARLIL |

Apr
Ot
Aug
Yy
May
Ma

Y

Aug

Aug

2004
2004
TT:
3G
1 GOE
308

“AHN
ChHN

“hHN

e
-
FI




X DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT 10 - October 2004 1-54

GANIRELIX ACETATE

INJECTABLE; INJECTION
GANIRELIX ACETATE INJECTION
* ORGANCN USA INC EQ 2500GM BASE/0.SML N21057 001 Jul 25, 1999 Jun CTHN

GATIFLOXACIN
SUSPENSION; ORAL

TEQUIN
* BRISTOL MYERS SQUIBB 200MG/S5ML H21678 001 Aug 27, 2004 Aug NEWA

GEMIFLOXACIN MESYLATE

TABLET; ORAL
FACTIVE
* QSCIENT EQ 320MG BASE N21158 001 Apr 04, 2003 Apr CAHN

IRJECTABLE; IRJECTION
GENTAMICIN SULFATE

AP HOSPIRA EQ 10MG BASE/ML NE2420 001 Aug 15, 1983 May CAHN
AP EQ 10MG BASE/ML NE2612 004 Feb 20, 1986 May ChHN
AP EQ 40MG BASE/ML NE2420 002 Aug 15, 1983 May CAHN
GENTAMICIN SULFATE IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
AP HOSPIRA EQ 1.2MG BASE/ML HE62414 001 Aug 15, 1983 May CAHN
@ EQ 1.2MG BASE/ML ME2568 001 Jan 06, 1986 May CAHN
AP EQ 1.4MG BASE/ML N62414 002 Aug 15, 1963 May CAHN
d EQ 1.4MG BASE/ML WE2588 002 Jan 06, 1966 May CAHN
AP EQ 1.6MG BASE/ML HE2414 003 Aug 15, 1983 May CAHN
] EQ 1.6MG BASE/ML NE2588 003 Jan 06, 1986 May CAHN
AP EQ 1.8MG BASE/ML M62414 004 Aug 15, 1983 May CRHN
] EQ 1.8MG BASE/ML N62568 004 Jan 06, 1986 May CAHN
AP EQ 2MG BASE/ML N62414 005 Aug 15, 1983 May CAHN
] EQ ZMG BASE/ML NG62588 005 Jan 06, 1986 May CAHN
AP EQ 60MG BASE/100ML NE2414 006 Aug 15, 1983 May CAHN
i EQ 60MG BASE/100ML N62588 006 Jan 06, 1986 May CAHN
AP EQ 70MG BASE/100ML ME2414 007 RAug 15, 1583 May CAHN
] EQ TOMG BASE/100ML NE2588 007 Jan 06, 1986 May CAHN
AP EQ BOMG BASE/100ML N62414 O0B Aug 15, 1983 May CAHN
4 EQ 80MG BASE/100ML W62588 008 Jan 06, 1986 May CRAN
AP EQ 90MG BASE/100ML HE2414 009 Aug 15, 1983 May CAHN
a EQ 90MG BASE/100ML N62588 009 Jan 06, 1986 May CAHN
hP EQ 100MG BASE/100ML N62414 010 Aug 15, 1983 May CAHM
# EQ 100MG BASE/100ML MEZSEE 010 Jan 06, 1986 May CAHM

OINTMENT: OPHTHALMIC
GENTRMICIN SULFATE

AT + AFORN EQ 0.3% BASE NE4093 001 Aug 31, 1995 Jul CPT
AT ALTANA EQ 0.3% BASE NE5024 001 Jul 30, 2004 Jul NEWA
SOLUTION/DROPS: OPHTHALMIC
GARAMYCIN
AT + SCHERING EQ 0.32% BASE H50039 002 Jan CDFR

GERTAMICIN SULFATE
AT ALTANA EQ 3\ BASE N653121 001 Jan 30, 2004 Jan MNEWA




RX DRUG PRODUCT L

- IPIEID

+ARLET; ORAL
GLIPIZIDE

T o -
L3

CUMULATIVE SUPPLMENT

A8 KALI LABS SHG
% 10MG
AR
sLUTAMINE
FoR SOLUTION; ORAL
NUTRESTORE
@ NUTRITIONAL RESTART 5GM/PACKET
# SGM/ PACEKET
P vBURIDE; METFORMIN HYDROCHLORIDE
TABLET:; ORAL
GLOCOVANCE
aE BRISTOL MYERS SQUIBB 1.25MG;250MG
BB 2.5MG; S500MG
2 SMG; S00MG
GLYRBURIDE AND METFORMIN HCL
AR IVAX PHRRMS 1.25MG; 250MG
AB 2 .5MG; SO00MG
RE 5MG: SO0MG
LYCINE
SOLUTICN: IRRIGATION
GLYCIME 1.5% IN PLASTIC CONTAINER
AT HOSPIRA 1.5GM/100ML
AT 1.5GM/100ML

PYRROLATE

[NJECTRBLE: INJECTION
GLYCOPYRROLATE
# HOSPIRA

;ONADORELIN HYDROCHLORIDE

INJECTABLE;
FACTREL
B BAXTER HLTHCARE CORP

INJECTION

.?@ﬁ:lETEgﬂ HYDROCHLORIDE
INJECTRBLE}
EYTRIL
OCHE

INJECTION

0. 2MG/ML

£Q 0.1MG BASE/VIAL

EQ 0.1MG BASE/ML 0.1MG

BASE /ML]

{EQ

EQ 1MG BASE/ML (EQ 1MG BASE/ML)
EQ 4MG BASE/4ML (EQ 1MG BRSE /ML

RISEOFULVIN, MICROCRYSTALLINE

ABLET: ORAL
FULVICIN=U/F

SCHERING

OFULVIN,

250MG

JLTRAMICROCRYSTALLINE

TABLET: ORAL

FULVICIN P/G
SCHERING

125MG

10

N14550
N74550

H21667
H21667

W21178
H21178
21178

NT6345
NTE345
NTE345

N1T7633
H1g8315

nE9353

N1B123

Ne0569

KE1996

October

0ol

001
0ol

001
002

po3

o0l

00l

001

001

002

001

Sep
Sep

Jun

Jun

Feb 1

Feb
Feb

Jun

Sep

Sep

Mar
Mar

11,
11,

31,
31,
31,

18,

15,

30,

1997
19597

2004
2004

2000
2000
2000

2004

2004
2004

1988

1982

2004

1994
1994

1-55

Aug
Rug

Sep
Jul

Feb
Feb
Feb

Feb
Feb
Feb

May
May

May

Jun

Sep
Sep

CAHN
CAHN

DISC
cMs2

CFTG
CFTG
CFTG
NEWR

HEWA
HEWA

CRHN
CAHN

CAHN

DISC

EWA

=
o

NEWR
CPOT

CRLD
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TABLET; ORAL
FULVICIN P/G
@ SCHERING HE199&

FULVICIN P/G 165
@ SCHERING
FULVICIN P/G 320
@ SCHERING
GRIS-PEG

PEDINOL

HALAZEPAM
TABLET: ORAL
FRXIPAM
8@ SCHERING

d

HALOPERIDOL
TABLET: ORAL
HALOPERIDOL
# MUTUAL PHARM

SANDOZ
17, 1986

11, 1988
11, 1988

INJECTABLE: INJECTION
HALOPERIDOL DECANOATE
# MAYNE PHARMA USAR } 30MG BASE/ML N75176 0%, 2000
@ 100MG BASE/ML N75176 08, 2000

HALOPERIDOL LACTATE
INJECTABLE; INJECTION
HALOFERIDOL
APOTEX E G BASE/ML NT6774
BASE /ML 76791
G BASE/ML NTEBZA
SABEX 2002 EQ BASE /ML NTEA64

LIQUID; INHRALATION
HALOTHANE
HOSPIRA : L NBIZ54

{JECTRBLE: INJECTION
HEPARIN LOCE FLUSH
HOSFIRA 10 UNITS/ML
10 UNITS/ML

10 UNITS/ML




fX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT 10 - October 2004

[NJECTABLE] INJECTION
HEPARIN LOCK FLUSH

HOSPIRA 10 UNITS/ML NBBI4E 001 May 18,
n 100 UNITS/ML HOS5264 010
100 UNITS/HL M400B2 002 Feb 28,
100 UNITS/ML Maa0%e 001 Apr 28,
100 UNITS/HL MEB3I4T7 001 May 1B,
HEPRRIN LOCE FLUSH IN PLASTIC CONMTRINER
HOSFIRA 10 UNITS/ ML NOS5264 D15 May 21
100 UMITS/ML NO5264 D16 May 21
HEPARIN SODIUM
@ HOSFLRA 2,500 UNITS/ML NBB0OSS D01 Apr 2B,
2,500 UNITS/HL MBB09S 001 Apr 28,
5,000 UNITS/HL MEB100 001 Apr 28,
i 10,000 UNITS/ML H40095 001 Jul 26,
@ LILLY 10,000 UNITS/ML K05521 002
# MARSARM PHARMS LLC 1,000 UNITS/ML N40007 001 Jun D7,
HEPARIN SODIUM 1,000 UNITS IN SODIUM CHLORIDE 0.9% IR FLASTIC CONTAIRER
HOSPIRA 200 UNITS/LOOML M18916 010 Jun 23,
10,000 UNITS IN DEXTROSE 5%
10,000 UNITS/100ML W1B911 00& Jan 30,
HEPARIN SODIUM 10,000 UNITS IN DEXTROSE 5% IN PLASTIC CONTAINER
HOSPIRA 10, 000 UNITS/100ML N18339% 003 Mar 27,
HEPARIN SODIUM 10,000 UMITS IN SODIUM CHLORIDE 0.45%
i HOSPIRA 10,000 UNITS/100ML N18911 001 Jan 30,
i 10,000 UNITS/100ML H18916 005 Jan 31,
HEPARIN SODIUM 10,000 UNMITS IN SODIUM CHLORIDE 0.3%
@ HOSFIRA 10,000 UNITS/100ML N18511 003 Jan 30,
i 10,000 UNITS/100ML W18916 002 Jan 31,
HEPARIM SODIUM 12,500 UNITS IN DEXTROSE 5%
& HOSPIRA 5,000 UNITS/100ML ¥18911 007 dJan 30,
HEPARIN SODIUM 12,500 UNITS IM DEXTROSE 5% IN PLASTIC CONTAINER
HOSPIRA 5,000 UNITS/100ML N19339 001 Mar 27,
HEPARIN SODTOM 12,500 UMITS IN SODIUM CHLORIDE 0.45% IM PLASTIC CONTAINER
HOSPIRA 5,000 UNITS/100ML Wi8S516 006 Jan 31,
MEPARIN SODIUM 12,500 UNITS IN SODIUM CHLORIDE 0.9%
@ HOSPIRA 5,000 UNITS/100ML K18911 005 Jan 30,
3 5,000 UNITS/100ML N18916 003 Jan 31,
HEPARIN SODIUM 2,000 UMITS IN SODIUM CHLORIDE 0.9%% IM PLASTIC CONTAINER
HOSPIRA 200 UNITS/100ML N18916 011 Jun 23,
HEPARIN SODIUM 20,000 UMITS IN DEXTROSE 5% IM PLASTIC CONTAIMER
HOSPIRA 4,000 UNITS/100ML 19805 001 Jan 23,
HEPARIN SODIUM 25,000 UNITS IN DEXTROSE 5%
# HOSPIRA 5,000 URITS/100ML M18911 00% Jan 30,
] 10, 000 UNITS/100ML M189%11 00B Jan 30,
HEPARIN SODIUM 25,000 UNITS IN DEXTROSE &% IN PLASTIC CONTAINER
HOSPIRA 5,000 UNITS/100ML N19339 004 Mar 27
5,000 UNITS/100ML M19805 002 Jan 25,
10,000 UNITS/100ML M19339 002 Mar 27,
HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER
HOSPIRA 5,000 UNITS/100ML H18916 007 Jan 31,
10,000 UNITS/100ML Hlg91s 008 Jan 31,
HEPARTN SCDIUM 25,000 UNITS IN SODIUM CHLORIDE O.9%
| HOSPIRA 5,000 UNITS/100ML M1B911 004 Jan 30,
HEPARIN SCDIUM 25,000 UNITS IN SODIUM CHLORIDE 0.2% IN PLASTIC CONTAINER
@ HOSFIBA 5,000 UNITS/100ML N18916 009 Jan 31,

1983
1995
1983

1983

1585
1985

1983

1983

1983

1596

1996

1989

1985

1985

1985
1984

1985
1984

1585

1985

1985

May
May
May
May
May

May
May

Aug
May
May
May
Jun
Sep
May
May

May

May
May

May
May

May

May

May

May

May

May

Hay
May

May

Hay

May

May

May

May

ChHH
CAHN
CAHN
CAHN
CAHN

CAHN
CAHN

DISC
CAHH
CRHN
CAHN
pISsc
DISC
CRAHN
CAHN

CARN

CAHN
CAHN

CAHN
CAHN

CAHN

CARN

CAHN

CAHN
CAHN

CAHN

CAHN

CAHN
CAHN
CRHN
CAHN

CAHN

CRHN

CAHN

CAHR

CAHR
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IN S0DIUM CHLORIDE 0.45W
UNI ML H1gS11 D02
UNITS /ML N1B%16 004
HEPARIN SODIUM Qoo IN S0DIUM CHLORIDE
@ HOSPIEA 1,000 UNITS/100ML NiB821&

HEPARIN SODIUM T FRE
HOSPIRA 000 URITS/ML NO5264
00 UNITS/ML HOS5264
0,000 UNITS/ML NB9522
¢ MARSAM PHARMS LLC 1,000 UNITS/ML NBS464

FANHEPRIN

CSPIRA 1,000 ONITS/HML HO5264
5,000 UNITS/ML HO5264
10,000 UNITS/ML MOS264
20,000 UNITS/ML NO5264

40,000 UNITS/ ML NOS264

IN ACETATE

INITS /ML NZ1665
NZ1640

HYDRALAZINE HYDROCHLORIDE
TABLET; ORAL
HYDRALAZINE HCL
# MUTUAL PHARM 10MG KABT28
] 25MG NE4106
e 50MG NBA107
B 100MG NBET29

RALAZINE HYDROCHLORIDE: WYDROCHLOROTHIAZIDE; RESERPINE

TABLET:; ORAL
RESERPINE, HYDRALAZIINE HCL AND HYDROCHLOROTHIAZIDE
# MUTUAL PHARM 25MG; 15MG; 0. 1MG

HYCROCHLOROTHIAZIDE
TABLET: ORAL
HYDROCHLOS
§ MUTUAL PHAR ’ NE3872
NE3872

NB 3972

12 5MG; 10MG

SMG;

20MG

£ 9MG;: J0MG




i METOPE *ARTRATE
HI ;
ZBLET JRAL
LOPRESSOR H T H18303 001 De 31, 1984 Aug 2
By 25MG ;5 0MG

- 0 N18303 004 - il, Aug C
LMG: M e
N1B303 ) Do 31, Aug
50MG; 1 DOMG

I I Al 1 . 2 | EWA
\ I N76792 D01 Aug 20, Z004 Aug K
; 3 . e D 2004 . WEWA
e HT16792 02 Aug 20, 2004 Aug B/
e SARd R searn
N76792 003 Rug 20, Z0UA AUG NEWA
50MG: 1 00MC
RO
RELET RAl
i B 12 101 e 28, 199% Mar F1
5 19 cMc.E0 10MG BASE i 2 RS
FIZER PHARM E 1 a WAn13% 002 Dec 28, 1989 Mar F
i MesED 20MGC BASE LU LL3 2 il
z M3017% 003 Dec 28, 19599 Mar FT
MG:EQ 20MG BASE
1 . 1 - i 37
¥ 3 & MTEIT4 001 Mar 1, § HMar
MM . MG BASE i
:J S ¥ ASE NT6374 002 Mar 31, 2004 Rar
2 MG BAS 2 R
NTE3IT4 003 Mar 31, 2004 Rar
SEMEE Fri], BASE B

I1DE piim  CAHN
i 1 v - " AUG AH
s na7267 0O E
i
\ALE RAL
; pree o 2, 5MG ; BOMG N21162 002 MNov L7, =
BT 12 . 5MG;: BOMG s el
BOEHRIN M211€62 001 Apr 13, <UUS May
S MG BOMG I
F ME BI £; IBUPROFEN
ET RAL
i o J MTE642 002 Mar 18, <Luls Na HEWF
. MG - 700MG a ; : R
INTERPHARM SNTEEA A1 et 12, 2004 C IEW]
L TO0MG :
B PICA
i II . TS 5 18 ¥ |I «:
I s M40%03 001 ™ar 1l i Mar E
INTAGE PHARM! 2,54
¥ TME HYDROC [E
E Ml
otidi s s s : S r AHN
: e j = UEETE ] [ Ha 13 F}
1 PHAEME 1%
LR
- TISONE BUTYRATE WIETEL OO i 14 004 Jan NEWA
: b I Fel 8 |
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HYDROCORTISONE SCDIUM SUCCINATE

INJECTARLE; INJECTION
A-HYDROCORT
HOSPIRA EQ 100MG BASE/VIAL HB5925

EQ 250CMG BASE/VIAL HB5930
EQ 500MG BASE/VIAL NB5831
EQ 1GM BASE/VIAL NB5932

HYDROMORPHONE HYDOROCHLORIDE

CAPSULE, EXTENDED RELEASE;
PALLADONE
PURDUE FHARMA LFP N21044
H21044

H21044
N21044
INJECTABLE: INJECTION

HYDROMORPHONE HCL
HOSPIRA 10MG /ML NT4598

HYDROXYZINE HYDROCHLORIDE

INJECTABLE: INJECTION
HYDROXYZINE HCL
HOSPIRA 25MG /ML NBT416
S50MG /ML NBEB21
50MG /ML HET548
TAALET: ORAL
HYDROXYZINE HCL
RBLE H40559
Na0562
N40563
# MUTUAL PHARM NEE409
a NETEST
@ NETBED
B NBTEEZ

IBUFROFEN

SUSFENSION; ORAL
IBUPROFEN
FPERRIGO R ARND D 100MG/ SHL N76925
TABLET; ORAL
IBUPROFEN
@ MUTUAL PHARM N70079
i NT00B0
B NT1444

IDARUBICIN HYDROCHLORIDE

INJECTABLE;: INJECTION
IDARUBICIN HCL
GENSIA SICOR PHARMS SMG/VIAL NE5037

IMAMATHONE LACTATE

INJECTABLE; INJECTION
AMETINONE
HOSPIRA EQ 5MG BASE/ML H74616
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TNl I]’.[‘li‘l.n‘: IN

CAPSULE: ORAL

INDOMETHACIN
@ MUTUAL PHARM 25MG N700E7 001 Oct 03, 1986 Aug CAHN
8 50MG N70068 001 Oct D3, 1986 Aug CAHN

;HSULIN ASPART RECOMBINANT
INJECTABLE; SUBCUTANEOUS

HOVOLOG
+  NOVO NORDISK 100 UNITS/ML M20986 001 Jun 07, 2000 May CAIN

1MSULIN GLARGINE AECOMBINANT

{NJECTABLE; INJECTION
LANTUS
AVENTIS PHRRMS 100 ONITS/ML N21081 001 Apr 20, 2000 May CAIN

INSULIN GLULISINE RECOMBINANT

INJECTABLE; SUBCUTANEOQUS
APTDRA

* AVENTIS PHARMS 100 UNITS/ ML 21629 001 Apr 16, 2004 Apr NEWA
a 100 UNITS/ML N21629 D01 Apr 16, 2004 Jun DISC

rMSULIN LISPRO PROTAMINE RECOMBINANT; INSULIN LISPRO RECOMBINANT

INJECTABLE; IWJECTIOH

HUMALOG MIX 50/50
¢ LILLY 50 UMITS/ML;50 UNITS/HL N21018 001 Dec 22, 1995 Hay CAIN

HUMALOG MIX 75/25
+ LILLY 7% UMITS/ML;2% UNITS/ML K21017 001 Dec 22, 1999, May CARIN

INSULIN LISPRO RECOMBINANT

INJECTABLE; INJECTION

HUMALDG
& LILLY 100 UNITS/ML NZ20563 001 Jun 14, 1556 May CAIN
HUMALDOG PEN
LILLY 100 UNITS/ML NZ0SE3 002 Aug 06, 1998 May CAIN
[ODTXANOL

INJECTABLE: INJECTION
VISIPAQUE 270

GE HEALTHCARE 554 N20808 001 RAug 29, 1997 Jun CMFD
VISIPAQUE 320

GE HEALTHCARE 65.2% H20808 002 Aug 29, 1997 Jun CHMFD
[OPAMIDOL

INJECTABLE; INJECTION
IOFAMIDOL-200

HOSPIRA 1% N74B56 001 Dec 30, 1997 May CAHN
IOPAMIDOL-200 TH PLASTIC CONTAINER
HOSPLIRA 418 N74636 001 Dec 30, 1997 May CAHN
IOPAMIDOL-250
HOSPIRA 51% N74858 002 Dec 30, 1997 May CAHN
51% N75005 001 Feb 24, 1998 May CAHN

IOBAMIDOL-250 IM PLASTIC CONTAINER
HOSPIRA 51% NT4636 002 Dec 30, 1997 May CAHN
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INJECTABLE; INJECTION
IOPAMIDOL-300

AP HOSPIRA G1% N74898 003 Dec 30, 199%7 May CREND

AP G1% H75005 002 Feb 24, 19%8 May CAHN
IOPAMIDOL-300 IN PLASTIC CONTAINER i

AP HOSPIRA 61% NT4636 003 Dec 30, 1997 May CAHN

AP 614 N74637 001 Apr 03, 1997 May CAHNY
IOPAMIDOL-3T0

AP HOSPIRA 764 N74898 004 Dec 30, 1997 May CAHN

AP 768 N75005 003 Feb 24, 1998 May CAHN '

IOPAMIDOL-370 IN PLASTIC CONTAINER
AF HOSPIRA TE N74636 004 Dec 30, 1997 May CAHN

IOPANOIC ACID

TABLET; ORAL |
TELEFAQUE
® GE HEALTHCARE 500MG HOBO32 001 May DISC |

LOPROMIDE

INJECTABLE; INJECTION
ULTRAVIST (FHARMACY BULK)

+ BERLEX 45.9% N21425 003 Mar 12, 2004 Mar HNEWA
N 62.3% N21425 1 Sep 20, 2002 Har CPOT
+ 76, 9% NZ21425 002 BSep 20, 2002 Mar CPOT

