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1.0 INTRODUCTION 

l. l HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to the .t_Y!proved Dru1 Products with 
Therapeutic Equivalence Evaluations, i 8th Edition (the List). The List is composed of four parts: 
approved prescription drug productf: 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, have been discontinued from marketing or that 
have had their approvals withdrawn for other than safety or efficacy reasons. 

The Cumulative Supplement provides, among othe; 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 el'lclusivity 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. 

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient name. For those 
products with multiple active ingredients, only the first active ingredient (in alphabetical sort) will 
appear. In addition, the trade name will be displayed to the right of the active ingredient name for each 
product. Also shown is the application number and product number (FDA's internal file number) for 
reference purposes. All patents with their expiration dates are displayed for each application number. 
Use patents are indicated with the symbol "U" followed by a number representing a specific use. Patent 
and Exclusivity information for a specific drug is indicated by an abbreviation followed by the date 
upon which the patent and/or exclusivity expires. Refer to the Patent and Exclusivity Terms section 
in the Patent and Exclusivity Information Addendum for an explanation of all codes and abbreviations. 
Information regarding drug patents and exclusivity for an approved product will appear in this 
addendum as it is received and may not correspond with the month the drug product is approve4 and 
published in the Rx/OTC sections of the Cumulative Supplement. 

iii 



Because all parts of the publication are subject to changes, additi,·ms, or deletions, the List must be use<l 
in conjunction with the most current Cumulative Supplement. Users may wish to place an asterisk (*) 
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. [Strength(s) which already exist in the List will not 
be repeated for context.] 

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 thera~utic equivalence code is revised. In that case the deletion of 
the therapeutic equivalence code is followed immediately by the addition of the revised one.) 

New additions to the Prescription Drug Product List, OTC Drug Product List, and 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, OTC Drug Product List, and the Patent and 
Exclusivity Data are indicated by the symbol >DLT> (DELETE) to the left of the line. The >DLT> 
symbol is dropped in subsequent Cumulative Supplements for that item. The shaded print remains in 
the Prescription Drug Product List and OTC Drug Product Lists in all Cumulative Supplements (hard 
copy only) for this edition. However, the overstruck data in the Patent and Exclusivity Data is dropped 
in subsequent Cumulative Supplements (hard c<'py). 

Products that have never been marketed, have been discontinued from marketing or that have had their 
approvals withdrawn for other than safety or efficacy reasons, will be flagged in this Cumulative 
Supplement with the "@" symbol to designate their non-marketed status. All products having a "@" 
symbol in the 12th Cumulative Supplement of the 18th Editior. List will then be added to the 
"Discontinued Drug Product List" appearing in the 19th Edition. 

1.2 APPLICANT NAME CHANGES 

It is not practical to identify in the Cumulative Supplement each and every product involved when an 
applicant transfers its entire line of approved drug products to another applicant, or when an 
applicant changes its name. Therefore, the cumulation of these transfers and name changes will ~ 
identified in this section only. Where only partial lines of approved products are transferred between 
applicants, each approved product involved will appear as an applicant name change entry in the 
Cumulative Supplement. 
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It is also not practical to identify each and evel) product involved when an applicant name is change.:? 
to meet i11ternal publication standards (e.g., MSD or Zenith [Former Abbreviated Names] are 
changed, respectively, to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When 
this occurs, each product involved ( either currently iu the Cumulative Supplement or in the following 
year's edition) will automatically 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. However. when the applicant name change is one which may not be 
easily recognized or located in the listing (e.g .• White Towne Paulsen [Former Abbreviated Name] is 
changed to Whiteworth Towne PLSN [New Abbreviated Name], the name change will appear in this 
section and will be identified with an asterisk. 

FORMER APPLICANT NAME 
(FORMER ABBREVIA't"ED NAME) 

APPLICANT NAME CHANGES 

NEW APPLICANT NAME 
(NEW ABBREVIATED NAME) 

NO APPLICANT NAME CHANGES - MARCH 1998 

1.3 ACYCLOVIR 200MG TABLET-REFERENCE LISTED DRUG 

Novopharm 's single source acyclovir tablets have been declared to be a reference listed drug for the 200 mg 
tablet in addition to the acylcovir (Zovirax) 800 mg tablet of the innovator. A generic firm wishing to submit 
an ANDA for a duplicate of the 200 mg acyclovir tablet will be eligible for a waiver of the in vivo 
determio~tion of bioequivalence (I) if their product is proportionally similar in its active and inactive 
ingredients to their own 800 mg acyclovir tablet and (2) by doing an acceptable comparative dissolution test 
(dissolution profi;e) against Novopharm's 200 mg acyclovir reference listed drug. 

