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1.0 lNTRODUCTION 

1.1 HOW TO USE THE CUMULA TNE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to the A ro ed Dru 
Products with Thera euti · E uivalence Evaluations 24th Edition (the List). The List is 
composed of four parts: approved prescription drug products with therapeutic equivalence 
evaluations, over-the-counter (OTC) drug products that require approved applications as a 
condition of marketing, drug products with approval under Section 505 of the Act administered 
by the Center for Biologics Evaluation and Research and products that have never been 
marketed, are for exportation, have been discontinued from marketing or that have had their 
approvals withdrawn for othet than safety or efficacy reasons. 

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

Because all parts of the publication are subject to changes, additions, or deletions, the List must 
be used in conjunction with the most current Cumulative Supplement. Users may wish to mark to 
the left of the ingredient(s) in the List to indicate that changes to that entry appear in the 
Cumulative Supplement. Drug product information is provided in each Cumulative Supplement 
for completeness to assist in locating the proper place in the List for the revision. 

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

Products that have never been marketed, are for exportation, are for military use, or have been 
discontinued from marketing or that have had their approvals withdrawn for other than safety or 
efficacy reasons, will be flagged in this Cumulative Supplement with the "@" symbol to 
designate their non-marketed status. All products having a "@ 11 symbol in the 12th Cumulative 
Supplement of the 23rd Edition List will then be added to the "Discontinued Drug Product List'' 
appearing in the 24th Edition. The current edition Section 2. How To Use The Drug Product 
Lists describes tne layout and usage of the List. 

!.L .. 



The Patent and Exclu ivity Lists are arranged in alphabetical order by a tive ingredient name. 
For tho e pr duct with multipl active ingr dient , onl the first active ingredient in 
alphabetical ort) will appear. In addition, the trade name will be displayed to the righl 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 11 U" 
followed by a number representing a specific use. Exc!usivity 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. 

1.2 APPLI 

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 applicaht, or when an 
applicant chang_es its name. Therefore th cumulation f th se tran fers and name changes will be 
identified lo this section only. Where only partial lines of approved products are transferred between 
applicants each approved product in olved 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 harp Dohme or Zenith Labs [New Abbreviated Names]). When 
this occurs, each product involved (either currently in the Cumulative Supplement or in the follov.:'ing 
year's edition) will reflect the new abbreviated name. Consequently, it will not appear as an applicant 
name change entry in the Cumulative Supplement nor will the cumulation of these name changes 
appear in this section 

FORMER APPLICANT NAME 
{FORM AME} 

BERLEX 
(BERLEX) 

BERLEX LABORATORIES INC 
(B6RLEX LABS) 

APPLICANT NAM 

BERLEX LABORATORIES INC SUB SCHERfNG AG 
(BER.LEX) 

AMERSHAM HEAL Tl I 
(AMERSHAM) 

iv 

NEW APPLICANTNAME 
(N6W ABBR.lNIATED NAME) 

BERLEXINC 
(BERLEX INC) 

BERLEX fNC 
(BERLEX (NC) 

BERLEXINC 
(BERLEX INC) 

GE HEAL TH CARE 
(GE HEALTHCARE) 



• 

PUREPAC PHARMACEUTICAL COMPANY DIVISION PUREPAC fNC 
OP PUREP AC lNC 

(PUREPAC PHARM) (PUREPAC PHARM) 

1.3 RIBA VlRIN 200MG ORAL CAPSULE 

The footnote for Ribabvirin 200MG capsule product 001 was inadvertently omitted from the 241h. Edition. 
The footnote: Indicated for use and comarketed with interferon alfa-2b, recombinant (fntron A), as Rebetron 
Combination Therapy. 

1.4 LEVOTHYROXINE SODIUM 

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

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

Levo-T (Alara NOA 021342) and Levothyrox.ine Sodium (Mylan ANDA 76187) tablets have been 
detennj.ned to be therapeutically equivalent to corresponding strengths of Synthroid (Abbott NOA 02 1402) 
tablets. 

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

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

Thyro-Tabs (Lloyd NDA 021 11 6) requires further investigation and review to establish therapeutic 
equivalence to corresponding strengths of any other levotbyroxine sodium drug products and js rated BX. 

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

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

Trade-Name I AJ;!plicant Potency ,TE Code Appl No P,oduot No 
UNITHROID STEVENS J 0.025MG ABl 21210 OOl 

LEVOTHYROXINE SODIUM MYLAN 0.025MG ABl 76187 001 
- --

LEVOXYL JONES PHARMA 0.025MG AB l 21301 001 

SYNTHROID ABBOTT 0.025MG AB2 21402 001 

V 



1;r~d~ ame 
I - -

Appll<tapt 
.-" 

Potency TE Code Appl No Pro~t!CtNo -
LEVOTHYROXINE ODIUM MYLAN 0.025MG AB2 76187 001 

LEVO-T ALARAPHARM 0.025MG AB2 21342 001 

-

LEVOXYL JONE PHARMA 0.025MG AB3 21301 001 

LEYO-T ALARAPHARM 0.025MG AB3 21342 001 

UNJTHR ID STEV SJ 0.025MG AB3 21210 001 
- -

LEVOTHYROXTNE SODIUM MYLA 0.025MG AB3 76187 001 

NOVOTHYROX GENPHARM 0.025MG 8 21292 001 
- - -

THYR -TABS LLOYD 0.025MG BX 21116 00.l 

-

LEVOLET VINTAGE PHARMS 0.025MG B 21137 001 

1.5 AV ILABIUTY OF HE EDITIO 

' 
The 24th Edjtion of the Orange Book and its monthly cumulative supplements are available by subscription 
from th Government Printing Office: 

Superintendent of Documents 
Government Printing Office 
P.O. Box371954 
Pittsburgh, PA 15250-7954 

The telephone number to charge your ub cription is 202-512-1800 or toll free 866-512-1800. The co t is 
$110.00 annually. A GPO Orange Book ubscription form is provided at the end of each cumulatjve 
supplement. 

The pproved Drug Products with Tberapeutic 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 Re earch Drug lnfo page. 

The Electronic Orange Book Query (EOB) i at http://www.fda.gov/cder/ob. The Query provides earchiJ1g 
of the approved drug Ii t 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 lo each product. The data is updated concurrent! with 
the publication of the monthly cumulativ suppl ment . 

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

The Internet version of the monthly supplement is at 
hn ://www.fda. ov/cder/oran reface.htm. 

There are ASCII text files of the Orange Book drug product, patent, and exclusivity data at 
http ://www.fda.gov/cder/orange/obreadme,htm. The drug product text files are zipped into zipobtxt.exe. 

vi 
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The files are updated concurrently with the publication of the monthly cumulative supplements. Appendix 
A and Appendix 8 text files of the paper annual Orange Book are updated quarterly. 

The 24th annual edition of the 2003 Orange Book Patent aod ExcJusivity List is at 
ht1p ://www. fda gov/cder/orang,e/24 bookpu b. pd ( 

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

The Patent Term Extension and new Patents, Docket Number *95S-0117, is at 
ht1p~//www.fda.gov/cder/orange/docket.pd f. It is updated approximately weekly. 
Effective August 18, 2003, patent submissio11s for publication in the Orange Book and Docket *95S-0 l l 7 
need to be submitted on form FDA-3542 which may be downloaded from Program Support Center Forms 
Download Website, 
http://form /psc.gov/forms/FD fda.htm l 

The current listing of the Orphan Product Designations and Approvals is available at 
htt ://www.fda. ov/o han/desI nat/list.lltm. 

1.6 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 

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

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

DEFINITIONS 

Drug Producl 

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

New Molecular Entity 

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

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

V l. 



REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LI ST 

COUNTS CUMULATlVE BY QUARTER 

CATEGORIES COUNTED DEC 2003 MAR 2004 JON 2004 SEP 2004 

DRUG PRODUCTS LISTED 10665 10668 10702 10822 
SINGLE SOCJRCE '2423 (22 . 7 2404 (22.5%) 2385 (22. 3%) Z385 (22.0\j 

MULTI SOURCE 813~ (76.3-%! 8156 (7'5. 5%) 8209(16.7%) 8329 (77.0\l 
THERAPEtJ'l' !CALLY 
EQUIVALENT 7856 (13. 7%) 7885 (73, 9%) 7995(74 .7%) 8116 (75. Otj 

NOT 'l'HEAAI'EilJTICALLY 
EQUIVALENT 278 (2 . 6%) 271 12.5%) 214 (2 . 0%) 213 /2. 0% I 
EXCEl?TIONS' 108 ( 1, 0%) 108 (1. 0% I 108 (1.0%) 108 (l.0%1 

NEW MOLEC(]LAR ENTITIES 6 3 l 1 
APPROVED 
NUMBER OF APPLICANTS 601 586 602 605 

1Anlino acid-containing products of varying composition (see Introduction, page xx of the List). 

l.7 CUMULATIV E SUPPLEMENT LEGEND 

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

The ind.ividual 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 wUI 
display only the >A> record without the >A>. Ali 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 
CAHN 
CAIN 

CDFR 
CFTG 
CMFD 

CMS! 
CMS2 

New drug product approval usually in the supplement month. 
Applicant holder firm name has changed. 
Change. There has been a change in the lngredient(s) name. All products will be deleted 
under the old name and aJI products will be added under the changed ingredient(s) name. 
Change. Dosage Fonn; Route of Administration. 
Change , A first time generic for the innovator product. A TE Code is added. 
Change. The product is moved from the Discontinued Section due to a change 
in marketing status. 
Change. Miscellaneous addition to list. 
Change. Miscellaneous deletion from list. 

'i! l. l..l 
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CPOT 
CRLD 
CTEC 
ClNA 
DISC 

WDAG 

Change. Potency amount/unit. 
Change. Reference Listed Drug. 
Change. Therapeutic Equivalence Code. 
Change. Trade Name. 
Discontinued. The Rx or OTC listed product is not being marketed and will 
be moved to the discontinued section in the next edition. 
Withdrawn. The applicant holder has notified the FDA in writing that the 
product in no longer being marketed resulting in the product approval being 
withdravm by mutual agreement The product will be listed in the 
Discontinued Section . 
Withdrawn. The application approval has been withdrawn for failure to 
provide Annual Reports. The product will be moved to the Discontinued 
Section in the next edition . 

lX 
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AB 

AB 

AB 

AB 

AA 

AA 

M 

AA 

AA 

AA 

PRESCRIPTION DRUG PRODUCT Lrs·r - 24TH ED!'rION 

RK DRUG PRODUCT LIST CUMULATIVE SUPPLMENT 9 - September 2004 1- l 

ABAClWIR SU'.LFATE; LANIVUDINE 

TABLET; ORAL 
EPZICOM 

+ SMITHKLINE BEECHAM 

ACAr1PROSATE CALC1UM 

EQ 600MG BASE;300MG 

TABLET, DELAYED RELEASE; ORAk 
CAMPRAL 

+ roRBST bABS 

+ Lil?HA 

+ 

ACETAMINOPHEN; BUTALBITAL 

CAPSULE; ORAL 
PHRENILIN FORTE 

+ VALEANT 

TABLET; ORAL 
PHRENILIN 

+ VALE.IUIT 

33JMG 

333MG 
333MG 

6SOMG;50MG 

325MG;SOMG 

AC ETAMINO.PHEN; BUTALBITAL; CAFFEI~E; CODE:INE PHOSPHATE 

CAPSULE; ORAL 
BOTALB ITAL1 ACETAMINOPHEN, CAFFEINg AND CODEINE PHOSPHATE 

ANABOLIC LABS 325MG; SOMG; 40MG; 30MG 

f.'HRENILIN WITH CAFFEINE AND CODEINE 
VALEANT 325MG;SOMG;40MG;30MG 

ACETAMINOPHEN/ CODEINE PHOSPHATE 

SUSPENSION; ORAL 
ACETAMfNOPHEN AND CODEINE PHOSPHATE 

+ AMARIN PHARMS 120.MG/5ML;l2MG/5ML 
~ VALEANT 120MG/5ML;l2.MG/5ML 

TABLET; ORAL 
ACETAMINOPHEN ANO CODEINE PHOSPHATE 
@ MO'l'OAL PHARM 300MG;l5MG 
@ 300MG;30MG 
@ 300MG;60MG 

ACETAMINOPHEN W/ CODEINE 
@ MUTUAL PHARM 300MG;60MG 

ACETAMINOPHEN; HYDROCODONE BITARTRATE 

CAPSULE; ORAL 
ACETAMINOPHEN AND HYDROCODONE BlTARTRATE 
(! CENT PHARMS S00MG;SMG 

TABLE'!' i ORAL 
HYDROCODONE BITARTAATE AND ACETAMINOPHEN 

+ MIKART 300MG;l0MG 

MUTUAL PHARM SOOMG;SMG 

650MG;7.5MG 

650MG;l0MG 

7SOMG;7.5MG 

N2l 652 001 Aug 02, 2004 Aug NEWA 

N2101 001 Ju l 29, 2004 Sep CAHN 

N21431 001 Jul 29, 2004 Sep CAHN 

N21431 001 Jul 29, 2004 Jul NEWA 

N8fJ831 001 Jun 19, 1985 Aug CARN 

N87Bll 001 Jun 19, 1985 Aug CAHN 

N76560 001 Jun 10, 2004 Jun NEWA 

N749ll 001 Aug 22, 2001 Aug CAf!N 

N86024 001 Apr CRLD 

N86024 001 Aug CAHN 

N85795 001 Aug CAHN 

N85794 001 A\.lg CAHN 
N89673 001 Feb 10, 1988 Aug DISC 

1,187 653 001 Apr 13, 1982 Aug CAflN 

NBBB98 001 Mar 27, 1985 Aug DISC 

N405.56 001 Jun 23, 2004 Jun NEWA 

N40236 001 Sep 25, 199'7 Aug CAHN 

N40240 002 Nov 26, 1997 Aug CAHN 

N40240 001 I\IOV 26, 1997 Aug CAHN 

N40236 002 Sep 25, 1997 Aug CAHN 
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AA 

AA 

M 

AA 

AB 

AB 

AB 

AB 

AB 

Al' 

AT 

AN 

AN 

AP 

AP 

RX DROG PRODUCT LIST CUMULATIVE SUPPLMENT 

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE 

CAPSULE; ORAL 
OXYCOOONE MD ACETAMINOPH.EN 

MUTUAL PHARM 500MG;5MG 

TABLET; ORAL 
OXYCODONE AND ACETAMINOPHEN 

MALLINCKRODT 325MG;7 . 5MG 

325MG;l0MG 

SOOMG17.5MG 

650MG;10MG 

ACETAMINOPHEN; PROPOX"tPHENE NAPSYLATE 

TABLET; ORAL 
DARVOCET ASOO 

AA!l'HARMA 500MG;l00MG 

500MG;l00MG 

PROPOXYPHENE NA.PSYLATE AND ACETAMINOPHEN 
@ MUTUAL FHA.RM 325MG;50MG 
@ 6SOMG1 lOOMG 

650MG;100MG 

650MG;100MG 

6S0MG;l00MG 

1VINTAGE PH11.RMS 325MG;l00MG 

SOOMG:100MG 

ACETAZOLAMIDE SODIUM 

INJECTABLE; INJECTTON 
A.CETAZOLAMIDE SODIUM 

HOSPIRA EQ 500MG BASE/VIAL 

ACETIC ACID, GLACJAL 

SOLUTION; 1RR1GATION, URETHRAL 
ACETIC ACID 0.25\ IN PLASTIC CONTAINER 

HOSPIRA 250MG/l00ML 

ACET'fLCYSTEINE 

INJ'tCTABLE; INTRAVENOUS 
ACETADOTE 

+ CUMBERLAND PHARMS 

SOLUTION; .TNHALATION I ORAL 
ACETYLCYS'J:'EINE 

HOSPIRA 

ACI'l'RETIN 

CAPSULE; ORAL 
SORIATANE 

CONNETICS 

+ 

ACYCLOVLR SODIUM 

INJECTABLE; INJECTION 
ACYCLOVIR SODIUM 

HOSPIRA 

6GM /30ML(200MG/ML) 

20% 

lOMG 

25MG 

EQ SOOMG BASE/VIAL 

EQ SOOMG BASE/VIAL 

9 - September 2004 1-2 

N40219 001 Jan 22, 1998 Aug CAHN 

N40545 001 Jun 30, 2004 Jun NEWA. 

N40545 002 Jun 30, 2004 Jun NEWA 

N40550 001 Jun 30, 2004 Jun NEWA 
N40.S50 002 Jun 30, 2004 Jun NEWA 

N76429 001 Sep 10, 2003 May CRLD 

N76429 001 Sep 10, 2003 Jun CFTG 

N70115 001 Jun 12 I 1985 Aug CAHN 

N70116 001 Jun 12, 1985 Aug CAHN 

N70615 0'01 Mar 21, 1986 Aug CAHN 

N70771 001 M<1r 21, 1996 Aug CAlfN 

N70775 001 Mar 21, 1986 'Aug CAHN 

N76743 001 May 07 1 2004 May NEWA 

N76750 001 Jun 28, 2004 Jun NEWA 

N40108 001 Oct 30, 1995 May CAHN 

Nl7656 001 May CNJN 

N21539 001 Jan 23, 2004 Jan NEl'IA 

N73664 001 Aug 30, 1994 Mc1,y CAR!lf 

N74037 001 Aug 30, 1994 May CAHN 

N19821 001 Oct 28, 1996 Mar CAHN 

Nl9821 002 Oct 28, 1996 Mar CAHN 

N7 4 663 001 Apr 22, 1997 May CAHN 

N74758 001 Apr 22, 19Sl7 May CAHN 
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INJECTABLE; INJECTION 
ACYCLOVIR SODIUM 

AP HOSPIRA EQ lGM BASE/VIAL N74663 002 Apr 22, 1997 May CAHN 

A.P EQ lGM BASE/VI.AL N74758 002 Apr 22, 1997 May CAHN' 

AP MAYNE PHARMA USA EQ 50MG BASE/ML N75065 001 Feb 25, 1 999 Apr CAHN 

ADENOSINE 

INJECTABLE; INJECTION 
ADENOCAR.0 

AP + FUJISAWA HLTHCARE 3MG/ML Nl9937 002 Oct 30, 1989 Jun CFTG 

AOENOSINE 
AP BAXTER HLTHCARE 3MG/ML N'76500 001 Jun 16, 20 04 Jun NEWA 

AP 3MG/ML Ni6501 001 Jun 16, 2004 Jun NEWA 

AP BEDf'ORD 3MG/ML N76404 001 Jun 16, 2004 Jun NEWA 
AP SICOR !?HARMS 3MG/ML N76564 001 Jun 16, 2004 Jun NEWA 

ALATROFLOXACIN MESYLA'l'E 

INJECTABLE; INJECTION 
TROVAN PRESERVA'rIVE FREE 
@ PFIZER EQ 200MG BASE/VI N20760 001 Dec 18, !997 Jun DISC 
@ EQ 300MG BASE/VIAL N20760 002 Dee 18, 1997 Jun DISC 

ALBOMrN IODINATED I-125 SERUM 

rNJECTABLE; INJECTION 
JE:AN~TOPE 

ISO TEX 100UC1/10ML(lOOCI/ML) N17836 003 Jun 08, 2004 Jun NEWA 

SOOuCi/0.SML Nl7836 001 Jun CMFD 

+ 1,ooouCi/ML N17836 002 Jun CMFD 

RADIOIODINATED SERUM ALBUMIN (HUMAN I IHSA I 125 
@ MALLINCKRODT lOuCi/ML Nl 7844 001 Jun OISC 

ALBOTEROL SULFATE 

SOLUTION; INHALATION 
ACCONEB 

AN + DEY EQ 0.042% BASE N20949 001. A.pr JO, 2001 Jur, CFTG 

ALBUTEROL SULFATE 
AN + BAUSCH AND LOMB EQ 0.083% BAS£ N75358 001 Mar 29, 2000 Jun CRLO 

AN + EQ 0.5% BASE N75050 001 Jun 18, 1998 Jun CR1D 

AN NEl?HRON EQ 0.042% BASE N76355 001 ,Tun 28, 2004 Jun NEWA 

PROVENTIL 
@ SCHERING EQ 0.083% BASE Nl9243 002 Jan 14, 1987 Jun DISC: 
@ EQ 0.5% BASE Nl9243 001 Jan 14, 198 7 1]1,m DISC 

SYROP; ORAL 

ALBOTEROL SULFATE 
>D> AA TEVA EQ 2MG BASE/SML N73419 001 Mar 30, 1992 Sep CRLD 

>A> AA + EQ 2MG BASE/SML N73H9 001 Mar 30, 1992 Sep CRLD 

TABLET, EXTENDED RELEASE; ORAL 
ALBOTEROL SULFATE 

+ PLIVA EQ 4MG BASE N76130 002 Sep 26, 2002 Jan CRLD 

+ EQ 8MG BASE N7 6130 003 Sep 26, 2002 Jan CRLD 

VOLMJ\.X 
@ MORO EQ 4MG BASE N19604 002 Dec 23, 1992 Jan DISC 
@ EQ 8MG BASE N19604 001 Dec 23, 1992 Jan DISC 
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ALCLOMETASONE DlPROPIO~ATE 

OIN1MENT; TOPICAL 
ACLOVATE 

AB + GLAXOSMITHKLINE 0.05% Nl8'102 001 Dec 14, 1982 Jul CFTG 

ALCLOMETASONE DI PROPIONATE 
AB TARO 0.05% N76730 001 Jul :29, 2004 Jul NEWA 

ALCOHOL; DEXTROSE 

!NJECTABLE; INJECTION 
ALCOHOL 5%- IN 05-W 

AP HOSPIRA 5ML/100ML;SGM/100ML N83263 001 May CAHN 

ALFENT~IL HYDROCHLORIDE 

INJECTABLE; INJECTION 
ALFENTANIL 

AP HOSPIRA EQ O.SMG BASE/M N75221 001 Oct 28, 1999 May CAliN 

ALLOPORINOL 

TABLET; ORAL 
ALLOPURINOL 
@ MUTUAL PHARM lOOMG N70466 001 Dec 24, 1985 Aug CAHN 
@ 300MG N704 67 001 Dec 24, 1985 Aug CAHN 

ALLO_EOIUNOL SOO UM 

I-NJ.ECTABLE; INJECT!O.N 
ALLOPURINOL SODIUM 

AP BEDFORD LA88 EQ SOOMG 8ASE/VlAL N7 6870 001 Aug 26, 2004 Aug NEl'IA 

ALOPRIM 
+ NASI EQ SOOMG BASE/VIAL N20298 001 May 17, 1996 Jun CAHN 

AP t EQ SOOMG BASE/VIAL N20298 001 May 17, 1996 Aug CFTG 

ALMOTRIPTAN MALATE 

TABLET; ORAL 
AXERT 

ORTHO MCNEIL PHARM EQ 6.25MG BASE N21001 001 May 07, 2001 Jul CAHN 

+ EQ 12.SMG BASE N21001 002 May 07, 2001 Jul CAHN 

AMANTADINE HYDROCHLORIDE 

SYRUP; O.RAL 
AMANTADINE HCL 

>Ill> AA SILARX SOMG/SML N?6352 001 Sep 10, 2004 Sep NEWA 

AMIKACIN SULfATE 

INJECTABLE; INJECTION 
AMIKACIN SULFATE 
@ BAXTER HLTHCARE EQ SOMG BASE:/ML N63274 001 May 18, 1992 Aug CAHN 
@ EQ 250MG BASE/ML N63275 001 May 18, 1992 Aug CAHN 

AP HOSPIRA EO SOMG BASE/ML N63263 001 Nov 30, 1994 May CARIi! 
EQ 62,SMG BASE/ML N6328J 001 Oct 31, 1994 May CAHN 

AP EQ 250MG SASE/ML N63264 001 Nov 30, 1994 May CAHN 

AP EQ 250MG BASE/ML N64098 001 Jun 26, 1995 May CAHN 
@ EQ 250MG BASE/ML N64099 001 Jun 20, 1995 May CAHN 

AMIKACIN SOLFJI.TE IN SODIUM CHLORIDE 0 . 9% IN PLASTIC CONTAINER 
HOSPIRA EQ 500MG BASE/lOOML N64146 001 Apr 02, 1997 May CAHN 
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AMINO ACIDS 

INJECTABLE; INJECTION 
AMINESS 5.2% ESSENTIAL AMINO ACIDS W/ HIS'rAOINE 

HOSPIRA 5.2% (5.2GM/10 0ML ) N1B901 001 Apr 06, .1984 Aug CAHN 

AMINOSYN 10% 
l:IOSPIRA 10% (lOGM/lOOML) N17673 003 May CAHN 

AMINOSYN 10% (PHG) 
HOSPIRA 10% {10GM/100ML) Nl7673 008 Nov 18, 1985 May CAHN 

1\MlNOSYN 3.5 
HOSPIRA 3 .5% (3 .5GM/100ML) Nl7789 004 May CAHN 

AMINOSYN 5 
HOSPIRA 5% (SGM/lOOML) Nl7673 001 May CAHN 

AMINOSYN 7% 
@ HOSPIRA 7% (7GM/100ML) Nl7673 002 May CAHN 

AMINOSYN 7% (PH6) 

HOSPIRA 7% (7GM/100ML) Nl7673 006 Nov 18 , 1985 May CAHN 

AMINOSYN 8.5% 
@ HOSPIRA 8.5% (8 .SGM/lOOML) Nl 7673 004 May CAHN 

AMlNOSYN 8.5% {PH6) 
HOSPIRA 8.5 (8.SGM/lOOML) Nl7673 007 Nov 18, 1985 May CAHN 

AMH!OSYN II 10 
HOSPIRA 10% (lOGM/lOOML) Nl9438 0.05 Apr 03, 1986 May CAHN 

~lNOSYN II 10'/; IN PLASTIC CONTAINER 

HOSfIRA 10\ (lOGM/lOOML) N20015 001 Dec 19, 1991 May CAHN 

AMHIOSYN II 15% IN PLASTIC CONTAINE~ 
HOSPIRA 15% (15GM/ 100ML ) N2004 1 001 Dec 19, 1991 May CARN 

AMrNOSYN II 3.5 
@ HOSHRA 3 .5 % (3. 5GM/100ML) Nl9438 001 Apr 03, 1986 May CAHN 

AMINOSYN II S\ 
@ HOSPIRA 5% (5GM/100ML) Nl9438 002 Apr 03, 19B6 May CAHN 

AMlNOSYN II n 
HOSPIRA 7\ (7GM/100ML) Nl9438 003 Apr 03, 1986 May CAHN 

AMINOSYN II 8. 5% 
HOSPIRA 8.5% (8.S GM/lOOML ) Nl9438 004 Apr 03, 1986 May CAHN 

AMlNOSYN-HBC ?!Is 

HOSPIRA 7% ( 7Gtl/ 1 OOML) N19374 001 Jul 12, 1985 May CAHN 

AMINOSYN - HF B 

HOSPIRA 8% (8GM/100ML) N20345 001 Apr 04, 1996 May CAHN 

AMINOSYN-PF 10% 

HOSP!RA 10% (lOGM/lOOML) N19492 002 Oct 17, 1986 May CAHN 

AMINOSYN-PF n 
HOSPIRA 7% (7GM/100ML) N19398 001 Sep 06, 1985 May c;vrn 

AMINOSYN - RF 5:2% 
HOSPIRA 5.2% (5.2GM/100ML) N18429 001 May CAHN 

NEOE'HAM ~.4'& 

@ HOSPIRA 6. 4% (6. 4GM/100ML) N18792 001 Jan 17, 1984 Aug CA.HN 

NOVAMIN~ 11. 4% 

HOSPIRA 11.4% (ll.4GM/100ML) Nl7957 003 Aug 09, 1982 Aug CAHN 

NOVAMINE 15% 

HOSPIRA 15% (15GM/100ML) N17957 004 Nov 28, 1986 Aug CAHN 

NOVAMINB 8. 5% 
@ HOSPIRA 8.5% (B.SGM/lOOML) N17957 002 AUg 09, 1982 Aug CAHN 
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AMINO ACIDS; CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHuORlDE; POTASSLUM CHLOR1DE; POTASSIUM 
PHOSPHATE , DIBASIC; SODIUM CHLORIDE 

INJECTABLE; INJECTION 
AMINOSYN II 3.5% W/ ELECTROLYTES IN DEXTROSE 25% W/ CALCIUM IN PLASTIC CONTAINER 

HOSPIRA 3.5%;36.8MG/100ML;25GM/100ML;51MG Nl9683 001 Nov 07, 1988 May· CAl:IN 
/100ML;22.4MG/i00ML;261MG/lOOML;2 

AMINOSYN II 4 .25% W/ 

HOSPIRA 

05MG/100ML 
ELECTROLYTES IN DEXTROSE 20% W/ CALCIUM I ~ PLASTIC CONTAINER 

4.25%;36.8MG/100ML120GM/l00ML;51M N19683 002 Nov 07 1 1988 
G/100ML;22.4MG/100ML;261MG/100M.L; 
205MG/100ML 

AMINOSYN II 4.251 W/ ELECTROLYTES IN DEXTROSE 25% W/ CALCIUM IN PLASTIC CONTAINER 

May CAHN 

HOSPIRA 4.25%;36.8MG/100ML125GM/100ML;51M 11119683 003 NOV 07 1 1988 May CARN 
G/100ML;22.4MG/l00ML;261MG/100ML; 
205MG/100ML 

AMINOSYN II 5% W/ ELECTROLYTES IN DEXTROSE 25% W/ CALCIUM IN PLASTIC CONTAINER 
(! HOSPIRA 5\;36 ,8MG/100ML;25GM/100ML;51MG/1 Nl 9663 004 Nov 07 , 1988 May 

OOML; 22. 4MG/100t1L; 261MG/ lOOML; 205 
MG/lOOML 

AMINO ACIDS; DEXTROSE 

INJECTABLE; TNJECTION 
AMINOSYN II 3.5% IN DEXTROSE 25% IN PLASTIC CONTAINER 

HOSPIRA 3,5%;25GM/100ML Nl9681 001 'Nev 01, 1968 May 

AMINOSYN II 3.5% IN DEXTROSE 5% IN PLASTIC CONTAINER 
HOSPIRA 3.5%;5GM/100ML Nl9681 002 Nov 01, 1988 May 

AMINO_$'x'N II 4. 25\ IN DEXTROSE 10% IN PLASTIC CONTAINER 
HOSPIRA 4.25%;10GM/100ML Nl9681 004 Nov 01, 1988 May 

AMINOSVN !I 4.25% IN DEXTROSE 20% IN PLASTIC CONtAINER 
HOSPIRA 4.25\;20GM/100ML Nl968l 005 Nov 01, 1988 May 

AMINOS'fN !1 4.25% IN DEXTROSE 25% 1N PLASTIC CONTAINtR 
HOSPIRA 4.25\;25GM/100ML Nl9681 003 Nov 01, 1988 May 

AMINOS'fN II 5% IN DEXTROSE 25i IN PLASTIC CONTAINER 
HOSPIRA 5% ; 25GM/100ML Nl9681 006 Nov 01 , 1988 May 

AMINO ACIDS ; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIOM ACETATE; POTASSIUM CHLORIDE; POTASSIUM 
PHOSPHATS, DIBASIC; SOOIOM CHLORIDE 

INJECTABLE; INJECTI:ON 

CAHN 

CJ\HN 

CAHN 

CAHN 

CAHN 

CAHN 

CAHN 

AMINOS'fN II 4.25% W/ 

@ HOSPIRA 
ELECT AND ADJUSTED PHOSPHATE IN DEXTROSE 10% IN PLASTIC CONTAifilER 

4.25\;lOGM/100ML;SlMG/lOOML;l76.5 N19682 003 Nov 01, 1988 May CAHN 
MG/lOOML;22.4MG/lOOML;l04.SMG/ 100 
ML;205MG/100ML 

AMINO ACIDS; DEXTROSE; MAGNESlUM CHLORIDE; POTASSIUM CHLORIDE:; SODIUM CHLORIDE; SODIUM 
PHOSPHATE , D!BASIC, HEP'l'AHYORATE 

INJECTABLE; INJECTION 
AMINOSYN ll 3.5% MIN DEXTROSE 5% IN PLASTIC CONTAINER 

HOSPIRA 3 . 5%;5GM/100ML; 30MG/100ML; 97MG/10 Nl9682 001 Nov 01, 1988 May CAHN 
OML;l20MG/100ML;49.3MG/100ML 

AMlNOSYN II 4.25\ MIN DEXTROSE 10% IN PLASTIC CONTAINER 
HOSPIRA 4. 25%; 5GM/100ML; 30MG/ 100ML; 97MG/l t-119682 002 No1r 01, 1988 May CAlfN 

OOML;l20MG/100ML;49.3MG/109ML 

AMINO ACIDS; MAGNESIUM ACSTATE; PHOSPHORIC AC ID; POTASSIOM ACETATE; SODIUM CHLORIDE 

INJElC'tABLE; INJECTION 
AMINOSYN 3 . 5% M 

flOS PI RJI. 3.5%;21MG/100ML;40MG/100ML;128MG/ Nl7789 003 
100ML;234MG/100ML 

May CAHN 
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AMINO ACIDS; MAGNESIUM ACETATE; POTASSIUM ACETATE; SODIUM CHLORIDE 

I NJECTABLE; INJECTION 
A."l!NOSYN 3. 5% M 
@ HOSPIRA 3.Si;21MG/100ML;l28MG/100ML;234MG Nl7789 005 

/lOOML 

AMINO ACIDS; MAGNESIUM CHLORIDE ; POTASSIUM ACETATE; POTASSIUM CHLORIDE; SODIUM ACETATE 

INJECTABLE; INJECTION 
VEINAMINE 8% 
@ HOSPIRA 8 ;61MG/100ML;211MG/100ML;56MG/10 Nl7957 001 

OMJ..;388MG/100ML 

l -1 

May CAHN 

Aug CAHN 

AMINO ACIDS; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, DIBASIC; SODIUM 
CHLORIDE 

! NJECTJl,Bl.E; INJECTION 

AM~NOSYN II 10% W/ ELECTROLYTES 
HOSPIRA 10%;102MG/l00ML;45MG/ 100Mt;522MG/ N19437 004 Apr 03, 1986 May CAHN 

100ML;4 10MG/100ML 
AMINOSYN II 7% W/ ELECTROLYTES 
@ HOSPIRA 7¥1; 102MG/100ML; 45MG/100ML; 522MG/1 Nl9437 006 Apr 03, 1986 May CAHN 

OOML;410MG/100ML 
AMINOSYN II 8.5% W/ ELECTROLYTES 

HOSnRA 8,5%;102MG/100ML;45MG/100ML;522MG Nl9437 005 1\pz- 03, 1986 May CAHN 
/J OOML; 410MG/l OOML 

AMINO ACI OS ; MAGNESIUM CII.LORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; SODIUM PHOSl?HATEI' 
DIBASIC , llEPTAHYORATE 

INJECTABLE; INJECTION 
A.MINOSYN II 3.5~ M 
@ HOSPIRA 3,5%,30MG/10QML;97MG/100ML;l20MG/ Nl9437 007 Apr 03, 1986 May CA.RN 

100Ml..;49MG/100ML 

AMINO ACIDS; MAGNESIUM CHLORIDE; POTASSIUM PHOSPHATE , DIBASIC; SODIUM CHLORIDE 

INJECTABLE; INJECTION 
AMINOSYN 7% W/ ELEC't'ROLYTES 

HOSPIRA 7%;102MG/100ML;S22MG/100ML;410MG/ N17789 002 
100M1, 

AMINOSYN B,5% W/ ELECTROLYTES 
HOSPIRA 8,5%;102MG/100ML;522MG/100ML;410M Nl7673 005 

G/lOOML 

AM!NOCAPROIC ACID 

INJECTABLE; INJECTION 
AMINOCAPROIC ACID 

l!OSPJRA 250MG/ML. N70888 001 

AMINOCAPROIC ACID IN PLAST!C CONTAINER 
HOSPIRA 250MG/ML N70010 001 

AMINOPHYLLINE 

lNJECTABLE; ; INJECTION 
AMINOPHYLLI NI!; 

HOSPIRA 25MG/ML N87242 001 

+ 25MG/ML N87601 001 

AMINOPHYLLINE IN SODIUM CHLORIDE 0.4S't 

+ HOSPIRA 1 OOMG/1 OOML N88147 002 

+ 200MG/100ML N88147 003 

AMINOPH'lLLINE IN SODIUM CHLORIDE 0 . 45% IN PLASTIC CONTAINER 
@ HOSPIRA lOOMG/lOOML Nl8924 001 
@ 200MG/100ML Nl 8924 002 
(! 400MG/ lOOML Nle924 003 

Jun 

Mar 

Oct 

Jul 

Moy 

May 

Dec 

Dec 

Dec 

May CAHN 

May CAHN 

16, 1988 May CAHN 

09, 1987 May CAHN 

26, 1983 May CARN 

23, l.982 May CAHN 

03, 1983 May CAflN 

03, 1983 May CAHN 

12, 1984 May CAHN 

12, 1984 May CAHN 

12 , 1984 May CAHN 
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INJECTABLE; INJEC'rION 
T>.MINOP1lYttlNE IN SODIUM CHLORIDE O. 45% 1N PLASTIC CONTAINER 
@ HOSPIRA SOOMG/lOOML N18924 004 Dec 12, 1984 May CAHN 

AMIODARONE HYDROCHLORIDE 

lNJEC'l"r...8.LE; INJECTION 
AMlODARONE HCL 

AP HOSPIRA SOMG/ML N75955 001 Oct 18, 2002 May CAHN 

AMlODARONE HYDROCHLOR10E 
AP INTL MEDICA'l'ION SYS SOMG/ML N21594 001 Feb 04, '2004 Feb NEWA 

TABLET; ORAL 
AMIODARONE HCL 
@ TARO 400MG N76362 001 Nov 29, 2002 Jul DISC 

AMITRIPTYLINE HYDROCHLORIDE 

>D> INJECTABLE; INJE:CTION 
>D> ELAVIL 
>D> + ASTRAZEN8CA lOMG/ML Nl2704 001 Sep DISC 
>A"> @ lOMG/ML Nl2704 001 Sep DISC 

TABLET; ORAL 
AMJTRIPTYLINE. HClt 
@ MUTUAL PRARM lOMG N85744 - 001 Aug CARN 
@ 25MG NB5627 001 Aug CAHN 
@ SOMG N85745 001 Aug CAHN 

~ 75MG N85743 001 Aug CAHN 
@ lOOMG N85742 002 May 11, 1982 Aug CAHN 
@ 150MG N89423 001 Feb 17, 1987 Aug CAHN 

ELAVlL 
~ ASTRAZENECA lOMG Nl2703 001 Jul DISC 
@ 25MG N12703 003 Jul DISC 
@ SOMG Nl2703 004 Jul DISC 
@ 75MG Nl 2703 005 Jul DISC 
@ l OOMG Nl2703 006 Jul DISC 
@ 150MG N12703 007 Jul DISC 

AMTTRI1'TYLrN'E HYDROCHLORIDE; CHLORDIAZEPOXIOE 

TABLET; ORAL 
CHLORDIAZE:POXIOE AND AMITRIPTYLINE HCL 
@ MUTUAL PHARM EQ 12.SMG BASE;SMG N70765 001 Dec 10, 1986 Aug CAHN 
@ EQ 25MG BASE;10MG N70766 001 Dec 10, 1986 Aug CAHN 

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE 

TABLET; OML 
PERPHENAZINE AND AMITRIPTYLINE HCL 
@ MUTUAL PI-IARM 10MG;2MG N71077 001 Nov 12, 1986 Aug CAHN 
@ lOMG; 4MG N'11078 001 Nov 12, 1986 Aug CAHN 
@ 25MG; 2MG N70297 001 Nov 12, 1986 Aug CAHN 
@ 25MG;4MG N71079 001 Nov 12, 19B6 Ao.g CAHN 

AMLEXANOX 

>A> PATCH; TOPICAL 
>A> AMLEXANOX 
>A.> + ACCESS PHARM6 2MG N217?7 001 Sep 29, 2004 Sep NEWA 
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AMLODIPINE BESYLATE; ATORVASTATIN CALCIUM 

TABLE'r; ORAL 
CADOET 

PFIZER EQ 2.SMG BASE:;EQ 10MG BASE N21540 009 Jul 29, 2004 ~ug NEWA 

EQ 2.SMG BASE;EQ 20MG BASE N2l540 010 Jul 29, 2004 Aug NEWA 
EQ 2.SMG BASE;EQ 40MG EASE N21540 011 Jul 29, 2004 Aug NEWA 
EQ SMG BASE;EQ lOMG BASE N21540 001 Jan 30 , 2-004 Ja·n NEWA 

EQ 51-!G BASE;SQ 20(':!G BASE N21540 002 Jan 30, 2004 Jan NEWA 
EQ SMG BASE;EQ 40MG BASE N21540 003 Jan 30, 2004 Jan NEWA 

EQ SMG BASE;EQ BOMG BASE N21540 004 Jan 30 , 2004 Jan NEWA 

EQ lOMG BASE;EQ lOMG BASE N2l540 005 Jan 30, 2004 Jan NEWA 
EQ lOMG BASE;EQ 20MG BASE N21540 006 Jan 30, 2004 Jan NEWA 
EQ lOMG BASE;EQ 40MG BASE N215~0 007 Jan 30, 2004 Jan NEW/\ 

+ EQ lOMG BASE;EQ BOMG BASE N21540 008 Jan 30, 2004 Jan NEWA 

AMLODIPINE MALEATE 

TABLET ; ORAL 
AMVA.Z 
@ OR REDDYS LABS INC 2.SMG N21435 001 Oct 31, 2003 Mar DISC 
@ 5MG N21435 002 Oct 31, 2003 Mar DISC 
@ lOMG N21135 003 . Oct 31, 2003 Mar DISC 

AMMONlOM CRLORlDE 

rNJECTl'lBLE; INJECTION 
A.MMONIUM CHLORIDE IN ELASTIC CONTAINER 

+ HOSE IRA SMEQ/ML N8B366 001 Jun 13, 1984 May CAHN 

AMMONIOM LACTATE 

LOTION; TOPICAL 
AMMONIUM LACTATE 

AB CLAY PARK EQ 12% .BASE N75570 001 Jun 23, 2004 Jun NEWA 

AB TARO EQ 12% 'BASE N76216 001 May 28, 2004 May NEWA 

AMOXICILLIN 

TABLET, ClillWABLE; ORAL 
AMOXIL 
@ GLAXOSMITHKLINE 125MG N50542 002 Aug DISC 
@ 250MG N50542 001 Aug DISC 

AMOXICILLIN; CLIWULANATE POTASSIUM 

FOR SUSPENSION; ORAL 
A,MOXICILLIN AND CLAVULANATE POTASSIUM 

AB TEVA 200MG/5ML;EQ 28,SMG BASE/5ML N65089 001 May 25, 2004 May NEWA 
l\B 400MG/5ML;EQ 57MG BASE/5ML N65089 002 May 25, 2004 May NEWA 

l\B 600MG/5ML ; EQ 42.9MG BASE/SM!.. N65162 001 Mar 12, 2004 Mar NEWA 

AUG!1EN'TIN ES-600 
1\B + GLAXOSMITHKLINE 6001-1G/ SML; EQ 42.9MG BASE/SML N50755 D01 Jun 22, 2001 Mdr CFTG 

TABLET, EXTENDED RELEASE; ORAL 
AUGMENTIN XR 

>D> + GLAXOSMITHKLINE lGM; 62. SMG N50785 001 Sep 25, 2002 Sep CPOT 

>A> + lGM;EQ 62.SMG BASE N50785 001 Sep 25, 2002 Sep CPOT 
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AMPIC1LLIN SODIUM 

INJECTABLE; INJECTION 
AMPICILL!N SODIUM 

IBI EQ 2GM BASE/VIAL N62797 002 Jul 12, 1993 
i- SANDOZ EQ 125MG BASE/VIAL N61395 001 
t EQ 250MG BASE/VIAL N61395 002 
-t- EQ SOOMG BASE/VIAL N61395 003 
t EQ lGM BASE/VIAL N61395 004 
i" EQ 2GM BASE/VIAL N61395 oos 
-1- EQ 10GM BASE/VIAL N61395 006 

AMPICILL:LN SODIUM; SULBACTJ>.M SODIUM 

INJECTABLE; INJECTION 
AMPICILLTN AND SULBACTAM 

BAXTER HLTHCARE EQ lGM BASE/VIAL;EQ SOOMG N6507 4 001 Mar 19 , 2002 
BASE/VIAL 
EQ 2GM BASE/VIAL;EQ lGM BASE/VIAL N65074 002 Mar 19, 2002 
EQ lOGM BASE/VIAL;EQ SGM N65076 001 Mar 19 , 2002 
BASE/VIAL 

APOMORPHINE HYDROCHLORIDE 

INJECTABLE; SUBCUTANEOUS 
APOKt'N 

BERTEK 20MG/2ML (lOMG/ML) N21264 001 Ape 20, 2004 

+ 10MG/3ML (lOMG/ML) 11/21264 002 Apr 20, 2004 

MYLAN BERTEi< 20MG/2ML (10MG/ML) N21264 001 Apr 20, 2004 

+ 30MG/3ML (10MG/ML} 1121264 002 Apr 20, 2004 

ASCORBIC ACID; BIOTIN; CHOLECALCIFEROL; CYANOCOBALAMlN; DEXPANTHENOL: FOLIC ACID; 
NIACINAM1DE; l'Y'!lil>OXTNE; RIBOFLAVIN; TfflAMINE; TOCOPflEROL ACETATE; VITAMIN A; VITI\MIN K 

INJECTABLE; IV (I NFUSION) 
INFUVITE PEDIATRIC (PHARMACY BOLK PACKAGE) 

Aug CMFD 
Jun CAHN 

Jun CAHN 

Jun CAHN 

Jun CAHN 

Jun CAHN 

Jun CAHN 

Aug CAHN 

Aug CAHN 

Aug CAHN 

Apr NEWA 

Apr NEWA 
Aug CAHN 

Aug CAHN 

+ SABEX 2002 80MG/VIAL;0.02MG/VIAL;q OQ N21646 001 Jan 29, 2004 Jan NEWA 
IU/VIAL;O . OOlMG/VIAL;SMG/VIAL;0,1 
4MG/VIAL;l7MG/VIM.;1MG/VIAL;l.4MG 
/VIAL;l.2MG/VIAL;7 IU/VIAL;2,300 
IU/VIAL;0.2MG/VIAL 

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL; ERGOCALtIFEROL; FOLIC ACID; 
NTACINAMTDE; PHYTONADIONE; PYR!OOXI.NE HYDROCHLORIDE; RI130FLAVlN PHOSPHATE SODIUM; THIAMINE 
HYDROCHLORIDE; VITAMIN A; VITAMIN E 

FOR SOLUTION; IV (INFUSION) 
M.V.I. PEDIATRIC 

MAYNE PHARMA USA 80MG/VIAL;0 . 02MG/VIAL;0.001MG/VIA Nl8920 001 Sep 21, 2000 Ape CAHN 
L;5MG/VIAL;O.OlMG/VIAL;0.14MG/VlA 
L;l7MG/VIAL;0.2MG/VIAL;lMG/VIAL;l 
. 4t~G/VIAL; EQ 1. 2MG 
BASE/VIAL:0.7MG/VIAL;7MG/VIAL 

~SCORBIC ACID; BIOTIN; CYANOCOBIU.AMIN; DEXPANTHENOL; ERGOCALCIFEROL; FOLIC ACID; 
NTACINAMIDE; PYRlDOXltIB HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE UYDROCRLORIDE; 
VITAMIN A; VITl'\MIN E 

INJECTABLE; INJECTION 
M.V.I.-12 

MAYNE PHARMA USA 10MG/ML10.006MG/ML; 0 . 5UGM/M1; 1. SM NOB809 004 Aug 08, 1985 Apr CAHN 
G/ML;20 
IU/ML;0.04MG/ML;4MG/ML;0.4MG/ML;O 
. 36MG/ML;0.3MG/ML;330 UNITS/ML;1 
HJ/ML 
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INJECTABUi; INJECTION 
M.V . I.-12 (WITHOUT VITAMIN K) 

MAYNE PHARMA USA 20MG/ML; 0 . 006MG/ML; 0. OSUGM/ML; 1. S N08809 006 Sep 09•, 2004 Sep NEWA 
MG/ML;0 . 0005MG/ML;0 . 06MG/ML;4MG/M 
L;0 . 6MG/ML;0.36MG/Mt;0 . 6MG/Mt.;0 . l 
MG/ML; lMG/ML 

ASCORB[ C ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL; ERGOCALCIFEROL, FOLIC ACID; 
NIACINAMIDE; PYRIDOXINE HYDROCHLORIDE; RlBOFLAVIN PHOSPHATE SODIUM; THIAMINE HYDROCHLORIDE; 
VI 'l'AMIN A; VITAMIN E; VITIU1IN 1( 

I NJECTABLE; IV (INFOSION) 
M. V. I. ADULT 

+ MIPHARMA LLC 200MG/VIAL ; 0. 06MG/VIAL; 0. OOSMG/VI N:2162 5 001 Jan 30, 2004 Jan NEWA 
AL;l5MG/VIAL;0 . 005MG/VIAL;0.6MG/V 
IAL;40MG/VIAL;6MG/VIAL;3.6MG/VIAL 
; 6MG/VIAL ; !MG/VIAL; lOMG/VIAL; 0 . 15 
MG/VIAL 

MAYNE PHARMA USA 200MG/VI,\L; 0 , 0 6MG/VIAL; 0, 00SMG/VI N2 l 625 001 Jan 30, 2004 Apr CAHN 
AL; 15MG/VIAL;0 . 005MG/VIAL;0.6MG/V 
IAL;40MG/VlAL;6MG/VIAL;3.6MG/VIAL 
;6MG/VIAL;lMG/VIAL;10MG/VIAL;0.15 
MG/VIAL 

M.V.I. ADULT (PHARMACY BULK PACKAGE) 
+ AAIPHARMA LLC 200MG/SML;0 . 06MG/5ML;0.005MG/5ML; N21643 001 Feb 18, 2004 Feb NEW1\ 

1SMG/5ML;0.005MG/5ML;0.6MG/5ML;40 
MG/5ML;6MG/5ML;3.6MG/5ML;6MG/5ML; 
lMG/SML;lOMG/5ML;0 . 15MG/5ML 

;- MAYNE PHARMA US/\ 200MG/5ML;0.06MG/SML;0.005l'dG/5ML; N21643 001 Feb 18, 2004 Apr CAHN 
15MG/SML;0.005MG/ SML;0 . 6MG/5ML;40 
MG/5ML;6MG/5ML;J,6MG/5ML;6MG/5ML; 
lMG/5ML;lOMG/5ML;O .lSMG/5ML 

ASCORBIC ACID; BIOTI N; CYANOCOSALAMIN; DE.XPAl-l'l'HENOL; ERGOCALCH'EROL; FOLIC ACID; 
NIACUIAMIDE; PYRIOOXINE HYOROCHLORID£; RIBOfI,AVIN; TlffA.MINE HYDROCH'LORIDE; VITAMIN A; 
VITAMIN E 

INJECTABLE; INJ ECTION 
M.V . I.-12 

+ MAYNE PHARMA USA 20MG/ML ; 0 . 006MG/ML; 0. SUGM/ML; 1. 5M N08809 005 Apr 22, 2004 May NEWA 
G/ML;20 
IO/ML ; 0.6MG/ML;4MG/ML;0,4MG/ML;0. 
36MG/ML ; 0 . 6MG/ML;330 ONITS/ML;l 
IO/ML 

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; ERGOCA.LCIFEROL ; FOLIC ACID; NIACINAMIDE; PANTOTHENIC 
ACID; PHYTONADIONE; PYRI DOXINE; RIBOFLAVIN; THIAMINE; VITAMIN A PALMITATE; VITAMIN E 

INJECTABLE; INJECTION 
VI'rAPED 
(! HOSPIRA BOMG/VIA]'., ;0 . 02MG/VIAL;0.001MG/VIA N20176 001 Dec 29, 1993 Aug CAHN 

1;400 
I0/10ML;0 . 14MG/VIAL;17MG/VIAL;SMG 
/VlAL;0 . 2MG/lOML; l MG/VIAL;l.4MG/V 
IAL;l . 2MG/VIAL;EQ 2,300 UNITS 
BASE/10ML;7 IU/lOML 

ASPIRIN; CAFFEINE; DIHYDROCODEINE BITARTRATE 

CAPSULE; ORAL 

+ 
+ 

SYNALGOS-DC 
LEITNER PHARMS 356. 4MG; 30MG; l6MG 
WOMEN FIRST HLTHCARE 356.4MG;30MG;16MG 

ASPIRl'.N ; CAFFEINE; PROPOXYPJ-l.ENE BYDROCEI.LORIO& 

CAPSULE; ORAL 
DARVON COMPOUND 
@ AAIPB.ARMA LLC 389MG;32.4MG;32MG 

Nll4B3 004 Sep 06, 1983 Sep CAHN 

Nl1483 004 Sep 06, 1983 Sep CAHN 

Nl 0996 006 Mar OB, 19B3 Jun DISC 



R,X DRUG PRODUCT LIST CUMULATIVE SUPP~MENT 9 - September 2004 l-12 

ASPIRIN; MEPROBAMATE 

TABLET; ORAL 
EQUAGESIC 

>A> + LEITNER PHARMS 325MG;200MG Nll702 003 Dec 29, 1983 Sep CAHN 
>D> + WOMEN FIRST HLTHCARE 325MG;200MG Nll702 003 Dec 29, 1983 Sep CAHN 

ASPIRIN; OXYCODONE HYDROCHLORIDE; OXYCOOONE TEREPHTHALATE 

TABLET; ORAL 
OXYCODONE AND ASPIRIN 

AA MU1'UAL PHARM 325MG;4.5MG;0.3BMG N40260 001 Jul J. 7' 1998 Aug CAHN 

AA 325MG;4.SMG;0.3BMG N877 94 001 M<iy 26, 19B2 Au.g CAHN 

ATENOLOL 

TABLET; OR/\L 
ATENOLOt 

AB ABLE 25MG N76907 001 Jul 30, 2004 Ju.l NEWA 

AB SOMG N76907 002 Jul 30, 2004 Jul NEWA. 