IOTHALAMATE MEGLUMINE: IOTHALAMATE SODIUM

INJECTABLE:; INJECTION

VASCORAY
# MALLINCERODT 52%; 260 K16783 001 Jun DISC

IFRATROPIUM BROMIDE

SOLUTION; IMHALATION
IPRATROPIUM BROMIDE
AN HOLOPACE INTL 0.02% N75623 001 Jan 26, 2001 Apr CAHN

ISOFLURANE

LIQUID:; IMHALATION

ISOFLURANE
AN HOSPIRA 89.9 N74097 001 Jan 25, 1993 May CAHN

ISONIAZID
INJECTABLE; IRJECTION
KBYDRAZID
+ SANDOZ LOOMG /ML HOBGE&EZ 001 Feb CAHN
TABLET:; ORAL |
ISONIAZID |
B HMUTUAL PHARM 1 DOMG NBO136 OOl Aug CAHN
AR J00MG NB3633 001 Aug CAHN

ISOPROTERENOL HYDROCHLORIDE |
INJECTABLE; INJECTION
ISOPROTERENOL HEL
HOSPIRA . DZMG/ML NE3Z283 001 May CAHM
AP ). 2MG/ML ME3346 001 May CAHN

ISUPREL
AP + HOSPIRA 0. 2MG/ML N10515 001 May CAHN




AB

AP

BX DRUG PRODUCT

{S0SORBIDE DINITRATE

TABLET; ORAL
180S0RBIDE DINITRATE
@ MUTUAL PHARM
&
il
i

TABLET; SUBLINGUAL
150SORBIDE DINITRATE
@ MUTUAL PHARM
[
a

1SOSORBIDE MONONITRATE

TABLET, EXTENDED RELEASE;

IMDUR
SCHERING PLOUGH

ITRACONAZOLE
CAPSULE; ORAL
I TRACOMARZIOLE
EON
SPORANON
- JANSSEN PHARMA

SETAMINE HYDROCHLORIDE

INJECTABLE; INJECTION
KETAMINE HCL
HOSPIRA

KETOCONAZOLE

CREAM; TOPICAL
KETOCONAZOLE
ALTANA
+ TEVA
HIZORAL
@ JANSSEN PHARMA
SHAMPOO; TOPICAL
KETOCONAZOLE
CLAY PARK
NIZORAL
MCHEIL CONS SPECLT

SUSPENSION; ORRL
MIZORAL
@ JANSSEM PHARMA
TABLET; ORAL
M1ZORAL
JANSSEN PHARMA

EETOROLAC TROMETHAMINE

INJECTABLE: INJECTICH
KETOROLAC TROMETHRMINRE
AMPHASTAR PHARM

LIST -

5MG

10MG
20MG
I0MG

2.5MG
SMG
10MG

ORAL

JOMG
6lMG

100MG

100MG

CUMULATIVE SUPPLMENT

EQ 5S0MG BASE/ML
EQ 100MG BASE/ML

T B3
-

100MG/ 5ML

200MG

L 5MG/HL
JOMG /ML

10

- October

HB61E6
HB6169
HBE1E7
HB7564

HE4204
HE&168
HET7545

N20225
W20225

NTE104

wz0083

HT454%
NT454%2

HT16234

NT5581

H19084

NTE419

H19927

HTOT67

K1B8533

NT&Z0%
NT620%

oo2
ool
001
Dol

ool
0ol
0ol

0ol
ooz

001

001

ool
002

001

001

001

o0l

ool

ool

ool

001

ooz

2004

Sep
Sep
Sep
Sep

sep
Sep
Sep

Aug
Aug

May

Sep

Jun

Apr
Apr

Jan

Aug

Now

Jul
Jul

19,
19,
19,
18,

18,
18,
18,

12,
12,

28,

11,

27,
27,

28,
25,

31,

07,

3L,

aT,

21,

59
&b

1986
1986
1586
1986

1986
1986
1986

1993
1993

2004

1992

1996
1996

2004
2000

1985

2004

1990

1986

2004
2004

Aug
hug
Bug
hug

Rug
Aug
Aug

Apr
Apr

Hay

May

May
May

Apr
apr

Apr

Jan

Jan

Jul

Jul

Jul
Jul

CAHN
CRHHN
CAHN
CRHHN

CAHN
CAHN
CAHN

CRLD
CRLD

NEWA

CFTG

CAHN
CAHN

HEWR
CRLD

DISC

HEWA

CFTG

CAHN

CAHN

HEWA
HEWA



RX DRUG FRODUCT

LIST -

15MG /ML
I0MG /ML
1 5MG /ML
I0MG /ML
15MG /ML
J0MG /ML
15MG /ML
15MG /ML
15MG /ML
308G /ML
I0MG /ML
I0MG /ML
1 5MG /ML
I0MG /ML

15MG /ML
J0MG /ML

INJECTABLE; INJECTION
KETOROLAC TROMETHAMINE
AP APOTEX
AP
AP BANTER HLTHCARE
AP
AP 4+ BEDFORD
AP +
B HOSPIRA
AP
AP
2
AP
AP
*A> AP SABEX 2002
sA> AP
TORADOL
@ ROCHE PALD
@

KETOTIFEN FUMARATE

SOLUTICN/DROPS ;
ZADITOR
y NOVARTIS

LABETALOL HYDROCHLORIDE

INJECTABLE: INJECTION
LABETALOL HCL
AP HOSPIRA
AP
NORMODYNE
@ SCHERING
TABLET:; ORAL
NORMODYNE
@ SCHERING
]
#
TRANDATE
AB . PROMETHEUS LABS
LAMIVUDINE
TABLET; ORAL
EPIVIR
GLAXOSMITHELINE
*
LAMOTRIGINE
TABLET; ORAL
LAMICTAL
+ GLAXOSMITHELINE

FOR SUSPENSION,
PREVACID
TAP PHRRM

DELAYED

OPHTHALMIC

BASE

EQ 0.025%

SMG/ML
SMG /ML

SMG/ML

100MG

200MG

J00MG

I00OMNG

RELERSE: ORAL

15MG/PACKET

JIOMG/ PACKET

CUMULATIVE SUPPLMENT

10 = October

N76722 001
NT&T2Z 002
N75772 Q01
N75772 002
N75222 001
N75222 002

N74801 001
N74802 001
N74%%3 001
N74B01 002
H74802 002
NT4993 002
76271 o001

K716271 002

N1596%8 001
K1%698 002

H21066 0OOD1

N7523% 001
N75240 001

MiBERE 001

N1BEET 0O1

N1BE&B7 002

N1BEST 003

K1B716 003

s
i
on

-

001
N20564 003

N20241 005

N20241 003

N21281 001
21281 0

2004

Rov

How

Howv

Aug

Aug
Aug

Aug 0

Aug

Howv

wun

[haniz

D
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{HJECTABLE; INTRAVENOUS
PREVACID IV
TRP PHARM J0MG/VIAL W21566 001 May 27, 2004 May NEWA
«ABLET, DELAYED RELEASE, GRALLY DISINTEGRATING; ORAL

PREVACID
TAP PHARM 15MG H21428 001 Aug 30, 2002 Jul COFR
I0MG HZ1428 002 Aug 30, 2002 Jul CODFR
,NTHANUM_CARBONATE
TABLET, CHEWABLE: ORAL
FOSRENOL
SHIRE PHARM 250MG N21468 001 Oct 26, 2004 Oct MNEWA
i S00MG N21468 002 Oct 26, 2004 Oct NEWA
ARAVA
AVENTIS PHRRMS 100MG ¥2000% 003 5Sep 10, 1998 Jul CMFD
LEUCOVORIN CALCIUM
INJECTABLE: INJECTION
LEUCOVORIE CRLCIUM
] PHARMACHEMIE UsSh EQ 100MG BASE/VIAL NES915 001 Apr 17, 1997 Aug DISC
LEUCOVORIN CALCIUM PRESERVATIVE FREE
aiGMAR BIOREN PHARMS EQ 200MG BRASE/VIAL M402%8 001 Feb 286, 1599 Jul CRHE
- EQ S00MG BASE/VIAL n40286 001 Feb 26, 1999 Jul CAHN
g HOSPIRA EQ 10MG BASE/ML N40147 001 Jun 25, 1897 May CAHN
;ig;Pfr:ani:HE H?:gggﬁ}gflyg
INJECTABLE; IMJECTION
CHIROCAINE
i PURDUE PHRRMA LF EQ 2.5MG BASE/ML N20997 001 Aug 05, 1569 May DISC
] EQ SMG BASE/ML w20697 002 Aug 05, 1933 May p1sC
i £Q 7.5MG BASE/ML #20897 003 Aug 05, 14990 May DISC
!HUJ:Luﬁgg;ﬁg_ﬂ;gyccuLcPtﬁr
SUSPENSIONSDROPS; OPHTHALMIC
LIVOSTIN
* NOVARTILS EQ 0.05% BASE §20219 001 Hov 10, 1891 Feb CAHN
CARNITIRE
uTION; ORAL
CARMNITOR
+ SIGMA TAU 1GM/ 10ML w1827 001 Apr 10, 1986 Aug CFIG
LEVOCARNITINE
LYNE 1GM/ 10ML N76851 001 Aug 10, 2004 Aug NEWA
TABLET: ORAL
ARNITOR
SIGMA TAU 330MG N18948 001 Dec 27, 1985 Sep CFIG
EVOCARNITINE
CORE PHARMA 330MG N760856 001 BSep U, 2004 Sep NEWA

10N /DROPS; OPHTHALMIC

1QUIX

o
bt

Mar 01, 2004 Mar HEWHA

BANTEN 1.5% 21571 O
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SOLUTION:; ORAL
LEVAQUIN
* ORTHO MCNEIL PHARM 250MG/10ML
TABLET; ORAL
LEVAQUIN
ORTHO MCNEIL PHARM NZDE34
N20634
H20634
KZ0634
LEVOFLOXACIN

MYLAN NT&2TE
R7E278

LEVONORGESTREL

TABLET; ORAL
PLAN B
* CURAMED N21045

LEVOTHYROXINE EDDEUN.

TABLET: ORAL
LEVOLET
VINTAGE 0.025MG N21137
0.05MG N21137
0.075MG N21137
0.088MG N21137
0.1MG N21137
0.112MG N21137
0.125MG N21137
0.13™MG N21137
0.15MG N21137
0.175MG H21137
0. 2MG NZ1137
0.3MG N21137

LEVO-T
ALARA PHARM 0. 025MG N21342

0.05MG N21342

0. 073MG N21342

0.0BBMG NZ1342
N21342

0.112MG

0. 125MG

0.137MG

0. 15MG

0.175MG

0.2MG

0. 3IMG

LEVOTHYROXINE SODIUM
MYLAN 0.0Z5MG N7E187

SEE PREFACE SECTION 1.4 LEVOTHYROXINE SODIUM
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+ABLET: ORAL
L EVOTHYROXINE SODIUM

WYLEN NT6187

MTE187

H76187

N76187

H76187

NTE187

HT6187

N16187

N7E1R7

NTE187

H21301
HZ1301
K21301
N21301
N21301
MZ21301
H21301
NZ21301

NZ21301
N21301

NZ21301
n21301

¥21301

SYWTHROID
ABBOES 21402
n21402
N21402
H21402
H21402
NZ1402
K21402
¥21402
N21402 0O

TEF b
&4 e

o a o

&S 0 o0 0 oo o




R¥ DRUG

TRBLET:; ORAL
SYNTHRODID
AB2 ABBOTT
ABZ
UNITHROID
ABL, STEVENS J
AB3
AB1,
AB3
AB1,
AR}
ABL,
AH3
AB1,
ABJ
AB1,
AB3
AB1,
RB3
REL,
AB3
ABL,
RB3
AB1,
AB3
ABL, +
RBJ

LIDOCATNE

PATCH; TOPICAL
LIDDDERM

PRODUCT LIST

CUMULATIVE SUPPLMENT

TEIKOEU PHARMA USA

LI

CAINE HYDROCHLORIDE

INJECTRBLE;
LIDOCAINE HCL

# BAXTER HLTHCARE

e
HOSPIRA

LIDOCAINE
P B BRAUN
LIDOCAINE

HOSPIRA
LIDOCAINE

HOSPTIRA
LIDOCAINE
B B BRAUN
LIDOCAINE

HOSPIRA
LIDOCAINE

HOSPIRA

INJECTION

AND DEXTROSE 5%
Z0OMG/100ML
IN DEXTROSE 5%
Z00MG/ 100ML
IN DEXTROSE 5% IN PLASTIC CONTAINER
£00MG/ 100ML
DEXTROSE 5%
400MG/100ML
IN DEXTROSE 5%
4100MG/ 1 00ML
IN DEXTROSE 5% 1IN

400MG/100ML

IN PLASTIC CONTAINER

IN PLASTIC CONTAINER

AND

PLASTIC CONTAINER

13

NZ2l402
K2l402

N21210

HZ1210

K21210

N20612

HBO4O7
KBOD407
HBB328
N40013
NB3158
NBB329
NEE330
H4OQOT8
NE3158
NBEZ294
N8§331
NB3158

NE3158

N1B388

N1B9E7
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IMJECTABLE; INJECTION
LIDOCAINE HCL 0.8% AND DENTROSE 5% IN PLASTIC CONTAINER
@ B BRAUN BOOMG/100ML H18967
LIDOCAINE HCL 0.8% IN DEXTROSE 5% IN PLASTIC CONTAINER
HOSPIRA 800MG/ 100ML K18388
LIDOCAINE HCL IN PLASTIC CONTAINER
HOSPIRA 0.5% NBB325
1% HEB293
1.5% HEBIZE
2% RBE327
10% HBEIET
20% HBB36H
LIDOCAINME HCL PRESERVATIVE FREE
HOSPIRA 1% HB0408
1.5% HEO408
4% HBBZ95
LIDOCAINE HCL PRESERVATIVE FREE IN PLASTIC CONTAINER
HOSPIRA 1% N4Q302
2% H40302

IRJECTABLE: SPINAL
LIDOCAINE HCL S% AND DEXTROSE 7.5%
HOSPIRA 5% NE3914
SOLUTION; TOPICAL
LTA II EIT
HOSPIRA 4% HR0409
1} HEE542

PEDIATRIC LTA EIT
HOSPIRA 2% WB5995

LIDOCAINE HYDROCHLORIDE: OXYTETRACYCLINE

IMJECTABLE; INJECTION
TERRAMYCIN
FFIZIER 2% S0MG/ML HE0567
2% 125MG/ML H60567

LITHIUM CARBOMATE

CAPSULE; ORAL
LITHIUM CARBOWATE
ABLE 150MG H76823
300MG wi6823
600MG NTEB23
+ ROKANE 600MG N17812

TABLET, EXTENDED RELEASE; ORAL
LITHIUM CARBONATE
RONANE I00MG HTEB32
450MG NT6651

LITHORID
JDE PHARMS 300MG N18027

LOPERAMIDE HYDROCHLORIDE

SOLUTION; ORAL
IMODIUM
# JANSSEN PHARMA 1MG/ 5ML M19037




RX DRUG FRODUCT LIST = CUMULATIVE SUPPLMENT 10 - October 2004 1-70

LORAZEPAM
INJECTABLE; INJECTION
LORAZEPAM !
@ BAXTER HLTHCARE 2MG /ML N74496 001 Sep 28, 1998 Sep DIS@
AP MG /ML N74496 001 Sep 28, 1998 Aug m
AP 4MG /ML N74496 002 Sep 28, 1998 Aug CAM
# 4MG/ML N744%6 002 Sep 26, 1998 Sep DISC
AP HOSPTRA 2MG /ML N74243 001 Apr 12, 1994 May N
AP 2MG /ML N74280 001 May 27, 1994 May CAHN
AP 2MG /ML N74282 001 May 27, 1994 May CAMNI
AP 2MG/ML N74300 001 Apr 12, 1994 May
AP AMG/ML N74243 002 Apr 12, 1994 May
AP 4MG /ML N74280 002 May 27, 1994 May C
AP MG /ML N74282 002 May 27, 1994 May CAHN
AP AMG /ML N74300 003 Mar 19, 1997 May
TABLET: ORAL
LOBAZEPAM
# MUTUAL PHARM 0.5MG H70472 Q01 Dec 10, 1985 Aug
d 1MG N70473 001 Dec 10, 1985 Aug
# ZMG N70474 001 Dec 10, 1985 Aug
LOVASTATIN
TABLET, EXTENDED RELEASE; ORAL
ALTOPREV
ANDERY 104G N21316 001 Jun 26, 2002 Jul
20MG K21316 002 Jun 26, 2002 Jul
10MG N21316 003 Jun 26, 2002 Jul
+ E0MG N21316 004 Jun 26, 2002 Jul CTNA
ANDRX LABS LLC 10MC W21316 001 Jun 26, 2002 Sep CAHN
20MG N21316 002 Jun 26, 2002 Sep CAHM|
40MG N21316 003 Jun 26, 2002 Sep CAHN
+ 60MG NZ1316 004 Jun 26, 2002 Sep CAHN

LOVASTATIN: NIACIN

TABLET, EXTENDED RELEASE; ORAL

ADVICOR
+ ECS 20MG; S00MG N21245 001 Dec 17, 2001 Feb CRLD
+ 20MG; T50MG N21249% 002 Dec 17, 2001 Feb CRLD
[ 20MG; TS0MG H21249% 002 Dec 17, 2001 Jul DISC
A5 LUTROPIN ALFA
R INJECTABLE; SUBCUTANEOUS
A LUVERIS
> + SERCONO INC 75 IU/VIAL N21322 001 Oct 08, 2004 Oct MNEMA

MAFENIDE ACETATE

FOR SOLUTION:; TOPICAL
SULFAMYLON
* MYLAN BERTEK 5% N19832 003 Jun 05, 1998 Aug CAHN

MAGHESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE: SODIUM CHLORIDE; SODIUM GLUCONATE

INJECTABLE; INJECTION
HORMOSOL-R IN PLASTIC CONTAINER

HOSPIRK JIOMG/100ML; ITMG/100ML; 222MG/100ML  N17586 001 May CAHN
#526MG/L00ML; 502MG/ 100ML
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SOLUTION: IRRIGATION
pHYSIOSOL IN FLASTIC CONTAINER

# HOSPIBA 1lHGJIDﬂHL;ETHGFIUUHL:222HGI£GDNL
: 52 6MG/ 100ML; S0ZMG/ 1 00HL

3UHGf1ﬂﬂHL;3?Hﬂ!iﬂﬁHL:222HGJlUUNL
:526MG/100ML; 502MG/ 100ML

PHYSIOSOL PH 7.4 IW PLASTIC CONTAINER
HOSPIRA 30”5-"159”—[-.:31MFIEUHL;222HGJ'IDUHL

: 526MG/ 100ML; 502MG/ 100ML
MAGNESIUM SULFATE

IMJECTABLE; INJECTION
MAGNESIUM SULFATE

HOSPIRA 5 00MG/ ML
WAGNESIUM SULFATE IN DEXTROSE 54 IN PLASTIC CONTAINER
HOSP1RA 1GM/100ML
: 2GM/100ML
MAGNESIUM SULFATE IN PLASTIC CONTAINER
HOSPIRA BOMG/ML
* 4GM/100ML
MALATHION

LOTION; TOPICAL
OVIDE
# TARD PHARMS RCOETH 0.5%

MANGANESE CHLORIDE

------ Lo ]

[NJECTABLE; INJECTION
MANGANESE CHLORIDE IN PLASTIC COMNTAINER
HOSPIRA EQ 0.1MG MANGANESE/ML

MANNITOL

INJECTABLE; INJECTION
MANNITOL 10%

# HOSPIRA 10GM/ 100HL

MANNITOL 10% IH PLASTIC CONTAINER
HOSPIFRA 10GM/ 100ML

MANNITOL 15%

@ HOSPIRA 15GM/100ML

MANNITOL 15% IN PLASTIC CONTAINER
HOSPIRA 15GM/100ML

MANNITOL 20%

@ HOSPIRA 20GM/100ML

MANNITOL 20% IN PLASTIC CONTAINER
HOSPIEA 20GM/100ML

MANMITOL 25%

? HOSPIRA 2.5GM/50ML

12,5GM/50ML

MANNITOL 5%

i HOSPIRA SGM/100ML
MANNITOL S% IN PLASTIC CONTAINER
HOSPIRA 5GM/ 100ML

AMNITOL; SORBITOL
SOLUTION; ITRRIGATION
SOREITOL-MANNITOL
# HOSPIRA §40MG/100ML; 2. TGH/ 1 00HL

- Dctober

N1B406

H17637

H1B406

H75151

H20488
H20488

M20309
H20309

H18613

H1B962

H1E6269

H19603

R16269

N19603

H16269

N19603

H16269
H16269

H1E62E69

H19603

HE0Z224

00l

o002

ooz

0ol

ool
ooz

no2
ool

ool

001

ooz

poz

003

003

ood

004

005
ooé

001

[s]ib1

ool

2004

Jul

Jul

hpr

Jul
Jul

Aug

Jun

Jan

Jan

Jan

Aug

08,

08,

25,

11,
11,

24,
24,

oz,

08,

08,

o8,

25,

08,

1982

1982

2000

1995
1995

1594
1994

1282

1986

1987

1990

1950

1994

1987 &

May

May

May

May

May
Hay

May
Hay

Jun

May

May

May

May

May
May

May

May

CAHN

CAHN

CRAHN

CAHN

CAHN
CAHHN

CAHN
CAHK

CAHN

CAHN

CARHN

CAHH

CAHN

CAHN

CAHN

CAHN
CAHN

CAHN

CRHN

CAHN
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m T

rABLET: ORAL
MEPERIDINE HCL
MUTUAL PHARM

Ah

eEIVACAINE HYDROCHLORIDE

INJECTABLE; INJECTION
ARBOCALINE

f HOSPIRA

ME PROBAMATE

ORAL
MEPROBRMATE

# MUTUAL PHARM
d

HERCAPTOPURINE

TABELET; ORAL
MERCAPTOPURINE

AR PROMETHEUS LABS

AE ROXANE
PURINETHOL

AR . TEVA

CAPSULE,
PENTASA
SHIRE LABS

ENEMA; RECTAL
MESALAMINE
hE CLAY PARE

TEVA

ROWASA
B . SOLVAY

INJECTABLE: INTRAVENOUS
MESHA
BEDFORD

MESORIDAZINE BESYLATE
COMCENTRATE; ORAL
SERENTIL
@ NOVARTIS

TRBLET: ORAL
SERENTIL
# ROVARTIS

METFC

K HYDROCHLORIDE
TABLET,
FORTAMET

ANDEX

X DRUG PRODUCT LIST =

EXTENDED RELEASE;

EXTENDED RELEASE:

CUMULATIVE SUPPLMENT

SOMG
1 00MG

200MG
400MG

LOMG
SOMG

wr
=
=
]