Before a waiver vf the in vivo determination of bioequivalence can be granted for the 200 mg acyclovir 
tablet, the generic firm must have completed an acceptable fasting and fed study comparing their acyclovir 
800 mg tablet against the Zovirax 800 mg tablet. 

For further information on the study designs. you should contact the Division of Bioequivalence, Office of 
Generic Drugs. 

1.4 FOLLITROPIN ALF A AND BET A 

Based on available data derived from physico-chemical tests and bioassay, follitropin alfa and follitropin beta 
are indistinguishable. 

V 



1.5 AVAILABILITY OF THE PUBLICATION AND UPDATING PROCEDURES 

The Approved Drug Products with Therapeutic Equivalence Evaluations (Prescription Drug Products. OTC 
Drug< ~cts{at1~the Discontinued Drug Product Lists) is available on diskette. on a quarterly basis. from 
the National Technical lnfonnation Service. The telephone number for the Subscription Department is (703) 
487--6430. Written inquiries regarding this subscription may be forwarded to 5285 Port Royal Road 
Springfield.VA 22161. 

The following Approved Drug Products with Therapeutic Equivalence Evaluations files are available on 
Internet: Prescription Drug Product List; OTC Drug Products; Discontinued Drug Products; Prescription and 
OTC DfugiProducf Patent and Exclusivity Data; and Appendices. 

These files may be accessed on the Internet's World Wide Web. To access the CDER Home Page. use this 
Uniform Resource Locator (URL): http://www.fda.gov/cder. You do not need an Internet connection to 
reach the FDA Home Page; you can use the free dial-up connection (800) 222-0 I 85 for text based. non
graphical use only. For further assistance. please call (30 I) 443-4908. 

The Prescription Drug Products and OTC Drug Product files will be available on a monthly basis in the near 
future. 





1.6 REPORT Of COUNTS FOR IH, PRESCRIPTION DRUG PRODUCT LIST 

.lli;~TION OF Rl;:PORI 

This report provides summary counts derived from the product infonnation 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 1997) refers to the products in the Prescription Drug Product List. For each three-month period, a column 
of quarterly data is added which incorporates counts of product activity from the previous qua1ter( s) with those in the baseline count. 

DEFINITIONS 

Drug Product 

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

New Molecµlar Entity 

A new mokcular 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. 
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This data is provided to the Division of Data Management and Services from 
the Office of Orphan Products Development and it is not edited prior to 
publication. 

Orphan Product Designations and Approvals List 
January 1998 through March 1998 

Name 
Generic Name 
TN=Trade Name 

9-cis-retinoic 
acid 
TN= 

Alck,sleultin 
TN= Prol.eultin 

Indication Designated 

For the topical. treatment of 
cutaneous lesions in patients 
with AIDS-related Kaposi's 
sarcoma. 

Treatment of metastatic 
melanoma. 

Arsenic trioxide Treatment of acute promyelocytic 
TN== leukemia. 

Beclomethasone 
dipropionate 
TN= 

Bindarit 
TN• 

For oral administration in the 
treatment of intestinal 
graft-versus-host disease. 

Treatment of lupus nephritis. 

Sponsor & Address 
DD= Date Designated 
MA=Marketing Approval 

Ligand Pharmaceuticals 
Inc. 
10275 Science Center 
Drive 
San Diego, CA 92121 
D0==03/24/1998 

Chiron Corporation 
4560 Horton Streat 
Emeryville, CA 94608 
D0==09/10/1996 
MA=0l/09/1998 

PolaRx, Inc. 
787 7th Ave. , 48th 
Floor 
New York, NY 10019 
D0==03/03/1998 

George B. McDonald, 
M.D. 
Fred Hutchinson Cancer 
Research Center 
1100 Fairview Avenue 
North (SC-113); PO Box 
19024 
Seattl.e, WA 98109 
D0==03/27/1998 

