




APPROVED DRUG PRODUCTS 
with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

18THEDmON 

Cumulative Supplement 1 

JANUARY lffl 

CONTENTS 

1.0 INTRODUCTION .......................................................................................................................... . 
l. l How to Use the Cumulative Supplement ................................................................................. . 
1.2 Applicant Name Changes ......................................................................................................... . 
1.3 Acyclovir 200 mg Tablet-Reference Listed Drug ................................................................. . 
1.4 Follitropin t ~fa and Beta ........................................................................................................ . 
l.5 Availabili1.y of the Publicatioo and Updating Procedures ........................................................ . 
I .6 Report of Counts for the Prescription Drug Product List ......................................................... . 

2.0 DRUG PRODUCT LISTS .............................................................................................................. . 
2.1 Prescription Drug Product List ................................................................................................. . 
2.2 OTC Drug Product List ............................................................................................................ . 
2.3 Drug Products with Approval under Section 505 of the Act 

Administered by the Center for Biologics Evaluation and Research List ............................... . 
2.4 Orphan Product Designations and Approvals List .................................................................. . 
2.5 Drug Products Which Must Demonstrate in vivo Bioavailability 

Only if Product Fails to Achieve Adequate Dissolution ........................................................ . 

PA TENT AND EXCLUSIVl1Y INFORMATION ADDENDUM 
A. Patent and Exclusivity Terms ................................................................................................. . 
8. B. Patent and Exclusivity Lists .............................................................................................. . 

PAGE 

m 
Ill 

IV 

V 

V 

vi 
vii 

1 
7 

8 
9 

IO 

II 
12 



APPROVED DRUG PRODUCTS 
witll 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

t8TII mmoN 

CUMULATIVE SUPPLEMENT l 
JANUARY 1998 

l.O INTRODUCTION 

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to the Approved Drug Products with 
Therapeutic Equivalence Eval~ons, 18th Edition (the List). The List is composed of four parts: 
approved prescription drug prodi;~;s 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 appro'lals withdrawn for other than safety or efficacy reasons. 

The Cumulative Supplement provides, among other things. information on newly approved drugs and, if 
necessary, revised therapeutic equivalence evaluations and updated patent and exclusivity data. The 
Addendum contains appropriate drug patent and exclusivity information required of the Agency by the 
"Drug Price Cc,mpetition and Patent Term Restoration Act of 1984" for the Prescription, OTC, and 
Drug Products with Approval under Section SOS of the Act Administered by the Center for Biologics 
Evaluation Md 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. Ail 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 approved and 
published in the Rx/OTC sections of the Cumulative Supplement. 
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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 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 th~ 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 equiv~lence code indicates that the drug product has become single source. (An 
infrequent exception exists when a therapeutic equivalence code is revised. In that case the deletion of 
the therapeutic equivalence code is followed immediately by the addition of the revised one.) 

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 !eft 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 an 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 copy). 

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 I 2th Cumulative Supplement of the 18th Edition 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 be 
identified in this section only. Where only partial lines of approved products are transferred between 
applicants, each approved product involved will appear as an applicant name change entry in the 
Cumulative Supplement. 
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It is also not practical to identify each and every product involved when an applicant name is changed 
to meet internal publication standards (e.g .• MSD or Zenith [Former Abbreviated Names] are 
changed. respectively, to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names]). When 
this occurs, each product involved (either currently in the Cumulative Supplement or in the following 
year's edition) will 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 ABBREVIATED NAME) 

APPLICANT NAME CHANGES 

NEW APPLICANT NAME 
(NEW ABBREVIATED NAME) 

NO APPLICANT NAME CHANGES - JANUARY 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 
determination 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 profile) against Novopharm • s 200 mg acyclovir reference listed drug. 

Before a waiver of 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 ALFA AND BETA 

Based on available data derived from physico-chemical tests and bioassay, follitropin alfa and follitropin beta 
are indistinguishable. 
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l .5 AVAILABILITY OF THE PUBLICATION AND UPDATING PROCEDURES 

The Approved Drug Products with Therapeutic Equivalence Evaluations (Prescription Drug Products, OTC 
Drug Products and 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 22 I 61. 

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 Drug Product 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) 222-0185 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. 
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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 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 quarter(s) with those in the baseline count. 

DEFINITIONS 

Drug Product 

For this report, a drug product is the representation in the Prescription Drug Product List of an active moiety (molecular entity and its 
salts, esters and derivatives) either as a single ingredient or as a combination product provi,ied 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. 
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CATEGgltlES COUNTED 

DRUG PIMIIUCTS LISTED 
SINGLE SOURCE 
IIJl.TISOURCE 

TIIERAPEUTICALLY EQUIVALENT 
NOT TIIEfAPEUTICAlLY EQUIVALENT 

EXCEPTIONS 

NEU NOLECULAR ENTITIES APPRO\IEO 
NI.NER OF APPLICANTS 

REPORT Of COUNTS FOR THE PRESCRIPTION DRUG PRODUCT UST 

REPORT OF COONTS FOR Tit£ PRESCIUPTION P!Wti Pl«llU£I LIST 

CQUNTS CUNUlATl\1£ 8Y QUARTER 

DEC 1997 

9624 
2462 (25.61) 
7052 (73.3X) 

6673 (69.3%) 
379 ( 4.0X) 

110 ( 1.11) 

551 

MAR 1998 

1
Amillo acid-cootaining products ofvarying composition (see lnlroduction. page xx of the List). 
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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 

Name 
Generic Name 
TN..,Trade Name 
Approval 

Aldesleukin 
Tll• Proleukin 

Treatment of :metastatic 
:melanoma. 