ORAL

250MG
500MG
4GM/ BOML

4GM/ 60ML

4GM/ E60ML

100MG/ML

EQ 25MG BASE/ML

EQ 25MG BASE

EQ 100MG BASE

ORAL

500MG

10

- October 2004

HBO448
HBO448

M12250
H12250
N12250

NBOESY
NBO0E%%

N404E]
N4a0528

NO9053

N20049
N20049

NT6751
HTE841

H19618

N757389

H1&6997

H21574

001
005
po2

001

002

Dol
001

002

ool

ooz

ool

0ol

001

Q01

001

boZ
004

o001

Feb 11

Feb

May
Jul

Sep

Sep

%F

Jan

L

13,

10,
08,

17,
o,

09,

2004
2004

1993
2004

2004

Aug
hug

May
May
May

Aug
Aug

Feb
Feb

Feb

Rug

Aug

Sep

Sep

Sep

Jan

May

Hay
May

CAHNN
CAHN

CAHN
CAHN
CAHN

CAHN
CAHN

NEWA
HEWA

CFTG

CRLD
HEWA

HEWA
HEWR

NEWA

BISC

HEWA
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TABLET, EXTENDED RELEASE; ORAL
FORTAMET
ANDRX 1GM N21574
ANDRX LABS LLC 500MG N21574
1GM H21574
GLUCOPHAGE XR
BRISTOL MYERS SQUIBR SO00MG N21202
T50MG N21202
T50MG N21202
METFORMIN HCL
ANDRX FHARMS S00MG HNT6172
BARR T50MG NTEBES
IMPAX LABS 500MG NT&6249
IVEX PHARMS 500MG H76545
PUREPAC FHARM 500MG NT6450
AANBAXY S00MG N76413
TEVA S00MG N76209

METHADONE HYDROCHLORIDE

TABLET; ORAL
METHADOME HCL
& ECN SMG
MALLIKCERODT 5MG
10MG

AR
AR

METHAMPHETAMINE HYDROCHLORIDE

TABLET; ORAL
DESOXYN
OVATION FPHARMS NO5378

METHAMPHETAMINE HCL
RBLE N4052% Feb 25, 2004

HETHENAMINE HIPPURATE

TABLET; ORAL
UREX
VATRING PHARMS N16151

METHIMAZOLE
TABLET; ORAL
TAPAZOLE

KING PHARMS ! NO7517
ND7517

METHOCARBAMOL
TABLET: ORAL
METHOCTARBAMOL
B MUTUAL PHARM MNE44H8
@ NE4486

METHOTREXATE S
INJECTABLE; INJECTION
METHOTREXATE
BIGMAR BICREN PHARMS EQ 25MGC BASE/MI N40262 Feb 28,
METHOTREXATE PRESERVATIVE FREE
BIGMAR BICHEN PHARMS EQ 25MG BASE/MI N402&5 Feb 28,
EQ 1GM BASE/ Ni0266 Feb 2E&,
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METHYL AMINOLEVULINATE HYDROCHLORIDE

CHEAM; TOPICAL
METHYL AMINOLEVULINATE
PHOTOCURE ASA 16. 8%

METHYLDOPR

TABLET: ORAL
METHYLDOPFA
& ACCORD HEALTH

£ MUTUAL PHARM
8
8

E;THTLDUFHTE HYDROCHLORIDE

INJECTABLE; INJECTION
METHYLDOPATE HCL
HOSFIRA 504G /ML
50MG/ML

METHYLPHENIDATE HYDROCHLORIDE

CAPSULE, EXTERDED RELEASE; ORAL
METADATE CD
CELLTECH PHRARMS 10MG
AITALIN LA
NOVARTIS 10MG
10MG

HETHYLFREDHIEDLDHE SODIUM SUCCINATE

INJECTABLE; INJECTION
A-METHAPRED
HOSPIRA EQ 40MG BASE/VIAL
EQ 125MG BASE/VIAL
EQ S00MG BASE/VIAL
EQ S00MG BASE/VIAL
EQ 1GM BASE/VIAL
EQ 1GM BASE/VIAL
METHYLPREDNISOLOWE SODIUM SUCCINATE
AM PHRRM EQ 40MG BASE/VIAL
EQ 125MG BASE/VIAL
EQ 1GM BASE/VIAL

METOCLOPRAMIDE H YDROCHLORIDE

INJECTABLE; INJECTION
METOCLOPRAMIDE HCL
HOSPIRA : BASE/ML
BASE /ML
BASE /ML
BASE /ML
BASE /ML
TABLET: ORAL
METOCLOPRAMIDE HCL
@ MUTUAL PHARM

- October 2004

HZ21415

W70070
N700684
H70085
H70073
W710060
H70074

HTOE98
HNT0699

H21259

HZ1284
21284

HBS58%5]
HB5B55
HA5854
NBILTI
NB5B52
NE91T4

Ra0583
H40583
N40612

NT0505%
H70506
H73117
N73118
N74147

HNT0660
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METOLAZONE
TABLET; ORAL
METOLAZONE
>A> AB MYLAN 5MG H76698 002 Oct 19, 2004 Oct
*A> AR 10MG W7G6%8 003 oOct 19, 2004 Oct
AB ROXANE 10MG NT6482 002 Apr 25, 2004 Apr
AB TEVA 2.5MG H76600 001 Jan 06, 2004 Jan NEWN
AB SMG M76833 001 Mar 01, 2004 Mar NERREER
AR WATSON LABS 10MG NT6891 001 Jul 21, 2004 Jul
MYERCX |
@ CELLTECH PHARMS 0. 5MC N19532 001 oOct 30, 1987 Jan DISE

METOPROLOL TARTRATE

INJECTABLE; INJECTION
METOPROLOL TARTRATE

AP HOSPIRA 1MG /ML N74133 001 Dec 21, 1933 May CAR
Ap 1MG/ML N15160 001 Jul 06, 1998 May CAHM
TABLET; ORAL
LOPRESSOR
AB NOVARTIS 100MG N17963 002 Mar CF
METOFROLOL TARTRATE
CARACO 25MG N76670 001 Jan 15, 2004 Jan NENK
RB 25MG N76670 001 Jan 15, 2004 Mar o
. MYLAN 25MG RT6704 001 Jan 16, 2004 Jan NE
Al 25MG NT6704 001 Jan 16, 2004 Mar CTEG
AB 50MG N76704 002 Jan 16, 2004 Jan NEWR
AB 4 100MG K76704 003 Jan 16, 2004 Mar CRLE
AB 100MG NTET04 003 Jan 16, 2004 Jan NEWA

METRONIDAZOLE

CAPSULE: ORAL

METRONIDAZOLE
AR KALI LABS IT5MG N76522 001 Jan 29, 2004 Jan NEMA

CREAM; TOPICAL
METROCREAM ! |
AB i GALDERMA LABS LP 0.751% N20531 001 Sep 20, 1995 May CFTG

METRCNIDAZOLE
AR ALTANA 0.75% NTE408 001 May 28, 2004 May HEWAS

INJECTABLE; INJECTION
METRONIDAZOLE IN PLASTIC COMNTAINER

AP+ HOSPIRA 500MG/ 100ML N1BBS0 002 Nowv 1B, 1583 May CANN
TABLET; ORAL
METRONIDAZOLE
@ MUTUAL PHARM 250MG N1BB18 001 Feb 16, 1983 Aug CAHNY
] S00MG N1BB18 002 Feb 16, 1983 Aug CAHN

MICONAZOLE

INJECTABLE; INMJECTION
MONISTAT
B JANSSEN PHARMA 10MG /ML N1BD40 0C1 Jul CAHN

MIDAZOLAM HYDROCHLORIDE

INJECTABLE; INJECTION
MIDAZOLAM HCL
& HOSPIRA EQ IMG BASE/ML N75293 001 Jun 20, 2000 May DISC
AP EQ 1MG BASE/ML K715408 002 Jun 20, 2000 May CAHN
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{NJECTABLE; INJECTION
MIDAZOLAM HCL

AP HOSPIRA EQ 1IMG BASE /ML N75856 001 Jun 13, 2002 May CAHN
AP EQ 1MG BASE/ML N75857 001 Jul 22, 2002 May CAHN
] EQ SMG BASE/ML N752%3 002 Jun 20, 2000 May pIsc
AP EQ 5MG BASE/ML N75409 001 Jun 20, 2000 May CAHN
AP EQ SMG BASE/ML N75856 002 Junm 13, 2002 May CAHN
AR+ EQ SMG BASE/ML ¥75857 002 Jul 22, 2002 May CRAHN
AP INTL MEDICATION EQ 1MG BASE/ML 76020 001 Jul 16, 2004 Jul KEWA
EQ SMG BASE/ML W16020 002 Jul 16, 2004 Jul NEWA
MIDODRINE HYDROCHLORIDE
TABLET; ORAL
MIDODRINE HCL
EQN 10MG N76514 003 Jul 02, 2004 Jul NEWA
IMPAY PHRRMS 2.5MG H76449 D01 May 27, 2004 May NEWA
MG 76449 002 May 27, 2004 May NEWA
MILRINONE LACTATE
INJECTABLE; INJECTION
MILRINONE LACTATE
APOTEX EQ 1MG BASE/ML H76427 001 Sep 21, 2004 Sep HEWR
HOSPIRA EQ 1MG BASE/ML N758E4 001 May 28, 2002 May CAHN
MILAINCOHE LACTATE IN DEXTROSE 5% IN PLASTIC CONTAINER
B BRAUN EQ 20MG BASE/100ML HN76414 001 Aug 18, 2004 Aug HEMA
HOSPIRA EQ 20MG BASE/100ML N75885 001 May 28, 2002 May CAHN
MINOCYCLINE HYDROCHLORIDE
TABLET; ORAL
MINOCYCLINE HCL
MEDICIS EQ S50MG BASE ME5131 001 Apr 16, 2003 Jan CFTG
EQ 75MG BASE MES131 002 Apr 16, 2003 Jan CFTG
J EQ 100MG BASE N65131 003 apr 16, 2003 Jan CETG
BANBAXY EQ S0MG BASE MES156 001 Jan 06, 2004 Jan HEWA
EQ 75MG BASE MES156 00Z Jan 06, 2004 Jan HEWA
EQ 100MG BASE NE5156 003 Jan 06, 2004 Jan HEWA
MIRTAZAPINE
TABLET; ORAL
MIRTAZAPIKE
B AUROBINDOD 7.5MG 76921 D01 Oct 22, 2004 OcT NEWA
8 15MG N76621 002 Oct 22, 2004 Oct NEWA
AR 30MG N76921 003 Oct 22, Z004 Oct NEWAR
AB 415MG 76921 004 Oecr 22, 2004 Oct NEWA
CARACO 7.5MG N76541 004 Apr 22, 2004 Apr HEWA
AR 15MG W76541 001 Apr 22, 2004 Apr MNEWA
AB I0MG wI16541 002 Apr 22, 2004 Apr HEWA
AB 45MG W76541 003 Apr 22, 2004 Apr HEWA
MOLINDONE HYDROCHLORIDE
CONCENTRATE; ORAL
MOBAN
@ ENDD PHARMS 20MG /ML H17938 001 May DISC
TRBLET; ORAL
MOBAM

# ENDO PHARMS 100mMG M17111 OOB May DISC
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MORPHINE SULFATE

INJECTABLE, LIFOSOMAL: EPIDURAL

DEFODUR
SEYEPHARMA

i
INJECTABLE; INJECTION
MORPHINE SULFATE

HOSPIRA

TABLET, EXTENDED RELEASE;
MORPHINE SULFATE
EV PHARM

ORAMORFPH SR
ARIPHARMA

MYCOPHENOLIC ACID

TABLET, EXTENDED RELEASE;
MYFORTIC
NOVARTLS

NABILONE
CAPSULE; ORAL
CESAMET
# VALEANT

NAFCILLTH.EGDTUH

INJECTABLE: INJECTION
NAFCILLIN S0DIUM
SANDDZ

HAFTIFINE HtDRGCHLDﬂiﬂE

CREAM; TOPICAL
NAFTIN
MERZ PHARMS
GEL; TOPICAL
NAFTIN
MERZ PHARMS

NALBUPHINE HYDROCHLORIDE

INJECTARBLE; INJECTIONM
NALBUPHINE HCL
ROSFIRA

10MG /ML
15MG/ 1. 5ML [ 10MG /ML)
20MG/2ML [ 10MG /ML)

0. 5MG /ML
0. 5MG /ML
0. 5MG/ML
1MG/ML
1MG /ML
1MG /ML

ORAL

15MG
60MG

Ma

EQ S00MG BASE/VIAL
EQ 1GM BASE/VIAL
EQ 2GM BASE/VIAL
EQ 10GM BASE/VIAL

10MG /ML
L OMG /ML
20MG /ML
20MG /ML

CUMULATIVE SUPPLMENT

= Dctober

H21671
H21671
N21671

N15%917
NT1849
N73509
N15%91&
N71850
N73510

NTET733
NT6720

R19977

N50791
N50791

N1BETT

NE2527
NE2527
NE2527
N&2527

N1B356
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{HJECTABLE; INJECTION
HALBUPHINE HCL
d KING PHARMS 10MG/HL

5anﬂl}{E_§E£P
TABLET:; ORAL
HALIDIXIC ACID
4 MUTUAL PHARM N70270
A N70271
[ N70272

RALOXONE HYDROCHLORIDE

{NJECTRBLE; INJECTION
HALOXONE
# BAXTER HLTHCARE . AMG /ML N70298
[ . 4MG /ML NT029%9
HALOXONE HCL
HOSPIRA . 02MG /ML HT0171
. 02MG /ML NT0252
- DZMG /ML N70253
. 4MG /ML N70172
. AMG /ML N70254
. AMG /ML N70255
. AMG /ML N10256

L AMG /ML NT70257

0
0
0
0
0
i}
0
0

NAPROXEN
TABLET; ORAL

NAPROXEN
@ BAXTER HLTHMCARE N74105
B N74105
B N74105
WESTWARD N76494
NT6434
HTE494

NAPROXEN SODIUM
TABLET, EXTENDED RELEASE; ORAL
NAPRELAN
STAT TRADE EQ 375MG BASE N20353
EQ 500MG BASE N20353
EQ 750MG BASE N20353

JCROMIL SODIUM

AEROSOL, METERED; INHALATION
TILADE
EING PHARMS 1. 75MG/ INH N19660 ). 1 CAHN

MEFAZODONE HYDROCHLORIDE

TABLET: ORAL
NEFAZODONE HCL
B ROXANE K76196
9 HTE196
8 NTE196
H76196
K76196

ka

K A

| 5
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HIACIN
TABLET; ORAL
HIACIHN |
B ME LARBS 500MG W83525 00 Feb DISC
@ TABLICAPS 500MG Feb DISC
NIACOR
AR . UPSHER SMITH 500MG H403TH 001 May 03, 2000 Feb CRLD

=
o
s
k3
Lt
=4
o2
(=]
pie

HIFEDIPINE

TABLET, EXTENDED RELEASE: ORAL
RIFEDIPINE
AB2 MARTEC I0MG N75414 003 Mar 23, 2004 Mar HEMA

PROCARDIA XL
ABZ 4 PFIZER F0MG N19684 003 Sep 06, 1989 Mar CFIG

+ ROMARK 500MG NZ1457 001 Jul 21, 2004 Jul NEMA

RITROFURANTOIN, MACROCRYSTALLINE

CAPSULE: ORAL

NITROFURANTOIN
# MYLAN 100MG NT4967 Q02 Jul 09, 1997 Aug DISC
AB 100MG N77025 001 Aug 18, 2004 Aug NEMA
NITROFURANTOIN; NITROFU RARTOIN, _..‘»\:.‘EC ROCRYSTALLINE
CAPSULE:; ORAL
MACROBID
AR + FROCTER AND GAMBLE TEMG: 25MG N200O64 001 Dec 24, 1991 Mar CFTG
NITROFURANTOIN [(MONOHYDRATE/MACROCRYSTALS) |
AB MYLAN TSMG: 25MG N76648 001 Mar 22, 2004 Apr CPOT
AB EQ 75MG BARSE:25MG N76648 001 Mar 22, 2004 Mar NEWA |
HITROGLYCERIN
FILM, EXTENDED RELEASE:; TRANSDERMAL I
NITROGLYCERIN
AB1 EREMERS URBAN 0.2MG/HR N75115 001 Aug 10, 2004 Aug NEWA
AB1 0. 4MG/HR NT5115 002 Aug 10, 2004 Rug NEWA
INJECTABLE: INJECTION Y
NITROGLYCERIN |
AF ’ HOSPIRA 5MG /ML N1B531 001 May CAHN
RITROGLYCERIN IN DEXTROSE 5%
AP HOSPIRA 0.1MG/ML N74083 001 Oct 26, 1994 May CAHN
AF 10MG/ 100ML N71846 001 Aug 31, 1990 May CAHN
AF 20MG/ 1 00ML N71847 001 Aug 31, 1990 May CARN
AF 40MG/100ML N71848 001 Aug 31, 1990 May CAHN

TIDINE

SOLUTION: ORAL
AXID

# RELIANT PHARMS 15MG /ML HZ1494 001 May 25, 2004 May NEWA

un
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INEPHRINE BITARTRATE

HJECTABLE INJECTICN
LEVOPHED

AP * HOSPIRA EQ 1MG BASE/ML
HOREPINEPHRINE BITARTRATE
AP PHARMAFORCE
MORTRIPTYLINE HYDROCHLORIDE
~APSULE; ORAL
AVENTYL HCL
@ LILLY EQ 10MG BASE
] EQ 25MG BASE
HYSTATIN
PASTILLE; ORAL
MYCOSTATIN
@ BRISTOL MYERS SQUIBE 200,000 UNITS
POWDER; TOPICAL
HYSTATIN
AT HALT LABS 100, 000 UNITS/GM
AT TANON 100, 000 UNITS/GM
SUSPENSION; ORAL
MYCOSTATIN
i APOTHECOM 100, 000 UNITS/ML
NILSTAT
AR+ GLENMARE FHARMA 100,000 UNITS/ML
HYSTATIN
# BAUSCH AND LOMB 100, 000 UNITS/ML
7S MORTON GROVE 100, 000 UNITS/ML
AR VISTAPHARM 100,000 UNITS/ML
NYSTEX
@ SAVAGE LABS 100, D00 UNITS /ML
F mACIH
 OLUTION/DROPS: OFHTHALMIC
OCUFLOX
AT # ALLERGAN 0.3%
OFLOXACIN
AT ALCOM 0.3%
Al BAUSCH AND LOMB 0.3%
AT HI TECH PHARMA 0.3%
AT HOVEX 0.3%

SOLUTION/DROPS; OTIC
FLOXIN OTIC
DAIICHI 0.3%
LUTION: OPHTHALMIC
OFLOXACIN

PHARMAFORCE EQ 0.3% BASE

LANZAPINE

INJECTABLE: INTRAMUSCULAR
LY PREXA
Y LILLY 10MG/VIAL

- Dctober 2004

NO7513

H40522

H14684
H14E84

M50619

H&5138

NES203

N61533

N5029%

WE4042

62512

HE4142

ME2519

N19921
N7&231
NTE622

NTE615
N76513

H20790

Wl

HT6830

H21253

001

0ol

0ol

002

00l

0ol

ool

0ol

ool

0ol

001

ool

001

ool

Sep 10,

Apr 09,

Jul 23,

Jul 15,

Feb 28,
oct 2%,
Jun 25,

Jul D&,

Jul 30,
May 14,
May 14,

May 14,
May 14,

bec 16,

Rog 31,

2004

1987

2004
2004

1994
1984
1558

1984

1-81
May ©CRAHR
Sep NEWA
Jun DISC
Jun DISC
Jun DISC
Jul HNEWA
Jul HEWA
Aug DISC
Jul CAHN
Aug DISC
Aug CRLD
Aug CAHHN
Aug DISC
May CFIG
May NEWA
May HNEWA
May HNEWA
May MNEWA
Jun CTNR
Aug NEWA
Mar NEWA
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OLSALAZINE SODIUM

CAPSULE: ORAL
DIPENTUM
CELLTECH PHARMS N19715

OMEPRAZOLE

FOR SUSPENS10N; ORAL
ZEGERID
SANTARUS Z0MG/PACKET N21636

OKACTLLIN SODIUM

INJECTABLE; INJECTION
OXACILLIN S0DIUM

APOTHECON 250MG BASE/VIAL NE1490 001
2GM BASE/VIAL NE14590 004
2GM BASE/VIAL NE2737 002 Dec 23, 1986
250MG BASE/VIAL NE1490 001
S500MG BASE/VIAL N61480 002
1GM BASE/VIAL NE1490 003
2GM BASE/VIAL NEL450 004
10GM BASE/VIAL HE14%0 006 May 09, 19%)

OXAMNTQUINE

CAPSULE: ORAL
VANSIL
8 FFIZER N1B0E9

OXAPROZIN

TABLET: ORAL
OXAPROZIN
APOTEX

QXAPROZIN POTASSIUM

TABLET; ORAL
DAYPRD ALTA
# GD SEARLE N2OTTE

OXAZEPAM

CAPSULE; ORAL
CXAZEPAM
@ MUTUAL PHARM 1 N70857 1 Aug 10,
] NT1025 Aug 10,
8 H71026 Aug 10,
SERAX
B ALPHARMA H15539

TABLET; ORAL
COXAZEPAM
@ MUTUAL PHARM

OXYCODONE HYDROCHLORIDE

TABLET, EXTENDED RELEASE; ORAL
OXYCODONE HCL
ENDO PHARMS 10MG N75923 001 Mar 23,
20MG H755823 Mar 23
4 0MG N15923 Bar 23,




=
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rABLET, EXTENDED RELEASE;
X YCODONE HCL
ENDO PHARMS
IMPAX LABS
TEVA
OXYCONTIN
PURDUE PHARMA LP