Angelini 
Pharmaceuticals, Inc. 
70 Grand Avenue 
River Edge, NJ 07661 
D0==02/03/1998 
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Orphan Product Designations and Approvals List 
January 1998 through March 1998 

Naae 
Geaeric Name 
TN==Trade Name 

Carbaaylglutaai.c Treatment of N-a"8tylglutaaata 
acid synthetase deficiency. 
TN-

Hydroxyurea 
TN- Droxia 

L-baclofen 
TN-

Lepiruclin 
TN- Refluden 

Pentostatin 
TN-

Phenylacetate 
TN-

Pil.ooarpine HCl 
'l'N• Sal.agen 

Treatment of patients with 
aicltl.e cell anemia as shown by 
the presence of hemoglobin S. 

Treatment of trigeainal 
neuralgia. 

Treatment of heparin-associated 
thrombocytopenia type II. 

Treatment of cutaneous T-cel.l 
lymphoma. 

For use as an adjunct to 
surgery, radiation therapy and 
cheaot:1,erapy for the treatment 
of patients with primary or 
recurren·i: malignant gl.ioma. 

Treatment of xeroatomi.a and 
keratoconjunctivitis aicca in 
Sjogren•• syndrome patients. 

Sponsor & Address 
DO- Date Designated 
l\tA-Markmng Approval 

Orphan Europa 
blaeubl.e "Le 
Gui.l.l.awaet" 
60 a?enue du President 
Wil.son 
92046 Paris 
France 
00-01/:l0/1998 

Bristol-Myers Squibb 
Pharmaceutical. 
Research Institutfl 
P.O. Box 4000 
Princeton, NJ 08543 
DD-10/01/1990 
MA•02/25/1998 

Pharaaacience, Inc. 
8400 Darnley Road 
Montreal., Quebec 
Canada H4T 1M4 
D0-01/06/1998 

Hoechst Marion Roussel. 
Frankfurt am Main 
Germany 
D0-02/13/1997 
MA-03/06/1990 

SuperGen, Inc. • 
Two Annbel. Lane, Sui ta 
220 
San R.laon, CA 94583 
D0-03/27/1998 

Targon Corporation 
307 Coll.age Road Bast 
Princeton, NJ 08Z40 
D0-03/06/1998 

MGI Pharma, Inc. 
9900 Bren Road Bast 
Suite 3001: 
Minneapolis, MN 55343 
DD-02/28/1992 
MA•02/1l /1998 



Orphan Product Designations and Approvals List 
January 1998 through March 1998 

Name 
Geaeric Name 
TN=Trade Name 

Recombinant 
humanized 
monclonal 
ar.tibody 5c8 
TN-

Recombinant 
humanized 
monoclonal 
antibody 5c8 
TN= 

Rifaximin 
TN= Normix 

Thalidomide 
TN= 

Thymal.fasin 
TN= Zadaxin 

lndicatwn Designated 

Treatment of immune 
thrombocytopenic purpura. 

Treatment of systemic lupus 
erythematosus. 

Treatment of hepatic 
encephalopathy. 

Treatment of pri~ary brain 
malignancies. 

Treatment of OiGeorge anomaly 
with immune defects. 

Transgenic human Treatment of cystic fibrosis. 
alpha 1 
antitrypsin 
TN= 

SponsGr & Address 
DD= Date Designated 
MA=Marketing Approvai 

Biogen, Inc. 
14 Cambridge Center 
Cambridge, MA 02142 
DD=02/03/1998 

Biogen, Inc. 
14 Cambridge Center 
Camb:t·idge, MA 02142 
OO=02/lE/1998 

Salix Pharmaceuticals, 
Inc. 
3600 W. Bayshora Road 
Palo Alto, CA 94303 
DO=02/10/1998 

EntraMed, Inc. 
9610 Medical Canter 
Drive, Suite 200 
Rockville, MD 20850 
00=02/27/1998 

SciClone 
Pharmaceuticals, Inc. 
901 Mariner's Island 
Blvd. 
San Mateo, CA 94404 
OD=0l/08/1998 

PPL Therapeutics 
(Scotland) Limited 
Roslin, Edinburgh 
EH25 9PP Scotland 
U.K. 
00=03/06/1998 

30 



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

NO MARCH 1998 ADDITIONS 
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PATENT AND EXCLUSIVITY TERMS 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 APPROVE.:> DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 
18TH EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW 
INDICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEME!liT. 

