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1.0 INTRODUCTION

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 Evaluations, 18th Edition (the List). The List is composed of four parts:
approved prescription drug producis with therapeutic equivalence evaluations, over-the-counter (OTC)
drug products that require approved applications as a condition of markeiing, 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 maiketing or that
have had their approvals withdrawn for other than safety or efficacy reasons.

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

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 approved and
published in the Rx/OTC sections of the Cumulative Supplement.




1.2

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 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 equiv=ience 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 >ADB> 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 >BLT>
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 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 12th Cumulative Supplement of the 18th Edition List will then be added to the
"Discontinued Drug Preduct List" appearing in the 19th Edition.

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 trans{erred between
applicants, each approved product involved will appear as an applicant name change entry in the
Cumulative Supplement.




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

APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAME
(FORMER ABBREVIATED 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 (1) 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 stuedy designs, you should contact the Division of Bioegquivalence, Office of
Generic Drugs.

FOLLITROPIN ALFA AND BETA

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




1.5 AVAILABILITY OF THE PUBLICATION AND UPDATING PROCEDURES

The Approved Drug Products with Therapeutic Equivalence Cvaluations (Prescription Drug Products, OTC
Drug Products and the Discontinued Drug Product Lists) is available on diskette, on a quarterly basis, from
the National Technical Information 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 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 (301) 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 THE PRESCRIPTION DRUG PRODUCT LIST

DE PTION OF REPORT

This report provides summary counts derived from the product information in the Prescription Drug Product List and the curreat
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 proviried 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 Enti

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. ‘o

vii
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REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

REPORT OF COUNTS FOR THE PRESCRIPTION DRU _PRODUCT LIST

COUNTS CUMULATIVE BY QUARTER

TEGORIES COUNTED DEC 1997

DRUG PRODUCTS LISTED 9624
SINGLE SOURCE 2462 (25.6%)
MULTISOURCE 7052 (73.3%)
THERAFEUTICALLY EQUIVALENT 6673 (69.3%)
NOT THEWEUTICALLY EQUIVALENT 379 ( 4.0X)
EXCEPTIONS 110 ¢ 1.1%)

NEW MOLECULAR ENTITIES APPROVED -
NUMBER OF APPLICANTS 551

'Amino acid-containing products of varying composition (see Introduction. page xx of the List).




PRESBCRIPTION DRUG PRODUCT LIBT
1878 EDITION
RX DRUG PRODUCT LIST / CUNULATIVR SUPPLEMENT WRMBHER 1 / JaW‘° 98

2 004
MAY 2%, 1997

20 SMG BASE/ML N18700 001
%0219 €01 JUL 31, 1984
JAN 22, 1998

56 001
APR 22, 1997 NE4028 901
JAN 30, 1995

ALBUTEROL SULFATE
SOLUTION; INNALATION

ALPUIEROL GULVATR
a HI TECH PHARMA 074543 o001 BROMOCRIPTING MESYLATR
JAN 15, 1998 w74631 001

JAN 13, 1998
SYRUP; ORAL

PARLODEL,
ALDUTEROL SULFATR 7962 601
HI TECH PHARMA H74749 001

JAN 30, 1998

W74815 001
JAN 20, 1998

N20712 001
M24ese 001 SEP 30, 1997




SOLUTION/DROPS; OPHTHALMIC

BAUSCH AND LOMB 4%

RX DRUS PRODUCT LIST / CUNULATIVE SUPPLEMENT WOMRER 1 / JARW° 98

N20712 002
SBP 30, 1997

N§5482 001
85481 CO1

3835461 001
®85472 001

19028 001

AUG 13, 1986

74443 001
JAN 30, 1995

CRONOLYN. S0DIUM

SOLUTION/DROPS; OPHTHALMIC
I, .-
>JBLT >

INJRCTABLR; INJBCTION
FRAGMIN
+ PHARMACIA AND UPJOHN 10,000 IU/9.5ML N20287 004

JAN 30, 1998

DAUNORUBICIN HCL PREBSERVATIVE FRER

BQ 208G BASE/VIAL N50731 001

JAN 30, 1998

3

N13413 001

RN
EQ 0.1MG PHOSPHATE/INH

INJECTABLE; INJECTION
LOVENOX

N20164 002
JAN 30, 1998

+ RHONB POULENC RORER 40MG/0.4ML




Y

64030 001
JUL 18, 1996

N50584 0
JAN 10, 1985

340138 001
JAN 30, 1998
®40136 002
JAN 30, 1998
5%40138 003
JAN 30, 1998

w7352 001
DEC 13, 1993

D
ATY

3594 00
DEC 13, 1993

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLENRNT WUMBER 1 / JAN’ 98

EIODOLAC
CAPSULE; ORAL

2B ABSGEN 30059

TABLET, FXTENDED RELEBASE; ORAL
LODINE XL
>_ADD > + WYETH AYERST 500MG

>_ADD_>

EIOPOSIDE
INJECTABLE; INJECTION

74929 001
JAN 30, 1998

N20584 003

JAN 20, 1998

W74968 001
JAN 09, 1998

N

\ 3
N16618 001

W74811 001
JAN 30, 1998

74970 001
JAN 06, 1998
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DRUG PRODUCTS WITH APPROVAL UNDER SECTION 505 OF THE ACT ADMINISTERED BY THE
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH LIST