AB l00MG N76907 003 Jul 30, 2004 Jul NEWA 

AB TEVI\ 25~G N74056 003 J\.Jl 19, 2004 Jul N'EWA 

ATRACURIUM BESYLM'E 

INJECTABLE; INJECTION 
ATRACURIUM BESYLATE 

AP BIAXTER HLTHCARE lOMG/ML N74824 001 Sep 30, 1997 Aug CAHN 

AP HOSPIRA 10MG/ML N7463 2 001 Dec 23, 1996 May CAHN 

ATRACURIUM BESYLATE PRF;SERVATTVE FREE 
(l .BAX1'ER HLTHCARE 10MG/ML N74825 001 Sep 30, 1997 Aug CAHN 

AP HOSPIRA lOMG/ML N74633 001 Dec 23 , 1996 May CAH[q 

AP 10MG/M1, N74639 001 Mar 25, 1997 May CAHN 

TRACRIUM 
AP + HOSPIRA lOMG/ML Nl8831 002 Jlln 20, 1985 May CAHN 

TRACR!UM PRESERVATIVE E'REE 
AP + HOSPIRA lOMG/ML N18831 001 No\7 23, 1983 May CAHN 

ATROPINE 

~NJECTABLE; rNJECTION 
ATROPEN 

>TV -1- MERIDIAN MEDCL TECHN EQ 0,25MG SOLFATE/0 . 3ML Nl7106 004 Sep 17, 2004 Sep NEWA 

ATROfINE SULFATE 

INJECTABLE ; IM-IV- SC 
ATROPINE SOLfATE ANSYR PLASTIC SYRINGE 

HOSPIRA 0 . 05MG/ML N21146 002 Jul 09, 2001 May CAHN 

+ O.lMG/ML N21146 001 Jul 09, 200! May CAHN 

ATROPIN8 SULFATE; DifENOXIN HYDROCHLORIDE 

TABLET; ORAL 
MOTOFEN 

+ VALEANT 0,025MG;1MG NlT/44 002 May CAHN 

MOTOFEN HALF-STRENGTH 
@ VALEANT 0 . 025MG; 0. 5MG Nl 77 4 4 001 Ma'(' CAHN 
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ATROPINE SULFATE; DIPHENOXYL.l~TE HYDROCHLORIDE 

TABLET; ORAL 
DIPHENOXYLATE HCL AND ATROPINE SULFATE 
@ MUTUAL PHARM 0.025MG;2.5MG 

AZACITIDINE 

INJECTABLE; SUBCUTANEOUS 
VIDAZA 

PHABMION 

AZATA.DINE MALEATB 

TABLET; ORAL 
OPTIMINE 
(l SCHERlNG 

lOOMG/VI AL 

lMG 

AZA'l'ADINE MALEAT&; PSEDDOEPHEDRINE SULFATE 

TABLET, EXTENDED RELEASE; ORAL 
TlUNALTN 
@ SCHERING 

AZATHIOPRINE SODIUM 

INJECTABLE; INJECTION 
AZATHIOPRINE SODIUM 

t BE'tlFORD 

IMUAAN 
@ PROMETHEUS LABS 

AZITHROMYCIN 

CAPSULE; ORAL 
ZITHROMAX 
@ PFIZER 

AZ'.PREONAM 

INJECTABLE; INJECTION 
AZACTPt,M 

lMG; 120t1G 

EO lOOMG BASE/VIAL 

EQ lOOMG BASE/VIAL 

EQ 250MG BASE 

+ BIUSTOL MYER,S SQUIBB 500MG/VIA.L 

+ lGM/VIAL 

+ 2GM/VIAL 

N85506 001 Aug CAHN 

N50794 001 May 19, 2004 May NEWA 

Nl7601 001 May DISC 

N18506 001 Mar 23, 1982 May DISC 

N7'4419 001 Mar 31, 1995 May CRLD 

Nl7391 001 May DISC 

N5 0670 001 Nov 01, 1991 Mar DISC 

N505B0 001 Dec 31, 1986 Jul CMFD 

N50580 002 Dec 31, 1986 Jul CMFD 

N50580 003 Dec 31, 1986 Jul CMFD 

BACITRACIN ZINC; r!Y"DROCOR'PISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE 

OINTMENT; OPHTHALMIC 
CORTISPORIN 

MONARCH PHARMS 400 ONITS/GM;1%;EQ 3.SMG 
BASE/GM;l0,000 UNITS/GM 

N50416 002 

NEOMYCIN !\ND POLYM'!XlN B SULFATES, BAClTRACIN ZINC AND HYDROCORTISONE 

Mar CRLD 

P.T + BAUSCH AND LOMB 400 UNITS/GM;U;EQ 3.SMG N64061J 001 Oct 30 1 1995 Mar CRLO 
BASE/GM;l0,000 UNITS/GM 

AT 

BACl'l'RACIN ZINC; NEOMYCIN SULFATE; l?OLYMYXIN B SULFATE 

OINTMENT; OPHTHALMIC 
NEOMYCIN AND POLYMYXIN B SULFATE AND BACITRACIN ZINC 

AKORN 400 UNITS/GM;EO 3.SMG 
BASE/GM; lQ,000 UNITS/GM 

NEOMYCIN AND POLYMYXIN B SULFATES AND BACITAACIN ZINC 
BAUSCH AND LOMB 400 UNTTS/GM;EO 3.5MG 

BASE/GM;I0,000 UNITS/GM 

N6SOB8 001 Feb 06 , 2004 Feb NEWA 

N64 064 001 Oct 30, 1995 Mar CRLD 
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OINTMENT; OPHTHALMJC 
NEOSPORIN 

AT MONARCH !?HARMS 400 ONrTS/GM;EQ 3 . SMG N50417 001 Mar CRLD 
BASE/GM;l0,000 UNITS/GM 

BACITRACl!ll ZI NC; POLYMYXIN B SULFATE 

OINTMENT; OPHTHALMIC 
BACITRACIN ZINC AND POLYMYXIN B SULFATE 

AT + BAUSCH AND LOMB 500 ONITS/GM;10,000 UNITS/GM N64046 001 Jan 26, 1995 Mar CRLO 

POLYSPORlN 
AT MONARCH PHARMS 500 UNITS/GM:10,000 UNITS/GM N61229 001 Mar CRT.O 

BECLOME:THASONE DI PROPIONATE 

AEROSOL, METERED; INHALATION 
VANCERIL 

+ SCJfERING 0.042MG/IN!! Nl?5?3 001 Jun CTEC 

VANCERIL DOUBLE STRENGTH 
@ SCHSRJNG 0.084MG/INH N20486 001 Dec 24 1 1996 Jun DISC 

BECLOMETHASONE DIPROPI ONATE MONOHYDRATE 

SPRAY, METERED; NASAL 
BECONASE /1.Q 

+ GLAXOSMITHKLINE EQ 0.042MG DIPRO£>/SPRAY N19389 001 Jul 27, 1987 Jun CTEC 

VANCENASE AQ 

1@ SCHERING EQ 0.042MG DIPROP/SPRAY N19589 001 Dec 23, 1'187 Jun DISC 

BENAZEPRIL HYDROCHLORIDE 

TABLET; ORAL 
BENAZEPRIL HCL 

AB ANDRX PHARMS 5MG N76267 001 Feb 11, 2004 Feb t-lEWA 

AB lOMG N76267 002 Feb 11, 2004 Feb NEWA 

AB 20MG N76267 003 Feb 11, 2004 Feb NEWA 

AB 4.0MG N76267 004 Feb 11, 2004 Feb tqEWA 

AB EON SMG N76402 001 Feb 11, 2004 Feb NEWA 

AB lOMG N76402 002 Feb 11, 2004 Feb NEWA 

AB 20MG 1'76402 003 Feb 11, 2004 Feb NEWA 

AB 40MG N76402 004 Feb 11, 2004 Feb NEWA 
AB GENPHARM 5MG N'164?6 001 E'eb 11, 2004 Feb NEWA 

AB lOMG N?64?6 002 Feb 11, 2004 Feb NEWA 

P.B 20MG N76476 003 Feb 11, 2004 Feb NEWA 

.AB 40MG N?6476 004 Feb 11, 2004 Feb NEWA 
Ao IVAX PHARMS SMG N76333 001 Feb 11, 2004 Feb NEWA 

AB l OMG N76333 002 Feb 11, 2004 Feb NEW.A 
AB 20MG N?6333 003 Feb 11, 2004 Feb NEWA 

AB 40MG N76333 004 Feb 11, 2004 Feb NEWA 

AB KV i?HARM SMG N761113 001 Feb 11, 2004 Feb NEWA 

AB lOMG N7611B 002 Feb 11, 2004 Feb NEJWA 

AB 20MG N76ll 6 003 Feb 11, 2004 Feb NEWA 

AB 40MG N?6118 004 Feb 11, 2004 Feb NEWA 

AB MYLAN 5MG N76430 001 Feb 11, 2004 Feb NEWA 
AB lOMG N76430 002 Feb 11, 2004 Feb NEW!l 
AB 20MG N76430 003 Feb 11, 2004 Feb NEWA 
AB 40MG N?6430 004 Feb 11, 2004 Feb NEWA 

AB RANBAXY SMG N76344 001 Feb 1 1 , 2004 Feb NEWA 
AB lOMG N7 634 4 002 Feb 11, 2004 Feb NEWA 
AB 20MG N76344 003 Feb 11, 2004 Feb NEWA 
AB 40MG N'16344 004 Feb 11, 2004 Feb NEWA 
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TABLET; ORAL 
BENAZEPRIL HCL 

AB TEVA SMG N16211 001 Feb 11 , 2004 Feb NEWA 
AB l0MG N76211 002 Feb 11, 2004 Feb NEWA 
AB 20MG N76211 003 Feb 11, 2004 Feb NEWA 
AB 40MG N76211 004 Feb 11, 2004 Feb N"EWA 

LOTENSUI 
AB NOVARTIS SMG Nl9851 001 Jun 25, 1991 Feb CFTG 
AB lOMG Nl9851 002 Jun 25, 1991 Feb CFTG 
AS 20MG N19851 003 Jun 25, 1991 Feb CFTG 

AB + 40MG Nl9851 004 Jun 25, 1991 Feb CFTG 

BENAZEPRIL HYDROCHLORIDE; HYDROCHLOROTHlAZIDE 

TABLET; ORAL 
BENAZEPRlL HCL ANO HYDROCHLOROTHIAZIDE 

AB ANDRX PH/\RMS SMG; 6. 25MG N76342 001 Feb 11, 2004 Feb NEWA 
P.B 10MG;l2 . 5MG N76342 002 Feb 11, 2004 Feb NEWA 
AB 20MG;12.SMG N76342 003 Feb 11, 2004 Feb NEWA 
AB 20MG;25MG N7 6342 004 Feb 11, 2004 Feb NEWA 
AB EON 5MG;6.25MG N76631 001 Feb 11, 2004 Feb NEWA 
AB 10MG;l2.5MG N76631- 002 Feb 11, 2004 Feb NEWA 
AB 20MG;l2.5MG N7 6631 003 Feb 11, 2004 Feb NEWA 
AB 20MG;25MG N76631 004 Feb 11 , 2004 reb NE'WA 

AB GENPHP.RM SMG;6.25MG N76612 001 Feb 11 , 2004 Feb NEWA 
AB 10MG;12.5MG N76612 002 Feb 11. , 2004 Feb NEW.I>. 
AB 20MG;l2.SMG N76612 003 Feb 11, 2004 Feb NEWA 
AB 20MG;25MG N76612 004 Feb 11, 2004 Feb NEW.I>. 
P.B IVAX PHARMS 5MG;6.25MG N76348 001 Feb 11 , 2004 Feb NEWA 
AB lOMG; 12. SMG N76348 002 Feb 11, 2004 Feb NEWA 
AB 20MG; l 2.S MG N76348 003 Feb 11, 2004 Feb NEWA 
AB 20MG;25MG N7 6348 004 Feb 11, 2004 Feb NEWA 
AB MYLAN SMG;6.25MG N76688 001 Feb 11, 2004 Feb NEWA 
AB 10MG;l2.SMG N76688 002 Feb 11, 2004 Feb NEWA 
AB 20MG;12.5MG N76688 003 Feb 11, 2004 Feb NEWA 
AB 20MG;25MG N76688 004 Feb 11, 2004 Feb NEWI\ 

LOTENSrN HCT 
AB NOVARTIS SMG; 6. 25MG N20033 001 May 19, 1992 Feb CFTG 
AB 10MG;l2.5MG N20033 002 May 19, 1992 Feb CFTG 
AB 20MG;l2 .SMG N20033 004 May 19, 1992 Feb CFTG 
AB + 20MG;25MG N20033 003 May 19, 1992 Feb CFTG 

BENZOYL PEROXIDE; ERYTHROMYCIN 

GEL; 'l'OPICAL 
BENZAMYCIN 

AB + DERMIK 1.ABS 5% ; 3\ N50557 001 Oat 26, 1984 Mat CN!G 

ERY'rHROMYCIN AND BENZOYL PEROXIDE 
AB AT!UX 5%;3% N65112 001 Mai: 29, 2004 Mar NEWA 

BETP.ME'l'HASONE DI PROPIONATE 

CREAM, AUGMENTED; TOPICAL 
BETAMETHASONE DIPROPIONATE 

AB ATRIX EO 0,05% BASE N76603 001 Jan 23, 2004 ,Jan NEWA 
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BETAMETHASONE DIPR.OPIONATE; CLOTRIMAZOLE 

LOTION; TOPICAL 
CLOTRIMAZOLE AND BETAMETHASONE DIPROPIONATE 

AB TARO EQ 0.05% BASE;l\ N754.93 001 Jul 28, 2004 Jul NEWA 

LOTRISONE 
AB + SCHERING PLOUGH RES EQ 0.05\ BASE; 1% N20010 001 Dec 06, 2000 Jul CFTG 

BETAMETHASONE SODIUM EHOSPHATE 

INJ ECTABLE; INJECTION 
BETAMETflASONE SODIUM PHOSPHATE 
@. STERIS EO 3MG BASE/ML N85738 001 Feb DISC 

C.ELE:STONE 
@ SCHERING EQ 3MG BASE/ML NJ..7561 001 Fe:b DISC 

BET!!ANECHOL CHLORIDE 

I NJECTABLE; INJECTION 
ORBCHOL1NE: 
@. ODYSSEY PHARMS 5MG/ML N06536 001 Jun CAHN 

TABLET; ORAL 
B.ETRANECH.OL CHLORIDE 

AA ABLE SMG N40492 001 Jul 27 , 2004 Jul NEWA 

AA. lOMG N40483 001 Jul 27, 2004 Jul NEWA 

AA 25MG N40485 001 Jul 27 , 2004 Jul NEWA 

AA SOMG N40509 001 Jul 27, 2004 Jul NEWA 

DUVOID 
AA l'IELLSPRING PHARM lOMG N86262 001 Jul CMFO 

'AA 25MG N86263 oot Jul CMFD 

URECHOLlNE 
@ ODYSSEY PHARMS SMG N06536 003 Jun CAHN 
@ lOMG N06536 002 Jun CAHN 
@ 25MG N06536 004 Jun CAHN 
@ 50MG N06536 005 Jun CAHN 

BISACOOYL; POLY-ETHYLENE GLYCOL; POTASSIUM CHLORIDE ; SODIUM BICARBONATE; SODIUM CHLORIDE 

FOR SOLUTION; TABLET, DEL/>.YW RELEASE; ORAL 
HALFLYTELY 

+ BRAINTREE SMG;210GM;0.74GM; 2.86GM;5 .6GM N21551 001 May 10 , 2004 May NEWA 

BRETYLlUM TOSYLATE 

!NJECTABLE; I NJECTION 
BRETYLIUM TOSYLATE 
I! HOSPIRA SOMG/~L Nl9033 001 A~z: 29, 1986 Jun DISC 

AP + SOMG/ML N19033 001 Apr 29 , 1986 May CAHN 

AP + INTL MEDICM'ION SOMG/ML N70119 001 Apr 2 9, 1986 Jun CRLD 

BRETYLIUM TOSYLATE IN DEXTROSE 5% IN PLASTIC CONTAINER 
AP + HOSPIRA 200MG/100ML Nl9008 002 Apr 29, 1986 May CAHN 

AP + 400MG/100ML N19008 003 Apr 29, 1986 May CAHN 
@ BOOMG/ lOOML Nl9008 001 Apr 29, 1986 May CAHN 

BRETYLIUM TOSYLATE tN PLASTIC CONTAINER 
AP + HOSPIRA 50MG/ML Nl9030 001 Apr 29, 1986 May CAHN 

BRIMONIDINE TARTRATE 

SOLUTION/DROPS; OPHTHALMIC 
BRIMONI DINE 't'ARTRA'fE 

>A> AT IVAX PHARMS 0.2% N76372 001 Sep 10, 2.004 Sep NEW.!\. 
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BROMOCRIPTINE MESYLATE 

TABLET; ORAL 
BROMOCRIPTlNE MESYLATE 

>A> 1\B MYLAN EQ 2.SMG BASE N7 6962 001 Sep 24, 2004 Sep NEWA 

BUMETANIDE 

INJECTABLE; INJECTION 
BOMETANIDE 

AP HOSPIRA 0.25MG/ML N74160 001 Oct 30, 1997 May CAHN 
AP 0.25MG/ML 11[7433 2 001 Oct 31, 199 4 May CAHN 

BOPIVACAINE HYDROCHLORIDE 

!NJECTABLE; INJECTION 
BUPIVACAINE HCL 

AP HOSPIRA 0.25% Nl8053 002 May CAHN 
AP 0.25% N70583 001 Feb 17, 1987 May CAHN 
Al' 0.25% N70586 001 Mac 03, 1987 May CAHN 
AP 0.25% N70590 001 Feb 17, 1987 May CllliN 
AP 0.51 N18053 001 May CllliN 
AP 0.5 N705B4 OOL Feb 17, 1986 May CAHN 
AP 0 . 5'6 N70597 001 Mar 03, 1987 May CAHN 
AP 0.5% N70609 001 Mar 03, 1987 May CAHN 
AP 0.75% Nl8053 003 11ay CAHN 
AP 0.75% N70585 001 Mar 03 , 1987 May CAHN 
AP 0.75\ N70587 001 Mar 03, 1987 May CAHN 

BUPIVACAINE HCL KIT 
@ HOSPIRA 0 .075% Nl9978 001 Sep 03, 1992 May CAHN 
@ 0.114% Nl9978 002 Sep 03, 1992 May CAHN 
@ 0.23% Nl9978 003 Sep 03, 1992 May CAHN 
MARCAINE HCL 

AP + HOSPIRA 0.25% Nl 6964 001 May CAHN 
AP + 0.5% Nl6964 006 May CAHN 

r-11\RCAINE HCL PRESERVATIVE FREE 
AP + HOSPIRA 0.25% Nl6964 012 May CAH~ 
AP + o.si N 169 64 005 May C/:\HN 
/:\P + 0.75% Nl6964 009 May CAHN 

INJECTMLE; SPlNAL 
BUPIVACAINE 

AP HOSPIRA 0.75 N718 10 001 Dec 11, 1987 May CAHN 
MARCAINE 

AP ➔• HOSPIRA 0 . 75t N18692 001 May 04, 1984 May CAHN 

BUPIVACAINE HYDROCHLORIDE; EPINEPHRINE 

INJECTABLE/ INJECTION 
BUPIVACAINE HCL AND EPINEPHRINE 

+ HOSPIRA 0.25%;0 . 00SMG/Mt. N71165 001 Jun 16, 1988 Mdy CAHN 
0,25 ; O.OOSMG/ML N71166 001 Jun 16, 1988 May CAHN 
0 . 25%;0 . 00SMG/ML N71167 001 JUn 16, 1988 May CAHN 
0.5%;0.00SMG/ML N71168 001 Jun 16, 1988 May CAHN 
0.5%;0 .00SMG/ML N71169 001 Jun 16, 1988 May CAHN 
O. S%;0.00SMG/ML N71170 001 Jun 16, 1988 Ma,y CAHN 
0 . 75%;0 .00SMG/ML N71171 001 Jun 16, 1988 May CAHN 
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BUPIVACAINE HYDROCHLORIDE; EPINEPHRINE BlTART'RATE 

INJECTABLE; INJECTtO'N 
MARCAINE HCL w/ EPINEPHRINE 

+ HOSPIRA 0 . 25%;0.0091MG/ML 

+ 0 . 5\;0.0091MG/ML 

MARCAINE HCL W/ EPINEPHRINE PRESERVATIVE FREE 
+ HOSPIRA 0.25%;0.0091MG/ML 

+ 0 . 5%;0,0091MG/ML 

+ 0.75\;0 . 0091MG/ML 

BUPRENORPHINE HYDROCHLOR!DE 

INJECTABLE; INJECTION 
BUPRENORPHINE IICL 

HOSPIRA EQ 0,3MG BASE/ML 

BUPROPION HYDROCHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 
BUPROPION HCL 

EON 

IMPAX LABS 

WELLBUTRIN SR 
GLAXOSMITH~LINE 

+ 
+ 
+ 

ZYBAN 

+ GLAXOSMITHKLINE 

BUSPTRONE HYDROCHLORIDE 

TJ>;BLET; ORAL 
BUSPIRONE HCL 

TEVA 

BOTOREHANOL TARTRATE 

INJECTABLE; INJECTION 

BOTORPHANOL TARTRATE 
HOSPIRA 

BOTORPHANOL TARTRATE 
HOSPIRA 

CAFFEINE CITRATE 

SOLUTION; INTRAVENOUS, 
CAFCIT 

+ MEAD JOHNSON 

100MG 

1.50MG 

150MG 

100MG 

lOOMG 

1 50MG 

150MG 

1 50MG 

100MG 

lSOMG 

150MG 

lSOMG 

150MG 

150MG 

30MG 

lMG·/ML 

2MG/ML 

PRESERVATIVE 
lMG/ML 

lMG/ML 

2MG/ML 

2MG/ML 

ORAL 

FREE 

EQ lOMG BASE/Mt. 
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ITT.6964 004 May CAHN 
N'16964 008 May CAHN 

N16964 on May CAHN 

Nl6964 007 May CAHN 

N16964 010 May CAHN 

N1H37 001 Jun 03, 1996 May CAHN 

N75932 001 Nov 25, 2003 May CFTG 

N75932 002 Mar 22, 2004 Mar NEWA 

N75932 00.2 Mar 22, 2004 May CTEC 

N75913 001 Jan 28 , 2004 May CTEC 

N75913 001 Jan. 28, 2004 Jan NEWA 

N75913 002 Mar 22, 200~ Mar NEWA 

N'75913 002 Mar 22, 200 4 May CTEC 
N75914 001 May 27, 2004 May NEWA 

N20358 002 Oct 04, 1996 May CTEC 

N20358 003 Oct 04, 1996 Jun C'l'EC 

N20359 003 Oct 04, 1996 Mai:: CFTG 

N20358 003 Oct 04, 1996 May CTEC 

N20711 003 Ma.y 14, 1997 J\J.n CTEC 

N20711 003 May 14, 1997 May CFTG 

N75022 004 Mar 25, 2004 Mar- NEWA 

N75559 001 Mar 20, 2000 May CAHN 

N75559 002 Mar 20, 2000 May CAHN 

N?4620 001 Jan 22, 1997 May CAHN 

N74626 001 Jan 23 , 1997 May CAHN 

N74620 00 2 Jan 22, 1997 May CAHN 

N74626 002 Jan 23, 1997 May CAHN 

N20793 001 Sep 21, 1999 Sep CPOT 
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SOLUTION; INTRAVENOUS, ORAL 
CAFCIT 

+ MEAD JOHNSON 

SOLO'l'ION; ORAL 
CAE'CIT 

MEAD JOHNSON 

EQ 30MG BASE/3ML (EQ lOMG 
BASE/ML) 

EO 30MG BASE/3ML (EO lOMG 
BASE/ML) 

CAE'fEINE; ERGOTAMINE TARTRATE 

TJI.BLET; ORAL 
ERCATAB 

SANDOZ 

N20793 001 Sep 21, 1999 Sep CPOT 

N207 93 002 Apt 1.2, 2000 Sep NEWA 

>A> AB + 

lOOMG; lMG 

lOOMG;lMG 

ERGOTAMLNE TARTRATE AND CAFFEINE 

N84294 001 

N84294 001 

Sep CFTG 

Sep CFTG 

>A> 
>A> AB WEST WARD lOOMG;lMG N40510 001 Sep 17, 2004 Sep NEWA 

AP 

AP 

AP 

AP 

Cl.:LCITRIOL 

INJECTABLE; INJECTION 
CALCITRIOL 

MAYllE PHARMA usr. O.OOlMG/ML 

0.002MG/ML 

N7~816 001 Jan 16, 2004 Jan NEWA 

N7S816 002 Jan 16, 2004 Jan NEWA 

CALClUM CHLORIDE 

INJECTABLE; INJECTION 
CALCIUM CHLORIDE 10% IN PLASTIC CONTAINER 

+ HOSPIRA 100MG/ML N21117 001 Jan 28, 2000 May CAHN 

CALCIUM CHLORIDE; DEXTROSE; l?OTASSIOM CHLORIDE; SODIOM CHLORIDE 

INJECTABLE; INJECTION 
DEXTROSE 5% AND RINGER'S IN PLAS'rIC CONTAINER 

HOSPIRA 33MG/100ML;5GM/100ML;30MG/100M.L;8 N18254 001 
60MG/100ML 

CALCIUM CHLORIDE; DEXTROSE; POTASSIUM CHLORIDE; SODIUM CflliOR!DE; SODIUM LACTATE 

INJECTA.BLE; INJECTION 
DEXTROSE 5% AND LACTATED RINGER'S IN PLASTIC CONTAINER 

HOSPIRA 20MG/100ML;5GM/100Mt;JOMG/l00ML;6 Nl7608 oot 
OOMG/100ML;310MG/100ML 

May CAHN 

May CAHN 

PO'fASS!UM CHLORIDE 
@ HOSPIRA 

lOMEQ IN DEXTROSE 5% AND LACTATED RINGER'S IN PLASTIC CONTAINER 
20MG/100ML; 5GM/).0QML,; 104MG/100r'(L; Nl9685 005 Oct 17, 1988 May CAHN 
600MG/100ML;3 l OMG/lOOML 
20MG/100MJ.,;5GM/100ML; 179MG/100ML; Nl96135 006 Oct 17, 1988 May CAHN 
600MG/100ML;310MG/100ML 

POTASSIUM CHLORIDE lSMEQ IN DEXTROSE 5% AND LACTATED RINGER'S IN PLASTIC CONTAINER 
@ HOSPIRA 201)[G/l00Ml,; 5GM/100ML; 254MG/100ML; Nl 9 685 007 Oct 17, 1988 May CAHN 

600MG/l00ML;310MG/100ML 
POTASSIUM CHLORIDE 20MEQ IN DEXTROSE Si AND LACTATED RINGERS IN PLASTIC CONTAINER 

AP HOSPlRA 20MG/100ML;SGM/100ML;l79MG/100ML; Nl968S 002 Oct 17, 1989 May CAHN 
600MG/100ML;Jl0MG/100ML 

AP 20MG/100ML;SGM/100ML;328MG/l00ML ; N19695 008 Oct 17, 1998 May CAHN 
600MG/100ML;Jl0MG/100ML 

POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 5% AND LACTATED RINGER'S IN PLASTIC CONTAINER 
@ HOSPIRA 20MG/100ML;5GM/100ML;254MG/100ML; N19695 003 Oct 17, 1988 May CAHN 

600MG/100ML;310MG/100ML 
POTASSIUM CHLORIDE 40MEQ IN DEXTROSE 5% AND LACTATED RINGER'S IN PLASTIC CONTAINER 

AP rlOSPIRA 20MG/100ML; SGM/lOOML; 32BMG/l00ML; Nl96B5 004 Oct 17, 1988 May CAHN 
600MG/100ML;310MG/100ML 

POTASSIUM CHLORtOE SMEQ IN DEXTROSE 5% AND LACTATED RINGER'S IN PLAST C CONTAINER 
@ HOSPIRA 20MG/100ML;SGM/100M.L;l04MG/100ML; Nl9685 00 1 Oct 17, 1988 May CAHN 

600MG/100ML;310MG/100ML 
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CALCLUM CHLORIDE; MAGNESIUM CHLORIDE; POTASS IUM CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE 

INJECTAELE; INJECTION 

~PN ELECTROLYTES IN PLASTIC CONTAINER 

1-20 

"HOSPIRA 1.6 . 5MG/ML; 25. 4MG/ML;74. 6MG/ML; 121 N18895 001 Jul 20 , 1984 May CAHN 
MG/ML; 16 . lMG/ML 

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE 

SOLUTION; PERFUSION, CARDIAC 

PLEGISOL IN PLASTIC CONTAINER 

AT + HOSPIRA 17. 6MG/100ML; 325. 3MG/100ML; 119 , 3M N18608 001 E'eb 26, 1982 May CAHN 
G/100ML;643MG/100ML 

AP 

AT 

AP 

CALCI!JM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 

RINGER'S IN PLASTIC CONTAINER 

HOSPIRJI_ 33MG/ lOO'ML; 30MG/ lOOML; 8 60MG/100ML N18251 001 

SOLUTION; IRRIGATION 

RINGER'S TN PLASTIC CONTAINER 

HOSPIRA 33MG/100ML; 30MG/100ML; 860MG/l00ML Nl 7635 001 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; SODIUM LACTATE 

INJECTABLE; INJECTION 

LACTATED RINGER'S IN PLASTIC CONTAINER 

HOSPIRA 20MG/100ML;30MG/100ML;600MG/100ML N1764l 001 
; 310MG/ lOOML 

SOLUTION; IRJUGATION 

LACTATED RINGER'S IN PLASTIC CONTAINER 

May CAHN 

May CAHN 

May CAHN 

A'I' HOSPIRA 20MG/100ML/ 30MG/100ML; 600MC/100ML Nl9416 001 Jan 17, 1986 May CAHN 
;310MG/l00ML 

AB 

AB 

AB 

AB 

AB 

AB 

AB 

AB 

CAJ:'TOPRIL 

TAB'LET; ORAL 

CAPTOPRIL 

DURAMED PHARMS BARR 12.SMG 

25MG 

50MG 

lOOMG 

KALI LABS 12.SMG 

25MG 

SOMG 

lOOMG 

CARBAMAZEPINE 

CAPSULE, EXTENDED RELEASE; OML 

CARBATROL 

SHIRE PHARM 

SUSPENSION; ORAL 

TERIL 

lOOMG 

200MG 

N74477 001 Feb 13, 1996 May CAHN 

N744 77 002 Feb 13, 1996 May CAHN 

N74 ,477 00:l Feb 13, 1996 May. C.Z\.HN 

N74477 004 Feb 13, 1996 May CAHN 

N74477 001 Eeb 13 , 1996 Aug CAHN 

N74 477 002 Feb 13 , 1996 Aug CAHN 

N74477 003 Feb 13, 1996 Jul CAHN 

N7 4 477 004 Feb 13, 1996 Aug CAHN 

N20712 003 Sep 30, 1997 )'lar CRLD 

N20712 001 Sep 30, 1997 Mar CRLD 

>A.> AB TARO lOOMG/SML N76729 001 Sep 20, 200 4 Sep NE\liA 

AB 

AB 

AB 

CARBIDOPA; LEVODOPA 

TABLET, EXTENDED RELEASE; ORAL 

CA.RBIDOPA ANO LEVODOPA 

IMPAX LABS 

KV PflARM 

25MGJ100MG 

50MG;200MG 

50MG;200MG 

N7 6521 001 May 14, 2004 May NEWA 

N16521 002 May 14, 2004 May NEWA 

N7 6663 001 Jun 24 r 2004 Jun NEWA 
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TABLET, EXTENDED RELEASE/ ORAL 
CARBIDOPA AND LEVODO!?A 

AB TORPHARM 25MG; lOOMG N76212 001 Jun 16, 2004 Jun NEWA 
AB 50MG;200MG N76212 002 Jun 16, 2004 Jun NEWA 

TABLET, ORALLY DISINTEGRATtNG; ORAL 
PARCO!?A 

SCHWAAZ PHARMA lOMG;lOOMG N76699 001 Aug 27, 2004 Aug NEWA 
.25MG; IOOMG N7 6699 002 Aug 27, 2004 Aug NEWA 

+ 25MG;250MG N76699 003 Aug 27, 2004 Aug NEWA 

CARBO PLAT IN 

INJECTABLE; IV (INFUSION) 
PARA!?LATIN 

+ BRISTOL MYERS SQUIBB EQ 600MG /60ML(lOMG/ML) N20452 004 Jan !5, 2004 Jan NEWA 

CARTEOWL Hl'DROClfLORI DE 

TABLET; ORAL 
CARTROL 
@ ABBOTT 2.SMG Nl9204 001 Dec .!8 ' 1988 Jun DISC 
@ 5MG Nl9204 002 Dec 28, 19B8 Jun DISC 

CEE'ACLOR 

CAPSULE; ORAL 
CEFACLOR 

AB C'ARLSBAD EQ 250MG BASE N65146 001 Jan 22, 2004 'J an NEWA 

AB EQ SOOMG BASE N65146 002 Jan 22, 2Cl04 Jan NEWA 

FOR SUSPENSION; ORAL 
CECLOR 

AB CEPH INTL EQ 125MG BASE/SML N62 206 001 May CAHN 

AB EQ 18'7MG BASE/SML N62206 003 Apr 20, 1988 May CAHN 

AB EQ 2SOMG BASE/SML N62206 002 May CAHN 

AB + EQ 375MG BASE/SML N62206 004 Apr 20, 1988 May CAHN 

TABLET, EXTENDED RELEASE; ORAL 
CE:CLOR CD 
@ LILLY EQ SOOMG BASE N50613 002 Jun 28 , 1996 J1.1n DISC 

CEFACLOR 
AB + IVAX !?HARMS EQ 500MG BASE N65057 001 Jan 05, 2001 Jun CRLD 

CEFAMANDOLE NAFATE 

INJECTABLE; INJECTION 
MANDOL 
@ LILL'/ EQ lGM BASE/VIAL N50504 002 Jul DISC 

@ E:Q 2GM BASE/VIAL N50504 003 Jul DISC 

CEFAZOLIN SODIUM 

INJECTABLE; INJECTION 
CBFAZOLIN SODIUM 
@ MARSAM PHARMS LLC EQ 250MG BASE/VIAL N62988 001 Dec 29, 1989 Jun DISC 
@ EQ SOOMG BASE/VIAL N62988 002 Dec 29, 1989 Jun DISC 
@ EQ lGM BASE/VIAL N62988 003 Dec 29, 1989 Jun DISC 
@ EQ SGM BASE/VIAL N62989 001 Dec 29, 1989 Jun DISC 
@ EQ 10GM BASE/VIAL N62989 002 Dec 29, 1989 Jun DISC 
@ EQ 20GM BASE/VIAL N62989 003 Dec 29, 1989 Jun DISC 

KEFZOL 

@ LILLY EQ 250MG BASE/VIAL N61773 001 Jun DISC 
@ EQ SOOMG BASE/VIAL N61713 002 Jun DISC 
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ll'lJECTABLF;; INJECTION 
KEFZOL 
@ LILLY EQ lGM BASE/VIAL t,16l..773 003 Jun DISC 
@ EQ lOGM EASE/VlAL N61773 004 Jun DISC. 
@ EQ 20GM 8ASE/V!AL ~61773 005 Sep 08, 1987 Jun DISC 

CEFDINIR 

FOR SOSPE'NSION; ORAL 
OMNICEF 

ABBOTT 125MG/SML N50749 001 Dec 04, 1997 Jul CRLD 

+ 250MG/5ML N50749 002 Jul 29, 2004 Jul NEW/.\. 

CEFIXIME 

SUSPENSION; ORAl, 

SIJPRA.X 

-t LUPIN lOOMG/SML N65129 001 Feb 23, ;!004 Feb NEWA 

TABLET; ORAL 
SOPAAX 

+ LUPIN 400MG N65 l30 001 Feb 12, 2004 Feb NEWA 

CEFOTAXIME SODIUM 

INJECTABLE; IN,JECTION 

CE!i'OTAXIME AND DEXTROSE 2, 4% IN PLASTIC CONTAINER 

+ B B.RAUN EQ 2GM BASE N50792 001 Jul 29, ?004 ,Jul NEWA 

CEFOTA){IME AND DEXTROSE 3.9i IN PLASTIC CONTAINER 
t B BRAUN EQ lGM BASE N50792 002 Jul 29, 2004 J\Jl NEWA 

CEFTAZIDIME 

INJECTA.BLE; INJECTION 
CEFTAZIOIME 

A.P ACS DOBFAR 500MG/VIAL N62640 001 Nov 20, 1995 Apr CTNA 

AP lGM/VIAL: N6264 0 002 Nov 20, 1985 Apr CTNA 

AP 2GM/VIAL N62640 003 Nov 20, 1985 Apr CTNA 

TAZIC.EF 
AP flOS'PIAA SOOMG/VIAL 1'16266:Z 001 Mar 06, 1986 May CAHN 

AP l.GM/VIAL N62662 002 Mar 06, 1986 May CAHN 

AP lGM/VlAL t-164032 001 Oct 31, 1993 May CAHN 

AP 2GM/VIAt. N62662 003 Mar 06, 1986 May CARN 

AP 2GM/VIAL N64032 002 Oct 31, 1993 May CAHN 

AP 5GM/VIAL N62662 004 Mar 06, 1986 May CAHN 

TAZIDIME 
@ LILLY lGM/VIAL N62655 001 Nov 20, 1985 Apr DISC 

@ 2GX/VIAL N62655 002 Nov 20, 1985 Apt: DISC 

CEFTIBOTEN DIHYDRATE 

CAPSOLE; ORAL 
CEDAX 

>D> + BIOVAIL EQ 400MG BASE NS0685 002 Dec 20, 1995 Sep CAHN 

>A> + SHIONOGI EQ 400MG BASE N50685 002 Dec 20, 1995 Sep CAHN 

FOR SUSPENSION; ORAL 

Cfi:DAX 
>D> BI OVAIL EQ 90MG BASE/SML N50686 001 Dec 20, 1995 Sep CAHN 
>D> + EQ 180MG BASE/SML N50686 002 Dec 20, 1995 Sep CAHN 
>A> SHIONOGI EQ 90MG BASE/SML N50686 001 Dec 20, 1995 Sep CAHN 
>A> + EQ l80MG BASE/ 5ML N50686 002 Dec 20 , 1995 Sep CARN, 
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CEfOROXIME AXETIL 

TABLET I _ORAL 
CEFUROXIME AXETil.t 

AB SANDOZ EQ 250MG BASE N65126 001 Oct z-8 I 2003 Aug CAF!N 

AB EQ SOOMG BASE N65126 002 Oct 20, 2003 Aug Cll.HN 

CEFUROXIME SODIUM 

I NJECTABLE; IM-IV 
CEFOROXI'ME 

AB HIKMJ\. FARMACETITICA EQ 750MG BASE/VIAL N65048 001 Jan 09, 2004 Jan NEWA 

KEFUROX 
@ LILLY EQ 750MG BASE/VIAL N62591 001 Jan 10, 1986 Jun DISC 

INJECTABLE; INJECTION 
CEf'UROXI.ME 

AP HIKMA FARMACEUTICA EQ 1.5GM BASE/VIAL N65048 002 Jan 09, 2004 Jan NEWA 

AP EO 7 . 5Gl1 BASE /VI Al'.. N65046 001 Jan 09, 2004 Jan NEWA 

KEFIJROX 
@ LILLY EQ 1,5GM BASE/VIAL N62591 002. Jan 10, 1986 Jun DISC 
@ EQ l .SGM BASE/VIAL N62592 002 Jan 10, 1986 Jun DISC 
@ EQ 7.SGM BASE:/V'.tAL N62591 003 Dec 17, 1987 Jun DISC 

INJECTABLE; INTRAVE'NOOS 
i<EFUROX 
@ LILLY EQ 750MG BASE/VI.AL N625 92 001 Jan 10, 19B6 Jun DISC 

>D> CELLOLOSE SODIUM PHOSPHATE 

>D> POWDER; ORAL 
>0> CA.LC!BIND 
>D> + MISSION PHARMA 300GM/BOT N1B757 003 Oct 16, 1984. Sep DISC 
>A.> @ 300GM/BOT N18?57 003 Oct 16, 1984. Sep DISC 

CEPHALEXIN 

CAPSULE; ORAL 
KEFLEX 

AB ADVANCIS PH.liRM EQ 250MG BASE N50405 002 Jun CA.HN 

AB + EQ SOOMG BASE N50405 003 vun CAHN 

FOR SUSPENSION: ORAL 
KEFLEX 
@ A.DVANCIS PHARM EQ lOOMG BASE/ML N50406 003 .Jun CA.HN 
@ EQ 125MG BASE/SML N50406 001 Juo CAHN 
@ EQ 250MG BASE/5ML N50406 002 Jun CAHN 

TABLET; ORAL 
KEFLET 
@ LILLY EQ 250MG SASE MS0440 003 Feb 26, 1987 Jun DISC 

CEPHALEXIN HYDROCHLORIDE 

TABLET; ORAL 
KEFTAB 
@ LILLY EQ SOOMG BASE N50614 002 Oct 29, 1~87 Jul DISC 

CETIRIZINE BYDROCHLORIDE 

TABLET, CHEWABLE: ORAL 
ZYRTEC 

PFIZER. SMG N21621 001 Mar 16, 2004 Mar NEWA 

+ lOMG N21621 002 Mar 16, 2004 Mar NEWA 
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CEVIMEL!NE HYDROCHLORIDE 

CAPSULE; ORAL 
EVOXAC 

+ DAIICHI EQ 30MG SASE 

CHLOROIAZEPOXIOE HYDROCHLORIDE 

INJECTABLE; INJECTION 
lJIBRIUM 
@ VALEANT PHARM INTL 

CHLORHEXIOINE GLUCONATE 

SOLUTION; DENTAL 
CHLORHEXIDINE GLUCONATE 

MORTON GROVE 

CHLOROPROCAINE HYDROCHLORIDE 

INJECTABLE; INJ"ECTION 
CHLOROPROCAINE HCL 

HOSPIRA 

NESACAINE 
AS'L'RAZENECA 

CHLOROTHIAZIDE 

SUSPENSION; ORAL 
DHJRIL 

+ MERCK 

@ 

TABLET; OAA.L 
CHLOROTHIAZIDS 

MYLAN 

-t 

DIURIL 
l'!ERCX 

@ 

+ 
@ 

CHLORPHENIRAMINE MALEATE 

TABLET; ORAL 
CHLORPHEN!RAl:UlIB MALEATE 

lOOMG/AMP 

0.12 % 

2% 
3% 

21 

2S0MG/SM.L 

250MG/5ML 

250MG 

250MG 

250MG 

250MG 

SOOMG 

SOOMG 

@ MOTOAL PHARM 4MG 

CHLORPHENIRAMINE POLIST1REX; CODEINE POL!STIREX 

SUSPENSION, EXTENDED RELEASE; ORAL 
COOEPREX 

+ CELLTECH PHARMS 

CH.LORTHALIOONE 

TABLET; ORAL 
CHLORTHALIDONE 
@ MUTUAL PRARM 
@_ 

EQ 4MG MALEATE/SML;EQ 20MG 
BASE/SML 

25MG 

SOMG 

N':20989 002 Jan l~, ZOOO Jun CAHN 

1'112301 001 J\ln DISC 

N75006 001 Mar 03, 2004 Mar NEWA 

N87447 001 Apr 16, 1982 May ~N 

N87446 001 Apr 16, 1982 May CAHN 

N09435 002 Jun CTEC 

Nll870 001 Sep DISC 

N11870 001 Sep orsc 

N84388 001 Sep CRLD 

N84388 001 Sep CRLO 

Nl1145 004 Sep DISC 

Nlll45 004 Sep DISC 

N11145 002 Sep DISC 

Nlll45 002 Sep DISC 

NB0700 001 11.ug CARN 

N21369 001 Jun 21, 2004 Jun NEWA 

N87292 001 

N87293 001 

Aug CAHN 

Aug CAHN 
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CHORIOGONADOTROPIN ALFA 

INJECTABLE; INJECTION 
OVIDREL 
@ SERONO INC 0.25MG/VIAL N:21149 001 Sep 20 , 2000 May DISC 

INJECT/\BLE; SUBCU1'ANEOUS 
OVIDREL 

• SE.RONO INC £Q 0.25MG /0.SML N21149 002 Oct 06 1 2003 Apr CPOT 

CHROMIC CHLORIDE 

INJECTABLE; INJECTION 
CHROMIC CH~ORTOE IN PLASTIC CONTAINER 

+ HOSPIRA EQ 0.004MG CHROMIUM/ML N18961 001 Jun 26, 1986 May CAHN 

CICLOPIROX 

SUSPENSION; TOPICAL 
CICLOPIROX 

AB ALTANA 0. 77% N76422 001 Aug 06, 2004 Aug NEWA 

LOPROX 
AT + MEDICIS 0. 77% N19824 00 1 Dec JO, 1988 Aug CFTG 

CIMETIOINE R~OROCHLORIDE 

INJECTABLE; INJECTION 
CIMETIDINE HCL 

AP HOSPIRA EQ 300MG BASE/2ML N74296 001 Mar 28, 1997 May CAHN 

Al? EQ 300MG BASE/2ML N74344 001 Jan 31, 1995 May CAHN 

AP EQ 300MG BASE/2ML N74345 001 Jan 31, 1995 May CAHN 

AP EQ 300MG BASE/2ML N74412 001 Mar 28, 1997 May CAHN 

AP EQ 300MG BASE/2ML N74422 001 Jan 31, 1995 May CAHN 

CIMETIOINE HCL IN SODI □M CHLORIDE 0.9% IN PLASTIC CONTAINER 
A.I' HOSPIRA EQ 6MG BASE/ML N74269 001 Dec 27, 19514 M,5y CAHN 

+ EQ 90MG BASE/lOOML N74468 005 Dec 29 , 1994 May CAHN 

+ EQ 120MG BASE/lOOML N7446B 006 Dec 29, 1994 May CAHN 

+ EQ 180MG £ASE/100ML N7446B 003 Dec 29, 199 4 May CAHN 

+ EQ 240MG BASEllOOML N74468 004 Dec 29, 1994 May CAHN 

+ EQ 360MG BASE/lOOML N74468 001 Dec 29, 1994 May CAHN 

+ EQ 480MG BASE/100ML N74468 002 Dec 29, 1994 May CAHN 

CINACALCET HYDROCHLORIDE 

TABLET; ORAL 
SENSIPAR 

1>..NJGEN EQ 30MG BASE N21688 001 Mar 08, 2004 Mar NEi'lA 

EQ 60MG BASE N21688 002 Mar OB, 2004 Mar NEWA 

+ EQ 90MG BASE N21688 003 Mar OB, 2004 Mar NEWA 

CIEROFLOXACIN HYOROCHLORlDE 

SOL□TION/DROPS; OPHTHALMIC 
CILOXAN 

>D> + ALCON EQ 0,]t BASE Nl9992 001 Dec 31, 1990 Sep CE'TG 

>A> AT + EQ 0.3%, BASE Nl9992 001 Dec 31, 199□ Sep CFTG 

CIPROFLOXACIN 
AT BAUSCH AND LOMB EQ 0.3% BASE N7 6754 001 Jun 09, 2004 Jun NEWA 

AT NOVEX EQ 0,3% BASE N75928 001 Jun 09, 2004 Jun NEWA. 

TABLET; ORAL 
Cil?RO 

AB BAYER PHARMS EQ lOOMG BASE Nl9537 001 Api:: 08, 1996 Jun CFTG 
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TA!lLET; ORAL 

CIPRO 
AB BAYER PHARMS EQ 2S0MG BASE N19537 002 Oct 22, 1987 Jun CE'TG 
AB EQ SOOMG BASE N19S37 003 Oct 22 , 1967 Jun CFTG 
AB + EQ 750MG BASE N19537 004 Oct 22, 1987 Jun CFTG 

CIPROFLOXACIN 
AB BAM EQ 250MG BASE N74124 001 Ju)'l 09, 200 4 Jun NEWA 
AB EQ 500MG BASE N74124 002 Jun 09, 2004 Jun NEWA 
AB EQ 750MG BASE N74124 003 J un 09, 2004 Jun NEWA 
AB COBALT EQ 250MG BASE N76794 002 Jun 09, 2004 Jun NEWA 
AB EQ SOOMG BASE N76794 003 Jun 09, 2004 Jun NEWA 
AB EQ 7SOMG BASE N76794 004 Jun 09, 2004 Jun NEWA 
AB DR REDDYS LABS LTD EQ lOOMG BASE N7S593 002 Jun 09, 2004 Jun NEWA 
AB EQ 250MG BA.SE N75593 003 Jun 09, 2004 Jun NEWA 
AB EQ 500MG BASE N75593 004 Jun 09, 2004 Jun NEWA 
AB EQ 750MG BASE N75593 001 JUJl. 09, 2004 Jun NEWA 
AB EON EQ 250MG BASE N76593 002 Jun 09, 2004 Jun NEWA 
AB EQ SOOMG BASE N76593 003 Jun 09, 2004 Jun NEWA 
AB EQ 750MG BASE N76593 004 J\ln 09, 2004 Jun NEWA 
AB GENPHARM EQ 250MG BASE N75817 002 Jun 09, 2004 Jun NEWA 
AB EQ SOOMG B.ASE N75817 003 Jun 09, 2004 Jun NEWA 
AB EO 750MG BASE N75817 004 Jun 09, 2004 Jun N'EWA 
AB H IKl"J\, EQ 250MG BASE N76558 002 Jun 09, 2004 Jun NEWA 
AB EQ 500MG BASE N76558 003 Jun 09, 2004 Jun NEWA 
AB EQ 750MG BASE 1'1?6558 004 Jun 09, 2004 J\Jn NEWA. 
AB IVAX PHARMS EQ 250MG BASE N76089 002 Jun 09, 2004 Jun N'EWI>. 
AB EQ SOOMG BASE N76089 003 Jun 09, 2004 Jun NEWA 
AB EQ 150MG BASE N7 608 9 004 Jun 09, 2004 Jun NEWA 
AB MAR'rEC EQ 250MG BASE N76138 001 Jun 09, 2004 Jun N!i!WA 
AB EQ 500MG BASE N76138 002 Jun 09, 2004 Jun NEWA 
AB EQ 750MG BASE N76138 003 Jun 09, 2004 Jun NEWA 
AB MYLAN EQ 250MG BASE N7568S 002 Jun 09, 2004 Jun NEWA 
AB EQ SOOMG BASE N75685 003 Jun 09, 200 4 Jun NEWA 
AB EQ 750MG BASE N75685 001 Jun 09, 2004 Jun NEWA 
AB RANBAXY EQ 250MG BASE N75741 001 Jun 09, 2004 Jun NEWA 
AB EQ SOOMG BASE N75747 002 J'un 09, 2004 Jun NEWA 
AB EQ 750MG BASE N75747 003 Jun 09, 2004 Jun NEWA 
AB SANDO:& EQ 2SOMG BASE N75939 002 Jun 09, 2004 Jun NEWA 
AB EQ SOOMG BASE N75939 003 Jun 09, 2004 Jun NEWA 
AB EQ 750MG BASE N75939 004 Jun 09, 2004 Jun NEWA 
AB TEVA EQ 250MG BASE };76136 001 Jun. 09, 2004 Jun NEWA 
AB EQ SOOMG BASE N76136 002 Jun 09, 2004 Jun NEWA 
AB EQ 750MG BASE N76136 003 Jun 09, 2004 Jun NEWA 

>A> AB UNIQUE eHARM LA.BS EQ 250MG BASE N76639 001 Sep 10, 200~ Sep NEWA 
>A> AB EQ 500MG BASE N76639 002 Sep 10, 2004 Sep NEWA 
>A> AB EQ 750MG BASE N76639 003 Sep 10, 2004 Sep NEWA 

CIPROFLOXACIN; CIPROFLOXACIN HYDROCHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 
CIPRO XR 

+ BAYER PHARMS 425.2MG;EQ S74.9MG BASE N21473 002 J\.ug 2B, 200 3 Feb CDFR 

CITRIC ACID; MAGNESIUM OXIDE; SODIUM CARBONATE 

SOLUTION; IRRIGATION 
UROLOGIC GIN PLASTIC CONTAINER 

AT HOSPIRA 3 .24GM/100ML;3BOMG/100ML;430MG/10 Nl8904 001 May 27 1 l983 May CAHN 
OML 
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CLAORIBINE 

INJisCTABLE; INJECTION 
CLADRIBINE 

AP AM PHARM lMG/ML N76571 001 Apr 22, 2004 Apr NEWA 

CLARITHROM'fCIN 

TABLET, EXTENDED RELEASE:; ORAL 
SIAXIN XL 

AB ABBOTT SOOMG N50775 001 Mar 03, 2000 Jun CF'l'G 

CLARITHROMYCIN 
AB ANDRX PHARMS 500MG N65145 001 Jun 24, 2004 Jun NEWA 

TABLET; ORAL 
BIAXIN 

1\.8 + ABBOTT 250MG N50 662 001 Oct 31, 1991 May ,cFTG 

AB + SOOMG N50662 002 Oct 31, 1991 May CFTG 

CLARITHROMYCIN 
>A> AB RANBAXY 2SOMG N65174 001 Sep 24, 200 4 Sep NEWA 

>A> l'.T! SOOMG N65174 002 Sep 24, 2004 Sep NEWA 

AB ROXANE 250MG N65178 002 May 25, 2004 May NEWA 

AB 500MG N65178 001 May 25, 2004 May NEWA 

CLEMASTINE E'UMARATE 

TABLET; ORAL 
CLEMASTINE FUMARATE 

AB + TEVA 2 . 68MG N73283 001 Jan 31, 1992 Mar CRLD 

'rl\VIST 
@ NOVARTIS 2.68MG Nl7661 001 Mar DISC 

CLINDAMYCIN HYDROCHLORIDE 

CAPSULE; ORAL 
CLINDAM\'CIN HCL 

AB COREPHARMA EQ 150MG BASE N65194 001 Mar 221 2004 Mar NEl'/A 

AB EQ 300MG BASE N65194 002 Mar 22, 2004 Ma r NEWA 

CLINDAMYCIN PALMITATE HYDROCHLORIDE 

FOR SOLUTION; ORAL 
CLEOCIN 

+ PHARMACIA ANO UPJOHN EQ 7SMG BASE/5ML N62644 001 Apr 07, 198 6 May CRLD 

CLINDAMYCIN PHOSPHATE 

INJECTABLE:; INJECTION 
CLINDAMYCIN PHOSPHATE 
@ BAXTER HLTHCARE EQ 150MG BASE/ML N62953 001 Apr 21, 19B8 Aug CAHN 

>A> AP BEDFORD EQ 150MG BASE/ML N6520 6 001 Sep 24 , 2004 Sep NEWA 

AP HOSPIRA EQ 150MG BASE/ML N62800 001 Jul 24, 1987 May CAHN 

AP EQ l50MG BASE/ML N62801 001 Jul 2q , 1987 May CAHN 
@ EQ 150MG BASE/ML N629n 001 Sep 29, 1988 May CA!IN 

SOLUTION; TOPICAL 
CL!NDAM\'CIN PHOSPHATE 

AT TARO PHARM INDS EQ 1\- BASE N65184 001 Mar 31, 2004 Ma1: NEWA 

CLOBETASOL PRO!?IONATE 

SHAMPOO; TOPICAL 
CLOBEX 

+ GALOERMA LABS 0,05%- N21644 001 Feb 05, 200 4 Feb NEWA 



AB 

>A> AB 

>A> AB 

>A> AB 

AB 

AB 

AP 

AN 
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CLONIDINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
DURACLON 

.MI PHARMA O. lMG/ML 

+ 0. SMG/ML 

TABLET; ORAL 
CUJNIDINB HCL 

MUTUAL PHARM O. lMG 

@ 0.2MG 
@ 0. JMG 

CLORAZEPATE DI POTASSIUM 

CAPSULE; ORAL 
CLORAZEPA'TE DI POTASSIUM 
@ SANDOZ 7. SMG 

TABLEJT; ORAL 
CLORAZEPATE DI POTASSIUM 

RANBAXY 3.75MG 

7.SMG 

15MG 

CLOTRIMAZOLE 

TROCHE/LOZENGE; ORAL 
CLOTRIMAZOLE 

ROXANE lOMG 

MYCELEX 
+ 'BAYER PHARMS lOMG 

CLOZAPINE 

TABl.,ET, ORALLY D! SINTEGRATING; ORAI. 
FAZACLO 

ALAMO PHARMS 25MG 

+ 100MG 

FAZACLO ODT 
ALAMO BHARMS 25MG 

+ lOOMG 

COLISTIMETHATE SODIUM 

INJECTABLE; INJECTION 
COLISTIMETHATE 

PADDOCK EQ lSOMG BASE/VIAL 

CROMOLYN SODIUM 

AEROSOL, METERED; INHALATION 
INT/:\L 

+ KING PHARMS 

SOLUTION; INHALATION 
INTAL 

+ KING PHARMS 

CUPRIC CHLORIDE 

INJECTABLE; INJECTION 

0.8MG/INH 

lOMG/ML 

CUPRIC CHLORIDE IN PLASTIC CONTAINER 
+ HOSPIRA EQ 0.4MG COPPER/ML 

9 - September 20 0!'1 1-28 

N20615 001 Oct 02, 1996 Jun CR.LO 

N20615 002 Apt 27, 1999 Jun NEWA 

l:'17092:i 001 Sep 04, 1987 Aug CAHN 

N70924 001 Sep 04, 1987 Aug CAHN 

N70923 00l Sep 04, 1987 Aug CAHN 

N72220 001 Aug 26, 1 9i!B Aug DISC 

N76911 001 Sep 29, 2004 Sep NEWA 

N76911 002 Sep 29, 2004 Sep NEWA 

N76911 003 Sep 29, 2004 Sep NEWA 

N7-6387 001 Jul 29, 2004 Jul NEWA 

Nl8713 001 J un 17, 1983 Jul CFTG 

N21590 001 Feb 10, 2004 Feb NEW/\. 

N21590 002 Feb 10, 2004 Feb NEWA 

N21590 001 Feb 10, 2004 Jul CTNA 

N21590 002 Feb 10, 2004 Jul CTNA 

N65177 001 Mar 19, 2004 Mar NEWA 

Nl8887 001 Dec 05, 1985 Jan CAHN 

N18596 001 Ma.y 28, 1982 Jan CAHN 

Nl 8960 001 Jun 2 6, 1986 May CAHN 
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>D> 
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CYANOCOBALAMIN 

INJECTABLE; INJECTION 
CYANOCOBALAMIN 

BIONICHE ANIM l:ILTH lMG/Ml 

lMG/MI'.. 

BIONICHE PHARMA lMG/ML 

CYCLOBENZAPRINE HYDROCHLORIDE 

TABLET; OR.Al, 

CYCLOB"ENZAPRINE HCL 
MUTUAL PH:ARM 

CYCLOSPORINE 

SOLUTION; ORAL 

CYCLOSPORINE: 
ABBOTT 

MORTON GROVE 

PLIVA 

NEORAL 
1- NOVARTIS 

+ 

SAND IMMUNE 

+ NOVARTIS 

+ 

CYPROHEPTADINE HYDROCHLORIDE 

SYRUP; ORAL 
CYPROHEPTAOINE HCL 

+ ALPHARMA 

PERIACTIN 
@ MERCK 

CYSTEINE HYOROCHLORtOE 

INJECTABLE; INJECTION 
CYSTEINE HCL 
@ HOSPIRA 

CYTARABINE 

lNJECTASLE; INJECTION 
CYTARABINE 

AM PHARM 
-1- MAYNE PHARMA USA 

DAONORUBICIN HYDROCHLORIDE 

INJECTABLE; INJECTION 
DAONORUBICIN RCL 

lOMG 

lOOMG/ML 
lOOMG/ML 

lOOMG/ML 

100MG/ML 

100MG/ML 

100MG/ML 

100MG/ML 

lOOMG/ML 

lOOMG/ML 

2MG/SML 

2MG/5ML 

7.2S'k 

lOOMG/ML 

lOOMG/ML 

BIGMAR BIOREN PHARMS EQ 20MG BASE/VIAL 

DEFEROXAMINE MESYLATE 

INJECTABLE; INJECTION 
OEFEROXAMINE MESYLATE 

ABBOTT 500MG/VIAL 
2GM/VIAL 

tM0~Sl 001 Sep 23, 2003 Sep CAHN 

N40451 001 Sep 23, 2003 Apr CAHN 

N4045 1 001 Sep 23 , 2003 Sep CAHN 

N73541 001 May 23, 1995 Aug CAHN 

N6502S 001 Mar 03, 2000 Sep CTE:C 

N65025 001 Mar 03, 2000 Sep CTEC 
N65133 001 Sep 11, 2004 Sep NEWA 
N65054 001 Dec lB , 2001 Sep CTEC 

N65054 001 Dec 18, 2001 Sep CTEC 

NS0716 001 Jul 14, 1995 Sep CTEC 
N50716 001 Jul 14, 1995 Sep CTEC 

N50574 001 Nov 14, 1983 Sep CFTG 

N50574 001 Nov 14, 1983 Sep CFTG 

N86833 001 Aug CRLD 

Nl 3220 002 Aug DISC 

Nl9S23 001 Oct 22, 1986 Aug CAHN 

N765 2 001 Jan 15, 200g Jan NEWA 

N15383 001 Nov 22, 1999 Jan CFTG 

N65000 001 May 25, 1999 Jul CAHN 

N76019 001 Mar 11, 2004 Mar NEWA 

N16019 002 Mar 11, 201H Mar NEWA 
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INJECTABLE; INJECTION 
OEFEROXAMINE MESYLATE 

HOSPIRA SOOMG/VIAL N760H 001 Mai:: 17, 2004 May CAHN 
2GM/VIAL N76019 002 Mar 17, 2004 May C!\HN 

DESFERAL 
+ NOVARTIS SOOMG/vtAL Nl6267 001 Mar CFTG 
+ 2GM/V!AL IH6267 002 May 25, 2000 Mar CPTG 

DEMECLOC'lCLINE HYDROCHLORIDE 

TABLET; ORJ.IL 
DECLOMYCIN 

ESP PHARMA 150MG N50261 002 Mac CFTG 

+ 300MG 'N50261 003 Mar CFTG 

OEMECLOCYCL!NE HCL 
IMPAX LABS lSOMG N65094 001 Ma r 22, 2004 Mar NEWA 

300MG N65094 002 Mar 22, 2004 Mar NEWA 

DESERPIDINE; METHYCLOTHIAZIDE 

TABLET; ORAL 
ENDORONYL 
@ ABBOTT 0 .. 25MG:5MG N12775 001 Jun DISC 

ENDURONYL FORTE 
(! ABBOTT 0. 5MG; SMG Nl2775 002 ,iun DISC 

DESIRUDIN 

INJECTABLE; SUBCUTANEOUS 
IPRIVASP( 

t CANYON lSMG/VIAL N21271 001 Apr 04, 2003 Apr CAHN 

DESLORATAOINE 

SYRUP; ORAL 
CLAR1NEX 

+ SCHERING 0. 5MG/ML N21300 001 Sep 01, 2004 Sep li!EWA 

DESMOPRESSIN ACETATE 

INJECTABLE; INJECTION 
DESMOPRESSIN ACETATE 

HOSPIRA 0 . 004MG/ML N75220 001 Aug 28, 2000 May CAHN 

SPRAY, METERED; NASAL 
STIMATE 

+ AVEN'l'lS BEHRING 0.15MG/SPRAY N20355 001 Mai: 07, 1994 Sep CAHN 

+ ZLB BEHRING O.lSMG/SPRAY N20355 001 Mar 07, 1 994 Sep CAHN 

DESOGESTREL; ETHINYL ESTRADIOL 

TABLET; ORAL-28 
CYCLESSA 

+ ORGANON USA INC 

VELTVET 
DURA.MEO PHARMS -BARR 

DESOXIMETASONE 

CRJ::AM; TOPICAt 
TOPICORT 

+ TARO PHARMS NORTH 

0.1MG,0.125MG,0.15MG;0.025MG,0 . 02 N21090 001 Dec 20, 2000 Feb CFTG 
5MG,0 . 025MG 

0.1MG,0.125MG,0 . 15MG;0.025MG,0.02 N76455 001 Feb 24, 2004 Feb NEWA 
SMG,0.025MG 

0.25% N17856 001 Jun CAHN 
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CREAM; TOPICAL 
TOPICORT LP 

AB -+ TARO ?HARMS NORTH 0.05'! Nl8309 001 Jun CAHN 

GEL; TOPICAL 
TOPICOR'f 

AB + TARO PHARMS NORTH 0.05% Nl8586 001 Mar 29, 1982 J un CAHN 

OINTMENT; TOPICAL 
TOPICORT 
@ TARO PHARMS NORTH O.OSi Nl8594 001 Jan 17, 19B5 Jun CAHN 

AS + 0,25% Nl8763 001 Sep 30, 1983 Jun CAHN 

DEXAMETHASONE 

TABLET; ORAL 
DEXA.METHASONE 
@ MUTUAL PHARJ-1 0.25MG N840B 001 t..ug CAHN 

@ 0. 25MG NB 47 64 001 Aug CAHN 

@_ 0.SMG N84084 001 Aug CAHN 
@ O.SMG N84766 001 Aug CAHN 

@ 0.7SMG N84081 001 Aug CAHN 
@ 0. 75MG tl84765 001 Aug CARN 

@ J . SMG N84 08 6 001 Aug CAHN 
@ 1.SMG N84763 001 Aug CAHN 

DEXAMBTHASONE SODIUM PHOSPHATE 

SOLUTION/DROPS ; OPHTFIALMit::, OT!C 
.>D:> DECADRON 
:>D> AT f- MERCK EQ O .1% PHOSPHA'rE Nll984 001 Sep DISC 

">A> @ EQ O .1% PHOSPHATE: Nll984 001 Sep DISC 

DEXAMETHASONE SODIUM PHOSPHATE 
>D> AT ALCON DNIVERSAL EQ 0.1% PHOSPHATE N"88771 OOl Jan 16, 1985 Sep CR,LD 

-:>A> AT EQ o.a PHOSPHATE N88771 001 Jan 16, 1,985 Sep CRLD 

DEXAMETHASONE; NEOMYCIN SULFATE; POLYMYXIN B SOLFATE 

SUSPENSION/DROPS; OJ?HTHALMl:C 

.OEXACIDIN 
@ NOVARTIS O, H;EQ 3 . 5MG BASE/ML;l0,000 N62544 001 Oct 29, 1984 Apr DISC 

UNITS/ML 

DEXMEDE'rOMIDINE 

INJECTABLE; INJECTION 
PRECEDEX 

+ HOSPIRA EQ lOOOGM BASE/ML N21038 001 Dec 17, 1999 May CAHN 

DEXRAZOXANE H~DROCBLORIDE 

INJECTABLE ; INJECTION 
.>A> DEXRAZOXANE 
> A> AP BEDFORD EQ 250MG BASE/VIAL N76068 001 Sep 28 , 2004 Sep NEWA 

>A> AP EO 500MG BASE/VIAL N76068 002 Sep 28, 2004 Sep NEWA 

ZlNECARO 
>D> ~ PHARMACIA AND OPJOHN EQ 250MG BASE/VIAL N20212 001 May 26 , 1995 Sep CfTG 

>A> AP t EQ 250MG BASE/VIAL N20212 001 May 26, 1995 Sep CFTG 

>D> EO 500MG BASE/VIAL N20212 002 May 26, 1995 Sep CFTG 
>A> AP t EQ SOOMG BASE/VIAL N20212 002 May 26, 1995 Sep CFTG 
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DEXTROAMPHETAMINE SULFATE 

CAPSULE 1 EXTENDED RELEASE; ORAL 
DEXTRO/l.l'IPHETAMJNE SULfATE 

ABLE 

beXTROSE 

INJECTABLE; INJECTION 
UEXTROSE 10% IN PLASTIC 

HOSPIRA 

SMG 

lOMG 

lSMG 

CONTAINER 
lOGM/lOOML 

DEXTROSE 2 .. 5% IN PLASTIC CONTAINER 
@ B BRAUlil 2.5GM/100Mµ 

DEXTROSE 20%- IN PLASTIC CONTAINER 
HOSPIRA 20GM/100ML 

DEXTROSE 25% 
HOSPIRA 250MG/ML 

DEXTROSE 30% IN PLASTIC CON"rAINER 
HOSPIRA 30GM/100ML 

DEXTROSE 40% IN PLASTIC CONTAINER 
HOSPIRA 40GM/l00ML 

DEXTROSE 5% IN PLASTlC CONTAINER 
HOSPIRA 50MG/ML 

SOMG/ML 

5GM/100ML 

SGM/lOOML 

DEXTROSE 50% IN PLASTIC CONTAINER 
@ HOSPIRA 500MG/ML 

50GM/100ML 

SOGM/lOOML 

DEXTROSE 60% IN PLASTIC CONTAINE~ 
HOSPIRA 60GM/100ML 

DEXTROSE 70%- IN PLASTIC CONTAINER 
HOSPIRA 70GM/100ML 

70GM/100ML 

DEXTROSE; MAGNESIUM ACETATE; POTASSIUM ACETATE; 

IN JECTABLE; INJECTION 

SOOI'UM 

NOlll'!OSOL-M AND DEXTROSE 5%- rN PLASTIC CONTAINER 

CHLORIDE 

HOSPIRA 5GM/100ML;21MG/100ML;128MG/100ML; 
234MG/100ML 

N768H 001 Aug 25, 2004 Aug NEW.A 

N76814 002 Aug 25, 200 4 Aug NEl'/1\ 

N76814 003 Aug 25, 2004 Aug NEWA 

Nl'llOBO 001 May CAHN 

Nl8358 001 May DISC 

Nl8564 001 ~ar 23, 1982 May CAHN 

Nl9445 002 Nov 23, 1998 May CAHN 

Nl934S 001 Jan 26, 1985 May CAHN 

Nl85 62 001 Mar 23, 1982 May CAHN 

N16367 002 May CAHN 

N19222 001 Jul 13, 1984 May CAHN 

Nl9466 001 Jul lS, 1985 May CAHN 

N19479 001 Sep 17, 1985 May CAHN 

Nl9445 001 Jun 03 , 1986 May CAHN 
N18563 001 Mai: 23, 1982 May CAHN 

Nl9894 001 Dec 26 , 1989 May CAHN 

Nl9346 001 Jan 25, 1985 May CAHH 

N1B561 001 Mar 23, 1982 May CAHN 

1'119893 001 Dec 26, 198 9 May CAHN 

N17 610 001 May CAHN 

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; POTASSIOM PHOSPHATE, DIBASIC; SODIUM 
ACETATE 

INJECTABLE; INJECTION 
ISOLYTE: PW/ DEXTROSE 5% !N PLASTIC CONTAINER 
@ 8 BRAUN 5GM/100ML;31MG/100ML;130MG/100ML; IU902S 001 Dec 27, 1984 May 