REFERENCES 
NEWOOSING SCHEDULE 

D-38 CONTINUOUS INFUSION AS AN AL TERNA TE METHOD Of ADMINISTRATION 
D-3, CHANGE IN TIME TO TAKE THE DRUG PRIOR TO A MEAL TO PREVENT MEAL-INDUCED HEARTBURN 

SYMPTOMS FROM,. ••. 1/2-1 HOUR BEFORE EA TING ••• " TOM ... RIGHT BEFORE EA TING OR UP TO 
60 MIN BEFORE CONSUMING ••• " 

D..fi ONCE-A-DAY DOSING REGIMEN 

NEW INDICATION 

1-212 TREATMENT OF SYMPTOMS OF DRY MOUTH IN PATIENTS WITH SJOGREN'S SYNDROME 
1-213 TEMPORARY RELIEF Of PAIN AND PHOTOPHOBIA IN PATIENTS UNDERGOING CORNEAL 

REFRACTIVE SURGERY 
1-214 TREATMENT Of OSTEOPOROSIS 
1-215 PRE-PROCEDURAL APPUCA TION TO ADULT MALE GENITAL SKIN PRIOR TO SITE-SPECIFIC 

SUBCUTANEOUS l!IIFILTRATION WITH UDOCAINE FOR THE REMOVAL Of GENITAL WARTS 
1-216 FOR TH~ LONG-TERM 1WICE-DAIL V (MORNING AND EVENING) ADMINISTRATION IN THE 

MAINli ENANCE TREATMENT Of BKONCHOSPASM ASSOCIATED WITH COPD, INCLUDING 
CHRONIC BRONCHITIS AND EMPHYSEMA 

1-217 PREVENTION (DURING AND FOLLOWING HOSPITALIZATION) OF DEEP VEIN THROMBOSIS, WHICH 
MAY LEAD TO PULMONARY EMBOLISM, IN PATIENTS UNDERGOING HIP REPLACEMENT SURGERY 

1-21!1 
1-219 
1-220 TREATMENT OF EPISODIC HEARTBURN, ACID INDIGESTION AND SOUR STOMACH 
1-221 TREATMENT OF BENIGN PROSTATIC HYPERPLASIA (BPH) IN MEN WITH AN ENLARGED PROSTATE 

TO IMPROVE SYMPTOMS, REDUCE THE RISK OF ACUTE URINARY RETENTION AND REDUCE THE 
RISK OF THE NEED OF SURGERY 

1-222 PREVENTION OF ISCHEMIC COMPUCA TIONS Of UNSTABLE ANGINA AND NON-Q-WAVE 
MYOCARDIAL INFARCTION, WHEN CONCURRENTL V ADMINISTERED WITH ASPIRIN 

1-223 USE IN THE SYMPTOMATIC RELIEF OF RHINORRHEA ASSOICATED WITH ALLERGIC AND 
NONALLERGIC PERENNIAL RHINITIS IN CHILDREN AGE 6-11 YEARS 

1-224 FOR THE USE IN PEDIATRIC PATIENTS 4 TO 11 YEARS OF AGE FOR THE MANAGEMENT OF THE 
NASAL SYMPTOMS Of SEASONAL AND PERENNIAL ALLERGIC RHINITIS 

1-225 USE IN PATIENTS WITH PREVIOUS Ml AND NORMAL CHOLESTEROL LEVELS, TO REDUCE RISK OF 
RECURRENT Ml, MYOCARDIAL REV ASCULARIZA TIDN, AND CEREBROVASCULAR DISEASE EVENTS 

1-226 FIRST-LINE THERAPY FOR THE TREATMENT OF ADVANCED CARCINOMA OF THE OVARY IN 
COMBINATION WITH CISPLATIN 

1-227 SHORT-TERM TREATMENT OF SYMPTOMATIC GASTROESOPHAGEAL REFLUX DISEASE (GERD) 
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MHCIUPTIOII MD OTC NUIB ~T 
PAT!NT MD IRCI.UIIVITY DATA 

~ lmiHDIENT .,_; Tlta .,_ PATENT PATENT - ElCCLUI IEICCLUI ... NUMBH ElCPllltH a»E a»E E!lCPUtES 