CUMULATIVE SUPPLEMENT NUMBER 1/ JANUARY '98

NO JANUARY 1938 APPROVALS




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 Indication Designated
Approval

Speasor & Address
DD= Date Designated
MA=Marketing

Aldesleukin Treatment of metastatic
TN= Proleukin melanoma.

Carbamylglutamic Treatment of N-acetylglutamate
acid synthetase deficiency.
TR=

L-baclofen Treatment of trigeminal
TN= neuralgia.

Thymalfasin Treatment of DiGeorge anomaly
TN= Zadaxin with imsune defects.

Chiron Corporation
4560 Horton Street
Emeryville, CA 94608
DD=09/10/1996
M¥A=01/09/1998

Orphan Europe
Immeuble "Le
Guillaumet®

60 avenue du
President Wilson
92046 Paris, France
DD=01/20/1998

Pharmascience, Inc.
8400 Darnley Road
Montrael, Quebec
Canada HAT 1M4
DD=01/06/1998

SciClone
Pharmaceuticals Inc.
901 Mariner's Iszland
Blvd.

San Mateo, CA 94404
DD=01/08/1998




DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIV0 BIOAVAILABILITY ONLY
iF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NO JANUARY 1998 ADDITIONS




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;
1STH 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 SUPPLEMENT.

REFERENCES
NEW INDICATION

TREATMENT OF SYMPTOMS OF DRY MOUTH IN PATIENTS WITH SJOGREN’S SYNDROME

TEMPORARY RELIEF OF PAIN AND PHOTOPHOBIA IN PATIENTS UNDERGOING CORNEAL
REFRACTIVE SURGERV

TREATMENT OF €

PRE—PROCEDURALA"LICATION TO ADULT MALE GENITAL SKIN PRIOR TO SITE-SPECIFIC
SUBCUTANEOUS INFILTRATION WITH LIDOCAINE FOR THE REMOVAL OF GENITAL WARTS

FOR'I'HE I.ONG-TEIMTWICE-DAH.Y(MORNINGANDWING)ADMINISTRAHON INTHE

3 CE TREATMENT OF BRONCHOSPASM ASSOCIATED WITH COPD, INCLUDING
CHRONIC BRONCHITIS AND EMPHYSEMA

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

PATENT USE CODE

TREATMENT OF EPILEPSY TWICE DAILY. TREATING A PATIENT BY ADMINISTERING
CARBAMAZEPINE IN A DOSAGE FORM CAPABLE OF MAINTAINING BLOOD CONCENTRATION
FROM 4-12MCG/ML OVER 12 HOURS

TREATMENT OF ADENOCARCINOMA, INCLUDING STAGE B2-C.BY ADMINISTERING AN AGONIST OF
LR-RH AND FLUTAMIDE

METHOD OF PRODUCING ANESTHESIA

METHOD FOR LIMITING THE POTENTIAL FOR MICROBIAL GROWTH IN THE DRUG PRODUCT

TREATMENT OF PARKISON'S DISEASE
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New 18th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAFEUTIC EQUIVALENCE EVALUATIONS

18™ EDITION

Superintendent of Documents Subscription Order Form
* 80128 g Code Charge your order.
ft’s easy!

’ D YeS, enter my subscription as follows:

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

The total cost of my order is § . Price includes regular shipping and bandling and is suhject to change.
Interpational customers please add 25%.
Fer privacy prefection, chedk the box below:

O Do not make my name available to other mailers.
Fizsse choese methed of payment:

: [0  Check payable to Superintendent of Documents
Additional sddrenlamrasion tins 0  GPO Deposit Account | | '+ | | -]
Swoes addrens O VISAorM;s&engd
EREEEEEREEEEEREEEEREEEN

Thank yos for your order!

Chy, Stst. ZIP Cods

{ 2 - {Credis card expiraticn date)
Deoydme phoss imcieding sren code

(Asshoriziag Siguasore) 1sn

Pamsiese Ordoy No. (cptionsd)

BMall To: Superimendens of Dovuments, Governmens Printing Office, P.O. Box 371954 Piusburgh, PA 15250-7954
To FAX your charge order. call (202) $12-2250.
To chasge your ssbscription call (202) $12-1800.
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