TRALET; ORAL
CXYCODONE HCL
AMIDE FHARM
MALLINRCERCDT
ROXICODONE

* ARTFHARMA

PANCURCHMIUM BROMIDE

IMJECTABLE:; INJECTION
PANCURONIUM BROMIDE
HOSPIRA

PARICALCITOL
INJECTABLE; INJECTION
ZEMPLAR
ABSOTT

PAROXETINE HYDROCHLORIDE

TABLET: ORAL
PAROXETINE HCL
ALPHRAFHARM

SANDOZ

EMETREXED DI1SODIUM
INJECTABLE; IV |INFUSION)
ALIMTA

LILLY

PENTAMIDINE ISETHIONATE

INJECTABLE: INJECTIOHN
PENTAMIDINE ISETHIONATE
HOSPIRA

ORAL

BOMG
BOMG
BOMG

104G
20MG
4 OMG
BoMG
BOMG

15MG
J0MG
15MG
I0MG

15HG
I0MG

1MG /ML
ZMG /ML

CUMULATIVE SUPPLMENT

0.002MG/ ML

EQ 10MG
EQ 20MG
EQ IOMG
EQ 40MG
EQ 10MG
EQ 20MG
EQ J0MG
EQ 40MG

EQ 500MG BASE/VIAL

BASE
BASE
BASE
BASE
BASE
BASE
BASE
BASE

J0OMG/VIAL

= Dctober

N759223
N76318
NTE168

MZ0553
N20553
N20553
NZ0553
H20553

NTEE3E
N76636
NTETSE
NT6758

HZ21011
H21011

N72320
N7Z2321

H2081%

N7ST16
NT5716
HT15716
N75T16
HT5566
HT75566
R75566
H75566

NZ21462

HT3479

004
ool
ool

ool
ooz
003
004
0o4

ool
poz

001

ooz

001
ooz
D03
004
001
ooz
003
004

ool

001

Sep
Sep
Mar

Dec

Dac
Jan
Jan

Feb
Feb
Jun

Jun

Aug
Aug

Jan
Jan

Feb

Har
Mar
Mar
Mar
Har
Mar
Mar
Mar

Jun 3

29,
27,
23,

12,
12,

]
ey

be,
06,

0&.
0e;
30,
30,

31,
31,

o1,

o8,
oe,
o8,
08,
pa,

04,

2004
2004
2004

1985
1985
1985
1997
1997

2004
2004
2004
2004

2000
2000

1989
19689

2000

2004
2004
2004
2004
2004
2004
2004
2004

2004

Sep
Sep
Mar

Mar
Mar
Mar
Mar

Jun

Feb
Fab
Jun

Jun

Feb
Feb

May
May

Mar
Mar
Mar
Mar
Mar

Feb

May

HEWA
MEWA
HEWA

CFTG
CFIG
CFTG
CFIG
CRLD

HEWA
HEWA
HEWA
HEWA

CFTG
CFTE

CAHN
CAHN

HEWA

WEWA
NEWA
NEWA
HEWR
NEWR
REWA
NEWA
HERA

HEWA
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TAZOCINE LACTATE
INJECTABLE: INJECTICH
TALWIN

LCIUM TRISODIUM

SOLUTION; INHALATION, INTRAVENOUS
ATE CALCIUM TRISODIUM
HAMELN PHRRMS EQ 1GM/5ML

PENTETATE ZINC TRISC

SOLUTION: INHALATION, INTRAVENOUS
PENTETATE ZINC TRISODIUM
HAMELN PHAEMS EQ 1GHM/S5SHL(EQ

CAPSULE; CRAL
MEMBUTAL S0DIUM
i OVATION PHARMS
o
S0DIUM PENTOBARBITAL

VALEANT FHARM

PENTOSAN POLYSUI

CAPSULE: ORAL
ELMIRON

4 R

ORTHO MCNEIL PHARM

VALEANT

CAFSULE: ORAL
PHENYLBUTAZONE
& MUTUAL FHARM

ENYLEBUTAZONE

FHARM

PHENYTOIN
SUSPENSION; ORAL

FHENYTOIN

MO EXTENDEL
OMG EXTENDEL
DIPHENYLAN
i LANNETT MG PROMPT

i LOOMG FROMPT

Z200MG /ML)

L00MG/ ML)

SUPPLMENT

N21751

HB4D95
NB3IZ245

NB3Z264

KBBS54

Aug

11,

2004




)
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AFSULE; ORAL
EXTENDED PHERYTOIN S0DIUM
BARR 100MG EXTENDED N40435 001 Jun 20, 2003 Aug MAGC
MYLAN 1 00MG EXTENDEL N4D298 001 Dec 28, 1998 Aug MAGC
I PLIVA 100MG EXTENDED NES441 001 Dec 18, 1986 Rug MAGC
HENYTEK
SN 200MG EXTENDED N40298 002 Dec 06, 2001 Aug MAGC
300MG EXTENDED 40298 003 Dec 06, 2001 Aug MAGC

100MG EXTENDED NB8711 001 Dec 21, 1984 Aug MAGC

PHENYTOIN SODIUM
# PHARMERAL 100MG PROMPT NE5435 001 Aug MAGC
3 WATSON LABS 100MG PROMPT KAse94 001 Aug MAGC

PROMPT PHENYTOIN S0DIUM
B : IVAX PHARMS

PROMPT RB0259 001 Aug MAGC
PROMPT ¥80905 001 Aug MAGC

i WATSON LABS

'WJECTABLE; INJECTION

| @ 50MG /ML NES521 001 Mar 17, 1987 May CAHN
: B 50MG /ML HEg744 001 Dec 18, 1987 May CAHN
]

]

1MG/ 0. SML NB7954 001 Jul 25, 1583 May CAHN

| Bi 10MG /ML NE795% 001 Jul 25, 1983 May CAHN
i 10MG /ML NET7956 001 Jul 25, 1983 May CRAHN

PERACILLIN SODIUM
INJECTABLE; INJECTION
PIPERACILLIN

AM FHARM EQ 40GM BASE/VIAL 65157 001 Jul 12, 2004

NEWA

=
=

D
-
i

EQ 500MG BASE/SML wos452 001 Jual

pec 13, 1990 Sep CAHN

e
,
o
wn
o
o

H76652 001 Jul 0, 2004 Jul NEWA

/ETHYLENE GLYCOL 1350: POTASSIUM CHLORIDE; SODIUM BICARBONATE; SODIUM CHLORIDE

EE A20GM BOT:1.48GM/BOT; 5. 72GH BOT:1 H19797 DOl Apr 22, 1991 Feb CFTG

2GM/BOT
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FOR SOLUTION: ORAL
RULYTELY=-FLAVORED

AR + BRAINTREE 420GM/80T; 1. 4BGM/BOT: 5. T2GM/BOT; N187897 002 Nov 18, 199 Feb CPog
1.2GM/BOT
TRILYTE
AR SCHWARZ FPHARMA 420GM/BOT; 1. 4BGM/BOT; 5. T2GM/BOT 1 NTE6491 001 Feb 05, 2004 Feb
1.2GM/B0T l
SULFATE
SOLUTION; ORAL
oCL
+ HOSPIRA 6GM/100ML; T5MG/100ML; 168MG/100ML; N19284 001 Apr 30, 1986 May

146MG/100ML; 1. 25GM/100ML

POTASSIUM ACETATE

INJECTABLE: INJECTION
POTASSIUM ACETATE IN PLASTIC CONTAINER
+ HOSPIRA IMEQ/ML H18B96 001 Jul 20, 1984 May CAHN

POTASSIUM CHLORIDE

INJECTABLE; INJECTION
POTASSIUM CHLORIDE

POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM BICARBONATE: SODIUM CHMLORIDE; SODIUM ‘

@ HOSPIRA 1IMEQ /ML NBO205 003 May CAHN
a IMEQ /ML NB3345 003 May CRHN
+ 1.3MEQ/ML RB3345 001 May CAHN
AF + ZMEQ/ML NBDZ205 001 May CAHN
AF ZMEQ/ML NB3345 002 May CAHN
@ 2. 4HEQ/ML NBD20S 004 May CAHN D
[} 3.2MEQ/ML NBO205 005 May CAHN ¥
POTASSIUM CHLORIDE 10MEQ IN PLASTIC CONTAINER
# HOSPIRA 14, 9MG/ML H20161 005 Nov 30, 1992 May CAHN
B TASMNG/100ML H20161 001 Nov 30, 1992 May CAHN
POTASSIUM CHLORIDE 20MEQ IN PLASTIC CONTAIMER H
AP . HOSPIRA 29.8MG/ML 20161 006 Aug 11, 1998 May CAHN
] 1.49GNH/100ML H20161 Q02 Nowv 30, 1992 May CAHN
POTASSIUM CHLORIDE 30MEQ IN PLASTIC CONTAINER !
AP+ HOSPIRA 2.24GM/100ML NZ0161 003 Aug 11, 1998 May CAHN
POTASSIUM CHLORIDE 40MEQ IN PLASTIC CONTAIMER
AP + HOSPIRA Z.98GM/100ML H20161 004 Aug 11, 1998 May CAHN

TABLET, EXTENDED RELEASE; ORAL

POTASSIUM CHLORIDE
AB EURAND Z0MEQ N76368 001 Aug 18, 2004 Aug NENWA *A

POTASSIUM CHLORIDE; SODIUM CHLORIDE 1

INJECTABLE; INJECTION
POTASSIUM CHLORIDE Z0MEQ IN S0DIUM CHLORIDE 0.9% IN PLASTIC CONTAIMER

AP HOSPIRA 149MG/100ML; 300MG /1 00ML W19686 001 Oct 17, 198F May CRHN
POTASSIUM CHLORIDE 40MEQ IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
AP HOSPIRA £98MG/ 100ML; 300MG/ 1 00ML H19€86 002 Oct 17, 1988 May CAHN

POTASSIUM CHLORIDE; SODIUM CHLORIDE; TROMETHAMINE

INJECTARLE; INJECTION
THAM-E
@ HOSPIRA 370MG/VIAL: 1. T5GM/VIAL; 36GM/VIAL N13025 D01 May CAHR
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pREDNTSOLONE

TABLET; ORAL

PREDNISOLONE

# EVERYLIFE 2.5MG NB443s 002 May DISC
§ SMa MA4435 003 May DISC
§ SPERTI 1MG NBO3SE 001 May DISC
i 2.5MG NBO358 002 May DISC
8 5MG NBO3SE 003 May DISC

PREDNISOLONE SODIUM PHOSPHATE

SDLUTION; ORAL
PREDISOLONE SODIUM PHOSPHATE
R AR MORTON GROVE EQ 15MG BASE/SHL N76B55 001 Oct 04, 2004 Oct NEWA

PREDNISOLONE SODIUM PHOSPHATE
AR FADDOCE EQ SMG BASE/SML N75088 001 May 25, 2004 May NEWA

ﬁDHJE-DLﬂHE S0DIUM PHOSPHRTE: SULFACETAMIDE SODIUM

SOLUTION/DROPS OPHTHALMIC
VASOCIDIN
A . NOVARTIS EQ 0.23% PHOSPHATE; 100 N1g988 001 Aug 26, 1988 Aug CAHN
PREDNISONE
TABLET: ORAL
DELTASONE
@ PHARMACIA AND UpPJOHM 2.5MG nog9986 005 sep DISC
RE + SMG KO9586 002 Ooct DISC
5MG no9986 002 oct DISC
ft 10MG HO9586 006 Sep DISC
20MG wo998Ee 007 Jul DISC
AE . 50MG NOS98E 008 oot DISC
# 50MG woseee 008 oct DISC
PREDNISONE
# MUTUAL FHARM 5MG HEOT701 001 Aug CAHNE
] 10MG HEE595 001 Rug CAHN
] 20MG NE4634 001 Aug CAHN
1] 50MG NEGS9E 001 Rug CAHN
hB BOXANE 2.5MG HE7801 001 Apr 22, 1982 Oct CRLD
AE b Z.5MG HRT7BO1 001 Apr 22, 1982 Oct CRLD
REB SMG NB0352 001 oct CRLD
hE . MG NB0352 001 oct CRLD
AB 1 OMG nE4122 001 pect CRLD
hB + 1LOMG MB4122 001 Oct CRLD
AEB * 20MG w7342 001 Jul CRLD
hB S0MG ME4283 001 Oct CRLD
] . 50MG NE4283 GO1 oct CRLD
# SANDOZ 2 0HG MESE13 001 Aug DISC
KB WEST WARD 2.5MG H40538 001 Jan 08, 2004 Jan HEWA
PROCAINAMIDE HYDROCHLORIDE
INJECTABLE; INJECTION
PROCAINAMIDE HCL
RE HOSPLEA 100MG/ ML HB8%06% 001 Feb 12, 1986 May CAHH
AP S00MG/ML NB90T0 001 Feb 12, 1586 Hay CAHN
AP L O0MG/ ML NA9537 001 Aug 25, 1987 May CRHN
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'PHENE_HYDROCHLORIDE
SULE; ORAL
DARVON
3 AAIPHARMA LLC N10997
PROPCXYPHENE HCL
| MUTUAL PHARM NB3186

PRANOLOL HYDROCHLORIDE

1 TABLE:; IRJECTION
FROPRANOLOL
AM PHARM PARTHERS
ET: ORAL
PROPRANOLOL HCL
3 MUTUAL PHARM

N7D319
NT0320
N70103
N70321
N70322

4
3
]

OPY LTHIOURACT L
BLET:; ORAL
PROPYLTHIOURACIL
@ MUTUAL PHARM

TAMIHE SULFATE
INJECTABLE; INJECTION
PROTAMINE SULFATE
AM PHARM PARTHERS 10MG/ML HAD454
@ LILLY 10MG /ML NOE46E0

TRIPTYLINE HYDROCHLORIDE

TARBLET: ORAL
VIVACTIL
@ ODYSSEY PHARMS

"

ITIDINE M YDROCHLORIDE
ET, EFFERVESCENT: ORAL
ZANTRC 25

GLAXOSMITHELINE EQ 25MG BASE R20251

APSULE; ORAL

G PLOUGH RES
RIBASFHERE
THREE RIVERS PHARMS
RIBAVIRIN
SANDOZ

TEVA

TRBLET: ORAL
¥IFAMAN

SALIX PHARMS
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RISPERIDONE

INJECTABLE; INTRAMUSCULAR
RISFERDAL COMNSTA
JANSSEN PHARMA 25MG/VIAL NZ1246
37.5MG/VIAL H2l346
+ SOMG/VIAL H21346

TABLET, ORALLY DISINTEGRATING; ORAL

RISPERDAL
JANSSEN PHARMA 0. 5MG H21444
1MG N2ld444
MG HIla44

RITODRINE HYDROCHLORIDE

INRJECTABLE: INJECTION
RITODRINE HCL
HOSPIRA 10MG /ML N71618
15MG /ML N71619
RITODRINE HCL IN DEXTROSE 5% IN PLASTIC CONTAINER
HOSPIRA J0MG/100ML HT1438

ROCURONIUM BROMIDE

INJECTABLE; INJECTION
ZEMURON
@ ORGANON USA INC 10MG/ML R20214
10MG/ML N20214
ZEMURON (P/F)
ORGANON USA INC SOMG/SML (10MG /ML) N20214
100MG/ 10ML { 10MG/ML) H20214

ROFECOXIB

SUSPENSION: ORAL

VIONX
# MERCK 12.5MG/SML N21052

L 25MG/ SML N21052

TABLET: ORAL
VIOKX
# MERCE N2lo42
2 H21042
2 H21042

ROFINIROLE HYDROCHLORIDE

TABLET: ORAL
REQUIP
GLAXOSMITHELINE EQ 5MG BASE

SAFFLOWER OIL; SOYBEAN OIL

INJECTABLE; INJECTION
LIPOSYR IT 104
HOSPIRA 5%:5% (5GM/100ML) H188487
LIPOSYN II 20%
HOSPIRA 10%:10% (10GM/100ML) N1B898]1
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sECRETIN SYNTHETIC HUMAN

FOR SOLUTION; I NTRAVENOUS
CHIRHOSTIM
CHIEHOCLIN 16UGH/VIAL N21256

HUMAN SECRETIN
CHIRHROCLIN 16UGH/VIAL R21256

gCHETIN SYNTHETIC FORCINE

FOR SOLUTION: INTRAVENOUS
SECREMAX
CHIRHOCLIN 16UGM/VIAL H21136

SELEGILINE HYDROCHLORIDE

TABLET; ORAL
SELEGILINE HCL
@ SOMERSET H19334

SEVELAMER HYDROCHLORIDE

CAPSULE; ORRL
RENAGEL
@ GENZIYME NZ20926

SIROLINUS

TRBLET:; ORAL
RAPAMUNE
WYETH PHARMS INC N21110
NZ1110

SODTUM ACETATE, ANHYDROUS

INMJECTABLE; INJECTION
sODIUM ACETATE IN PLASTIC CONTAINER
HOSPIRA ZMEQ/ML

S0DIUM CHLORIDE
INJECTABLE; INJECTION
BACTERIOSTATIC SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
HOSPIRA 9MG /ML H18800
SoDIUM CHLORIDE 0.45% IN PLASTIC CONTAIKER
HOSPIRA §50MG/ 100ML N1B030
450MG/ 100ML H1975%9
SOopIUM CHLORIDE 0.9% IN PLASTIC CONTRINER
HAEMONETICS 900MG/ 100ML K76316
HOSPIRA 9MG /ML N18803
QMG /ML N19217
OMG /ML M19217
9MG ML H19463
GOOMG/ 100ML M16366
S00MG/ 100ML M19465
900MG/ 100ML H19480
SODTUM CHLORIDE IN PLASTIC CONTAINER
HOSPIRA 2.5MEQ/ML N1BEST
SOLUTION: IRRIGATICN
soDIUM CHLORIDE 0.45% IN PLASTIC CONTAINER
HOSPIRA 450MG/ 100ML N1T&70
450MG/100ML N183B0
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SOLUTION: IRRIGATION
SODIUM CHLORIDE 0.9% IN PLASTIC CONTAIMER
HOSPIRA S00MG/100ML
S00MG/100ML

SODIUM FERRIC GLUCONATE COMPLEX

INJECTABLE; INJECTION
FERRLECIT
WATSON PHARMS 62 . 5MG/ SML

SODIUM IODIDE, I-131

SOLUTION; ORAL
SODIUM TODIDE I 131
# CIs S50mC1i /ML

S50DIUM LACTATE

INJECTABLE; INJECTION
S0DIUM LACTATE 0.167 MOLAR IN PLASTIC CONTAINER
HOSPIRA 1.87GM/100ML
SODIUM LACTATE IN PLASTIC CONTALINER
HOSPIRA SMEQ/ML

50DIUM NITROPRUSSIDE

INJECTABLE;: INJECTION
NITROPRESS
HOSPIRA 25MG /ML
S50MG/VIAL

= QOctober

N17514

K1B3l4

HZ20955

K17315

N18249

N1B347

KT1961 D01
NT0566 001

2004

hug
Jun

SODIUM PHOSPFHATE, DIBASIC, HEPTAHYDRATE: SODIUM PHOSPHATE, MONMOBASIC, ANHYDROUS

INJECTABLE; INJECTION
S50DIUM PHOSPHATES IN PLASTIC CONTAINER
HOSPIRA 142MG/ML; 277T6MG /ML

SOMATROPIN RECCMBINANT

INJECTABLE; INJECTION
MORDITROPIN NORDIFLEX
NOVO RORDISK SMG/1.5ML
10MG/1.5ML
15MG/1.5ML
SA1ZEN
@ SEROND EMG/VIAL
SEROSTIM
SEROND 4MG/VIAL
e B.8MG/VIAL
ZORBTIVE
@ SERONO INC 4MG/VIAL
@ SMG/VIAL
4 EMG/VIAL

SOTALOL HYDROCHLORIDE

TABLET: ORAL
SOTALOL HCL
MUTUAL PHARM

N21148
H21148
N21148

N1GT764

H20E04
N20&04

H21587
N21597
N21597




o
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TRBLET: ORAL “l
SOTALOL HCL |
AB2 TEVA 120G W76863 002 Jul 26, 2004 Jul WEWA
e 160MG N76683 003 Jul 26, 2004 Jul NEWA e
. 111
OYBEAN 01L | |
;‘.:.‘-E'.'._,'R.HI.E.' INJECTION
LIPOSYN III 108 |I |
; HOSPIRA 10% N1§969 001 Sep 24, 1984 May CAHN ||
LIPOSYN II1 Z0A | ll‘
,., .  HDOSPIRA 20\ Ni8870 001 Sep 25, 1984 May CAHM ;
LIPOSYN 111 30% H
A i HOSPIBAR 308 §20181 001 Jan 13, 1988 May CAHN ‘ ||
i | | l'
TABLET; ORAL '! |\|
ZAGAM | |
g MYLAN 200MG %20677 001 Dec 19, 1996 mMar DISC il ‘3
i
59 1RONOLACTONE !||
TABLET:; ORAL | |I|
SPIRONMOLACTONE (L
AB MUTUAL PHAAM 25MG NBT265 001 Aug CAHN |‘|
STAVUDINE | l
cAPSULE, EXTENDED RELEASE: ORAL | ”'
ZERIT XR ]
@ BRISTOL MYERS SQUIBB 37.5MG N21453 001 Dec 31, 2002 Jun DISC |H| |
# 50MG H21453 002 Dec 31, 2002 Jun DISC . ‘|
] T5MG M21451 DO3 Dec 31, 2002 Jun DISC || Il
i 100MG N21453 004 Dec 31, 2002 Jun DISC |1I
SUCCINYLCHOLINE CHLORIDE ;||
INJECTABLE: INJECTION | |
ANECTIMNE ! |
+  SABEX 2002 20MG /ML NOB4S3 002 Jul CRHN '|
i §0MG /ML NDB453 003 Jul CAHN '|| |
. 500MG/VIAL MOB453 001 Jul CAHNM !
' 1GM/VIAL KOB453 004 Jul CAHN W
QUELICIN |.
AF +  HOSPIRA 20MG/ML NOBE4S 006 May CRHN ; li‘
QUELICIN PRESERVATIVE FREE -i: ‘ ‘
+  HOSPIRA 20MG /ML NO845 001 May CAHN P ||
@ S0MG/ML NOBB4S 002 May CAHN |
. 100MG /ML NOBE4S 004 May CAHN ‘
- "E:EE‘ H J
TRBLET: ORAL (1 1H4
CARRFATE |
AMCAN SCANDIPHARM 1GM K18333 001 Feb CAHN | '
Il
EUFENTANIL CITRATE !
INJECTABLE; INJECTION 1
SUFENTANIL CITRATE |i.
BAXTER HLTHCARE EQ 0.05MG BASE /ML N74413 001 Dec 15, 199% Aug CRHR
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INJECTABLE; INJECTION
SULFENTANIL CITRATE
AP HOSPIRA EQ 0.05MG BASE/ML N714534 001 Dec 11, 1996 May CAHN

SULFACETANIDE S0DIUM

SOLUTION/DROPS; OPHTHALMIC
SULF=10
AT HOVARTIS 10% NBOO23 001 Mar CMFD

SULFACYTINE

TABLET; ORAL
RENOQUID
F GLENWODD 250MG N17569 001 Aug DISC

SULFAMETHOXAZOLE; TRIMETHCPRIM

INJECTABLE; IMJECTION
SULFAMETHOXARZOLE AND TRIMETHOPRIM

@ BAXTER HLTHCARE BOMG/ML; 1 6MG /ML R70627 001 Dec 29, 1987 Sep DISC
AF BOMG /ML 16MG /ML R70627 001 Dec 29, 1987 Aug CAHN
AP BOMG /ML 1 EMG /ML N70628 001 Dec 29, 1987 Rug CAHN
AF HOSFPIRA B0MG /ML 7 16MG /ML W73199 001 Sep 11, 1992 May CAHN