02III02 001 ACE!TMIIIOPMH;EXCDIIN (IU GRAIN£) • JM 14, 2001 
020059 001 AHtlOSINE;AHUCMI S01Cll71 DEC 10, ;?OOI U•116 

5731296 MM 24, 2015 u-221 
019187 001 MLODIPINE! HSYLATIE;NORVASC 4572909 JUL 31, 2006 
019187 002 MLODIPJNE ESYLAT!;NORVASC 4572909 JI.IL 31, 2006 
019787 003 MLODIPINE! ESYLAT!;NORVASC 4572909 JUL 31, 2006 
020420 001 MIUTMINE! lffl>ROCfil.OltlDE;GENESA 510U63 APR 28, 2009 u-220 

5234404 AUG 10, 2010 u-220 
5395970 MM 07, 2012 

020114 001 AZELASTINE! N'IDROCNLOltlDE;ASTELIN 5164194 WV 01, 2010 U·207 
017573 001 HCLOMETIIASOIIE DIMOPIOIIATE;VMialtll. 4364923 DE!C 21, 1999 
018521 001 ECI.OMETIIASOIIE DIMOPIOIIATIE;~ 4364m DEC 21, 1999 
020486 001 IECI.OMETIIASOIIE DIPMIPIOIIATE;VANCEIUL OOil.llllLE STRHGTII 4364923 DEC 21, 1999 
020816 001 BltUiZOI.MIDE;AZOPT 5240923 AUG 31, 2010 U·224 NCE AM 01, 2003 

5378703 AUG 31, 2010 U•:224 
5461081 OCT 24, 2012 U·225 

020313 002 CALCITOIIIN, SALNlll;MIACAI.CIN 5733569 MR 31, 2015 U•227 
020896 001 CAPECITMINE!;ICELODA NCE ~ 30, 2003 
020896 002 CAPECITMl":ilCELODA NCE AM 30, 2005 
020712 001 CAUMAZE!Pi ;CARSATlml. 5326570 JUL 05, 2011 U·215 
020712 002 WIMAZEPINE;CMIATlml. 5326570 JUL 05, 2011 U·215 
020297 001 CARVIEDILOL;IXIREG 4503067 MR 05, 2007 U·:S 
020297 002 CARVED I LOL;COREG 4503067 MR 05, 2007 U·:S 
020297 003 CMVED ILOL;COREG 4503067 MR 05, 2007 U-3 
020714 001 CNLOltNEIUDINE GU.ICONATE;t>EltlO CIIIP • MAY 15, 2001 
020369 001 CIPltOfLOOCIN N'IDROCNLOltlDE;CILOlCM 4670444 JUN 02, 2004 U·223 NDF - 30 I 2001 020805 001 CIPltOflOOCIN NYDltOCIILOltl0£;CIPltO MC 4670444 DEC 09, 20D3 NC FEB 10, 2001 

4844902 FEB 11, 2008 
020180 001 CIPltOfLOOCIN;CJPltO 4670444 DEC 09, 20D3 

>AOO> 020180 002 CIPltOfLOOCIN•CIPltO 4670444 DEC 09, 2003 
020839 001 ClOPIDOGlltl:l BiSULFATE;PLAVIX 4529596 JUL 05, 20D3 

4847265 FEB 12, 2008 
5576321 JAN 31, 2014 

>ADD> 019955 001 DESMONESSIII ACE!TATE;DDAVP 1·40 MAit 25, 2001 
019955 002 DESMONESSIII ACE!TATIE;DDAVP 1·40 MAit 25, 2001 
020713 001 DESOGESTHL;MlltCETTE • AM 22, · 2001 
020037 001 DICI.OFENAC DUll;WI.TAHM H!13 FU 25, 2001 
020401 001 OIL TIAZEM lffl>ROCfil.OIIDE; TIAZAC 1•133 MIi JO, 2001 
020401 002 D 11. TIAZEM lffl>ROCfil.Olt IDE; Tl AZAC 1·133 MIi JO, 2001 
020401 003 DI L TIAZEM lffl>ROCfil.OI IDE; TIAZAC 1·133 JAIi JO, 2001 
020401 004 DIL TIAZEM lffl>ROCfil.OIIDE; TIAZAC 1•133 JAIi JO, 2001 
020401 005 D IL Tl AZEN ~Olt ID!~ IAZAC 1·133 .iM JO, 2001 
~ 001 OOltZOI.MIDE ~ORI ;COSOPT NC AN 07, 2001 
020164 001 IEIIGCAPMUI DHll;LIMMOI( 1·217 JAIi JO, 2001 