26MG/ lO OML; 320MG/100ML 

DEXTROSE; MAGNESIUM CHLORIDE; POTASSlUM CHLORIDE; POTASSIUM PHOSPHATE , DrBASIC; SODTCJM 
CHLORIDE; SOOllJM lf..ACTATE; SODIUM P!IOSPIIA'1'E, MONOBASI C, ANHYDROUS 

INJECTABLE: INJECTION 
IONOSOL B ANO DEXTROSE 5% IN PLASTIC CONTAINER 

DISC 

HOSPIRA 5GM/100ML;53MG/100ML;100MG/100ML; Nl9515 001 May 08 1 1986 May CAHN 
100MG/100ML;l80MG/100ML/280MG/100 
ML;l6MG/100ML 



AP 
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DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; POTASSIUM PHOSPl1ATE, MONOOASIC1 SODIUM 
LACTATE; SOOIOM PI-IOSl?HATE, MONOBASIC, ANH'1'OROOS 

INJECTABLE; INJECTION 
IONOSOL MB ANO DEXTROSE 5\ IN PLASTIC CONTAINER 

1-33 

HOSPIRA 5GM/lOOML;30MG/100ML;HlMG/lOOML; N1 9513 001 May 08, 1906 May CAHN 
15MG/100ML;260MG/100ML:25MG/100ML 

DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIOM CHLORIDE 

INJECTABLE; INJECTION 
ISOLYTE H W/ DEXTROSE 5\ IN PLASTIC CONTAINER 
@ 8 BRAUN 5GM/100ML;30MG/100ML;9?MG/IOOML;2 Nl6273 001 

20MG/100ML ; l40MG/100ML 
May DISC 

DEXTROSE; MAGNESIOM CHLORIDE: POTASSIUM CBLORIDE; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM 
GLOCONATE 

INJECTABLE; lNJEC'flON 
NORMOSOL-R AND DEXTROSE 5% IN PLASTIC CONTAINER 

HOSPIRA 5GM/100ML;30MG/100ML;37MG/l00ML;2 Nl7609 001 
22MG/100ML;526MG/100MLr502MG/lOOM 

DEXTROSE; POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 

L 

POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 5% IN PLAS'.HC CONTAINER 
HOSPIRA 5GM/100ML;l49MG/100ML Nl8371 001 

POTASSIUM CBLORIDE 30MEQ IN DEXTROSE 5% IN PLAS~!C CONTAINER 
HOSPIRA SGM/100ML;224MG/100ML Nl8371 003 

POTASSIUM CHLORIDE 40MEQ IN DEXTROSE 5% IN PLASTIC CONTAINER 
HOSPIRA SGM/100ML;298MG/100ML Nl8371 002 

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

I NJECTABLE; INJECTION 
IONOSOL T AND DEXTROSE Si IN PLASTIC CONTAINER 

May CAHN 

May CAHN 

May CAHN 

May CAHN 

HOSPIRA 5GM/lOOML;lllMG/100ML;256MG/lOOML Nl9514 001 May 08, 1986 May CAHN 
;146MG/100ML;207MG/100ML 

DEXTROSE; POTASSIUM CR.LORI OE; POTASSIUM PHOSPHATE, DIBASIC; SODIOM ACETATE; SODIUM Cl-fLORIDE 

INJECTABLE; INJECTION 
ISOLYTE MW/ DEXTROSE 5% IN PLASTIC CONTAINER 
@ B BRAUN SGM/100ML;l50MG/l00ML;l30MG/100ML Nl8270 001 

;280MG/l00ML; 9l!l!G/100ML 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 

May DISC 

POTASStUM CHLORIDE lOMEQ IN DEXTROSE 5% ANO SODIUM CHLORIDE 0 . 225% IN PLASTIC CONTAINER 
HOSPIRJ\ SGM/lOOML/74. SMG/lOOML; 225MG/100M N18 3 65 002 Jul OS, 1983 May CAHN 

L 

5GM/100ML; 149MG/100ML; 22SMG/100ML Nl8365 006 Mar 28, 1988 May CAHN 

POTASSIUM CHLORIDE lOMEQ IN DEXTROSE 51 AND SODIUM CHLORIDE 0.3% IN PLASTIC CONTAINER 
HOSPIRA 5GM/l00ML;14.SMG/100ML;300MG/100M Nl8876 OOl Jan 17, 1986 May CAHN 

L 
5GM/100ML;l49MG/100ML;300MG/100ML Nl8876 006 Mar 28, 1988 May CAHN 

POTASSIUM CHLORIDE lOMEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0,45% IN PLASTIC CONTAINER 
AP HOSPIRA SGM/lOOML; 74. 5MG/100ML; 450MG/ lOOM Nl8362 005 Mar 28, 1988 May CAH.N 

L 
AP SGM/lOOML; 7 4. SMG/lOOML; 450MG/100M Nl83 62 009 .Jul OS, 1983 May CAHN 

L 

AP 
POTASSIUM CHLORIDE lOMEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 

HOSPIRA SGM/ lOOMLJ 7 4 .. SMG/ lOOML; 900MG/ 100M Nl 9691 002 Mar 24, 1 988 !>lay CAHN 
I, 
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INJECTABLE; INJECTION 
POTASSIUM CHLORIDE lOMEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.9% IN PLASTIC CONTAIWER 

AP HOSPIRA 5GM/100ML;l49MG/100ML;900MG/100ML Nl969.l 004 Mar 24, 1988 May CAHN 

POTASSIUM CHLORIDE 15MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE O. 225 % IN PLASTIC CONTAINER 
HOSPIRA 5GM/100ML;224MG/100ML;225MG/100ML N1B365 00B Mar 2B, 1988 May CAHN 

POTASSIUM CHLORIDE 15MEQ ~N DEXTROSE 5% AND SODIUM CHLORIDE 0.3% IN PLASTIC CONTAINER 
HOSPIRA 5GM/100ML;224MG/1QOML;300MG/100ML N18876 007 Mar 28, 1988 May CAHN 

POTASSIUM CHLORIDE 15MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE O. 45% IN PL.AST!C CONTAlNER 
AP HOSPIRA 5GM/100ML;224MG/100ML;450MG/100ML Nl8362 006 Mar 28, 1988 May CAHN 

POTASSIUM CHLORIDE lSMEQ IN DEXTROSE 5% ANO SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 
AP HOSPIRA SGM/lOOML; 224MG/100ML;· 900MG/ lOOML N19691 006 Mar 24, 1988 May CAHN 

POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.225% IN PLASTIC CONTAINER 
f\OSPIRA 5GM/100ML; l49MG /100ML;225MG/100ML N18365 001 May CAHN 

5GM/100ML;298MG/100ML;225MG/l0.0ML Nl8365 009 Ma:i: 28, 1988 May CAHN 

POTASSIOM CHLORIDE 20MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0,31 IN PLASTIC CONTAINER 
HOSPIRA 5GM/100ML;298MG/100ML;300MG/100ML Nl8876 008 Mar 28, 1988 May CAHN 

POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER 
AP HOSPIRA 5GM/100ML;l49MG/100ML;450MG/100ML NlfJJ62 010 Jul 05, 1983 May CAHN 

AP SGM/100ML;298MG/100ML;450MG/100ML Nl83G2 007 Mar 28, 1988 May CAHN 

PO'TASSIOM CHLORIDE 20MEQ TN DEXTROSE 5% AND SODIUM CHLORIDE 0,9% IN PLASTIC CONTAINER 
AP HOSPIRA 5GM/100ML;l49MG/100ML;900MG/100ML Nl9691 005 Mar 24, 1988 M.,,y CAHN 

AP 5GM/100ML;298MG/100ML;900MG/100ML NJ9691 008 Mar 2 4, 1988 May CAHN 

POTASSIUM CHLORIDB 20MEQ IN DEXTROSE 5% IN SODlUM CHLORIDE 0.3% IN PLASTIC CONTAINER 
HOSPIRA 5GM/100ML;l49MG/100ML;300MG/100ML Nl8876 002 Jan 17, 198fi May CAHN 

POTASSIOM CHLORIDE 30MEQ I~ DEXTROSE 5% AND SODIUM CHLORIDE 0.225% IN PLASTIC CONTAINER 
HOSPlJ;lA 5GM/l00ML;224MG/100ML;225MG/100ML Nl8365 003 Jul 05, 1983 May CAHN 

PO'l"ASSIUM CHLORIDE 30MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.3% IN PLASTIC CONTAINER 
HOSPIRA 5GM/l00M~;224MG/100ML;300MG/100ML N18876 003 Jan 17, 1986 May CAHN 

PO'l'ASSIUM CHLORIDE 30MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0 . 45% IN PLASTIC CONTAINER 
AP HOSPIRA 5GM/100ML;224MG/100M.L;450MG/100ML Nl8362 002 May CAHN 

POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 
AP HOSPIRA 5GM/100ML;224MG/100ML;900MG/100ML Nl9691 007 M;,.r 24, 1988 May CAHN 

POTASSIUM CHLORIDE 40MEQ lN DEXTROSE 5% AND SODIUM CHLORIDE 0.225% IN PLASTIC CONTAINER 
HOSPIRA 5GM/100ML;298MG/100ML;225MG/ 100ML Nl8365 004 Jul 05, 1983 May CAHN 

POTASSIUM CHLORIDE 40MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.31 IN eLAST!C CONTAINER 
HOSPIRA 5GM/100ML;298MG/100ML;300MG/100ML N18876 004 Mar 28, 1988 May CAHN 

POTASSIUM CHLORIDE 40MEQ "IN DEXTROSE 5% AND SODIUM CHLORIDE 0. 45% IN .l?LASTtC CONTAINER 
Al' HOSPIRA 5GM/l00ML;298MG/100ML;450MG/ 10 0ML Nl8362 003 May CAHN 

POTASSIUM CHLORIDE 40MEQ IN DEXTROSE Si AND SODIOM CHLORIDE 0.9% IN PLASTIC CONTAINER 
A.P HOSPIRA 5GM/100ML;298MG/100ML;900MG(l00ML N19691 009 Mar 24, 1988 May CAHN 

POTASSIUM CHLORIDE 5MEQ IN DEXTROSE 5% AND SODIUM CHLORIDE 0.225% IN PLASTIC CONTAINER 
HOSPIRA SOM/100ML;74.5MG/100ML;225MG/100M Nl8365 005 Mar 28, 1988 May CAHN 

L 
5GM/100ML;l49MG/100ML;225MG/100ML Nl8365 007 Mar 28 , 198B May CAHN 

POTASSIUM CHLORIDE SMEQ IN DEXTROSE 5% AND SODIOM CHLORIDE 0.3% 1N PLASTIC CONTArNER 
HOSPIRA SGM/100ML;74.5MG/100ML;JOOMG/100M Nl8876 005 Mar 28, 1988 May CAHN 

L 
5GM/100ML:149MG/100ML;300MG/100ML Nl8876 009 Mat: 28, 1988 May CAHN 

POTASSIUM CHLORIDE SMEQ IN DEXTROSE 5\ AND SODIUM CHLORIDE 0. 45 % IN PLASTIC CONTAINER 
AP HOSPIRA 5GM/100ML;74.5MG/100ML;450MG/100M N18362 008 Mar 28, 1988 May CAHN 

L 

AP SGM/100ML;l49MG/100ML;450MG/100ML N18362 004 Mar 28, 1988 May CAHN 

POTASSIUM CHLORIDE SMEQ IN DEXTROSE Sl AND SOOIUM CHLORIDE 0 . 9% IN PLASTIC CONTAINER 
AP t!OSPIM 5GM/100ML;74,5MG/100ML;900MG/100M Nl-9691 001 Mar 24, 1988 May CAHN 

L 
AP 5GM/ lOOML.; 14 9MG/ 1 OOML; 900MG/100ML Nl9691 003 Mar 24 , 1988 May CAHN 
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DEXTROSE; SODIUM CHLORIDE 

lNJECTABL.F,; INJECTION' 
DEXTROSE 2.5% ANO SODIUM CHLORIDE 0.45% IN PLASTIC CONTAINER 

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

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

DEXTROSE 5% ANO SODIUM CHLORIDE 0 .3 IN PLASTIC CONTAINER 
HOSPIRA SGM/lOOML;JOOMG/lOOML 

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

DEXTROSE S'A AND SODIUM CHLORIDE 0.9% IN PLASTIC 
ABBOTT SGM/100ML;900MG/100ML 

HOSP IRA 5GM/lOOML;900MG/iooML 

OIATRIZOATE MEGLUMINE 

INJECTABLE; INJECTION 
HYPAQUE 
@ GE HEALTHCARE 30 

RENO-DIP 
+ BRACCO 30%. 

DIATR1ZOATE MEGLUMINE: DIATRIZOATE SODIUM 

INJECT,P.BLE; INJECTION 
HYJ'AQUE-76 
@ GE HEALTHCARE 

DIAZEPAM 

INJECTABLE; INJECTION 
OIAZEPAM 
@ BAXTER HLTHCARE 

@ 
@ 

+ HOSPIRA 

PARENTA PHARMS 

TABLET; ORAL 
DlAZEPAM 

PAR PRARM 

@ 

DICLOFENAC POTASSIUM 

TABLET; ORAL 
DICLOFENAC POTASSIUM 

'fORPHARM 

DICLOFENAC SODIUM 

GEL: TOPICAL 
SOLA.RAZE 

~ BIOGLAN PHARMS CORP 

SOLUTION/DROPS; OPHTHALMIC 
VOLTAREN 

NO.VARTIS 

66%;10% 

5MG/ML 

5MG/!1L 

SMG/ML 

SMG/ML 

5MG/ML 

SMG/ML 

5MG/ML 

lOMG 

l OMG 

S0MG 

O.H 

CONTAINER 

N18096 001 May CAHN 

N17606 001 May CAHN 

Nl7799 001 May CAHN 

Nl7607 001 May CAHN 

Nl7585 001 May CAHN 

N17585 001 Aug CAHN 

Nl6403 002 May DISC 

N10040 012 May CRLD 

N86SOS 001 May DISC 

N70JU 001 Dec 16, 1985 Aug CAHN 

N70312 001 Dec 16, 1985 Aug CAHN 

N70313 001 Dec 16, 1985 Aug CAHN 

N71583 001 Oct 13, 1987 May CAHN 

N71584 001 Oct 13, 1987 May CAHN 

N72079 001 Dec 20, 19B8 May CAHN 

N76815 001 Apr 15, 2004 Apr NEWA 

N70464 001 Feb 25, 1986 Sep DISC 

N70464 001 Feb 25, 1986 Sep DISC 

N76561 001 Mar 1B, 2004 Mar NEWA 

N21005 001 Oct 16, 2000 A.ug CAHN 

N20037 001 Mar 28, 1991 Aug CAHN 
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DlCLOXACILLlN SODIUM 

CAPSULE; ORAL 
DICLOXACILLIN SODIUM 

SANDOZ EQ 125MG BASE N61454 002 Mar CAHN 

AB eo 2SOMG BASE N614 54, 001 Mar CAHN 

AB + EQ SOOMG BASE N61454 003 Mar CAHN 

DICYCLOMINE H'l'.DROCHLORIDE 

CAPSULE; CAAL 
DICYCLOMINE HCL 
@ MUTUAL PHARM tO MG NB450.S 001 Oct 21, 19El6 Aug CAHN 

TABLET/ ORAL 
DICYCLOM!NE HCL 
@ MU'f(JAL PHARM 20MG N84 600 001 Jul 29, 1985 Aug CAHN 

DIDANOSINE 

F'OR SOLO'I'ION; ORAL 
VIDEX .. BRIS'l'OL MYERS SQUIBB lOMG/ML N20156 001 Oct 09, 1991 Jun CRLD 
@ lOOMG/PACKET N20155 003 Oct 09, 1991 Jun DISC 
@ 167MG/PACKET N201$5 004 Oct 09, 1991 Jun DISC 
@ 250MG/ PACKET N20155 005 Oct 09, 1991 Jun DISC 

TABLET, CHEWABLE; ORAL 
VIDEX 

BRISTOL MYERS SQUIBB 25MG N20154 002 Oct 09, 1991 Jul CRLO 

+ 200MG N20154 006 Oct 28, 1999 Jul CRLD 

DIENESTROL 

CREAM; Vll.GINAL 
DIENESTROL 
@ ORTHO MCNEIL PH.ARM 0.01% N06110 005 Jul Cl\RN 

DIGOXIN 

ELIXIR; ORAL 
DIGOXIN 

+ ROXANE 0.05M'G/ML N2164B 001 Aug 2o, 2004 Aug NEW!\ 

INJECTABLE; INJECTION 
DIGOXlN 

AP BAXTER HLTHCARE 0.25MG/ML N83391 001 Aug CAHN 

AP HOSPIRA 0,25MG/ML N40093 001 May 16·, 1996 May CAHN 

AP 0.2SMG/ML N40206 001 Aug 28, 1998 May CAHN 

DIGOXIN PEDrATRI'C 
AP HOSPIRA O.lMG/ML N40092 001 Apr 25, 1996 May CAHN 

DILTIAZEM HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 

CARDIZEM SR 
@ AVW'J'IS PHARMS 60MG Nl9471 001 Jan 23, 1989 Jun DISC 
@ 90MG Nl947l 002 Jan 23, 1989 Jun DISC 
@ 120MG Nl 94 71 003 Jan 23, 1989 Jun OISC 

!JILT-CD 
AB3 TORPRAR/1 120MG N76151 001 May 20 , 2004 May lqEWA 

AB3 180MG N7 6151 002 May 20 , 2004 May NEWA 

AB3 240MG N7 6151 003 May 20, 2004 May NEWA 

AB3 300MG N76151 004 May 20, 2004 May NEWA 
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CA.PSOLE, EXTENDED RELEASE; ORAL 
OILTIAZEM HCL 
I! BIOVAIL 60MG N74845 001 Sep 15, 1999 Jun DISC 
@ 90MG N74El45 002 Sep 15, 1999 Jun DISC 
@ 120MG N74845 003 Sep 15, 1999 Jun DISC 

+ MYLAN 60MG N74910 001 May 02, 1997 Jun CRLD 
t 90MG N74910 002 May 02, 1997 Jun CRLD 

120MG N?4910 003 May 02, 1997 Jun CRLD 
@ TEVA 60MG N74079 001 Nov 30, 199:l Jun DISC 
@ 90MG N74079 002 Nov 30, 1993 Jun DISC 
@ 120MG N74079 003 Nov 30, 1993 Jim DISC 

INJECTABLE; INJECTION 
OlLTIAZEM HCL 

P,.P lJOSPIRA 5MG/ML N74941 001 Apr 15, 1998 May CAHN 

AP SMG/ML N75004 001 Feb 16, 2000 May CAHN 

AP lOOMG/VIAL N'75853 001 Dec 17, 2002 May CAHN 

TABLET, EXTENDED RELEASE; ORAL 
CARDIZEM LA 

BIOVAIL 120MG N21392 001 Feb 06, 2003 Jan CRLD 

180MG N21392 002 Feb 06, 2003 Jan CRLD 

24 0MG N21392 003 Feb 06, 2003 Jan CRLD 

300MG N21392 004 Feb 06, 2003 Jan CRLO 

360MG N21392 005 Feb 06, 2003 Jan CRLD 

DIMENHYDRINATE 

INJECTABLE; INJECTION 
DIMENHYDRINATE 

AP ~ PHARM SOMG/ML N40519 001 Jun 23, 2004 Jun NEWA 

AP + STERIS SOMG/ML N80615 001 Jun CFTG 

DIMYRISTOYL LECITHIN; PERFLEXANE 

INJECTABLE; INTRAVENOUS 
IMAGENT 

+ IMCOR E'H 0.92MG/VIAL;0 .092MG/VIAL N21Ull 001 May 31, 2002 Feb CAHN 

DIPHENH'tDRAMTNE HYDROCHLORIDE 

CAPSULE; ORAL 
DIPHENflYDRAMINE HCL 

AA MUTUAL PHARM 25MG N84506 001 Aug CAHN 

INJECTABLEi INJECTION 
OIPHENHYDRAMINE HCL 

AP HOSPIRA SOMG/ML N40140 001 Nov 20, 1998 May CAHN 

OIPYRIDAMOLE 

INJECTl!.BLE; INJECTION 
DIPYlUDAMOLE 

AP BAXTER HLTHCARE SMG/ML N7452l 001 Oct 18, 1996 Aug CAHN 

AP lJOSPIRA SMG/ML N74601 001 Dec 19, 1997 May CAHN 

DIRITHROMYCIN 

TABLET, DELAYED RELEASE; ORAL 
DYNABAC 
@ LILLY RES llABS 250MG NS0678 001 Jun 19, 1995 Jul DISC 
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DISOPYRAMIDE PHOSPHATE 

CAPSULE; ORAL 
DISOPYRAMIDE PHOSPHATE 
@ MUTUAL PHARM EQ lOOMG BASE N70351 001 Dec 17, 1985 Aug CAHN 
@ EQ lSOMG BASE N70352 001 Dec 17, 1985 Aug CAHN 

DISOLF!RAM 

Tll.BLET: ORAL 
ANTABUS£ 
@ OOYSS£Y eHARMS 250MG N07!183 003 Jun CAHN 
@ SOOMG N07883 002 Jun CAHN 

DLVALPROEX SODIUM 

TABL.ET, DELAY-ED RELEASE; ORAL 
DEPAJl;OTE 

ABBOTT EQ 125MG VALPROIC ACID N18723 003 Oct 26, 1984 Jan CR,LO 

EQ 250MG VALPROIC ACID Nl8723 001 Mar 10 , 1983 Jan CRLD 

DOBUTAMINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
DOBUTAMINE HCL 

AP HOSPIRA EQ 12.SMG BASE/ML N74086 001 Nov 29, 1993 May CAHN 

AP EQ 12.SMG BASE/ML N74292 001 Feb 16 , 1995 May CAHN 

AP EQ l,25GM BASE/lOOML N74634 001 Sep 27, 1996 May CAfl1l1 

OOBOTAMINE HCL IN DEXTROSE 5% 
AP + HOSPIRA EQ SOMG BASE/lOOML 1'1202 69 001 Oct 19 , 1993 May CAHN 
AP + EQ lOOMG EASE/lOOML N20269 002 Oct 19 , 1993 May CAHN 

AP + EQ 200MG SASE/100ML N20269 003 Oct 19, 1993 May CAHN 

DOBO'l'AMINE HCL !N DEXTROSE Si IN PLASTIC CONTAINER 
AP + HOSPIRA EQ 50MG BASE/lOOML N20201 003 Oct 19 , 1993 May CAHN 

AP + EQ lOOMG BASEilOOML N20201 002 Oct 19, 1993 May CAHN 

AP + EQ 200MG BASE/lOOML N20201 001 Oct 19, 1993 May CAHN 

AP + EQ 400MG BASE/lOOML N20201 006 Jul 07, 1994 May CAHN 

DOBUTRE>: 
(! LILLY EQ 12.SMG BASE/ML Nl7820 002 Jun DISC 

DOPAMINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
DOPAMINE HCL 

AP + HOSPIRA 40MG/ML Nl8132 001 May CAHN 

AP 40MG/ML N74403 001 May 23, 1996 May CAHN 

AP + BOMG/lOOML Nl8132 002 Feb 04, 1982 ~lay CAHN 

AP + 80MG/ML Nl8132 004 Jul 09, 1982 May CAHN 

AP + 160MG/100ML Nl8132 003 E'eb 04, 1982 May CARN 

DOPAMINE HCL HI DEXTROSE 5% 
@ HOSPIRA l.6MG/ML N20542 001 Aug 30, 1995 Jun DISC 

AP 1.6MG/ML N20542 001 Aug 30, 1995 May Ct1HN 

DOPAMINE .HCL IN DEX'I'ROSE 5% IN PLASTIC CONTAINER 
AP + HOSPIRA BOMG/lOOML N18826 001 Sep 30, 19B3 May CAH19 
AP i- 160MG/100ML Nl882 6 002 Sep 30( 1983 May CAHN 
AP ... 320MG/100ML Nl 982 6 003 Sep 30, 1983 May CAHN 



RX DRUG eRODUCT LIST CUMULATIVE SUPeLMENT 9 - September 2004 1.-3'3 

DOXAZOSIN MES'fLhTE 

TABLET; ORAL 
DOXAZOSJN MESYLATE 

AB Cl'..ONMEL HLTHCARE EQ lMG BASE N7616l 001 Jun 10, 2004 JUn NEWA 

AB EQ 2MG BASE N76161 002 Jun 10, 2004 Jun NEWA 

AB EQ 4MG BASE N76161 003 Jun 10, 2004 Jun NEWA 

l\B EQ 8.MG BASE N7616 1 004 Jun 10, 2004 Jun NEWA 

DOXEPIN HYDROCHLORIDE 

CAPSULE; ORAL 
OOXEPIN HCL 
@ MUTUAL PflARM EQ 25MG BASE N71502 001 Feb 18, 1988 Aug CAHN 
@ EQ SOMG BASE N71653 001 Feb 18, 1988 Aug CAHN 
@ EQ 75MG BASE N71654 001 Feb 18, 1988 Aug CAHN 
@ EQ lOOMG BASE N71521 001 Feb 18, 1988 Aug CAHN 

>D> AB SANDOZ EQ 25MG BASE N70827 001 May 15, 1986 Sep DISC 

>A> @ EQ 25MG BASE N70827 001 May 15, 1986 Sep DISC 

>D> AB. EO SOMG BASE N70828 001 May 15, 1986 Sep orsc 
>A> @ EQ SOMG BASE N70828 001 May 15, 1986 Sep DISC 
>D> AB EQ lOOMG BASE N71562 001 Mar 02, 1987 Sep DISC 
>A> @ EQ 100MG BASE N11562 001 Mar 02, 1987 Sep DISC 

CONCENTRATE; ORAL 
DOXEPIN HCL 

AA PHARM ASSOC EQ lOMG BASE/Mt N759U 001 Jan 15, 2004 Jan NEWA 

CREAM; TOPICAL 
ZONALON 

+ BIOGLAN PHARMS CORP 5; N20126 001 Apr 01, 199 4 Aug CAHN 

DOXERCALCIF'EROL 

CAPSULE; ORAL 
HECTOROL 

BONB CARE O.SUGM N20862 002 Ape 23, 2004 Apr NEl'lA 

DOXORUBlCIN U'tDROC:HLORlDE 

INJECTABLE; INJECTION 
AORIAMYCIN RDF 
@ PHARMACIA AND UPJOHN lOMG/VIAL N504 67 001 Jun DISC 
@ 20MG/VllU, N50467 003 May 20, 1985 Jun DISC 
@ SOMG/VIAI. N50467 002 Jl.ln DISC 

DOXYCYCL!NE 

CAPSULE ; ORAL 
DOXYCYCLINE 

AB WATSON LABS EQ 50MG BASE N6504l 001 Ape 28, 2000 Apr CAHN 

A.B EQ lOOMG BASE N65041 002 Apr 28, 2000 Apr CAHN 

OOXYCYCLINE HYCLATE 

CAPSULE, COATED PELLETS; OAAI., 
DORYX 

FH FAULOING CO L1"D EQ 75MG BASE N50582 002 1mg 13, 2001 Jul CARN 
1\B + EQ lOOMG BME N50582 001 Jul 22, 1985 Jul CAHN 

CAPSULE; ORAL 
DOX\'.CYCLINE HYCLATE 
{! MUTUAL ?HARM EQ 50MG BASE N624.L8 001 Jan 28, 1983 Aug CAHN 
@ E:Q lOOMG BASE N62418 002 Jan 28, 1983 Aug CAf!N 
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CAPSCJ'LE; ORAL 
DOXYCYCLINE HYCLATE 

AB WATSON LABS EQ SOMG BASE N61717 001 Apr CAHN 
AB EQ lOOMG BASE N'61717 002 Apr CAHN 

TABLET; OML 
DOXYCYCLINE HYCLATE 
@ MUTUAL PHARM EQ lOOMG BASE N62391 001 Sep 30, 1982 Aug CAHN 

DROPERIDOL 

INJECTABLE; INJECTION 
DROPERIDOL 

AP HOSPIRA 2.SMG/ML N71981 001 Feb 29, 1988 May CAHN 
AP 2.SMG/ML ' N72272 001 Aug 31, 1995 May CAHN 

>D> OROPERIDOL; FENTANYL CITRATE 

>D> INJECTABLE; INJECTION 
>D> FENTANYL CITRATE AND DROPERIDOL 
>O> • HOSPIRA 2.SMG/ML;EQ 0.05MG BASE/ML N71982 001 May 04, 1988 Sep DISC 
>A> @ 2.SMG/ML;EQ O.OS'MG BASE/ML N71982 001 May 04, 1988 Sep DISC 

+ 2.SMG/ML;EQ O. OSMG BASE/ML N71982 001 May 04, 1988 May CAHN 

DULOXETINE HYDROCllLORIDE 

>A> CAPSULE, DELAYED REL PELLETS; ORAL 
>A> CYMBALTA 
>A> LILLY EQ 20MG BASE N21733 001 Sep 03, 200 4 Sep NEWA 
>A> EQ 30M.G BASE N21733 002 Sep 03, 2004 Sep NEWA 
>A> + EQ 60MG BASE N21733 004 Sep 03, 2004 Sep NEWA 

CAPSOLE; ORAL 
CYMBALTA 

LILLY EQ 20MG BASE N21427 001 Aug 03, 2004 Aug NEWA 
EQ 30MG BASE N2142 7 002 Aug 03, 2004 Aug NEWA 
EQ 60MG BASE N21427 004 Aug 03, 2004 Aug NEWA 

ECONAZOLE NITRATE 

CREAM; TOPICAL 
ECONAZOLE NITRATE 

AB CJ.,AY PAR!< 1% N76479 001 Jun 23, 2004 Jun NEWA 

EDETATE OJSODIUM 

INJECTABLE; INJECT-ION 
EDETATE DISODIUM 

>D> .AP STERIS 150MG/ML N80391 001 Sep DISC 
>A> @ 150MG/M.L N80391 001 Sep DISC 

ENDRATE 
AP ... HOSPIRA 150MG/ML Nll355 001 May CAHN 

EOROPHONIUM CHLORIDE 

INJECTABLE; INJECTION 
EDR.OPHONIUM CHLORIDE 

AP HOSPIRA lOMG/ML N40131 001 Feb 24 , 1998 May CAHN 

EFAVIRENZ 

TABLET; ORAL 
SOSTIVA 
@ BRISTOL MYERS SQUIBB 300MG N2l360 001. Feb 01. 2002 Jun DISC 
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AP 

AP 

EFLORNITHINE HYDROCHLORIDE 

CRE/!.M; TOPICAL 
VANIQA 

+ SKINMEDICA 13,91 

EMTRICITABINE; TENOFOVIR OISOPROXIL FUMARATE 

TABLET; ORAL 
TRUVADA 

+ GILEAD 

ENALAPRlLAT 

INJECTABLE; INJECTION 
ENALAPRILAT 

HOSPIRA 

EPINEPHRINE 

200MG;JOOMG 

.t.25MG/ML 

l. 25MG/ML 

INJECTABLE; INTRAMUSCULAR, SUBCUTANEOUS 
EPINEPHRINE. 

+ HOLLISTER STIER LABS EQ 0.lSMG /DELIVERY 

EPINEPHRINE; LIDOCAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
LIOOCAINE HCL ANO EPINEPHRINE 

AP HOSPIRA 0, 005MG/!1L; 0, S'i 

AP O.OOSMG/ML;l% 

AP O.OOSMG/ML;l . 5% 

AP O.OOSMG/ML;l.51 

AP O.OOSMG/ML;l,5\ 

AP 0.005MG/ML;2% 

AP 0 . 01MG/ML;l% 

AP 0,01MG/ML;2% 

AS 

PATCH; lON'l'OPHORES!S 
LIDOSITE TOPICAL SYSTEM KIT 

+ VYTEais l.0SMG/PATCH;l00MG/PATCH 

SOLOTION; IONTOPHORESlS 
fONTOCAINE 

.. IOMED 

ERGOLOID MESYLATES 

TABLET; ORAL 
ERGOLOID MESYLATES 
@ MUTUAL PHARM 

TABLET; SOBLINGUAL 

ERGOLOID MESYLATES 
@ MOTUAL PHARM 
@ 

ERYTHROMYCIN 

0.01MG/ML;2't 

lMG 

O.SMG 

lMG 

CAPSULE, DELAYED REL PELLETS; ORAL 
EF\YC 

WARNER CHILCOTT 

GEL; TOPICAL 

ERYGEL 
MERZ PHARMS 

2SOMG 

2% 

N21145 001 Jul 27 , 2000 Jul CAHN 

N21752 001 Aug 02, 2004 Aug NEWA 

N75456 001 Rug 22, 2000 May CAHN 

N75458 001 Aug 22, 2000 May CAHN 

N20800 002 May 28, 2004 May NEWA 

N89635 001 Jun 21, 1988 May CAHN 

N89649 OOL Jun 21, 1988 May CAHN 

N88571 001 Sep 13, 1985 May CAHN 

N89645 001 Jun 21, 1988 May CAHN 

N89650 001 Jun 21 , 1988 May CAHN 

N89651 001 Jun 21, 1988 May CAHN 

N89644 001 Jun 21, 1988 May CAHN 

N89646 001 Jun 21, 1988 May CAHN 

N21504 001 May 06, 2004 May NEWA 

N20530 001 Dec 21, 1995 May MAGC 

N88891 001 Nov 01, 1985 Aug C/\HN 

N87407 001 

N87552 001 

N62338 001 

Aug CAHN 

Aug CAHN 

Jan CME'D 

NSO 61 7 001 Oct 21, 1987 Jul CAHN 
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OINTMENT; OPHTHALMIC 
ERYTHROMYCIN 

AT + rooGERA o.s i N62447 001 Sep 26, 1983 Jul CRLD 

ILOTYCIN 
@ DISTA 0 . 5'! NS0368 001 Jul DISC 

SOLUTION; TOPICAL 
C-SOLVE-2 
@ BIOGLAN PHARMA 2% N624 611 001 Jul 03, 1985 Jun DISC 

ERYTRROMYCIN ESTOLA'l'E 

SUSPENSION; ORAL 
ERYTHROMYCIN ESTOLATE 

ALPRARMA EQ l25 MG llASE/5ML N62353 001 Nov 18, 1982 Jao CT'EC 

+ EQ 250MG l!ASE/SML N62409 001 Dec 16 , 1982 Jan CRLD 

ILOSONE 
@ LILLY EQ 125MG BASE/5ML NSOOlO 001 Jan OISC 
@ EQ 250MG BASE/5ML N50010 002 Jan DISC 

ERYTHROM't'CIN LI\CTOBIONATE 

INJECTABLE; INJECTION 
ERYTHROCIN 

AP + HOSl?IRA EQ 500MG BASE/VIAL N50182 002 May CAHN 

AP EQ 500MG BASE/VIAL N50609 001 Sep 24, 1986 May CAHN 

ll,P EQ SOOMG BASE/VIAL N62638 001 Oct 31, 1986 May CAHN 

AP ... EQ lGM BASE/VTAL N50182 003 May CAHN 

AP 'EQ lGM BASE/VIAL N50609 002 Sep 24, 1986 May CAHN 

AP EQ lGM BASE/Vl AL N62 638 002 Oct 31, 1986 May CAHN 

ESCITALOPRAM OXALATE 

TABLET; ORAL 
LEXAPRO 

FOREST LABS SMG N21323 001 Aug 14, 2002 Apr CMFD 

ESMOLOL HYDROCHLORIDE 

INJECTABLE;- I NJECTION 
BREVI'BLOC 

AP + BAXTER fILTHCARE co~ lOMG/ML Nl93B6 006 Feb 25, 2003 Aug CFTG 

ESMOLOL HCL 
AP BEDFORD LABS !CMG/ML N76323 001 Aug 10, 2004 l\ug NEWA 

ESTAADIOL 

FH.M, 8XTE:NDED RELEASE; TAANSDERMAL 
MENOSTAR 

+ BERLEX LABS 0. 014MG/24HR N2 1674 001 Jun 08, 2004 Jun NEWA 

VIVELLE 
ABl + NOVARTIS 0.025MG/24RR N20323 005 Aug 16 , 2000 Jul CTEC 

@ 0. 0375MG/24HR N20323 001 Oct 28, 1994 Jul DISC 

@ 0 . 075MG/24HR N20323 003 Oct 28, 1994 Jul DISC 

VIVELLE-DOT 
ABl NOVARTIS 0.025MG/24HR N20538 009 May OJ, 2002 Jul NEWA 

SX 0.0375MG/24HR N20538 005 Jan 08, 1999 Jul CTEC 

BX 0 . 075MG/24HR N20538 007 Jan 08, 1999 Jul CTEC 

GEL, METERED; TOPICAL 
ESTROGEL 

+ SOLVAY o. 06\ N21166 002 Feb 09, 2004 Aug CRLD 

0 . 06% N21166 002 Feb 09, 200 4 Feb NEW1\ 
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GEL; 'fQPICAL 
ESTROGEL 
@ SOLVAY 0 . 06.\ N21166 001 Feb 09, 2004 Aug DISC 

0.06% N21166 001 Feb 09, 2004 Feb NEWA 

+ 0.06% N21166 001 Feb 09, 2004 Mar CRLD 

ESTRADIOL ACETATE 

INSERT, EXTENDED RE:LEASE; VAGINAL 
FEMR!NG 

GALEN LTD EQ 0,0SMG BASE/24HR N21367 001 Mar 20, 2003 May CPOT 

+ EQ O.lMG BASE/24HR N21367 002 Mar 2,0, 2003 May CPOT 

TABLET; ORAL 
E'EM'rRACE 

WARNER CHILCOTT 0.45MG N2 1633 001 Aug 20, 2004 Aug NEWA 

0 .9MG N21633 002 Au.g 20, 200 4 Aug NEWA 

+ 1.BMG N21633 003 Aug 20, 2004 Aug NEWA 

ESTROGEINS 1 CONJUGATED 

TABLET; ORAL 
PREMAIUN 
@ WYETH PHARMS INC 2 . SMG N04782 002 May DISC 

ESTROGENS 1 CONJUGATED SYNTHETIC A 

TABLET; ORAL 
CENESTIN 

DURAMED 0. 45MG N20992 005 Feb 05, 2004 E'eb NEWA 

ESTROGENS, CONJUGATED SYNTHETIC B 

TABLET; ORAL 
ENJUVIA 

DORAMED 0,625MG N21443 003 May 10, 2004 May NEWA 
@ 0.625MG N21443 003 May 10, 2004 Jul DISC 

+ 1. 25MG N2HO 004 May 10, 2004 May NEWA 
@ 1. 25MG N21443 00'4 May 10, 2004 Jul DISC 

ETHAMBUTOL H YDROCflLORl DE 

TABLET; ORAL 
MYAMBCJTOL 
@ ELAJII PHARMS 1001,>lG .Nl6320 001 reb CAHN 
@ 200MG Nl6320 002 Feb CAHN 
@ 400MG Nl6320 003 Feb CAHN 
@ 500!\IG Nl6320 004 Feb CAHN 

AU STAT 'rRADE lOOMG Nl6320 001 May CMFO 
@ 200MG Nl6320 002 May CAHN 

AB 400MG N16320 003 May CMFD 

e SOOMG Nl6320 004 May CAHN 

ETHINYL ESTRADIOL 

TABLET; ORAL 
ESTINYL 
@ SCHBRING 0.02MG N05292 001 Apr DISC 
@ O.OSMG N05292 002 Apr DISC 
@ 0. SMG NOS292 003 Apr DISC 
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ETHINYL ESTRADIOL; LEVONORGESTREL 

TABLET; ORAL 
PREVEN EMERGENCY CONTRACEPTIVE KIT 

+ DORJ\MED 0.05MG;0.25MG f\120946 001 Sep 01, 1998 Feb CAHl:'l 
@ 0.05MG;0.25MG N20916 001 Sep 01, 1998 Jul DISC 

TABLET; ORAt-21 
ALESSE 
@ WYETH PHARMS INC 0.02MG;0.1MG N20683 001 Mar 27, 1997 Aug orsc 
A\llANE-21 

+ D□RAMED PHARMS BARR 0.02MG;0.1MG N75796 002 Apr 30, 200 1 Aug CRLO 

LEVLITE 
AB2 + BERLEX 0.02MG;0.1MG N20860 001 Jul 13, 1998 May CTEC 

TABLET; OAAL-28 
ALESSE 

ABl + WYETH PHARMS INC 0.02MG;0.1MG N20683 002 Mar 27, 1997 Ju l CRLD 

LESSINA-28 
AB2 BARR 0.02MG;0.i-MC N75803 002 r-lar 20, 2002 May CTEC 

LEVLI'I'E 
AB2 BERLl!:X 0,02MC;0.1MG N20860 002 Jul 13, 1998 l'lay CTEC 

AB2 + 0.02MG;O.lMG N20860 002 Jul 13, 1998 Jul CRLD 

TIUPHASIL-28 
@ WYETH !?HARMS !NC 0.03MG,0.04MG,0.03MG:0.05MG,0.075 Nl9190 001 Nov 01, 1984 Aug DISC 

MG, 0.125MG 

ETHINYL ESTRADIOL; NORETHINDRONE 

TABLE"r I ORJ\L-21 
BALZTVA -21 

AB BARR 0 .035MG;0.4MG N76198 001 Apr 22, 200 4 Apr NEWA 

OVCON-35 
AB + WARNER CHILCOTT 0.035MG;0.4MG N18127 001 Apr CF'rG 

TABLET; ORAL- 29 
>A> ARANELLE 
>A> I\B BARR 0.035MG,0.035MG,0.035MG;0.5MG 1 1MG N76783 00 1 Sep 29, 2004 Sep NEWA 

, O.SMG 

BALzrVA-28 
AB BARR 0.035MG ; 0.4MG N76238 001 Apr 22 1 2004 Apr NEWA 

ORTHO-NOVUM 1/35-28 
AB ... ORTHO MCNEIL PHARM 0.035MG;lMG Nl7919 002 Mar CRT,D 

OVCON-35 
AB WARNER CHILCOTT 0. 035MG; 0 . 4MG Nl 7716 001 Apr CE'TG 

TRI-NbRINYL 28-DAY 
>D> -1 WATSON LABS 0.03SMG,0 . 035MG,0.035MG;O.SMG,1MG N18977 002 Apr 13, 1984 Sep CE'TG 

,O.SMG 
>A> Aa + 0 . 035MG,0.035MG,0.035MG;O.SMG,lMG N18977 002 Apr 13, 1984 Sep CFTG 

,O . SMG 

ETHINYL ESTRADIOL; NORETHINDRONE ACETATE 

TABLET; ORAL 
FEMHRT 

-+ WARNER CHILCOTT O.OOSMG;lMG N21065 002 Oct 15 1 l r;,99 Aug CMIN 

TABLET; ORAL-21 
ESTROSTEE' 21 
@ WARNER CH.ILCOT'l' 0.02MG,0.03MG,0.035MG;lMG,lMG,lMG N20130 001 Oct 09, 1996 Aug CAHN 

LOESTRIN 21 1.5/30 
AB -t WARN!sR CHILCOTT 0.03MG;l.5MG Nl7875 001 Aug Cl\HN 

LOF.STl;UN 21 1/20 
AB + WARNER CHILCOTT 0 . 02MG;1MG Nl7876 001 Aug CAHN 
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TABLET; ORAL-28 
ESTROSTEJ? FE 

t WARNER CHILCOTT 0.02MG,O.O)MG,0.035MG;lMG,1MG,1MG N20130 002 Oct 09 , 1996 Aug CAHN 

LOESTRIN FE 1.5/30 

t- WARNER CHILCOTT 0, 03MG; 1. SMG Nl7355 001 Aug CAHN 

LOESTRIN FE- 1/20 
+ WARNER CHILCOTT 0. 02MG; lMG Nl7354 001 Aug CAHN 

ETHINYL ESTRADIOL; NORGESTIMATE 

TABLET; ORAL-28 
ORTHO TRI -CYCLEN LO 

ORTHO MCNEIL PHARM 

PRC:VIFEM 
ANDIDC PHARMS 

TRI-PREVIFEM 
!'INDRX PHARMS 

0.025MG,0.025MG,0 . 25MG;0.1BMG,0.2 N21241 001 Aug 22, 2002 Jun CAHN 
15MG,0.25MG 

0 , 035MG;0.25MG N76334 001 J~ 09 , 2.004 Jan NEWA 

0, 035MG, 0, 035MG 1 0, 035MG; 0. lBMG, 0 - 1'17 6335 001 Mar 26 , 2004 Mor !lrEWA 
215MG,0.25MG 

ETHINYL ESTRADIOL; NORGESTREL 

TABLET; ORAL-21 
LO/OVRAL 
@ WYETH Pf!ARMS INC 0.03MG;0.3MG Nl7612 001 Aug DISC 

LOW-OGESTRBL-21 
+ WATSON LABS 0.03MG;0.3MG N75288 001 Jul 28 , 1999 Aug CRLD 

OGESTREL 0.5/50-21 
WATSON LABS 0.05MG;0.5MG N75406 001 Dec 15, 1999 Aug CRLD 

OV'RAL 
@ WYETH PHARMS INC 0.05MG;0.5MG Nl6672 001 Aug DISC 

TABLET; ORAL-28 
OGESTREL 0.5/50-28 

WATSON LABS 0.05MG;0 .5MG N75406 002 Dec 15, 1999 AUg CRLD 

ET·IORONATE DISODIUM 

INJECTABLE; INJECTION 
DIDRONEL 
@ MGI PHARMA INC SOMG/ML Nl9545 001 Apr 20, 1987 Jun DISC 

ETODOLAC 

TABLET, EXTENDED RELEASE; ORAL 
I.IODINE XL 

WYETH PHARMS INC 400MG N20584 001 Oct 25, 1996 Ma.y CRLD 

SOOMG N20584 003 Jan 2D, 1998 May CRLD 

+ 500MG N20584 003 Jan 2D, 1998 Jul CRLD 
@ 600MG N20584 002 Oct 25, 1996 Jul DISC 

ETOMIDATE 

INJECTABLE; INJECTION 
AMIDATE 

+ HOSPIRA 2MG/ML N18227 D01 Sep 07, 1982 May CAI-IN 

ETOPOSIDE 

INJECTABLE; INJECTION 
ETOPOS!DE 

HOSPIRA 20MG/ML N74320 001 Aug 30, 1995 May CAHN 

20MG/ML N74351 001 Aug 30, 1995 May CAHN 
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EZETIMIBE; SIMVASTATIN 

TABLET; ORAL 
VYTORIN 

MSP SINGAPO.RE lOMG; lOMG N21687 OOJ Jul 23, 2004 Jul NEWA 
10MG;20MG N21687 002 Jul 23, 2004 Jul NEWA 
lOMG; 40MG N21687 003 Jul 23, 2004 Jul NEWA 

+ 10MG;80!1G N21687 004 Jul 2,] I 2004 Jul NEWII. 

FAMOTID!Ni': 

lNJECTABLE; INJECTION 
FAMOTIOIN& 

l\£' HOSPIRA lOMG/ML N75870 001 Nov 23, 2001 May CAHN 
AP lOMG/ML N75905 001 Nov 23, 2001 May CAHN 

>A> TABLET, ORALLY DISIN'l'EGRATING; ORAL 
>A> FLUXID 
>A> SCHWARZ PHARMA 20MG N21712 001 Sep 24, 2004 Sep NEWA 
>A> + 40MG N217l..2 002 Sep 24, 2004 Sep NEWA 

f'ENOLDOPAM MESYLATE 

INJECTABLE; INJECTION 
CORLOPAM 

AP + HOSPIRA EQ 10MG BASE/ML Nl9922 001 Sep 23, 1997 May CAHN 

EENTANYL 

FILM, EXTENDED RELEASE; TRANS DERMAL 
DURAGESIC 

I· AT.ZA 0.6MG/24HR N19813 004 Aug 07, 1990 Jul CTEC 

l. 2MG/2rnR Nl9013 003 Aug 07 , 1990 Jul C'l'EC 

1. 8MG/24HR N19813 002 Mg 07, 1990 Jul CTEC 

2.4MG/24HR Nl9813 001 Aug 07, 1990 Jul CTEC 

FENTANYL CITRATE 

INJECTABLE; INJECTIOt,l 
FENTANYL CITRATE 

A.P HOSPIRA EQ 0.05MG BA9E/ML N19115 001 Jan 12, 1985 May CAHN 

FENTANYL CITRATE PRESERVATIVE FREE 
l\f.' HOSPIRA EQ O.OSMG BASE/ML N?2186 001 Sep 24, 1991 May CAHN 

TROCHE/LOZENGE; ORAL 

ACTIQ 
CEPHALON EQ 0.2MG B.!\SE N20747 001 Nov 04 , 199B Feb CAHN 

>0> EQ 0 .4MG BASE N20747 002 Nov 04, 1996 Sep CRLD 
>A> + EQ 0. 4MG BASE N20747 002 Nov 04, 1998 Sep CRLD 

EQ 0. 4MG BASE N20747 002 Nov 04, 1998 Feb CAHN 
EQ 0.6MG BASE N20747 003 Nov 04, 1998 Feb CAHN 

EO O. 8MG BASE N20747 004 Nov 04, 1998 F'eb CAHN 
EQ l .2MG BASE N20747 005 Nov 04, 199B Feb CAHN 

>D> EQ 1. 6MG BASE N20747 006 Nov 04, 1998 Sep CRI,O 

>A> EQ 1. 6l1G BASE N20747 006 Nov 04 . 1998 Sep CRLD 

+ EQ 1. 6MG BASE N20747 006 Nov 04, 1998 Feb CAliN 

FLUCONAZOLE 

FOR SUSPENSION; ORAL 
DIFLUCAN 

AB PFIZER SOMG/S ML N20090 001 Dec 23, 1993 Jul CFTG 
J'.18 + 200MG/5ML N20090 002 Dec 23, 1993 Jul CF'l'G 
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FOR SUSPENSION; ORAL 
FLOCONAZOLE 

AB RANBAXY 50MG/5ML N76332 001 Jul 29, 2004 Jul NEWA 
A-B 200MG/511l, N76332 002 Jul 29, 2004 Jul NEWA 
AB ROXANE 50MG/SML N7 624 6 001 Ju l 29, 2004 Jul NEWA 
AB 200MG/5ML N76246 002 Jul 29, 2004 Jul NEWA 

INJECTABLE; INJECTION 
DIFLUCAN IN DEXTROSE 5% lN PLASTIC CONTAINER 

AP + PFIZER 200MG/100ML Nl9950 003 Sep 29, 1992 Jul CFTG 
DIFLUCAN IN SODIUM CHLORIDE 0,9% 

AP -+ PFIZER 200MG/100ML Nl9950 001 Jan 29, 1990 Jul CFTG 
DIFLOCAN IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTATNE:R 

AP + PFIZER 200MG/100ML Nl9950 002 Jan 29, 1990 Jul CFTG 
FLOCONAZOLE IN DEXTROSE 5% IN PLASTIC CONTAINER 

AP HOSPIRA 200MG/100ML N7 6304 001 Jul 29, 2004 Jul NEWA 
FLUCONAZOLE IN SODIUM CHLORIDE O . 9% 

AP AM PHARM PAR,TNERS 200MG/100ML N76145 001 Jul 29, 2004 Jul NEWA 
AP BEDFORD 200MG/100ML N76087 001 Jul 29, 2004 Jul NEWA 
AP SICOR PHARMS 200MG/100ML N76653 001 Jul 29, 2004 Jul NEl'IA 

FLOCONAZOLE IN SODIOM CHLORIDE 0.9% IN PLASTIC CONTAINER 
AP BAXTER HLTHCARE 200MG/100ML N76766 001 Jul 29, 2004 Jul NEWA 
AP HOSPIRA 200MG/100ML N76303 001 Jul 29, 2004 Jul NEWA 
AP MAYNE PHARMA USA 200MG/100ML N76617 001 Jul 29, 2004 Aug CRLD 
AP + 200MG/100ML N76617 001 Jul 29, 2004 Jul NEW/\ 

TABLET; ORAL 
DIFLOCAN 

AB !?FIZER SOMG Nl9949 001 Jan 29, 1990 Jul CFTG 
AB lOOMG Nl9949 002 Jan 29 , 1990 Jul CFTG 
AB lSOMG Nl9949 004 Jun 30, 1994 Jul CFTG 
AB + 200MG Nl9949 003 Jan 29, 1990 Jul CFTG 

FLUCONAZOLE 
AB DR REDDYS LABS INC SOMG N7 6658 001 Jul 29, 2004 Jul NEWA 
AB lOOMG N76658 002 Jul 29, 2004 Jul NEl'IA 
AB 15 0MG N76658 003 Jul 29, 2004 Jul NEWA 
AB 200MG N16658 004 Jul 29, 2004 Jul N&WA 

AB GEDEON RICHTER USA 50MG N7 6432 001 Jul 29, 2004 Jul NEWA 
AB lOOMG N76432 002 Jul 29, 2004 Jul NEWA 
AB 150MG N76432 003 Jul 29, 2004 Jul NEWA 
AB 200MG N76432 004 Jul 29, 2004 Jul NEWA 
AB GENPHARM 50MG N76042 001 Jul 29, 2004 Jul NEWA 
AB lOOMG N76042 002 Jul 29, 2004 Jul NEWA 
AB 150MG N76042 003 Jul 29, 2004 Jul NEWA 
AB 200MG N76042 004 Jul 29, 2004 Jul NEWA 
AB IVAX PHARMS 5QMG N76077 001 Jul 29, 2004 Jul NEWA 
AB lOOMG N76077 002 Jul 29, 2004 Jul NEWA 
AB 150MG N76077 003 Jul 29, 2004 Jul NEWA 
AB 200MG N760?7 004 Jul 29, 2004 Jul NEl'IA 
AB MYLAN 50MG N7 6351 001 Jul 29, 2004 Jul NEWA 
AB lOOMG N76351 002 Jul 29, 2004 Jul NEWA 

AB lSOMG N76351 003 Jul 29, 2004 Jul NEWA 
AB 200MG N76351 004 Jul 29 , 2004 Jul NEWA 
AB ?LIVA 50MG N76424 001 Jul 29, 2004 Jul NEWA 
AB lOOMG N76424 002 Jul 29, 2004 Jul NEWA 
AB lSOMG N76424 003 Ju.l 29, 2004 Jul NE\<fA 
AB 200MG N76424 004 Jul 29, 2004 Jul NEWA 
AB AANBAXY- SOMG N76386 001 Jul 29, 2004 Jul NEWA 
AB lOOMG N76386 002 Jul 29, 2004 Jul NEWA 
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TABLET; ORAL 
FLUCONAZOLE 

AB RANBAXY 150MG N76386 003 Jul 29, 2004 Jul NEWA 

AB 200MG N76386 004 Jul 29, 2004 Jul NEWA 

AB ROXANE 50MG N76213 001 Jul 29, 2004 Jul NEWA 

AB lOOMG N76213 002 Jul 29, 2004 Jul NEWA 

AB 150MG N76213 003 Jul 29, 2004 Jul NEWA 

AB 200MG N76213 004 Jul 29, 2004 Jul NEWA 

AB SANDOZ 50MG N76086 001 Jul 29, 2004 Jul NEWA 

AB lOOMG N760B6 002 Jul 29, 2004 Jul NEWA 

AB lSOMG N76086 003 Jul 29, 2004 Ju). NEWA 

AB 200MG N76086 004 Ju 29, 2004 Jul NEWA 

AB TARO SOMG N76507 001 Jul 29, 2004 Jul NEWA 

AB lOOMG N76507 002 Jul 29, 2004 Jul NEWA 

AB 150MG N76507 003 Jul 29, 2004 Jul NEWA 

AB 200MG N76507 004 Jul 29, 2004 Jul NEWA 

AB TEVA SOMG N74681 001 Jul 29, 2004 Jul NEWA 

AB lOOMG N74681 002 Jul 29, 2004 Jul NEWA 
AB lSOMG N74681 003 Jul 29, 2004 Jul NE::WA 

AB 200MG N74681 004 Jul 29, 2004 Jul NEWA 

AB TORPHARM SOMG N76665 001 Jul 29, 2004 Jul NEWA 
AB lOOMG N76665 002 Jul 29, 2004 Jul NEWA 

AB 150MG N76665 003 Jul 29, 2004 Jul NEWA 
AB 200MG N76665 004 Jul 29, 2004 Jul NEWA 

Ft.UDARABINE PHOSPHATE 

INJECTABLE; INJECTION 
FLUOARABINE PHOSPHATE 

+ GENSIA SICOR PHARMS 50MG/2ML (25MG/ML) N76661 001 Apr 28, 2004. Apr NEWA 

FLOOEOX\'GLOCOSE, F-18 

INJECTABLE; INJECTION 
FLUDEOXYGLOCOSE F 18 
@ DOWNSTATE CLINCL 4-90mCi/ML N20306 002 Sep 25, 2001 May DISC 

INJECTABLE; INTRAVENOUS 
FLUDEOXYGLUCOSE F 18 

+ WEILL MEDCL COLL 10-lOOmCi/M.L N21768 001 Aug 05, 2004 All-g NEWA 

FiiONISOLIDE 

SPRAY, METERED; NASAL 
FLUNISOLIDE 

+ BAUSCH AND LOMB 0.025MG/SPRAY N,4805 001 Feb 20, 2002 Jun CRLD 

NASALIDE 
G IVAX RES 0. 025MG/SPAAY N1Bl48 001 Jun DISC 

FLOOCINONIDE 

CREAM; TOPICAL 
FLUOCINONIDE EMULSIFIED BASE 

AB2 ALTANA 0,05%' N76586 001 Jun 23, 2004 Jun NEWA 

FLUOROURACIL 

INJECTABLE; INJECTION 
FLUOROURACIL 

AP BIGMAR BIOREN PHARMS SOMG/ML N40291 001 Mar 24, 1999 Jul CAHN 

AP 50MG/MT "N40379 001 Nov 15, 2000 Jul CAHN 
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rLUOXETINE HYDROCHLORIDE 

CAPSULE; ORAL 
FLUQXETINE 

>A> AB IVAX PHARMS EQ 40MG BASE" N75245 003 Sep 28 1 2004 Sep NEl'IA 

SOLUTION; ORAL 
FLUOXETINE HCL 

AA PAR PHARM EQ 20MG BASE/SML N7 6458 001 May 14 1 2004 May NE9/A 

TABU,T; ORAL 
FLUOXETINE 

I\ !VAX PHARMS EQ 40MG BASE N75865 003 Aug 30, 2004 Aug NEWA 

FLUOXETINE HCL 
AB !VAX PHARMS ~Q 10MG BASE N75865 001 Feb 28 , 2002 A,1g C/\HN 

FLUPHENAz:LNE DECANOATE:. 