TABLET; ORAL
SULFAMETHOFPRIM=-DS

£ PAR PHARM BOOMG; 160MG N7T0032 001 Feb 15, 1985 Sep DISC
SULFAMETHOXAZOLE AND TRIMETHOPRIM

f MUTUAL PHARM 400MG; B0MG N70006 001 Mowv 14, 1984 Aug CAHN
R SANDOZ 400MG; BOMG N7088% 001 Nov 13, 1986 Sep DISC
SULFAMETHOXAZOLE AND TRIMETHOPRIM DOUBLE STRENGTH

# MUTUAL PHARM B0OMG; 1 60MG H70007 001 Nov 14, 1984 Aug CAHN

TECHNETIUM TC-95M APCITIDE =

INJECTABLE; INJECTION A
ACUTECT
BERLEX LARS R/A N20887 001 Sep 14, 1998 Jun CAHN

TECHNETIIM TC-95M DEPREOTIDE

INJECTRBLE; INJECTION
HEQ TECT KIT
. BERLEX LABS N/R N21012 001 Aug 03, 1993 Jun CAHN

TECHNETIUM TC-994 MEDROMATE KIT

IRJECTABLE; INJECTION
DRAXIMAGE MDP
AF * DRAXIMAGE H/A N1B8035 001 May CTHA

TECHNETIUM TC-95M CXIDROMATE KIT

INJECTRBLE; INJECTION
TECHNESCAN
" MALLINCKRODT N/A N1B8321 001 Sep CRLD

TECHNETIUN TC-99M SESTAMIBI EIT

INJECTRBLE: INJECTION
CARDIOLITE
+ BRISTOL MYERS SQUIBER N/A K19785 001 Dec 21, 1590 Jul CRLD
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rEL I THROMYCIN

[THROMTLAF
TABLET: ORAL

KETEK
+ AVENTIS FHARMS

TEMAZEFAM
CRPSULE: ORAL
TEMAZEPAM
@ MUTUAL PHARM
@

TERRINAFINE

GEL: TOPICAL
LAMISIL
NOVARTIS

TERBUTALINE SULFATE

INJECTABLE; INJECTION
BRETHINE
+ AMRIPHARMA LLC
TERAUTALINE SULFATE
AM PHARM
BEDFORD
S1COR PHARMS

TERCOMAZOLE

CHEAM; VAGINAL
TERAZOL 3
RE # ORTHO MCREIL PHABM
TERCONAZOLE
BX ¥ ALTAMA
hB TARO

TESTOSTERONE

400MG

15MG
JONG

1%

1MG/ML
1MG/ML

1MG/ML
1MG /ML

0.8%

0,8%
0.8%

FILM, EXTENDED RELEASE; TRANSDERMAL

ANDRODERM

+ WATSOM LABS
TESTODERM
§ ALZA
2
TESTODERM TTS
8 ALZR

TETRACYCLINE HYDROCHLORIDE

CAPSULE; ORAL
TETRACYCLIME HCL
hB MUTUAL PHARM

THEOPHYLLINE

CAPSULE, EXTENDED RELEASE:

AEROLATE 111
# FLEMING PHRRMS
AEROLATE JR
@ FLEMING PHARMS

5MG/24HR

4AMG/24HR
MG/ Z4HR

SMG/24HR

250MG
S0CMG

ORAL

ESMG

130MG

CUMULATIVE SUPPLMENT

- October

H21144

NT1174
HT1175

H2Z08486

H18571
NT76887

K76770
K76853

H19964

K21735
N75953

H20489

H19762
H19762

H20791

HE0736
HEDT36

HESOTS

HBS075

0ol

001
0ol

ool

ool
ool

001
o001

0ol

001
001

ooz

o001
oo2

001

0ol
ooz

003

ooz

2004

Apr 01,

Jul 10,
Jul 10,

Apr 29,

May 26,
Apr 23,
Jul 20,

Feb 21,

Rpr 06,

May 02,

oct 12,
oet 12,

Dec 18,

HNov 24,

Hov 24,

2004

1986
1986

1998

2004
2004
2004

1981

2004
2004

1997

1993
1993

1997

1586

1986

Apr

Aug
Aug

Jan

Apr
May

Bpr
Jul

Apr

oct
Rpr

Aug

RAug
Rug

Aug

ALg
Aug

Jun

Jun

HEWA

CAHN
CRAHN

CNFD

CFTG
NEWA

NEWA
HEWA

CFTG

HEWA
HEWA

CTEC

pIsc
DISC

DIsSC

CAHE
CAHH

DIsc

pisc
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CAFSULE, EXTENDED RELEASE; ORAL
AEROLATE SR
€ FLEMING PHARMS 260MG HB5075
THEOPHYLLINE
INWOOD LABS 100MG H40052
100MG Hi0052
125MG N40052
125MG N20052
200MG R40052
200MG R40052
J00OMG H40052
* J00MG N40052

INJECTABLE: INJECTICN
THEQDPHYLLINE IN DEXTROSE 5% IN PLASTIC CONTAINER
HOSPIRA 4MG ML N1l9211
40MG/100ML N19211
BOMG/100ML Nig211
1E60MG/ 100ML N15211
200MG/100ML H19211
320MG/100ML H15211
* 400MG/100ML N19211

SOLUTION; ORAL
AEROLATE
# FLEMIKNG PHARMS 150MG/15HL MBS9141

TABLET, EXTENDED RELEASE; ORAL
THEOLAIR-SR
e M 200MG NBB369

@ 250MG NBE3E63
e I00MG NEB364
L] 500MG HE9132

THEQOPHYLLINE
ABLE 100MG H40548
400MG N40543
450MG N40548
E00MG H40539
UNIPHYL
FURDUE FREDERICK 400MG HB75T1
GO00MG H4008E

THIAMINE HYDROCHLORIDE

IRJECTABLE; INJECTION
THIAMINE HCL
BAXTER HLTHCARE 100MG /ML HBO57S
HOSPIRA 100MG /ML H4007%

THIORIDAZINE HYDROCHLORIDE

TABLET: ORAL

THIORIDAZINE HCL

# MUTURL PHARM NBBITS

i nNBB46l

# WE7264

K88370

RBA3TS

NBBT3T

NBEB738
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£IMOLOL MALEATE |

il et — —e ]

TIMaE
<oLUTION/DROPS; OPHTHALMIC
1STALOL
gz + 1STA PHARMS EQ 0.5% BASE NZ1816 001 Jun 04, 2004 Sep CTEC
SERJU EQ 0.5% BASE N21516 001 Jun 04, 2004 Jun NEWA
TIMOLOL MALEATE
AT HI TECH PHARMA EQ 0.5% BASE N75163 001 Sep 10, 2002 Jun CDFR
TABLET: ORAL
T1HDAMAX
PRESUTTI LABS 250MG W21618 001 May 17, 2004 May WNEWA
‘ 500MG ¥21618 002 May 17, 2004 May NEWA
: TIOTHOPIUM BROMIDE MONOHYDRATE
CAPSULE; IMHALATION
SPIRIVA
.,  BOEHRINGER INGELHEIM EQ 0.018MG BASE ¥21395 001 Jan 30, 2004 Jan WEWA
, TTZANIDINE MYDROCHLORIDE
CAPSUOLL} ORAL
TANAFLEX
ACORDA EQ 2MG BASE N21447 001 Aug 29, 2002 Aug CAHN
EQ MG BASE N21447 002 Aug 29, 2002 Aug CAHN
EQ GMG BASE HZ1447 003 RAug 29, 2002 Aug CAHN
TRELET; ORAL
TIZANIDINE HCL
AE IVAX PHARMS EQ 2MG BASE N76321 001 Sep 30, 2004 Sep NEWA
nE EQ 4MG BASE 76321 002 Sep 30, 2004 Sep NEWA
BB TOREHARM EQ 2MG BASE N76513 001 Jan 16, 2004 Jan HEWA
B EQ 4MG BASE ¥76533 002 Jan 16, 2004 Jan MNEWA
ZANAFLEX
RE ACORDA EQ 2MG BASE W20397 002 Feb 04, 2000 Aug CRHE
A ¢ EQ 4MG BASE N20397 001 Mov 27, 1996 Aug CRHN
TOBERMYCIN SULFATE
INJECTABLE; INJECTION
! NEBCIN
# LILLY EQ 10MG BRSE/ML H50477 005 Jun DISC
B EQ 10MG BASE/ML ME2008 004 Jun DISC
B EQ 10MG BASE/ML §62707 001 Apr 25, 1987 Jun DISC
8 EQ 40MG BASE/ML WE2008 001 Jun DISC
§ EQ 1.2GM BASE/VIAL N50519 001 Jun DISC
TOBRAMYCIN
. AM PHARM EQ 1.2GM BASE/VIAL ¥50789 001 Jul 13, 2004 Jul NEWA
AP+ PHARMA TER EQ 1.2GM BASE/VIAL MES5013 001 Aug 17, 2001 Jun CRLD
EQ 1.2GM BASE/VIAL N65013 001 Aug 17, 2001 Jul CTEC
TOBRAMYCIN SULFATE
A HOSPIRA EQ 10MG BASE/ML N63080 001 Apr 30, 1991 May CAHMR
ke s EQ 10MG BASE/ML N63080 001 Apr 30, 1991 Jun CRLD
Al EQ 10MG BASE/ML N63112 001 Apr 30, 1991 May CARN
Al EQ 40MG BASE/ML N63111 001 Apr 30, 1991 May CAHN
AP EQ 40MG BASE/ML N63116 001 May 18, 1992 May CAHN
AE EQ 40MG BASE/ML w63161 001 May 29, 1991 May CAHN

TORRAMYCIN SULFATE IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
* HOSPIRA EQ 1.2MG BASE/ML NE30AY 003 Jul 31, 1990 Hay CARHHN
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INJECTABLE; INJECTION

TOBRAMYCIN SULFATE IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER
¥ HOSPTIRA EQ 1.6MG BASE/ML N&30B1

+ EQ BOMG BASE/100ML N630B1

TOLAZAMICE

TABLET; ORAL
TOLAZAMIDE

# WATSON LABS HT0513

100MG

TOLCAPONE

TABLET; CRAL
TASMAR
VALEANT 100MG
+ 200MG

H20697
H20&697

TOLMETIN SODIUM

CAPSULE; ORAL
TOLMETIN S50DIUM

@ TEVA N73519

EQ 400MG BASE

TOPIRAMATE

CAPIULE; ORAL
TOPAMAY SPRINKELE
ORTHO MCNEIL PHARM 15NG
* 25MG
[} SOMG
TRBLET; ORAL

TOPAMAX
CRTHO MCHEIL PHARM

N20644
H20644
RZ0B44

50MG H20505

TORSEMIDE

TABLET; ORAL
TORSEMIDE

FLIVA PHARM IND NTE346

100MG

=A>

RE

TRAVOPFRDST

SOLUTION/DROPS: OPHTHRALMIC
TRAVATAN

+ ALCON N21257

0.004%

TRETIBOIN

CREAM; TOPICAL
AVITR
MYLAN BERTEK D.

GEL: TOPICAL
AVITA
MYLAN

AH N20404

BT BERTEK 0.

TRIAMCINOLONE

TABLET: ORAL

ARISTOCORT
FUJISAWA

KENACORT

# BRISTOL MYERS SQUIBEB

BF + HLTHCARE AMG N1ll61

BMG N112B3

H20400 O

October

i fe]
001

ool

o001
D02

001

0ol
ooz
003

005

004

0ol

o003

oo7T

o010

Jun
Jul

Jan

Jan
Jan

May

Dct
Oct
Oct

Dec

oct

Mar

Jan

Jan

o2,
31,

09,

29,
29,

29,

26,
26,
26,

24,

19,

16,

14,

18583
1950

1986

1998
1958

1392

1958
15548
1958

1996

2004

2001

1997

19%8

May
May

Aug

Aug
Aug

Sep

Jul
Jul
Jul

Jun

Oct

May

Rug

AUg

Jun

Jun

DIst

CAHN

CAHN

CRLD

DISC
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ABLET; ORAL
a1 AMCTHOLONE
@ WATSON LABS

£a1AMCINOLONE ACETONIDE

4MG

AEROSOL, METERED; INHALATION

METERED; HASAL
NASACORT HFA
AVENTIS PHARMS

IHOLONE DIACETATE

TRIAM

ECTRBLE: INJECTION
ARISTOCORT

@ SABEX 2002

] INJECTION
1?1METHEHEHZ&HIDE ACL
HOSPIRA

TRIMETHOPRIM
TABLET: ORAL
TRIMETHOPRIM
B MUTUAL FHARM

.a

CAPSULE: ORAL
SURMONTIL
QDYSSEY PHARMS

;L:ETJPELTﬂ PAMOATE

INJECTABLE; INTRAMUSCULAR

TRELSTAR

+ WATSON PHARMS
TRELSTAR DEPOT
y WATSON PHARMS

0.1MG/INH

0.055MG/ SPRAY

25MG/ML
40MG /ML

100MG /ML

100MG
Z00MG

EQ 25MG BASE
EQ S0MG BASE
EQ 100MG BASE

11.25MG/VIAL

EQ 3.75MG BASE/VIAL

TROLAMINE POLYPEPTIDE OLEATE CONDENSATE

sOLUTICH/DROPS; OTIC
CERUMENEX
# PURDUE FREDERICE

THAMINE
-

INJECTABLE: INJECTION
THAM

ROSPIRA

3. 6GM/100ML

= Qctober

HE4270 001

N18117 001

N20784 001

M11685 003
Nizg02 001

HBE804 D01
H70494 001
N70495 D01

N16792 001
M16792 002
Ni6792 003

21288 001

20715 001
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TROSPIUM CHLORIDE
——=T 0 LHLORIDE
TABLET; ORAL
SANCTURA
+ INDEVUS Z0MG N21595 001
TROVAFLOXACIN MESYLATE
TABLET; ORAL
TROVAN
2 PFIZER EQ 100MG BASE HZ075% DOl
[ EQ 200MG BASE KN20759 002
TUBCCURARINE CHLORIDE
INJECTABLE; INJECTION
TUBOCURARINE CHLORIDE
€ BRISTOL MYERS SQUIBE IMG /ML NO5657 001
+ 3MG /ML NO5657 001
€ HOSPIRA NG /ML NOG095 D01
AP * IMG/ML NO8095 001
UNOPROSTONE ISOPROPYL
———"o LNk 1SOPROPYL
SOLUTION/DROPS; CPHTHALMIC
RESCULR
* NOVARTIS g.15: N21214 001
UREA
INJECTABLE IRJECTION
STERILE UREA
? HOSPIRA 40GM/VIAL N1T7698 Q01
UREAPHIL
* HOSPIRA 40GM/VIAL N12154 001
UROFOLLITROPIN
—— e TUFIN
INJECTABLE; IHTRAHUEEULAR. SUBCUTAREOUS
ERAVELLE
BX + FERRING 75 IU/VIAL NZ1289 001
* 75 IU/VIAL N21289% Q01
IRJECTABLE; SUBCUTANEOUS
FERTINEX
B + SERONO 75 I0/AMp N19415 008
e 75 10/AMp N1%415 Q0%
URSODIOL
TABLET; ORAL
URSO 250
AKCRN SCANDIPHARM 250MG N20675 001
URSO FORTE
+ AXCAN SCANDIPHARM S00MG NZ0&75 002
URSODIOL
+ RXTAN STANDI FHARM 500mc H2Z0675 002
VALACYCLOVIR HYDROCHLORIDE
TABLET: ORAL
VALTREX
# GLANOSMITHELINE EQ 1GM BASE NZD4B7 002

2004

May

Dec
Dec

Aug

May

Aug 23
’LHQ‘ &=

Dec

Jul

Ju]

28,

18,
18,

03,

0e,
06,

3,

2004

1997
1997

2000

2002
2002

1996

1996

1597

2004

2004

1995

May

Aug

May

Sep

Jul

Feb

CRLD

S e = —TE S —

AP

AB
AB



RX DRUG PRODUCT LIST - CUMULATIVE SUPPLMENT 10 - October 2004 1-101

VANCOMYCIN HYDROCHLORIDE

FOR SOLUTION: ORAL
VANCOCIN HCL
@ LILLY EQ 250MC BASE/SML ME1667 D02 Jul 13, 1983 Jun DISC

8 EQ 5S00MG BASE/GML NEl667 001 Jun DISC

INJECTABLE; INJECTION
VANCOCIN HCL

@ LILLY EQ 500MG BASE/VIAL HE01B80 001 Jun DISC
@ EQ 500MG BASE/VIAL HE2476 001 Mar 15, 1984 Jun DISC
a EQ S00MG BASE/VIAL H62716 001 Mar 13, 1987 Jun DISC
@ EQ 500MG BASE/VIAL HE2812 001 Mov 17, 1987 Jun DISC
] EQ 1GM BASE/VIAL MNE01B0 002 Mar 21, 1986 Jun DISC
] EQ 1GM BASE/VIAL HE62476 002 Mar 21, 1586 Jun DISC
@ EQ 1GM BASE/VIAL ME2716 002 Mar 13, 1987 Jun DISC
g EQ 1GM BRSE/VIAL N62612 002 Wov 17, 1987 Jun DISC
g EQ 10GM BASE/VIAL N62812 003 MNov 17, 1987 Jun DISC
VANCOMYCIN HCL
AP HOSPIRA EQ 500MG BASE/VIAL ME2911 001 Acg 04, 1988 May CAHN
AP EQ S00MG BASE/VIAL ¥E2931 001 Oct 29, 1992 May CAHN
AP EQ 1GM BASE/VIAL ME2912 001 Aug 04, 1988 May CAHN
AP EQ 1GM BASE/VIAL N62933 D01 ©Oct 29, 1952 May CAHN
AP EQ 5GM BASE/VIAL MEIDTE 001 Dec 21, 1990 May CAHN

VECURONIUM BROMIDE

INJECTABLE; INJECTION
VECURONIUM BROMIDE

+ ARBOTT 4MG/VIAL N75558 001 Sep 11, 2001 Apr CAHN
+ HOSPIRA 4MG/VIAL N75558 001 Sep 11, 2001 May CAHN
AP 10MG/VIAL N75164 001 Oct 21, 1999 May CAHN
AP 20MG/VIAL N75164 002 Oct 21, 1999 May CAHN

VENLAFAXINE HYDROCHLORIDE

TABLET:; ORAL

EFFEXOR
>0 WYETH PHARMS INC EQ 50MG BASE N20151 003 Dec 28, 1993 Cct CRLD
A + EQ S0MG BASE N20151 003 Dec 28, 1991 Oct CRLD
EQ 50MG BASE N20151 003 Dec 28, 1991 May CRLD
>0 + EQ 100MG BASE N20151 005 Dec 28, 19931 Oct CRLD
*A> EQ 100MG BASE N20151 005 Dec 28, 1993 Oct CRLD
+ EQ 100MG BASE N20151 005 Dec 28, 1991 May CRLD
VERAPAMIL HYDROCHLORIDE
INJECTRBLE; INJECTION
VERAPAMIL HCL
hP HOSP1RA 2. 5MG/ML H70577 001 Feb 02, 1987 May CAHN
AP 2.5HG/ML ¥70737 001 May 06, 1987 May CAHH
AP 2.5MG/ML M70738 001 May 06, 1967 May CAHN
MNP 2.5MG/ML M70739 001 May 06, 1987 May CAHN
AP 2.5MG/ML NT0740 001 May 06, 1987 May CAHN
AP 2. 5MG/ML W75136 001 Oct 20, 1998 May CAHN

TABLET, EXTENDED RELEASE; QRAL
VERAPAMIL HCL

AB BARR 120MG N75072 001 May 25, 1999 May CMFD
B 240MG ¥75072 003 May 25, 1999 May CMFD
AB KALI LABS 120MG N75072 001 May 25, 1999 Aug CAHN







HLORIDE

PIRA

DRAL

1ZER

DROCHLORIDE

1.18T
L157

0.25=3

JOOMG

600MG

CONTAINER
EQ 1MG

20MG
BOMG

5MG

N1B958

H20825

17550 003

N20471 001
N20471 003

]

N20825 004

N19908 001

H19908 002

Sep

Jul

May

Sep

Sep

ApI

Apr

nTac

CAHN
CAHN

CAHN

=]
L]

CAHN
CAHHN
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A

*R>
>R

>0
>D>
>D>
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PRESCRIPFTION DRUG PRODUCT LIST
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ANTAZOLINE PHOSPHATE: WAPHAZOLINE HYDROCHLORIDE

SOLUTION/DROPS; OPHTHALMIC
VASOCON=-A
+ HOVARTIS 0.5%:0.05%

AVOBENZIOMNE; OCTINOXATE; OXYBENZOHE

LOTION:; TOPICAL
SHADE UVAGUARD
+ SCHERING FPLOUGH

3%:7.5%;: 3%

AVOBENIONE; OCTYL METHOXYCINNAMATE; OXYBENZIONE

LOTION; TOPICAL
SHADE UVAGUARD
+ SCHERING PLOUGH INT.58: 30

BUTOCONAZOLE NITRATE

CRERM; VAGINAL
FEMSTAT 13
+ BAYER 2%

CHLORHEXIDINE GLUCONATE

SOLUTION; TOPICAL
HIBICLERS
- REGENT 4%
HIBISTAT
+ REGENT 0.54
SPOKGE; TOPICAL
HIBICLENS
+ REGENT 4%

CHLORHEXIDINE GLUCONATE:; ISOPROPYL ALCOHOL

SPONGE; TOPICAL
CHLORAPREF ONE-STEF FREFP
+ MEDI FLEX HOSP 2%;70%
SWAB; TOPICAL
CHLORAPREF ONE-STEP SEPP
4 MEDI FLEX HOSP 2%:70%

CHLORPHENIRAMINE MALEATE
CAPSULE, EXTENDED RELEASE: ORAL
CHLORPHENIRAMINE MALEATE
B SANDOZ 12MG
TABLET, EXTENDED RELERSE; ORAL
CHLOR-TRIMETON

@ SCHERING PLOUGH BMG

EFIDAC 24 CHLORPHENIRAMINE MALEATE
* ALZA 1 6MG

a 1 6MG

24TH EDITION

= October

NIBT46

N20045

N20045

N20421

H17768

N18300

N1B423

N20832

N21555

H70797

RO7638

N19746

K19746

CHLORPHENIRAMINE MALEATE; IBUPROFEM; PSEUDOEPHEDRINE HYDROCHLORIDE

SUSPENSION; ORAL
CHILDREN'S ADVIL ALLERGY SINUS
+ WYETH CONS

1MG/SML; 100MG/SML; 15MG/SML

H21587

ooz

D01

001

0ol

0nl

001

001

ool

ool

001

ool

Dec

Dec

Jul

et

Aug

Now
Now

Feb

07,

07,

21,

14,

07,

18,
18,

1982

1992

1995

2000

2002

1588

1994
1994

2004
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oTC DROG PRODUCT LIST - CUMULATIVE SUPPLMENT

g% T ROMETHORPHAN HYDROBROMIDE; GUALFENESIN

TABLET, EXTENDED RELEASE: ORARL

MECIHEX DM
ADAMS LABS

;gL&51NE_EECE18RTE

TRBLET! ORAL
pOXYLAMINE SUCCINATE
LNE

£PINEPHRINE

I0MG; 600MG
EOMG:1.26GM

25MG

AEROS0L, METERED; INHALATION

EFTHEPHRIKE
ALPHARMA
ARMSTRONG PHARMS

SEUDOEPHEDRIN

;UATFENESTH: F E_HYDROC

G.2MG/IHH

W oe

0.2MG/ INH

TABLET, EXTENDED RELEASE; ORAL

MUCIREX D
ADAMSE

IRUPRCFEN

SUSPENSION; ORAL
CHILDREN'S ELIXSURE
TARC
TABLET, CHEWABLE; ORAL
1B8UPROFEN
PERRIGO

TABLET; ORAL
1BUPROFEN
LHE
# MUTUAL PHARM

S

[BUPROFEN POTASSTUM: pSEUDOEPHEDRINE HYDROCHLORIDE

CAPSULE; ORAL
ADVIL COLD AND 5INUS
* WYETH CONS

LORATADINE
5YRUP; ORAL
LORATADINE
AEOTEX
MORTON GROVE
PERRIGO
RANBAXY
TARO
TAELET; ORAL
LORATADINE
PERRIGO

E00MG; 60MG

1.2GM; 120MG

100MG/ SML

S0MG
100MG

100MG
200MG
200MG
200MG

200MG; I0MG

1MG /ML
144G/ ML
1M/ ML
L1 MG/ ML
1MG /ML

10MG

HLORIDE

- Dctober 2004 2=

N21620 002 Apr 29, 2004 Apr NEWA
N21620 001 Apr 29, 2004 Apr NEWA

Na0SE4 001 Aug 27, 2004 Rug MEWA

HET907 001 May 23, 1984 Oct CAHHN
WAT907 001 May 23, 1984 Oct CAHN

2004 Jun NEWA
2004 Jun HEWA

i

N21585 001 Jun
H2158% 002 Jun

P 5
#d

Jan NEWA

.