J-222 • 27, 2001 
020164 002 IEIIOKAPAIUII DIUM;I.IMMOI( 1·222 • 27, 2001 

~ M!17 JAIi JO, •1 
020731 004 ENOSMTAN MHYUTI'i;TMTEII 5115351 FEB 09, 2010 u-3 
020731 005 EPROSAltTM NESYLATE;TMTEN 5115351 FEB 09, 2010 U•3 



I 
:•: 

~ .... 
020TII 001 
020TII 002 
020315 003 
083209001 
Ol6TI5 001 
020361001 
020716 001 

020180 001 
011UO 001 
01euo 002 
01euo 003 
01euo 004 
011554 001 

020121 001 
020450 001 
020695001 
020811 001 

020811 

> 016295 
~ 016295 
>ml»' 016295 

0208l2 
02039:S 
019927 

002 

002 
003 
004 
001 
001 
001 
001 
002 
001 • 

020406 
020406 
020807 

019732 
020011 
020517 
020263 
020263 
020263 
020263 
020263 
020708 
020517 
019941 
020962 
020606 
020803 

001 
001 
001 
002 
003 
004 
GOS 
006 
001 
002 
001 
001 
001 
001 

0205l3 001 

,1nauPm111 •OTC-.. NICIIUCT 
MTRT • lmUIIVITY MTA 

INIRRIUT IWIE; TMN IWIE 

EPTIFIIATIDl;INTEIRILIN 
IPTlfllATIDl;INTEIRILIN 
ESTIMIOL;CLINARA 
ES~, HTERlflED;ESTRATM 
ESTRLqWl, ESTEllfJED;ESTRATM 
fAMCICLOVIR•FANVIR 
FEXOffltADle tm>ROCffl.ORIDE;ALLEIRA·D 

flNMTHIDE;"°9CM 
FLECAINIDE ACETATE;TANIOCOR 
fLECAINIDE ACETATE;TANIOCOR 
FLECAINIDE ACETATE;TANIOCOR 
FLECAl~IDE ACETATE;TANIOCOR 
FLUTMIDE;EULEXIN 

FLUTICASONE PICPIONATE;FLONASE 
fOSPIEtffTOJN ~CHEIVX 
a!MFLCIIIACIN ORIDE;RAXAI 
tm>ROCffl.OROTNIAZIDE;DIOVAN NCT 

NYDIIOClll.OROTNIAZIDE;D IOVAN NCT 

lfflllCIKYUIEA;DltOXIA 
11\'DICIICYUHA;DltOXIA 
lfflllCIKYUIEA;DltOX IA 
IIIIIUPIOFh;PEDIATIIC ADVIL 
IPRATIOPIIII OOIUDE;ATIKMIIT 
ICETOCOIIAZOLE;N IZORAI.. 
LANSCNAZOI.E;PIEVACID 
LANSOPIAZ.OLE•PIEVACID 
LEPJRUDIN;HFLUDAN 

LEUNOLIDE ACETATE;LUPQ DEPOT 
LEUNOLIDE ACETATE;LUNON DEPOT 
LEUNOLIDE ACETATE;LUNON DEPOT 
LEUNOLIDE ACETATE;LUNON DEPOT-PED 
LEUPROLIDE ACETATE;LUNON DEPOT·PED 
LEUNOLIDE ACETATE;LUNON DEPOT-PED 
LEUNOLIDE ACETATE;LUNON DEPOT-PED 
LEUNOLIDE ACETATE;LUNON DEPOT-PED 
LEUNOLIDE ACETATE;LUNON DEPOT·3 
LEUNOLIDE ACETATE;LUNON DEPOT·4 
LIDOCAINE;IENU 
LIDOCAINE•IENU 
LOPERAMIH 11\'NOCMLORIDE; ID 1111 ADVANCED 
LOTEPHDIIOI. ETMONATE;ALHX 