INJECTABLE; INJECTION 
FLOPHENAZINE DECANOATE 
@ MAYNE PHARMA USA 25MG/ML N14966 OOJ Apr 16, 1998 Apr CAHN 

FLOPHENAZlNE HYDROCHLORIDE 

CONCENTRATE; ORAL 
PERM!TIL 
@ SCRERING SMG/ML Nl6008 001 Jun DISC 

FLURAZEPAM HYDROCHLORIDE 

CAPSULE; ORAL 
FL1JRAZEPAM HCL 
@ MUTUAL Pl:!ARM 15MG N70454 001 Aug 04, 1986 11.ug CAHN 
@ 30MG N70455 001 Aug 04, 1986 Aug CARN 

FLUTlCASONE PROPIONATE 

AEROSOL, METERED; INHALATlON 
FLOVENT HFA 

GLAXOSMITHKLINE 0. 04 4MG/INH N21433 003 May 14, 2004 May Nr,;WA 

0 .. llMG/INH N21433 002 May 14, 2004 May NEWA 
+ 0,22MG/1Nfl N21433 001 May 14, 2004 May NEWA 

CREAM; TOPICAL 
Cll'TIVATE 

AS + G'LAXOSMITHKLINE 0.05% N19958 001 Dec 18, 1990 May CFTG 

FLUTICASONE PROPIONATE 
AB ALT.II.NA 0.05% N7 6451 001 May 14, 2004 May NEWA 
AB ATRIX 0.05% N7663.3 001 May 14, 2004 May NEWA 
AB CLAY PARK 0,05% N76793 001 May 14, 2004 May NEWA 

>A> AB KV PHARM 0.05% N76865 001 Sep 10, 2004 Sep NEWA 

OINTMENT; TOPICAL 
CUTIVATE 

AB + GLAXOSMITHKLINE o.oosi Nl9957 001 Dec 14 , 1990 May CFTG 

FLUTICASONE PROPlONA'rE 
AB AL'l'ANA 0.005% N76JOO 001 May 14, 2004 May NEWA 
AB CLA'i PARK 0.005% ~76668 001 May 14, 2004 May NEWA 

FOLLITROPIN ALFA/BETA 

INJECTABLE; IM-SC 
FOLLISTJM 

ax ORGANON USA JNC 75 IU/VIAL N20582 001 Sep 29, 1997 Mar CDFR 
@ 75 IU/VIAL N20582 001 Sep 29, 1997 Aug DISC 
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rNJEC'rABLE ; TM-SC 

FOLLIS TIM 
ORGANON USA INC 75 IO/VIAL N20582 001 Sep 29, 1997 Jun CTEC 

B>: 150 IO/VIAL N20582 002 Sep 29, 1997 Mar CDFR 

-t 150 IO/VIAL N2 0582 002 Sep 29, 1997 Jun CTEC 

@ 150 IO/VIAL N2058 2 002 Sep 29, 19 97 Aug DISC 

INJECTABLE; SOBCUTANE:OUS 
FOLLISTIM AQ 

ORGANON OSA INC 300 I.U/0 . 525ML N21211 001 Mat: 23, 2.004 Mar NEWA 

+ 600 ItJ/0. BBSML N21211 002 MilT 23, 2004 Mar NEWA 

GONAL-F 
SERONO INC 37. 5 IO /VIAL N21765 001 Mar 25, 2004 Mar NEWA 

@ 37. 5 lU/V!AL N21765 001 Mar 25, 2004 May DISC 

BX 75 IU/VI'AL N20378 001 Sep 29, 1997 Mar CDE'R 
@ 75 IO/VIAL N20378 001 Sep 29, 1997 Jun DISC 

75 IU/VIA.L N21765 002 Mar 25, 2004 Mar NEWA 

+ 75 IO/VIAL N21765 002 Mar 25, 2004 Jun CRLD 

ax 150 IO/VIAL N20378 00 2 Sep 29 , 1997 Mar CDFR 

I! 150 IO/VIAL N20378 002 Sep 29, 1997 Jun DISC 

+ 150 IO/VIAL N2l7 65 003 Mar 25, 2004 Mar NEWA 
@ 150 IIT/VIAL N217 65 003 Mar 25, 2004 May DISC 

450 IO/VIAL N2037B 005 Mar 26, 2004 Mar NEWA 

+ 1,050 IU/VIAL N20378 004 Feb 28, 2001 Apr CPOT 
+ l,200 IU/VIAL N20378 004 reb 28, 2001 Mar CAIN 

GONAL-F RFF PEN 
SERONO INC 300 IU/0 . 5ML N21684 00] May 25, 2004 May NEWA 

450 IU/0,75ML l-121684 002 May 25, 2004 May NEWA 

t 900 IO/l ,5ML N21684- 003 May 25, 2004 May NEWA 

e'OMl VIRSEN SODIUM 

INJECTABLE; INJECTION 
VITRAVENE PRESERVATIVE FRE~ 

+ NOVARTIS 6 , 6MG/ML N2096l 001 Aug 26, 1998 Jan CAHN 

FONOAPARINOX SODIOM 

INJECTABLE; SUBCUTANEOUS 
ARIXTRA 

-t FONDA BV 5MG/0 . 4ML N2134S 002 May 28, 2004 May NEWA 

+ 7,5MG/0.6ML N21345 003 May 28 , 2004 May NEWA 

+ lOMG/0 . BML N21345 004 May 28, 2004 May NEWA 

GLAXOSMITHKLINE 2 . SMG/0 . SML N21345 001 Dec 07, 2001 Aug CAHN 

5MG/0. 4ML N21345 002 May 28, 2004 Aug CAt!l', 

+ 7 . 5MG/0.6ML N21345 003 May 28, 2004 Aug CAHN 
-t lOMG/0.BML N21345 004 t-lay 28, 2004 Aug CARN 

FOSINOPRIL SODIUM 

TABLET ; ORAL 
FOSINOPRIL SODIUM 

AB EON lOMG N7648J 001 -Apr 23, 2004 Apr NEWA 

AB 20MG N76483 002 P.pr 23, 2004 Apr NEWA 

AB 40MG N76483 003 Apr 23, 2004- Apr NEWA 
AB RANBAXY l0MG N7 6580 00 1 Apr 23, 2004 Apr NE'WA 

AB 20MG N'16580 002 Apr 23, 2004 Apr NEWA 
AB 40MG N76580 003 Apr 23, 2004 Apr NEWA 
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FROVATRIPTAN SUCCrNATE 

TABLET ; ORAL 
FROVA 

+ ENDO PHARMS EQ 2 .SMG BASE N21006 001 Nov 08, 2001 Aug CARN 

+ V'ERl'lALIS EQ 2 .5MG BASE N21006 001 Nov OB, 2001 May CAHN 

FU ROS EMT DE 

INJECTABLE; INJECTION 
F(JROSEMIDE 

AP HOSPIRA lOMG/ML NlB 667 001 May 28 , 1982 May CAHN 

AP lOMG/ML N70578 001 ;Jul 08, 1987 May CAHN 

/'.P lOMG/ML N72080 001 Aug 13, 1991 May CARN 

AP lOMG/ML N74337 001 Oct 31 , 1994 May CAHN 

AP 10MG/ML N75241 001 May 28, 1999 May CAHN 

TABLET; ORAL 
FOROSEMIDE 
@ MUTUAL PHARM 20MG N70043 001 Sep 26, 1985 Aug CAHN 
@ 40MG N16190 001 Nov 29, 1983 Aug CAHN 
@ BOMG N70100 001 Jan 26, 1988 Allg CAHN 

AB VINTAGE PHARMS 20MG N76796" 001 Mar 26, 2004 .Mar NEWA 

AB 40MG N16796 002 Mar 26, 2004 Millr N.:WA 

AB BOMG N76796 003 Ma r 26, 2004 Mar NEWA 

>D AB WATSON LABS 40MG N70413 001 Feb 26, 1986 Sep DISC 

>A> @ 10MG N70413 001 Feb 26 , 1986 Sep DISC 

GABAPENTIN 

'rABLET; ORAL 
GABAPENTIN 

IVAX PflARMS lOOMG N7601 7 001 Ape 28, 2004 Apr NEWA 

300MG N760l7 002 Apr 28, 2004 Apr NEWA 
400MG N76017 003 Apr 28, 2004 Apr NEWA 

GANIRELIX ACETATE 

INJECTABLE; INJECTION 
GANIRELIX ACETATE INJECTION 

+ ORGANON USA !NC EQ 2500GM BASE/0.5ML N21057 001 Jul 29, 1999 Jun CTNA 

GATIFLOXACIN 

SOS PENSION; ORAL 
TEQO!N 

+ BRI STOL MYERS SQUIBB 200MG/5ML N21678 001 Aug 27 , 2004 Aug NEWA 

GEMIPLOXACIN MESYLATE 

TABi.ET; ORAL 
FACTIV'E 

.. OSCIENT EQ 320MG BASE N21158 001 Ap r 04, 2003 Apr CAHN 

GENTAMICIN SULFATE 

INJECTABLE; INJECTION 
GENTAMICIN SULFATE 

AP HOSPIRA EQ lOMG BASE/ML N62420 001 Aug 15, 1983 May CAHN 

I\P EQ lOMG BASE/ML N62612 004 Feb 20 , 1986 May CAHN 
AP EQ 40MG BASE/ML N62420 002 Aug 15, 1983 May CAHN 

GENTAMICIN SULFATE IN SODJOM CHLORIDE O. 9% 1N PLASTIC CONTAINER 
Al' HOSPIRA EQ 1.2MG BASE/ML N624H 001 Aug 151 1 983 May CMIN 



RX DRUG PRODUCT LIST CUMULATIVE SUPPLMENr 9 - September 2004 1-52 

INJECTABL$; INJECTION 
GENTAMlCIN SULFATE IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 
@ HOSPIRA EQ l.2MG BASE/ML N62588 001 Jan 06 , 1986 May CAHN 

AP EQ l. 4MG BASE/ML N62414 002 Aug 15, 1983 May CAHN 
@ EQ l. 4MG BASE/ML N6258B 002 Jan 06, 1986 May CAHN 

AP EQ 1.6MG BASE/ML N62414 003 Aug 15, 1993 May CAHN 
@ EQ l . 6MG BASE/ML N62588 003 Jan 06, 1986 May CAHN 

AP EQ l.BMG BASE/ML N62414 004 Aug 15, 1983 May CAH~ 
@ EQ 1. BMG BASE/ML N6258B 004 Jan 06 , 1986 May CAHN 

AP EQ 2MG BASE/ML N62414 005 Aug 15, 1983 May CAHN 
@ EQ 2MG BASE/ML N625BB 005 Jan 06, 1986 May CAHN 

AP EQ 60MG BASE/100ML N62414 006 Aug 15, 1983 May CAHN 
@ EQ 60MG BASE/lOOML N62588 006 Jan -06, 1986 May CAHN 

AP EQ 70MG BASE/lOOML N62414 007 Aug 15, 1983 May CAHN 
@ EQ 70MG BASE/lOOML N62588 007 Jan 06, 1986 May CAHN 

AP EQ BOMG BASE/lOOML N62414 008 Aug 15, 1983 May CAHN 
@ EQ 80MG BASE/lOOML N62588 008 Jan 06, 1986 May CAHN 

AP EQ 90MG BASE/lOOML N62414 009 Aug 15, 1983 May CAHN 
@ EQ 90MG BASE/100ML N62588 009 Jan 06, 1986 May CAHN 

AP EQ lOOMG BASE/lOOML N62414 010 Aug 15, 1 983 May CAHN 
@ EQ lOOMG BASE/lOOML N62588 010 Jan 06, 1986 May CAHN 

OINTMENT; OPHTHALMIC 
GENTAMICIN SULfATE 

AT + AKORN EQ 0.3% BASE N64093 001 Aug 31, 1995 Jul CFTG 

AT ALTANA EQ 0.3% BASE N65024 001 Jul 30, 2004 Jul NEWA 

SOLUTION/DROPS; OPHTHALMIC 
GARAM'fCIN 

AT + SCHERING EQ 0.3% BASE N50039 002 Jan CDFR 

GENTAMICIN SULFATE 
AT ALTANA EQ 3% BASE N6512 1 001 Jan 30, 2004 Jan NEWA 

GLIPIZIDE 

TABLET; ORAL 
GLJ PI ZIBE 

AB KALI LABS SMG N74550 00 1 Sep 11, 1997 Aug CAHN 

AB lOMG N74550 002 Sep 11 , 1997 Aug CAHN 

>D> GLUTAMINE 

>D> FOR SOLUTION; ORAL 
>D> NUTRESTORE 
>D> + NUTRITIONAL RESTART 5GM/PACKET N21667 001 Jun 10, 2004 Sep DISC 

>A> @ 5GM/PACKET N21667 001 Juo 10, 2004 Sep DISC 

+ SGM/PACKET N21667 001 Jun 10, 2004 Jul CMS2 

GLi'BlJRIOS; METFORMIN HYDROCHLORIDE 

TABLET; ORAL 
GLUCOVANCE 

AB BRISTOL MYERS SQCJIBB 1. 25MG;250MG N21178 001 Jul 31, 2000 Feb CFTG 

AB 2.5MG;500MG N21178 002 J ul 31, 2000 Feb CFTG 

AB· + SMG;500MG N2ll78 003 Jul 31, 2000 Feb CFTG 

GLYBURIDE AND METFORMIN HCL 
AB IVAX PHARMS 1. 25MG; 250MG N76345 001 Feb 1B, 2004 Feb NEWA 

AB 2.5MG;500MG N7 6345 002 Feb 18, 2004 Feb NEWA 

AB SMG;SOOMG N76345 003 Feb 18, 2004 Feb NEWA 
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GLYCINE 

SOLUTION; IRRIGATION 
GLYCINE 1.5% IN PLASTIC CONTAI!'IER 

AT HOSPIRA l.SGM/lOOML Nl7 633 001 May CAHN 

AT l.5GM/100ML N18315 001 May CAHN 

GLYCOl?YRROLATE 

INJECTABLE; INJECTION 
GLYCOP'tRROLA'fE 
@ HOSPIRA 0.2MG/ML N89393 001 Jun 15, 1988 May CAHN 

GONAOORELIN HYDROCHLORIDE 

INJECTABLE; INJECTION 
FACTREL 
@ BAXTER HLTl-JCARE CORP EQ 0.lMG BASE/VIAL N18123 001 Sep 30, 1 982 Jun DISC 

GRAN I SETRON HYDROCHLORIDE 

INJECTABLE; INJECTION 
KYTR1L 

>A> + ROCHE EO O. lMG BASE/ML (EQ O.lMG N20239 003 Sep 17, 2004 Sep NEWA 
BASE/ML) 

>A> EQ lMG BASE/ML (EQ lMG SASE/ML) N20239 004 Mar 11, 1994 Sep NEWA 

>D> + EQ lMG BASE/ML N20239 002 Mar 11, 1994 Sep Cl?OT 
>A> + EQ 4MG BASE/4ML (EQ lMG BASE /MLJ N20239 002 Mar 11, 1994 Sep CPOT 

GRISEOFULVIN, MICROCRYSTALLINE 

TABLET; ORAL 
FULVIC!N-U/F 

>D> AB SCHERING 250MG N60569 002 Sep CRLO 

>A> AS + 250MG N60569 00 2 Sep CRLD 

GRISEOFULVIN, ULTRAMICROCRYSTALLINE 

TABLET; ORAL 
FULVIClN P/G 
@ SCHERING 125MG N61996 001 Jun DISC 
@ 250MG N61996 002 Jun DISC 

FOL~CIN P/G 165 
~ SCllERING 165MG N61996 003 Apr 06, 19B2 Jun DISC 

FULVICIN P/G 330 
@ SCHERING 330MG N61996 004 Apr 06, 1982 Jun DISC 

GRIS-PEG 
>O> AB PEDINOL 125MG N50475 001 Sep CTEC 

>A> 125MG N50475 001 Sep CTEC 

+ 250MG N50475 002 Jlln CRLD 

HALAZEPA.M 

TABLET; ORAL 
i?AXIPAM 
@ SCHERING 20MG Nl 7736 003 Apr DISC 
@ 40MG Nl7 7 3 6 004 Apr DISC 

HALOPERIDOL 

TABLET; ORAL 
F!ALOPERIOOL 
@ MUTUAL !?HARM O.SMG N71156 001 Jan 02, 1987 Aug CAHN 
@. lMG N7U57 001 J'an 02, 1987 Aug CAHN 
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TABLET ; ORAL 
HALOPERIDOL 
@ f'IUTUAL PHAR.M 2MG Nlll72 001 Jan 02, 1987 Aug CAHN 
@ 5MG N71 212 001 Jan 07, 1988 Aug CAHN 
@ lOMG N7 ll 7'.l 001 Jan 07, 1988 Aug CAHN 
@ 20MG N71177 001 Jan 07, 1988 Aug CAHN 

HALOPERIOOL DECANOATE 

INJECTABLE; INJECTION 
HALOPERIDOL DECANOATE 
@ MAYNE PHARMA USA EQ 50MG BASE/ML N75176 001 Feb 09 , 2000 !\pr CAHN 
@ EQ lOOMG BASE/ML N75116 002 Feb 09, 2000 Apr CAHN 

HA LOP ER IDOL LACTATE 

INJECTMIL!;:; INJECTION 
HALOPERIDOL 

AP APOTEX EQ SMG BASE/ML N76774 001 Aug 25, 2004 Aug NEWA 

AP EQ SMG BASE/ML N76791 001 Aug 25, 2004 Aug NEWA. 

AP EQ SMG BASE/ML N16828 001 Aug 25 , 2004 Aug NEW11. 

>A> AP SABEX 2002 EQ SMG BASE/ML N76464 001 Sep 29, 2004 Sep NEWA 

HA LOT HANE 

LIQUID; INHALATION 
HALOTHANE 

AN + HOSPIRA 99.99% N83254 001 May CAHN 

HEPARIN SODIUM 

INJECTABLE; INJECTION 

HEl.'ARIN LOCK FLUSH 
1\P HOSPIRA 10 UNITS/ML N052 64 001 May CAHN 

AP 10 UNITS/ML N40082 001 Feb 2e, 1995 May CAHN 

AP 10 UNITS/ML N88097 001 Apr 28, 1963 May CAHN 

AP 10 UNITS/ML N88346 001 May 18, 1983 May CAHN 
@ 100 UNITS/ML N0526g 010 May CAHN 

AP 100 UNITS/ML N40082 002 Feb 28 , 1995 May CAHN 

AP 100 UNITS/ML N88098 001 Apr 28, 1983 May CAHN 

AP 100 UNITS/ML N88347 001 May 18, 1983 May CAHN 

HEPARIN LOCI\ FLUSH !N PLASTIC CONTAINER 
AP HOSPIRA 10 UNITS/ML N05264 015 May 21 , 1985 May CAIJN 

AE' 100 UNITS/ML N05264 016 May 21, 1985 May CAHN 

HEPARIN SODIUM 
AP + HOSPIRA 2,500 UNITS/ML N98099 001 Apr 28, 1983 May CAHN 

@ 2,500 \JNITS/ML N88099 001 Apr 28, 1983 Aug DISC 

AP 5 ,0 00 UNITS/ML N88100 001 Apr 28 , 1983 May CAHN 
@ 10,000 UNITS/ML N40095 001 Jul 26, 1996 May CAHN 
@ LILLY 10,000 UNITS/ML N05521 002 Jun DISC 

>D> AP MARSAM PHARMS LLC 1,000 UNITS/ML N40007 001 Jun 07, 1996 Sep DISC 

>A> @ 1,000 UNITS/ML N40007 001 Jun 01, 1996 Sep DISC 

HEPARIN SODI UM 1,000 UNITS IN SODIUM CHLOR IDE 0.9i lN PLASTIC CONTAINER 
1\P HOSPIRA 200 UNITS/lOOML Nl8916 010 Jun 23, 1989 May CAHN 

HEPARIN SODTUM 10 ,000 UNITS IN DEXTROSE 5% 
@ HOSPIRA 10,000 UNITS/lOOML N189ll 006 Jan 30, 1985 May CA HN 

HEP!'.RIN SODIUM 10,000 UNITS IN DEXTROSE 5% IN PLASTIC CONTAINER 
AP _HOS PI RA 10 , 000 ONITS/lOOML N19339 003 Mar 27, 1985 May CAHN 

HEE'ARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.45% 
@ HOSPIRA 10,000 UNITS/lOOML N18911 001 Jan 30, 1985 May CAHN 
@ 10,000 UNITS/lOOML N18916 005 Jan 31, 1984 May C1\HN 
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INJECTABLE; INJECTION 
HEPARIN SODIUM 10,000 UNITS IN SODIUM CHLORIDE 0.9% 
@ HOSPIRA 10,000 ONITS/lOOML Nl8911 003 Jan 30 , 1985 May CAHN 
@ 10 ,000 UNJTS/lOOML Nl8916 002 Jan 31, 1984 May CAHN 

HEPARIN SODIUM 12,500 UNITS IN DEXTROSE· 5% 
@ HOSPIRA 5,000 UNITS/lOOML N18911 007 Jan 30, 1985 May CAHN 

HEPARIN SODIUM 12,500 ONITS IN DEXTROSE 5% :rn· PLASTIC CONTAHIER 
llOSP,IRA 5,000 UNITS/lOOML N19339 001 • Mar 27, 1985 May CAHN 

HEPARIN SODIUM 12,500 UNITS IN SODIUM CHLORIDE 0.45%- TN PLASTIC CO~TAINER 
HOSPIRA 5,000 ONITS/lOOML N18916 006 Jan 31, 1984 May CAHN 

HEPARIN SODIUM 12,500 UNITS IN SODIUM CHLORIDE 0.9% 
@ HOSPIRA 5,000 UNITS/lOOML Nl8911 005 Jan 30, 1985 May CAHN 
@ 5 ,000 UNITS/lOOML Nl8916 003 Jan 31, 198 4 May CAHN 

HEPARIN SODIUM 2 ,000 UNITS TN SODIUM CHLORIDE 0.9%: IN PLASTIC CONTAINER 
AP .HOSPIRA 200 UNITS/ lOOML Nta9:L6 011 ilun 23, 1989 May CAf.lN 

HEPARIN SODIUM 20,000 UNITS IN DEXTROSE 5% IN PLASTIC CONTAINER 
AP HOSPIRA 4,000 UNITS/lOOML N19805 00 1 ilan 25, 1989 May CAHN 

H.1:PA.RIN SODIOM 25,000 UNITS IN DEXTROSE 5% 
@ HOSPIRA 5,000 UNITS/ l OOML N18911 009 Jan 30, 1985 May CAHN 
@ 10,000 ONITS/lOOML Nl8911 008 Jan 30, 1985 May CAHN 

HEPARIN SODIUM 25,000 UNITS IN DEXTROSE 5% rn PLASTIC CONTAINER 
AP HOSPIRA 5,000 UNITS/lOOML N19339 004 Mar 27, 1985 May CAHN 
AP 5,000 ONITS/lOOML N19805 002 Jan 25, 1989 May CAHN 

AP 10,000 UNITS/100ML N19339 002 Mar 27, 1985 May CAHN 

HEPARIN SODIUM 25 ,000 UNITS IN SODIUM CHLORIDE 0. 45% IN eLASTIC CONTAINER 
HOSPIRA 5,000 ONITS/lOOML t-118 916 007 Jah 31, 1984 May CAHN 

10,000 ONITS/lOOML Nl8916 008 Jan 31, 1984 May CAHN 

HEPARIN SODIUM 25,000 trnITS IN SODIUM CHLORIDE 0.9% 
@ HOSPIRA 5,000 ONITS/lOOML Nl8911 004 Jan 30, 1985 May CAHN 

HEPARIN SODIUM 25,000 UNITS IN SODIUM CHLORIDE 0 . 9% IN PLASTIC CONTAINER 
@ HOSPIRA 5,000 UNITS/lOOML Nl8916 009 J an 31, 1984 May CAHN 

HEPARIN SODIUM 5,000 UNITS IN SODIUM CHLORIDE 0. 45!1; 
@ HOSPIRA 100 UNlTS/ML N1891J 002 Jan 30, 19B5 May CAHN 
@ 100 U~ITS/ML Nl8916 004 Jan 31, 1984 May CAHN 

HEPARIN SOD1UM 5,000 UNITS 1N SODIUM CHLORIDE 0.9% 
@ HOSPIRA 1,000 ONITS/100ML N1B916 · 001 Jan 31, 1984 May CAHN 

HEPARIN SODIUM PRESERVATIVE F!\EE 

+ HOSPIRA 2,000 UNITS/ML N05264 013 Apr 07, 1986 May CARN 
AP + 2,soo UNITS/ML N05264 014 Apr 07, 1986 May CAHN 
AP + lOrOOO UNITS/ML 1'!89522 001 May 04, 1987 May CAHN 

>.D> AP MAR.SAM PHARMS LLC 1,000 UNITS/ML N8946<1 001 Jun 03, 1986 Sep DISC 
>A> @ 1,000 UNITS/ML N89464 001 Jun 03, 1986 Sep DISC 

PANHEPRIJ:,J 
@ HOSPIRA 1,000 UNI'i'S/ML N05264 004 May CAHN 
@ 5,000 UNITS/ML N05264 006 May Cl>.HN 
@ 10,000 UNITS/ML N052 64 007 May CAHN 
@ 20,000 ONITS/~IL N05264 008 May CAHN 
@ 40,000 UNITS/ML N05264 009 May CAHN 

• HYALURON IDASE 

INJECTABLE; INJECTION 
VITRASE 

+ !STA !?HARMS 6,200 UN!TS/VIAL N21640 001 May 05, 2004 May NEWA 
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HYDRALAZINE HYDROCHLORIDE 

TABLET; ORAL 
HYDRALAZINE HCL 
@ MUTUAL PHARM J.uMG N138728 001 Apr Tl, 1985 Aug CAHN 

@ 25MG N84106 002 Aug CAHN 
@ 50MG NB4107 002 A·ug CAHN 
@ lOOMG N88729 001 Apr 11, 19B5 Aug CAHN 

HYDRALAZINE HYOROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE 

TABLET; ORAL 
RESER.PrNE, HYDRALAZINF; HCL AND HYDROCHLOROTHTAZIDE 
@ MUTUAL PHARM 2 5MG; 15MG; 0. lMG N88570 001 Apr 10, 1984 Aug CAHN 

HYDROClil,OROTlilAZIDE 

TABLET; ORAL 
HYDROCHLOROTHIAZIDE 
@ MUTUAL PHARM 25MG N839?2 001 AUg CAHN 
@ SOMG NB397 2 002 Aug CAHN 
@ lOOMG N83972 003 Aug CAHN 

H YDROCHLOROTH.IAZ I DE,; METOPROLOL TARTRATE 

TABLET; ORAL 
LOPR·ESSOR HCT 

AB NOVARTIS 25MG;SOMG Nl8303 001 Dec 31, 1984 Aug Cli'TG 

AB 25MG;l00MG Nl8303 002 Dec 31, 1984 Aug CFTG 

AB t 50MG;100MG Nl8303 003 Dec 31, 1984 Aug CFTG 

METOPROLOL TJ\RTRATE AND HYDROCHLOROTIUAZI DE 
AB MYLAN 25MG;SOMG N7679 2 001 Aug 20, 20 04 Aug NEWA 

AB 25MG;100MG N76792 002 Aug 20, 2004 Aug NEWA 

AB SOMG;lOOMG N76192 003 Aug 20, 2004 Aug NEWA 

RYOROCHLO!I.O'l'H.1 AU DE; QU[N~P~It HVD!lOCJ-!LORlDE 

TABLET; ORAL 
ACCURETIC 

AB PFIZER PHARMS 12.5MG;EQ lOMG .BASE N20125 001 Dec 28, 1999 Mar CFTG 

AB 12.SMG;EQ 20MG BASE N20125 002 Dec 28, 1999 Mar CFTG 
AB + 25MG;EQ 20MG BASE N20125 003 Dec 28, 1999 Mar CFTG 

QUI NARET IC 
AB AMIDE PHARM 12.SMG;EQ lOMG BASE N76374 001 M<'lr 31, 2004 M,u NEWA 

AB 12.SMG;EQ 20MG BASE N76374 002 Mar 31, 2004· Mar NEWA 

A.B 25MG;EQ 20MG" BASE N7 637 4 003 Mar 31, 2004 Mar NEWA 

HYDROCHLOROTl:l~AZIOE; SPIRONOLACTONE 

TABLET; ORAL 
SPIRONOLACTONE AND HYOROCHLOROTHlAZIDE 

A.B MUTUAL PHARM 25MG:25MG N87267 001 Aug CAHN 

HYDROCHLOROTHIAZIDE; TELMISARTAN 

TABLET; ORAL 
MICARDIS HCT 

BOEHRINGER INGELHEIM 12.SMG:BOMG N21162 00 2 Nov 17, 2000 !-lay CRLD 

+ 25MG;BOMG N21162 003 Apr 19, 2004 May NEWA 
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HYDROCODONE BITARTRAXE; IBUPROFEN 

TABLET; ORAL 
HYDROCOOONE BITARTRATE AND IBUPROFEN 

+ INTERPHARM 5MG;200MG ~,6642 002 Mar 18, 20Qq Ma.c; NEWA 

HYDROCORTISONE 

CREAM; TOPICAL 
HYDROCORTISONE 

AT VINTAGE PHARMS 2.5% N40503 001 Mar 12, 200~ Mar NEWA 

HYDROCORTJSONE ACETATE; FRAMOXI"NE HYDROCHLORIDE 

AEROSOL, METERED/ TOPICAL 
HYDROCORTISONE ACETATE 1% AND PRAMOXINE HCL 1i 

BX BOCA PHARMA 1%;1% NB9440 001 May 17, 1988 Apr CAHN 

HYDROCORTISONE BUWYRA.TE 

SOLUTION; TOPICAL 
HYDROCORTISONE BUTYRATE 

AT TARO FHARM INDS 0.H N76364 001 Jan 14, 2004 Jan NEWA 

LOCOID 
AT + FERNDALE LABS 0 . 1% N19116 001 Fep 25, 1987 Jan CFTG 

HYDROCORTISONE SODIUM StlCCtNATE 

INJECTABLE; INJECTION 
A-HYDROCORT 

AP HOSPIRA EQ lOOMG BASE/VTAL N85929 001 May CAHN 
AP EQ 250MG BASE/VI.AL N85930 001 May CAHN 

AP EQ S00MG BASE/VIAL NB5931 001 May CAHN 
AP EQ lGM BASE/VIAL N85932 001 May CAHN 

HYDROMOREHONE HYDROCHLORIDE 

>A> CAPSULE, EXTENDED RELEASE; ORAL 
>A> PALLADONE 
>A> PURDUE PHARMA LP 12MG N21044 001 Sep 24, 200g Sep NEWA 
>A> 16MG N21044 002 Sep 24, 2004 Sep NEWA 

>A> 24.MG N21044 003 Sep 24, 2004 Sep NEWA 
>A> 32MG N21044 004 Sep 24, 2004 Sep NEWA 

INJECTABLE; INJECTION 
HYDROMORPHONE HCL 

AP HOSPIRA lOMG/ML N74598 001 Jun 19, 1997 May CAHN 

HYDROXYZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
HYDROXYZINE HCL 

AP HOSPIRA 25MG/ML N87416 001 May CAf:IN 

@ SOMG/ML N86821 001 May CAHN 
AP SOMG/ML N87546 001 May CAHN 

TABLET; ORAL 
HYDROXYZINE HCL 

AB ABLE lOMG N40559 001 Jul 22, 2004 Jul NEl'IA 

AB 25MG N40562 001 Jul 22, 2004 Jul NEWA 
AB 50MG N40563 001 Jul 22, 2004 Jul NEWA 

@ MUTUAL PHARM lOMG NB8409 001 Nov 15, 1983 Aug CAHN 
@ 25MG N87857 001 Apr 18, 1983 Aug CAHN 
@ SOMG N87860 001 Apr 18, 1983 Aug CAHN 
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TABL£'1'; ORAL 

HYDROXYZINE HCL 
@ MUTUAL PHARM 

IBUPROFEN 

SUSPENSION; ORAL. 
IBUPROFEN 

PERRIGO R AND D 

TABLET; ORAL 
IBUPROFEN 
@ MUTUAL PHARM 
@ 

@ 

IDARUBI.CIN HYDROCRLORIDE 

I NJECTABLE; nlJtCTION 
IDARUBICIN HCL 

+ G·ENSIA SICOR PHARMS 

INAMR!NONE LACTATE 

INJECTABLE; INJECTION 
AMRINONE 

+ HOSPIRA 

INDOMETHACIN 

CAPSULE; ORAL 
INDOMETHACIN 
@ MU'l'Uhl PHARM 

@ 

INSULIN ASPART RECOMBINANT 

INJECTABLE; SUBCUTANEOUS 
NOVOLOG 

+ NOVO NORDISK 

INSULIN GLARGINE RECOMBINANT 

INJECTABLE; INJECTION 
LANTOS 

+ l\.VENTIS PHARMS 

lOOMG 

lOOMG/SM 

400MG 

600MG 

BOOMG 

5MG/VU,L 

EQ 5MG BASE/ML, 

25J\1G 

SOMG 

100 UNITS/ML 

100 UNITS/ML 

INSULIN GLOLISLNE RECOMBINANT 

INJECTABLE; SUBCUTANEOUS 
APIDRA 

+ AVENTIS PHARMS 
@ 

100 UNITS/ML 

100 UNITS/ML 

INS OLIN LISPRO PROTAMTNE RECOMBINANT/ INSULIN LISPRO 

INJECTABLE; INJECTION 
HOMALOG MIX 50/50 

+ LILLY 50 ONITS/MI.;50 UNITS/ML 

HUMALOG MlX 75/25 
+ LILLY 75 UNITS/ML;25 UNITS/ML 

N87862 001 Apr 18, 1983 Aug CAHN 

N76925 001 Sep 23, 2004 Sep NEWA 

N70079 001 Jul 24, 1985 Aug CA"HN 
N700B0 001 Jul 24, 1985 Aug CARN 

N71449 001 Feb 18, 1987 Aug CAHN 

N65037 003 May 01, 2002 Feb CTEC 

N74616 001 Aug 03, 1998 May CAHN 

N70067 001 Oct 03, 1986 Aug CAffN 

N70068 001 Oct 03, 1986 Aug CAHN 

N20986 001 Jun 07, 2000 May CAIN 

N21081 001 Ap:r: 20, 2000 May CAIN 

N21629 001 Apr 16, 2004 Apr NEWA 

N21629 001 Apr 16, 2004 Jun DISC 

RECOMBINANT 

N21018 001 Dec 22, 1999 May CAIN 

N21017 001 Dec 22, 1999 May CAIN 
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INSULIN LISPRO RECOMBINANT 

Il'lJECTABLE; INJECTION 
HUMADOG 

+ LILT.Y 100 UNlTS/ML N20563 001 JWJ 14, 1996 May CAIN 

HOMALOG PEN 

+ LILLY 100 UNITS/ML. N20S 63 002 Aug 06, 1998 May CAIN 

IODIXANOL 

INJECTABLE; INJECTION 
VISIPAQUE 270 

GE HEALTHCARE 55~ N2080B 001 Aug 29, 1997 .::run CMFD 

VISIPAOUE 320 
GE HEALTHCARE 65.2% N20BOB 002 Aug 29, 1997 Jun CMFC 

IOPAMIDOl, 

INJECTABLE; INJECTION 
IOPAMICOL-200 

AP HOSPIRA 41% N74898 001 Dec 30, 1997 May CAHN 

IOPAMIDOL-200 IN ELASTIC CONTAINER 
AP HOSPIRA 41% N74636 001 Dec 30, 1997 May CAHN 

IOPAMIOOL-250 
AP HOSPIRA SH N74'89B 002 Dec 30, 1997 May CAHN 
AP SH N75005 001 Feb 24, 1998 May CARN 

IOPAMIDOL-250 TN ELAS~IC CONTALNER 
AP HOSPIRA SH N'74636 002 Dec 30, 1997 May CAHN 

IOPAMIDOL-300 
11.P HOSPIRA 61\ N74898 003 Dec 30, 1997 May CAHN 

AP 61% N75005 002 Feb 24, 1998 May Cl'.HN 

IOPAMIDOL-300 IN PLASTIC CONTAINER 
AP HOSPIRA 6H N74636 003 Dec 30, 1997 May CAHN 
AP 61\ N'7 4 637 001 Apr 03, 1997 May CAHN 

IOi?AMIOOL-370 
AP HOSPIRA 76\ N7489B 004 Dec 30, 1997 May CAHN 
AP 76% N7SOOS 003 Feb 24, 1998 May CAHN 

IOl?AMIOOL-370 IN PLASTIC CONTAINER 
AP HOSPIRA 76\ N74636 004 Dec 30, 1997 May CAHN 

IOPANOIC ACID 

TABLET; ORAL 
TELEPAQUE 
@ GE HEALTHCARE SOOMG N08032 001 May DISC 

IOPROMIDB 

INJECT/1.BLE:; INJECTION 
ULTRAVIST ( PH/1.RMACY BULK) 

I· BERLEX 49.91 N21425 003 Mar 12, 2004 Mar NEWA 
1-" 62.3% N2l425 001 Sep 20, 2002 Mar CPOT 
+ 76. 9% N21425 002 Sep 20, 2002 Mar CPOT 

IOTH/1.LAMATE MEGL!JMrnE; IOTHALAMATE SODIUM 

lNJECT/1.BLE; INJECTION 
V/1.SCORAY 
@ MALLINCKRODT 52%; 26% Nl 67 83 001 Jun DISC 
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IPRATROPIUM BROMIDE 

SOLUTION ; INHJU,ATION 
IPRATROPIUM BROMIDE 

I\N HOLOPACl< tN1'L 0.02% N7 5 693 001 Jan 26, 2001 Apr CAHN 

ISOl'LDRANE 

LIQUID; INHALI\TION 
ISOFLURANE 

AN HOSPIRA 99.9% N74097 001 Jan 25, 1993 May CAHN 

I'.SONIAZID 

INJECTABLE; INJECTION 
N'iDRAZID 

+ SANDOZ lOOMG/ML NOS 662 001 Feb CAHN 

TABLET; ORAL 
ISONIAZID 
@ MUTUAL Pl-!ARM lOOMG N80136 001 Aug CAHN 

AA 300MG N83633 001 Aug CAHN 

ISOPROTERENOL HYDROCRLORIDE 

INJECTABLE; INJECTION 
ISOPROTERENOL HCL 

HOSPIRA 0.02MG/ML N63283 ()01 May CAHN 

Al' 0.2MG/Mt. N83346 001 May CAHN 

ISUPREL 

M' + HOSPIRA 0 .2MG/ML Nl0515 001 May CAHN 

ISOSORBcDE DINITRATE 

TMLET; ORAL 
ISOSORBIDE DINITRATE 
@ MUTUAL !.>HARM 5MG N86166 002 Sep 19, 1986 Aug CAHN 
@ lOMG N86169 001 Sep 19, 1906 Aug CAHN 
@ 20MG NS 6167 001 Sep 19 , 19B6 Aug CAH?i' 
@ 30MG N87564 001 Sep 18 , 1986 Aug CAHN 

TABLET; SUBLINCUAL 
ISOSORBIDE OINITRATE 
(! MUTUAL PHARM 2.SMG NS4204 001 Sep 18, 1986 Aug CAHN 
@ SMG N8616B 001 Sep 18, 1986 Aug CAHN 
@ lffMG N87545 001 Sep 18, 1986 Aug CAHN 

ISOSORBIDE MONONITRATE 

TABLET, EXTENDED RELEASE; 081\L 

!MOOR 
P,B SCHERING !.>LOUGH 30MG N20225 001 Aug 12, 1993 Apr CRLD 

AB 60MG N20225 002 Aug 12, 1993 Apr CRLD 

ITRACOITT\.ZOLE 

CAPSULE; ORAL 
ITRACONI\ZOLE 

AB EON lOOMG N76104 001 May 28, 2004 May NEWA 

SPORANOX 
AB + JANS SEN PHARMA lOOMG N'20083 001 Sep 11, 1992 May CPTG 
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KETAMINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
KETAMINE HCL 

AP HOSPIRA EO SOMG BASE/ML N7 45 4 9 001 Jun 27, 1996 May CAHN 

AP EQ lOOMG ilASE/ML N74549 002 Jun 27, 1996 May CAHN 

KETOCONAZOLE 

CREAM; TOPICAL 

KETOCONAZOLE 
AB ALTANA 2% N76294 001 Apr 28, 2004 Apr NEWA 

AB + '!'EVt>, 2\ N75581 001 Apr 25, 2000 Apr CRLD 

NIZORAL 
@ JANSSEN PHARMA 2\ Nl9084 001 Dec 31, 1985 Apr DISC 

SHAMPOO; 't'OPICAL 
KETOCONAZOLE 

AB CLAY PARK 2% N76419 001 Jan 07, 2004 Jan NEWA 

NIZORAL 
AB + MCNEIL CONS SPECLT 2i Nl9927 001 Aug 31, 1990 Jan CFTG 

SUSPENSION; ORAL 
NIZORAL 
@ JANSSEN PHARMA 1DOMG/5ML N70767 001 Nov 07, 1986 Jul CAHN 

TABLET; ORAL 
NIZORAL 

AB + JANSSEN Pl:lARl:IA 200MG N18533 001 Jul Cl'JJN 

KETOROLAC TROMETH1'MINE 

INJECTABLE; INJECTION 
KE'I'OROLAC TROMETHAMINE 

AP AMPHASTAR PHARM 15MG/ML N76209 001 Jul 21, 2004 Jul NEWA 

AP 30MG/ML N76209 002 Jul 21, 2004 Jul NEWA 

AP APOTEX lSMG/ML N76722 001 Jul 27, 2004 Jul NEWA 

AP 30MG/ML N76722 002 Jul 27, 2004 Jul NEWA 

AP BAXTER HLTHCARE 15MG/ML N75772 001 Jul 21, 2004 Jul NEWA 

AP 30MG/ML N75772 on Jul 21, 200~ Jul NEWA 

A.P + BEDFORD 15MG/ML N75222 001 Apr 26 , 1999 Jan CRLD 

A.P + 30MG/ML N75222 002 Apr 26, 1999 Jan CRLD 
@ HOSPIRA 15MG/ML N74801 001 Jun 05, 1997 May CAHN 

AP 15MG/ML N74802 001 Jun 05, 1997 May CAHN 
AP 15MG/ML N74993 001 Jan 27, 1999 May CAHN 

30MG/ML N74801 002 Jun 05, 1997 May CAHN 
AP 30MG/ML N74802 002 Jun 05, 1997 May CAHN 
AP 30MG/ML N74993 002 Jan 27, 1999 May CAHN 

TORADOL 
@ ROCHE PALO 15MG/Ml, Nl9698 001 Nov 30, 1989 Jan DISC 
@ 30MG/ML Nl9698 002 Nov 30, 1989 Jan DISC 

KETOTIFEN FlJMARATE 

SOLOTION/DROl?S; OPHTHALMIC 
ZADITOR 

+ NOVARTIS EQ Q.025\ BASE N21066 001 Jul 02, 1999 Feb CAHN 

LABETALOL HYDROCHLORIDE 

INJECTABLE; I NJECTION 
LABETALOL HCL 

AP HOSPIRA SMG/M N75239 001 Nov 29, 1999 May CAHN 
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INJECTABLE; INJECTION 
LABETALOL HCL 

AP HOSPIRA SMG/ML N75240 001 Nov 29, 1999 May CAHN 

>0> NORMOO'iNE 
>D> A.e + SCHERING SMG/ML Nl8686 001 Aug 01, 1984 Sep DISC 

>A> @ SMG/ML Nl8686 001. Aug 01, 1 984 Sep DISC 

TABLET; ORAL 
>D> NORMODYNE 
>0> AB SCHERING lOOMG N18687 001 Aug 31, .1987 Sep DISC 

>A> @ lOOMG Nl8687 001 Aug 31, 1967 Sep DISC 

>D> AB 200MG N18687 002 Aug 01, 1984 Sep DISC 

>A> @ 200MG N18687 002 Aug 01, 1984 Sep DISC 

>□> AB + 300.MG Nl.8687 003 Aug 01, 1984 Sep DISC 

>A> @ 300MG Nl8687 003 Aug 01 , 1984 Sep DISC 

TRANDATE 
>D> AB PROMETHEUS LABS 300MG Nl6il6 003 Aug 01, 198q Sep CRLD 

>A> AB + 300MG Nl.8716 003 Aug 01, 1984 Sep CRLD 

LAMIVUDINE 

TABLET; ORAL 
EP!VIR 

GLAXOSMITHKLINE lSOMG N20S64 001 Nov 17, 19% May CRLD 

+ 300MG N20564 003 Jun 24, 2002 May CRLD 

LAMOTRIGINE 

1'ABL£T; ORAL 
LAMICTAL 

+ GLAXOSMITl:IKLINE 25MG N20241 005 Dec 27, 199<1 Ape CRLD 

200MG N20241. 003 Dec 27, 1994 Apr CRLD 

LANSOPRAZOLE 

FOR SUSPENSION, DELAYED RELEASE; ORAL 
PREVACID 

TAP PHARM lSMG/PACKET N21281 001 May 03, 2001 Jul CDFR 

+ 30MG/PACKF.'T' N21281 002 May 03, 2001 Jul CDFR 

INJECTABLE; INTRAVENOUS 
PREVACIO IV 

+ TAP Pl:IARM 30MG/VIAL N2 1566 001 May 27, 2004 May NEWA 

TABLET , DELAYED RELEASE, ORALLY DIS1NTEGRATING; ORAL 
PREVAtlD 

TJ:I.P PHARM 15MG N21428 001 Aug 30, 2002 Jul CDFR 

+ 30MG N2142B 002 Aug 30, 2002 Jul CDFR 

LEFLUNOMIDE 

TABLET; ORAt 
ARAVA 

+ AVENTIS PHARMS lOOMG N20905 003 Sep 10, 1998 Jul CMFD 

LEUCOVORIN CALCIUM 

INJECTABLE; INJECTION 
LEUCOVORIN CALCIUM 
@ PHARMACHEMIE USA EQ lOOMG BASE/VIJ:I.L N89915 001 Apr 17, 1997 Aug DISC 

LEUCOYORIN CALCIUM PRESERVATIVE FREE 
AP BIGMAR BIOB.EN ?HARMS EQ 200MG BASE/VIAL N~0258 001 Feb 26, 1999 Jul CAHN 

+ EQ SOOMG BASE/VIAL N40286 001 Feb 26, 1999 Jul CAHN 

AP + HOSPIRA EQ lOMG BASE/ML N40147 001 Jun 25, 1997 May CAHN 
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L£VOBUPIVACAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
CHIROCAINE 
@ PURDUE PHARl'1A LP 

I! 

LEVOCABASTINE HYDROCHLORIDE 

EQ 2 . 5MG BASE/ML 
EQ 5MG BASE/ML 

EQ 7.SMG BASE/ML 

SUSPENSION/DROPS; OPHTHALMIC 
LIVOSTIN 

NOVARTIS 

LEVOCARNrTINE 

SOLUTION; ORAL 
CARNITOR 

AA + SIGMA TAU 

LEVOCARlljlTINE 
AA LYNE 

TABLET; ORAL 
CARNITOR 

-l, SIGMA TAU 
AB + 

LEVOCARNITINE 
AB COREPHARMA 

LEVOFLOXACIN 

SOLUTION/DROPS; OPHTHALMIC 
IQUIX 

SANTEN 

LEVONORGESTREL 

TABLET; ORAL 
PLAN B 

+ DORAMED 

LEVOTHYROXINE SODIUM 

TABLET; ORAL 
LEVOLET 

B>; VINTAGE 
BX. 

BX 
BX 
BX 
BX 
BX 
BX 
BX 
BX 

BX 
BX 

LEVO-T 
AB2, ALARA ?HARM 
AB] 
AB2 , 
AB3 
A82, 
AB3 

• 

EQ O.OS'i BASE 

1GM/10ML 

1GM/10ML 

330MG 
330MG 

330MG 

1.5 '6 

0.75MG 

0.025MG 

O.OSMG 
0.075MG 
0 . 088MG 
0. lMG 

0.112MG 

0.125MG 
0.137MG 

0.15MG 
0.175MG 

0.2MG 
0.3MG 

0.025MG 

0.05MG 

0 .075MG 

N20997 001 Aug 05, 1999 May DISC 
N20997 002 Aug 05 1 1999 May DISC 
N20997 003 Aug 05, 1999 May DISC 

N20219 001 Nov 10, 1993 Feb CAHN 

N19257 001 Apr 10, 1986 Aug CFTG 

N7685l 001 Aug 10, 2004 Aug NEWA 

Nl8948 001 Dec: 27, 1985 Sep CE"I'G 
Nl8948 001 Dec 27, 1985 Sep CFTG 

N76858 001 Sep 20, 2004 Sep NEWA 

N21571 001 Mar 01, 2004 Mar NEWA 

N21045 001 Jul 28, 1999 Feb CARN 

N21137 001 Juo 06, 2003 Jul CAHN 
N21137 002 Jun 06 , 2003 Jul CAHN 
N21137 003 Jun 06, 2003 Jul CAHN 
N21137 004 Jun 06, 2003 Jul CAHN 
N211J'"/ 005 Jun 06, 2003 Jul CAHN 

N211-37 006 Jun 06, 2003 Jul CAl-!N 
N21137 007 Jun 06, 2003 Jul CAHN 
N21U7 008 Jun 06, 2003 Jul CAHN 
N21137 009 Jun 06, 2003 Jul CAHN 
N21137 010 Jun 06, 2003 Jul CAHN 
N21137 011 Jun 06, 2003 Jul CAHN 
N21 l37 01 2 Jun 06, 2003 Jul CAHN 

N21342 001 Mar 01, 2002 ,Tun CTEC 

N21342 002 Maz: 01, 2002 Jun CTEC 

N21342 003 Mar 01, 2002 Jun CTEC 

SEE PRE,ACE SECTION 1 , 4 LEVOTHY~OXINE SODIOM 



RX DRUG PRODUCT LIST CUMULATIVE SUPPLMENT 9 - September 200q 1-64 

TABLET; ORAL 
LEVO- T 

AB2, A.LARA PEIARM 0.088MG N21342 004 Mai: 01 , 2002 Jun CTEC 
AB3 
AB2, O.lMG N2l342 005 Mar 01, 2002 Jun CTEC 
A.B3 
AB2, 0 .112MG N21342 006 Mar Ol, 2002 Jun CTEC 
1\B3 

AB2, 0.125MG N21342 007 Mar 01, 2002 Jun CTEC 
AB3 
AB2, 0.137MG N21342 012 Dec 08, 2003 Jun CTEC 
ABJ 
AB2, O.lSMG N21342 008 Mac 01, 20D2 Jun CTEC 
ABJ 
AB2, 0.175MG N21342 009 Mar 01, 2002 Jun CTEC 
AB3 
AB2 1 0.2MG N21342 010 Mar 01, 2002 Jun CTEC 
AB3 
AB2, + 0 . 3MG N21342 011 Mar 01, 2002 Jun CTEC 
AB3 

LEVOTHYROXINE SODIUM 
ABl, MYLAN 0.025MG N7 6187 001 Jun 05, 2002 Jun CTEC 
AB2, 
AB3 
AB1 1 0.0SMG N76187 002 Jun OS, 2002 Jun CTEC 
AB2, 
AB3 
ABl, 0. 075MG N76187 003 Jun OS, 2002 Jun CTEC 
AB2, 
AB3 
ABl, 0.088MG N76187 004 Jun 05, 2002 Jun CTEC 
AB2 1 

AB3 
.II.Bl, O. lMG N76187 005 Jun OS, 2002 Jun CTEC 
AB2, 
ABJ 
ABl, 0.112MG N76187 006 Jun 05 , 2002 Jun CTEC 
AB2, 
AB3 
ABl, 0.125MG N76187 007 Jun 05, 2002 Jun CTEC 
AB2, 
AB3 
ABl, 0.lSMG N76187 008 Jun OS, 2002 Jun CTEC 
AB2, 
AB3 
ABl, 0 .175MG N76187 009 Jun as, 2002 Jun CTEC 
AB2, 
AB3 
ABl, 0.2MG N761B7 010 ,Jun 05, 2002 Jun CTEC 
AB2 1 

AB3 
ABl, 0.3MG N76187 011 Jun 05, 200,2 Jun CTEC 
AB2, 
AB3 

l.EVOXYL 
ABl, JONES PH~ 0 . 025MG N21301 001 May 25, 200,1 Jun CTEC 
ABJ 
ABl, 0. OSMG N21301 002 May 25, 2001 Jun CTEC 
AB3 
ABl, 0.075MG N21301 003 May 25, 2001 Jun CTEC 
AB) 
ABl, 0.088MG N21301 004 May 25, 2001 Jun CTEC 
AB3 
ABl, O. lMG N21301 005 May 25, 2001 Jun CTEC 
AB3 
ABl, 0 .112MG N21301 006 May 25, 2001 Jun CTEC 
AB3 
AB1, 0.125MG N21301 007 May 25, 2001 Jun CTEC 
1'83 
ABl, 0 . l37MG 1'{21301 008 May 25, 2001 Jun CTEC 
AB] 
AB3 0.137MG N21301 008 May 25, 2001 Jul CTEC 
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TABLET ; ORAL 
LEVOXYL 

ABl, JONES PHARMA 0.15MG N21301 009 May 25, 2001 Juo CTEC 
A83 
ABl, 0.175.M.G N21301 010 May 25, 2001 Jun CTEC 
AB3 
AB1 1 0. 2MG N21301 011 May 25, 2001 Jun CTEC 
AB3 
ABl, t 0.3MG N21301 012 May 25, 2001 Jun CTEC 
AB3 

SYNTflROID 
AB2 ABllOTT 0.025MG N21402 001 Jul 24, 2002 Jun CFTG 

A82 O.DSMG N21402 002 Jul 24, 2002 Jun CE'TG 

AB2 0.075MG N21402 003 Jul 24, 2002 Jun CFTG 

AB2 O.OBBMG N2H02 004 Jul 24, 2002 Ju.n CFTG 

AB2 O.lMG N21402 005 Jul 24, 2002 Jun CFTG 

A.82 0 .112MG N21402 006 Jul 24, 2002 Jun CFTG 

AB2 0.125MG N2140 2 007 Jul 24, 2002 Jun CF1'G 

AB2 0.137MG N21402 008 Jul 24, 2002 Jun CFTG 

1\.82 O.lSMG N21402 009 Jul 24, 2002 Jun CFTG 

AB2 0.175MG N21402 010 uUl 24, 2002 Jun CE'TG 

AB2 0.2MG N21402 012 Jul 2~, 2002 Jun CFTG 

AB2 + 0.3MG N21402 011 Jul 24, 2002 Jun CFTG 

UNITHROIO 

ABl, STEVENS J 0.025MG N21210 001 Aug 21, 2000 Jun C'l'EC 
AB3 
ABl, 0.0SMG N21210 002 Aug 21, 2000 Jun CTEC 
AB3 
ABl, 0 . 07SMG N21210 003 Aug 21, 2000 Jun CTEC 
AB3 
A!31, 0.08BMG N-Zl210 004 Aug 21, 2000 Jun CTEC 
AB3 
ABl, O.lMG N21210 005 AUg 21, 2000 Jun CTEC 
AB3 
ABl, 0.112MG N21210 006 AUg 21, 2000 Jun CTEC 
AB3 
AB1, 0.12SMG N21210 007 Aug 21, 2000 Jun CTEC 
AB3 
ABl, 0, lSMG N21210 008 Aug 21, 2000 Jun CTEC 
AB3 
AB1 1 0.175MG N21210 009 Aug 21, 2000 Jun CTEC 
ABJ 
ABl, 0.2MG N212}0 010 Aug 21, 2000 Jun CTEC 
AB3 
AB1 1 1" 0.3MG N21210 011 Aug 21, 2000 J un CTEC 
AB3 

LIDOCAINE 

>D> E'ILM 1 EXTENDED RELEASE; 'tOPICAL 
>D> LIDODERM 
>D> + T£IKOKO PHARMA OSA 700MG/12BR N20612 001 Ma r 19, 1999 Sep CDFR 

>A> PATCH; TOPICM 

>A> LIDODERM 
>A> + TEIKOKO PHARMA USA 51/, N20 612 001 Mar 19, 1999 Sep CDFR 

LIDOCAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
LIDOCAINE HCL 
@ BAXTER HLTHCARE u NB0407 001 Aug CAHN 

@ 2% N80407 002 Aug CAHN 

AP HOSl?IRA 0.5% N88328 001 May 17, 1984 May CAHN 

Al? 1-\ N40013 001 J un 23, 1995 May CAHN 

AP 1\ NB3158 001 May CAHN 
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INJECTABLE; INJECTION 
LIDOCAINE HCL 

AP HOSPIRA 1-% NB8329 001 May 17, 1984 Miiy CAHN 
@ 1.5% NB8330 001 May 17, 1984. May CAHN 

AP 2% N4007B 001 Jun 23, 1995 May CAHN 
p,p 2\ N831S8 002 May CllBN 

AP 2% N88294 001 May 1.7, 1984 May CAHN 

AP 211 N88331 001 May 17, 1984 May Cll.HN 

p,p 20% N8315B 003 May CAHN 

LIDOCAINE HCL 0.2% AND DEXTROSE 5% IN PLASTIC CONTAINER 
@ B BRAUN 200MG/100ML Nl8967 001 Mac 30, 1984 Apr DISC 

LIDOCAINE HCI, 0.2% IN DEXTROSE 5% 

AP HOSPIRA 200MG/100ML N83158 00S May CAHN 

LIOOCAINE l!CL 0.2% IN DEXTROSE; 5% IN PLASTIC CONTAINER 
AP HOSPIRA 200MG/100ML Nl8388 001 May CAHN 

LIDOCAINE HCL 0.4\ AND DEXTROSE 5% IN PLASTIC CONTAINER 
@ B BRAUN 400MG/100ML Nl8967 002 Mac 30, 1984 Apr DISC 

LIDOCAINE: HCL 0. 4% IN DEXTROSE 5% 
AP HOSPIRA 400MG/100ML N83158 006 May CAHN 

L_IDOCAINE HCL 0. 4% IN DEXTROSE 5% IN PLASTIC CONTAINER 
.AP HOSPIRA 400MG/100ML Nl83B8 002 May CAHN 

'LIDOCAINE HCL 0.8\ AND DEXTROSE 5% IN PLASTIC CONTAINER 
@ B BRAUN 800MG/100ML r{l8967 003 Mar 30, 1984 Apr DISC 

LIDOCAINE HCL 0.8% IN DEXTROSE 5% IN PLASTIC CONTAINER 
AP HOS)?IRA 800MG/100ML Nl83B8 003 Nov 05, 1982 May CAHN 

LIDOCAINE HCL IN PLASTIC CONTATNER 
AP HOSPIRA 0 . 5% N88325 001 Jul 31, 1984 May CAHN 

I\P H N88299 001 Jul 31, 1984 May CAHN 

AP 1.5% N88326 001 Ju.l 31, 1984 May CAHN 
AP 2% N88327 001 Jul 31, 1984 May CAHN 

AP 10%: NBB367 001 Jul 31, 1984 May CAHN 

AP 20% NBB368 001 Jul 31, 1984 May CAH~ 

LIDOCAINE HCL PRESERVATIVE FREE 
AP liOSPIRA H N80408 001 May CAHN 

AP 1.5\ N80408 002 May CAHN 

!\P 4% NB8295 001 May 17, 1984 May Cl\HN 

L!DOCAINE HCL PRESERVATIVE fREE IN PLASTIC CONTAINER 
AP HOSPIRA H N40302 001 Sep 28, 1998 May CAHN 
/1,P 2% N40302 002 Sep 28, 1998 May CAHN 

INJECTABLE; SPINAL 
LIDOCAINE HCL 5% AND DEXTROSE 7 . 5% 

t HOSPIRA 5% N83914 001 May CAHN 

SOLUTION; TOPICAL 
LTA II KIT 

AT HOSPIRA 4% N80409 001 May CAHN 

f\T 4% N88542 001 Jul 31, 1984 May CAHN 

PEDIATRIC L'rA KIT 
AT HOSPIRA 21 N85995 001 May CAHN 

LIDOCAINE HYDROCHLORIDE; OXYTETRACYCLrNS 

INJECTABLE; INJECTION 
TERRAMYCIN 

.. PflZER 2't;50MG/ML N60567 001 feb CRLD 
~ 2%;125MG/ML N60567 002 E'eb CRLD 
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LITHIUM CARBONATE 

CAPSULE; ORAL 
LITHIUM CARBONATE 

AB ABLE 150MG 1'(76823 001 Jun 29, 2004 Jun ti/EWA 

AB JOOMG N76823 002 Jun 29, 2004 Jun N'EWA 

Al3 600MG N76823 003 Jun 29, 2004 Jun NEWA 

AB + ROXANE 600MG t'1178l2 003 Jen 28, 1987 Jun CFTG 

TABLET, EXTENDED RELEASE; ORAL 
LITHIUM CARBONATE 

AB ROXANE 450MG N76691 001 Jan 05, 2004 Jan NEWA 

LITHOBID 
>A> AB + JDS PHARMS JOOMG N18027 001 Sep CAHN 

>D> AB + SOLVAY JOOMG Nl8027 OOl Sep CAHN 

LOPERAMIDE HYDROCHLORIDE 

SOLUTION ; ORAL 
IMODiot1 
@ JANSSEN PHARMA 1.MG/SML Nl9037 001 Jul 31 1 1984 Jul CAHN 

LORAZEPAM 

INJECTABLE; :INJECTION 
LORAZEPII.M 

>D> AP BAXTER HLTHCARE 2MG/ML N74496 001 Sep 28, 1998 Se·p DISC 

>A> @ 2MG/i"JJ'., N74496 001 Sep 28, 1998 Sep DISC 

AP 2MG/ML N74496 001 Sep 28, 1998 Aug CAHN 

>D> AP 4MG/ML N74496 002 Sep 28, 1998 Sep DISC 

>A> @ 4MG/ML N74496 002 Sep 28, 1998 Sep DISC 

AP 4MG/ML N74496 002 Sep 28, 1998 Aug CAHN 

AP HOSPIRA 2MG/ML N74243 001 Apr 12, 1994 May CA.!W 

AE' 2MG/ML N74280 001 May 27, 1994 May CAHN 

AP 2MG/ML N74282 001 May 27, 1994 May CAHN 

AF 2MG/ML N74300 001 Apr 12, 1994 May CAHN 

AP 4MG/ML N74243 002 Apr 12, 1994 May CAHN 

AP 4MG/ML N74280 002 May 27, 1994 May CAHN 

Al? 4MG/ML N74282 002 May 27, 1994 May CAHN 

AP 4MG/ML N74300 003 Mar 19, 1997 May CAHN 

'rl\BLET; ORAL 
LORAZEPAM 
@ MUTUAL !?HARM 0. SMG N70472 001 Dec 10, 1985 Aug CARN 

@ lMG N70473 001 Dec 10, 1985 Aug CAHN 
@ 2MG N70474 001 Dec 10, 1985 Aug CAHN 

LOVAS TAT IN 

TABLET, EXTENDED RELEASE; ORAL 
ALTOPREV 

>0> ANDRX lOMG N21316 001 J'un 26, 2002 Sep CAHN 

lOMG N21316 001 Jun 26, 2002 Jul CTNA 

>D> 20MG N21316 002 Jun 26, 2002 Sep CAHN 

20MG N21316 002 .J1.1n 26 , 2002 Jul C't'NA 

>D> 40MG N21316 003 Jun 26, 2002 Sep CAHN 

40MG N21316 003 Jun 26, 2002 Jul CTNA 

>D> + 60MG N21316 004 Jun 26, 2002 Sep CAHN 

+ 60MG N2 1316 004 Jun 26, 2002 Jul CTW. 

