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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
10th EDITION
CUMULATIVE SUPPLEMENT 1
JANUARY 1990

1.0 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 Evaluations,
10th 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 Division of Blood and Blood Products and
products discontinued from marketing or products which have had their
approval withdrawn for other than safety or efficacy reasons.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 con-
tains 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 Division of Blood and Blood
Products lists.

The Patent and Exclusivity Lists are arranged in alphabetical order by
active ingredient name. For those products with multiple active ingre-
dients, 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, along with the application number
and product number (FDA's internal file number). A1l patents with their
expiration dates are displayed for each application number. Use patents
are indicated with the symbol "U" followed by a number representing a
specific use. Exclusivity information for a specific drug is indicated by
an abbreviation followed by the date upon which the exclusivity expires.
’ Refer to the Exclusivity Terms section in the Patent and Exclusivity
Information Addendum for an explanation of all codes and abbreviations.
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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 the List will not be
repeated for context.] The effective date for the approved drug product
(the earliest date a product may be marketed) appears, when appropriate,
to the left of the approval date.

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

Additions new to the Prescription Drug Product List, OTC Drug Product
List, Drug Products with Approval under Section 505 of the Act
Administered by the Division of Blood and Blood Products List and the
Patent and Exclusivity Data are indicated by the symbol >.app > to the
left of the line on which new information exists. The >_aoR> symbol is
then dropped in subsequent Cumulative Supplements for that jtem. A newly
approved product is also identified by a lozenge (s ) to the right oifi 1ts
strength which remains throughout all Cumulative Supplements for this
edition.

Deletions new to the Prescription Drug Product List, OTC Drug Product
List, Drug Products with Approval under Section 505 of the Act
Administered by the Division of Blood and Blood Products List and the
Patent and Exclusivity Data are indicated by the symbol >DDLL> (DELETE)
to the left of the line containing overstruck print. The >DLI> symbol
is dropped in subsequent Cumulative Supplements for that item. The
overstruck print will remain in the prescription Drug Product List and 0TC
Drug Product Lists in all Cumulative Supplements for this edition.
However, the overstruck print in the Drug Products with Approval under
Section 505 of the Act Administered by the Division of Blood and Blood
products List and the Patent and Exclusivity Data will be dropped 1in
subsequent Cumulative Supplements.

Products discontinued from marketing or products which have had their
approval withdrawn for other than safety or effectiveness reasons, will be
flagged in this Cumulative Supplement with the "a» " symbol to designate
their non-marketed status. All products having a " ® " symbol in the 12th
Cumulative Supplement of the 10th Edition List will then be added to the
"Discontinued Drug Product List" appearing in the 11th Edition.
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1.2 PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

Drug products in this category (1) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements listed in the Federal Register. As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in
the appropriate Drug Product List.

Products Federal Register Reference

Nitroglycerin (capsule, controlled releasesoral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;buccal) JUL 5, 1985 (50 FR 27688)
Tranylcypromine Sulfate MAR 22, 1984 (49 FR 10708)

1.3 APPLICANT (NAME) CHANGES

) Because 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, the cumulation of these transfers and name changes will be
identified in this section only. Where only partial approved product
lines are transferred between applicants, each approved product involved
will appear as an applicant name change in the Cumulative Supplement.
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1.4 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 sections 505 and 507 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, hiologics or foods.

The baseline column (Dec 1989) refers to the products in the Prescription Drug Product List.
three-month period, a column of quarterly data is added which incorporates counts of product activity

from the previous quarter(s) with those in the baseline count.
DEFINITIONS

Drug Product

For this report, a drug product is the representation in the Prescription Drug Product List of an
active moiety (molecular entity and its salts, esters and derivatives) either as a single ingredient or
as a combination product, provided in a specific dosage form and strength for a given route of admin-
istration 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.