¥21604 001 Jan 07, 200

N76359 001 Jan 16, 2004 Jan MHEWA
N76358 002 Jan 16, 2004 Jan NEWA

N76741 001 Jun 17, 2004 Jun WEWA
§70493 001 Dec 24, 1985 Aug CAHN
N70808 001 Sep 26, 1986 Aug CAHN
W714€2 001 Oct 02, 1986 Aug CAHN

¥21374 001 May in, 2002 Mar CAIN

¥75565 001 Oct 05, 2004 Oct HEWA
n7581% 001 Aug 20, 2004 Aug NEWA
N75728 001 Aug 20, 2004 Aug HEWA
N76520 001 Aug 20. 2004 Aug KEWA
N16805 001 Aug 20, 2004 Aug HEWA

H21%12 001 Jun 24, 2004 Jun NEWA

N76301 001 Jun 23, 2004 Jun NEWA



OTC DRUG PRODUCT LIST CUMULATIVE SUPPLMENT 10 -

LORATADINE; PSEUDOEPHEDRINE SULFATE

TABLET, EXTENDED RELEASE: ORAL
CLARITIN-D
@ SCHERING SMG; 120MG N13670
LORATADINE AND PSEUDQEPHEDRINE SULFATE
ANDRX PHARMS SMG; 120MG N716208
IMPAX LABS SMG: 120MG H16050
10MG; 24086 W1598%
RANBAXY LO0MG; 240MG NT6557

HICONAZOLE HITRATE

CREAM, SUPPOSITORY: TOPICAL, VAGIMNAL
MICONAZOLE 7 COMBINATION PACK
G AND W LABS 2%, 100G N78585
CREAM:; TOPICAL, VAGINAL
MICONAZOLE 3 COMBINATION PACK
PERRIGOD 2%, 4% N7T6357
MONISTAT 3 COMBINATION PACK
PERSONAL FRODS 2%, 43 H21261

MINOXIDIL

SOLUTION; TOPICAL
THEROXIDIL
HARMONY LARS 5%

HAPROXEN SCDIUMN; PSEUDOEPHEDAINE HYDROCHLORIDE

TABLET., EXTENDED RELEASE: ORAL
HAPROXEN S50DIUM AND PSEUDOEPHEDRIME HCL
PERRIGO EQ Z00MG BASE; 120MG N76518

NICOTINE POLACRILEX

GUM, CHEWING; BUCCAL
NICOTINE POLACRILEX
FERRIGO EQ NT6775
EQ 4MG NT6789
WATSON LABS EQ 2MG NTE568
EQ MG NTE569
EQ 4MG NTESE8
EQ 4MG N7E560
NICOTINE POLACRILEX (MINT)
PERRIGO EQ 2MG H76777
EQ 4MC NTE77%
NICOTINE POLACRILEX (ORANGE)
PERRIGO EQ 2MG NT8776
EQ 4MG NT6778

RANITIDINE HYDROCHLORIDE

TABLET; ORAL
ZANTAC 150
PFIZER CONS HLTHCARE EQ 150MG BASE N21659H
ZANTAC 75
WARNER LAMBERT EQ 75MG BASE H2D520
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AFINE HYDROCHLORIDE
.pEAY; TOPICAL
LAMISIL AT

WOVARTIS 1%
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N21124 002

2004
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17,
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This data is provided to the Office of Generic Drugs from
(he Office of Orphan Products Development and it is not edited prior to publication.

Orphan Products Designations and Approvals List
October 2004

Generic Name: Indication Designated:
Treatment for patients with brain stem glioma

Trade Name (if present):

Al0 & AS2-1 Antineoplaston Sponsor and Address

Burzynski Research Institute, Inc.
9432 Oid Katy Road
Date Designated:  9/3/2004 Houston TX 77055

Marketing Exculsivity Date:

....*..-..I'll'I‘lItt'Ili‘-IlI-l"‘tll.l.l..il-'illi‘-l..-lIIl‘II‘--III'Il"Il"--'II"ll.'Il.‘--'-l'

Genenc Name: Indication Designated:

(15)- 1(9-deazahypoxanthin-9-yl)-1,4-dideoxy-1,4- Treatment of chronic lymphocytic leukemia and related leukemias

imino-D-ribitol-hydrochloride 1o include prolymphocytic leukemia, adult T-cell leukemia, and
hairy cell leukemia

Trade Name (if present):
Sponsor and Address

BioCryst Pharmaceuticals, Inc.
2190 Parkway Lake Drive

Date Designated: 8/10/2004 Birmingham AL 35244
Marketing Exculsivity Date:

et T L L R R R R L L L L L L R R R LY

Generic Name: Indication Designated:
{15} 1-{9-deazahypoxanthin-9-yl}- 1 4-dideoxy-14- Treatment of acute lymphoblastic leukemia.
imino-D-ribitol-hydrochloride

Trade Name (if present):
Sponsor and Address

BioCryst Pharmaceuticals, Inc.

2190 Parkway Lake Drive
Date Designated:  8/13/2004 Birmingham AL 35244
Marketing Exculsivity Date:

Y Y ittt e e TR TR PR R TR N AT R RN TR R R AR R R R R R R R R L L]

Generic Name: Indication Designated:
(15 }-1+(9-deazahypoxanthin-9-yl)- | 4-dideoxy-1,4- Treatment of T-cell non-Hodgkin's lymphoma

iming-D-ribitol-hydrochloride

Trade Name (if present): o
Sponsor and Address

BioCryst Pharmaceuticals, Inc,
2190 Parkway Lake Drive
Date Designated: 1/29/2004 Birmingham AL 35244
Marketing Exculsivity Date:

AR AR R AR RPN E S AR A RSN EE RN RN RN R R SRR RS

Generic Name: Indication Designaied:

[3-[5-2-Nuoro-phenyl)-{ 1,2,4 Joxadiazole-3-yl}- For use in the treatment of cystic fibrosis resulting fron a nonsense

benzoic acid {premature stopcodon) mutation in the cystic bibrosis
transmembrane conductance regulatory gene.

Trade Name (if present):




Orphan Products Designations and Approvals List
October 2004

Sponsor and Address
PTC Therapeutics
100 Corporate Court

Date Designated:  9/1/2004 South Plainfield NJ 07080

Marketing Exculsivity Date:

FERRERENRR RN AR R R IR R RN RN RN RN R RN RN NN AR RN AR RN

Generic Name: Indication Designated:
(6R.5)5,10-methylene-tetrahydrofolic acid For use in combination with S-fluorouracil for the treatment of
patients with pancreatic cancer

Trade Name (if present):
CoFactor Sponsor and Address
Adventrx Pharmaceuticals, Inc.
6725 Mesa Ridge Road |
Date Designated:  8/13/2004 Suite 100

Marketing Exculsivity Date:

San Diego CA 92121

LA L AL LR L Ll Ly Y T T eI L]

Generic Name: Indication Designated:
1 7-alltlamino-17-demethoxygeldanamycin (17-AGG) Treatment of multiple myeloma.

Trade Name (if present):
Sponsor and Address
Kosan Biosciences, Inc
3831 Bay Center Place

Date Designated:  9/9/2004 Hayward CA 94545

Marketing Exculsivity Date:

SRR NR RN RSN R RN RN AR AR R RN AR PR RN RN RN R R RN RN R R RN RN R R R RN RN R RN RN RN R RN R

Generic Name:

Indication Designated:
1 7-allylamino- 1 7-demethoxygeldanamyein (17-AGG)

For the treatment of Chronic Myelogenous Leukemia

Trade Name (if present):

Sponsor and Address

Kosan Biosciences, Inc,

3832 Bay Center Place
Date Designated: 9372004 Hayward CA 94545

Marketing Exculsivity Date:
LA L L LA L L R e T T T T T}

Generic Name: Indication Designated:
1-Deoxygalactonojirimycin Treatment of Fabry Discase

Trade Name (if present):
Sponsor and Address
Amicus Therapeutics, Inc.
675 US Route 1

Date Designated: 272572004 North Brunswick NJ 08902

Marketing Exculsivity Date:

e e e L L L LY e L e e L e P I e}

Generic Name

Indication Designated:
3-carboxy-2,3-dihydroxy-propionate 2-(3 S-dimethyl-

Treatment of chronic lymphocytic leukemia




Orphan Products

il!-p:.'rrnl—z-ylumhylm }-5-{ IH-indol-2-y1)-3-

methoxy- 2H-pyrrolium
Trade Name (if present):

Date Designated: 1 VR2004
Marketing Exculsivity Drate:

.---lt--ttitilttl!i.ncttti-t-ltit-11tlltiIl|iti-lii.tltintti!'liltiiil-

Generic Name:

& methyl-1-phenyl-2(TH)-pyridone(CAS 53179-13-8)

Trade Mame (if present):
Pirfenidone

Date Designated: 3/5/2004
Marketing Exculsivity Date:

a-t--it-ii#illllilill-lnit

Generic Name:
90y -hPAMA4

Trade Name (if present):
PAN-Cide

Date Designated:  1/29/2004
Marketing Exculsivity Date:

tttl-i|-i--l-tttnitntttl!iilliiiililltil#liillllitiiittli

Generic Name:

Allogeneic retinal cpithelial cells transfected with
plasmid vector expressing ciliary neuratrophic

growth factor

[rade Name (if present):

Date Designated:  9/1/2004
Marketing Exculsivity Date:

LAl .I..II‘I."II““I“'I'.l.I..

Generic Name:
Alpha-1-acid glycoprotein

Trade Name (if present):

Date Designated:  3/5/2004
Marketing Exculsivity Date:

Designations and Approvals List
October 2004

Sponsor and Address

Gemin X, Inc.

§ Great Valley Parkway
Malvemn PA 19353

Indication Designated:

Treatment of idiopathic pulmonary fibrosis

Sponsor and Address
InterMune, Inc.

3280 Bayshore Blvd
Brishane CA 94005

ll.I‘Qi!IIIFlll'.!liil‘lii"l-Il..I.'.i.‘.t"'.."'i‘.*.

Indication Designated:
Treatment of pancreatic cancer

Sponsor and Address
Immunomedics, Inc.
300 American Road
Marris Plains NJ 07950

Indication Designated:

Treatment of retinitis pigmentosa

Sponsor and Address
Neurotech USA, Inc.

6 Blackstone Valley Place
Lincoln Rl 02863

[(TLTLL L AL pEdEEEREERERNEE lli‘l‘lll‘#."#..l‘l.lﬂll

Indication Designated:
Treatment of cocaine overdose

Sponsor and Address
Bio Products Laboratory
Dagger Lane, Elstree
WD6 3IBX

UNITED KINGDOM

sasnERERRRRERE RS

.iltl.iill'.ll‘itiltill‘il.iil




Orphan Products Designations and Approvals List
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EEENARARE RN AR AR AR AR R R R AR R RN TR R AR RN AR AR R AR RN AR AR R RN B

Generic Name: Indication Designated:

Alpha-1-acid glycoprotein Treatment of tricyclic antidepressant poisoning

Trade Name (if present):
Sponsor and Address

Bio Products Laboratory
Dagger Lane
Date Designated:  3/17/2004 Elstree, Hertfordshire

Marketing Exculsivity Date:
UNITED KINGDOM

L e R e R R R R R L R L R LR R L R LA R L L R L L]

Generic Name: Indication Designated:
Alphal-Proteinase Inhibitor (Human) [API] Treatment of Cystic Fibrosis

Trade Name (if present);
ARC-AFI Sponsor and Address
Kamada Lid.

Kiryat Weizmann
Date Designated: 9/172004
Marketing Exculsivity Date:

ISRAEL

L T R R R R R T R R R R R R R R R T R R R R L R R R R AR R LR R R A R R R L LA L L R R L bty

Generic Name: Indication Designated:
Ambrisentan Treatment of pulmonary arterial hyperiension

Trade Name (il present):
Sponsor and Address

Myogen, Inc.
7575 West 103rd Avenue

Date Designated: 7/16/2004 Suite 102
Marketing Exculsivity Date: Westminister CO 80021-5426

HERSFRRR TR RIS R NI AR AT RN SRR IR R RN R RN AR R AR AR

Generic Name:; Indication Designated:
Antivenin crotaline (pit-viper) equine immune F{ab)2) Treatment of envenomation by Crotaline snakes

Trade Name (if present):
Antivipmyn Sponsor and Address

Rare Disease Therapeutics, Inc.
1101 Kermit Drive,

Date Designated: 1/2972004 Suite 608

Marketing Exculsivity Date: Nashville TN 37217

HEERFREBIFFATIR B IR BRI NI RN AR R AR IR AR RN IR RN AF AR FR AR RN RE SRR

Generic Name: Indication Designated:
Aplidin Treatment of Acute Lymphoblastic Leukemia

Trade Name (if present):
Sponsor and Address

PharmaMar USA, Inc
320 Putnam Avenue
Date Designated:  6/18/72004 Cambridge MA 02139




Orphan Products Designations and Approvals List
October 2004

Marketing Exculsivity Date:

-t!!ilt!lltliltltillnll-.-tiinfltat-it.lu#itliitn-ii-tiiiin-Ilt!ifIii-itillitfiltirll-l

Generic Name: Indication Designated:
Autologous incubated macrophage Therapy to improve the motor and sensory neurological outcome

n
acute cases of spinal cord injury

Trade Name (if present):
Sponsor and Address

Proneuron Biotechnologieds, Inc.
Weizmann Science Park
Date Designated:  9/3/2004 P. 0. Box 277
Marketing Exculsivity Date: Ness-Ziona 74101
ISRAEL

4.--:Iﬁilliltt#llliitiiltt-llit-ltltli!i-ttit-lilliiiili-lttl-ttvviit---tﬁlltttltttll-t

Generic Name: Indication Designated:
Bevacizumab Treatment of pancreatic cancer

Trade Name (if present):
Avastin Sponsor and Address
Genentech, Ine.
| DNA Way, MS #242
Date Designated: 1072072004 South San Francisco CA 94080-4990

Marketing Exculsivity Date:

L TLEL T L] Ilil.l.'.’l'.i.i‘*ll‘*'t.i--ll.i....l!..‘ll.lllllilll!ii.ifiilfiil.. LA L]

Generic Name: Indication Designated:
Buffered Ursodeoxycholic Acid For the treatment of pruritus in patienis with Alagille Syndrome

Trade Name (if present):
Ursocarb Sponsor and Address

Digestive Care, Inc.
1120 Win Drive

Date Designated: 9/3/2004 Bethlehem PA 18017
Marketing Exculsivity Date:
tt-i-I--l-illntl-ll-l--n--it-It-4-|-----it-iatl-t---¢ltlnt--ool--4tai|l-tl¢--t-lttt-lli
Generic Name: Indication Designated:

C1 esterase inhibitor (human) Treatment of Angioedema

Trade Name (if present);
Sponsor and Address

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

!loninonqatigcnno--i:o-------‘----m---o-:---ivoiiloillrr--I--lt|t-|to|i-nl¢¢iliiiiliitl

Generic Name: Indication Designated:
Chenodeoxycholic acid Treatment of cerebrotendinous xanthomatosis

Trade Name (if present):
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Chenofalk Sponsor and Address
Dr. Falk Pharma GmbH

Leinenweberstrasse 5
Date Designated: 1/29/2004 9041 Freiburg, GERMANY

Moarketing Exculsivity Date:
GERMANY

L L L L L L L L T Y Iy}

Generic Name: Indication Designated:
Coagulation factor V1la (recombinant) Prevention of bleeding episodes in patients with acquired inhibitors
to Factor VIII or Factor [X

Trade Name (if present):
NovoSeven Sponsor and Address
Novo Nordisk Pharmaceuticals, Inc,

100 College Road West
Date Designated: 7/21/2004 Princeton NI 08540
Marketing Exculsivity Date:

LR LR L L R L R e e e e Ry e P R e R ittt}

Generic Name: Indication Designated:
Coagulation factor Vlla (recombinant) Prevention of bleeding episodes in Glanzmann's thrombasthenia

Trade Name (if present):

NovoSeven Sponsor and Address

Movo Nordisk Pharmaceuticals, Inc.
100 College Road West
Date Designated: 6/18/2004 Princeton NJ 08540

Marketing Exculsivity Date:

LRl R Lt L LA R L R P R L TR e e e L P P PR P T e L ]

Generic Name: Indication Designated:

Coagulation factor Vlla (recombinant) Prevention of bleeding episodes in patients with congenital Factor
Vil
deficiency

Trade Name (if present):

NovoSeven Sponsor and Address
Novo Nordisk Pharmaceuticals, Inc.

100 College Road West
Date Designated: 9/10/2004 Princeton NJ 08540
Marketing Exculsivity Date:

AL L L R L AR L R R R L L R ey LISttt}

Generic Name: Indication Designated:
Coagulation Factor Vila (Recombinant) Treatmen! of bleeding episodes in patients with acquired inhibitors
to Factor VIII or Factor IX

Trade Name (if present):
NovoSeven Sponsor and Address

Novo Nordisk Pharmaceuticals, Inc.
100 College Road West

Date Designated: 7/16/2004 Princeton NJ 08540

Marketing Exculsivity Date:

LR L T st ' ''"™mMm

Generic Name: Indication Designated:
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Coagulation factor V1la (recombinant) Prevention of bleeding episodes in patients with hemophilia A or
e with or without inhibitors
Trade Name (if present):
NovoSeven Sponsor and Address

MNovo Nordisk Pharmaceuticals, Inc.

100 College Road West
Date Designated: 6/ 182004 Princeton NJ 08540

Markeling Exculsivity Date:

".gga--lti#l‘-n-itoii!tt#ltl.noiit.-lIlil!!ilI!rltllllliti!nvinliiltlilllii!lilt!lt.il

Generic Name: Indication D:ﬁpu:cd:
Congulation factor V1la (Recombinant) Treatment of biecding episodes in Glanzmann's thrombasthenia
Trade Name (if present):
NovoSeven Sponsor and Address
Movo Nordisk Pharmaceuticals, Inc.
100 College Road West
Date Designated:  6/18/2004 Princeton NJ 08540

Marketing Exculsivity Date:

t-viiiaiinaiini-4l---tit-oiitl¢lllni-tt-1|lt--#it!iil#i#t!litttiinliiitltil

MLl L)

Genenc Name: Indication Designated:

Coagulation factor Vila (recombinant) Treatment of bleeding episodes in patients with congenital factor
VII deficiency

Trade Name (if present):

NovoSeven S and Address
Novo Nordisk Pharmaceuticals, Inc.
100 College Road West

Date Designated: 9/10/2004 Princeton NJ 08340

Marketing Exculsivity Date:

sREsasssaRRiRRRRERRRREES sanaRanRRERER e PTT T LLLL L L L) ""Hlulu-tuu"tii“l"ltl

Indication Designated:

Generic Name:
Treatment of amyotrophic lateral sclerosis and its variants

Cyclosporin A

Trade Name (if present):

Cyclosporin Sponsor and Address
Maas BiolAB
1934 Quail Run Loop NE
Date Designated:  10/29/2004 Albuguerque NM §7122
1 Marketing Exculsivity Date:
"”'"IIll.iigl-.-.oi--tln-l.trl-itlt|tllliivillIl-I¢i.llI'Ililt.iiililﬂltliillli-lI-Jllotnt
Generic Name: Indication Designated:
-| Cyoctumdin Treatment of multiple myeloma

Trade Name (if present):
Aplidin Sponsor and Address

PharmaMar USA, Inc.
320 Putnam Avenue

Date Designated: 9/30/2004 Cambridge MA 02139-4616
Marketing Exculsivity Date:
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Generic Name: Indication Designated:
DEAE-rebeccamycin Treatment of bile duct umors
Trade Name (if present):
Sponsor and Address
Exelixis, Inc.
170 Harbor Way
Date Designated: 3/1/2004 South San Francisco CA 94083-0511
Marketing Exculsivity Date:
LRI L L LR L L L L L R L L e R L L L T e R e e P T eI T}
Generic Name: Indication Designated:
Deferitrin Treatment of iron overload
Trade Name (if present):
Sponsor and Address
Genzyme Corporation
153 Second Avenue
Date Designated: 4/14/2004 Waltham MA 02451

Marketing Exculsivity Date:

LA AR L LA R R L e T e T T T TPttt es Ity

Generic Name: Indication Designated:
Depsipeptide Treatment of cutaneous T-cell lymphona
Trade Name (if present):
Sponsor and Address
Gloucester Pharmaceuticals, Inc.
One Broadway
Date Designated: 9/30/2004 Cambridge MA 02142
Marketing Exculsivity Date:
LA R L R R A L L e s T Ty T T T r ettt}
Generic Name:! Indication Designated:
Desmoglein 3 synthetic peptide (P1-0824) Treatment of pemphigus vulgaris
Trade Name (if present):
Sponsor and Address
Peptimmune, Inc.
64 Sidney Street
Date Designated: 107262004 Cambridge MA 021394170

Marketing Exculsivity Date:

bt R R R L L L AL L R R L L T T T L

Generic Name: Indication Designated:
dexanabinol For the atienuation or amelioration of the long-term neurological
sequelac associated with moderate and severe traumatic brain
mjury
Trade Name (if present):
Sponsor and Address
Pharmos Corporation

99 Wood Avenue
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pate Designated:  8/11/2004 Suite 311
sarketing Exculsivity Date: Iselin NJ 08830

‘||iltil‘*lll'l.!'!.#!I.l‘i.fl‘.iI!‘i.l‘l‘..iI-i.---I.l'-!lil'.l.liii$llI‘tl!¢‘l#..l"‘

(Cieneric Name: Indication Designated:
Dexrazoxane Treatment of anthracycline extravasation during chemaotherapy

Trade Name (if present):

Sponsor and Address

Topo Target A/S

Fruebjergvej 3, 2100
Date Designated:  3/25/2004 Copenhagen
Marketing Exculsivity Date:

DENMARK
||ltlt.l‘!itillI*l‘ll#..l'l!llllt.ll‘.lill.---‘i-.-l'f!‘llfiiilﬁ!‘iiiif!iii!iii.iltiii-
(eneric Name: Indication Designated:
dicthylenetriaminepentaacelate (DPTA) For treatment of patients with known or suspected intemal

contamination with plutonium, americium or curium 10 increass
the

rates of elimination.