>A> ANDRX LABS LLC lOMG N21316 001 Jun 26, 2002 Sep CAHN 
>A> 20MG N21316 002 Jun 26, 2002 Sep CAl-lN 
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TABLET 1 EXTENDED RELEASE; ORAL 

ALTOPREV 
ANDRX LABS LLC 40MG N21316 003 J un 2.6, 2002 Sep CAHN 

-+ 60MG N21316 004 Jun 26, 2002 Sep CAHN 

LOVASTATIN; NIACIN 

TABJ.ET, EXTENDED RELEASE; ORAL 

ADVICOR 

+ KOS 20MG;500MG N21249 001 Dec 17, 2001 Feb CRLD 

+ 20MG; 7SOMG N2124 9 002 Dec 17, 2001 Feb CRLD 
@ 20MG;750MG N21249 002 Dec 17, 2001 Jul DISC 

MAE'ENIDE ACETATE 

FOR SOLUTION; TOPICAL 
SOLJ'AMYLON 

+ MYLAN BERTEK 5% Nl9832 003 Jun OS, 1998 Aug CAHN 

MAGNESIUM CHLORIDE; POTASSIUM CHLORlDE; SODIUM ACETATE; SODIUM CHLORIDE,; SODIUM GLUCONATE 

INJECTABLE; INJECTION 
NORMOSOL-R IN PLASTIC CONTAINER 

HOSPIRA 30MG/100ML;37MG/100ML;222MG/100ML N11586 001 
; 526MG/100ML;502MG/100ML 

May CAHN 

SOLUTION; IRR!GATION 
PHYSIOSOL IN PLAS'rIC CONTAINER 
@ HOSrIRA 14MG/100ML;37MG/100ML;222MG/100ML 

;526MG/100ML;502MG/100ML 
30MG/100ML;37MG/100ML;222MG/100ML 
;526MG/100ML;5 02MG/100ML 

PHYSIOSOL PH 7.4 : N PLASTTC CONTAINER 
HOSPIRl\ 30MG/100ML;37MG/100ML;222MG/100~lL 

MAGNESIUM SULFATE 

INJECTABLE; INJECTION 
MAGNESIUM SULFA'rE 

HOSPIRA 

MAGNESIUM SULFATE 
~ HOSPIRA 

+ 

MAGNESIUM SULFATE 
t HOSPIRA 

+ 

MALATHION 

LOTION; TOPICAL 
OVIDE 

JN 

IN 

+ TARO !?HARMS NORTH 

MANGANESE CHLORIDE 

INJECTABLE; INJECTION 

;526MG/100ML;502MG/1 00ML 

SOOMG/Hl 

DEXTROSE 5\ IN PLASTIC CONTAI~--e:R 
1GM/100Mt 

2GM/100ML 

PLASTIC CONTA!NER 
80"MG/ML 

4GM/100ML 

0 .5 \ 

MANGANESE CHLORIDE 1N PLASTIC CONTAINER 
HOSPIRA EO O l~G MANGANESE/Ml., 

MANNITOL 

INJECTABLE; INJECT10N 
MANNITOL 10% 
@ HOSPIRA lOGM/lOOML 

N1El406 001 May CAHN 

N17637 002 Jul 08, 1982 May CAHN 

NlB406 002 Jul 08, 1982 May CAHN 

N75151 001 Apr 25, 2000 May CAHN 

N204BB 001 Jul 11, 1995 May CARN 

N20488 002 Ju l 11, 19.95 May CAHN 

N20309 002 Jun 24, 19 94 May CAJ:!N 

N20309 001 Jun 24, 1994 May CAHN 

Nl8613 00,1 Aug 02, 1982 J\JJ1 CAHN 

Nl8962 001 Jun 26, 1986 May CAHN 

Nl6269 Q02 May CAHN 
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!NJECTABLE; INJECTION 
MANNITOL 10\ IN PLASTIC CONTAINER 

AP HOSPIRA lOGM/lOOML Nl9603 002 Jan 08, 1987 May CAHN 

MANtHTOL 15\ 
@ HOSPIRA 15GM/100ML Nl6269 003 May CAHN 

MANNITOL 15% IN PLAST1C CONTAINER 
AP HOSPIRA lSGM/lOOMii Nl9603 003 Jan 08, 1990 May CAHN 

MANNITOL 20%-
(! HOSPIRA 20GM/l00ML Nl6269 004 May CAHN 

MANNITOL 20% IN P'LASTIC CONTAINER 

AP HOSPIRA 20GM/100ML Nl9603 004 Jan 08, 1990 May CAHN 

MANNITOJ; 25\ 
@ HOSPIRA 12.SGM/SOML Nl6269 005 May CAHN 

AP 12.SGM/SOML Nl 6269 006 Aug 25, 1994 May CAHN 

MANNITOL 5% 
@ HOSPIRA SGM/10011JL Nl6269 001 May CAHN 

MANNI'f•OL 5% IN PLASTIC CONTAINER 
A.i' HOSPJRA SGM/lOOML Nl9603 001 Jan 08, 1987 May CAHN 

MANNITOL; SORBJTOL 

SOLUTION; IRRIGATION 
SORBITOL-MANNITOL 
@ HOSl?lRA 540MG/100ML;2.7GM/l OOML N80224 001 May CAH"N 

SORBITOL-MANNTTOL 1N PLASTIC CONTAINER 
AT HOSPI.RA 540MG/100ML;2.7GM/100ML Nl7636" 001 May CAHN 

AT 540MG/100ML;2.7GM/100ML Nl8316 OOl May CAHN 

MAPROTILINE HYDROCHLORIDE 

TABLET; ORAL 
LUDTOMIL 
@ NOVARTIS 25MG Nl7543 001 Jun DISC 
@ SOMG N17543 002 Jun DISC 

I! 75MG N175 43 003 Sep 30, 1982 Jun DISC 

MAPROTIL!NE HCL 
AB + MYLAN SOMG N72285 001 Oct 03, 1988 Jun CF.LD 

MEDROXYPROGESTERONE ACETATE 

INJECTABLE; INJECTION 
DEPO-PROVERA 

AB + PHARMACIA AND UPJOHN 150MG/ML N20246 001 Oct 29, 1992 Jul CF'PG 

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

MELOXICAM 

SUSPENSIOl-l ; ORAL 
MOBIC 

+ BOEHRINGER INGELHEIM 7 . SMG/SML N21530 001 Jun 01, 2004 Jun NEWA 

MENOTROPINS (FSH;LH) 

INJECTABLE; INJECTION 
PERGONAL 
@ SERONO 75 10/AMP; 75 LU/AMP Nl7646 001 May DISC 

REPRONEX 
I- FERRING 75 IU/VIAL;75 IO/VIAL N21047 001 Aug 27, 1..999 May CTEC 
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MEPERIDINE HYDROCHLORI DE 

INJECTABLE ; INJECTION 
DEMERO'L 

AP + HOSPIRA 25MG/ML ~Irll 001 Nay CAHN 

AP + 50MG/ML N21171 002 May CAHN 

AP + 75MG/ML N21 l71 003 May CAHN 

AP + 100t1G/MI. N21171 004 May CAHN 

MEPERIO!NE HC.L PR0SERVATIVE FREC 
AE' + HOSPIRA lOMG/ML N88432 001 Aug 16 1 1984 May CAHN 

TABLET; ORAL 
MEPERIDINE HCL 

AA MUTUAL PHARM SOMG N80448 001 Aug CAHN 

AA lOOMG N80448 002 Aug CAHN 

MEPIVACAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
CARBOCAINE: 

AP + HOSPIRA 1% Nl2250 001 May CAHN 

Al? + 1.5% N12250 005 May CAIDI 

AP + 2t N12250 002 May CAHN 

MEPROBAMATE 

TABLE'!' i ORAL 
MEPROBAMATE 
@ MUTUAL PHARM 200MG N80699 001 A\lg CAHN 
@ 400MG N80699 002 Aug CAHN 

MERCAPTOPORINE 

TABLET; ORAL 
MERCA.PTOP!JlUNE 

AB PROMETHEUS LABS SOMG N40461 001 Feb ll, 2004 Feb NEWA 

AB ROXANE SOMG N40S28 001 Feb 13, 2009 Feb NEWA 

PORINE'I'HOL 
AB + TEVA SOMG N09053 002 Feb CFTG 

MESALAMIITT: 

CAPSULE, EXTENDED RELEASE; ORAL 
PENTASA 

SHI~E LABS 250MG N20049 001 May 10, 1993 Aug CRLD 

+ SOOMG N20049 002 Jul OB, 200 4 Aug NEWA 

ENEMA; RECTAL 
>A> MESALAM!NE 
>A> AB CLAY PARK 4GM/60ML N76751 001 Sep 17, 2004 Sep NEl'IA 

>A> AB TEVA 4GM/60ML N7 6041 001 Sep 30, 2004 Sep NEWA 

ROWASA 
>D> SOLVAY 4GM/60ML Nlt961B 001 Dec 24, 19B7 Sep CFTG 

>A> AB + GGM/60MI; Nl9618 001 Dec 24, 1987 Sep CFTG 

MESNA 

INJECTABLE; INTRAVENOUS 
MESNA 

A!? BEDFORD lOOMG/ML N75739 001 Jan 09, 2004 Jan NEWA 
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MESOR!DAZINE DEGYLATE 

CONCENTRATE; ORAL 
SERENTIL 
@ ~OVARTIS EQ 25MG a.ASE/ML Nl6997 001 May DISC 

TAaLET; ORAL 
SE:P.ENTIL 
@ NOVARTIS EQ 25MG BASE Nl6'174 002 May DISC 
@ EQ lOOMG BASE Nl6774 004 May DISC 

METFORMIN HYDROCHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 
FORTAMET 

>D> BX ANDRX 500MG N21S74 001 Apr 27 , 2004 Sep CAHN 

EIX SDOMG N21574 001 Apr 27, 2004 Apr NEWA 

>D> -t lGM N21574 002 Apr 27, 2004 Sep CAHN 

+ lGM N21S74 002 Apr 27, 2004 Apr NEW~ 

>A> .BX ANDRX LABS LLC SOOMG N2l574 001 Apr 27, 2004 Sep CAHN 

>A> ... lGM N21514 002 Apr 27, 2004 Sep CAHN 

GLUCOl?HAGE "XR 
AB BRISTOL MYERS SQUIBB SOOMG N21202 001 Oct 13, 2000 Jan CFTG 

METFORMIN HCL 
AB ANDRX PHARMS SOOMG N76172 001 Jun 16, 2004 Jun NEWA 

I\B IMPAX LABS SOOMG N76249 001 Jul 30, 2004 Jul NEWA 

AB IVAX PHARMS SOOMG N7 6545 001 Dec 01, 2003 J an NEWA 

AB RANBAXY SOOMG N76413 001 Jun 18, 2004 Jun NEWA 

AB TEVA SOOMG N76269 001 Jun 18, 2004 Jun NEWA 

METHADONE HYDROCHLORIDE 

TABLET; ORAL 
METHADONE HCL 
@ EON SMG N40241 001 May 29, 1998 Aug DISC 

AA MALLINCKROD'r SMG N40517 001 Apr 27, 2004 Apr NEWA 

AA lOMG N40517 002 Apr 21 , 2004 Apr NEWA 

METHAMPHETAMINE HYDROCHLORIDE 

TABLET; ORAL 
DESOXYN 

1\B f OVATION E>HARMS SMG N0537B 002 Feb CFTG 

METH.AMPHETAMINE HCL 
AB ABLE SMG N40529 001 Feb 25, 2004 f'eb NEWA 

ME:THENAMINE HlPPUBATE 

TABLET; ORAL 

UREX 
AB VATRING !?HARMS lGM Nl6151 001 Aug CAHN 

METHIMAZOLE 

TABLET; ORAL 
TAPAZOLE 

AB KING PHARMS SMG N07517 002 Mar CAHN 

AB lOMG N07517 004 Mar CAHN 
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METHOCARBAMOL 

TABLET; ORAL 
MET!-!OCARBAMOL 
@ MUTUAL PHARM SOOMG N84488 001 Aug CAHN 
@ 750MG N84486 001 AUg CAHN 

METHOTREXATE SODIUM 

INJECTABLE; INJECTION 
ME')'HOTREXATE 

AP B!GMAR BIOREN PHARMS EQ 25MG BASE/ML N40263 001 Feb 26, 1999 Jul CAHN 

METHOTREXATE PRESERVATIVE FREE 
AP BIGMAR BIOREN PHARMS EQ 25MG BASE/ML N10265 001 Feb 26, 1999 Jul CAf!N 

AP EQ lGM BASE/VIAL N40266 001 Feb 26, 1999 Jul CAHN 

METHYL AMINOLEVlJLINATE HYDROCHLORIDE 

CRE1\M; TOPICAL 
METRYL AMINOLEVULINATE 

+ PHOTOCURE ASA 16. a,. N21415 001 Jul 27, 2004 Jul NEWA 

METHYL DOPA 

TABLET; ORAL 
METIWLDOPA 
@ ACCORD HEALTH 125MG N70070 003 Oct 151 1985 Jun CAHN 

1\B 250MG N700B4 001 Oct 15 , 1.985 Jun CAHN 

AB 500MG N70085 001 Oct 15, 1985 Jun CAHN 
@ MU'rOAL PHARM 125MG N70073 001 Oct 09, 1986 Aug CAHN 
@ 250MG N70060 001 Oct 09, 1986 Aug CAHN 
@ SOOMG N700H 001 Oct 09, 1986 Aug CAHN 

METBYLDOPATE lfYDROCHLORIDE 

INJECTABLE; INJECTION 
METHYLOOPATE HCL 

AP HOSPIAA SOMG/ML N70698 001 Jun 15, 1987 May CAHN 

AP 50MG/ML N70699 001 Jun 15, 1987 May CAHN 

METHYLPHENIDATE HYDROCHLORIDE 

CAPSULE, EX'TENDED RELEASE; ORAL 
METADATE CD 

BX CELLTE:CH PHARMS lOMG N21259 003 May 27, 2003 May CTEC 

RITALIN LA 
BX NOVARTIS lOMG N21284 004 Apr 10, 2004 May CTEC 

lOMG N21284 004 Apr 10, 2004 Ap r NEWA 

METH'l:LPREDNISOLONE SODIUM SUCCINATE 

I"NJECTABLE; INJECTION 
A-MET HAP RED 

AP HOSPJRA EQ 40t~G BASE/VIAL N85853 001 May CAHN 
AP EQ 125MG BASE/VIAL N85855 001 May CAHN 
AP EQ 500MG BASE/VIAL NBS854 001 May CAHN 
AP EQ SODMG BASE/VIAL N89113 001 Aug 16, 1987 May CAHN 
AP EQ 1GM BASE/VIAL NB5852 001 May CAHN 
AP EQ lGM BASE/VI!U. NB9174 001 Aug l 8, 19B7 May CAHN 

METHYLPREDNISOLONE SODIUM SOCCINATE 
AP AM l'HARM EQ 40MG BASE/VIAL N40583 001 Jul 30, 2004 Jul NEWA 
AP EQ 125MG BASE/VIAL N40583 002 Jul 30, 2004 Jul NEWA 
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I NJECTABLE; INJECTION 
METHYLPREDNISOLONE SODIUM SUCCINATE 

AP AM PHARM EQ lGM BASE/VIAL N406l2 001 Aug 12, 2004 Aug NEWA 

METOCLOPRAMIDE HYDROCHLORIDE 

INJECTABLE; INJECTION 
METOCLOPRJ\MIDE HCL 

AP HOSPI RA EQ 5MG BASE/ML N70505 OOl Jun 23, 1989 May CAHN 
@ EQ SMG BASE/ML N70506 001 Jun 22, 1989 May CAHN 

AP EQ SMG BASE/ML N7311 7 001 .:Jan 17, 1991 May CAHN 

AP EQ 5MG BASE/ML N73118 001 Jan 17, 1991 May CAHN 

AP EQ SMG BASE/ML N7414'7 001 Aug 02, 1996 May CAHN 

TABLET; ORAL 
ME'rOCT,01.'Rl\MI DE HCL 
@ MUTUAL PHA!<M EQ lOMG Bl\SE N10660 001 Feb 10, 198, Aug CAHN 

METOLAZONE 

TABLET; ORAL 
METOLAZONE 

AB ROXANE l0MG N76~82 002 Apr 29, 2004 Apr NEWA 

AB TEVA 2.5MG N76600 001 Jan 06, 2004 Jan NEWA 

AB SMG N76833 001 Mar 01, 200.ll Mar NEWA 

AB WATSON LABS l0MG N76891 001 Jul 21, 2004 Jul NEWA 

MYl<ROX 
@ CELLTECH ?HARMS O.SMG Nl9532 001 Oct 30, 1987 Jan DISC 

METOPROLOL TARTRATE 

INJECTABLE; INJECTlON 
METOPROLOL TARTRATE 

AP HOSPIRA lNG/ML N74133 001 Dec 21, 1993 May CAHN 

AP lMG/ML N75160 001 Jul 06, 1998 May CAHN 

TABLE'!'; ORAL 

LOPRESSOR 
AB NOVARTIS 100MG Nl7963 002 Ma.c- CRLD 

METOPROLOL TARTRATE 
CARACO 25MG N76670 001 J an 15, 2004 Jan NEWA 

A1l 2SMG N7 6670 001 Jan 1S, 2004 Mar CTEC 

+ MYLAN 25MG N76704 001 Jan 16, 2004 Jan NEWA 

A'B 25MG N7 6704 001 Jan 16, 2004 Mar: CTEC 
AB SOMG N76704 002 Jan 16, 2004 Jan NE\'11\ 

AB 100MG N76704 003 Jan 16, 2004 Jan NEWA 

AB + lOOt-!G N76704 003 Jan 16, 2004 Mai:: CRLD 

METRON !DAZOLE 

CAPSULE; ORAL 
ME'rRON I DAZOLE 

AB KALI LABS 37SMG N7 6S2 2 001 J an 29, 2004 Jan NEWA 

CREAM; 'I'OPI CAL 
ME'l' ROCREAM 

AB + GALDERMA LABS LP 0.75% N20531 001 Sep 20, 1995 May CFTG 

ME'l'RONIDAZOLE 
AB ALTANA 0.75% N76409 001 May 2B, 2004 May NEWA 

INJECTABLE1 INJECTION 
ME'fRONIDAZOLE IN PLASTIC CONTAINER 

AP + HOSPIRA SOOMG/lOOML Nl8890 002 Nov 18, 1983 May CAHN 
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TABLE'.1'1 ORAL 
METRONIDAZOL!s 
@ MUTUAL PHIi.RM 250MG N18818 001 Feb 16, 1983 Aug CAHN 

@ SOOMG Nl8818 002 Feb 16, 1983 Aug CAHN 

MICONAZOLE 

INJECTABLE; !NJECTION 
MONISTA'l' 
@ JANSSEN PHARMA lOMG/ML Nl8040 OOl Jul CAHN 

M!OAZOLAM HYDROCHLO~iDE 

INJECTABLE ; INJECTION 
MIOAZOLAM FICL 
@ HOSPIRA EO l MG BASE/ML N75293 001 Jun 20, 2000 May DISC 

AP EQ lMG BASE/ML N75409 002 Jun 20, 2000 May CAHN 

AP EQ lMG BASE/ML N75B56 001 Jun 13, 2002 [)lay CAHN 

AP .,. EQ lMG BASE/ML N7S857 001 Jul 22, 2002 May CAHN 
@ EQ SMG BASE/ML N75293 002 Jun 20, 2000 May DISC 

AP EQ SMG BASE/ML N75409 001 Jun 2.0' 2000 May CAAN 

AP EQ SMG BASE/ML N75856 002 Jun 13, 2002 May CAHN 
AP + EQ SMG BASE/ML N75857 002 J ul 22, 2002 May CA!iN 

AP INTL MEDICATION EQ lMG BASE/ML N76020 001 Jul 16, 2004 Jul NE:WA 
AP EQ SMG B1'.SE/ML N76020 002 Jbl Hi, 2004 Jul NEWA 

MI DODRINE HYDROCHLORIDE 

TABLET,- ORAL 
MIOODRINE HCL 

AB EON lOMG t-176514 003 Jul 02, 2004 Jul NEWA 

AB IM1'AX PHARMS 2 .5MG N76H9 001 Ma_y 27, 2004 May NEWA 

All SMG N76449 002 May 27, 2004 May NEWA 

MILRINONE LACTATE 

INJECTABLE,- INJECTION 
t1ILR1NONE LACTATE 

>A> AP APOTEX EQ 1MG BASE/ML N76tJ27 001, Sep 21 , 2004 Sep NEWA 

AP t!OSPIRA EQ lMG BASE/ML N75884 001 May 281 2002 May CAHN 

MILRlNONS LACTATE IN DtXTROSE Si IN PLASTIC CONTAINER 
AP B BRAUN EQ 20MG BASE/lOOML N7 6414 001 Aug 18, 2004 Aug "NEWA 

AP HOSPIRA EQ 20MG BASE/lOOML N75885 001 May 28, 2002 May CAHN 

MrNOCYCLINE HYDROCHLORIDE 

TABLET; ORAL 
MINOCYCLINE HCL 

AB MEDICIS EQ SOMG BASE N65131 001 Apr 16, 2003 Jan CFTG 

AB EQ 75HG BASE N6513 t 002 Apr 16, 2003 Jan CFTG 
A.B "t EQ lOOMG BASE N65l31 003 Apr 16, 2003 Jan CF"FG 

AB RANBAXY EO SOMG BASE N65l56 001 Jan 06, 2004 Jan NEWA 

AB EO 75MG BASE N65156 002 Jan 06, 2004 Jan NEWA 
AB EQ lOOMG BASE N65156 003 Jan 06 , 2004 Jan NEWA-

MTRTAZAPINE 

TABLET ; ORA.I, 
MIRTAZAPINE 

CARACO 7.5MG N76541 004 Apr 22, 2004 Apr NEWA 
AB 15MG N7 65 41. 001 Apr 22, 2004 Apr NEWA 
AB 30MG N7654l 002 Apr 22, 2004 Apr NEWA 
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TABLET; ORAL 
MIRTAZAPINE 

AB CARACO 45MG N76541 003 Apr 22, 2004 A.pr N!i:WA 

MOLINOONE HYDROCHLORIDE 

CONCENTRATE ; ORAL 
MOBAN 
@ ENDO PHARMS 20MG/Ml, Nl7938 001 May DISC 

TABLET ; ORAL 
MOBAN 
@ ENDO PHAfU1S lOOMG Nl 7111 008 May DISC 

MORPHINE SULFATE 

INJECTABLE, LIPOSOMAL/ EPIDURAL 
DEPODUR 

SKYE PHARMA 10MG/ML N21671 001 May 18, 2004 May NEWA 

15MG/l,5ML(lOMG/ML) N21671 002 May 18, 2004 May NEWA 

·~ 20MG/2ML(lOMG/MLJ N21671 003 May 18, 200 4 May NEWA 

INJECTABLE; INJECTION 
MORPHINE SULFATE 

1\P + HOSPIRA 0,SMG/ML Nl9917 001 Oct 30, 1992 May CAHN 
AP 0. SMG/ML N71849 001 May 11, 1988 May C11.HN 
AP 0.5MG/ML N73509 00} Sep 30, 1992 May CAHN 

AP lMG/ML N19916 001 Oct 30, 1992 May CAHN 
AP lMG/ML N71850 001 May 11, 1988 May CAHN 
l\P lM:G/ML N73510 001 Sep 30, 1992 May CAHN 

TABLET, EXTENDED RELEASE; ORAL 
MORPHINE SULFATE 

AB KV PHARM l5MG N76733 001 t-!dy 19, 2004 May NEWA 
AB 60MG N76720 001 May 19, 2004 May NEWA 

ORAMORPH SR 
BC + AAI!?HARMA 60MG N19977 002 Aug l5 1 199 .11. Mar CRLD 

MYCO!?HENOLIC ACI D 

'rAflLET, EXTENDED RELEASE; ORAL 

MYFORTIC 
NOVARTIS 180MG NS0791 001 Feb 27, 2004 Feb Nf!WA 

+ 360MG N50791 002 Feb 27 , 2004 Feb NEWI\ 

NABILONE 

CAPSULE; ORAL 
CESAMET 
@ VA.LEANT lMG Nl8 67? 001 Dec 26 , 1985 Jan CAHN 

NAFCILLIN SODIUM 

INJECTABLE; INJECTION 
NAFCILLIN SODIUM 

-+ SANDOZ EQ SOOMG BASE/VIAL N62527 001 Aug 02, 1984 Jun CAHN 
AP EQ lGM BASl!i/VlAL N62527 002 !!.ug 02, 1984 Jun CAHN 
AP l!iQ 2GM BJ\._SE/VIAL N62527 003 Aug 02, 1984 Jun CARN 
AP EQ lOGM BASE/VIAL N62527 004 Aug 02, 1984 Jun CAHN 

NAFTIFINE HYDROCHLORIDE 

CREAM; TOPICAL 
NAFTIN 

MERZ PHAflMS 1% Nl9599 001 Feb 29, 1988 Jul CAHN 
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GEL; TOPICAL 
NAFTIN 

+ MERZ PHARMS l% N19356 001 Jun 18, 1990 Jul CAHN 

NALBUPHINE HYDROCHLORIDE 

INJECTABLE; NJECTION 
NJI.LEUPHINE HCL 

AP HOSPIRA lOMG/ML N709H 001 Feb 03, 1989 May CAHN 
AP lOMG/ML N70915 001 Feb 03, 1989 May CAHN 
AP 20MG/ML N70916 001 Feb 03, 1989 May CAHN 

AP 20MG/ML N7091B 001 Feb 03, 1989 May CAHN 
@ KING PHAAAS l0MG/ML N7 4 4 71 001 Mar 19, 1998 Mar DISC 

NALIDIXIC ACID 

TABLET; ORAL 
NALIDIXJC ACID 
@ MUTUAL PHARM 250MG 1'170270 001 Jun 29, 1988 Aug CAHN 
@ SOOMG N70271 001 Jun 29 , 1988 Aug CAHN 
@ lGM N70272 001 ,Jun 29, 1988 Aug CAHN 

NALOXONE HYDROCHLORIDE 

INJECTABLE; INJECTION 
NALOXONE 
@ BAXTER HL'I'HCARE 0. 4MG/ML N70298 001 Sep 24, 1996 Aug CAHN 
@ O.~MG/ML N'70299 001 Sep 24, 1986 Aug CAHN' 

NALOl<ONE HCL 
AP HOSPIRA 0.02MG/'ML N70171 001 Sep 2q, 1986 May CAHN 
AP 0.02MG/ML N70252 001 Jan 16, 1987 May CAHN 
AP 0.02MG/ML N10253 001 Jan 16, 1987 May CAHN 

@ 0. 4MG/ML N70172 001 Sep 24 / 1986 May CAHN 
AP 0 . 4MG/ML N70254 001 Jan 07, 1987 May CAHN 
Al? 0. 4MG/'ML N70255 001 Jan 07 , 1987 May CAHN 
AP 0. 4MG/ML N'70256 001 Jan 07, 1987 May CAHN 
AP 0. 4MG/ML N70257 001 Jan 07, 1987 May CAHN 

NAP-ROXEN 

TABLET; ORAL 
NAPROXBN 
@ BAXTER HLTHCARE 250MG N74l05 001 Dec 21, 1993 Aug DISC 
@ 375MG N74 105 002 Dec 21, 1993 Aug DISC 
@ 500MG N74105 003 Dec 21, H93 Aug DISC 

AB WESTWARD 250MG N764Sl4 001 Jan 14, 200g Jan NEWA 
AB 375MG N7 6494 002 Jart 14, 2004 Jan NEMA 

AB SOOMG N7 64 94 003 Jan 14, 2ooq Jan NEW/\ 

NAPROXEN SODIUM 

TABLET, EXTENDED RELEASE; ORAL 

NAPRELAN 
AB + STAT TRADE EQ 375MG BASE N20353 001 Jal'\ 05, 1996 Jun CAHN 
AB + EQ S00MG BASE N20353 002 Jan 05, 1996 Jun CAHN 

@ EQ 750MG BASE N20353 003 Jan 05, 1996 Jun CARN 

NEDOCROMIL SOOtoM 

AEROSOL, METERED; INHALATION 
TJLADE 

+ IUNG PHARMS 1.75MG/INH N19660 001 Dec 30 , 1992 Jan CAHN 
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NEFAZODONE HYDROCHLORIDE 

TABLET; ORAL 

NEFAZODONE HCL 
@ ROXANE SOMG N76196 001 Sep 16, 2003 Jul DISC 

@ lOOMG N76196 002 Sep 16, 2003 Jul DISC 

@ 150MG N76196 003 Sep 16, 2003 Jul DISC 

@ 200MG N76196 004 Sep 16, 2003 Jul DISC 

@ 250MG N76196 005 Sep 16, 20-03 Jul DISC 

NIACIN 

TABLET; ORAL 

NIACIN 
@ MK LABS SOOMG N83525 001 Feb DISC 

@ TABLlCAPS SOOMG N84237 001 Feb DISC 

NIACOR 

AA + UPSHER SMITH SOOMG N40378 001 May 03, 2000 Feb CRLD 

NIFEDIPINE 

TABLET, EXTE:NOED RELEASE; ORAL 

N!fED!l?INE 
AB2 MARTEC 90MG N75414 003 Mat 23, 2004 Mar NE:WA 

PROCAROIA XL 
AB2 + !?FIZER 90MG Nl9684 003 Sep 06, 1989 Mar CF'l'G 

NITAZOXANIDE 

TABLET; ORAL 
ALINIA .. ROMARR 500MG N21497 001 Jul 21, 2004 Jul NEWA 

NI.TROFURANTOIN, MACROCRYSTI\LLINE 

CAPSULE; ORAL 
NITROFURANTOIN 
@ MYLAN lOOMG N74967 00:? Jul 09, 1997 Aug DISC 

AB lOOMG N77025 001 Aug 18, 2004 Aug NEWA 

NI'l'ROFURANTOIN; NITROFORANTOIN, MACROCRYSTALLINE 

CAPSULE; ORAL 
MACROBID 

AB + l'ROCTER AND GAMBLE 75MG;25MG N20064 001 Dec 24, 1991 Mar CF'l'G 

NITROFURANTOIN (MONOHYDRATE/MJICROCRYSTALS) 

AB MYLAN EQ 75MG BASE;25MG N766'il:! 001 Mar 22, 2004 Mar NEWA 

AB 75MG;25MG N76648 001 Mar 22, 200 4 Apr CPOT 

NITROGLYCERIN 

FILM, EXTENDED RELEASE; TRANSDERMAL 
NITROGLYCERIN 

A.Bl KREMERS URBAN 0.2MG/HR N75115 001 Aug 10 , 2004 Aug NEWA 

ABl 0. 4MG/HR N75115 002 Aug 10, 200 4 Aug NEWA 

INJECTABLE; INJECTION 
NITROGLYCERIN 

AP + HOSPIRA SMG/ML N18531 001 May CAHN 

NITROGLYCERIN 1N DEXTROSE 5% 
AP HOSPIRA O.lMG/ML N74083 001 Oct 26, 1994 May CAHN 

AP lOMG/lOOML N71846 001 Aug 31, 1990 May CAHN 

AP 20MG/100Mt N718fl 001 Aug Jl, 1990 May CAHN 
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INJECTABLE; INJECTION 
NITROGLYCERIN IN DEXTROSE 5\ 

AP HOSPIRA 40MG/100ML N71848 001 Aug 31, 1990 May CAHN 

NIZATIDINE 

SOLUTION; ORAL 

AXID 

+ RELlANT !?HARMS l5MG/ML N21494 001 May 25, 2004 May NEWA 

NOREPINEPHRINE BITARTRATE 

INJECTABLE; INJECTION 
LEVOPHEO 

AP + HOSPIRA EQ lMG BASE/ML N07513 001 May CAHN 

NOREPINEPHRINE BITARTRATE 
>A:> AP PHARMAFORCE N40522 001 Sep 30, 2004 Sep NEWA 

NORTRIPTYLINE HYDROCHLORIDE 

CAPSULE; ORAL 
IIVENTYL HCL 
@ tILLY EQ lOMG BASE Nl4684 001 Jun DISC 
@ EQ 25MG BASE Nl4684 002 Jun DISC 

NYSTATIN 

PASTILLE; OAAL 
MYCOSl'l\'UN 
@ BRISTOL MYERS SQUIBB 200,000 UNITS N50619 001 Apr 09, 19B7 Jun DISC 

POWDER; TOPICAL 
NYSTATIN 

AT KALI LABS 100,000 UNITS/GM N65138 001 Jul 23, 2004 Jul NEWA 

AT TANON 100,000 UNITS/GM N6S203 001 Jul 15, 2004 Jul NEWA 

SUSPENSTON; ORAL 
MYCOSTAT"IN 
@ A.PO'I'HECOt{ 100,000 UNITS/ML N61533 001 Aug DISC 

NILSTI\T 
AA + GLENMARK PHARMA 100,000 UNITS/ML N50299- 001 Jul CAHN 

NYSTATIN 
@ BAUSCH AND LOMB !00, 000 UNITS/ML N64042 001 Feb 28, 1994 Aug DISC 

AA + MORTON GROVE 100,000 ONITS/ML N62512 001 Oct 29, 1984 Aug CRLD 

AA Vl'STAPHARM 100,000 UNITS/ML N64142 001 Jun 25, 1998 Aug CAHN 

NYSTEX 
@ SAVAGE LABS. 100,000 UNITS/MI. N62519 001 Jul 06, 19B4 Aug DISC 

OFLOXACIN 

SOLUTION/DROPS; OPHTHALMIC 
OCUFLOX 

AT + Al,LERGAN 0.3\ Nl,9921 001 Jul 30, 1993 May CFTG 

OFLOXACIN 
AT ALCON 0. 3% 1.1176231 001 May 14, 2004 May NEWA 

AT BAUSCH AND LOMB 0 . 3'!! N76622 001 May 14, 2004 May NEWA 

AT HI TElCH PHARMA 0.3% N76615 001 May 14, 2004 May NEWA 

A'f NOVEX 0. 3'! N76513 001 May 14, 2004 May NEWA 

SOLUTION /DROPS; OTIC 
FLOXIN OTIC 

+ DAIICHI 0.3\ N20799 001 Dec 16, 1997 Jun CTNA 

SOLUTION; OPHTH.ALMIC 
OFLOXACIN 

AT PM.ARMA FORCE EQ 0.3% BASE N76830 001 Aug 31, 2004 Aug NENA 
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OLANZAPINE 

INJECTABLE; INTRAMUSCULAR 
ZYPREXA 

+ LILLY 

OLSALAZINE SODIUM 

CAPSULE ; ORAL 
DIPENTUM 

+ CELlJ'YECR PHARMS 

OMEPRAZOLE 

FOR SUSPENSION; ORAL 

ZEGERID 
+ SANTAROS 

OXACIU,IN SODIUM 

INJECTABLE; INJECTION 
OXACILLIN SODIUM 

AP 4 APOTHECON 

AP t 

AP 

AP + 

AP + 

A."P + 
AP + 

AP + 

SANDOZ 

OXAMNIQOINE 

CAPSOLE; ORAL 
VANS IL 

@ PFIZER 

OXAPROZm 

TABLET; ORA:r. 

>A> AB 

OXAPROZIN 
APOTEX 

>0> OXAPROZIN POTASSIOM 

>D> TABLET; ORAL 
>D> 
>A> 

>D> 

DAYPRO ALTA 
@ GO SEARLE 

~ PHARMACIA 

OXAZEPAM 

CAPSULE/ ORAL 
OXAZEPAM 
@ MOTUAL PHARM 
@ 

@ 

SERAX 
@ ALPHARMA 

TABLET ; ORAL 
OXAZEPAM 
@ MUTUAL PHARM 

lOMG/VIIU. 

250MG 

20MG/PACKET 

EQ 250MG BASE/VIAL 

EQ 2GM BASE/VIAL 

EQ 2GM BASE/VIAL 

EQ 250MG BASE/VIAL 

EQ 500MG BASE/VIAL 

EQ lGM BASE/VIAL 

EQ 2GM BASE/VIAL 

EQ l0GM BASE/VlAL 

250MG 

600MG 

600MG 

600MG 

l0MG 

15MG 

30MG 

15MG 

15MG 

N21253 001 Mar 29 1 2004 Mar NEWA 

Nl9715 001 Jul 31, 1990 Jun CAHN 

N21636 00 1 Jun 15, 2004 Jun NEWA 

N61490 001 Mar CRLD 

N61490 004 Mar NEWA 

N62737 002 Dec 23, 1986 Mar CRLD 

N61490 001 Jun CAHN 

N61490 002 J un CAHN 

N61490 003 Jun CAHN 

N61490 004 Jun CAHN 

N61490 006 May 09, 1991 Jun CAHN 

"N18069 001 Mar DISC 

N75997 001 Sep 02 1 2004 Sep NEWA 

N20776 001 Oct 17, 2002 Sep DISC 

N20776 001 Oct 17, 2002 Sep DISC 

N70957 001 Aug 10, 1987 Aug CAfJN 

N71025 001 Allg 10, 1987 Aug CAHN 

N71026 001 Aug 10, 1997 Aug CAHN 

N15539 00'1 Aug DISC 

N70683 001 Jan 16, 1987 Aug CAHN 
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OXYCODONE HYDROCliLORIDK 

TABLET, EXTENDED RELEASE; ORAL 
OXYOODONE HCL 

... a ENDO PHA.RMS lOMG N75923 001 Mar 23, 2004 Mar NEWA 

AB 20MG N75923 002 Mar 23, 2004 Mar NEWA 

AB 40MG 1'175923 003 Mar 23, 2004 Mar NEWA 
>A> AB BOMG N75923 004 Sep 29, 2004 Sep NEWA 

>A> AB IMPAX LABS BOMG N76318 001 Sep 27, 2004 Sep NEWA 

AB TEVA BOMG N76168 001 Mar 23, 2004 Mar NEWA 

OXYCONTIN 
AB PURDUE PHARMA LP 10MG N20553 001 Dec 12, 1995 Mar CFTG 

AB 20MG 1920553 002 Dec 12, 1995 Mar CFTG 
AB + 40MG N20553 003 Dec 12, 1995 Mar C!i'TG 

AB + 80MG N20553 004 Jan 06, 1997 Mar CFTG 

AB 80MG N20553 004 Jan 06, 1997 Jun CRLD 

TABllET; ORAL 
OXYCODONE HCL 

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

AB 30MG N76636 002 Feb 06, 2004 Feb NEWA 

AB MALLINCKRODT 15MG N76758 001 Jun 30, 2004 Jun NEWA 

AB 30MG N76758 002 Jun 30, 2004 Jun NEWA 

ROXICOOONE 
AB + AAIPHARMA lSMG N2101l 001 Aug 31, 2000 Feb CFTG 

AB OMG N21011 002 Aug 31, 2000 Feb CFTG 

PANCURONIUM BROMIDE 

INJECTABLE; INJECTION 
PANCURONIUM BROMIDE 

AP HOSPIRA lMG/ML N72320 001 Jan 19, 1989 May CAHN 

AP 2MG/ML N72321 001 Jan 19, 1989 May CAHN 

PAIUCALCITOL 

INJECTABLE; lNJECTlON 
ZEMPLAR 

ABBOTT 0.002MG/ML N20819 002 E'eb 01, 2000 Mar NEWA 

PAROXETlNE HYDROC8LOR1DE 

TABLET; ORAL 
PAROXETINE HCL 

AB ALPHAPHARM EQ lOMG BASE N75716 001 Mar 08, 2004. Mar NEWA 

AB EQ 20MG BASE N75716 002 Mar OS, 2004 Mar NEWA 

AB EQ 30MG BASE N75716 003 Mar 08, 2004 Mar NEWA 

AB EQ 40MG BASE N75716 004 Mar OS, 2004 Mar NEWA 

AD SANOOZ EQ lOMG BASE N75566 001 Mar 06, 200g Mar NEWA 

AB EQ 20MG BASE N75566 002 Mar 08, 2004 Mar NEWA 

AB EQ 30MG BASE N75566 003 Mac 08, 2004 Mar NEWA 

AB EO 40MG BASE N75566 004 Mar OB, 2004 Mar NEWA 

PEMETREXED DISODIUM 

INJECTABLE; IV (INFUSION) 
ALIMTA 

+ LILLY EQ SOOMG BASE/VIAL N21462 001 Feb 04, 2004 Feb NEWA 
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AA 

AB 
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l't:N'l'AMlU.iNI,; .1St,'1'HlUNA'1't,: 

(NJECTABLE; INJECTION 
PENTAMIDINE 1SETHIONATE 

HOSPIRA 

PENTAZOCINE LACTATE 

I JECTABLE; INJECTION 
TALWIN 

+ HOSPIRA 

300MG/VlAL 

EQ 30t4G BASE/ML 

PENTETATE CALCIUM TRISODIUM 

SOLUTION; INHA.Ll\TION, INTRAVENOUS 
PENTETATE CALCIUM TRISODIUM 

+ 1-IAMELN PHARMS EQ 1GM/5ML(EQ 200MG / ML/ 

PE~TETATE ZINC TRlSO0IOM 

SOLOTION; INHALATION, INTRAVENOUS 
PENTETATE ZINC TRISODIUM 

+ HAMELN PiiARMS EO lGM/SMLIEO 200MG/MT,J 

PENTOBAF\.BITAL SODIUM 

CAPSULE; ORAL 
NEMBUTAL SODIUM 
@ OVATION PJ-!ARMS 
@ 

SODIUM PENTOBARBITAL 
VALEANT PHARM INTL 

PENTOSAN POLYSULPATE SODIUM 

CAPSULE; ORAL 

ELMIRON 
ORTHO MCNEIL PIIARM 

PHEN"DIME'.l'RAZINE TARTRA'rE 

TABLET; ORAL 
llONTRIL PDM 

VALE~T 

PHENYLBUTAZONE 

CAPSULE; ORAL 
PHENYLBU'l'AZONE 
@ MUTUAL PHARM 

TABLET; ORAL 
PHENYLBU'l'AZONE 
@ MUTUAL PHARM 

PHEflT'fTOIN 

SlJSPENSION; ORAL 
PiiENYTOIN 

'rARO 

PHENYTOIN SODIUM 

CAPSULE; ORAL 

DILANTIN 

PARKE DAVJS 

30MG 

l00MG 

lOOMG 

lOOMG 

35MG 

100MG 

l00MG 

12SMG/5 

30MG EX'rENOED 

Ni347 9 001 Jun 30, 1992 May CAHN 

16194 001 May CMN 

N2171 9 001 Aug 11, 2004 Aug NEW11 

N217Sl 001. 1\11 ll, 2004 hug NEW7\ 

NB4095 001 

N83245 001 

N832 64 001 

May OISC 

t1ay DISC 

May CRLO 

N20l93 001 Sep 26, 1996 .Jun CAHN 

N85272 001 Aug CAHN 

N8B994 001 Dec 04, 1985 Aug CAHN 

N88863 001 Dec 04, 1985 Aug CAHN 

N4052 l 001 MQt 08, 2004 Mar NEWA 

NB4349 001 Aug MAGC 
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CAPSULE; ORAL 
DILANTIN 

AB -t PARKE DAVIS 100MG EXTENDED N84349 002 Aug MAGC 

DIPRENYLAN SODTUM 
@ LANNETT 30MG PROMPT N8085i 001 Aug MAGC 
@ lOOMG PROMPT N80857 002 AUg MAGC 

EXTENDED PHENYTOIN SODIUM 
AB BARR lOOMG EXTENDED N40435 001 Jun 20, 2003 'Aug MAGC 

AB MYLAN lOOMG EXTENDED N40298 001 Dec 28, 1998 Aug MAGC 
@ PLIVA 100MG EXTENDED NB9441 001 Dec 18, 1986 Aug MAGC 

PHENYTEK 

+ MYLAN 200MG EXTENDED Nq0298 002 Dec 06, 2001 Aug l'IAGC 

-+ 300MG EXTENDED N40298 003 Dec 06, 2001 Aug MAGC 

Pl!ENYTEX 
@ WATSON LABS lOOMG EXTENDED N88711 001 Dec 21, 1984 Aug MAGC 

PHENYTOIN SODIUM 
@ PHARMERAL lOOMG PROMPT N85435 001 Aug MAGC 
@ WATSON LABS l OOMG PROMPT N858 94 001 Aug M.AGC 

PROMPT PHENYTOlN SODIUM 
BX + IVAX PHARMS lOOMG PROMPT N8025 9 001 Aug MAGC 

@ WATSON LABS JOOMG PROMPT N8090 5 001 A11g MAGC 

INJECTABLE; IN J ECTION 
PHENYTOIN SODIUM 
@ HOSPIRA SOMG/ML N89521 001 Mar 17 , 1987 May CAHN 
@ SOMG/ML N89744 001 Dec 8, 1987 May CAHN 

PHYTONADIONE 

INJECTABLE; INJECTION 
VITAMIN Kl 

BP HOSPIRA 1MG/0.5Mt N87954 001 J\Jl 25, 1983 May CAHN 

BE lOMG/ML N87955 001 Jul 25, 1983 May CAHN 

@ lOMG/ML N87956 001 Jul 25, 1983 May CAHN 

PIPERACILLIN SODIUM 

INJECTABLE; INJECTION 
PI PEAACI LLIN 

+ AM PHARl'l EQ 40GM BASE/VIAL N651.57 001 Jul 12 , 2004 Jul NEWA 

PIPERAZlNE CITRATE 

SYRUP; ORAL 
MULTIFOGE 
@ BLOLI NE EQ SOOMG BASE/SML N094 52 001 Jul DISC 

PODOFILOX 

SOLUTION; TOPICAL 
CONO'fLOX 

>JI.> AT + OCLASSEN 0.5 % Nl9795 001 Dec 13, 1990 Sep CAHN 

>0> l\1' + PADDOCK 0.5% N19795 001 Dec 13, 1990 Sep CAHN 

POLYETHYLENE GLYCOL 3350 

FOR SOLUTION; ORAL 
GLYCOLAX 

AA SCHWARZ PHARMA 1 ?GM/SCOOPFUL N76652 00 1 Ju l 02, 2004 Jul NEWA 

MIAALAX 
AA + BRAINTREE 17GM/SCOOPFUL N20698 001 E'eb 18, 1999 Jul CFTG 
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POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM BICAnBONATE; SODIUM CHLORIDE 

FOR SOLUTION; ORAL 
NULYTELY 

BRAINTREE 

NOLYTELY-FLAVORED 

420GM/BOT ; l.48GM/BOT;S.72GM/BOT;l Nl9797 001 Apr 22, 1991 Feb CFTG 
J..2GM/ BOT 

/\A + BRAINTREE 420GM/BOT;l.48GM/BOT;S.72GM/BOT;l Nl9797 002 Nov 18, 1994 Feb CFTG 
1. 2GM/BOT 

AA 

AP 

AP 

TRILYTE 
SCHWARZ PHARMA 420GM/BOT;1.48GM/BO'r;5.72GM/BOT;1 N76491 001 Feb os, 2004 Feb NEWA 

l,2GM/BOT 

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

SOLUTION; ORAL 
OCL 

HOSPIRA 6GM/100ML; 75MG/100ML; 168MG/100ML; Nl9284 001 Apr 30, 198 6 May CAHN 
146MG/100ML;l.29GM/l00ML 

POTASSIUM ACETATE 

INJECTABLE; rNJEC'l'lON 
POTASSIUM ACE'.l'ATE IN PLASTIC CONTAINER 

+ HOSPIRA 2I1EO/M1.1 

POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 
@ HOSPIRA 

+ 

+ 

@ 

lMEO/ML 
lMEQ/ML 

1. 5MEQ/ML 

2MEQ/ML 

2MEO/ML 

2 . 4ME:Q/1'1L 
3.2MEQ/ML 

POTASSIUM CKLORIDE lOMEQ IN PLASTIC CONTAINER 
@ HOSPIRA 14.9MG/ML 

@ 745MG/100ML 

POTASSIUM CHLORIDE 20MEQ IN PLASTIC CONTAINER 

Nl8896 001 Jul 20, 19B4 May CAHN 

N80205 003 May CAHN 

N83345 003 May CAHN 

N83345 001 May CAHN 
N80205 001 May CARN 

N83345 002 May CAHN 

N80205 004 May CAHN 
N80205 005 May CAHN 

N20161 005 Nov 30, 1992 May CAHN 

N20161 001 Nov 30, 1992 May CAHN 

AP + HOSPIRA 29. 8MG/ML N20161 006 Aug 11, 1998 May CAHN 
1. 4 9GM/ lOOML 

POTASSIUM CHLORIDE 30MEQ IN PLASTIC CONTAINER 
AP + HOSPIRA 2. 24GM/100ML 

POTASSIUM CHLORIDE 40MEQ IN PLASTIC CONTAINER 
AP + HOSPIRA 2. 9BGM/100ML 

AB 

TABLET, EXTENDED RELEASE; ORAL 
POTASSIUM CHLORIDE 

EURAlm 20MEO 

POTASSIUM CHLORIDE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 

N20161 002 

N20 161 003 

N20161 004 

N7 63 68 001 

POTASSIUM CHLORIDE 20MEQ IN SODIUM CHLORIDE O, 9% IN PLASTIC CON'rAINER 

Nov 30, 1992 May CAHN 

Aug ll, 1998 May CAHN 

.l\ug 11, 1998 May CAHN 

Aug 18 , 2004 Aug NEWA 

AP HOSPIRA 149MG/100ML; 900MG/100M.L N19686 001 Oct 17 1 1988 Ma.y CAHN 

POTASSIUM CHLORIDE 40MEQ IN SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 
AP HOSPIRA 299MG/100ML;900MG/100ML Nl9686 002 Oct 17, 1988 May CAHN 



AA 

AT 

>D> AB 

>A> 

>0> AB 
>A> 

AB 

AB 

Al' 

Al? 

AP 

AP 

AP 
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POTASSIUM CHLORIDE; SODIUM CHLORIDE; TROMETHAMINE 

INJECTABLE; TNJECTION 
THAM-E 
@ HOSPIRA 370MG/VIAL;l.75GM/VlAL;36GM/VIAL 

'PREDNISOLONE 

TABLET; ORAL 
PREDNISOLONE 
@ EVERYLIFE 
@ 

@ SPERTI 
@ 

@ 

2 . SMG 
SMG 

lMG 

:2 .SMG 

SMG 

PREONISOLONE SODIUM PHOSPHATE 

SOLUTION i ORAL 

PREDNISOLONE SODIUM PHOSPHATE 
PADDOCK EQ SMG B1',SE/SML 

PREDNISOLONE SODIUM PHOSPHATE; SULE'ACE'rAMIDE 

SOLUTION/DROPS; OPHTHALMIC 
VASOCIDIN 

SODIUM 

-t NOVARTIS EQ 0.23% PBOSPHATE;10% 

PREDNISONE 

TABLET; ORAL 

!lEL'l'ASONE 

+ Pflruu-!ACIA AND UPJOHN 2.SMG 
@ 2. SMG 

+ I0MG 
@ lOMG 
@ 20MG 

PREDNISONE 
@ MO'l'IJAL PHARM .SMG 

@ 10MG 
@ 20MG 
@ 50MG 

-t ROXANE 20MG 
@. SANDOZ 20MG 

WEST WARD 2. SMC 

FROCAINAMIDE HYOROCHLORJ'DE 

INJECTABLE; INJECTION 
PROCAINAMIDE HCL 

HOSl''IRA lOOMG/ML 

S00MG/Mt. 

500MG/ML 

PROCAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 

NOVOCAIN 

+ HOSPIRA 1% 

+ 2% 

+ 10%-

Nl3025 001 May CAHN 

NB4439 002 May DISC 

N84439 003 May DISC 

NBD358 001 May DISC 

N80358 002 May DISC 

N80358 003 May DISC 

N'75988 001 May 25, 2004 May NEWA 

Nl8988 001 l'.ug 26, 1988 AUg CAHN 

N09986 005 Sep DISC 

N09986 005 Sep DISC 

N09986 006 Sep DISC 

N09986 006 Sep DISC 

N09986 007 Jul DISC 

NB070J 0-01. Aug CAHN 

N86595 001 Aug CAHN 

N84634 001 Aug CAHN 

NB6596 001 Aug CAHN 

N87342- 001 Jul CRLD 

N85813 001 Aug DlSC 

N40538 001 Jan 08, 2004 Jan NEWA 

N89069 001 Feb 12, 1986 May CAHN 

N89070 001 li'eb 12, 1986 May CAHN 

NB9537 00 l Aug 25, 198 7 May CAHN 

N853 62 003 

N85362 004 

N86797 001 

May CAHN 

May CAHN 

May CAHN 
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INJEC''l'ART,Ji',; TN ,TF.(:1'1 ON 

PROCAINE HCL 
AP HOSPIRA l N80416 001 May CAHN 

AP 2% N80416 002 May CAHN 

PROCHLORPERAZINE EDISYLATE 

INJECTABLE; INJECTION 
PROCHLORPERAZIN~ EDISYLATE 

AP BAXTER HLTHCARE EQ SMG BASE/ML N89903 001 Aug 29, 1989 Aug CAHN 

AP BEDFORD EQ SMG BASE/ML N40 540 001 May 28, 2004 May 1-iEWA 

AP HOSPIRA EQ SMG BASE/ML N89703 001 Apr 07, 198B May CAHN 

PROMETHAZINE HYDROCHLORIDE 

INJECTABLE; H/JECTION 
PROMETHAZINE HCL 

AP BEDFORD LABS 25MG/MI; N40524 001 Mar 17, 2004 Mar NEWA 

AP SOMG/ML N40524 002 Mar 17, 2004 Mar NEWA 

>A> AP BlOr,lICHE PHARMA 25MG/ML N40471 001 Nov 21, 2002 Sep CAHN 

AP HOSPIRA 25MG/ML N40372 001 Jun 08, 2000 May CAHN 

AP 50MG/Mll N40372 002 Jun oa, 2000 May CAHN 

AP SOMG/ML N838 3B 002 May CAHN 

>D> AP PRARMAFORCE 25MG/ML N40fll 001 Nov 21, 2002 Sep CAHN 

SYRUP; ORAL 
PRO!':IETH PLAIN 
@ ALPHARMA 6.25MG/5ML N85953 001 Feb DISC 

PROMETHAZ INE HCL 
AA + HI TECH PHARMA 6. 2SMG/ SM.L N40026 001 Sep 25, 1998 Fep CRLD 

AA 6.25MG/SML N40026 001 Sep 25, 1998 May CRLD 

PROMETHAZINE PLAIN 
AA + MORTON GROVE 6,25MG/SML N8 7953 001 Nov 15, 1982 May CRLD 

TABLET; ORAL 
PBENERGAN 

>D> AB WYETH PHARMS INC 12.5MG N07935 002 Sep DISC 
>A> @ 12. SMG N07935 002 Sep DISC 

AB 12. SMG N07935 002 Jul CE'TG 

AB 25MG N07935 003 Jul CTEC 

AB + 50MG N07935 004 Jul CTEC 

PROMETHAZINE: HCL 
AB ABLE 12.SMG N40558 001 Jul 01 , 2004 Jul NEWA 

AB 25MG N40558 002 aul 01, 2004 Jul NEWA 

AB SOMG N40558 003 Jul 01, 2004 Jul t!EWA 
@ MUTUAL PHARM 12.SMG N84555 001 Aug CAHN 
(! 25MG N84554 001 A-ug CAHN 
@ SOMG N84557 001 ll.Ug CAHN" 

PROPAFENONE HYDROCHLORIDE 

TABLET; ORAL 
PROPAFENONE HCL 

AB PLIVA 1 50MG N76550 001 Apr 23, 2004 Apr NEWA 

AB 225MG N76550 002 Apr 23, 2004 Apr NEWA 

AB 300MG N76550 003 Apr 23 , 200 4 Apr NEWA 

PROPOXYPHENE HYDROCHLORIDE 

CAPSULE f ORAL 
DARVON 
@ AAIPHARMJ\ LLC 32MG Nl0997 001 Aug DISC 



RX DRUG PRODUCT LIST CUMULATIVE SUPPLMENT 9 - September 200~ I-86 

CAPSULE; ORAL 
PROPOXYPHENE HCL 
@ MUTUAL PHARM 

PROPRANOLOL HYDROCHLORIDE 

INJEC'rA.BLE; lNJEC'l'ION 

PROPRANOLOL 
AP AM PHARM PARTNERS 

AB 

AB 

TA"BLET; ORAL 
PROPRANOLOL HCL 
@ MUTtll\L Pr!ARM 

@ 

@ 

@ 

@ 

PROPYLTHlOURACIL 

TABLET; ORAL 
PROPYLTHIOOAACIL 

@ MOTOAL PHAitM 

PROTAMJNE SULFATE 

INJECTABLE; INJECTION 
PROTAMINE SULFA~E 

+ AM PHARM PARTNERS' 
@ LILLY 

PROTRIPTYLINE HYDROCHLORIDE 

TABLET; ORAL 
VIVACTIL 

@ ODYSSEY !?HARMS 
@ 

RANITIDTNE HYDROCHLORIDE 

TABLET, EF"FERVESCENT; ORAL 
ZANTAC 25 

GLAXOSMitH!\LlNE 

RIBAVIRTN 

CAPSULE; OAAL 
REBETOL 

+- SCHEIUNG PLOUGH RES 

RIBASl?HERE 

THREE RIVERS PHA.RMS 

RIBAVIRIN 
SANDOZ 

RI.FAXIMIN 

TABLET; ORAL 
XIFAXAN 

t- SALIX PHARMS 

RISPERIOONE 

INJECTABLE; INTRAMUSCULAR 
RISPERDAL- CONSTA 

JANSSEN PHARMA 

65MG 

lMG/ML 

lOMG 

20MG 

40NG 

60MG 

80MG 

SOMG 

lOMG/ML 

lOMG/ML 

5MG 
lOMG 

EQ 25MG BASE 

200MG 

200MG 

200MG 

25MG/VIAL 

NB3186 001 Aug CAHN 

N75826 001 Aug Jl, 2001 Jan NEWA 

N70319 001 Oct n, 1985 Aug CAHN 

N70320 001 Oct 22, 1985 Aug CAHN 

N70103 001 Oct 22, 1 985 Aug CAHN 
N70321 001 Sep 24, 1986 Aug CAl-!flf 

N70322 001 Aug 04, 1986 Aug CAHN 

N83982 001 Aug CAHN 

N8945 4 OOl Apr 07, 19B7 Mar CRLD 

N064 60 002 Mar DISC 

Nl6012 001 

Nl6012 002 
Jun CAHN 
Jun CAHN 

N20251 003 Apr 01, 2004 Apr NEWA 

N20903 002 Jul 25, 2001 Apr CE"TG 

N16203 001 Apr 06, 2004 Apr NEWA 

N76192 001 Apr 06, 2004 Apr NEWA 

N2 l361 001 May 2S, 2004 May NEWA 

N21346 001 Oct 29, 2003 Jul CAHN 
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"INJECTABLE; INTRAMUSCULAR 
RISPEROAL CONSTA 

JANSSEN PHARMA 37 . 5MG/VIAL N2134 6 002 Oc t 29 , 2003 Jul CAHN 

+ SOMG/VIAL N2 1346 003 Oct 29 , 2003 Jul CARN 

TABLET, ORALLY DISINTEGRATING; ORAL 
RISPERDAL 

JANSSEN PHARMA 0.5MG N21444 001 Apr 02, 2003 Jun CAHN 

+ lMG N21444 002 Apr 02, 2003 Jun CARN 
2MG N21444 003 Apr 02, 20 03 JUn CAHN 

RITODRINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
R,ITODRINE HCL 

+ HOS!?IAA lOMG/ML N71618 001 Feb 28, 1991 May CJlJ-!N 

+ 15MG/ML N71619 001 Feb 28, 1991 May CAHN 

RITODRINE BCL IN DEXTROSE 5% IN PLASTIC CONTAINER 
t HOSPIRA 30MG/100ML N7H38 001 Jan 22, 1991 May CAHN 

ROCURONIUM BROMIDE 

INJECTABLE; INJECTION 
ZEMIJRON 

ORGANON USA INC lOMG/ML N202H 002 Mar 17, 1994 Jun CMFD 
@ lOMG/ML N20214 002 Mar 17, 1994 Jul DISC 

ZEMURON (P/F) 
t ORGANON USA INC 50MG/5ML(l0MG/ML) N202l4 001. Mar 17, 1994 Jul CPOT 
t lOOMG/lOML ( lOMG/ML) N20214 003 Mar- 17 , 1994 Jul NENA 

>D> ROFECOXIB 

>D> SUSPENSION; ORAL 
>D> VIOXX 
>D> MERCK 12, SMG/SML N21052 001 May 20 1 1999 Sep DISC 
>A> @ 12. 5MG/SML N21052 001 May 20, 1999 Sep DISC 
>D> + .25MG/SML N21052 002 May 20, 1999 Sep DISC 

>A> @ 25MG/5ML N21052 002 May 20, 1999 Sep o-rsc 
>D> 'l'}).BLET ; ORAL 
>D> VIOXX 
>D> MERCK 12. SMG N21042 001 May 20, 1999 Sep DISC 
>A> @ 12. SMG N21042 001 May 20, 1999 Sep DISC 
>D> 25MG N21042 002 May 20, 1999 Sep DISC 
>A> @ 25MG N21042 002 May 20, 1999 Sep DISC 
>D> + SOMG N21042 003 Feb 25 , 2000 Sep DISC 
>A> @ SOMG N21042 003 Feb 25, 2000 Sep DISC 

ROPINIROLE HYDROCHLORIDE 

TABLET/ ORAL 
REQUIP 

GLAXOSMITHKL!NE EQ SMG BASE N20658 005 Sep 19, 1997 May CRiiD 

SAFFLOWER OIL; SOYBEAN OIL 

INJECTABLE; INJECTION 
LIPOSYN II 10%-

t HOSPIRA 5%;5\ (SGM/lOOML) Nl8997 001 Aug 27 , 1984 May CAHN 

LIPOSYN II 20% 

+ HOSPIRA 10%;10% ( lOGM/ lOOML ) Nl8991 001 Aug 27, 1984 May CAHN 
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AP 

AP 

AP 
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AP 

AP 
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SECRETlN S¥NTRETIC HUMAN 

tOR SOLUTION; TNTRAVENOUS 
CHIRHOSTI.M 

~ CHIRHOCLIN 

-+ 

HUMAN SECRETIN 
CHIRBOCLIN 

SECRETTN SYNTHETIC PORCI~E 

fOR SOLUTION; INTRAVENOUS 
SECREMAX 

+ Cl!IRHOCLTN 

SELEGILINE HYDROCHLORIDE 

TABLET; ORAL 
SELEGILINE HCL 
@ SOMERSET 

SEVELAMER HYDROCHLORIDE 

CAPSULE; OP.AL 
~NAGEL 
@ GENZYME 

SIROLIMUS 

TABLET; ORAL 
RAPAMUNE 

WYETH PHARMS INC 

+ 

SODIUM ACETATEL ANHYDROUS 

INJECTABLE/ INJECTION 

161JGM/VIAL 

16UGM/VTAL 

16UGM/VIA,L 

l6UGM/VIt1.L 

SMG 

403MG 

2MG 

SMG 

SODIUM ACETATE IN PLASTIC CONTAINER 
+ ROSJ?IRA 2MEQ/ML 

SODIUM CH.c.LORIDE 

!NJECTABLE1 INJECTION 
BACTERIOSTATIC SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 

+ HOSPIRA 9MG/ML 

SODIUM CHLORIDE 0.45\ IN PLASTIC CONTAINER 
HOSPIRA ~SOMG/lOOML 

<lSOMG/lOOML 

SODIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 
HOSPIRA 9MG/ML 

9MG/ML 

9MG/ML 

9MG/ML 

900MG/l00ML 

900MG/l00ML 

900MG/100ML 

SODIUM CHLORIDE IN PLASTIC CONTAINER 
HOSPIRA 2.SMEQ/Ml., 

SOLUTION; IRRIGATION 
SODIUM CHLORIDE 0. 45% IN PLASTIC CONTAINER 

HOSPIRA 4SOMG/100ML 
@ 450MG/100ML 

September 2004 1-88 

N21256 001 Apr 09, 2004 Sep CTNA 

N21256 001 Apr 09, 2004 ~ep CTNA 

N21256 001 Apr 09, 2004 Apr NEWA 

N2ll36 001 Apr 04, 2002 JUl CAIN 

Nl9334 001 Jun OS, 1989 Aug DISC 

N20926 001 Oct JO, 1998 JUn DISC 

N21110 002 Aug 22, 2002 ~eb CRLD 

N21110 003 E'eb 23, 2004 Feb NEWA 

N1BB93 001 May 04, 1983 May CAAN 

NlBBOO 001 Oct 29 1 1982 May CAHN 

Nl8090 001 May CAHN 

Nl9759 001 Jun 08, 1 988 May CAHN 

Nl8803 001 Oct 29, 1902 May CARN 

Nl 9217 001 Jul 13, 1984 Jul CRLD 

Nl9217 001 Jul 13, 1904 May CAHN 

Nl9465 002 Jul 15, 1985 May CARN 

Nl6366 001 May CAHN 

Nl946S 001 Jul 15, 1985 May CAHN 
N19480 001 Sep 17, 1985 May CAHN 

Nl8B97 001 Jul 20, 1984 May CAHN 

Nl 7670 001 May CAHN 

Nl8380 001 May CAHN 



AT 

AT 

AP 

AP 
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SOLUTION; IRRIGATION 
SODIUM CHLORIDE 0 . 9\ IN PLASTIC CONTAINER 