Carbamylglutuaic Treatment of R-acetylglutmute 
acid synthetaae deficiency. 
m. 

L-baclofen 
m-

Thymalfaain 
Tll• Zadaxin 

Treatment of trigeainal 
neuralgia. 

Treatment of DiGeorge anomaly 
with illnune defects. 

Sponsor & Address 
DD= Date Designated 
MA..,Marketing 

Chiron Corporation 
4560 Horton Street 
Bmeryville, CA 94608 
DD•09/10/1996 
D-01/09/1998 

Orphan Burope 
Iaaeuble •te 
GuillaUlllll8t• 
60 avenue du 
President Wilson 
92046 Paris, Prance 
DD•01/20/1998 

Pha:mascience, Xnc. 
8400 Darnley Road 
llontrael, Quebec 
Canada B4T 1114 
DDa01/06/1998 

SciClone 
Pha:maceuticals Xnc. 
901 lllariner•s Xsland 
Blvd. 
San llateo, CA 94404 
DDa01/08/1998 



DRUG PRODUCl'S WHICH MUST DEMONSTRATE IN nvo IHOAVAILABILITY ONLY 
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

NOJANUARY 1991ADDITTONS 
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PATENT AND EXCLUS 

DUE 10 SPACE LIMITATIONS IN TIIE PATENT AND EXCLUSIVITY COLUMNS. ABBREVIATIONS AND REFERENCES 
UCYCl"'-"''.CU .• • PLEASE REFER BACK 10 
tml FOR A FULL LISTING OF 
INDICATIONS AND PATENT USE CODES). ONL V NEW CODES WILL BE 

NEW INDICATION 

1-212 TREATMENT10FSV Of',DRYMOUTHIN.,PATIENTS WITH•SIOGREN'S•SYNDROMt: 
1-213 Tt: .. . ......•......... l'h. .. ·· • f'(>~VPAIN AND IN•PATIENTSl CORNEAL 

REDA < • , • iSllRGERY 
1-214 Tl OROSIS 

1-215 I l'lfi'J"!/ .. ... LTMALt:G .. ·•·•· ·•. :A.L ... ·······•· j · ...... iTO lnC li'wrrHI...IIIIOCMl'llt: FORi'.DIE;REMO\l'ALO -\L\WARTS 
1-216 •Y1 

. . ... \> }I . . • • ...... • ><·: Jl'llt: 
___ Sl'ASM ASSOtCIADIJi'Wl'llliCOPD,INCLUDING 

u 
1-217 PRIMEION· r1:111t.aA:,w•1!"'-·• > •·•, ••·.••• •··• • 110N)•OF•DBP'\'t:llii L ........... <••······ .~.HIC:H 

..,..,_._,_ INPATIENTS··l HIPRt:PLACt:Mt:NTSllRGERl' 

PATENT USE CODE 

U-215 TREATMENTOFEPI •••····· >~ < l>~Y.TREATING APATIENT BY AD ... RING 
lfiii~L .... ·· ... •• .. ~E:.~CAPAIII.EOFMAINTAINING BLOOD CONCENTRATION 

DICGMLO\l'Eltll/llOlJIIS 
5N«)CAi&CBN~INCLUDING STAGE az.c.BY ADMINISTERING AN AGONISTOF 
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Onler Processing Code 
* 80128 

ew 1 

• yes, emcr my subscriptioo as follows: 

Edition 

APPROVED 
DRUG PRODUCTS 

18m EDfflON 

Charge your order. 
It's easy! 

subscripciom of APPROVED DRUG PR.OOOCl'S WITH 'l'BERAnUTIC EQUIVALENCE EVALUATIONS. ADP. 
ad die mombly Cumulative Supplemems. for $77 .00 per year. 

The lOlal cost of my order is $ ___ . 
Immmioml customers please add 25%. 

c.....-.,orpc--a-

1w pdw-.1 • Wit ehe, dialldt die Iha ~ 

D Do nm make my name available to omer mailers. 

nm. mlll8e --,,- II r4 pay t· 

Check payable to Superimendem of DocumeDCs • 
• GPO Deposit Accoum I : I ' I I I - • 
0 VISA or MasterCard 

j : l i I i \ I ! 

(U/97) 

1W T•: ~ of Om.~. ~- Primiq Office. P.O. Box 371954 Pittsbw"gh. PA 15250-7954 
To l'AX ywr ~ onlff. ~ (202) 512-225-0. 
To~ ywr ~ ~ (202) Sll-U!OO. 
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f ~~GTE EVALUATION 
TARGET QA-3 

Ill 1.o 

II~ 
1.2s I '-4 1.6 

- 150mm _____ _J_ -
6" ---

APPLIED .:a 11\MGE ~, .Inc -=::- 653 East Ma,n Street 
- ,:a Rochester. NY 14609 USA -==--== Phone: 716/482-0300 

- Fax 716/288-5989 

I 