Trade Name (if present):

Sponsor and Address

CIS-US

10 DeAngelo Drive
Date Designated:  4/14/2004 Bedford MA 01730
Marketing Exculsivity Date:
ll..iit!Iliii!iit‘l‘i.ti‘it-lll'illlii#ll.-.-.I.‘.‘-.lI-l.l--lI-.-.I‘I-.*il.‘i--lIlIill
Generic Name: Indication Designated:

Diethylenetriaminepentaacetic acid (DTPA) Treatment of patients with known or suspected internal
contamination with plutonium, americium, of curium to increase
the rates of elimination.

Trade Name (if present):

Sponsor and Address

Hameln Pharmaceuticals gmbh

Langes Feld 13
Date Designated: 4/28/2004 Hameln
Marketing Exculsivity Date: 81172004

GERMANY
itptii'i!.‘#l‘i-.ilI-.!I‘l*llIII.#iil..l’i‘iil.‘i'll#!i.ll-t.l'I‘lll'...{lllI.it'l.l-l'
Generic Name: Indication Designated:

Diethylnorspermine (DENSPM) Treatment for hepatocellular carcinoma

Trade Name (if present):

Sponsor and Address

Genzyme Corporation

153 Second Avenue
[hate Designated: 5/25/2004 Waltham MA 02451

Marketing Exculsivity Date:

'il--ta-loiiiillcict-iittl.-t#---ttitIi*ti!&t.‘lvtt#nt-ittn-ttonotttnn--‘viittiil'liii'

Cieneric Name Indication Designated:
Daripenem Treatment of bronchopulmonary infection in patients with cystic
fibrosis who are colonized with Pseudomonas acruginosa or
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Burkholderia cepacia

Trade Name (if present):
Sponsor and Address
Peninsula Pharmaceuticals, Inc.
1751 Harbor Bay Parkway

Date Designated:  7/16/2004 Alameda CA 94502

Marketing Exculsivity Date:

LA R AR I L LR A R TR L L R RN R e P R e e P Py YT

Generic Name: Indication Designated:

Efaproxiral Adjunct 10 whole brain radiation therapy for the treatment of brain
metastases in patients with breast cancer

Trade Name (if present):
Sponsor and Address
Allos Therapeutics, Inc,
11080 CirclePoint Road

Date Designated: 7/28/2004 Suite 200

Marketing Exculsivity Date: Westminster CO 80020

(LR AL R R R R R P P R L T e P T T YT trsrrery

Generic Name: Indication Designated:

heat killed Mycobacterium w immunomodulator To be used as an adjuvant to chemotherapy for multi drug resistant
tuberculosis.

Trade Name (if present):
CADI Mw Sponsor and Address

CPL, Inc.

16020 Swingley Ridge Road
Date Designated: 9/3/2004 Chesterfield MO 63017
Marketing Exculsivity Date:

LRI LA R L R R L P R P e LR L R e e e P P P P P T

Generic Name: Indication Designated:
Human anti-CD30 monoclonal antibody Treatment of Hodgkin's Discase

Trade Name (if present):
Sponsor and Address
Medarex, Inc,
519 Route 173 West

Date Designated: 972772004 Bloomsbury NI 08804
Marketing Exculsivity Date:

FERARSRNSE S SRR ER IS SR ER AN RN RN R RN R R RN RN ERAR SRR RN E NSNS SN IR N RN R

Generic Name: Indication Designated:
human anti-CD4 monoclonal antibody Treatment of mycosis fungoides

Trade Name (if present):
HuMax-CD4 Sponsor and Address
Genmab A/S

Tolbodgade 33
Date Designated; 8/13/2004 DE-1253 Copenhagen K

Marketing Exculsivity Date:
DENMARK

AR A R L R R L e L LTttt
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Generic Name: Indication Designated:
human anti-transforming growth factor-B1,2,3 Treatment of idiopathic pulmonary fibrosis
Trade Name (if present):
Sponsor and Address
Genzyme Corporation
500 Kendall Street
Date Designated: 792004 Cambridge MA 02142
Marketing Exculsivity Date:
-|l".“‘I.1l..*-....'--.."‘..-"--‘..'.‘..“...‘..--'--.‘.-.-’-*-'.*..‘-"...""....
(Generic Name: Indication Designated:
Human immunoglobulin (1gG1 klantiCTLA-4 Treatment of high risk Stage I1, Stage [11, and Stage IV melanoma

manacional antibody

Trade Name (if present):
Sponsor and Address

Medarex, Inc.
519 Route 173 West
Date Designated:  6/3/2004 Bloomsbury NJ 08804

Marketing Exculsivity Date:

lliit.'Ii-l!iiIIl.'IQiii‘iIi1llilfﬂit.lil#.!‘.l"lll‘..l!!lli.‘ll.l‘.ll!i..lflti.'--il‘

Generic Name: Indication Designated:

Hydralazine Treatment of severe intraparium hypertension (diastolic blood
pressure greater than or equal to 110 or systolic blood pressure less
than or equal to 160} associated with severe

preeclampsia/eclampsia
Trade Name (if present):  of pregnancy

Sponsor and Address
Esp Pharma, Inc.
2035 Lincoln Hwy.
Date Designated: 4/9/2004 Suite 2150
Marketing Exculsivity Date: Edison N1 08817
e T T T TR L LD DL L L L Ili-l.it#ltiiiiiill.!lllill!i‘l!l T T L L L LT E L Ll
Generic Name: Indication Designated:
lcatibant acetate Treatment of burn patients hospitalized with bum-induced edema
I'rade Name (if present).
Sponsor and Address
Jerini AG
Invalidenstr, 130
Date Designated:  5/5/2004 10115 Berlin
Marketing Exculsivity Date:
GERMANY

FasaRneRRaRENEREREAE TTTT L L) sEERREEE gaaBEREERREN lliiit!tiit!i..nnu‘li-i gesaaddsdinERed

Generic Name: Indication Designated:
ldebenone (INN) Treatment of cardiomyopathy associated with Friedreich's ataxia

Trade Name (if present):
Sponsor and Address

Santhera Pharmaceuticals LLC
Hammerstrasse 25
Date Designated; 3/25/2004 CH-4410 Liestal
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Marketing Exculsivity Date:

SWITZERLAND
LRI R R L L L E T P TR LTS E Lt LR L A L L R T T T AT TR LA AL AL AL RN
Generic Name: Indication Designated:
lloprost inhalation solution Treatment of pulmonary arterial hypertension
Trade Name (if present):
Ventavis Sponsor and Address

CoTherix, Inc.

5000 Shoreline Count
Date Designated: 8/12/2004 South San Francisco CA 94080

Marketing Exculsivity Date:

!'ilil!liiiiti"tililivllltrlt-ltlitili....l.n.-l-ioqiti|---ang.tnm--et.ct-.-v-;.on-¢.-

Generic Name: Indication Designated:
Immortalized human liver cells found in the Treatment of fulminant hepatic failure (acute liver failure)
extracorporeal liver assist device

Trade Name (if present);

ELAD Sponsor and Address
Vital Therapies, Inc.
15222 Avenue of Science
Date Designated: 7/16/2004 Suite C
Marketing Exculsivity Date: San Diego CA 92128
..'.f"'""l..‘f--‘-.""‘l'-.‘-..l-Qf--#*.i'llllililliiijijiI'I‘.l]lli.--t.]|'|lll-.-
Generic Name: Indication Designated:
Immune Globulin (Human) Treatment of chronic inflammatory demyelinating polyneuropathy

Trade Name (if present):

Gamunex Sponsor and Address
Bayer Corporation
800 Dwight Way

Date Designated: 7/27/2004 Berkley CA 94701-1986

Marketing Exculsivity Date:

"lflIl'lll-..‘#F"*"'f'liifl--lii.‘1l."iil'-..'1ll-4"."0ll'l#liiiﬁi-iii.l.lil!iito

Generic Name: Indication Designated:

Immune Globulin (Human) containing high titers of Treatment of the West Nile virus infection
West Nile virus antibodies

Trade Name (if present):

Omr-lgG-am (im) 5% (WNV) Sponsor and Address

OMRIX Biopharmaceuticals, Ltd.
Plasma Fractionation Institute

Date Designated: 3/17/2004 Ramat Gan 52621
Marketing Exculsivity Date:

ISRAEL
!l-¢l!-t--iiliitiit-dilliliill!ltltiitiii-iaat-----.-qq-trgtcac||---.t:*-.4-|-.-p.¢t¢-;
Generic Name: Indication Designated:

Immune Globulin Intravenous (human) Treatment for Guillain Barre Syndrome

Trade Name (if present);
Carimune NF Sponsor and Address
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ZLB Bioplasma AG
Wankdorfstrasse 10
Dtz Designated: 5/4/2004 CH-3000 Bem 22
warketing Exculsivity Date:
SWITZERLAND

..,..'--4-’lllii!livnilnittiiiqit-titliiltilliltli-ll!tllvii.li!tillvit!itit#!lllntttnl

(eneric Name: Indication Designated:
immune Globulin Subcutaneous (Human) Treatment of patients with primary immune deficiency (PID) that
are intolerant to immune globulin intravenous (IGIV) due o severe
adverse events OF pOOT VENOUS BCCESS
Trade Name (if present):
Vivaglobin P (proposed) Sponsor and Address
Aventis Behring, L.L.C.
1020 First Avenuc
Date Designated: 9/22/2004 P.0. Box 61501
Marketing Exculsivity Date: King of Prussia PA 19406-0501
p-a-rlrtlltltiitoiI!ltlti-----ititiilt!ttiliilli-lvlI.i1t-i-4---illtitil-li-ltitl--v--l
Generic Name: Indication Designated:
Implitapide Treatment of homozygous familial hyp::rtholcsmml:mia

Trade Name (if present):
Sponsor and Address
Medical Research Laboratories International
7 Tesseneer Drive
Date Designated: §/13/2004 Highland Heights KY 41076
Marketing Exculsivity Date:

Iilitlii|Iirt---l-o'ntn-lt1ijiiillll!itlll!ioiliilttilllitili-llii-.illlI‘i.nit..iiti‘u

Gieneric Name: Indication Designated:
Implitapide Treatment of patients with Fredrickson type 1 or V
hyperlipoproteinemia
[rade Name (if present): - W
nsor ddress

Medical Research Laboratories International
2 Tesseneer Drive

Date Designated:  8/18/2004 Highland Heights KY 41076
Marketing Exculsivity Date:
(R L] lilli#IfiIli.l‘t‘---'-‘l--.tI.l.liil.ll"‘..l"'..t‘. Il-.-l'l..‘ﬁfi“CQQ.UO‘lFI.ilii*I-
Cieneric Name: Indication Designated:
Lenalidomide Treatment of myelodysplastic syndromes
Trade Name (if present):
Hevimid Sponsor and Address
Celgene Corporation
7 Powder Homn Drive
Date Designated:  1/29/2004 Warren NJ 07059

\Marketing Exculsivity Date:

it-t.uio.-indirl-ttdiit-ini-tl1ttlil#lil!iliii-iilllili!-iii-ti!tclttiillitlniiliiIlt-t

(ieneric Name: Indication Designated:

Liarozole The treatment of congenital ichthyosis
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Trade Name (if present):
Sponsor and Address

Barrier Therapeutics, Inc

600 College Road East
Date Designated: 6/182004 Princeton NJ 08540
Marketing Exculsivity Date:

AR L L L L L L L R L T T ]

Generic Name: Indication Designated:
L-tyrosine-L-serine-L-leucine Treatment of hepatocellular carcinoma.

Trade Name (if present):

CMS-024 Sponsor and Address
Pepharm R&D Limited
Room 1404, 14th Floor

Date Designated: 9/10/2004 #39 Healthy Street East

Marketing Exculsivity Date: North Point
HONG KONG

LR R L L L L L L T T R LR Lt LL]

Generic Name: Indication Designated:
mannopentaose phosphate sulfate Treatment of high-risk Stage I, Stage 111, and Stage IV melanoma

Trade Name (if present):
Sponsor and Address

Progen Industries Limited
P. 0. Box 28

Date Designated: 4/27/2004 Richlands 4077

Marketing Exculsivity Date:
AUSTRALIA

e L L e L L L e R LISt

Generic Name: Indication Designated:
meclorethamine or nitrogen mustard Treatment of mycosis fungoides.

Trade Name (if present):
Sponsor and Address

Yaupon Therapeutics, Inc.
259 Radnor Chester Road

Date Designated: 8/12/2004 Radnor PA 19087
Marketing Exculsivity Date:

LR L L e L L s ' ™™

Generic Name! Indication Designated:
Melatonin Treatment of non-24-hour sleep-wake disorder in blind individuals

without light perception

Trade Name (if present):
Circadin Sponsor and Address

Meurim Pharmaceuticals, Lid
8§ Hanechoshet St

Date Designated: 7/972004 Tel-Aviv

Marketing Exculsivity Date:
ISRAEL

LA R AR L L L L L e Ittt
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Trade Mame {if present): I|
Sponsor and Address
GlaxoSmithK line Pharmaceuticals
P.O. Box 7929

Date Designated: S/28/2004 Philadelphia PA 19101

sarketing Exculsivity Date:

MLl I-I.i-il"-ili-!'l l-lli.lllllli-!ll ill‘ll.l""’" TILLEE L iif-.ilél.Il-i saEAEEARERE

Generic Name: Indication Designated:

Multi-ligand somatostatin anzlogue Treatment of patients with functional gastroenieropancreatic (GEP)
neuroendocrine tumors {specifically, carcinoid, insulinoma,
gastrinoma, somastatinoma, GRFoma, VIPoma and glucagonoma.

Trade Name (if present):

Sponsor and Address
Novartis Pharmaceuticals Corporation
One Health Plaza

Date Designated: 7/27/2004 East Hanover NJ 07936-1080

Marketing Exculsivity Date:

shpmaadadEIRENE l'lll'll'!-l'Illl'li-lIi.!iill'liiiIitiiitiIi- ll‘#!".l"!i' TELIE L L TII L]

Gieneric Name: Indication Designated:

multi-vitiam infusion without vitamin K Prevention of vitamin deficiency and thromboembolic

complications

in people receiving home parenteral nutrition and warfarin-type
Trade Name (if present]:

M.V.1-12 Sponsor and Address
Mayne Pharma (USA) Inc.
Mack-Cali Centre 11
Date Designated:  3/872004 Second Floor
Marketing Exculsivity Date: 9/9/2004 Paramus NJ 07652
-iq--i‘.itfi-tl--nlit:ila-q-ilnvtt-iiqcit-liitlliiiiilIltiil-iiili-lti!iiIiil#liillin'
Generic Name: Indication Designated:
*é-i2-[I4-h:.'dmxy'ph:n)"lpminu]-l-pyridin}'l14- Treatment of neuroblastoma
mcthuxyh:nztnemlt’uumidc
Trade Name (if present)
Sponsor and Address
Abbott Laboratories
Pharmaceuticals Products Division
Date Designated: 9/30/2004 D-491, AP30-1E
Marketing Exculsivity Date: Abbott Park IL 60064-6157
sEssadasREERERRENE TTII L Ll lt!i--llittlm-!ll!li!iilliill!! et L L L L L L T L]
| Generic Name: Indication Designated:
N-[4-(4-amino-2 -cmyivﬂ*l-im:dm[d.i-c}q winolin-1- Treatment of stages 1IB-IV melanoma
vi}butylmethanesul fonamide
' Trade Name (if present):

Sponsor and Address
3M Pharmaceuticals

IM Center
Date Designated:  8/13/2004 Building 270-3A-08
Marketing Exculsivity Date: St Paul MN 55144-1000

sasaanEieAERRdERRRERES EAEEREENEEREEERNS Tttt R L L GanEEREIREREFERER TLLILEL L L LA
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Date Designated: 8/132004 Building 270-3A-08

Marketing Exculsivity Date: St. Paul MN 55144-1000

S TTIII e e e R R R R R R R R R R D DAL DR A LA L b L L L A LA R L L Ll Ll

Indication Designated:

Generic Name
Treatment of acute lymphoblastic leukemia and lymphoblastic

nelarabine
lymphoma
I'rade Name (if present)
Sponsor and Address
GlaxoSmithKline
One Franklin Plaza
Date Designated: 8/10/2004 Phildelphia PA 19101

Marketing Exculsivity Date:

T T e e e R R T R L R T R L R AR L LR L L AL R L AL AL L

Generic Name: Indication Designated:
Nitric oxide To reduce the risk of chronic lung disease in premature neonales

Trade Name (if present)

INOmax Sponsor and Address
INO Therapeutics
& Route 173

Date Designated: 9/2772004 Clinton NJ 08809

Marketing Exculsivity Date:

.""'-i‘-ili‘I..lli"[.“l..‘iiIiiI.Il.."ll"l"-.-...."l...'*""""'--‘...‘-.-.f.

Generic Name; Indication Designated:
Nucleic acid aptamer binding to tumor cell nucleolin Treatment of pancreatic cancer
Trade Name (if present)
Sponsor and Address
Aptamera, Inc.
640 S. Fourth Street
Date Designated: 81172004 Louisville KY 40202

Marketing Exculsivity Date;

.I.l"'I"l‘t-‘[.l....ll'i'!l'i'lillIii..I.I.l.|l'.'I""i-i-It.i-i..iii.l.'l""‘l‘-‘.

Generic Name: Indication Designated:

oral unfractionated hepanin Treatment of sickle cell discase

T'rade Name (if present)
Sponsor and Address

TRF Technologies, Inc.
108 Eagle Trace Drive
Date Designated: 1/29/2004 Half Moon Bay CA 94019

Marketing Exculsivity Date:

T T I Iy e e e PR R R R R R R R R R R R R R R R L DL R LR LA AL L L L L

Generic Name Indication Designated:
Treatment of patients with known or suspected intemnal

pentetate trisodium
contamination with r‘lL:'lI'lll-!LlI"h. amencium, Or cunum

Trade Name (if present)
diethylenetriaminepeniaacetate Sponsor and Address
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lchr.mis:he?hmmmisu:h: Fabrik GMBH & Co.

Goerzalles 253
Dute Designated: 4/12/2004 Fedderal of Republic of Germany
sarketing Exculsivity Date:

GERMANY
.-plii'.l.l.l‘il-..-l.!ilitli1JiIll.lI!lilliliii-lili-ill-iiil'iii.iiii!.lill.'llI-iili
Generic Name: indication Designated:
pu:.'n::nnmk Treatment of ZyROMYCOSiS
Trade Name (if present).
posoril Sponsor and Address

Schering Corporation

2000 Galloping Hill Road
Date Designated: 7/16/2004 Kenilwortoh NJ 07033
Marketing Exculsivity Date:

ilitlittl'l'i'lilli-l.-l‘.i!iifiiliiilIillfil|$Iilll¢il.l.ilill'l'llil‘lii‘il-il-lIIil‘

Generic Name: Indication Designated:
PR Vaccine Treatment of myelodysplastic gyndromes (MDS) requiring
therapy.
Trade Name (if present):
Sponsor and Address
The Vaccine Company
p. 0. Box 93921
Date Designated: Q372004 Carmel CA 93921
Murketing Exculsivity Date:

tl!ltttili.iIi.fiflQ-..-l-l‘Illiill-I'.IllIlti'..i‘ll.-lI.l-I-liiilliliil‘..l!lli-illii

Generic Name: Indication Designated:
PR1 Vaccine Treatment of acute myelogenous leukemia
Trade Name (if present):
Sponsor and Address
The Vaccine Company
p. 0. Box 93921
Date Designated: 9/3/2004 Carmel CA 93921
Marketing Exculsivity Date:

ii.i'l'i‘il#l.f!llil.lilif!itiliiil.liii!l.i'.liill.!ii..--il.li...liiiil.!‘.l.'.ll"-l

CGieneric Name: Indication Designated:
PRI Vaccine Treatment of chronic myvelogenous leukemia.
Trade Name (if present):
Sponsor and Address
The Vaccine Company
p. 0. Box 93921
Date Designated 9/3/2004 Carmel CA 93921

Marketing Exculsivity Date:

.-I"..."-Iﬁ-.liﬁI.I‘-‘.I-I"I.Il‘I'Il"l'...il'I.lil..‘l'.‘.iltl-l"IiiiiIﬁlﬁl-".-‘I

Indication Designated:

Generic Name:
Treatment of malaria

Quinine Sulfate
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I'rade Name (if present)
Sponsor and Address
Mutual Pharmaceutical Company, Inc
1 100 Onthodox Street

Date Designated: 6/73/2004 Philadelphia PA 19124

Marketing Exculsivity Date

LR e T L T Ty

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

Trade Mame (if present)
Sponsor and Address

CuraGen Corporation
322 East Main Street

Date Desipnated:  1/2972004 Branford CT 064035

Marketing Exculsivity Date

siaEsEaEREEEEdEdEidEdRdsEEaEEREaBERRdEERERERERERRdEREREERERERERERRddEdeRRdRaRERaRRERERS

Generic Name Indication Designated
Recombinant Porcine Factor VIII, B-domain Deleted Ireatrnent and prevention of episodic bleeding in patients with
mhibitor antibodies 10 human coagulation factor V11

Trade Name (if present)
Sponsor and Address
psen Limited
190 Bath Road
Date Designated:  3/16/2004 Berkshire 511 3XE

Marketing Exculsivity Date

UNITED KINGDOM
AR RN R RN AR R AR R AR RPN AN E R AR AT R RRR RN PR ER AR

Indication Designated
Adjunct to surgery in cases of pediatric vitrectomy

Generic Name:
rh-microplasmin

Trade Name (if present)
Sponsor and Address
ThromboGenics Lid
Unit 14

Date Designated: 3/1672004 Bndgecoun Office Park

Marketing Exculsivity Date Dublin 12

IRELAND

EREERIR AR R AR RN AR R R AR RN R R AR RN ERR AR AR

Generic Name Indication Designated:

Rituximab Treatment of chronic lymphocytic leukemia

I'rade Name (if present) L
Rituxan Sponsor and Address

Biogen IDEC, Inc
5200 Research Place

Date Designated: 1/29/2004 S5an Diego CA 92122

Marketing Exculsivity Date

T L L L LT I T ITIIITIIITIOITITTITITIIITITIIT
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Indication Designated

(Generic Name
Treatment of juvenile rhe ymatoid arthritls

rofecoxib

I'rade Name (if present):
VIOXX Sponsor and Address

MERCK & Co,, Inc
126 East Lincoln Ave
Date Designated: 1/16/2004 Rahway NJ 07063

wiarketing Exculsivity Datc
|t11iitiitil!iitit-&-!iliIIili-il|i|-il--l-iildiiulqitliiilltl-tiliili-liniilllitilivli
Indication Designated:

Generic Name:
For the treatment of Lennox-Gastaut Syndrome.