HOSPIRA 900MG/100ML 

900MG/100ML 

SODIUM FERRIC GLUCONATE COMPLEX 

INJECTABLE; INJECTION 
FERRLECIT 

+ WATSON PRARMS 

SODIUM IODIDE 1 I - 131 

SOLUTION; ORAL 
SODIUM IODIDE I 131 
@ CIS 

SODIUM LACTATE 

INJECTABLE1 INJECTION 

62.5MG/5ML 

50mCi/ML 

SODIUM LACTATE 0.167 MOLAR IN PLASTIC CONTAINER 
HOSPIRA l.87GM/100ML 

SODIOM LACTATE IN PLASTIC CONTAINER 
HOSPIRA SMEQ/ML 

SODIUM NITROPRUSSIDE 

INJECTABLE; INJECTION 
NITROPRESS 

+ HOSPIRA 25MG/l1L 

t SOMG/VI.AL 

S0D·IUM PHOSPHATE, DIBASIC, HEPTAHYDRATE; SODlOM PHOSPHATE, 

INJECTABLE ; INJECTION 
SODIUM PHOSPttATES IN PLASTIC CONTAINER 

HOSPIRA 142MG/ML;276MG/ML 

SOMATROPIN RECOMBINANT 

.INJECTABLE; INJECTION 
SlUZEN 
@ SERONO 6MG/VIAL 

SEROSTIM 
SERONO 4MG/VIAL 

@ 8.8MG/VIAL 

ZORBTIVE 
@ SERONO INC 4MG/VIAL 
@, 5MG/VIAL 
@ 6MG/VlAL 

SOTALOL HYDROCHLORIDE 

TABLET ; ORAL 
SOTALOL HCL 

MUTUAL E'l-lARM 80MG 

120MG 

160MG 
TEVA 80MG 

120MG 

160MG 

Nl7514 001 

N18314 001 

May CAHN 

May CAHN 

N'20955 001 Feb 18, 1999 Feb CAHN 

Nl 7315 001 Apr DISC 

Nl8249 001 May CAflN 

Nl8947 001 Sep 05, 1984 May CAftN 

N71961 001 Aug 01, 1988 May CAHN 

N70566 001 Jun 09, 1986 May CAHN 

~lONOBASIC, ANHYDROUS 

Nl8892 001 May 10, 1983 May CAHN 

Nl97 64 001 Oct 08, 1996 May DISC 

N20604 003 Jul 25, 1997 Jan CTEC 

N20604 004 Sep 06, 2001 Jan DISC 

N2l597 001 Dec OJ, , 2003 Mc1y DISC 
N21597 002 Dec 01, 2003 May DISC 

N21597 003 Dec 01, 2003 May DISC 

N76576 001 Apr 08, 2004 Apr NEl'IA 

N76576 002 Apr 08, 2004 Apr NEWA 

N76576 003 Apr 08, 2004 Apr NEWA 

N76683 001 Jul 26, 2004 Jul 1-l'EWA 

N76883 002 Jul 26, 2ooq Jul NEl'lA 

N76883 003 Jul 26, 2004 Jul NEWA 
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SOYBEAN OIL 

INJECTABLE; INJECTION 
LIPOSYN III 10\ 

AP + HOSPIRA 10%: NlB969 001 Sep 21, 1984 May CAHN 

LIPOSYN· III 20\ 

AP + HOSPIRA 20% !;/10970 001 Sep 25, 1984 May CAHN 

LIPOSYN Ill 30\ 
Al? + HOSPIRA 30% N20l81 001 Jan 13, 1998 May CAHN 

SPARFLOXACrN 

TABLET; ORAL 
ZAG~ 
@ MYLAN 200MG N20677 001 Dec 19, 1996 Mar DISC 

SPIRONOLACTONE 

TABLET; ORAL 
SPIRONOLACTONE 

AB MOTOP.L PHARM 25MG N87265 001 Aug CAHN 

S'fAVUOINE 

CAPSULE, EXTENDED RELEASE; ORAL 
ZERIT XR 
@ BRISTOL MYERS SQUIBB 37. SMG N21453 001 Dec 31, 2002 Jun DISC 
@ SOMG N21453 002 Dec 31 , 2002 Jun DISC 
@ 75MG N21453 003 Dec 31, 2002 Jun DISC 
@ 100MG N21453 004 Dec 31, 2002 Jun DISC 

SOCCINYLCHOLrtlE CHLORIDE 

INJECTABLE; INJECTION 
ANECTINE 

AP + SABEX 2002 20MG/ML N08453 002 Jul CAHN 
@ SOMG/ML N08453 003 Jul CAHN 

+ SOOMG/VIAL N08453 001 Jul CA.HN 

+ lGM/VIAL N08453 004 Jul CAHN 

QU!::LICIN 
AP + HOSPIRA 20MG/ML N088qS 006 May CAHN 

QUE~ICIN PRESERVATIVE FREE 
Al:1 + HOSPIRA 20MG/ML N08845 001 May CAHN 

@ SOMG/ML NOB945 002 May CAHN 

+ lOOMG/ML N088~5 004 May CAHN 

SOCRALFATE 

TABLET; ORAL 
CA.RAFA TE 

AB + AXCAN SCANOIPHARM lGM N18333 001 Feb CAHN 

SOFENTANIL CITRATE 

INJECTABLE; INJECTION 
SUFENTANIL CITRATE 

A.P BAXTER HLTHCARE EQ O.OSMG BASE/ML N74 413 001 Dec 15, 1995 Aug CAHN 

SULFENTANIL CITRATE 
AP HOSPIRA EQ O.OSMG BASE/ML N'74534 001 Dec 11, 1996 May C><HN 
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SULFACETAMIDE SODIUM 

SOLUTlON/DROPS; OPHTHALMIC 
SULF-10 

NOVARTIS 

SULFACYTINE 

TABLET; ORAL 
RENOQUID 
@ GLENWOOD 

10% 

2..,0MG 

SULFAMETHO:<AZOLE; TR.I.METHOPRIM 

lNJECTABLE; INJECTIO~ 
SULFAMETHOXAZOLE AND TRIMETHOPRIM 

BAXTER HLTHCARE 80MG/ML; l6MG/ML 

HOSPIRA 

TABLET; ORAL 

SULFAMETHOPRIM- DS 

PAR PHT\RM 

80MG/ML;16MG/ML 

80MG/ML;16MG/ML 

80MG/ML;l6MG/ML 

BOMG/ML ; l6MG/ML 

BOOMG;l60MG 

BOOMG; 160MG 

St1LFP.METHOXAZOLE ANO TRIMETHOPRIM 
@ MUTUAL PHARM 400MG; BOMG 

SANDOZ 
@ 

SULFAMETHOXAZOLE AND 
@ MUTUAL PHARM 

400MG;BOMG 

400MG;BOMG 

TRIMETHOPRIM DOUBLE 
800MG;l60MG 

TECHNETI UM TC-99M APCITlDE 

INJECTABLE; INJECTION 
ACUTEC'l' 

BERLEX LABS N/A 

TECHNETIUM TC-99M DEPREOTIDE 

INJECTABLE; INJECTION 
NEO TECT KIT 

t- BERLEX LABS N/A 

TECHNETIUM TC-99M MEORONATE KIT 

INJECTABLE; lNJECTION 
DRAXIMAGE MOP 

+ DRAXIW.GE N/A 

TECHNETIUM TC-99M OXIDRONATE KIT 

INJECTABLE; INJECTION 
TECHNESCAN 

MALLINCKRODrt N/A 

TECHNESCAN HOP 
MALLINCKRODT NIA 

TECHNET'IUM TC-9.9M SESTAMIBI KIT 

INJECTABLE; INJECTION 
CARDIOLITB 

BRISTOL MYERS SQUIBB N/A 

STRENGTH 

N80025 00 1 Mar CMFD 

Nli569 001 Aug DISC 

N70627 001 Dec 29, 1 987 Sep DISC 

N70627 001 Dec 29, 1987 Sep DISC 

N70627 001 Dec 29, 1987 Aug CARN 

N70626 001 Dec 29, 1987 Aug CAHN 

Ni3199 001 Sep 11, 1992 May CAHN 

N70032 001 Feb 15, 1 985 Sep DISC 

r-n0032 001 Feb 15, 1985 Sep DISC 

N70006 001 Nov 14 , 1984 Atig CAHN 

N70B89 001 Nov 13, 1986 Sep DISC 

Ni0889 001 Nov 13, 1986 Sep DISC 

N70007 001 Nov 14' 1 984 Aug CAHN 

N208Bi 001 Sep H, 1998 Jun CAHN 

N21012 001 Aug 03, 1999 Jun CAHN 

Nl8035 001 May CTNA 

Nl 8321 001 Sep CRLD 

Nl8321 001 Se p Cfl.[,0 

Nl9785 001 Dec 21, 1990 Jul CRLD 
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TELlTHROMYC!N 

TABLET; ORAL 
KETEK 

+ AVE:NTIS PHARMS 400MG N21H4 001 Apr 01, 2004 Apr NEWA 

TEMAZE E'AM 

CAPSULE; OAAL 
TEMAZEPAM 
@ MUTUAL PHARM 15MG N711H 00 1 Jul 10, 1986 Aug CAHN 
@ 30MG N71175 001 Jul 10, 1986 Aug CAHN 

TE:RBINAFINE 

GEL; TOPICAL 
LAM ISIL 

NOVARTIS H N20846 001 II.pr 29, 1998 Jan CMFD 

TERBUTAL1NE SULFATE 

INJECTABLE; INJECTION 
BRETHINB 

AP + AAIPHARMA LLC lMG/ML Nl8571 001 Apr CFTG 

TERaUTALINE SULFATE 
AP AM PHARM lMG/1.>I.L N7 6887 001 May 26, 2004 Mc1y NEWA 

AP BEDFORD 1MG/ML N76770 001 Apr 23, 2004 Apr NEWA 

AP SICOR PHARMS lMG/ML N76853 001 J"ul 20, 2004 Jul NEW1'J 

TERCONAZOLE 

CREAM; VAGINAL 
TERAZOL 3 

AB + ORTHO MCNEIL PHARM 0,8% Nl9964 001 Feb 21, 1991 Apr CFTG 

TERCONAZOLE 
AB Ti!.RO 0,8% N75953 001 Apr 06, 2004 Apr NEWA 

TESTOSTERONE 

FILM, EXTENDED RELEASE; TRANSDERMAL 
ANDRODERM 

+ WATSON LABS 5MG/24HR N20489· 002 May 02, 1997 Aug CTE:C 

TESTODERM 
@ AL?.A 4MG/2-4HR Nl9762 001 Oct 12, 1993 Aug DISC 
@ 6MG/24HR Nl9762 002 Oct 12, 1993 Aug DISC 

TES'rODERM TTS 
@ I\LZA 5MG/24HR N20791 001 Dec 18, 1997 Aug DISC 

TETRACYCLINE HYDROCHLORIDE 

CAPSULE; ORAL 
TETRACYCLINE HCL 

/1,B MUTUAL PH/1,RM 250MG N6073 6 001 Aug CAHN 

AB 500MG N60736 002 Aug CAHN 

TBEOPHYLLINE 

CAPSULE, EXTENDED RELEASE,- ORAL 
AEROLATE lII 
@ fLEM!NG PHARMS 65MG N85075 003 Nov 24, 1986 Jun DISC 

AEROLATE JR 
@ FLEMING PHARMS lJOMG NBS0?S 002 Nov 24, 1986 Jun DISC 
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CAPSULE, EXTENDED RELEASE; ORAL 
AEROLATE SR 
@ FLEMING PRARMS 260MG N85075 00 1 Nov 24 1 1986 Jun DISC 

INJECTTillLE; INJECTION 
THEOPHYLLINE IN DEXTROSE 5% IN PLASTIC CONTAINER 

AP + HOSPIRA 4.MG/Mb N19211 007 Dec 14 , 1984 May CAHN 

AP + qoMG/ lOOML N19211 001 Dec 1 4, 1984 May CAHN 

AP + 80MG/100ML Nl9211 002 Dec 1~. 1984 May CAHN 

AP ¼- 160MG/100ML N19211 003 Dec 14, 1984 May CAHN 

AP t- 200MG/100ML tU9211 004 Dec 14, 1984 May CAHN 

AP +- 320MG/100ML ~19211 006 Jan 20, 1988 May CAHN 

• Al? + 4 OOMG/lOOML N19211 005 Dec 14, 1984 May Cll.HN 

SOLUTION; ORAL 
AEROLATE 
@ FLEMING PHARMS 150MG/15ML N89141 001 Dec OJ, 1986 Jun DISC 

TABLET, EXTENDED RELEl!.SE; ORAL 
THEOLAIR- SR 
@ 3M 200MG N88369 001 Jul 16, 1987 Jun DISC 
@ 250MG N86363 002 Jul 16, 1987 Jun DISC 
@ 300MG N88364 001 Jul 1 6, 1 987 Jun DISC 

8 500MG N89132 001 Jul 16, 1987 J'un DlSC 

THEOPHYLLINE 
AB ABLE 300MG N40548 001 Apr 30, 2004 Ap.l'. NEWA 

AB 400MG N40543 001 Apr 27, 2004 Apr NEWA 

AB 450MG N4054 6 001 Apr 30, 2004 Apr NEWA 

AB 600MG N40539 001 Apr 27, 2004 Apr NEWA 

UNIPHYL 
AB + PURDUE FREDERICK 400MG N87571 001 Sep 01, 1982 Apr Cf'l'G 

All + 600MG N40086 001 Apr 15, 1996 Apr CFTG 

THIAMINE HY DROCH.LORI DE 

I NJECTABLE; INJECTION 
THIAMINE HCL 

AP BAXTER HLTH.CARE lOOMG/ML N80575 001 Aug CAHN 

AP HOSPIRA 1 00MG/ML N40079 001 May 03, 19% Ma.y CAHN 

THIORIDAZINE HYDROCHLORIDE 

TABLET; ORAL 
THIORIDAZINE HCL 
@ MUTUAL ?HARM lOMG 1'188375 001 Nov 18, 1983 Aug CAHN 

@ 15MG N88461 001 Nov 18, 1983 Aug Cll.HN 
@ 25MG N87264 001 Nov 18, 1983 Aug CAHN 

AB 50MG N88370 001 Nov 18, 1983 Aug CAl:IN 
@ lOOMG NB8379 001 Nov 16, 1983 Aug CAHN 
@ 150MG N88737 001 Sep 26, 1984 11.ug CAHN 
@ 200MG N88738 001 Oct 16, 1984 Aug CAHN 

TIMOLOL MALEATE: 

SOLUTION/DROl?S; OPHTHALMIC 
ISTALOL 

>A> BT + ISTA !?HARMS EO o.s, BASE N2l516 001 Jun 04, 2004 Sep CTEC 
> D> t SENJU EQ 0.S% BASE N21516 001 Jun 04, 2004 Sep CTEC 

+ EQ 0.5\ BASE N21516 001 Jun 04 , 2004 Jun NEWA 

TIMOLOL MALEATE 
A'l' HI TECH l?HARMA EO 0.5% BASE N75l63 001 Sep 10, 2002 Jun COFR 
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1'1NIDAZOLE 

TABLET; ORJ!.L 
TINOAMAX 

",IRESOTTI LABS 250MG N21618 001 May 17, 2004 May NEWA 

+ SOOMG N2 1618 002 May 17, 2004 May NEWA 

TIOTROPIOM BROMIDE MONOHYDRATE 

CAPSULE; INHALATION 
SPIRIVA 

+ BOEHRINGER INGELHEIM EQ 0 . 018MG BASE N2139S 001 Jan 30, 2004 Jan NEWA 

TIZANlOINE HYDROCHLORIDE 

CAPSULE; ORAL 
Z!\NAFLEX 

ACORDA EQ 2MG BASE N21447 001 Aug 29, 2002 Aug CAHl'I 

EQ llMG BASE N21447 002 Aug 29 , 2002 Aug CAHN 

+ EQ 6MG BASE N21447 003 Aug 29, 2002 Aug CAHN 

TABLET; ORAL 
TIZANIDINE HCL 

>A> AB IVAX PHl>.RMS EQ 2MG BASE N76321 001 Sep 30, 2004 Sep NEWA 

>A> AB EQ 4MG SASE N76'321 002 Sep 30, 2004 Sep NEWA 

1'.B TORPl:!ARM EQ 2MG BASE N76533 001 Jan 16, 2004 Jan NEWA 

AB EQ 4MG BASE N76533 002 Jan 16, 2004 Jan NEWA 

ZANAFLEX 
AB ACORDA EQ 2MG BASE N20397 002 Feb 04, 2000 Aug CAHN 

AB + EQ 4MG BASE N20397 001 Nov 27, 1996 Aug CAI-IN 

TOBRAi.'lYCIN SULFATE 

INJECTABLE; INJECTION 
NEBCIN 
@ LILLY EQ lOMG BASE/ML N50477 005 Jun DISC 
@ EQ 10MG BASE/ML N62008 004 Jun DISC 
@ EQ lOMG BASE/ML N62707 001 Apr 29, 1987 Jun DISC 
@ EQ 40MG BASE/ML N62008 001 Jun DISC 
@ EQ l.2GM BASE/VIAL N50519 001 Jun DISC 

TOBRAMYCIN 
AM PHARM EQ l,2GM BASE/VIAL NS0789 001 Jul 13, 2004 Jul NEWA 

AP + PHARMA TEK EQ l.2GM BASE/VIAL N65013 001 Aug 17, 2001 Jun CRLD 

+ EQ l.2GM BASE/VIAL N6S013 001 Aug 17, 2001 Jul CTEC 

TOBRAMYCIN SULF1'.TE 
AP +- HOSPIRA EQ lOMG BASE/ML N63080 001 Apr JO, 1991 Jun CRLD 
AP EQ lOMG BASE/ML N63080 001 Apr 30, 1991 May CAHN 

AP EQ 10MG BASE/ML N63112 001 Apr 30, 1991 May CAHN 

Al' EQ 40MG BASE/ML N63111 001 Apr 30, 1991 May CAHN 
AP + EQ 40MG BASE/ML N63116 001 May 1.B, 1992 May CAHN 

AP EQ 40MG BASE/ML N63161 001 May 29, 1991 May CAHN 

TOBRJ\MYCIN SULFATE IN SODIUM CHLORIDE 0.9l IN PLASTIC CONTAINER 
+ HOSPIRA EQ l.2MG BASE/ML N6JOB l 003 Jul 31, 1990 May CAHN 

+ EQ l. 6MG BASE/ML N63081 006 Jun 02, 1993 May CAH!q 

+ EQ 80MG BASE/lOOML N63081 001 Jul 31, 1990 May CAHN 

TOLAZAMIDE 

TABLET; ORAL 
TOLAZAMIDE 
@ WATSON LABS lOOMG N70513 001 Jan 09 1 1986 Aug DISC 
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TOLCAPONE 

TABLET; ORAL 
TASMAR 

VALEANT 

+ 

TOLMETIN SODIUM 

CAPSOL£; ORAL 
TOLMETIN SODIUM 

T&VA 
@ 

TOPIRAMT)TE 

CAPSULE; ORAL 
TOPAMAX SPRINKLE 

ORTHO MCNEIL PR~RM 

+ 
@ 

TABLET; OAAL 
TOPAMAX 

OR'l'HO MCNEIL Pl:IARM 

TRAVOPROST 

SOLUTION/DROPS; OPHTHALMIC 
1'.RAVA'l')\N 

... ALCON 

TRETINOIN 

CREAM; TOPICAL 
AVITA 

MYLAN BERTEK 

GE,L; TOPICM 
AVITA 

MYLAN 'BERTEi< 

TRIAMCINOLONE 

TABLET; O.RAL 
ruusTOCORT 

+ FUJISAWA H~THCARE 

KEN"ACORT 

lOOMG 

200MG 

EQ 400MG BASE 

EQ 400MG BASE 

lSMG 
25MG 

SOMG 

50l'lG 

0.004\ 

0.025% 

0.025% 

4MG 

@ BRISTOL MYERS SQUIBB 8MG 

TRIAMCINOLONE 
@ WATSON LABS 

TR!AMCINOLONE ACETONIDE 

4MG 

AEROSOL, METERED; INHALATION 
AZMACORT 

+ KOS O. lMG/tNH 

SPRAY, METERED; NASAL 
NASACORT HFA 

+ AVENT1S PHARMS O.OSSMG/SPRAY 

N20697 001 Jan 29, 1998 Aug CAHN 

t-f20697 002 Jan 29, 1998 Aug CAHN 

N73519 001 May 29, 1992 Sep DISC 

N73519 001 May 29, 1992 Sep DISC 

N20844 001. Oet 26, 1998 Jul CA.fill 

N20844 002 Oct 26, 1998 Jul CAHN 

N20B44 003 Oct 26, 1998 Jul CAHN 

N20505 005 Dec 24 1 1996 Jun CMFD 

N21257 001 Mar 16, 2001 May CAtlN 

N20404 003 Jan 14, 1997 A.ug CAHN 

N20'100 001 Jan 29-, 1998 Aug CAHN 

Nlll61 007 Jun CRLD 

Nl1283 010 Jun DISC 

N84270 001 Jun DISC 

NlBll 7 001 Apr 23, 1982 Apr CAHN 

N2078 4 001 ~pt: 07, 2004 Apr NEWA 



AP 
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TRIAMCINOLONE DIACETATE 

1NJECTABLE; INJECTION 

ARISTOCORT 
@ SABEX 2002 
@ 

25MG/Ml, 

40MG/ML 

TRI.METHOBENZAMIDE HYDROCHLORIDE 

INJECTABLE; INJECTION 

TRIMETHOBENZAMIDE HC~ 
HOSeIRA 

TRIMETHOPRl'.M 

TABLET; ORAL 
TIUMETHOPRIM 
@ MUTUAL PHARM 

@ 

TRI MI PAAMINE MJ\LeATE 

CAPSULE; ORAL 

SORMONTIL 
ODYSSEY PHARMS 

+ 

TRIP'I'ORELIN PAMOATE 

INJEC'l'IIBLE; INTRAMUSCOLAR 
TRELSTAR 

.... PHARMACIA AND UPJOHN 

+ WATSON PHARMS 

TRELSTAR DEPOT 

t PHARMACIA AND UPJOHN 

+- WATSON PHARMS 

TROLAMINE POLYPEPTIDE 

SOLUTION/DROPS; OTIC 

Cfi:ROMENEX 

OLEATE 

@ PURDUE FREDERICK 

'.EROMETHAMINE 

INJECTABLE; INJECTION 

THAM 

HOSPIRA 

TROSPIOM CHiORIOE 

TABLET, ORAL 

SANCTORA 

+ TNDEVUS 

TROVAFLOXACIN MESYLATE 

TABLET; ORAL 
'I'ROVAN 
@ PFIZER 
@ 

lOOMG/ML 

lOOMG 

200MG 

EQ 25MG BASE 

EQ 50MG BASE 

EQ lOOMG BASE 

11. 25MG/VIAL 

11. 25MG/VIAL 

EQ 3.75MG BASE/VJA'.L 

EQ 3. 75MG BASE/VIAL 

CONDENSATE 

3.6GM/l00ML 

20MG 

EQ lOOMG BASE 

EQ 200MG BASE 

Nll685 003 

N12802 001 

Jun DISC' 

Jun DISC 

NB8804 001 Apr 03, 1987 May CAHN 

N70494 001 Jan 22, 1986 Aug CAHN 

N70495 001 Sep 24' , 1986 Aug CAI-IN 

N16792 001 Jun CAHN 

Nl67'f2 002 Jun CAHN 

Nl6792 003 Sep 15, 19B2 Jun CAHN 

N21288 001 Jun 29, 2001 Sep CAHN 

N21288 001 Jun 29, 2001 Sep CAHN 

N20715 001 J'un 15, 2000 Sep CAHN 

N20715 001 Jun 15, 2000 Sep CAHN 

Nl1340 002 May DISC 

Nl3025 002 May CAHN 

N215 95 001 May 28, 2004 May 'NEWA 

N20759 001 Dec 18, 1997 Jun DISC 

N20759 002 Dec 18, 1997 JLID DISC 
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TUBOCURARINE CHLORIDE 

INJECTABLE; INJECTION 
TUBOCURARINE CHLORIDE 

+ BRISTOL MYERS SQUIBB 3MG/ML N05657 001 Jun CTEC 
@ 3MG/ML N05657 001 Jul DISC 

AP -t HOSPIRA 3MG/ML N06095 001 May CAHN 
@ 3MG/ML M06095 001 Jun DISC 

UNOPROSTONE ISOPROPYL 

SOLUTION/DROPS; OPHTHl'.LMIC 
RESCULA 

+ NOVARTIS 0.15% N21214 001 Aug 03, 2000 Aug CAHN 

UREA 

INJECTABLE; INJECTION 
STERILE UREA 
@ HOSPIRA 40GM/'V1AL Nl 7698 001 May CAHN 

UREAPHIL 
+ HOSPIRA 40GM/VIAL Nl2154 001 May CAHN 

ORSODIOL 

TABLET; ORA,!, 
URSO 250 

AXCAN SCANDIPHARM 250MG N20675 001 Dec 10, 1997 Jul CTN/\ 

>A> URSO FORTE 
>A> + AXCAN SCANDIPHARM 500MG N20675 002 Jul 21, 2004 Sep CTNA 

>D> ORSODIOL 
>D> + AXCAN SCANDIPHARM 500MG N20675 002 Jul 21, 2004 Sep CTNA 

+ 500MG N20675 002 Jul 21, 2004 Jul NEWA 

VA.LACYCLOVIR HYDROCHLORIDE 

TABLET; OR.11,L 
VA.LTF,EX 

+ GLAXOSMITHKLINE EQ lGM BASE N204 87 002 Jun 23, 1995 l"eb CRLO 

VANCOMYCIN H'fDROCJiLORIDE 

tOR SOLUTION; ORAL 
VANCOCIN HCL 
@ LILLY EQ 250MG BASE/SML N61667 002 Jul 13, 1983 Jun DISC 
@ EQ SOOMG BASE/6ML N61667 001 Jun DISC 

INJECTABLE ; INJECX!ON 
VANCOCIN HCL 
@ :LILLY EQ SOOMG BASE/V1AL N60180 001 Jun DISC 
@ EO SOOMG BASE/V!AL N62476 001 Mar 15, 1994 Jun DISC 
@ EQ 500l1G BASE/VIAL N62716 001 Mar 13, 1987 Jun DISC 
@ EQ SOOMG BASE/VIAL N62812 001 Nov 17, 1987 J un DISC 
@ EQ lGM BASE/VTAL N60180 002 Mar 21, 1986 Jun DISC 
@ EO lGM BASE/VIAL ~624 7 6 002 Mar 21, 1986 Jun DISC 
@ EQ lGM BASE/VIAL N62716 002 Mar 13 , 1987 Jun DISC 
@ EQ lGM BASE/VIAL N62812 002 Nov 17, 1987 Jun DISC 
@ EQ lOGM BASE/VIAL N62812 003 Nov 17, 1987 Jun DISC 

VANCOMYCIN HCL 
AP HOSPIRA EQ SOOMG BASE/VLAL N62911 001 Aug 04, 1988 May CAHN 
AP EQ SOOMG BASE/VlAL N62931 001 Oct 29, 1992 May CAHN 
AP EQ lGM BASE/VIAL N629l2 001 Aug 04, 1988 May CAHN 
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INJECTABLE; INJECTION 
VJ\.NCOMYCIN HCJ:, 

AP HOSPIRA EQ lGM BASE/VIAL N62933 001 Oct 29, 1992 May CAHN 

AP EQ SGM BASE/VIAL N63076 001 Dec 21, 1990 May CAHN 

VECURONIOM BROMIDE 

INJECTIU!LE; INJECTION 
VECURONIUM BROMIDE 

+ ABBOTT 4MG/VIAL N75558 001 Sep 11, 2001 Apt CAHN 
+ HOSPIRA 4MG/VIAL N75558 001 Sep 11, 2001 May CAHN 

AP lOMG/VI.AL N75164 001 Ott 21, 1999 May CAHN 

AP 20MG/VIAL N75164 002 Oct 21, 1999 May CAHN 

VENLAFAXINE HYDROCHLORIDE 

TABLET; ORAL 
EFFEXOR 

WYETH PH.ARMS INC EQ SOMG BASE N20151 003 Dec 28, 1993 May CRLD 

+ EQ lO OMG BASE N20151 005 Dec 28, 1993 May CRLD 

VERAPANlL HYDROCHLORIDE 

INJECTABLE; Tl)1JECTION 
VERAPANIL HCL 

AP HOSPIRA 2 . 5MG/ML N70517 001 Feb 02, 1987 May CAHN 

AP 2.SMG/ML N70737 001 May 06, 1987 May CAHN 

AP 2.SMG/ML N70738 001 May 06, 1987 May CAHN 

AP 2.5MG/ML N70739 001 May 06, 198'7 May CARN 

AP 2.SMG/M!i N70740 001 May 06, 198'7 May CAHN 

AP 2.SMG/ML N75136 001 Oct 20, 1998 May CAHN 

TABLET, EXTENDED RELEASE; ORAL 
\7ERAPAMIL HCL 

AB BARR 120MG N75072 001 May 25, 1999 May CMFD 

AB 240MG N75072 003 May 25 , 1999 May CMFD 

AB KALI LABS 120MG N75072 001 May 25, 1999 Aug CAHN 

AB 240MG N75072 003 May 25, 1999 Aug CA.HN 

TABLET; ORAL 
\7ERAPAMIL HCL 
@ MOTUAL PRARM 80MG t-170482 001 Sep 24, 1986 Aug CAHN 
@ 120MG N704B3 001 Sep 24, 1986 Aug CAHN 

VINCRISTINE SULFATE 

INJECTABLE ; INJECTION 
ONCOVIN 
@ LILLY lMG/ML Nl4l03 003 Mat: 07, 1984 Mat: DISC 

VINORELBINE TARTRATE 

IN,TECTABLE: INJECTION 
VINORELBINE TARTRATE 

AP BAXTER HLTHCARE EO l OMG BASE/ML N7599'2 001 Jun 10, 2003 Aug CAHN 

VITAMIN A PALMITATE 

INJECTABLE; INJEC'l'ION 
AQUASOL 1\ 

+ MA'!NE PHARMA lJSA EQ 50,000 UNITS BASE/ML NOISB23 001 Apr CAHN 
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WARFAIUN SODIUM 

TABLET; ORAL 
WARFARlN SODIUM 

>A> AB GENPHARM lMG N40415 001 Sep 27, 2004 Sep NEWA 

>A> AB 2MG N4041S 002 Sep 27, 2004 Sep NEWA 

>A> AB 2.SMG N40415 003 Sep 29, 2004 Sep NEWA 

>/I> AB 3MG N40415 004 Sep 27, 2004 Sep NEWA 

>A> AB 4MG N40415 005 Sep 27, 2004 Sep NEWA 

>A> AB SMG N40415 006 Sep 27, 2004 Sep NEWA 

>A> AB 6MG N40415 007 Sep 27, 2004 Sep NEWA 

>A> AB 7.SMG N40415 008 Sep 27, 2004 Sep NEWA 

>A> AB lOMG N40415 009 Sep 27 , 2004 Sep NEWA 

\o/ATER fOR INJEC11'ION, ST:E:RILE 

L]QUID; N/A 

BACTERIOSTATIC WATER FOR INJECTION lN PLASTIC CONTAINER 
AP HOSPIRA 100% NlB802 001 Oct 27, 1582 May CARN 

STERILE WJ\.TER FOR INJECTION IN PLASTIC CONTAINER 
@ B BRAUN 100%- Nl9077 001 Mar 02, 1984 May DISC 

AP HOSPIRJ\. 100% Nl8233 001 May CAHN 

AP 100% NlBBOl 001 Oct 27, 1982 May CJ\.FIN 

AF 100% Nl9869 001 Dec 26, 1989 May CAHN 

WATER FOR IRRIGATION, STERILE 

LIQUID; IRRIGATION 
STERILE WATER IN PLASTIC CONTAINER 

AT HOSPIRA 100% Nl7513 001 May CAHN 

J\.T 100% N1B313 001 May CAHN 

XENON, XE-133 

GAS; INHALATION 
XENON XE 133 

>D> GEN ELECTRIC 5-100 CI/CYLINDER Nl7550 001 Sep DISC 

>A> @ 5-100 CI/CYLINDER Nl7550 001 Sep DISC 

>D> 0.25-5 CI/AMP Nl7550 003 Sep DISC 

>A> @ 0.25-5 CI/AME' Nl7550 003 Sep DISC 

ZIDOVODINE 

SYROP; ORAL 
.RETROVIR 

t GLAXOSMITHKLINE SOMG/SML Nl9910 001 Sep 28, 1989 Jul CRLD 

ZILEUTON 

TABLET ; ORAL 
ZYFLO 
@ CRITICAL 300MG N2047l 001 Dec 09, 1996 Jul CAHN 

+ 600MG N20471 003 Dec 09, 1996 Jul CAHN 

ZINC CHLORIDE 

INJ E:CTABLE; INJECTION 
ZINC CHLORIDE 1N PLASTIC CONTAINER 

+ HOSPIRA EQ l.MG ZINC/ML Nl8959 001 Jun 26, 1986 May CAHN 
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ZIPRASICQNE tlYOROCHLORlDE 

CAPSULE; ORAL 
GEODON 

>D> PFIZER 20MG N2082S 001 Feb OS, 2001 Sep CRLD 
>A> + 20MG N20825 001 Feb 05, 2001 Sep CRLD 
>D> + S0MG N20825 004 Feb OS, 2001 Sep CRLO 

>A> B0MG N:1 082 5 004 Feb 05, 2001 Sep CRLO 

ZOLPIDEM TARTRATE 

'!ABLET; ORAL 
AMBIEN 

SANOFI SYNTHEGABO SMG N19908 001 Dec 16, 1992 Apr CAHN 

+ lOMG Nl9908 002 Dec 1 6, 1992 Apr CAHN 
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ANTAZOLINE PHOSPHATE; NAPHAZOLINE HYDROCHLORIDE 

SOLUTlON/DROPS ; OPHTHALMIC 
VASOCON-A 

+ NOVARTIS 

BOTOCONAZOLE NITRATE 

CR£AJ1; VAGlNAL 
FEMS'l'AT 3 

+ BAYER 

CHLORREX1DINE GLOCONATE 

SOLUTION; TOPI CAL 
BIBlCLENS 

+ REGENT 

+ SSL INTL 

HlBISTAT 
+ REGENT 

+ SSL INTL 

SPONGE; TOPICAL 
HIBICLENS 

-t 

+ 

REGENT 

SSL INTL 

0.5%;0.0S'! 

2% 

0.5% 
0.5% 

CHLORBEXID1NE GLUCONATE; ISOPROPYL ALCOHOL 

SPONGE; TOPICAL 
Clil,ORAPREP ONE-STEP FREPP 

+ MED"! FLEX HOSP 2%;70% 

SWAB; TOPICAL 
CHLORAPREP ONE-STEP SEPP 

+ MEDI FLEX HOSP 2%;70% 

CHLORPllfNIRAMINE MALEATE 

CAPSULE, EXTENDED RELEASE; ORAL 
CHLORPHENIRAMINE MALEATE 
@ SANDOZ 12MG 

TABLET, EXTENDED RELEASE; ORAL 
CHLOR- TRIMETON 

SCHERING PLOUGH -6MG 

BMG 

N181 46 002 Jul 11, 1994 Feb CAHN 

N20421 001 Dec 21 , 1995 Jun CAHN 

N1776B 001 Sep CAHN 

N17760 001 Sep CAHN 

N18300 001 Sep CAHN 

N18300 001 Sep CAHN 

N18423 001 Sep CAHN 

Nl8423 001 Sep CAHN 

N20B32 001 Jul 14, 2000 Jun CTNA 

N21555 001 Oct 07, 2002 Jun CAIN 

N10797 001 Aug 12 1 1988 Apr DISC 

N07638 001 Sep DISC 

N07638 001 Sep DISC 

:> D> EolOAC 24 CHLORPHENIRAMINE MALEATE 
>D> + ALZA 16MG 

+ 

16MG 

16MG 

N19746 

Nl9746 
Nl9146 

CRLORPHENIRAMINE MALEATE; IBUPROFEN; PSEODOEPREDRINE RYDROCRLORIDE 

SUSPENSION; ORAL 
CHILDREN'S ADVIL ALLERGY SINUS 

002 Nov 

002 Nov 

002 Nov 

18, 1994 Sep DISC 

18, 1994 Sep J)I SC 

18, 1994 Mar CRLO 

WYETH CONS lMG/SML;lOOMG/SML;lSMG/SML N21587 001 Feb 24, 2004 Feb NEWA 

OEXTROMETHORPHAN HYDROBROMIDE; GUAIFENESIN 

TABLET , EXTENDED RELEASE; ORAL 
MOCINEX DM 

ADAMS LABS 30MG;600MG N21620 002 Apr 29 , 200-t Apr NEWA 
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TABLE'l', EXTENDED RELEASE; ORAL 
MUCINEX OM 

+ ADAMS LABS 

DOXYLAMI NE SUCCINATB 

TABLET; ORAL 
DOXYLAMINE SUCCINATE 

LNK 

60MG;l.2GM 

25MG 

GtJAlFENESIN; PSEUDOEPHEDRINE HYDROCHLORlDE 

TABLET, EXTENDED RELEASE; ORAL 
MOCINEX D 

ADAMS 600MG;60MG 
-1- l.2GM;120MG 

IBUPROFEN 

SOS PENSION; ORAL 
CHILDREN'S ELIXSORE 

TARO lOOMG/SML 

TABLET, CHEWABLE; ORAL 
IBUPROFEN 

PERRIGO SOMG 

lOOMG 

TABLET; ORAL 
I BUPROFEN 

LNK lOOMG 
@ MOTUAL PHARM 200MG 
@ 200MG 
@ 200MG 

IBUPROF'EN POTASSIUM; PSEUDOEPHEDRINE HYDROCHLORIDE: 

CAPS\1LE; ORAL 
ADVIL COLD ANO SINUS 

.. WYETH CONS 200MG;30MG 

LORATADINE 

SYRUP; ORAL 
LOAATADINE 

MORTON GROVE lMG/ML 

PERRIGO lMG/ML 

RJ\NBAXY lMG/ML 

TARO lMG/ML 

TABLET; ORAL 
LORATADINE 

PERRIGO lOMG 

lOMG 

LORATADINE; PSEUDOEPHEORINI: SULE"ATE 

TABLET, EXTENDED RELEASE; ORAL 
CLARl TIN-D 
@ SCHERING 5MG;120MG 

uORATADINE AND PSEUDOEPHEDRINE SULE"ATE 
ANDRX PHARMS SMG;120MG 

IMPAX LABS SMG;120MG 

l0MG;240MG 

RANBAXY 10MG;240MG 

N21620 001 Apr 29, 2004 Apr NEWA 

N4 05 64 001 Aug 27, 2004 Aug NE~lA 

N21585 001 Jun 22, 2004 Jun NEWA 

N21585 002 Jun 22, 2004 Jun NEWA 

N21604. 001 Jan 07, 2004 Jan NEWA 

N76359 001 Jan 16, 2004 Jan NEWA 

N76359 002 Jan 16, 2004 Jan NEWA 

N76741 001 Jun 17, 2004 Jun NEWA 

N70493 001 Dee 24, 1985 Aug CAHN 

N70908 001 Sep 26, 1986 Aug CAHN 

N71462 001 Oct 02, 1986 Aug CAHN 

N21374 001 May 30, 2002 Mar CAIN 

N75815 001 Aug 20, 2004 Aug NEWA 

N75728 001 Aug 20, 2004 Aug NEWA 

N7652 9 001 Aug 20, 2004 Aug NEWA 

N76805 001 /1.ug 20, 2004 Aug NEWA 

N21512 001 Jun 2-4, 2004 Jun NEWA 

N76301 001 Jun 25, 2004 Jun NEWA 

Nl9670 002 Nov 27, 2002 Aug DISC 

N76208 001 Jan 28, 2004 Jan NEWA 

N76050 00 1 Jan 30, 2003 Aug CRLO 

N75989 001 Ma-r 04, 2004 Mar ~EWA 

N76557 001 Sep 22, 2004 Sep NEWA 
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>A> 

>A> 
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MICONAZOLE NITRATE 

CREAM, SUPPOSITORY; TOPICAL, VAGINAL 
MICONAZOLE 7 COM_BINATION PACK 

G AND W LABS 2~,lOOMG 

CREAM; TOPICAL, VAGINAL 

MICONAZOLE 3 COMBlNATION PACK 
PERRIGO 2%,4\ 

MONISTAT 3 COMBINATION PACK 
PERSONAL PRODS 2%,4% 

M.INOXIDIL 

SOLUTION; TOPICAL 
THEROXIDIL 

HARMONY LABS 5% 

NAPROXEN SODIUM; PSEODOEPHEDRINE HYDROCHLORIDE 

TABLET, EXTBNOED RELEASE; ORAL 
NAPROXEN SODIUM AND PSEUDOEPHEDRINE HCL 

PERRIGO EQ 200MG BASE;120MG 

NICOTINE POLACRILEX 

GUM, CHEWING; BOCCAL 
NJCOTINE POLACIULEX 

PERRIGO 

WATSON LABS 

EQ 

EQ 

EQ 

EQ 

EQ 

EQ 

2MG BASE 
4MG BASE 

2MG BASE 

2MG BASE 

4MG BASE 
4MG BASE 

NICOTINE POLACRILEX 
PERRIGO 

(MINT) 

EO 2MG BASE 

EQ 4MG BASE 

NlCO-rINE POLACR!LEX (ORANGE) 
PERRIGO EQ 2MG BASE 

EQ 4MG BASE 

RANITIDINE HYDROCHLORIDE 

TABLE'f; ORAL 

ZANTAC 150 

+ PF12ER CONS HLTHCARE EQ 150MG BASE 

ZANTAC 75 
WARNER LAMBERT 

TERBINAF1NE HY DROCHLORIDE 

SPRAY; TOPICAL 
LAMTSIL A'l' 

+ NOVARTIS 

EQ 75MG BASE 

N76585 001 Mar 26, 2004 Ma i: NEWA 

N76357 001 Mar 30, 2004 Mar NEWA 

N2l2 61 003 Jun 17, 2003 Aug CRLD 

N76239 001 Aug 24, 2004 Aug NEITT\. 

N76518 001 Mar 17, 2004 Mar NEWA 

N76775 001 Sep 16, 2004 Sep NEWA 

N76789 001 Sep 16, 2004 Sep NEWA 

N76568 001 Jul 29, 2004 Jul NEWA 

N76569 001 Jul 29, 2004 Jul NEWA 

N76568 002 Jul 29, 2004 Jul NEWA 

N76569 002 JUl 29, 2004 Jul NEWA 

N76777 001 Sep 16, 2004 Sep NEWA 

N76779 001 Sep 16, 2004 Sep ~EWA 

N76776 001 Sep 16, 2004 Sep NEWA 

N76778 001 Sep 16, 2004 Sep NEWA 

N21698 001 Aug 31, 2004. Aug NEWA 

N20520 001 Dec 19, 1995 Aug CRLD 

N21124 002 ~Jar 17 1 2000 Feb NEWA 
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This data is provided to the Office of Generic Drugs from 
the Office of Orphan Products Development and it is not edited prior to publication. 

Orphan Products Designations and Approvals List 

September 2004 

Generic Name: 

Trade Name (if present); 
A IO & AS2-1 Antineoplaston 

Date Oesignated: 9/3/2004 
Marketing Bxculsivity Dale: 

Generic Name: 
( 1 S)-1-(9-dea..ahypmcanthin,9-yl)-1 4-dideoxy-1 ,4-

Trade Name (if present). 

Date Designated: 8/10/2004 
Marketing El{culsivity Date: 

Generic Name: 
( I S)-1-(9-deazahypoxanthin-9-yl)· l ,4-dideoxy- l,4-
imino-D-ribitol-hydroch!oride 

Trade ame (!f present): 

Date Designated: 8/13/2004 

Marketing Excuisivity Date: 

Generic Name: 
(IS)-1-(9-deazahypoxaathin-9-yl)- l ,4-dideoxy- I ,4-
irnino-D-ribltol-hydrochloride 

Trade Name (if present) : 

Date Designated: 1/29/2004 

Marketing F.xculsivity Date: 

Indication Designated: 

Treatment for patients with brain stem glioma 

Sponsor and Address 
Burzynski Research Institute, lnc. 
9432 Old Katy Road 
Houston TX 77055 

Indication Designated: 
Treatment of chronic lymphocytic leukemia and related leukemias 
to imino-D-ribitol-hydrochloride include prolymphocytic 
leukemia, adult T-cell leukemia, and hairy cell leukemia 

Sponsor nnd Address 
BioCryst Phannaoeuticals, Jnc. 
2190 Parkway Lake Drive 
Birmingham AL 35244 

Indication Designated: 
Treatment of acute lymphoblastic leukemia. 

Sponsor and Address 
BioCryst Pharmaceuticals, lnc. 
2190 Park.way Lake Drive 
Birmingham AL 35244 

Indication Designated: 
Treatment ofT-cell non-Hodgkin's lymphoma 

Sponsor and Address 
BioCryst Phannaceuticals, lnc. 
2190 Parkway Lake Drive 
Binningham AL 35244 
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Orphan Products Designations and Approvals List 
September 2004 

Generic Name: 
(3-f 5•(2-nuoro-pbenyl)-[ I ,2,4Joxadiazole-3-yl ]
\Jenzoic ac.ii<J 

Trade Name (if present): 

Dale Designated: 9/1/2004 

Marketing Exculsivity Date: 

Generic Name: 
(6R,S)5, I 0-methylene-tetrahydrofolic acid 

Trade Name (lf present): 
CoFactor 

Date Designated: 8/13/2004 

Marketing Exculsivity Date: 

Generic Name: 
17,alltJamino-17-demethoxygeldanamycin ( 17-
A.GG) 

Trade Name (if present): 

Date Designated: 9/9/2004 

Marketing Exculsivity Date: 

Generic Name: 
17-nllylamino-17-demethoxygeldanamycin (17-

G) 

Trade Name (if present): 

Date Designated: 9/3/2004 

Marketing Exculsivity Date: 

Indication Designated: 
For use in the treatment of cystic fibrosis resulting fron a nonsense 
(premature stopcodon) mutation ln the cystic bibrosis 
transtnembrane conductance regulatory gene. 

Sponsor and Address 
PTC Therapeutics 
I 00 Corporate Court 
South Plainfield NJ 07080 

Indication Designated: 
For use in combination with 5-tluorouracil for the treatment of 
patients with pancreatic cancer 

Sponsor and Address 
Adventrx Phannaceuticals, Inc. 
6725 Mesa Ridge Road 
Suite 100 

San Diego CA 92121 

Indication Designated: 
Treatment of multiple myeloma. 

Sponsor and Address 
Kosan Biosciences, Inc 
3832 Bay Center Place 
Hayward CA 94545 

Indication Designated; 
For the treatment of Chronic Myelogenous Leukemia 

Sponsor and Address 
Kosan Biosciences, lnc. 
3832 Bay Center Place 
Hayward CA 94545 
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Generic Name: 
1-Deoxygalactonojirimycin 

Trade Name (if present): 

Date Designated: 2/2S/2004 

Marketing Exculsivity Date: 

Generic Name: 
5-methyl-1-phenyl-2-(1 r {)-pyridone(CAS 53179-
13-8} 

Trade Name (if present): 
Pirfonidone 

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

Generic Name: 
90Y-hPAMA4 

Trade Name {if present) : 
PAN-Cide 

Date Designated: 1/29/2004 

Marketing Exculsivity Date: 

Generic Name: 
Allogeneic retinal epithelial cells transfected with 
plasmid vector expressing ciliary neurotrophic 
growth factor 

Trade Name (if present): 

Date Designated: 9/1/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of Fabry Disease 

Spon ·or and Address 
Amicus Therapeutics, lnc. 
675 US Route 1 
North Brunswick NJ 08902 

Indication Designated: 
Treatment of idiopathic pulmonary fibrosis 

Sponsor and Address 
lnterMune, Inc. 
3280 Bayshore Blvd 
Brisbane CA 94005 

Indication Designated: 
Treatment of pancreatic cancer 

Sponsor and Address 
lmmunomedics, Inc. 
300 American Road 
Morris Plains NJ 07950 

Indication Designated: 
Treatment of retinitis pigmentosa 

Sponsor and Address 
Neurotcch USA, Inc. 
6 Blackstone Valley Place 
Lincoln RI 02865 

4-3 
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Generic Name: 
alpha-1-acid glycoprotein 

Trade Name (if present): 

Date Designated: 3/5/2004 
Marketing E:<culsivity Date: 

Generic Name: 
Alpha- J-acid glycoprotein 

Trade Name (if present): 

Date Designated: 3/17/2004 

Marketing Exculsivity Date: 

Generic Name: 
Alphal-Proteinase Inhibitor (Human) [API] 

Trade Name (if present): 
ARC-APl 

Date Designated: 9/ l/i004 

Marlceting Exculsivity Date: 

Generic Name: 
Ambriseotan 

Trade Name (if present): 

Date Designated: 7/16/2004 

Marketing Exculsivity Dato: 

Indication Designated: 
Treatment of cocaine overdose 

Sponsor and Address 
Bio J>roducts Laboratory 
Dagger Lane, Elstree 
Hertfordshire 

UNITED K.JNGDOM 

Indication Designated: 
Treatment oftricyclic antidepressant poisoning 

Sponsor and Address 
Bio Products Laboratory 
Dagger Lane 
Elstree, Hertfordshire 

UNITED KINGDOM 

fndication Designated: 
Treatment of Cystic Fibrosis 

Sponsor and Address 
Kamada Ltd. 
Kiryat Weizmann 

ISRAEL 

Indication Designated: 
reatment of pulmonary arterial hypertension 

Sponsor and Address 
Myogen, Inc. 
7575 West 103rd Avenue 
Suite 102 

Westminfster CO 80021-5426 
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Generic Name: 
an(ivertin crotaline (pit-viper) equine immune 
f(ab)2) 

Trade Name (if present); 
Alltivipmyn 

Date Designated : 1/29/2004 

Marketing Exculsivity Date: 

Generic Name: 
Aplidin 

Trade Name (if present); 

Date Designated: 6/18/2004 

Marketing Exculsivity Date: 

Generic Name: 
Autologous incubated macrophage 

Trade Name (if pre ent)· 

Date Designated: 9/3/2004 

Marketing Exculsivity Date: 

Generic Name: 
Buffered Ursodeoxycho!ic Acid 

Trade Name (if present): 
Ursocarb 

Date Designated: 9/3/2004 
Marketing Exculsivity Date: 

Indication Designated: 
Tteatment of envenomation by Crotaline snakes 

Sponsor and Address 
Rare Disease Therapeutics, Inc. 
1101 Kerrnil Drive, 
Suite 608 

Nashville 1N 37217 

Indication Designated: 
Treatment of Acute Lymphoblastic Leukemia 

Sponsor and Address 
PharmaMar USA, Inc 
320 Putnam Avenue 
Cambridge MA 02139 

Indication Designated: 
Therapy to improve tlte motor and sensory neurological 
outcome in acute cases of spinal cord injury 

Sponsor and Address 
Proneuron Biotechnologieds, Inc. 
Weizmann Science Park 
P. 0 . Box 277 

Ness-Ziona 74101 
ISRAEL 

Indication Designated: 
For the treatment ofpruritus in patients with Alagille Syndrome 

Sponsor and Address 
Digestive Cnre, Inc. 
1120 Win Drive 
Bethlehem PA 18017 
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Generic Name: 
Cl esterase inhibitor (human) 

Trade Name (if present): 

Date Designated: 7 /l 6/2004 

Marketing Exculsivity Date: 

Generic Name: 
chenodeoxycholic acid 

Trade Name (if present): 
Chenofalk 

Date Design.ated: 1/29/2004 
Marketing Exculsivity Date: 

Generic Name: 
Coagulation factor VIia (recombinant) 

Trade Name (if present): 
NovoSeven 

Date Designated: 7121 /2004 
Marketing Exculsivity Date: 

Generic Nrune: 
Coagulation factor VITa (recombinant) 

Trade Name (ifpreseot): 
NovoSeven 

Dale Designated: 6/18/2004 

Marketing Exculsivity Date: 

lndicntion Designated: 
Treatment of Angioedema 

Sponsor and Address 
Lev Pharmaceuticals, Inc. 
236 Old Lancaster Road 
Merion Station PA 19066 

fndication Designated: 
Treatment of cerebrotendinous xanthomatosis 

Sponsor and Address 
Dr. Falk Pharma GmbH 
Leinenweberstrasse 5 
Postfa.ch 6529 

GERMANY 

Indication Designated: 
Prevention of bleeding episodes in patients with acquired 
inhibitors to 
Factor vm or Factor IX 

Sponsor and Address 
Novo Nordisk Pharmaceuticals, Inc. 
100 College Road West 
Princeton NJ 08540 

Indication Designated : 
Prevention of bleeding episodes in Glanzmann's thrombasthenia 

Sponsor and Address 
Novo Nordisk Pharmaceuticals, Inc. 
lO0 College Road West 
Princeton NJ 08540 
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Generic Name: 
Coagulation factor VJJa(recombinant) 

Trade Name (if present) ; 
Novo Seven 

Date Designated: 9/I0/2004 

Marketing Exculsivity Date : 

Generic Name: 
Coagulation Factor Vila (Recombinant) 

Trade Name (if present): 
NovoSeven 

Date Designated: 7/16/2004 

Marketing Exculsivity Date: 

Generic Name: 
Coagulation factor VIia (recombinant) 

Trade Name (if present): 
NovoSeven 

Date Designated: 6/18/2004 

Marketing Exculsivity Date: 

Generic Name: 
Coagu.lation factor Vila (Recombinant) 

Trade Name (if present): 
NovoSeven 

Date Designated : 6/18/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Prevention of bleeding episodes in patients with congenital 
Factor VU deficiency 

Sponsor and Address 
ovo Nordisk Pharmaceuticals, Inc. 

100 College Road West 
Princeton NJ 08540 

Indication Designated: 
Treatment of bleeding episodes in patients with acquired 
inhibirors to 
Factor VIII or Factor IX 

Sponsor and Address 
Novo Nordisk Phannaceuticals, Lnc. 
100 College Road West 
Princeton NJ 08540 

Indication Designated: 
Prevention of bleeding episodes in patients wllh hemophJlia A 
or B, with or without inhibitors 

Sponsor and Address 
Novo Nordisk Pharmaceuticals, Inc. 
I 00 College Road West 
Princeton NJ 08540 

Indication Designated: 
Treatment of bleeding episodes .in Olanzmann's thrombasthenia 

Sponsor and Address 
Novo Nordisk Pharmaceuticals, (nc. 
lO0 College Road West 
Princeton NJ 08540 
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Generic Name: 
Coagulation factor Vila (recombinant) 

Trade Name (if present): 
NovoSeven 

Date Designated: 9/10/2004 

Marketing Excuts!vity Date: 

Generic Name: 
DEAE-rebeccamycin 

Trade Name (if present) : 

Date Designated: 3/1/2004 

Marketing Exculsivity Date: 

Genetic Name: 
Deferitrin 

Trade Name (if present): 

Date Designated; 4/14/2004 
Marketing Exculsivity Date: 

Generic Name: 
Dehydrodideminin B 

Trade Name (if present) : 
Aplidin 

Date Designated: 9/30/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of bleeding episodes in patients with congenital 
factor VlI deficiency 

Sponsor and Address 
Novo Nordisk Pharmaceuticals, fnc. 
100 College Road West 
Princeton NJ 08540 

Indication Designated : 
Treatment of bile duct tumors 

Sponsor and Address 
Exelixis; Inc. 
170 Harbor Way 
South San Francisco CA 94083-0511 

Indication Designated : 
For the treatment of iron overload 

Sponsor and Address 
Genzyme Corporation 
153 Second Avenue 
Waltham MA 02451 

Indication Designated: 
Treatment of multiple myeloma 

Sponsor and Address 
PharmaMar USA. Inc. 
320 Putnam Avenue 
Cambridge MA 02139-4616 
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Generic Name: 
Depsipeptide 

Trade Nllllle (if present): 

Date Designated: 9/30/2004 

Marketing Exculsivity Date: 

Generic Name: 
dexanabinol 

Trade Name (if present): 

Date Designated : 8111 /2004 

Marketing Exculsiv1ty Date: 

Generic Name: 
Dexrazoxane 

Trade Name (if present): 

Date Designated: 3/25/2004 

Marketing Exculsivity Date: 

Generic Name: 
diethylenetriaminepentaacetate (OPTA) 

Trade Name (if present): 

Date Designated: 4/14/2004 

Marketing Exculs1vity Date: 

Indication Designated: 
Treatment of cutaneous T-cell lymphona 

Sponsor and Address 
Gloucester Phannaceuticals, Inc. 
One Broadway 
Cambridge MA 02142 

Indication Designated : 
For the attenuation or amelioration of the loog-tenn neurological 
sequelae associated with moderate and severe traumatic brain 
injury 

Sponsor and Address 
Pharmos Corporation 
99 Wood Avenue 
Suite 311 
Iselin NJ 08830 

Indication Designated: 
Treatment of anthracycline extravasation during chemotherapy 

Sponsor and Address 
Topo Target A/S 
Fruebjergvej 3, 2100 
Copenhagen 

DENMARK 

Indication Designated: 
For treatment of'{latients with known or suspected internal 
contamination with plutonium, americium or curium to increase 
the rates of elimination. 

Sponsor and Address 
CIS-US 
10 DeA.ngelo Drive 
Bedford MA OJ 730 
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Generic Name: 
Diethyleoetriaminepentaacetic acid (DTP A) 

Trade Name (if present): 

Date Designated: 4/28/20D4 

Marketing Exculsivity Date: 

Generic Name: 
Diethylnorspermine (DENSPM) 

Trade Name (if present); 

Date Designated : 5/25/2004 

Marketing Exculsivity Date : 

Generic Name; 
Doripenem 

Trade Name (if present): 

Date Designated: 7/16/2004 

Marketing Exculsivity Date: 

Generic Name; 
efaproxiral 

Trade Name (if present): 

Date Designated: 7/28/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of patients with known or suspected ,internal 
contamination with plutonium, americum, or curium to increase 
the rates of elimination. 

Sponsor and Address 
Hameln Pharmaceuticals g_mbh 
Langes Feld 13 
Hameln 

GERMANY 

Indication Designated: 
Treatment for hepatocellular carcinoma 

Sponsor and Address 
Genzyme Corporation 
l 53 Second Avenue 
Waltham MA 02451 

Indication Designated: 
Treatment of bronchopulmonary infection in patlents with cystic 
fibrosis who are colonized with Pseudomonas aeruginosa or 
Burkholderia cepacia. 

Sponsor and Address 
Peninsula Pharmaceutica'!s, Inc. 
1751 Harbor Bay Parkway 
Alameda CA 94502 

Indication Designated: 
An adjunct to whole brain radiation therapy for the treatment of 
brain metastases in patients with breast cancer. 

Sponsor and Address 
Allos Therapeutics, lnc. 
11080 CirclePoint Road 
Suite 200 

Westminster CO 80020 
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Indication Designated: 

4-11 

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

Trade Name (if present): 
CADI Mw 

Date Designated: 9/3/2004 

Marketing Exculsivity Date; 

Sponsor and Address 
CPL, lnc. 
16020 Swingley Ridge Road 
Chesterfield MO 630 I 7 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
Generic Name; 
Human anti-CD30 monoclonal antibody 

Trade ame (ff present): 

Date Designated: 9/27/2004 

Marketing Exculsivity Date: 

Generic Name: 
human anti-CD4 monoclonal antibody 

Trade Name (if _present): 
HuMax-Cb4 

Date Designated: 8/13/2004 

Marketing Exculsivity Date: 

Generic Name: 
human anti-transforming gr<>wth factor-Bl,2,3 

Trade Name (if present): 

Date Designated: 7/9/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of Hodgkin's Disease 

Sponsor and Address 
Medarex. Inc. 
5 I 9 Route 17 3 West 
Bloomsbury NJ 08804 

Indication Designated: 
Treatment of mycosis fungoides 

Sponsor and Addte~ 
Genmab A/S 
Tolbodgade 33 
DK-1253 Copenhagen K 

DENMARK 

Indication Designated: 
Treatment of idiopathic pulmona.ry fibrosis 

Sponsor and Address 
Genzyme Corporation 
500 Kendall Street 
Cambridge MA 02142 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
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Ge□eric Name: 
human immunoglobulin (IgG lk)antiCTLA-4 
monoclonal antibody 

Trade Name (if present) : 

Date Designated: 6/3/2004 

Marketing Exculsivity Date: 

Generic Name: 
hydralazine 

Trade Name (if present): 

Date Designated: 4/9/2004 

Marketing Exculsivlcy Date: 

Generic Name: 
lcatibant acetate 

Trade Name (if present) : 

Date Designated: 5/5/2004 

Marketing Exculsivity Date: 

Generic Name: 
ldebenone (INN) 

Trade Name (if present): 

Date Designated: 3/25/2004 

Marketing Exculsivity Date: 

lndication Designated: 
Treatment of high risk Stage II, Stage lll, and Stage IV melanoma 

Sponsor and Address 
Medarex. Inc, 
519 Route 173 West 
Bloomsbury NJ 08804 

Indication Designated: 
Treatment of severe intrapartum hypertension ( diastolic blood 
pressure greater than or equal to 110 or systolic blood pressure less 
than or equal to 160) associated with severe reeclampsia/eclampsia 
of pregnancy 

Sponsor and Address 
Esp Pharma, lnc. 
2035 Lincoln Hwy. 
Suite 2150 

Edison NJ 08817 

lndication Designated; 
Treatment of bum patients hospitalized with bum-induced edema 

Sponsor and Address 
Jerini AG 
lnvatidenstr. 130 
10115 Berlin 

GERMANY 

Indication Designated: 
Treatment of cardiomyopathy associated with F'riedreich's ataxia 

Sponsor and Address 
MyoContract Ltd. 
Hamrnerstrasse 25 
CH-4410 Liestal 

SWITZERLAND 
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Generic Name: 
Tloprost inhalation solution 

Trade Name (if present): 
Ventavis 

Date Designated: 8/12/2004 

Marketing Ex:culsivity Date: 

Generic Name: 
Immortalized human liver cells found in the 
extracorporeal liver assist device 

Trade Name (if present): 
ELAD 

Date Designated: 7/16/2004 

Marketing Exculsivity Date: 

Generic Name: 
Immune Globulin (Hu,man) 

fude Name (if present); 
Gamunex 

Date Designated: 7/27/2004 

Marketing Exculsivity Date: 

Generic Name: 
Immune Globulin (Human) containing high titers 
of West Nile virus antibodies 

Trade Name (if present): 
Omr-IgG-am (tm) 5% (WNV) 

Date Designated: 3/17/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of pulmonary arterial hypertension 

Sponsor and Address 
CoT,herix, Inc. 
5000 Shore] ine Court 
South San Francisco CA 94080 

Indication Designated: 
Treatment offulminant hepatic failure (acute liver failure) 

Sponsor and Address 
Vital Therapies, Inc. 
15222 A venue of Science 
Suite C 

Sao Diego CA 92128 

Indication Designated: 
Treatment of chronic inflammatory demyel inating polyneuropathy 

Sponsor and Address 
Bayer Corporation 
800 Dwight Way 
Berkley CA 94701-1986 

Indication Designated: 
Treatment of the West Ni1e virus infection 

Sponsor and Address 
OMRIX Biopharmaceuticals, Ltd. 
Plasma Fractionation Institute 
RamatGan 52621 

ISRAEL 
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Generic Name: 
Immune Globulin Intravenous (hurnM) 

Trade NII.Ille (if present): 
Cari.mum: NF 

Date Designated: 5/4/2004 

Marketing Exculsivi.ty Date: 

Generic Name: 
Immune Globulin Subcutaneous (Human) 

Trade Name (if present): 
Vivaglobin P (proposed) 

Date Designated: 9/22/2004 
Marketing Exculsi-vity Date: 

Indication Designated: 
Treatment for Guillain Barre Syndrome 

Sponsor and Address 
ZLB Bioplasma AG 
Wankdortstrasse 10 
CH-3000 Bern 22 

SWITZERLAND 

Indication Designated: 
Treatment of patients with primary immune deficiency (PIO) that 
are intolerant lo immune globulin intravenous (I JV) due to ·evere 
adverse event!) or poor veno1,1s access 

Sponsor and Address 
Aventis Behring, L.L.C. 
l020 First Avenue 
P.O. Box 61501 
King of Prussia PA 19406-090 I 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
Generic Name: 
Jmplitapide 

Trade Name (if present): 

Date Designated: 8/13/2004 

Marketing Bxoulsivity Date: 

Generic Name: 
lmplitapide 

Trade Name (if present): 

Date Designated: 8/18/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of homozygous familial hyperoholesterolemia 

Sponsor and Address 
Medical Research Laboratories International 
2 Tesseneer Drive 
Highland Heights KY 41076 

Indication Design,ated: 
Treatment of patients with Fredrickson type I or V 
hyperl ipoproteinemia 

Sponsor and Address 
Medical Research Laboratories International 
2 Tesseneer Drive 
Highland Heights KY 41076 
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Generic Name: 
Lenalidomide 

Trade Name (if present): 
Revimid 

Date Designated: 1/29/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of myelodysplastic syndromes 

Sponsor and Address 
Celgene Corporation 
7 Powder Hom Drive 
Warren NJ 07059 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
Generic Name: 
Liarozole 

Trade Name (if present): 

Date Designated: 6/18/2004 

Marketing Exculsivity Date; 

Indication Designated: 
The treattnent of congenital ichthyosis 

Sponsor and Address 
Barrier Therapeutics, Inc 
600 College Road East 
Princeton NJ 08540 

······••+••··············································································· 
Generic Name; 
L-tyrosine-L-serine-L•leucine 

Trade Name (if present): 
CMS-024 

Date Designated: 9/10/2004 

Marketing Exculsivity Date: 

Generic Name: 

Indication Designated: 
Treatment of hepatocellular carcinoma. 