vi
A4
- REPORT OF COUNTS FOR THE PRESCRIPTION DRUA PRODUCT LIST

COUNTS CUMULATIVE BY QUARTER

CATEGORIES COUNTED DEC 1989

MAR 1990 JUN 1990
DRUG PRODUCTS LISTED 10123
SINGLE SOURCE 2030 (20.1%
MULTISOURCE 8093 %79.9%;
THERAPEUTICALLY EQUIVALENT 7222 (71.3%)
NOT THERAPFUTICALLY EQUIVALENT 752 { Tu4%)
EXCEPTIONS TG 102%)
NEW MOLECULAR ENTITIES APPROVED --
NUMBER OF APPLICANTS 400

'| % . FrE .
Amino acid-containing products of varying composition (see Introduction, page 1-8 of the List)

SEP-199D

For each
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / JAN'90

MECLOFENAMATE SODIUM ﬁIFEDIPINE
CAPSULE; ORAL CAPSULE, ORAL
> out > /8] e JRA/Se/eASE] IHHASL s/l TRREEIN 2 144431441/
DLT > .
SOl ' NS s JARRI 28,1198/
> DLT > /ﬁ;{/ JE&/1d0r8/BASE/ /H?iﬁ;ﬁ/ddi/ > ADD > AB PUREPAC PHARM 20MG N72556 001
> DLT > JJON/18, /1488  >_ADD > SEP 20, 1990 : APR 28, 1989
> ADD > @ VITARINE EQ 50MG BASE N71710 001
> ADD > JUN 15, 1988
> ADD > ? EQ 100MG BASE N71684 001 OXAZEPAM
> ADD > JUN 15, 1988
CAPSULE; ORAL
MEFENAMIC ACTD 0T oJad) JERRYSRA/CASS) /44 JNHAR3/884)
MEFENAMIC ACID > DLT > G
T JPRRI 82119881
= < ;;Egkaﬂﬂgs?kﬁiﬁ/ z igg z BX CHELSEA LABS I0MG MA:7;2631233
STOLT > /8RS IVETARINE/ J#86nig/ JEsLAIe8, :
> DLT > JAPR/ 2L /19881
> ADD > @ VITARINE 250MG N72179 001 PERPHENAZINE
> ADD > APR 21, 1988
s our /Ad) TRRRRE/AVIS/M /420 J14434/883] TR mERAZIY
> Alﬁ:l- :'/ég PARKE DAVIS PR 250MG N1503% 003 > >/ 48/ 7EHE’ Z?ifﬂas/ /éid/ /Nad7dd/dd1/
TR JoRLT £, 114811
> ADD > BX CHELSEA LABS 8MG N89700 001
wm > ADD > DEC 23, 1987
TABLET3; ORAL
METOCLOPRAMIDE HCL PHENYTOIN SODIUM, EXTENDED
> ADD > AB CORD LABS EQ 10MG BASEMN N72215 001
> ADD > JAN 30, 1990 CAPSULE; ORAL
> ADD > AB MARTEC PHARM EQ 10MG BASE N70598 001 PHENYTEX
>"ADD > FEB 02, 1987 > DLT >/A8/ ~ JBOLAR/PHARM/ /186vis/ /Ng8H11/4d1/