LOTEPHDIIOI. ETMONATE;LOTEMX 

MTUT 
NIIIIEI 

5223261 

4254129 
5375693 
5571610 

~ 
4642314 
464U!'.4 
~ 
4472312 
5Tiffl1 

4260169 
5563131 

4942162 

5180668 

5716640 
5716640 
5716640 
5716640 
STI6640 
5716640 
5716640 
5716640 
5716640 
5716640 

5716641 
4996335 
5548930 
4996335 
5548930 

MTENT USE 
EXPIRES C1»E 

JUN 29, 2010 

AN 10 1999 
AUG 03: 2012 
NOY 26, 2013 

fEI 10, 2004 
FEI 10, 2004 
m10. 2004 
FU 10, 2004 
SEP 11, 2001 U·24 
SEP 11, 2001 - U·216 

AN 07, 1999 
OCT OI, 2013 

FEIi 11, 2003 

JAN 19, 2010 

SEP 02, 2013 
SIP 02, 2013 
SIP 02, 2013 
SIP 02, 2013 
S£P 02, 2013 
SEP 02, 2013 
SEP 02 2013 
SIP 02: 2013 
SEP 02, 2013 
SEP 02, 2013 

MAY 21, 2012 U·226 
FU 26, 2008 
OCT 25, 2013 
FEI 26 2008 
OCT 25: 2013 

JS 

EXCLUI EXCLUS 
C1»E EXPIRES 

Na! MY 11, 2003 
Na! MY US, 2003 

1·214 MR 10, 2001 
1·214 MR 10, 2001 
Na M 29, 1999 

I ·221 MR 20, 2001 

H!24 OCT 31, 2000 

Na! NC 23, 2001 
NC Mil 06, 2001 
la DEC 23, 2001 
NC MR 06, 2001 
ODE FEI 25, 2005 
ODE FEIi 25, 2005 
ODE HI 25, 2005 
11P M 16, 1991 
I ·223 AN 01, 2001 

I ·227 MR 12, 2001 
1·227 MR 12, 2001 
ODE MR 06, 2005 
Na! MR 06, 2003 

1·215 FEIi 04, 2001 
11P FEI 04, 2001 

NCE MR 09, 2003 

NCE MR 09, 2003 



:!16 

NUCIUPTU!N MD OTC DIUG PltCilUCT 
PATENT MD EXCLUSIVITY DATA 

~ INlt!l>IENT MME; TRM>I: MME PATENT PATENT USE EICCLUS EltCLUS .... NlMMR EICPIHS COO£ COO£ EICPIRH 

,,. 020941 001 LOTEPltS>NOL ETAIONATE;LOTEMX 4\"96335 FHM,2008 NCI: PIAR 09, 2003 
5540930 OCT 25, 2013 

019618 001 MESALMINE;ROWASA 4657900 AN U, 2004 
ltEmJ, MAY t2, 2004 

020208 001 METltONIDAZOLE;METROGEL·VMilNAL l>-40 MAY 16, 2000 020827 001 NICOIMZOI.E NITltATE;NONISTAT 3 NP NM 30, 2001 020762 001 IOETASOIIE FUROATE NOIIOHYl>RATl:;NASOHEX 4472393 SEP 18, 2001 020830 001 NONTELUKAST SODIUN;SINGUt.Allt NCE FEIi 20, 2003 020ll29 002 NONTELUKAST SODIUN;SINGULAR NCE FH 20, 2003 020763 001 NARATRIPTAN IIYOROCMLOltlDE;Ml:RGE NCE FEIi 10, 2003 020763 002 NARATRIPTAN IIYDROCIILOltIDE;Ml:RGE NCE FH 10, 2003 
~ 020536 001 NICOTINE;NICOTROL 4915950 FEIi 12, 2008 020555 001 NIZATIDINE;AXID AR 1-220 AN 01, 2001 

D-39 AN 01, 2001 020199 001 OFLc»cACIN;FLOICIN NOF DEC 16, 2000 
~ 020262 001 PACLITAXEL;TAXOI. 1-226 AN 09, 2001 020231 cot :'ILOCARPINE IIYDROCIILOltlDE;SALAGEN ODE FEB 11, 2005 