Sponsor and Address 
Pepharm R&D Limited 
Room 1404, 14th Floor 
#39 Healthy Street East 
North Point 
HONGKONG 

Indication Designated: 

4-lS 

mannopentaose phosphate sulfate Treatment ofhigh•risk Stage II, Stage III, and Stage lV melanoma 

Trede Name (if present) : 

Date Designated: 4/27/2004 

Marketing Exculsivity Date~ 

Sponsor and Address 
Progen Industries Limited 
P, O.Box28 
Richlands 4077 

AUSTRALIA 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
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Generic Name: 
meclorethamine or nitrogen mustard 

Trade Name (ifptesent): 

Date Desig)]-ated : 8/12/2004 

Marketing Exculsivity Date: 

Generic Name: 
Melatonin 

Trade Name (if present); 
Circadin 

Date Designated: 7/9/2004 

Marketing Exculsivity Date: 

Generic Name: 
mepolizumab 

Trade Name (if present): 

Date Designated: 5/28/2004 
Marketing Exculsivity Date: 

Generic Name: 
MuHi-ligand somatostatin analogue 

Trade Name (if present) : 

Date Designated: 7/27/2004 
Marketing Exculsivity Date: 

Indication Designated: 
Treatment of mycosis fungoides. 

Sponsor and Address 
Yaupon Therapeutics, Inc. 
259 Radnor hester Road 
Radnor PA 19087 

Indication Designated: 
Treatment of non-24-hour sleep-wake disorder in blind individuals 
without light perception 

Sponsor and Address 
Neurim Pharmaceuticals, Ltd, 
8 Hanechoshet St. 
Tel-Aviv 

ISRAEL 

Indication Designated: 
For first-line treatment in patients with hypereosinophilic 
syndrome 

Sponsor and Address 
OlaxoSmithKline Phrumacculicals 
P.O. Box 7929 
Philadelphia PA 19101 

Indication Designated : 
Treatment of patients with funct ion Ill gastroenteropancreatic (OEP) 
neuroendocrine tumors (specifically, carciooid. iosulinoroa, 
gastrinoma, somastatinoma, GRF oma, VlPoma and glucagonoma. 

Sponsor and Addres 
Novartis Pharmaceuticals Corporation 
One Health Plaza 
811St Hanover NJ 07936-1080 
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Generic Name: 
multi-vitiam infusion without vitamin K 

Trade Name (if present): 
M.V.1.-12. 

Date Designated: 3/8/2004 

Marketing Exculsivity Date: 

Generic Name: 
N-[2-[(4--hydroxyph.enyl)amino]-3-pyridinyll-4-
metho-,cybenzenesulfonamide 

Trade Name (if pre ·eot): 

Date Designated: 9/30/2004 

Marketing Exculsivity Date: 

Generic Name: 
N-[ 4-( 4-amino-2-ethyl-1 H-imidazo[ 4,5-cJquinolin-
1-yl)butyl] methanesulfonamide 

Trade Name (if present): 

Date Designated: 8/13/2004 
Marketing Exculsivity Date: 

indication Designated: 
Prevention of vitamin deficiency and thromboembolic 
complications in people receiving home parenteral nutrition and 
warfarin-type anticoagulant therapy 

Sponsor and Address 
J,.faytle hanna (USA) Inc. 
Mack- ali entre II 
Second Floor 
9/9/2004 Paramus NJ 07652 

Indication Designated: 
Treatment of neuroblastoma 

Sponsor and Address 
Abbott Laboratories 
Phannaceuticals Products Division 
D-491 , AP30-IE 

Abbott Park IL 60064-615? 

Indication Designated: 
Treatment of stages IIB-IV melanoma 

Sponsor and Address 
3M Phannaceuticals 
3M Center 
Building 270-JA-08 

St. Pa~! MN 55144-1000 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
Generic Name: 
nelarabine 

Trade Name ( if present): 

Date Designated: 8/10/2004 

Marketing faculsivity Date: 

Indication Designated: 
Treatment of acute lymphoblastic leukemia and lymphoblustic 
lymphoma 

Sponsor and Address 
GlaxoSmithKline 
One Franklin Plaza 
Phildelphia PA 19101 
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Generic Name: 
Nitric oxide 

Trade Name (if present): 
INOmax. 

Date Designated: 9/27/2004 

Marketing Ex.culsivity Date: 

Indication Designated: 
To reduce the risk of chronic lung dise~e in premature neonates 

Sponsor and Address 
INO The:apeutics 
6 Route 173 
Clinton NJ 08809 

··················································~···································•tt• 
Generic Name: 
Nucleic acid aptamer binding to tumor cell 
nucleolin 

Trade Name (if present): 

Date Designated; 8/11/2004 

Marketing Exculsivity Date: 

Generic Name: 
oral unfractionated heparin 

Trade Name (if present): 

Date Designated: 1/29/2004 

Marketing Exculsivity Date: 

Generic Name: 
pentetate trisodium 

Trade Name (if present): 
diethylenetriaminepentaacetate 

Date Designated: 4/ I 2/2004 

Marketing Exculsivity Date: 

Indication Designated; 
Treatment of pancreatic cancer 

Sponsor and Address 
Aptamera., Inc. 
640 S. Fourth Street 
Louisville KY 40202 

Indication Designated: 
Treatment of sickle cell disease 

Sponsor and Address 
TRF Technologies, Inc. 
I 08 Eagle Trace Drive 
HalfMoon Bay CA 94019 

Indication Designated: 
Treatment of patients with known or suspected internal 
contamination with plutonium, americium, or curium. 

Sponsor and Address 
Heyl Cbernisch-Pharmazeutische Fabrik GMBH & Co. KG 
Goerzallee 253 
Feddcral of Republic of Germany 

GERMANY 
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Generic Name: 
posaconazole 

Trade Name (if present): 
Posoril 

Date Designated: 7/16/2004 

Marketing ExcuJsivity Date: 

Generic Name: 

Indication Designated: 
1'reatment of zygomycosis 

Sponsor and Address 
Schering Corporation 
2000 Galloping Hill Road 
Kenilwortoh NJ 07033 

Indication Designated : 

4-19 

PRI Vaccine Treatment of myelodysplastic syndromes (MDS) requiring 
therapy. 

Trade Name (if present): 

Date Designated: 9/3/2004 

Marketing Exculslvity Date: 

Sponsor and Address 
The Vaccine Company 
P. 0 . Box 93921 
Carmel CA 9392 l 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
Generic Name: 
PR] Vaccine 

Trade Name (if present): 

Date Designated: 9/3/2004 

Marketing Exculsivity Date: 

lndication Designated: 
Treatment of acute myelogenous leukemia 

Sponsor and Address 
The Vaccine Company 
P. 0 . Box 93921 
Carmel CA 93921 

································•··••······················································ 
Generic Name: 
PRI Vaccine 

Trade Name (if present): 

Date Designated: 9/J/2004 

Marketing Exculsivity Date; 

Indication Designated: 
Treatment of chronic myelogenous leukemia. 

Sponsor and Address 
The Vaccine Company 
P. 0 . Box 93921 
Cannel CA 93921 
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Generic Name: 
Quinine Sulfate 

Trade Name (if present): 

Date Designated; 6/3/2004 

Marketing Exculsivity Date; 

Generic Name: 
recombinant human fibroblast growth factor-20 

Trade Name (if present): 

Date Designated: 1/29/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of malaria 

Sponsor and Address 
Mutual Pharmaceutical Company, Inc. 
1100 Orthodox Street 
Philadelphia PA 19124 

Indication Designated: 
Treatment of radiation induced oral mucositis 

Sponsor and Address 
CuraGen Corporation 
322 East Main Street 
Branford CT 06405 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
Generic Name: Indication Designated: 

4-20 

Recombinant Porcine Factor VllI, B-domain Treatm1:nt and prevention of episodic blei:ding in patients with 
Inhibitor Deleted antibodies to human coagulation factot VUI 

Trade Name (if present): 

Date Designated: 3/16/2004 

Marketing Exculsivity Date: 

Generic Name: 
rh-microplasmin 

Trade Name (if present): 

Date Designated: 3/16/2004 

Marketing Exculsivity Date: 

Sponsor and Address 
Ipsen Limited 
190 Bath Road 
Berkshire S 11 3XB 

UNITED KINGDOM 

Indication Desig11ated: 
Adjunct to surgery in cases of pediatric yitrectomy 

Sponsor and Address 
ThromboGenics Ltd 
Unit 14 
Bridgecourt Office Park 

Dublin 12 
IRELAND 

····················~··················································•tt••·············· 



Orphan Products Designations and Approvals List 
September 2004 

Generic Name: 
Rituximab 

Trade Name (if present): 
Rituxan 

Date Designated: 1/29/2004 

Marketing Exculsivity Date: 

Gener!c Name: 
rofecoxib 

Trade Name (if present): 
VlOXX 

Date Designated: 3/16/2004 
Marketing Exculsivity Date: 

Generic Name: 
sarsasapogeoin 

Trade Name (if present): 

Date Designated: 6/18/2004 

Marketing Exculsivity Date: 

Generic Name: 
SGN-30 (anti-CD30 antibody) 

Trade Name (if present). 

Date Designated: 2/18/2004 

Marketing Exculsivity D&te: 

Indication Designated : 
Treatment of chronic lymphocytic leukemia 

Sponsor and Address 
Biogen IDEC, Inc. 
3030 Callan Road 
San Diego CA 92121 

Indication Designated: 
Treatment of juvenile rheumatoid arthritis 

Sponsor and Address 
MERCK & Co,, lnc. 
126 East Lincoln Ave. 
Rahway NJ 07065 

Ind.ication Designated: 
Treatment of amyotrophic lateral sclerosis (ALS) 

Sponsor and Address 
Phytopharm pie 
Corpus Christi House 
Godmanchester, Cambridgeshire fE29 2HY 

UNITED Kl"NGDOM 

Indication Designated: 
For the treatment of CD30 positive T-cell lymphomas 

Sponsor and Address 
Seattle Genetics, loo. 
21823 30th Drive Southeast 
Bothell WA 98021 
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Generic Name: 
SGN-40 (anti-CD40 antibody) 

Trade Name (if present) : 

Date Designated: 8/ 13/2004 

Marketing Exculsivity Date: 

Generic Name: 
sodium thiosulfate 

Trade Name (if present): 

Date Designated: 3/17/2004 

Marketing Exculsivity Date: 

Generic Name: 
somatropin 

Trade Name (if present): 
Serostim 

Date Designated: 3/16/2004 

Marketing Exculsivity Date: 

l.ndication Designated: 
Treatment of multiple myeloma. 

Sponsor and Address 
Seattle Genetics Inc. 
21823 30th Drive Southeast 
Bothell WA 98021 

Indication Designated: 
Prevention of platinum-induced ototoxicity in pediatric patients 

Sponsor and Address 
Adherex Technologies, l.nc. 
600 Peter Morand Crescent 
Ottawa, Ontario 

CANADA 

Indication Designated: 
Treatment of patients with HIV-associamd adipose redistribution 
syndr me 

Sponsor and Address 
Serono, Inc. 
One Technology Place 
Rockland MA 02370 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 
Generic Name: 
Staphylococcus aureus Immune Globulin (Human) 

Trade Name (if present): 
Altas!apb 

Date Desig"ated: 1/29/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Prophylaxis against Staphylococcus aureus infections in low birth 
weiw,1 neonates 

Sponsor and Address 
Nabi Biophnrmaceuticals 
12276 Wilkins Avenue 
Rockville MD 20852 

..................................................................................... , .. ,. 
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Generic Name: 
Subetoylanilide Hydroxamic Acid 

Trade Name (if present): 

Date Designated: 3/17/2004 

Marketing Exculsivity Date: 

Generic Name: 
Suberoylanilide Hydroxamic Acid (SAHA) 

Trade ame (if present): 

Date Designated: 3/16/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of mesothelioma 

Sponsor and Address 
Merck & Co., [nc. 
P. 0 . Box 2000, RY 32-60S 
Rahway NJ 07065-0900 

Indication Designated: 
Treatment ofT-cell non-Hodgkin's lymphoma 

ponsor and Address 
Merck & Co., [nc. 
P. O. Box 2000, RY 32-60S 
Rahway NJ 0706S-0900 

Indication Designated: 

4-23 

Generic Name: 
temocillin sodium Treatment of pulmonary infections caused by Burkholderia cepacia 

Trade Name (if present) , 
Negaban 

Date Designated: 4/21/2004 

Marketing Exoulsivity Date: 

Generic Name: 
tetrahydrobiopterin 

Trade Name (if present): 

Date Designated: 1/29/2004 

Marketing Exculsivity Date: 

Sponsor and Address 
Belpharma N.V. 
67 Winston Churchill Avenue 
Brussels 

BELGIUM 

Jndication Designated: 
For treatment ofhyperphenylalaninemia 

Sponsor and Address 
Biomarin Pbarmaceutical Inc. 
371 Bel Marin Blvd. 
Novato CA 94949 
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Generic Name:: 
Thalidomide 

Trade Name (if present): 
Thalomid 

Date Designated: 9/27/2004 

Marketing Exculsivity Date: 

Generic Name: 
Thymosih Beta 4 

Trade Name (if present); 

Date Designated: 5/28/2004 

Marketing Excul sivity Date: 

Generic Name: 
Tipifarnib 

Trade Name (if present): 
Zarnestra 

Date Designated: 7/6/2004 

Marketing Exculsivity Date: 

Generic Name: 
trabectedin 

Trade Name (if presemt}: 
Yondelis 

Date Designated: 9/30/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of Myelodysplastic Syndrome 

Sponsor and Address 
Celgene. Corporation 
7 Powder Horn Drive 
Warren NJ 07059 

Indication Designated: 
Treatment ofEpidermolysis 8 1.1 ltosa 

Sponsor and Address 
RegeneRx Biopharmaceuticals, fnc. 
3 Bethesda Metro Center 
Suite 700 

Bethesda MD 208 14 

Indication Des ignated: 
Treatment of acute myeloid leukemia 

Sponsor and Address 
Johnson & Johnson Pharmaceutical Research & Dev. 
920 U.S. Highway 202 
Raritan NJ 08869 

Indication Designated: 
Treatment of soft tissue sarcoma. 

Sponsor and Address 
Johnson & Johnson Pharmaceutical Research & Dev 
920 US Highway 202 
Raritan NJ 08869 

4-24 
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Generic Name: 
Trisodium zinc Diethylenetriaminepentaacetate 

Trade Name (if present): 

Date Designated: 2/27/2004 

Marketing Exculsivity Date: 

Generic Name: 
Ubiquinol 

Trade Name (if present): 
Ubi-Q-Nol, Li-Q-Nol 

Date Designated: 4/12/2004 

Marketing ExcuJsivity Date: 

Generic Name: 
ubiquinol, coenzyme QlO, ubiquinone 

Trade Name (if present): 
UBl-Q-NOL 

Date Designated: 4/12/2004 

Marketing Exculsivity Date: 

Generic Name: 
Vaccinia Immune Globulin (Human Intravenous 

Trade Name (if present): 
CNJ-016 

Date Designated: 6/1 8/2004 

Marketing Exculsivity Date: 

Indication Designated: 
Treatment of patients with known or suspected internal 
contamination with plutonium, americium, or curium to increase 
the rate of elimination. 

Sponsor and Address 
CustomCare Pharmacy 
5710 Hoover Blvd 
Tampa FL 33634 

Indication Designated: 
Treatment of Huntington's Disease 

Sponsor and Addross 
Gel•Tec 
Division ofTishcon Corp 
P. 0 . Box 331 
WestburyNY 11590 

Indication Designated; 
Treatment of pediatric concgestive heart failure 

Sponsor and Address 
Gel-Tee, Division ofTlSHCON Corporation 
30 New York Avenue 
P.O. Box 331 

WestburyNY 11590 

Tndication Designated : 
Treatment of complications of vaccinia vaccination 

Sponsor and Address 
Cangene Corporation 
I 04 Chancellor Matheson Road 
Winnipeg, ManitobaR3T 5YJ 

CANADA 



Generic Name: 
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Indication Designated:, 

4-26 

Vaccinia Immuno GlobuUn (Human) Intravenous Treatment of severe complicatio□s from the smallpox YllCCine 

Trade Name (if present): 

Date Designated; 6/ \8/2004 

Marketing Exculsivity Date: 

Generic Name: 
vapreotide 

Trade Name (if present); 
Sanvar 

Date Designated: 4/6/2004 

Marketing E~culsrvity Date: 

Sponsor and Address 
DynPort,Vaccine Company LLC 
64 Thomas Johnson Drive 
Frederick MD 21702 

Indication Designated: 
Treatment of symptomatic carcinoid tumors 

Sponsor and Address 
H3 Pharma, Inc. 
666 Sherbrooke Street West Suite 1400 
Montreal, Quebec, 

CANADA 



DRUG PRODUCTS wmca MUST DEMONSTRATE "IN Vlf/0 BIOAVAILA.BlLITY ONLY 
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

NO SEPTEMBER 2004 ADDITIONS 
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A-l 
PRESCRIPTION ANO OTC DRUG PRODUCT 

PATRNT ANO EXCLUSIVITY DATA 
See report footnotes for information regarding report content 

APPL/PROD INGREDIENT NAME ; TRADE NAME PATENT PATRNT/PED EXCL PATENT EXCLUS B'XCl>US 
NUMBER NUMBER EXPIRES CODE{S) CODE EXPIRES 

>ADD> 021652 001 1\llACAv:IR SULFATE; EPZICOM 5034394 DEC 18, 2011 DS DP 
>ADD> S089500 JUN 26, 2009 U257 
~ 6294S40 MAY 14, 2018 DS DP U257 
>ADD> S047407 NOV 17, 2009 DS DP U2S7 
;ABD> S90S082 MAY 1.8, 2016 OS DP 
>ADD> 6417191 MAR 28, 2016 DP U2S7 
>ADD> 6180639 JAN 30, 201.8 DP U257 

020977 001 ABACAVIR Sl.n,FATE;ZIAGEN 0-40 AUG 02, 2007 
020978 001 ABACAVIR SULFATE;ZIAGBN D-40 AUG 02, 2007 
021320 001 ABARELIX;PLBNAXIS S96889S DEC 11, 2016 DP 

6180608 DEC 11, 2016 DP 0549 
6423686 JUN 07, 2015 DS 
6455499 JUN 07, 2015 0549 
5843901 DBC 01, 2015 OS DP 
6699833 DBC 11, 2016 DP 

021431. 001 ACAMPROSATE CALCIUM;CAMPRAL NCB JUL 29, 2009 
021539 001 ACETYLCYSTEINE;ACETADOTB ODE JAN 23, 2011 
021449 001 ADEFOVIR DIPIVOXIL;HEPSBRA 6451.340 JUL 23, 2018 DS DP 0470 

5663159 SEP 02, 2014 DS DP U470 
6635278 DEC 1S, 2018 DS DP 

020899 001 ALB'oMIN HOMAN;OPTISON 6723303 APR 20, 2021 DP 
020949 001 ALBUTEROL St1LFATE;ACCUNEB 6702997 OBC 28, 2021 0558 
020949 002 ALBUTE'ROL SULFATE;ACCONEB 6702997 DEC 28, 2021 0558 
020983 001 ALBl:JTE.ROL Sll'LPATB;VBNTOLI.N SFA 6315173 DEC 23, 2017 DP 

6S10969 DEC 23, 2017 DP 
6131566 APR 14, 2015 DP U589 
6S3295S APR 14, 2015 DP 0590 

020560 005 ALEliDRONATE SODIUM; FOSAMAX D-87 APR 16, 2007 
021575 001 ALEN'ORONATB SOOIUM;FOSAMAX 0-87 APR 16, 2007 
020886 OOl. ALITRETINOIN;PANRETIN 5932622 AUG 03, 2016 U562 

~ 021727 001 AMLEXANOX;AMLEXANOX NOP SBP 29 , 2007 
021.540 001. AMLODIPINE BESYIATE;CAOtJBT 5273995 DEC 28, 201.0 OS OP Ul.62 NC JAN 30, 2007 

S27399S•PED JUN 28, 20ll. 
64S5574 AUG ll, 2018 U552 
5969156 JUI, 08, 20l.6 OS 
5969156•PEO JAN 08, 2017 
5686104 NOV ll, 201A OP 0213 
5686l.04~PED MAY 11, 201.5 
6126971 JAN 19, 2013 DP 
6126971.•PED JUL 19, 2013 
468l.893 SEP 24, 2009 OS DP U16'1 
468l.893•PED MAR. 24, 201.0 
4879303 MAR 25 . 2007 DS OP 
4879303*PED SEP 25, 2007 
4S72909 JUL 31, 2006 DS DP U3 
4S72909•PED JAN 31, 2007 

021540 002 AMLODIPINE BESYLATE;CADUET 4681893 SEP 24, 2009 OS DP 0161 NC JAN 30, 20'07 
468l.893•PED MAR 24, 2010 
4879303 MAR 25, 2007 OS DP 
4879303•PEO SEP 25, 2007 
4572909 JUt 31, 2006 OS OP 03 
4 S 72 90 9• PED JAN 31, 2007 
527399S DEC 28, 2010 DS DP 0162 
5273995*PED JUN 28, 2011 
6455574 AUG 11., 2018 0552 
59691.S6 JUL 08, 2016 DS 



A-2 
PRESCRIPTION AND OTC DRUG PRODUCT 

PATEN'!' AND EXCLUSIVITY DATA 
See report footnotes for information regarding report conten 

APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL PATENT EXCLUS EXCLUS 
NUMBER JilU?,U!ER EXPIRES CODE(S) CODE EXPIRES 

5969156*PED JAN 08, 2017 
56861.04 NOV 11, ;!014 DP U213 
5686104*P.SD MAY 11, 201.5 
6126·97J. JAN 19, 20 1 3 DP 
612697l*PED JUL 19, 2013 

021540 003 AMLODIPlNE BESYLATE;CADUET 4681893 SEP 24, 2009 DS DP Ul6l NC JAN 30, 2007 
4681893*PED iMAR 24, 2010 
487 9303 MAR 25, 2007 DS DP 
4879303*PED SEP 25, 2007 
4572909 JUL 31, 2006 DS DP U3 
4572909•PED JAN 31, 2007 
52?J995 DEC 28, 20 10 DS DP U162 
S273995"'PED JUN 28, 2011 
6455574 AUG ll, 2018 U552 
59691S6 JUL OB, 2016 vs 
5969156*PED JAN. 08, 2017 
5686104 NOV 11, 2014 DP U213 
5686104.*PED MAY 11, 2015 
6126971 JAN 19, 2013 DP 
6126971.*-PBD JUL 19, 2013 

021540 004 AMLODIPINE BESYLATE;CADUET 4681893 SEP 24, 2009 DS DP U161 NC JJ\N 30, 2007 
4681893*PED MAR 24, 2010 
4879303 MAR 25, 2007 DS DP 
4879303*PED SEP 25, 2007 
4572909 JUL 31, 2006 DS DP U3 
4572909*PBD JAN 31, 2007 
5273995 DEC 28, 2010 DS DP U162 
5273995*PED JUN 28, 2011 
6455574 AOG 11, 2018 U552 
5969156 JUL 08, 2016 DS 
S969156*PBO JAN 08, 2017 
5686104 NOV 11, 2014 DP U213 
S686104*PED MAY 11 , 2015 
6126971 JAN 19 , 2013 DP 
612697l*PED JUL 19, 2013 

021540 005 AMLODIPINE BESYLATE;CADUET 4681893 SEP 24, 2009 OS DP Ul61 NC JAN 30, 2007 
4681893*PEO MAR 24, 2010 
48793 03 MAR 25, 2007 OS DP 
4879303,.PED SEP 25, 2007 
4572909 JUL 31, 2006 OS DP U3 
4572!109*PEO JAN 31, 2007 
5273995 DEC 28, 2010 DS DP U162 
527399S*PED JUN 28, 2011 
6455574 AUG 11, 2018 U552 
5969156 JUL 08, 2016 OS 
5969156*;>80 JAN 08, 2017 
5686104 NOV 11 , 2014 DP U213 
56861 04*PED MAY 11, 2015 
6126971 JAN 19 , 2013 DP 
6126971•PEO JUL 19, 2013 

021540 006 AMLODIPINE BESYLAT'E ; CA!YCJET 4681893 SEP 24, 2009 DS DP U16J.. NC JA.N 3 0, 2007 
4681893*PED MAR 24, 2010 
4879303 MAR 25, 2007 OS DP 
487930J*PED SEP 25, 2007 
4572909 JUL 31, 2006 DS DP tJ3 
4572909*PED JAN 31, 2007 



A- 3 
PRESCRIPTION AND OTC DRUG PRODUCT 

PATENT ~D EXCLUSIVITY DATA 
See report footnotes for information regard ing report content 

APPL/PROO INGREDIENT NAME: TRADE NAME PATENT PATENT/.PED EXCL PATENT EXCLUS EXCLUS 
NUMBER NUM;BER EXPIRES COOE(S) CODE EXPIRES 

5273995 DEC 28, 2010 DS DP 0162 
5273995*PED JUN 28, 2011 
6455574 AUG 11, 201.8 U552 
5969156 JUL 08, 2016 OS 
5969156• PE.D JAN 08, 2017 
5686104. NOV l.1 , 20H DP U213 
5686104"PE0 MAY 1.1, 2015 
6126971 JAN 19, 2013 DP 
6126971.*PED JUL 1.9, 2013 

021540 007 JV,!LODIPINE BBSYL}ITE;CADUET 4681693 SEP 24, 2009 OS OP Ul61 NC JAN 30, 2007 
4681B93*PED MAR 24, 2010 
4879303 MAR 25, 200'.7 OS DP 
4879303*PED SEP 25, 2007 
4572909 JUL 31, 2006 OS DP 1J3 
4572909*PED JAN 31, 2007 
5273995 DEC 28, 2010 DS OP 0162 
5273995*PED JUN 28, 2011 
6-455574 AUG l1-, 2018 0552 
59691-56 JUL 08, 2016 OS 
5959156*!?ED J"AJil 08, 2017 
5686104 NOV 11, 20·14 DP U213 
5686104*PED MAY li, 2015 
6126971 JAN 19, 2013 DP 
6126971.* PED JUL 1.9, 2013 

021540 008 AMLODIPINE BESYLATE;CADUBT 4681893 SEP 24, 2009 DS DP Ul61 NC JAN 30, 2007 
4681893*PBD MAR 24, 2010 
4879303 MAR 25, 2007 OS DP 
4879303*PED SEP 25, 2007 
4572909 JUL 31, 2006 OS DP UJ 
4572909*PED JAN 31, 2007 
5273995 DEC 28, 2010 OS OP 0162 
52'73995* P.EP Jtm 28, 2011 
6455S74 AUG 11, 201-8 0-552 
5969156 JUL OB, 2016 OS 
59691S6*PED JAN 08, 2017 
5686104 N-OV 11, 2014. DP 021-3 
5686104*PED MAY 11, 2015 
6126971 JAN 19, 2013 DP 
6126971.*PED JUL 19, 201.3 

>ADD> 021540 009 AMLODIPINE BES¥LATE;CADUET 4681893 SBP 24, 2009 OS DP U161 NC JAN 30, 2007 
>ADD> 4681893•PED MAR 24 , 20.1-0 
>ADD> 4.879303 MAR 25 , 2007 OS DP 
'>ADD> 4B79303*PED SEP 25, 2007 
>ADD> 4572909 JUL 31, 20 06 DS DP U3 
~ 4572909*PEO JAN 31, 2007 
;,,ADD> 5273995 DEC 28, 2010 DS DP 0162 
>ADD> 527399S•PED JUN 28, 2011-
ill[)> 6455574 AUG 11, 2018 0552 
~ 5969156 JIJL 08, 2016 DS 
>ADD> 5969156*PED JAN OB, 2017 
~ 5686104 NOV 11, 2014 DP 0213 
>ADD> 5686104*PED MAY 11, 2015 
~ 6126971 JAN 19, 2013 DP 
>ADD> 6126971*PED ,JUL 19, 2013 



A- 4 
PRESCRIPTlON ANP OTC DRUG PRODUCT 

PATENT AND EXCLUSIVITY DATA 
See report footnotes for information regarding report content 

APPL/PROD INGREDIE.N'l' NAME; TRADE NAME PA.TEN'!'. PATENT/PED EXCL PATENT EXCL!JS EXCLUS 
NIJM!lER NUMBER EXPIRES COOE{S) CODE EXPIRES 

>ADD> 021540 010 AMLODIPINE BESYLATE;CADUET 4681893 SEP 24, 2009 DS DP U161 NC JAN 30, 2007 
~ 46"81893 *PED MM 24, 2010 
::-ADD> 4879303 MAR 25, 2007 OS OP 
~ 4879303*PED SEP 25, 2007 ;,;nn; 4572909 JUL 31, 2006 OS DP tr3 
~ 4572909*PED Jl'.N 31, 2007 
::-ADD> 5273995 DEC 28, 2010 DS DP 0162 
>ADD> 5273995"'-PED JUN 28, 2011 
.>ADD> 6455574 AUG 11, 2018 0552 
>ADD> 5969156 JUL 08, 2016 DS 
~ 5969156•PEO JAN 08, 2017 
>ADD> 5686104 NOV 1.1, 2014 DP U21.3 
>ADD> 5686104*PED MAY 11, 2015 
~ 6126971 JAN 19, 2013 DP 
>ADD> 6126971•PED JUL 19, 201.3 
>ADD> 021540 011 AMLODIPINE BESYLATE;CADUET 4681893 SEP 24, 2009 OS DP 0161 NC JAN 30, 2007 
~ 4681893*PED MAR 24, 2010 
>ADD> 4879303 MAR 25, 2007 OS DP 
~ 4879303*PED SEP 25, 2007 
~ 4572909 JUL 31, 2006 OS DP 03 
:,ADD> 4572909*PElD JAN 31, 2007 
>ADD> 5273995 DEC 28, 2010 PS DP Ul.62 
>ADD;, 5273995*PED JUN 28, 2011 
>ADD> 6455574 AUG 11, 2018 0552 
>ADD> 5969156 JUL 08, 2016 DS 
>ADD:, 5969156 .. PElD JAN 08, 2017 
>ADD> 5686104 NOV 11, 2014 DP U213 
::,ADD> 5686104*PED MAY 11, 2015 
~ 6126971 JAN 19, 2013 DP 
>ADD> 612697l*PEO JUL 1.9, 2013 

021007 001 AMPRENAVIR;AGENERASE 6730679 NOV 11, 2017 DP 
021.007 002 AMPR.ENJWJR ; AGENERASE 6730679 NOV 11, 2017 DP 
020333 001 ANAGRELIDE HYDROCHLORIDE;AGRYL.IN ODE MAR 14, 2004 

PED SEP 14, 2004 
020333 002 ANAGRELIDE HYDROCHLORIDE;AGRYLIN ODE MAR 14, 2004 

PED SEP 14, 2004 
021264 001 APOMORPHINE lfYDROCH.LORIDE;APOKYN NCE APR 20, 2009 
021:264 002 APOMORPHINE lfYDROCHLORIDE;APOKYN NCE APR 20, 2009 

>ADD> 021436 001 ARIPIPRAZOLE ;ABrLIFY I-437 SEP 29, 2007 
~ 021436 002 ARIPIPRAZOLE;ABILIFY I - 437 SEP 29, 20d7 
~ 021436 003 ARIPIPRAZOLE;ABit.IFY 1-437 SEP 29, 2007 
~ 021436 004 AR~PlPRAZOLE;AB1LIFY 1-437 SEP 29, 2007 
~ 021436 005 ARIPIPRAZOLE;ABILIFY I - 437 SEP 29, 2007 
>ADD> 021436 006 AR.IPIPRAZOLE ; ABILIFY I-437 SEP 29 , 2007 

0212 48 001 ARSENIC TRIOXIDE;TRISENOX 6723351- NOV 10 , 2018 0573 
>ADD> 008B09 006 ASCORBIC ACID;M . V.I.- 12 (WITHOUT V ODE SEP 09, 2011 

0.21567 OOl. ATAZA.NAVIR SULFATE;REYATAZ D-89 JUL 06, 2007 
021567 002 ATAZANAVIR SULFATE;REYATAZ D-89 JUL 06, 2007 
021S67 003 ATAZANAVIR SULFATE;RBYATAZ D-89 JUL 06, 2007 
0:20702 001 ATORVASTATIN CALCIUM ; LIPITOR 4.681893 SBP 24, 2009 DS DP \Jl61 I-4 3 4 JUL 30, 2007 

5273995 DEC 2B, 2010 PS DP 0162 M-36 JUL 30, 2007 
5686104. NOV 11, 2014 DP 0213 
59691.56 JUL 08, 20l.6 !)S 
6126971. JAN l.9, 20].3 DP 



A- 5 
PRESCRIPTION AND OTC DRUG PRODUCT 

PATE!v"T AND EXCLOSIVI'TY DATA 
See report footnotes for information regarding report content 

AP.Pu/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL PATENT EXCLUS EXCLUS 
NUMBER NUMBER EXPIRES CODE (S) CODE EXPIRES 

020702 002 ATORVASTATIN CALC.IUM;LIPITOR 4681893 SEP 24, 2009 DS DP Ul.61 1-434 JUL 30, 2007 
5273995 DEC 28, 2010 DS DP Ul62 M-36 .mL 30, 2007 
56861.04 NOV 11., 20'14 DP U213 
S969 156 JUL 08, 2016 DS 
6126971 JAN 19, 2013 DP 

020702 003 ATORVASTATIN CALCIUM;LIPITOR 4681893 SEP 24, 2009 DS DP U161 I - 434 JtJL 30 , 2007 
S273 995 DEC 28, 2010 DS DP Ul62 M-36 JUL 30, 2007 
5686104 NOV 11, 2014 DP U213 
5969156 JUL 08, 2016 DS 
6126971 JAN 19, 2013 DP 

020702 004 ATORVASTATl N CALCIOM;LlPITOR 4681893 SEP 24, 2009 DS DP U161 I-434 JUL 30, 2001 
5273995 DEC 28, 2010 DS DP 0162 M- 36 JUL 30, 2007 
S686104 NOV 11, 2014 DP IJ213 
5969156 JUL 08, 2016 DS 
6126971 JAN 19, 2013 OP 

020114 001 AZELASTINE HYDROCHLORIDE;ASTELIN 5164194 NOV 01, 2010 0207 
5164194•PED MAY 01, 2011 

020610 001 BALSALAZIDE DISODIUM;COLAZAL 4412992 JUL 08 , 2006 
019851 001 BENAZEBR!L JfYDROCRLORIDE;LOTENSIN M-30 MAR 02, 2007 

PED SBP 02, 2007 
019851 002 BENAZEPRTL HYDROCHLORIDE;LOTENSIN M- 30 MAR 02, 2007 

PED SEP 02, 2007 
019851 003 BE:NAZBPRIL HYDROCHLORIDE;LOTENSIN M-30 MAR 02, 2007 

PED SEP 02, 2007 
019651 004 BEN'AZEPRIL HYDROCHLORIDE;LOTENSIN M- 30 MAR 02, 2007 

PED S1'.:P 02, 2007 
021551 001 BlSACODYL;HALFLYTELY NP MAY 10. 2007 
021602 001 BORTEZOMIB;VELCADE 6713446 JAN 25, 2022 DP 

6747150 OCT 28, 2014 DP 
020746 001 BUDESONIDE;RffINOCORT 6686346 APR 29, 2017 DP U557 
020746 002 BODESONIDE;RHINOCORT 6686346 APR 29, 2017 DP U557 
019880 001 CARBOPLATIN;Pl\R.APLATIN 4657927 At>R 14, 2004 Ul 75 

4657927*PED OCT 14, 2004 
019BBO 002 CARBOPLATIN;PARAPLATIN 4657927 APR 14, 2004 tn 75 

4657927*PED OCT 14, 2004 
019880 003 CARBOPLA.TIN;PARAPLATIN 4657927 APR 14 , 2004 Ul.75 

46S7927"'PED OCT 14, 2004 
0204S2 001 CARBOPLATIN;PARAPLATIN 4657927 APR 14, 2004 DP Ul75 

4657927*PED OCT 14, 2004 
020452 002 CARBOPLATIN;PARAPLATIN 4657927 APR 14, 2004 DP U17S 

4657927*PED OCT 14 , 2004 
0204S2 00•3 CARBOPLATIN;PARAPLATIN 4657927 APR 14, 2004 DP 0175 

4657927*PED OCT 14, 2004 
020452 004 CARBOPLATIN;PAR.APLATIN 4657927 APR 14, 2004 DP Ul75 

46S7927'*PED OCT 14 , 2004 
>ADD:> 020637 001 CARMUSTINE;GLIADEL ODE FEB 25, 2010 
>ADD> 021227 001 CASPOFUNGIN ACETATE ; CANCIDAS I-438 SEP 29, 2007 
>ADD:> 021227 002 CASPOFUNGIN ACETATE;CANCIDAS T- 43B SEP 29, 2007 

021621 001 CETIRIZINE HYDROCHLORIDE;ZY"RTEC 452S358 JUN 25 , 2007 DS DP US65 
4525358*PED DEC 25, 2007 
6455533 JUL 02, 2018 DP 

021621 002 CETIRIZINE 8YDROCHLOR1DE;2YRTEC 4525350 JUN 25, 2007 OS DP US65 
4525358"PED DEC 2S, 2007 
6455533 JUL 02 , 2018 DI? 



A - 6 
PRESCRIPTION AND 01'C DRUG PRODUCT 

PATENT AND EXCLUSIVITY DATA 
See report £ootnotes £or information reg.,rding re.port content 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL PATENT EXCLUS EXCI,US 
NUMBER NUMBER EXPIRES CODE(S) CODE EXPIRES 

020989 002 CEVIMELINE HYDROCHLORIDE;EVOXAC 5340821 JUL 07, 2013 U309 
021587 001 CHLORPHENIRAMINE MALEATB;CHILDREN'S ADVIL ALL NP FEB 24, 2007 

~ 021149 002 CROR.IOGONADOTR.OPIN ALFA;OVIDREL 5767251 J1JN 16, 2015 OS 
6706681 MAR 16, 2021 DP 

021 688 001 CINACALCET HYDROCHLORIDE;SENSIPAR 6031003 DEC 14, 2016 U559 ODE MAR 08, 20).l 
6211244 OCT 23, 2015 OS DP U560 NCE MAR 08, 2009 
631.3146 DEC 1.4 r 2016 DS DP 
6011068 DEC 14, 2016 DS DP 

021688 002 CINACALCET HYDROCHLORIDE;SENSIPAR 6031003 DEC 14_, 2016 ODE MAR 08, 2011 
6211244 OCT 23, 2015 OS DP U560 NCE MAR OB, 2009 
6313146 DEC 14, 2016 DS OP 
6011068 DEC 14, 2016 OS DP 

021688 003 CINACALCET HYDROCHLORIOE;SENSIPAR 6031.003 DSC 14, 2016 U559 ODE MAR 08. 2011 
6211244 OCT 23 , 2015 OS OP U560 NCE MAR 08, 2009 
6313146 DEC 14, 2016 DS OP 
6011068 DEC 14, 2016 DS DP 

019537 001 CIPROPLOXACIN HYDROCHLORIDE;CIPRO I-421 MAR 25 , 2007 
PED SEP 25, 2007 

019537 002 CIPROFLOXAClN HYDROCH.LORIDE;CIPRO I - 421 MAR 25, 2007 
PED SEP 25, 2007 

019537 003 CIPROFLOXACIN HYDROCHLORIDE;CIPRO I - 421 MAR 25, 2007 
PBD SEP 25, 2007 

019537 004 CIPROFLOXACIN HYDROCHLORIDE;CIPRO 1 - 421 MAR 25 , 2007 
PED SEP 25 , 2007 

020805 001 CIPROFLOXACIN HYOROCHLORIOB;CIPRO HC 5965549 JUN 06, 2015 DP 
>'ADD> 075593 002 CIPROFLOXACIN HYOROCHLORIDB;CIPROFLOXACIN PC FEB 05, 2005 

019847 001 CIPROFLOXACl.N;CIPRO 1-421 MAR 25, 2007 
PED SEP 25, 2007 

020780 001 CIPROFLOXACIN;CIPRO I-421 MAR 25, 2007 
PED SEP 25, 2007 

020780 002 CIPROFLOXACIN;CIPRO I-421 MAR 25, 2007 
PED SEP 25, 2007 

019857 001 CIPROFLOXACIN ; CIPRO IN DEXTROSE 5'1. l - 421 MAR 25, 2007 
PED SEP 25, 2007 

019858 001 CIPROFLOXACIN;CtPRO IN SODIUM CHLO 4670444 DEC 09, 2003 
4705789 NOV 10, 2004 
4957922 SEP 1.8, 2007 
4808583 FEB 28, 2006 
4670444.*PEO J'UN 09, 2004 
4705789•PED MAY 10, 2005 
4808583*PED AUG 28, 2006 
4957922*PBD MAR 18 , 2008 

021473 002 CIPROFLOXACIN;CIPRO XR 4670444 DEC 09, 2003 DS DP U555 NS AUG 28, 2006 
4670444•PED JUN 09, 2004 PED FEB 28, 2007 

021644 001 CLOBETASOL PROPIONATE;CLOBEX NDF FEB OS, 2007 
021165 001 DESLORATAD1NE;CLARINE¥ 4659716 APR 21, 2005 0427 

4659716*PED OCT 21, 2005 U427 
021312 001 DESWRATADINE;CLARINEX 4659716 APR 21. , 2005 0427 

4659716*PED OCT 21, 2005 U427 
021038 001. DEXMEDETOMI DINE;PRECEDEX 6716867 MAR 31, 2019 U572 
021278 001 DEXMETHYLPHENIDATE HYDROCHLORIDE;FOCALIN 6528530 DEC 04, 2015 OS OP 
021278 002 DEXMETHYLPBENlDATE HYDROCRtORIOE ; FOCALlN 6528530 DEC 04 , 2015 DS OP 



A - 7 
PRESCRIPTION .AND OTC DRUG PRODUCT 

PATENT AND EXCLUSIVITY DATA 
See report. footnotes for information regarding report content 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL PATENT EXCLUS EXC<LUS 
NUMBER fflJMBER EXPIRES CODE(S) CODE EXPIRES 

021278 003 DEXMETHYLPRENIDATE HYDROCHLORIDE;FOCAL1N 6528530 DEC 04 , 2015 OS DP 
021392 001 DILTIAZEM HYDROCHLORIDE;CARDIZEM LA l - 133 APR 09, 2007 
021392 002 DILTIAZEM HYDROCITT,ORIDE;CAADIZEM LA I - 133 APR 09, 2007 
02J.392 003 DILTIAZEM RYDROCRJ,ORIDE;CARDIZ~M LP, 1 - 133 APR 09, 2007 
02139:2 004 OILTIAZEM HYDROCHLORIDE;CARDIZEM LA I - 133 APR 09, 2007 
021392 005 DILTIAZEM HYDROCHLORIDE;CARDIZEM LA I - 133 APR 09, 2007 
02139:2 006 DILTIAZEM HYDROCHLORIDE;CARDIZEM LA I -133 APR 09 ; 200 7 
021168 001. DJVALPROSX SODIUM:DEPAKOTE ER 6528090 DEC 1.8, 2018 DP 

6713086 DEC 18, 2018 OP 0579 
521,2326 JAN 29, 2008 DS DP 
6528091 DEC 18, 20U 1]106 

011168 002 DIVALPROEX SOOIUM;DEPAKOTE ER 6528090 DEC 18, 2018 DP 
6713086 DEC 18, 2018 OP 0579 
5212326 JAN 29, 2008 OS DP 

020449 001 DOCETAXEL;TAXOTERE I - 429 MAY 19, 2007 
I-436 AUG 18, 2007 

020931 001 DOPETILIDE;TIKOSYN 4959366 SEP 25, 2007 
020931 002 DOFETILIOE;TIKOSYN 4959366 SE!P 25, 2007 
020931 003 OOPETILIDE;TIKOSYN 4959366 SEP 25, 2007 
020869 001 DORZOLAMIDE HYDROCHLORIDE;COSOPT 6316443 APR 17, 2011 OP U561 
020408 001 DORZOLAKIDE HYDROCHLORIDE;TRUSOPT 4797413 APR 28, 2008 DS DP Ul03 

4619939 OCT 28, 2003 DP Ul04 
020862 001 DOXERCALCIFEROL;HBCTOROL I - 424 APR 23, 2007 
020862 002 DOXERCALCIPEROL;HECTOROµ 5869473 AUG 02, 2008 U2'l8 I-424 APR 23, 2007 
018651 001 DRONABINOL;MAAINOL 6703418 FEB 26, 2011 US63 
018651 002 DRONABINOL;MARINOL 67034 1 8 FEB 26, 2011 U563 
018651 003 DRONABINOL;MARINOL 6703418 FEB 26, 2011 0563 
021098 001 DROSPIRENONE;YASMIN 6787531 AUG 31, 2020 DP 

~ 021427 001 DULOXETINE HYDROCHLORIDE;CYMBALTA 5023269 JUN l.l, 2008 DS DP 0605 NCE AUG 03, 2009 
>ADD> 5508276 JUL l.8, 2014 DP 
~ 021427 002 DULOXETINE HYDROCHLORIOE;CYMBALTA 5023269 JON 11, 2008 DS OP U605 NCE AUG 03, 2009 
>ADD> 5508276 JUL 18, 2014 DP 
>ADD> 021427 004 OIJLOXETINE HYOROCHLORIDE;CYMBALTA 5023269 JUN 11, 2008 DS OP U60S NCE AUG 03, 2009 
>ADD> 5508276 JUL 18, 2014 OP 
>ADD> 021733 001 DULOXB'T!NB BYDROCHLORIDE;CYMBALTA NCE AUG 03, 2009 
~ l'IDF SEP 03, 2007 
~ 02],733 002 DULOXETINE HYDROCHLORIDB;CYMBALTA NCE AUG 03, 2009 
>ADD> NDF SEP 03, 2007 
~ 021733 004 DTJLOXETINE HYDROCHLORIOE;CYMBALTA NCE AUG 03, 2009 
>ADD> NDF SEP 03, 2007 

021500 001 EMTRICITABINE;EMTRIVA 6703396 MAR 09, 2021 OS OP 
021504 001 EPINEPRRINE ; LIOOSITE TOPICAL SYS 5246418 SEP 30, 2013 DS DP NP MAY 04 , 2007 

5873850 SEP 30, 2013 OS DP 
6377847 SEP 30, 2013 DS DP 
6385488 SEP 30, 2013 DS DP 
6629968 JUN 30, 2020 DS DP 
6635045 JUN 29, 2021 OS DP 

021437 001 EPLERENONE;INSPRA 6747020 NOV 05, 2019 USB7 
021437 002 EPLERBNONE;INSPRA 6747020 NOV OS, 2019 U587 
021437 003 EPLBRENONE;INSPRA 6747020 NOV 05, 2019 11587 
021633 001 ESTRADIOL ACETATB;FEMTRACE NDF :AUG 20, 2007 
021633 002 ESTRADIOL ACETA-TE;FEMTRACE NDF AUG 20 , 2007 



A - El 
PRBSCRIPTTON AND OTC DRUG PRODUCT 

PATENT AND EXCLUSIVITY DATA 
See repo;rt. footnotes for information regarding report content. 

APPL/PROO INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL PATENT EXCLUS EXCLUS 
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021633 003 ESTRADIOL ACETATE;FEMTRACB NDF AUG 20, 2007 
021371 001 ESTRADIOL HEMIHYDRATE;ESTRASORB 5629021 JAN 31., 2015 DP NDF OCT 09, 2006 
021.1.66 001. BSTRADIOL; ESTROGEL NDF FEB 09, 2007 
021674 001 ES'l'RADIOL;MENOSTAA 5891868 NOV 21., 2017 DP 0594 NP JUN 08, 2007 

6692763 NOV 21, 201. 7 DP T,1594 
5223261. • JUN 29, 2010 DP 0594 

021040 001 ESTRADIOL;PREPBST 6747019 MAR 20, 2020 0311 
020992 002 ESTROGENS, CONJUGATED SYNTHETIC A;CENESTIN D-85 FEB OS, 2007 
0209.92 003 ESTROGENS, CONJUGATED SYNTHETIC A;CENESTIN D- 85 FEB 05, 2007 
020992 004 ESTROGENS, CONJUGATED SYN'l:HETIC A;CEN"ESTIN 0-85 FEB OS, 2007 
020992 006 ESTROGENS, CONJUGATED SYNTHETIC A;CENESTIN NS FEB 05, 2007 

0-85 FEB 05, 2007 
•021.443 003 ESTROGENS , CONJUGATED SYNTHETIC B ; ENJUVIA NP MAY 10, 200? 
021443 004 ESTROGENS, CONJUGATED S'fflTHETIC B,ENJUVIA NP MAY 1 0, 200? 
021490 001. ETHINYL ESTRADIOL;OVCON- 35 6667050 .JUN 12, 2021 DP Ul 
021687 001- BZETIMIBE;VYTORIN 4444784 DEC 23, 2005 OS DP 0592 NCB OCT 25, 2007 

5846966 SEP 21, 2013 DP 05,93 
RE37721 JUN 16, 201._5 DS DP 

021687 002 BZBTI'MIBE;VYl'ORIN 4444784 DEC 23, 2005 DS DP U592 NCE OCT 25, 2007 
5846966 SEP 21, 2013 DP US93 
RE37721. JUN 16, 2015 DS DP 

021687 003 EZETIMIBE;VYTORIN 4444784 DEC 23, 2005 OS DP U592 NCE OCT 25, 2007 
5846966 SEP 21, 2013 OP U593 
RE37721 JUN 16, 201.5 DS DP 

0216 87 004 EZETIMIBE;vYTORlN 444.4784 DEC 23, 2005 DS DP U592 NCE OCT 25, 2007 
584.6966 SBP 21, 201.3 DP U593 
RE37721 JUN 16, 201.5 DS DP 

020363 QOl FAMCICLOVIR ;FAMVIR 5840763 SEP 01, 201.5 U96 
5866581 OCT 04, 2014 U96 
5916893 SEP 01, 2015 096 
6124304 OCT 04., 2014 096 

020363 002 FAMCICLOVIR;FAMVIR 5840763 SEP 01, 2015 096 
5866581 OCT 04, 2014 096 
5916893 SEP 01, 2015 096 
6124304 OCT 04, 2014 096 

020363 003 FAMCICLOVIR;FAMVIR 5840763 SEP 01, 2015 096 
5866581 OCT 04 , 2014 096 
5916893 SEP 01, 2015 096 
6124304 OCT 04, 2014 096 

019922 001 FENOLDOPAM MESYLATE;CORLOPAM I - 422 APR 01, 2007 
020180 001 FINASTERIDE;PROSCAR 4760071 JUN J.9. 2006 OS DP 0262 

5886184 NOV 19, 2012 OS 
60461.83 MAR 20, 2011 DP US77 

01.9949 001 FLUCONAZOt'E;OIFLOCAN 4404216 JAN 29 , 2004 
4404216*PED JUL 29, 2004 

019 949 002 FLUCONAZOLE;DIFLUCAN 4404216 JAN 29, 2004 
4404216*PED JUL 29, 2004 

019949 003 FLOCONAZOLE;DIFLUCAN 4404216 JAN 29, 2004 
4404216•PED JUL 29, 2004 

019949 004 FLUCONAZOLE;DIFLUCAN 4404216 JAN 29, 2004 
4404216*PED JUL 29, 2004 

020090 001 FLUCONAZOLE;DIFLUCJ\N 4404216 JAN 29, 2004 
4404216*PED J1JL 29 , 2004 
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020090 002 FLUCONAZOLE;DIFLUCAN 4404216 JAN 29 , 2004. 
4404216"PED JU1, 29 , 2004 

019950 003 PLUCONAZOLE;DIFLOCAN IN DEXTROSE 4404216 JAN 29 , 2004 
4404216•PED JUL 29, 2004 

019950 005 FLOCONAZOLE;DIFLUCAN IN DEXTROSE 440421.6 JAN 29, 2004 
440421.6•PED JUL 29, 2004 

019950 001 FLUCONAZOLE;DIFLUCAN IN SODIUM C 4404216 JAN 29, 2004 
4404216•PED JUL 29, 2004 

019950 002 FLUCONAZOLE;DIFLUCAN rN SODIUM C 440421.6 JAN 29, 2004 
44.04216*PED JUL 29, 2004 

019950 004 FLUCONAZOLE;DIFLUCAN I N SODIUM C 440421 6 JAN 29, 2004 
4404216•PED JUL 29, 2004 

020985 001 FLUORO\JRACIL;CARAC 6670335 JUN 02, 202l DP U68 
02 1235 001 FLUOXETI.NE ll\'DROCHLORI DE ; PROZAC WEEKLY 5910319 MAY 29 , 2017 U396 

5985 322 M1'.Y 29, 201 7 0397 
021077 001. FLUTICASONE PROPIONATE;ADVAIR DISI.CUS 100/50 M-33 APR :n, 2007 
021433 001 FLUTICASONE PROPIONATE;FLOVENT HPA 6170717 DEC 23 , 201.7 DP NP MAY 14 , 2007 

6315173 DEC 23, 2017 DP 
6510969 DEC 23, 2017 DP 
6743413 JUN 01, 2021 DP U58J. 
6253762 APR 14, 2015 DP U582 
6546928 APR 14, 2015 DP 0 583 

021433 002 FLUTICASONE PROPI ONATE;FLOVENT HFA 6170717 DEC 23, 2017 DP NP MAY 14., 2007 
6315 1 73 DEC 23 , 2017 DP 
651.0969 DEC 23, 2017 DP 
6743413 JUN 01, 2021 DP 05B1 
6253762 APR 14, 2015 DP U582 
654692B APR 14 , 20 15 DP 0583 

021433 003 FLUTICASONE PROPIONATE;FLOVENT HFA 6170717 DEC 23 , 2017 DP NP MAY 14, 2007 
6315173 DEC 23, 2017 DP 
6510969 DEC 23, 2017 OP 
6743413 JUN 01, 2021 DP U581 
6253762 APR 14, 2015 DP 0582 
6546928 APR 14, 2015 DP IJ583 

021211 001 POLLITROPIN ALFA/BETA;FOLLISTIM AO 5929028 JAN 14 , 2018 DP 0567 
5767251 JUN 16 , 2015 OS 
45894.02 JUL 26, 2004 U568 
4589402 JUL 26, 2004 lJ569 
4589402 JUL 26 , 2004 U570 

021211 002 FOLLITROPIN ALFA/BETA;FOLLISTIM AQ 5929028 JAN 14, 2018 DP U567 
4589402 JUL 26 , 2004 0 568 
5767251 JUN 16 , 20.1 5 DS 
4589402 JUL 26, 2004 U569 
4589402 JUL 26, 2004 U570 

>ADD> 02.03 78 001 FOLLITROPIN ALFA/BETA;GONAL - F 5767251 JUN 16, 2015 DS 
~ 020378 002 FOLLITROPIN ALFA/BETA;GONAL - F 5767251 JUN 16, 2015 OS 
>Ai5D>" 0203 78 003 FOLLITROPIN ALFA/BETA;GONAL - F 5767251 JUN 16, 2015 DS 
~ 020378 004 FOLLITROPIN ALPA/BETA;GONAL- F 5767067 JUN 16, 2015 DS ODE MAY 24, 2007 
~ 5767251 JUN 16, 201 5 OS 
>ADD> 02037B 005 FOLLITROPIN ALAA/BETA : GONAL- F 5767251 JUN 16, 201 5 DS ODE MAY 24, 2007 

5767067 JUN 16 , 2015 DS 
:,,ADD> 02 1 765 001 FOLLITROPIN ALFA/BETA;GONAL- F 5767251 JUN 16, 2 015 DS NP MAR 25, 200 7 
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~ 021765 002 FOLLITROPI N ALFA/BETA;GONAL - F 5767251 JUN 16, 2015 DS N!? MAR 25, 2007 
S767067 JUN 16, 2015 DS 

>ADD> 021765 003 FOLLITROPIN ALFA/BETA , GONAL-F 57672S1 JUN u;:, 2015 OS NP MAR 25, 2007 
>ADD> 021684 001 FOLLITROPIN ALFA/BETA;GONAL - F RFF p~ 5767251 JUN 16 , 2015 OS 

5767067 JUN 16, 2015 DS 

~ 021684 002 FOLLITROPIN ALFA/8ETA;GONAL- F RFF PEN S767251 JUN 16 , 2015 OS 
5767067 JUN 16,, 2015 DS 

~ 021 684 003 FOLLITROPIN ALFA/BETA;GQNAL - F RFF PEN S767251 JUN 16, 2015 OS 
5767067 JUN 16 , 2015 DS 

021345 001 FONDAPAR.INUX SODIUM;ARIXTAA r-426 MAY 31, 2007 
I -427 MAY 31, 2007 

Cl21345 002 FONDAPARINUX SODIUM : ARIXTRA I-426 MAY 31, 20 07 
NCE DEC 07, 2006 
I - 397 JUN 17, 2006 
NS MAY 31, 2007 
I-42'7 MAY 31, 2007 

0213 45 003 FONDAFARINUX SOOIUM;ARIXTRA I- 426 MAY 31 , 2007 
NCE DEC 07 1 2006 
1-397 JUN 17, 2006 
NS MAY 3 1 , 2007 
I - 427 MAY 31 , 200'7 

021345 004 FONDAPARINUX SODIUM;ARIXTRA I-426 MAY 31, 2007 
NC.E DEC 07 , 2006 
I - 397 JUN 17, 2006 
NS MAY 31, 2007 
1 - 427 MAY 31, 2007 

021.344 001 FULVESTRANT;FASLODEX 6'7 74122 JAN 09 , 2021 IT5 96 
076017 001 GABAPEtITIN;GABAPENTIN PC FEB 14, 2005 
076017 002 GABAPIDITIN;GABAPENTIN PC FEB 14, 2005 
076017 003 GABAPENTlN;GABAPENTIN PC FEB 14-, 2005 
021061 001 GATIFLOXACIN;TEQIJIN 1 - 432 JUN 30, 2007 
021061 00 2 GATIFLOXACIN ; TEQOIN I- 432 JUN 30 , 2007 
021062 001 GATIFLOXACIN ; TEQIJilf 1~432 JUN 30, 2007 
021062 002 GATIFLOXACIN;TEQOIN 1-432 JUN 30, 2007 
021062 003 GATIFLOXAC!N;TEQUIN I-432 JUN JO, 2007 
021062 004 GATlFLOXACIN;TEQUIN I - 432 JUN 30, 2007 

>ADD> 021678 001 GATrFLOXACIN;TEQUIN 4980470 DEC 25, 2007 DS NCE DEC 1 7 , 2004 
>ADD> 58802 83 DEC 05 , 2015 D$ I - 329 OCT 17, 2005 
>ADD> 6589955 MAY 09, 2022 DS U603 