o /8 R4/ 1008 BRSE/ JN7dsda/ddl)  >Tor > . i JBERT AL 11984/
> D> JPEB/82. 11981/ > ADD > BX BOLAR PHARM 100MG N88711 001
>_ADD > DEC 21, 1984
MORPHINE SULFATE
PIPERAZINE CITRATE
TABLET, EXTENDED RELEASE; ORAL
MS CONTIN SYRUP3; ORAL
>_ADD > PURDUE FRDRK 100MGH N19516 004 > DLT > /gﬁgdtﬂ/
T aNLI16 990  oTDLT o/AA/ | JSTERLING/PAUS/  /dd Bddrd ‘dASE Sl Ji13136/981/
> ADD > 2 STERLING DRUG EQ 500MG BASE/SML N17796 001
5
ANOLO D ORID T PRAM MALE
TABLET; ORAL
SROPRANDLAL MOk CAPSULE; ORAL
ADD > AB  MARTEC PHARM TRIMIPRAMINE MALEATE
e £ J7elzo 001 > DLL> /e /VEARINE/ 1412308 8ASE/ JiH1832/441/
>_ADD > AB 20M N70121 001 > DLT > /BR/ I9ER118,/ 1987/
e we 06, 1985 UL Y i 1/
TR i e T e [/ 180re /BASE/ /Séﬂﬁg 483/
S Ab 60MG 06#722331232 z :gg ; @ VITARINE EQ 25MG BASE 54{83410§z/
>_ADD > AB 80Me N7012¢ 001  >_ADD > 3 g Bt
; ng : /;/ AUG 06, 1985 > ADD > e SEs7;g3slgg;
> DLT > /18! /‘;/ngéf%ggg / % :gg < ? EQ 100MG BASE N71836¢ 001
S J26e/ Még_;gé%,gﬂ, ki . iser
STES /4dvi/ e UREA
AL RO/ 48118851
i i i ot
> /3 /84ve/ TNGALIGTa8l)  >oLT /A8 ,
r> et v el dlidiog
>_DLT >/A8/ ~/ABBOTT/Y. ¢
S i ned ol divadind
INJECTABLE. INJECTION
> DLT >/éﬂ/ _72333??7ﬂ2ﬁ$/ /52/ /NdSéjZ/d VERAPAMIL HYDROCHLORIDE
> 2"; ; , 1 IR/ 315 /iéé% TABLET; ORAL
< D : ABBOTT LABS 57 A:05932 012 VERAPAMIL HCL
ST o ¢ JaN 31, 1985 >OLT >/Ad/  /CHESEA/CAeS/ /dévig/ [NAd421/441/
e e, 1e JNIS118/443/ A BX  CHELSEA LaBS IeE L1 115861
e = JJAN/16,/1984/  >_abD > i N70421 001
> > @ KENDALL MCGAW 57 N06170 003 SEP 17, 1986
> ADD > JAN 10, 1984
TETRACYCLINE HYDROCHLORIDE
CAPSULE; ORAL
o 0T > iR/ TORTRRRE)  [asde /6141
yi] . dd
Z e i 183/ 7388ve/ iy
> ADD > @ VITARINE 250MG /$£££gﬁ;lig§§/
> ADD > ] 500MG N61471 002
>_ADD > SEP 06, 1988
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ORPHAN DRUG PRODUCT DESIGNATIONS