Rufinamide

rrade Name (if present).
Sponsor and Address

Eisai Medical Research, Inc.
55 Challenger Road
Date Designated: 10/82004 Ridgefield NJ 07660

warketing Exculsivity Date:

anes AR EE S aEEEEEEE paEassnEse S sadEREREEE L1 ".I“II.II‘. (TR LLL aeEE '..l“".-'-‘ll"l (L L]

indication Designated:

Generic Name:
Treatment of amyotrophic lateral sclerosis (ALS)

sarsasapogenin

Trade Name (if present);
Sponsor and Address

Phytopharm plc
Corpus Christi House
Date Designated: 6/ 18/2004 Ciodmanchester, Cambridgeshire PE29 IHY
Marketing Exculsivity Date:
UNITED KINGDOM

iuii-iiliiIttilliiIttiiliIIi-tlItl|-llnnnil|--i'll-ti|-i|-4l|ltltrlitlltii-llntlinilit-

(ieneric Name: Indication Designated:
SGN-30 (anti-CD30 antibody) Treatment of CD30 positive T-cell lymphomas

Trade Name (if present)
Sponsor and Address

Qeattle Genetics, Inc.
21823 30th Drive Southecast

Date Designated 2/18/2004 Bothell WA 98021

Marketing Exculsivity Date
1il:tiitl'iinqlJiiQtIUQiirinni'lin-tnnintll!.onqnttic-iiltltiil¢iiillutii*llntltiiiii!#
Generic Name Indication Designated:

SGN-40 (anti-CDA40 antibody) Treatment of multiple myeloma.

Trade Name (if present)
Sponsor and Address

Seattle Genetics, Inc
21823 30th Drive Southeast

Date Designated: 8/ 1372004 Bothell WA 98021

marketing Exculsivity Date
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tric patie
Name (if present)
Sponsor and Address
Adherex Technologies, In
& eter Morar cent
K Mtawa 1 "'J
CANADA
TTTT R RN RR R R R R RN RN R RN R R LR
G Name ated
Somatropin ment of patients with HIV -associated adipose red
syndrome
e (il i)
Sponsor o
Serono, Inc.
o
signated: 3/16/2004 Rockland MA 02
1g Exculsivity Date
Sor b I'reatment of cell carcinoma
[rade Name ( resent
Sponsor and
Bayer Pharmacesutical Corporation
400 Morgan |
1082004 1
vity Date
AAAARAEATARERERFERRERRERBERERS TI1TIR L] FAERERNERRERERD AEERAEEAEERARAREER RN
mmune Globulin (Huma i coccus aureus infections in low

Ir Name (if presc
Altastaph
als
Date Designated 172972004
P :
Marketing Exculsivity D
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d rc Name nd ied
ST varoxamic acl I k Ivmnhoma
e Name (if present
DOns ] 1d
I
Merck &
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Date Designated:  3/16/2004 Rahway NJ 07065-0900
Marketing Exculsivity Date

q...¢.¢.-.....1..----....-.¢;itt-l.lt--'---li-i-iliiiliisiﬂiliilllii#lll!!l!ll!liiiii!!

Generic Name: Indication Designated:
Suberoylanilide hydroxamic acid Treatment of mesothelioma

Trade Name (if present):
Sponsor and Address

Merck & Co., Inc
P. 0. Box 2000, RY 32-6035
Date Designated:  3/17/2004 Rahway NJ 07065-0900

Marketing Exculsivity Date;

"..‘.Q-it-l--'.i.I.I."l'llIIti.I'|l'l-l.iiiii.-l-'---’..iIIl"||.l.iiliillil".'."l’

Generic Name: Indication Designated:
temocillin sodium Treatment of pulmonary infections caused by Burkholdena cepacia

Trade Name (if present):

Negaban Sponsor and Address
Belpharma N.V
67 Winston Churchill Avenue
Date Designated: 4/21/2004 Brussels |

Marketing Exculsivity Date:
BELGIUM

llol||t-itiiiiI|i!iti--to--u|1ti.lilliloin!nu-itililii|-|'t#iiiilliiilllut--lttoiil||o|

Generic Name: Indication Designated:
Temozolomide Treatment of newly diagnosed high grade glioma

I'rade Name (if present):
Temaodal Sponsor and Address

Schenng-Plough Rescarch [nstinute
2000 Galloping Hill Road
Daie Designated: 10/18/2004 Kenilworth NJ 07033

Marketing Exculsivity Date:

iiIIII'I"l‘i.Il.'I‘-"-'.l.l.l.'".-'.i.I""‘.‘..'l'l|Il".‘ﬁ.‘......il"'l‘..-‘iiill

Generic Name Indication Designated:
Terlipressin (INN) Treatment of Hepatorenal Syndrome

Trade Name (if present)
Sponsor and Address [

Orphan Therapeutics, LLC

3 Wemer Way
Date Designated: 1072972004 Round Valley Executive Center
Marketing Exculsivity Date Lebanon NJ 08833

ti-iilio!lln-itilllnunnlitiioii01liitiitiii!l#ll-lOlolO!Oonns--iiiiililot--l-'----ii-tt

Generic Name: Indication Designated:
etrahydrobiopterin For treatment of hyperphenylalaninemia [

Trade Name (if present):

Sponsor and Address
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Biomarin Pharmaceutical Inc
371 Bel Marin Blvd

Date Designated:  1/29/72004 Movato CA 94949
Marketing Exculsivity Date:
!t'!!il'iliiiiiiiiiiiit-IIII!iiiilibi-ht---itu‘--tca-cluoIoo-olo.ltata..-;pn.....11i¢.¢

Generic Name: Indication Designated:
Thalidomide Treatment of Myelodysplastic Syndrome

Trade Name (if present):
Thalomid Sponsor and Address

Celgene Corporation

1 Powder Hom Drive
Date Designated: 9/727/2004 Warren NJ 07059
Marketing Exculsivity Date:

e e L L T T e Lt eI

Generic Name Indication Designated:
Thymosin beta 4 Treatment of epidermolysis bullosa

Trade Name (if present):
Sponsor and Address
RegencRx Biopharmaceuticals, Inc
1 Bethesda Metro Center

Date Designated: 572872004 Suite 700

Marketing Exculsivity Date Bethesda MD 20814

RN RN R IR R RN R E N SRR RN R AR R AR RN AR AR AR R R R AR AR

Generic Name Indication Designated
Tipifamib I'reatment of acute myeloid leukemia

Trade Name (if present):

Larnestra Sponsor and Address
Johnson & Johnson Pharmaccutical Research & Dev.
920 U.S. Highway 202

Date Designated:  7/6/2004 Raritan NJ 08869

Marketing Exculsivity Date:

FRARRERRR AR NR RN AR BN SRR R AR PR R R R R RN R ARV AR AR AR E RN E AR R

Generic Name Indication Designated
trabectedin Treatment of soft tissue sarcoma.

Trade Name (if present)

Yondelis Sponsor and Address
Johnson & Johnson Pharmaceutical Research & Dev
920 US Highway 202

Date Designated: 9/30/2004 Raritan NJ 08869

Marketing Exculsivity Date

L e L LA L L L L L L e T P P T Tt Lttt e

Genenic Name Indication Designated

Trisodium zinc Diethylenetriaminepentaacetate Treatment of patients with known or suspected iniernal
contammation with plutonium, americium, or curium (o increase
the rate of elimination.
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Trade Name (if present): I
Sponsor and Address ||t
CustomCare Pharmacy
5710 Hoover Bivd {
Date Designated: 2272004 Tampa FL 33634
narketing Exculsivity Date:
gEAEIE SRS AspAAEEREE GEadEhEREERERRRRRES liiitrIiil!Ilttlitl-iitll siEEEEEREERRREREIRRED |
CGenenic Name: Indication Designated:
Ubiquinol Treatment of Huntington's Discase .
Trade Name (if present). '
L/hi-Q-Nol, Li-Q-Nol Sponsor and Address i
Gel-Tec i
Division of Tishcon Corp
Date Designated:  4/12/2004 P. 0. Box 331
Marketing Exculsivity Date: Westbury NY 11590
sgEEaaRaRRREENESREE saaanaEEEEERdERREAERRNE RS TTT L L L L rl-r-!l-ttn-titaltii!rlliitlvliiltili
(Generic Name: indication Designated:
Ubiguinol, coenzyme Q10, ubiquinone Treatment of pediatric concgestive heart failure
Trade Name (if present).
LBI-Q-NOL Sponsor and Address
Gel-Tec, Division of TISHCON Corporation |
30 New York Avenue i
Date Designated: 41272004 P.O. Box 331 0y
Marketing Exculsivity Date: Westbury NY 11590 il
iIiil..llli!Illi!‘fil.!illitillitllll"lll.‘lll.--.l-il'..ill.‘..lll..'ll!‘ll‘i'.iii..' :i
i
Generic Name: Indication Designated: :i‘
Vaccinia Immune Globulin (Human) Intravenous Treatment of complications of vaccinia vaccination | ||.
i
Trade Name (if present). ju it
CNJ-016 Sponsor and Address ! ;t
Cangene Corporation |1
104 Chancellor Matheson Road
Date Designated: 6/18/2004 Winnipeg, ManitobaR3T 5Y3 l
Marketing Exculsivity Date:
CANADA I
liIII'l!III‘lliIiilll‘il!fl‘..i‘l..tl".tlll‘ﬂl‘.iiI‘li'!llil'..‘i..'..#ll-ii!.li-.ii'i h
Generic Name! Indication Designated: I
Vaccinia Immune Globulin (Human) Intravenous Treatment of severe complications from the smallpox vaccine A
I
Trade Name (if present): :
Sponsor and Address |
|

DynPort Vaccine Company LLC |
64 Thomas Johnson Drive |

Date Designated: 6/1872004 Frederick MD 21702 |
Marketing Exculsivity Date:

-tin.i.ii.tt‘lnn-jiilicii.l'-p...-q-II!iitilttii'l*iiinlII-;tll.tifiutrllitltlltlliltii

Generic Name: Indication Designated:




Orphan Products Designations and Approvals List
October 2004

Vapreotide Treatment of symptomatic carcinoid tumors

Trade Name (if present)
Sanvar Sponsor and Address

H3 Pharma, Inc

666 Sherbrooke Street West  Suite 1400
Daie Designated:  4/6/2004 Montreal, Quebec,

Marketing Exculsivity Date
CANADA

'IJJll'l'I!lIiii-'lil'ii'l'l!!Iiirilrlulnii1!10llnit--llrlnitnlilnIit-t-rlllrl-lultitn-llii---'oitl.ooii




-1

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

|
'l

NO OCTOBER 2004 ADDITIONS ’
|
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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 APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE
EVALUATIONS, 24TH EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING
SCHEDULE, NEW INDICATIONS AND PATE NT 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/AWWW FOA GOV/ICDER/ORANGE/PATEX HTM

PATENT & EXCLUSIVITY ABBREVIATIONS

W 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

D-85 LOWER RECOMMENDED STARTING DOSE GUIDELINES FOR TREATMENT OF MODERATE TO SEVERE
VASOMOTOR SYMPTOMS ASSOCIATED WITH THE MENOPAUSE

D-86 FOR USE IN SELECT EXTERNAL INSULIN PUMPS

D-87 ADDITION OF ONCE-WEEKLY DOSING FOR THE TREATMENT TO INCREASE BONE MASS IN MEN WITH
OSTEOPOROSIS

D-88 NEW DOSING RANGE OF 200-400MG PER DAY IN TWO DIVIDED DOSES FOR ADULTS WITH PARTIAL

D-89 USE OF REYATAZ 300 MG/RITONAVIR 100 MG ONCE DAILY FOR TREATMENT IN HIV-INFECTED
ANTIRETROVIRAL-EXPERIENCED PATIENTS

D-80 ADDITION OF DAYTIME ADMINISTRATION TO TREAT VULVOVAGINAL CANDIDIASIS

D-91 ALTERNATE INTERMITTENT DOSING REGIMEN

D-92 ALTERNATIVE DOSAGE OF 1000MG ONCE DAILY AT BEDTIME

EXCLUSIVITY INDICATION

|-417 USE IN THE LONG TERM TREATMENT OF BIPOLAR | DISORDER

|-418 ADJUNCTIVE THERAPY W/ MOQD STABILIZERS (LITHIUM OR DIVALPROEX) IN THE TREATMENT OF ACUTE
MANIC EPISODES ASSOCIATED WITH BIPOLAR | DISORDERS

-419 MONOTHERAPY IN THE TREATMENT OF ACUTE MANIC EPISODES ASSOCIATED WITH BIPOLAR | ISORDER

|-420 TOPICAL TREATMENT OF CLINICALLY TYPICAL NONHYPERKERATOTIC, NONHYPERTROPHIC ACTINIC
KERATOSES ON THE FACE OR SCALP IN IMMUNOCOMPETENT ADULTS

1-421 TREATMENT OF COMPLICATED URINARY TRACT INFECTIONS AND PYELONEPHRITIS DUE TO E.COLI FOR
PED PATIENTS (1-17) NOT AS FIRST CHOICE

|-422 INDICATED FOR THE IN-HOSPITAL SHORT-TERM (UP TO 4 HOURS) REDUCTION IN BLOOD PRESSURE IN
PEDIATRIC PATIENTS

-423 ACLUTE TREATMENT OF MIGRAINE ATTACKS WITH OR WITHOUT AURA IN ADULTS

|-424 MANAGEMENT OF SECONDARY HYFERF‘ARATHYRO[DISM N PATIENTS WITH MODERATE TO SEVERE
CHRONIC RENAL INSUFFICIENCY NOT YET ON DIALYSIS

I-425 ELOXATIN IN COMBINATION WITH INFUSIONAL 5-FLUOROURACIL (5-FU) AND LEUCOVORIN (LV) FOR THE
TREATMENT OF PATIENTS PREVIOUSLY UNTREATED FOR ADVANCED COLORECTAL CANCER

|4 26 TREATMENT OF ACUTE PULMONARY EMBOLISM WHEN ADMINISTERED IN CONJUNCTION WITH
WARFARIN SODIUM

|-427 TREATMENT OF ACUTE DEEP VEIN THROMBOSIS WITHOUT PULMONARY EMBOLISM WHEN
ADMIMISTERED IN CONJUNCTION WITH WARFARIN SODIUM

1-428 FOR USE IN COMBINATION WITH PACLITAXEL FOR THE FIRST-LINE TREATMENT OF PATIENTS WITH
METASTATIC BREAST CANCER AFTER FAILURE OF PRIOR ANTHRACYCLINE CONTAINING ADJUNVANT
CHEMOTHERAPY UMNLESS ANTHRACYCLINES WERE CLINICALLY CONTRAINDICATED

1429 FOR USE IN COMBINATION WITH PRE DNISONE FOR THE TREATMENT OF PATIENTS WITH ANDROGEN
INDEPENDENT (HORMONE REFRACTORY) METASTATIC PROSTATE CANCER

1-430 FOR USE IN THE RELIEF OF THE SIGNS AND SYMPTOMS OF RHEUMATOID ARTHRITIS IN ADULTS




1-431

1432

1-433
434
-435
-436
I-437
I-438

1438
|-440

M-30
M-31
M-32
M-33
M-34
M-35
M-36

M-37

U-546
U-547
U-548

U-543
U-550
U-551
U-552
U-553

554
LU-555
U-556
U-557
U-558

U-559

u-560

L-561

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
STREFTOCOCCUS PNEUMONIAE

TREATMENT OF BIOPSY-CONFIRMED, PRIMARY SUPERFICIAL BASAL CELL CARCINOMA IN
IMMUNQCOMPETENT 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

TREATMENT OF ACUTE MANIC AND MIXED EPISODES ASSOCIATED WITH BIPOLAR DISORDER
EMPIRICAL THERAPY FOR PRESUMED FUNGAL INFECTIONS IN FEBRILE, NEUTROPENIC PATIENTS
USED TO TREAT ADULTS WITH GROWTH HORMONE DEFICIENCY

FOR THE REPLACEMENT OF ENDOGENQUS GROWTH HORMONE IN ADULTS WITH GROWTH HORMONE
DEFICIENCY

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 & (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

INFORMATION ADDED TO THE LABELING THAT DETAILS INFORMATION RELATIVE TO STUDIES DONE IN
PEDIATRIC POPULATIONS IN THE CLINICAL PHARMACOLOGY AND PEDIATRIC USE SUBSECTIONS

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 HYPERTEMNSION WHO ARE INSUFFICIENTLY RESPONSIVE
TO BETA BLOCKERS




uU-562
U-563

U-564
U-565
U-566

U-587
U-568
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

U-583

U-584
U-585
U-586
U-587

U-588

U-589

U-590

L-581
U582
U-593

L-554
L-595

H_
TOPICAL TREATMENT OF CUTANEOUS LE SIONS 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 URTICARLA
FOR THE LONG-TERM, ONCE-DAILY, MAI NTENANCE 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
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 IU/KG
TREATMENT OF AGITATION ASSOCIATED WITH SCHIZOPHRENIA AND BIPOLAR | MANIA
INTENSIVE CARE UNIT SEDATION
TREATMENT OF ACUTE PROMYE LOGENOUS 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 BACTE RIAL 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 BEMIGN PROSTATIC HYPERPLASIA WITH FINASTERIDE IN COMBINATION WITH DOXAZOSIN
TREATMENT OF COMMUNITY ACQUIRED PNEUMOMIA, 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 NOC. 6743413

METHOD FOR THE TREATMENT OF A RESPIRATORY DISORDER, E.G. ASTHMA, COMPRISING
ADMIMISTERING 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 TR EATMENT OF EROSIVE ESOPHAGITIS,
MAINTENANCE OF HEALING OF EROSIVE ESOPHAGITIS

METHOD FOR TREATMENT OF A RESPIRATORY DISORDER,E.G,, 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. 6131866

METHOD FOR TREATMENT OF A RESPIRATORY DISORDER.E.G,, BRONCHOSPASM, COMPRISING
ADMINISTERING TO A PATIENT BY ORAL OR MNASAL INHALATION A DRUG FORMULATION BY USING THE
METERED DOSE INHALER SYSTEM AS CLAIMED IN US PATENT NO 6532955

TREATMENT OF ATTENTION DEFICIT HYP ERACTIVITY DISORDER USING A DOSAGE FORM WHICH
PROVIDES ONCE-DAILY ORAL ADMINISTRATION OF A PHENIDATE DRUG

TREATMENT OF PRIMARY HYPERCHOLE STEROLEMIA, MIXED HYPERLIPIDEMIA ANDIOR HOMOZYGOUS
FAMILIAL HYPERCHOLESTEROLEMIA (HOFA)

TREATMENT OF PRIMARY HYPERCHOLESTEROLEMIA, MIXED HYPERLIPIDEMIA ANDIOR HOMOZYGOUS
EAMILIAL HYPERCHOLESTEROLEMIA (HOFH)

PREVENTION OF POSTMENOPAUSAL OSTEOPOROSIS

35 MG ORALLY OMCE A WEEK FOR PREVENTION OF OSTE OPOROSIS IN POSTMENOPALSAL WOMEN: 35




B-4
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
FORTEOQ IS INDICATED FOR THE TREATMENT OF POST MENOPALUSAL 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
SIGNS AND SYMPTOMS OF OSTECARTHRITIS, RHEUMATOID ARTHRITIS IN ADULTS, AND/OR
PAUCIARTICULAR OR POLYARTICULAR COURSE JUVENILE RHEUMATOID ARTHRITIS, ACUTE PAIN IN
ADULTS; PRIMARY DYSMENORRHEA; AND/OR ACUTE MIGRAINE ATTACKS IN ADULTS
METHOD OF TREATING INFECTIONS COMPRISING ORALLY ADMINISTERING AN EFFECTIVE AMOUNT OF
THE FDA APPROVED ORAL SUSPENSION
METHOD OF LOWERING BLOOD GLUCOSE BY ONCE DAILY ADMINISTRATION
TREATMENT OF MAJOR DEPRESSIVE DISORDER(MDD)ALTHOUGH THE MEHCHANISM OF THE
ANTIDEPRESSANT ACTION OF DULOXETINE IN HUMANS IS UNKNOWN, IT IS BELIEVED TO BE RELATED
TO ITS POTENTIATION OF SERATONERGIC AND NORADRENERGIC ACTIVITY IN THE CNS
USE OF IRINOTECAN IN COMBINATION WITH 5-FLUORQURACIL AND LEUCOVORIN FOR THE TREATMENT
OF METASTATIC COLRECTAL CANCER
CANCIDAS IS INDICATED FOR EMPIRICAL THERAPY FOR PRESUMED FUNGAL INFECTIONS IN FEBRILE,
NEUTROPENIC PATIENTS
USE OF QUINOLONE COMPOUNDS AGAINST PNEUMOCOCCAL PATHOGENIC BACTERIA
USE OF QUINOLONE COMPOUNDS AGAINST QUINOLONE-RESISTANT PNEUMOCOCCAL PATHOGENIC
BACTERIA
RELIEF OF NAUSEA AND VOMITTING
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