021493 001 GATIFLOXACIN;ZYMAR 49804 70 DEC 25, 2007 
6333045 AUG 20, 2019 OP 

020509 001 GEMC1TABIN'E HYDROCHLORIDE;GEMZAR 4808614 MAY 15 , 2010 OS I-428 MAY 19, 2004 
020509 002 GEMCITABINE HYDROCHLORIDE;GEMZAP 4808614 MAY 15, 2010 DS I-4.28 Ml<Y 19, 2007 
02115-El 001 GEMIFLOXACIN MESYLATE;FACTIVE 6723734 MAR 20, 2018 OS DP 
021667 001 GLUTAMINB;NUTRESTORE NCE JUN 10, 2009 
076345 001 GLYBURlDE;GLYBURIDE AND METFOR PC OCT 31, 2004 
076345 002 GLYBURIDE;GLYBURIDE AND METFOR PC OCT 31, 2004 
076345 003 GLYBURIOE;GLYBURIDE AND METFOR PC OCT 31, 2004 
02 1640 001 HYALURONI.DASE; VITRASE NP MAY OS, 2007 
020758 001 HYDROCBLOROTBIAZlDE;AVALIDE 5270317 SE.P 30, 2011 

5994348 JUN 07, 2015 
52703J.7"PED MAR 30, 2012 
5994348*PED DEC 07 , 2015 
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APPL/PROD- INGREDI.ENT NAME ; TRADE NAME PATENT PATENT/PED EXCL PATEN'I' EXCLUS EXCLOS 
NUMBER NUMBER EXPIRES CODE (S) CODE EXPlRES 

0207S8 002 HYDROCHLOROTHIAZIDE;A\/11.LIDE 5270317 SEP 30, 20ll 
5994348 JUN 07, 2015 
5270317...-PED MAR 30, 2012 
S994348*PED DEC 07, 201S 

020758 003 HYDROCHLOROTHIAZIDE;AVALIDE S270317 SEP 30, 2011 
.5994348 JUN 07, 2015 
5270317*.PED MAR 30, 20:i:2 
S994348*PED DEC 07, 2015 

076604 001 1fYDROCODONE BITARTRATE ; HYDROCODONE BITARTRA PC OCT 11, 200-4 
>ADD> 021044 001 HYDROMORPHONE HYDROCHLORIDE;PALLADONE NOE SEP 24, 2007 
~ 021044 002 HYDROMORPHONE l!YDROCHLORIDE;PA.LLADONE NDF SEP 24, 2007 
~ 021044 003 HYDROMORPHONE HYDROCHLORIDE;PALLADONE NDF SEP 24, 2007 
:;:,AD.D> 021044 004 HYDROMORPHONE HYDROCHLORIDE;PAL.LADONE NDF SEP 24, 2007 

021604 001 IBUPROFBN;CHILDREN'S ELlXStJRE NP JAN 07, 2007 
076478 001 .IBUPROFEN;:rBUPROFRN AND PSEUDO PC JUL 29, 2004. 
020723 001 IMIQUIMOD;ALDARA :r - 420 MAR 02, 2007 

.I-433 JUL 14, 2007 
020685 001 INDINAVIR SULFATE;CRIXIVAN 6689761 FEB 10, 2021 U554 
020685 003 INDINAVIR SULFATB;CRIXIVAN 6689761 FEB 10, 2021 USS4 
020665 005 INDlNAVIR SULFATE;CRIXI~ 6689761 FEB 10, 2021 U554 
020685 006 INDINAVIR SULFATE;CRIXIVAN 6689761 FEB 10, 2021 U554 
021629 001 INSULIN GLULISINE RECOMBINAN'l';APIDRA 6221633 JUN 18, 2018 OS DP U471 NCE APR 16, 2009 
020563 0-01 INSULIN LISPRO RECOMBINANT;HUMALOG 0-86 .JUN 02, 2007 
020563 002 INSULIN LISPRO RECOMBINANT;h"1JMALOG PEN 0 - 86 JUN 02, 2007 
021425 003 I02ROMIOE;ULTRAVJ:ST {PHARMACY 4364921 MAR 06, 2005 DS 'DP Ul13 
0207S7 001 IRBESARTAN;AVAPRO 5270317 SEP 30, 2011 I-373 SEP 1. 7, 2005 

>JIDD> 6342247 JUN 07, 2015 PED MAR 17, 2006 
5270317'"-PED MAR 30, 2012 
6342247*PED DEC 07, 2015 

020757 002 lRBESARTAN;AVAPRO 527031 7,..PED MAR 30, 2012 I-373 SEP 17, 2005 

~ 6342247*PED DEC 07, 2015 PED MAR 17, 2006 
02075 7 003 IRBESARTAN;A\IJl,.PRO S:!70317"PED MAR 30, 2012 1-373 SEP 17, 2005 

::,~~ PED MAR 17, 2006 
020571 001 IRINOTECAN HYDROCHLORIDE;CAMPTO~ 4604463 AUG 20, 2007 M- 34 JUN 24, 2007 

6403569 APR 28, 2020 U449 PED DEC 24, 2007 
4604.463*PED FEB 20, 2008 
6403569~PED OCT 28, 2020 

021066 001 KBTOTIFEN FOMARATE;ZADITOR 6777429 JAN 13, 2019 DP 
6774137 JAN -i3, 20i9 US99 
6776982 JAN 13, 2019 DP 

021.!81 001 LANSOPRAZOLE;PREVACID M- 12 AUG 3-0, 2005 
021281 002 LANSOPRAZOLE;PREVACID M- 12 AUG 30, 2005 
021428 001 LANSOPRAZOLE;PREVACID M- 12 AUG 30, 2005 
021428 002 LANSOPRAZOLE;PREVACID M- 12 A!JG 30, 2005 
021566 001. LANSOPRAZOLE;PREVACID IV NDF ~IAY 21, 2007 
020905 001 LEFLUNOMIDE;ARAVA M-32 MAR OS, 2007 

PED SE!? 05, 2007 
020905 002 LEFLONOMIDE;AAAVA M- 32 MAR OS, 2007 

PED SEP 05, 2007 
020905 003 LEFLUNOMIDE;ARJ>..VA M-32 MAR 05, 2007 

PED SEP OS, 2007 
020837 004 LEVAl,BUTEROL HYDROCHLORIDE ;XOPENID'. 6083993 JAN OS, 2010 U332 

64512,89 MAR 21, 2021 OP 
5362755 NOV 08, 2011 lJ33 2 
5547994 AiJG 20, 2013 U332 
5760090 JAN 05, 2010 U332 



A-12 
PRESCRIPTION AND OTC DP.UG PRODUCT 

PATENT AND EXCLUSIVITY DATA 
See report footnotes for informacion regarding report content 

Al?PL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED ElCCL PATENT EXCU1S EXCL!JS 
NUMBER NUMBER EXPI'RES CODE(S) CODE EXPIRES 

5844002 JAN OS, 2010 11S 
020182 001 LEVOCARNITINE;CARNITOR 6696493 JAN 18, 2021 11433 
021571 001 LEVOFLOXACIN1IQUIX S053407 DEC 20, 2010 OS OP 0600 NP MAR 01, 2007 
021225 001 LEVONORGESTREL;MIRENA 5785053 DEC 05, 2015 DP 
021.451 001 LIDOCAINE;ORAQIX 6031007 APR 01, 2011 OP 0553 
02-113 0 001 LINEZOLID;ZYVOX 5688792 NOV 18, 2014 us 11319 I - 431 JUN 23, 2007 

6S59305 JAN 29 , 2021 OS 
021130 002 LINEZOLID;ZYVOX 5688792 NOV 18, 2014 DS 0319 I-431 JON 23, 2007 

6559305 JAN 29 , 2021 OS 
021131 001 LINEZOLID; ZYVOX 6559305 JAN 29, 2021 DS 1 - 431 JUN 23, 2007 
021132 001 LINEZOLlD; ZYVOX 5688792 NOV 18, 2014 ns 0319 I-431 JUN 23 , 2007 

6559305 JAN 29, 2021 OS 
021226 001 wOPINAV:tR;l<ALETRA 6703403 JON 26, 2016 U257 
021251 001 LOPINAVIR;KALETRA 670.3403 JUN 26, 2015 U257 
075505 001 LORATAD!NE;LORATADINE PC AUG 20, 2004 
020386 001 LOSARTAN POTASSIUM ; COZAAR NPP MAR 11. 2001 

PED SEP l:L, 2007 
020386 002 LOSARTAN POTASSIUM;COZMR ITT'P .MAR 11, 2007 

P.lilD SEP 11 , 2007 
0203B6 003 LOSARTAN POTASStl.JM;COZAAR NPP MAR 11, 2007 

PED SEP 11, 2007 
020803 001 LOTEPREDNOL ETABONATE;ALREX 5747061 OCT 25, 2013 DP U576 
020583 001 LOTBPREDNOL STABONM'E;LOTEMAX 5747061 OCT 25, 2013 DP U575 
021249 001 LOVASTATIN;ADVTCOR 6676967 SEP 20, 2013 U548 

674669]. SEP 20, 2013 US86 
021249 002 LOVAST.ATIN;ADVICOR 6676967 SEP 20. 2013 U548 

6746691 SEP 20, 2013 U586 
021249 003 LOVASTATIN;ADVICOR 6676967 SEP 20, 2013 U548 

6746691 SEP 20. 2013 US86 
020938 001. MELOXlCAM;M.OBIC I - 430 JUL 16, 2007 
02093 8 002 MELOXICAM;MOBIC I-430 JUL 16, 2007 
02153 0 001 MELOXICAM;MOBIC 6184220 MAR. 25, 2019 DP I-430 JUL 16, 2007 

NCE APR 13 , 2005 
013217 001 METAXALONE;SKELAXIN 6683102 DEC 03, 202:!. T.J1.89 

:>ADD> 013217 003 METAXALONE;SKELAXIN 6683102 DEC 03, 2021 Ul89 
~ 021574 001 METFORMIN HYDROCHLORIDE;FORTAMET 6790459 MAR 17 , 2021 U604 N? APR 27, 2007 
>ADD> 6495162 MAR 20, 2018 DP 
>ADD> 6099859 MAR 20, 2018 DP 
>ADD> 021574 002 METFORMIN HYDROCHLORTDE;FORTAMET 6790459 MAR 17, 2021 U604 NP APR 27, 2007 
>ADD> 6495162 MAR 20, 2018 DP 
>ADD> 60998S9 MAR 20, 2018 DP 

076172 001 MBTPORMtN RYDROCHLORlOE;METFORMIN HCL PC DEC 14, 2004 
076545 001 METFORMIN BYDROCHLORI.DE;METFORM1N HCL PC MAY 29, 2004 
021U5 001 METHYL AMINOLEVOLINATE HYDROCRLORIDE;METHYL. AMINOLEVOLINA NE JUL 27, 2007 
021284 001 METRYLPHBNIDATB HYDROCHLORIOE:RITALIN LA 5837284 DEC 04, 2015 DI? 

6635284 DEC 04, 2015 DP U59l 
0212B4 002 METHYL PREN IDA TE HYDROCHLORIDE;RTTALIN LA 5837284 DEC 04, 2015 DP 

6635284 DEC 04, 2015 DP 05'91 
021284 003 METHYLPHENIDATE HYDROCHLORIDE;RITALIN LA 5837284 DEC 04 , 2015 DP 

6635284 DEC 04, 2015 DP 0591 
021284 004 METHYLPHENIDATE HYDROCHLORIDE;RITALIN LA 5837284 DEC 04, 2015 DP 

6635284 DEC 04, 2015 DP 11591 



A- D 
PRESCRIPTION AND OTC DRUG PRODUCT 

PATENT ANP EXCLUSIVITY DATA 
See report footno,tes for information regarding report content 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED .EXCL PATENT EXC'.LUS EXCLUS 
NUMBER NOMBER EXPIRES CODE(S) CODE EXPIRES 

021308 001 MICONAZOLE NITRATE;MONISTAT l COMBINATI RTO JUN 29 . 2004 
~ D- 90 OCT 01, 2007 

076307 001 MIRTAZAPINE ;MIRTAZM?INE PC JUN 14., ;;!004 
076307 002 M[RTAZAPINE;MIRTAZAPINE PC JUN 14, 2004 
020762 001 MOMETASONE FUROATE MONOHYPRATE;NASONEX 6723713 JAN 27, 2014 0574 

6123713•:PED JUL 27, 201.4 
0216?l 001 MORPRINi> SlJLFATE;DEPODUR 57231-47 MAR 03, 20'15 DP U584 

5807572, SEP 15, 2015 DP 
58914.67 JAN 31, 2017 DP 
5931089 JUt 14, 20LS 0584. 
5997899 SEP 01, 2016 DP 
5962016 JAN 31, 2017 DP US84 
6071534 FEB 18, 2008 
61716:l-3 OCT 01, 2016 DP 
6193998 SEP 01, 2016 DP 
624J.999 SEP 01, 2016 DP 

021671 002 .MORPHINE SULFATE.; DEPODIJR 51231.47 !\{AR 03, 2015 DP 0584 
5807572 SEP 1S, 2015 DP 
58914.67 JAN 31, 2017 DP 
5931089 .JUL 14, 2015 USB4 
599?899 SEP 01 , 2016 DP 
5962016 JAN 31 , 2017 DP U584 
6071534. FEB 18, 2008 
6171613 OCT 01, 2016 DP 
6193998. SEP 01, 2016 DI? 
6241999 SEP 01, 2016 DP 

021671 003 MORPHINE SULFATE;DEPODUR 5723147 MAR 03, 2015 OP U584 
5807572 SEP }S, 2015 DP 
SBSIJ.467 JAN 31, 2017 DP 
5931089 JUL 14, 2015 U584 
S997899 SEP 01, 2016 DP 
5962016 JAN 31, 2017 OP US84 
6071534 FEB 18, 2008 
6171613 OCT 01, 2016 DP 
6193998 SEP 01, 2016 DP 
6241..999 SEP 01, 2016 DP 

021598 001 MOXI"F'LOXACIN HYDROCHLORIDE;VIGAMOX 6716830 SEP 20, .2019 DP NCE PEC 10 , 2004 
6716830tPED MAR 29, 2020 PED JUN 10, 2005 

020381 001 NIACIN;NIASPAN 6746691 S.EP 20, 2013 US86 
020381 002 NIACill ;NIASPAN 6676967 SEP 20, 2013 US48 

6746691 SEP 20, 2013 U586 
020381 003 NIACIN;NlASPAN 66'76967 SEP 20, 2013 U548 

6746691 SEP 20, 2013 U586 
020381 004 NIACIN; NIASPAN 6676967 SEP :ao, 2013 US48 

6746691 SEP 20, 2013 U586 
020381 005 NIACIN 1NIASPAN TITRATI ON ST 6746691 SEP 20, 2013 U586 
021497 001 NiTAZOXANIDE;ALINIA NDF JUL 21, 2007 

NCE NOV 22, 2007 
ODE NOV 22, 2009 

021498 001 NITAZOXANIDE;ALINIA NPP JUL 21, 2007 
ODE NOV 22, 2009 

076648 001 NITROFURANTOIN;NITROFURANTOIN (MONO PC SEP 19, 2004 



A-14 
PRESCR I PTION AND OTC DRUG pgODUCT 

PATENT A.ND EXCLUSIVITY DATA 
See report footnotes for information regarding report content 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL PATENT EXCLUS. £XCLOS 
NUMBER NUMBER EXPlRES CODE(S) CODE BXPIRES 

021494 001 NIZATIDINE ; AXID NDF MAY 25, 2007 
020S92 001 OLANZAPINE;ZYPREJ!A S229382 APR 23, 2011 DS DP Ul.49 I - 417 JAN 14, 2007 

5229382 APR 23, 2001 US47 
020592 002 OLANZAPI?,fE ; ZYPREXA 5229382 APR 23, 2011. DS DP Ul.49 1-417 JAN 14, 2007 

5229382 APR 23, 20:tl 0547 
02059"2 003 OLANZAPINE;ZYPREXA 5229382 APR 23, 2011 PS DP Ul49 I-41. 7 Ji>,N 14, 200"7 

5229382 APR 23, 2011. US 47 
020592 004 OLANZAPINE;ZYPREXA 5229382 APR 2 3, 201 1. DS DP 0149 1 - 417 JAN 14 , 2007 

5229382 APR 23, 201.1 US47 
020592 DOS OLANZAPINE;ZYPREXA 5229382 APR 23, 2011. DS DP 01.49 1-417 JAN 14, 2007 

52'29382 APR 23, 2011 tJS47 
020592 006 OLANZAPINB;ZYPREXA 5229382 APR 23, 2011 DS DP Ul49 I-41 7 J AN 1.4, 2007 

5229382 APR 23, 2011 DS DP US47 
021253 001 OLJ>.N'ZAPINE;ZYPREXA S229382 APR 23 , 2011 OS DP U571 NDF MJ\R 29, 2007 

NP MAR 29, 2007 
021086 001 OLANZAPINE,; ZYi?REXA ZYDIS I-417 JAN 14, 2007 

1-400 JUL 10, 2006 
021086 002 OLANZAPlNE;ZYPREXA Z"YDI:S I-417 J1\N 14, 2007 

I - 400 JUL 10, 2006 
021086 003 OLANZAPlNE;ZYPREXA ZYDIS I-417 JAN 14, 2007 

I - 400 .JUL 1.0, 2006 
021086 004 OLANZAP.lNE; ZYPREXA ZYDIS I -417 J,W 14, .2007 

:r- 400 JUL 10, 2006 
021636 001 OMEPRAZOLE;ZEGERID 5840737 JUI, 16, 2016 0588 

6645988 JUL 16, 2016 OS DP 
6489346 JUL 16, 2016 DS DP U588 
6699885 JUL 16, 2016 U58B 
6780882 JUL 16, 2016 OS DP 

02108'7 001 OSELTAMlVIR PHOSPKATE;nMIFLO 5763483 DEC' 27, 2016 NCE OCT 27, 2004 
5866601 FEB 02, 2016 PED APR 27 , 2005 
5952375 FEB 02, 2016 
5763483*PED JUN 27, 2ffl 7 
5B666'01 .. PED AUG 02, 2016 
5952375""PED AUG 02, 2016 

021246 001 OSELTAMIVlR PHOSPHATE;TAMIFLU 5866601 FEB 02, 2016 NCE OCT 27, 2004 
5952375 FEB 02, 2016 PED APR 27, 2005 
5763483 DEC 27, 2016 0376 
5763483•PED JUN 27, 2017 
5866601-" PED AOG 02, 2016 
5952375~PED AUG 02, 2016 

021492 001 OXALIPLATIN ELOXATIN 1 - 425 JAN 09' , 2007 
021492 002 OXALIPLATJ:N ELOXATIN I-4 2 5 JA?,/ 09, 2007 
013718 001 OXANDROLONE OXA.NDRIN 5872147 OEC Os . 2017 0585 

6670351 OCT 20 , 2012 U585 
G5 7 6659 DEC OS, 2017 US8S 
6090799 JUL 18, 2017 lTS85 

013718 002 OXANDROLONE;OXJWDRI N 5872147 DEC OS , 2017 uses 
66 703 Sl OCT 20, 2012 uses 
6576659 DEC 05, 2017 U5BS 
6'090799 JUL 18, 2017 U585 

02 13S1. 002 OXYBUTYNIN;OXYTROL 6743441 APR 26, 2020 DP U318 
076168 001 OXYCODONE RYDROCHLORlOE;OXYCODONE HCL l'C SEP 26 , 2004. 



11.-15 
PRESCRIPTION AND OTC DRUG PRODUCT 

l?ATENT AND EXCLUSIVITY DATA' 
See repor t footnotes for information regarding report content 

APPL/PROD INGREDIENT NAME; 'l'RADE NAME PATENT PATENT/PED EXCL PATENT EXCLUS EXCLUS 
NUMBBR NUMBE·R EXPIRES CODE(S) CODE EXPIRES 

~ 020988 001 PANTOPRAZOLE SODilJM;PROTONIX IV 6780881 NOV 17, 2021 DP 
020819 001 PAIUCALCITOL;ZEMPLAR M- 31 MAR 31, 200? 

PED OCT 01, 2007 
020819 0 02 PARICALCITOL;ZBMPIAR 5246925 APR 17, 2012 U314 M-31 MAR 31, 2007 

5246925"-PED OCT 17, 2012 PED OCT 01 , 2001 
5587497 DEC 24 , 2013 
55B7497*PED JUN 24 , 2014 
6136799 APR 08, 2018 
6136799*PED OCT 08, 2019 
6361758 APR OB, 2018 DP 
63617513*PED OCT OB, 2018 

021462 001 PEMETREXED DISODIUM;AL!MT~ 5217974 MAR 29, 2011 U551 NCE FEB 04; 2009 
5344932 SEP 06, 2011 DS DP ODE FEB 04, 2011 

020629 oo i PENCICLOVIR SODIUM;DE.~AVIR 5840763 SEP 01, 2015 US0l 
5866581 SEP 04, 2014 US0l 
5916893 SEP 01, 2015 US0l 
6124304 SEP 04, 2011 U501 

021749 001 PENTETATE CALCIUM TRISODIUM,PENTETATE CALCIUM TR NCE AUG U, 2009 
021751 001 PHNTETATE ZINC TRI SODIUM;. PENTETATE ZINC TRI SO NCE AUG 11, 2009 
021073 001 PIOGLTT~ZONE HYDROCHLORIDE;ACTOS M- 35 NOV 26, 2006 
021D73 002 PIOGLITAZONE HYDROCHLORIDE;ACTOS M-35 NOV ,26, 2006 
021073 003 PIOGLITAZONE RYDROCHLORl;IJE;ACTOS M-35 NOV 26, 2006 
020639 001 Q"CraTIAPINE FUMARATE;SEROQOEL 4879288 SEP 26, 2011 DS DP 0550 1 - 419 JAN 12, 2007 

I-418 JAN 12 , 2007 
020639 002 QUETIAPINE FIJMARATE;SEROQUEL 4879288 SEP 26, 2011 OS DP U550 I-419 JAN 12, 2007 

I-418 JAN 12, 2007 
020639 003 QUETIAPINE FUMARATE;SEROQtraL 4879288 SEP 26, 2011 DS DP 0550 T-419 JAN 12-, 2007 

I - 418 JAN 12, 2007 
020639 004 QUETIAP!NE FUMARATE;SEROQUEL 4879288 SEP 26, 2011 DS DP 0550 'I - 419 JAN 12,, 2007 

I - 418 JAN 12, 2007 
020639 005 QUETIAPINE FUMARAl'E;SEROQUEL 487928B SEP 26, 2011 DS DP us so I -4 19 JAN 12, 2007 

I - 418 JM 12, 2007 
>ADD> 020815 001 RALOXIF,ENE HYDROCHLORIDE;EVISTA 6797719 MAR 10, 2017 DP 
::.ADD> 021698 001 RANITIDINE HYDROCHLORIDE;ZMTAC 150 NP AUG 31, 2007 

020741 001 REPAGLINIDE;PRANDIN 6677358 JUN 12, 2018 DS DP US46 
020741 002 REPAGLINIDE;PRANDIN 667735B JUN 12, 2018 DS DP U546 
020741 003 REW<GLINIDE,PRANDIN 6677.358 JUN 12, 2018 DS DP U546 
020903' 002 RIBAVIRIN;REBETOL 6177074 NOV 01, 2016 0454 

6177074*.PED MAY 01, 2017 U454 
6461605 NOV 01, 2016 U4'18 
6461605*PED MAY 01, 2017 U478 
64'72373 SEP 21 , 2017 U479 
6472373*PED MAR 21, 2018 U479 
6524570 NOV 01, 2016 0499 
'6524570*PED MAY 01, 2017 U499 

076203 001 RIBAVIRIN;RlBASPRERE PC OCT 03, 2004 
076193 001 RIBAVIR~N;RIBAVIRIN PC OCT 03, 2004 
021361. 001 RIFAXIMIN;XIFAXAN NCB MAY 25, 2009 
020835 003 RIS·EDRON,ATE SODIUM;ACTONEL 6465443 AUG 14, 2018 DP 

6432932 JUL 17, 2018 U595 
020659' 001 RITONAVIR;NORVIR 6703403 JUN 26, 2016 U564 
020945 001 RITONAVIR;NORVI R 6703403 JUN 26, 2016 U564 



A-16 
PRESCRIPTION AND OTC DRUG PRODUCT 

PATENT J\ND EXCLUSIVITY DATA 
See report footnotes for information regarding report content 

APPL/PROO INGREDIENT NAME; TRADE llAME PATENT PATENT/PED EXCL PAT-ENT EXCLUS EXCLUS 
NUMBER NUMBER EXPIRES CODE(S) CODE EXPIRES 

>ADD> 021042 001 ROFECOXIB ; VIOXX 5474995 JUN 24, 2013 DS DP U602 NCE MAY 20, 2004 
;ADij';' 6063811 MA.Y- 06, 2017 0-602 I - 353 APR 11, 2005 
>ADD> 6239173 JUN 24, 2013 OS DP U602 M- 27 AUG 06, J006" 

5691.3 74 MAY l.8, 2015 PED NOV 20, 2004 
S47499S*PED DEC 24, 2013 PED OCT 11, 2005 
5691374*PED NOV l.8, 2015 PED FEB 06, 2007 
60638ll*PED NOV 06, 2017 I-423 MAR 26, 2007 
6239173""PED DEC 24, 2013 

>JlJ:lD:. 021042 002 ROFECOXI.B,VJ:OXX 5474995 JUN 24, 2013 OS DP U602 NCE MAY 20, 2004. 
>ADD-> 6063811 MAY 06, 2017 U602 I - 353 APR 11, 200S 

~ 6239173 JUN 24, 20U DS DP U602 M-27 AUG 06, 2006 
5691374 MAY 18, 2015 PED NOV 20, 2004 
.54 '14995.•PED DEC 24., 2013 PED OCT 11, 2005 
S69l.374*PED NOV 1 B, 2015 P"ED FEB 06, 2007 
60638l.l.•PED NOV 06, 2017 I-423 MAR 26, 2007 
6239173•PED DEC 24, 2013 

:>ADD> 021042 003 ROl?ECO.XlB;VIOXX 6239173 JUN 24, 2013 OS DP U602 NCE MAY 20 , 2004 
:>ADD> 5474995 JUN 24., 2013 OS DP U602 l-353 APR 11 , 2 0 05 
>ADD> 6063811 MAY 06, 2017 U602 M-2 7 AUG 06, 2006 

5691374 MAY 18, 2015 PED NOV 20, 2004 
5474995*PED DEC 24, 2013 PED OCT 11, 2005 
56913 74 *Prill NOV 18, 2015 PED FEB 06, 2007 
606381l.*PED NOV 06, 2017 1-423 MAR 26, 2007 
6239l 73•PED DEC 24, 2013 

1'! 21 052 001 ROFECOXIB;VIOXX S474995 JUN 24, 2013 U266 NCE MAY 20, 2004 
5691374 ~y 1B, 2015 l-353 APR 11, 2005 
6063811 MAY 06, 2017 U266 M-27 AUG 06, 2 0 06 
6239173 JUN 24, 2013 PED NOV 20, 2004 
54?499S*PED DEC 24, 2013 PED FEB 06, 2 0 07 
S6"91374.*PED NOV 18, 2 0 15 PED OCT 11, 2 005 
60638ll•PEO NOV 06, 2017 
6239173•:PED DEC 24, 2013 

021052 002 ROFECOXIB;VlOXX 5474995 JUN 24, 2013 U266 NCE MAY 20, 2004 
5691374 MAY J.8, 20l5 I - 353 APR 11, 2005 
6063811 MAY 06, 201.7 U266 M-27 AUG 06, 2006 
62391.73 JUN 24, 2013 'E'ED NOV 20, 2004 
5474995*PED DEC 24, 201.3 PED FEB 06, 2007 
5691374•PEO NOV 18, 2015 PED OCT 11, 2005 
60638ll•PED NOV 06, 2017 
6239173•PED DEC 24, 2013 

021256 001 SECRETlN SYNTHETIC HUMAN;CHIRHOSTlM ODE A.PR 04 , 2009 
NCE APR 09, 2009 

020990 001 SBRTRALIN"E HYDROCHLORIDE;ZOLOl?T 6727283 OCT 11 , 2019 DP U580 
020926 001 SEVBLAMER HYDROCHLORIDE;RENAGEL 6509013 AUG 11, 2013 
0211 79 001 SEVELA.Ji!ER HYDROCKLORIDE;RENAGEL 6509013 AUG 11, 2013 

>ADD> 020632 001 SIBUTRAMINE RYDROCltLORIDE ;MERIDIA 4746680 JUN 11 , 2007 
>ADD> 4929629 MAY 29, 2007 
~ 5436272 JUL 25, 2012 U439 
~ 474.6680•PED DEC 11, 2007 
>ADD> 4929629•PED NOV 29, 2007 
>ADD> 543 6272*PED J1\N 25, 2013 
>ADD> 020632 002 SIBUTRAMlN'E 8YDROCHLORIDE;MERID1A 4746680 JUN 11, 2007 
~ 4929629 MAY 29 , 2001 
>ADD> 5436272 JUL 25, 201.2 U439 
~ 4746680*PED DEC 11, 2007 
>ADD> 4929629"'PE'D NOV 29, 2007 



A - l7 
PRESCRIPTION AND OTC DRUG PRODUCT 

PATENT AND EXCLUSrVITY DATA 
See report footnotes for information regarding report content 

APPL/i>ROD INGREDIENT NAME ; TRADE NAME !>ATENT !>ATENT/PED EXCL PATENT SXCLUS EXCLUS 
NUMBER llUMBER EXPIRES CODE(S) CODE EXPIRES' 

>ADD> 5436272-,PED JAN 25, 2013 
:>ADD> 020632 003 StBUTRAMlNE HYDROCHLORIDE;MERIDIA 47466B0 JUN 11, 2007 
>ADD> 4929629 MAY 29, 2007 
:>ADD:> 5436272 JUL 25, 2012 U439 
>ADD> 47466B0*PED DEC 11, 2007 
>ADD> 4929629*PED NOV 29 , 2007 
>AD□ ; 5436272•PED JAN 25, 2013 

0211.l0 003 SIROLIMUS;RA.PAMUNE NCE SEP 15, 2004 
I-386 APR 11, 2006 

020955 001 SODIUM FERRIC GLUCONATE COMPLBX,PERR.LECIT NPP AUG 13, 2007 
PED FEB 13, 2008 

021196' 001 SODIUM OXYBATE;XYREM 67808B9 DEC 22, 2019 OP 
0202B0 004 SOMATROPIN RECOMBINANT;GENO'l'ROPIN PRES&RVAT ~96B29;l JUN 2B, 2008 DP 
02016B 001 SOMATROPIN RECOMBIN'I\NT;NUTROPIN 5096B85 MAR 17, 2009 DP 
0201613 002 SOMATROPIN RECOMBI NANT;NUTROP!N 50968B5 MAR 17, 2009 OP 
020522 001 SOMATROP:i;N RECOMBINANT;NUTROPIN AQ 5763394 JUN 09, 2015 DP 
020522 002 SOMATROPIN RECOMBINANT;NUTROPIN AQ PEN 5763394 JUN 09, 2015 DP 
020080 001 SUMATRIPTAN SUCCINATE;IMITREX 4816470 DEC 28 , 2006 U72 

5037845 AUG 06, 2008 072 
4816470*PED JUN 28, 2007 
S037845"'PED FEB 06, 2009 

020,1.32 00·1 SIJ'MATRIPTAN SUCCINATE;IMITREX 4816470 DEC 28, 2006 un 
5037B45 AUG 06, 2008 \172 
6368627 MAR 02, 2012 U444 
5863559 JAN 26, 2016 U72 
6020001 MAR 02, 2012 0444 
6D2000l*PED SEP 02, 2012 
636B627*PED SEP 02, 2012 
4Bl64?0*PED JUN 2B, 2007 
S037B45*PE:D FEB 06, 2009 
5863559"P.ED JUL 26, 2016 

020132 002 SUMATRIPTAN SUCCINATE;IMITREX 4816470 DEC 28, 2006 U72 
503 7845 AUG 06, 2008 072 
6368627 MAR 02, 2012 U444 
5863559 JAN 26, 2016 U72 
6020001. MAR 02, 2012 U444 
602000l*EED SEP 02, 2012 
·6368627"PED SEP 02, 2012 
4816470*PED JUN 28, 2007 
503?845*P&D FEB 06, 2009 
5B63559"!>ED JUL 26, 2016 

020132 00,3 SUMATRIPTAN SOCCINATE;IMITREX 5037845 AUG 06, 2008 072 
4B16470 DEC 28, 2006 072 
6368627 MAR 02, 2012 U44~ 
5863559 JAN 26, 2016 072 
6020001 MAR 02, 2012 U444 
6020001.*PED SEP 02, 2012 
6368627*PED SEP 02, 2012 
4B16470*PED JUN 28, 2007 
5037845*PIID FEB 06, 2009 
5863559"PED JUl, 26, 2016 

020626 001 S1Jf,)ATRIPTAN1DIITREX 4816470 DEC 28, 2006 U72 
5037845 AUG 06, 2008 
5307953 DEC 02, 201.2 
5554639 SEP 10, 2013 0232 
570S520 DEC 1 ,0, 2011 022,:; 



A-18 
PRESCRIPTION AND OTC DRUG PRODUCT 

PATENT AND EXCLUSIVITY DATA 
See report footnotes for information regarding report content 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL PATENT E:XCLUS EXCLUS 
NUMBER Nl.lMBER BX-PIRES CODE (S,) CODE EXPIRES 

5554639•PED MAR 10, 20 14 
5705520•PED JW 10, 2012 
4816470*PED JUN 28, 2007 
S037845"PED FEB 06, 2009 
5307'9S3•PED JUN 02, 2013 

020626 002 SUMATRIPTAN ; IMITREX 4816410 DEC 28 , 2006 U72 
5037845 AUG 06, 2008 
5307953 DEC 02, 2012 
5554639 SEP 10, 2013 U232 
5705520 DEC 10, 2011 U232 
5554639*PED MAR l •O, 2014 
5705520•P1ID JUN" 1 0, 201 2 
4816470*PED JUN 28, 2007 
S037845•PED FEB 06, 2009 
53079S3*J?ED JON 02, 2013 

020626 003 SUMATRIPTAN ; IMITREX 4816470 DEC 28, 2006 U72 
5037845 AUG 06, 2008 
5307953 DEC 02, 2012 
5554639 SEP 10, 2013 U232 
5705520 DEC 10, 2011 U232 
5554639•PE.O MAR 10, 2014 
5705520*PED JUN 10, 2012 
4816470*PED JUN 28, 2007 
5037845*PIID FEB 06, 2009 
5307953*PED JUN 02, 2013 

021368 001 TADALAFIL;CIALIS 5859006 JAN 12 , 2016 OS DP 
6140329 JUL 11, 2016 DP Ul55 

021368 002 TADALAFIL;CI,AI,IS 5859006 JAN 12 , 2016 DS DP 
6140329 JUL 11, 2016 DP IJ155 

021368 003 TADALAFIL;CIALIS 5859006 JAN 12, 2016 OS DP 
6140329 JUL 11 , 2016 DP U155 

021388 001 TALC ; TALC ODE DEC 24, 2004 
020372 001 TECHNETIUM TC- 99M TETROFOSMIN KIT;MYOVI EW 5045302 FEB 09, 2010 
021200 001 TEGASEIROD MALMTE ; ZELNORM I-435 AUG 21 , 2007 
021200 002 TEGASEROD MALEATE;ZELNORM I - 435 AUG 21 , 2007 
021144 001 TELITHROMYCIN ; KETEK 0459798 SEP 24, 2015 DP NCE APR 01 , 2009 

5635485 APR 21, 2015 OS DP U578 
021124 002 TERBINAFINE HYDROCHLORIDE ; LAMISU AT 5681849 OCT 28, 2014 

4755534. DEC 30, 2006 U73 
4680291 JUL 14., 2004 U73 
6121314 MAY 18 , 2 01 2 U504 

02 0846 001 TERBINAFINE ; LAMISIL 5681849 OCT 28 , 201 4 DP 
6121314 MAY 18, 2012 DP U504 
6121314 MAY 18, 2012 DP U540 
6121314 MAY 18 , 2012 DP U502 
6005001 MAY 18, 2012 DP U540 
6005001 MAY 18 , 2012 U502 
6005001 MAY 18 , 2012 U504 
5856355 AAY 18 , 201 2 DP U502 
5856355 MAY 18, 2012 U504 
5856355 MAY 18 , 2012 US40 

021118 001 TERIPARATIDE RECOMBINANT HUMAN ; FORTEO 6770623 DEC 08 , 2018 DP U597 
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PRESCRIPTION AND OTC DRUG PRODUCT 

PATENT AND EXCLUSIVIT¥ DATA 
See report footnotes £0~ information regarding report content 

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT/PED EXCL PATENT EXCLUS EXCLUS 
NUMBER NUMBER EXPIRES CODE{S) CODE EXPI:RES-

020785 001 THALIDOMIDE; THALOMIO 675S784 SEP 23 , 202 0 0371 
020785 002 THALlDOMl!lE;THALOMID 6755784 SEP 23, 2020 U371 
020785 003 TRAL1DOM:IDE ;THALOMID 6755784 SEP 23, 2020 U371 
020B9B 001 THYROTROPIN ALFA;THYROGEN 6365127 NOV 24 , 20.lS OS DP USS6 
021618 001 TINIDAZOLE;TINDAMAX NC8 MAY 17 , 2009 
021618 002 'l'INTDAZOLE; TINOA1-1AX NCE MAY 17, 2009 

>ADD> 021395 001 TIOTROPIUM BROMIDE MONOHYDRATE;SPIRIVA 6777423 JAN 30, 2023 OS DP NCE JAN 30, 2 0 09 
56101 63 AA..ll 11. 2014 OS DP U566 

::>ADD> 020912 001 TIROFIBAN HYDROCHLORIDE;AGGRASTAT 5658929 SEP 27, 2010 
>ADD> 020913 001 TIROFIBAN RYDROCHLORIDE ; AGGRASTAT 565892 9 SEP 27, 2010 

021228 001 TOLTERODINE TARTRATE;DETROL LA 6770295 AUG 26, 2019 DP 0544 
6770295* PED FEB 26, 2020 

021228 002 TOLTERODINE TA.RTRATB ; DETROL LA 6770295 AUG 26, 2019 DP U544 
677029S•PED FBB 26 , 2020 

020505 001 TOP'.IP.AMATE; 'l'OPAMAX 4S13006 SEP 26, 2008 DS DP U83 .0 - 88 DEC 16, 2006 
5998380 SEP 13, 2015 U598 
6503884 OCT 1.3, 20:J.5 U59B 

020505 002 TOPIRAMATE; TOPAMAX 451 3 006 SEP 26, 2008 DS DP U83 0-8B DEC 16, 2006 
5998380 SEP 13, 201.5 US 98 
6503884 OCT 13, 2015 US98 

020S05 003 TOPIRAMATE;TOPAMAX 4513006 SEP 26, 2008 OS DP U83 D- 88 DEC 16, 2006 
5998380 SEP 13, 2015 tr598 
6503884 OCT 13 , 20l5 

020505 004 TOPIRAMATE;TOPAMAX 4513006 SEP 26, 2008 OS DP U83 D-88 DEC 16 , 200 6 
5998 3 80 SEP 13, 2015 0598 
6503884. OCT 13, 2015 0598 

020505 005 TOPIRAMATE ; TOPAMAX 4513006 SEP 26 , 2008 DS DP 083 D- 88 DEC 16, 2006 
599B380 SEP 1 3 , 2015 0598 
6503884 OCT 13, 201.5 0598 

02050S 006 TOPIRAMATE;TOPAMAX 4513006 SEP 26, 2008 DS DP 083 P - 88 DEC 16, 2006 
5998380 SEP 13, 2015 0598 
6503884 OCT 13, 2015 IJ598 

>JI.DD> 020844 001 TOPIRAMATE ; TOPAMAX SPRINKLE 6503884 OCT 13, 2015 \1598 D- 88 DEC H, , 2006 
4S13006 SEP 26, 2008 OS OP U83 
5998380 SEP 13, 2015 0598 

~ 020844 002 TOPIRAMATE; TOPAMAX SPRINKLE 6503884 OCT 13, 2015 U598 D-B8 DEC 1.6. 2006 
4513006 SEP 26 , 2008 ns OP U83 
5998380 SBP 13, 2015 U598 

> ADD> 020844 003 TOPIRAMATB; TOPAMAX SPRINKLE 6503884 OCT 13, 2015 IJ598 D-88 OEC 16 , 2006 
4513006 SEP 26, 2008 DS DP 083 
S.998380 SEP 1.3, 201.S US98 

0212S7 001 TRAVOPROST;TRAVATA.N 60 11 062 DEC 22, 2014 DP 
S849792 DEC 22, 2014 DP U383 
5889052 DEC 02 , 2014 OP U383 
5510383 AUG 03, 20B DP U383 

021272 001 TREPROSTINIL SODIUM;REMODULIN 676511 7 OCT 24, 20 1 7 DS 
021272 002 TREPROSTINIL SODIUM;REMOD\JLIN 6 7 65117 OCT 24, 2017 OS 
021272 003 TREPROSTINII. SODIUM; REMODULIN 6765117 OCT 24 , 2017 DS 
021272 004 TREPROST1NIL SODIUM;REMODULIN 6765117 OCT 24, 2017 DS 
021 595 0 01 TROSPIUM CHLORIDE;SANCTURA NCE MAY 28 , 200 9 
020675 001 URSODIOL ; rrRSO 25 0 4859660 NOV 19, 2007 
021630 001 VORICONAZOLE;VFENO 5116844 AUG 11, 2009 DP U540 NCE MAY 24, 2007 

5364938 NOV 1S , 2011 DS :t - 4 09 NOV 14, 2006 
S567817 OCT 22 , 2013 DS DP US40 
5773443 JAN 25, 2011 DS DP U5 40 
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PRESCRIPTION AND OTC DRUG PRODUCT 

PATENT AND EXCLUSIVITY DATA 
See r eport footnotes for info.rmation regarding report content 

APPL/PROD INGREDIENT NAME; TRADE NAME PATEN't' PATENT/PED EXCL PATENT EXCLUS 
NUMBER NUMBER EXPIRES CODE(S) CODE 

020825 001 ZIPRASIDONE HYDROCHLORIDE ; GEODON 4831031 MAR 02, 2007 DS DP 
53l2925 SEP 01, 2012 OS DP 
6150366 MAY 27, 2019 DP 
6245766 DEC 18, 2018 tJ601 

020825 002 ZIPRASIDONE HYDROCHLORIDE;GEODON 4831031 MAR 02, 2007 DS DP 
6150366 MAY 27, 2019 DP 
6245766 DEC 18, 20:18 U601 
5312925 SEP 01, 2012 OS DP 

020825 003 ZIPRASIOONE HYDROCHLORIOE;GEODON 4831-031 MAR 02, 2007 OS DP 
5312925 SEP 01, 2012 DS DP 
6150366 MAY 27, 2019 OP 
6245766 DEC 18, 2018 U601 

020825 004 ZIPRASIDONE HYDROCHLORIDE ; GEODON -4831031 MAR 02, 2007 OS DP 
5312925 SEP 01, 2012 OS DP 
61503 66 MAY 27, 2019 DP 
6245766 DEC 18, 2018 U601 

021450 004 ZOLMITRIPTAN;ZOMIG 6750237 NOV 28, 2020 DP 
6750237*PED MAY 28, 2021 

Footnote , 

1 . Patents are published upon receipt by the Orange Book Staff and may not reflect the official receipt date as described 
in 21 CPR 3 14.53 (c) (3) {5) . 

EXCLUS 
EXPIRES 

2 . Patents submitted on FDA Form 3542 and listed after August 1B, 2003 will have one to three patent codes indicating speci f ic 
patent claims as submitted by the sponsor : 

DS = Drug Substance claim 
DP= Drug Product claim 
U and number= Method of Use claim (may be mul t iple) . Specific Method of use claims are listed at 

bttp,//www.£da .gov/cder/orange/patex.htm 

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

4 . •PED and PED represent pediatric exclusivity. Pat ents with pediatric exclusivity granted after August 19, 2003 will be i ndi cated 
with •PED as was done prior to August 18, 2003 . Patents with •PED added after August 18, 2003 will not contain any information 
relative to the patent itself other than the •PIID extension. Information related specifically t o the patent wi ll be conveyed on 
the original patent only. 
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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 USTJNG OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS. NEW DOSING 
SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). THE CUMULATIVE SUPPLEMENT WIU UST NEW CODES 
ADDED S)NCE THE LAST ANNUAL EDITION. THE MOST CURRENT COMPLETE LIST OF ALL PA TENT AND EXCLUSIVITY 
TERMS IS AVAILABLE AT HTTP:/fvVWW.FDA.GOV/CDER/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-65 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 ADDITfON OF ONCE-WEEKLY DOSING FOR THE TREATMENT TO INCREASE BONE MASS IN MEN WITH 

OSTEOPOROSIS 
0-88 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-90 ADDITION OF DAYTIME ADMINISTRATION TO TREAT VULVOVAGlNAL CANDIDIASIS 

EXCLUSIVITY INDICATION 

1-417 USE: IN THE LONG TERM TREATMENT OF BIPOLAR I DISORDER 
1-418 ADJUNCTIVE THERAPY W/ MOOD STABILIZERS (LITHIUM OR DIVALPROEX) IN THE TREATMENT OF ACUTE 

MANIC EPISODES ASSOCIATED WITH BIPOLAR I DISORDERS 
1-419 MONOTHERAPY IN THE TREATMENT OF ACUTE MANIC EPISODES ASSOCIATED WITH BIPOLAR I DISORDER 
1-420 TOPICAL TREATMENT OF CLINICAU Y TYPICAL, NONHYPERt<ERATOTIC, 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 
1-422 INDICATED FOR THE IN-HOSPITAL SHORT-TERM (UP TO 4 HOURS) REDUCTION IN BLOOD PRESSURE IN 

PEDIATRIC PATIENTS 
1-423 ACUTE TREATMENT OF MIGRAINE ATTACKS WITH OR WITHOUT AURA IN ADULTS 
1-424 MANAGEMENT OF SECONDARY HYPERPARATHYROIOISM IN PATIENTS WITH MODERATE TO SEVERE 

CHRONIC RENAL INSUFFICIENCY NOT YET ON DIALYSIS 
1-425 FLOXATIN IN COMBINATION WITH INFUSIONAL 5-FLUOROURACIL (5-FU) AND LEUCOVORIN (LV) FOR THE 

TREATMENT OF PATIENTS PREVIOUSLY UNTREATED FOR ADVANCED COLORECTAL CANCER 
1-426 TREATMENT OF ACUTE PULMONARY EMBOLISM WHEN ADMINISTERED IN CONJUNCTION WITH 

WARFARIN SODIUM 
1-427 TREATMENT OF ACUTE DEEP VEIN THROMBOSIS WITHOUT PULMONARY EMBOLISM WHEN 

ADMINISTERED IN CONJUNCTION WITH WARFARIN SODIUM 
1-426 FOR USE IN COMBINATION WITH PACLITAXEL FOR THE FIRST-LINE TREATMENT OF PATIENTS WITH 

METASTATIC BREAST CANCER AFTER FAILURE OF PRIOR ANTHRACYCLINE CONTAINING ADJUVANT 
CHEMOTHERAPY UNLESS ANTHRACYCLINES WERE CLINICALLY CONTRAINDICATED 

1-429 FOR USE IN COMBINATION WITH PREDNISONE FORTHE 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 fN ADULTS 
1-431 NOSOCOMIAL PNEUMONIA AND COMMUNITY-ACQUIRED PNEUMONIA CAUSED BY STREPTOCOCCUS 

PNEUMONIAE INDICATION EXPANDED TO INCLUDE MUL Tl-DRUG RESISTANT STRAINS 
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1-432 TREATMENT OF COMMUNITY ACQUIRED PNEUMONIA CAUSED BY MULTI-DRUG RESISTANT 

STREPTOCOCCUS PNEUMONIAE 
\-433 TREATMENT OF BIOPSY-CONFIRMED, PRIMARY SUPERFICIAL BASAL CELL CARCINOMA IN 

IMMUNOCOMPETENT ADULTS, WITH A MAXIMUM TUMOR DIAMETER OF 2.0CM, LOCATED ON THE TRUNK 
(EXCLUDING ANOGENITAL SKIN) , NECK, OR EXTREMITIES (EXCLUDING HANDS AND FEET) 

1-434 PREVENTION OF CARDIOVASCULAR DISEASE IN ADULT PATIENTS WITHOUT CLINICALLY EVIDENT 
HEART DISEASE, BUT WITH MULTIPLE RISK FACTORS FOR CORONARY HEART D!SEAS!;: TO REDUCE 
RISK OF Ml AND RISK FOR REVASCULARIZATION PROCEDURES AND ANGINA 

1-435 CHRONIC IDIOPATHIC CONSTIPATION 
1-436 FOR USE IN COMBINATION WITH DOXORUBICIN AND CYCLOPHOSPHAMIDE FOR THE ADJUVANT 

TREATMENT OF PATIENTS WITH OPERABLE NODE-POSITIVE BREAST CANCER 
1-437 TREATMENT OF ACUTE MANIC AND MIXED EPISODES ASSOCIATED WITH BIPOLAR DISORDER 
1-438 EMPIRICAL THERAPY FOR PRESUMED FUNGAL INFECTIONS IN FEBR ILE, NEUTROPENIC PATIENTS 

EXCLUSIVITY MISCELLANEOUS 

M-30 CHANGES TO CLINICAL PHARMACOLOGY, PRECAUTIONS, AND DOSAGE AND ADMINISTRATION 
SECTIONS OF LABELING CONCERNING USE OF LOTENSIN IN PEDIATRIC PATIENTS WITH HYPERTENSION 

M-31 INFORMATION FOR USE IN PEDIATRIC PATIENTS WITH CHRONIC KIDNEY DISEASE STAGE 5 (END-STAGE 
RENAL DISEASE) 

M-32 ADDITIONAL LANGUAGE TO CLINICAL PHARMACOLOGY AND CLINICAL STUDIES 
M-33 INFORMATION FOR USE OF ADVAJR DISKUS 100/50 IN CHILDREN 4 TO 11 YEARS OF AGE WITH ASTHMA 
M-34 EXPANDED INFORMATION TO PEDIATRIC USE SUBSECTION OF LABELING IN RESPONSE TO PEDIATRIC 

WRITTEN REQlJEST 
M-35 ADDITIONAL INFORMATION REGARDING CLINICAL STUDIES DONE WITH ACTOS IN COMBINATION WITH 

METF'ORMIN, A SULFONYLUREA, OR INSULIN ADDED TO CLINICAL PHARMACOLOGY 
M-36 ADDITION OF INFORMATION TO CLINICAL STUDIES REGARDING PREVENTION OF CARDIOVASCULAR 

DISEASE 

PATENT USE 

U-546 USE OF REPAGLINIOE IN COMBINATION WITH METFORMIN TO LOWER BLOOD GLUCOSE 
U-547 MAINTENANCE MONOTHERAPY FOR BIPOLAR DISORDER 
U-548 A METHOD OF REDUCING FLUSH IN AN INDIVIDUAL BEING TREATED FOR A LIPIDEMIC DISORDER AND 

EFFECTIVELY TREATING THE LIPIDEMIC DISORDER 
U-549 USE IN THE TREATMENT OF MEN WITH ADVANCED SYMPTOMATIC PROSTATE CANCER 
U-550 TREATMENT OF BIPOLAR MANIA AND SCHIZOPHRENIA 
U-551 METHOD FOR REDUCING TOXICITY OF ALIMTA TREATED PATIENTS BY ADMINISTERING FOLIC ACID 
U-552 TREATMENT OF HYPERTENSION AND HYPERLIPIDEMIA WITH A SINGLE COMPOSITION 
U-553 MANAGEMENT OF PAIN AND DISCOMFORT ASSOCIATED WITH PERIDONTAL SCALING AND ROOT 

PLANNING PROCEDURES BY APPLICATION OF AN EUTECTIC MIXTURE OF LOCAL ANESTHETICS TO 
PERJOONTAL POCKETS 

U-554 TREATING HIV INFECTION WITH INDINAVIR SULFATE IN COMBINATION WITH ANTIRETROVIRAL AGENTS 
U-555 TREATMENT OF COMPLICATED URINARY TRACT INFECTIONS AND ACUTE UNCOMPLICATED 

PYELONEPHRITIS 
U-556 USE AS ADJUNCT DIAGNOSTIC FOR SERUM THYROGLOBULIN (TG) TESTING 
U-557 NASAL TREATMENT OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS SYMPTOMS 
U-558 INDICATED FOR THE RELIEF OF BRONCHOSPASM IN PATIENTS 2-12 YEARS OF AGE WITH ASTHMA 

REVERSIBLE OBSTRUCTIVE AIRWAY DISEASE) 
U-559 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 

U-560 METHOD OF DECREASING PARATHYROID HORMONE LEVEL; METHOD OF TREATING 
HYPERPARATHYROIDISM 

U-561 COSOPT IS INDICATED FOR THE REDUCTION OF ELEVATED INTRAOCULAR PRESSURE IN PATIENTS 
WITH OPEN-ANGLE GLAUCOMA OR OCULAR HYPERTENSION WHO ARE INSUFFICIENTLY RESPONSIVE 
TO BETA BLOCKERS 

U-562 TOPICAL TREATMENT OF CUTANEOUS LESIONS IN PATIENTS WITH AIDS-RELATED KAPOSI'S SARCOMA 
U-563 MARINOL IS INDICATED FOR, INTER ALJA, ANOREXIA ASSOCIATED WITH WEIGHT LOSS IN PATIENTS 

WITH AIDS 
U-564 TREATMENT OF HIV IN CONCOMITANT THERAPY 
U-565 TREATMENT OF SEASONAL AND PERENNIAL ALLERGIC RHINITIS SYMPTOMS, AND CHRONIC URTICARIA 
U-566 FOR THE LONG-TERM, ONCE-DAILY, MAINTENANCE TREATMENT OF BRONCHOSPASM ASSOCIATED WITH 

CHRONIC OBSTRUCTIVE PULMONARY DISEASE (COPD), INCLUDING CHRONIC BRONCHITIS AND 



EMPHYSEMA 
U-567 METHOD OF TREATING INFERTILITY 
U-56a METHOD OF USING FSH ALONE (WITHOUT EXOGENOUS LH) IN IN VITRO FERTILIZATION 
U-569 METHOD OF USING FSH ALONE (WITHOUT EXOGENOUS LH) IN IN VITRO FERTILIZATION AND WHEREIN 

THEREAFTER AN OVULATORY INDUCING AMOUNT OF HCG IS ADMINISTERED 
U-570 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 
U-571 TREATMENT OF AGITATION ASSOCIATED WITH SCHIZOPHRENIA AND BIPOLAR I MANIA 
U-572 INTENSIVE CARE UNIT SEDATION 
U-573 TREATMENT OF ACUTE PROMYELOGENOUS LEUKEMIA (APL) 
U-574 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 
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U-575 LOTEMAX 15 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 

U-576 ALREX IS INDICATED FOR STEROID-RESPONSIVE INFLAMMATORY OCULAR CONDITIONS FOR WHICH A 
CORTICOSTEROID IS INDICATED AND WHERE SUPERFICIAL BACTERIAL OCULAR INFECTION OR A RISI< 
OF BACTERIAL OCULAR INFECTION EXISTS. 

U-517 TREATMENT OF BENIGN PROSTATIC HYPERPLASIA WITH FINASTERIDE IN COMBINATION WITH DOXAZOSIN 
U-578 TREATMENT OF COMMUNITY ACQUIRED PNEUMONIA, ACUTE EXACERBATION OF CHRONIC BRONCHITIS, 

AND ACUTE BACTERIAL SINUSITIS CAUSED BY SUSCEPTIBLE STRAI NS OF DESIGNATED 
MICROORGANISMS lN PATIENTS 18 YEARS AND OLDER. 

U-579 TREATMENT OF EPILEPSY AND/OR MIGRAINE. 
U-580 TREATMENT OF DISORDERS OF THE SEROTONERG!C SYSTEM SUCH AS DEPRESSION AND ANXIETY

RELATED DISORDERS 
U-581 METHOD OF TREATING A CONDITION CAPABLE OF TREATMENT BY INHALATION, E.G. ASTHMA, 

COMPRISING ADMINISTRATION OF A FORMULATION CLAIMED IN US PATENT NO. 6743413 
U-582 METHOD FOR THE TREATMENT OF A RESPIRATORY DISORDER, E.G, ASTHMA, COMPRISING 

ADMINISTERING AN EFFECTIVE AMOUNT OF AN AEROSOL COMPOSITION TO A PATIENT FROM A 
METERED DOSE INHALER SYSTEM AS CLAIMED IN US PATENT NO. 6253762 

U-583 METHOD FOR THE TREATMENT OF A RESPIRATORY DISORDER, E.G- ASTHMA. COMPRJSING 
ADMINISTERING TO A PATIENT BY INHALATION, A METERED AEROSOL DOSE OF A DRUG FORMULATION 
FROM THE METERED DOSE INHALER SYSTEM CL.AIMED IN US 6546928 

U-584 SINGLE-DOSE ADMINISTRATION BY THE EPIDURAL ROUTE, AT THE LUMBAR LEVEL, FOR THE TREATMENT 
OF PAIN FOLLOWING MAJOR SURGERY 

U-585 TO PROMOTE WEIGHT GAIN AFTER WEIGHT LOSS IN CERTAIN TYPES OF PATIENTS 
U-586 AN INTERMEDIATE RELEASE NICOTINIC ACID FORMULATION SUITABLE FOR ORAL ADMINISTRATION 

ONCE-A-DAY AS A SINGLE DOSE FOR TREATING HYPERUPIDEMIA WITHOUT CAUSING DRUG-INDUCED 
HEPATOTOXICITY OR ELEVATIONS IN URIC ACJD OR GLUCOSE OR BOTH 

U-587 USE OF EPLERENONE IN COMBINATION WITH AN ANGIOTENSIN CONVERTING ENZYME (ACE) INHIBITOR 
(AND OPTIONALLY A DIURETIC) FOR TREATING CONGESTIVE HEART FAILURE AND HYPERTENSION 

U-588 SHORT-TERM TREATMENT OF ACTIVE DUODENAL ULCER; TREATMENT OF HEARTBURN AND OTHER 
SYMPTOMS ASSOCIATED WITH GERO; SHORT-TERM TREATMENT OF EROSIVE ESOPHAGITIS1 
MAINTENANCE OF HEALING OF EROSIVE ESOPHAGITIS 

U-589 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. 6131966 

U-590 METHOD FOR TREATMENT OF A RESPIRATORY DISORDER, E.G., BRONCHOSPASM, COMPRISING 
ADMINISTERING TO A PATIENT BY ORAL OR NASAL INHALATION A DRUG FORMULATION BY USING THE 
METERED DOSE INHALER SYSTEM AS CLAIMED IN US PATENT N0.6532955 

U-591 TREATMENT OF ATTENTION DEFICIT HYPERACTIVITY DISORDER USING A DOSAGE FORM WHICH 
PROVIDES ONCE-DAILY ORAL ADMINISTRATION Of A PHENIDATE DRUG 

U-592 TREATMENT OF PRIMARY HYPERCHOLESTEROLEMIA, MIXED HYPERLIPIDEMIA AND/OR HOMOZYGOUS 
FAMILIAL HYPERCHOLESTEROLEMIA (HOFA) 

U-593 TREATMENT OF PRIMARY HYPERCHOLESTEROLEMIA, MIXED HYPERLIPIDEMIA AND/OR HOMOZYGOUS 
FAMILIAL HYPERCHOLESTEROLEMIA (HOFH) 

U-594 PREVENTION OF POSTMENOPAUSAL OSTEOPOROSIS 
U-595 35 MG ORALLY ONCE A WEEK FOR PREVENTION OF OSTEOPOROSIS IN POSTMENOPAUSAL WOMEN ; 35 

MG ORALLY ONCE A WEEK FOR TREATMENT OF OSTEOPOROSIS IN POSTMENOPAUSAL WOMEN 
U-596 TREATMENT OF HORMONE RECEPTOR POSITIVE METASTATIC BREAST CANCER IN POSTMENOPAUSAL 

WOMEN WITH DISEASE PROGRESSION FOLLOWING ANTIESTROGEN THERAPY 
U-597 FORTEO IS INDICATED FOR THE TREATMENT OF POST MENOPAUSAL WOMEN WITH OSTEOPOROSIS 

WHO ARE AT HIGH RISK FOR FRACTURE 
U-598 PROPHYLACTIC TREATMENT OF MIGRAINE 
U-599 METHOD FOR TREATING ALLERGIC CONJUNCTIVITIS 



U-600 A METHOD OF TREATING A PATIENT IN NEED OF OPHTHALMIC ANTIMICROBIAL THERAPY WITH 
LEVOFLOXACIN 

U-601 TREATMENT OF BIPOLAR DISORDERS 
U-602 SIGNS AND SYMPTOMS OF OSTEOARTHRITIS, RHEUMATOID ARTHRITIS IN ADULTS, ANO/OR 

PAUCIARTICULAR OR POLYARTICULAR COURSE JUVENILE RHEUMATOID ARTHRITIS, ACUTE PAIN IN 
ADULTS; PRIMARY DYSMENORRHEA; AND/OR ACUTE MIGRAINE ATTACKS IN ADULTS 

U-603 METHOD OF TREATING INFECTIONS COMPRISING ORALLY ADMINISTERING AN EFFECTIVE AMOUNT OF 
THE FDA APPROVED ORAL SUSPENSION 

U-604 METHOD OF LOWERING BLOOD GLUCOSE BY ONCE DAILY ADMINISTRATION 
U-605 TREATMENT OF MAJOR DEPRESSIVE DJSOROER(MOD);AL THOUGH THE MEHCHANISM OF THE 

AN !DEPRESSANT ACTION Of DULOXETINE IN HUMANS IS UNKNOWN, IT IS BELIEVED TO BE RELATED 
TO ITS POTENTIATION OF SERATONERGIC AND NORADRENERGIC ACTIVITY IN THE CNS 
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Approved Drug Products, ADP 
SUBSCRIPTION ORDER FORM 

Easy Secure Internet: 
bookstore.gpo.gov 

Toll Free: (866) 512-1B00 
Phone: (202) 5 12-1800 
F8X! (202) 512-2250 

Mail: Superfntendent of Doo\.lrnents 
P.O. Bo)( 371954 
Pittsburgh, PA 15250-7954 

_ _ _ subscription(s) of Approved Drug Products with Therapeutic Equivalence Evaluations, ADP, and the monthly Cumulative 
Supplements, for $110.00 per year. The total cost of my order is$. ____ . Price includes regular shipping and handling and is 
subject to change. International customers please add 40%. 

Per:ional name {Please type or pnnt) 

Company name 

S1nleladdl88S City, state, Zlp code 

Daytime phone Including 11198 coda 

Purchase Qft!er number (optional) 

-Check method of payment 

0 Check payable to Supe,fntendent of Documents 

D SOD Depo~ Account! I I J I I I I - D 
0 VISA O MasterCard O Olscover/NOVUS O American Express 
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