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A
SPONSOR'S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A "DESIGNATED ORPHAN DRUG." SECTION 527 OF THE ACT
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR
THE DESIGNATED INDICATION(S). THE EXCLUSIVE APPROVAL MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF
SUFFICIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S).

WHEN A PRODUCT IS GRANTED ORPHAN DRUG DESIGNATION, IT WILL APPEAR IN THIS SECTION. ONCE A BIOLOGICAL OR DRUG
PRODUCT IS LICENSED/APPROVED FOR MARKETING, IT WILL BE LISTED IN THIS SECTION AND ASTERISKED, AS APPROPRIATE,
TO DENOTE MARKETING/EXCLUSIVE APPROVAL STATUS. IN ADDITION, THE EXCLUSIVITY EXPIRATION DATE WILL BE DISPLAYED
FOLLOWING THE APPROVED DESIGNATED INDICATION(S).

THE FOLLOWING DRUGS AND BIOLOGICALS HAVE BEEN GRANTED ORPHAN DRUG DESIGNATION PURSUANT TO SECTION 526 OF THE
FOOD, DRUG, AND COSMETIC ACT AS AMENDED BY THE ORPHAN DRUG ACT [PUBLIC LAW 97-414].

ORPHAN DRUG PRODUCT DESTGNATIONS
BIOLOGICAL DESIGNATIONS

NAME OF BIOLOGICAL DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME AND ADDRESS
GENERIC: BOTULINUM A TOXIN TREATMENT OF STRABISMUS ASSOCIATED WITH DYSTONIA
: IN  ALAN B. SCOTT, M.D.
TRADE: OCULINUM*/** ADULTS (PATIENTS 12 YEARS OF AGE AND ABOVE). 2232 WEBSTER ST. :
TREATMENT OF BLEPHAROSPASM ASSOCIATED WITH SAN FRANCISCO, CA 94115

DYSTONIA IN ADULTS (PATIENTS 12 YEARS OF AGE
AND ABOVE)*/**, [DEC 29, 19%]




GENERIC: CROMOLYN SODIWM MASTOCYTOSIS. [DECEMBER 22, 19%] EI%N;&R(P:T
i Sl BEDFORD, MA 01730

”
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ORPHAN DRUG PRODUCT DESIGNATIONS
DRUG DESIGNATIONS
NAME OF DRUG DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME AND ADDRESS

T e e . W"-‘

 DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY
ONLY TF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NO JANUARY 1990 ADDITIONS
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY

SSOLUTION TESTING
THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IN VITRO DI
AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, HFD-650, ROOM 17B-06, 5600 FISHERS LANE, ROCKVILLE, MD 20857.
COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIVISION OF

BIOEQUIVALENCE.

ION FOR A FULL LISTING
REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 10TH EDIT
OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

NO JANUARY 1990 ADDITIONS

— ~ -
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ANDA SUITABILITY PETITIONS

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED
THAT THE REFERENCED PRODUCT: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) IS NOT SUITABLE
FOR SUBMISSION AS AN ANDA (PETITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE
ANDA ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY. A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC
DISPLAY IN FDA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 10TH EDITION FOR A FULL LISTING OF
ANDA SUITABILITY PETITIONS DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

PETITIONS APPROVED

DRUG NAME STRENGTH REASON FOR

DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS
HYDROCORTISONE 2.5% 89 P-0175/CP GENDERM NEW STRENGTH APPROVED
SOLUTION; TOPICAL JAN 11, 1990
PENTAMIDINE ISETHIONATE 100MG/ML 89 P-0435/CP ASTRA PHARM PRODS NEW DOSAGE APPROVED
INJECTABLE; INJECTION (3ML/VIAL) FORM JAN 18, 1990
VERAPAMIL HYDROCHLORIDE 120MG 89 P-0220/CP LEDERLE LABS NEW STRENGTH APPROVED

TABLET,
EXTENDED-RELEASE; ORAL

JAN 11, 1990
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ANDA SUITABILITY PETITIONS

PETITIONS DENIED

REASON FOR
STRENGTH ot
ggggGgAﬁgRM' ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION
DENIED
- BOEHR INGEL NEW DOSAGE
CLONIDINE HYDROCHLORIDE 0.2MG 88 P-0365/CP bt i
CAPSULE,

EXTENDED-RELEASE; ORAL

45

EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER
BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 10TH EDITION FOR A FULL LISTINE

OF EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEUDLE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW
CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

REFERENCES
NEW INDICATION

I-41 ORAL AND INTRAVENOUS ADMINSTRATION IN CHILDREN FOR USE IN CONTRAST ENHANCED

COMPUTED TOMOGRAPHY OF THE ABDOMEN
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New 10th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

10 EDITION

Superintendent of Documents Subscriptions Order Form

* VISA
6768 It's easy! Y e

D YES s please send me the following indicated subscriptions:

— subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS,
ADP, and monthly Cumulative Supplements, for $91.00 per year.

1. The total cost of my order is § - All prices include regular domestic postage and handling and are subject to change.
International customers please add 25%.

Please Type or Print

2,
(Company or personal name) 3. Please choose method of payment: ‘
(] Check payable to the Superintendent of Documents |
(Additional address/arcention line)
B e e Deposit Account [ | I l l [ ‘ t _D
(Stecet address) (] VISA or MasterCard
(City, State, ZIP Codc) Thank you for your order!
) (Credit card expiration date)
)
(Daytime Phone including area code)
4 (Signature) 12/89

?ail To: Superintendent of Documents, Government Printing Office, Washington, D.C. 20402-9371.
T° FAX your charge order call (202) 275-0019.
© charge your subscription call (202) 783-3238.

NG OFFICE:1990-261-208:00