1-212 FEB 11, 2001 
~ 019698 002 PltAVASTATIN SODIUN;PltAVACIIOI. 1-225 NM 21, 2001 > 019898 003 PltAVASTATIN SOOIUN;PltAVACIIOI. 1-225 NM 27, 2001 
~ 019698 004 PltAVASTATIN SODIUNfPltAVACNOL 1-225 NM 27, 2001 > 019781 001 PROGESTERONE;PRONE IUUN NP MAY 14, 2001 019627 002 PROPOFOl.;DIPR!VAN 5731355 NM 22, 2015 U-217 

5731356 NM 22, 2015 U-218 020815 001 ltALOICIFENE IIYl>IIOCIILORIDE;EVISTA 441~ AN 03, 2001 
5393763 JUL 28, 2012 U-114 
5457117 JUL 28, 2012 U-114 
5478847 NM 02, 2014 U-114 

~ 020835 001 RISEl>IIOMATE SODIUN;ACTONEl 5583122 DEC 10, 2013 u-222 NCE NM 27, 2003 020272 005 RISPERIDONE;RISPERDAL 5158952 OCT 27, 2009 0•37 OCT 17, 2000 020236 001 SALMETEROL XINAFOATE;SEREVENT 1·216 FEIi 05, 2001 
~ 020895 001 SILDENAFIL CITRATE;VIAGltA 5250534 JUN 18, 2011 NCE PIAR 27, 2003 
~ 020895 002 SILDENAFIL CITRATE;VIAGltA 5250534 JUN 18, 2011 NCE NM 27, 2003 > 020895 003 SILDENAFIL CITRATE;VIAGltA 5250534 JUN 18, 2011 NCE NM 27, 2003 019676 001 S<IIATltOPIN, BIOSYNTIIETIC;NUTltOPIN ODE OCT 29, 2004 019676 002 SONATROPIN, BIOSYNillETIC~TftOPIN ODE OCT 29, 2004 020181 001 SOYIIEAN OIL;LIPOSYN Ill 111P JAN 13, 2001 ~ 020m 001 SUCRASE;SUCRAID ODE AN 09, 2005 
~ NCE APR 09, 2003 020791 001 TESTOSTERONE;TESTODEIIM 4379454 FEIi 17, 2001 020697 001 TOLCAPOIIE;TASNAR 5236952 AUG 17, 2010 NCE JAN 29, 2003 

5476875 DEC 19, 2012 U-219 020697 002 TOLCAPONE;TASNAR 5236952 AUG 17, 2010 NCE JAN 29, 2003 
5476875 DEC 19, 2012 U-219 >Alli)> 020771 001 TOLTERODINE TARTltATE;HTROL 5382600 JAN 17, 2012 IICE NM 25, 2003 > 020771 002 TOLTERODINE TARTRATE;HTROL 5382600 JAN 17, 2012 NCE NM 25, 2003 020137 002 TORSEMIDE;DEMADEX D·JI FEI 13, 2001 



New 18t dition 

APPROVED 
DRUG PRODUCTS 

WITH 
THERAPEUTIC EQUIVALENCE E' . • .UATIONS 

Superintendent of Documents Subscription Order Form 

Order Processing Code 
* 80128 

• yes, c:mer my subs.:ription as follows: 

Charge your order. 
It's easy! 

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP. 
and the monthly Cumulative: Supplemc:ms, for $77.00 per year. 

The total .:ost of my onkr is $ ___ _ Price includes regular shipping and handling and is subject to change. 
International customers plc:asc: add 25 % . 

Compan)· or pc11K>nal name 

Acldiuunal addrcssfattcntion line 

Cily. S!a!e. ZIP Cude 

Daytime phone including area .;llJt: 

l'lm:lwc Or,Jcr :-.u. (optional) 

For pri-ney ~ check tile box bmw: 

D Do not make my name available to other mailers. 

ne.e dDR ffl"'llhod of paymmt: 

Check payable to Superintendent of Documents • 
• GPO Deposit Account i I j - D 
• VISA or MasterCard 

Thank you for yow order! 
(("n:dit card expiration dale) 

IAulhorizing Sign.1rurc) (11/97) 

Mail To: ~uperirm:mlem of Documems. Government Printing Office. P.O. Box 371954 Pittsburgh. PA 15250-7954 
To FAX y•nxr charge order. -:aU (202) 512-2250. 
To charge your sulscription -:all (202) 512-1800. 
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