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1.0 INTRODUCTION

HOW_TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement 1is one of a series of monthly updates to
the Approved Drug Products with Therapeutic Equivalence Evaluations,
9th 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 in the Division of Blood and
Blood Products approved under Section 505 of the Act, 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withdrawn for other than safety or efficacy reasons.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 in the Division of
Blood and Blood Products Approved Under Section 505 of the Act 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.



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 Tlocating 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 is 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 in the Division of Blood and Blood Products Approved
lInder Section 505 of the Act List and the Patent and Exclusivity Data are
indicated by the symbol > A > to the left of the line on which new
information exists. The »>_app > symbol 1is then dropped in subsequent
Cumulative Supplements for that item. A newly approved product is also
identified by a lozenge ( ®) to the right of its strength which remains
throughout all Cumulative Supplements for this edition,

Deletions new to the Prescription Drug Product List, OTC Drug Product
List, Drug Products in the Division of Blood and Blood Products Approved
Under Section 505 of the Act List and the Patent and Exclusivity Data are
indicated by the symbol >ptr> (DELETE) to the left of the line
containing overstruck print. The »>pgy > symbol is dropped in subsequent
Cumulative Supplements for that item. The overstruck print will remain in
the Prescription Drug Product Llist.and OTC Drug Product Lists in all
Cumulative Supplements for this edition. However, the overstruck print in
the Drug Products in the Division of Blood and Blood Products Approved
Under Section 505 of the Act List and the Patent and Exclusivity Data will
be dropped in 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 " ®" symbol to designate
their non-marketed status. All products having a " ®* symbol in the 12th
Cumulative Supplement of the 9th Edition List will then be added to the
"Discontinued Drug Product List" appearing in the 9th 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 releasejoral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;buccal) JuUL 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.

APPLICANT (NAME) CHANGES

FORMER APPLICANT (NAME) NEW APPLICANT (NAME) NEW ABBREVIATED NAME
SCHERING CORP SCHERING CORP SUB SCHERING
PLOUGH CORP SCHERING



1.4 CORRECTIONS TO THE 9TH EDITION

a. The locator tabs for the "OTC Drug Product List" and the "Product Name
Index Listed by Applicant" were not printed within the List.

b. The locator tab for the "Drug Products Which Must Demonstrate in vivo
Bioavailability Only If Product Fails to Achieve Adequate Dissolution” is
placed incorrectly within the List.

¢. On page 3-374, "ANDA Suitability Petitions," the heading "Petitions
Approved" should read "Petitions Denied."

vi



1.5 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, biologics or foods.

The baseline column (Dec 1988) 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, 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.



COUNTS CUMULATIVE BY QUARTER

CATEGORIES COUNTED DEC 1988
DRUG PRODUCTS LISTED 10091
SINGLE SOURCE 1683 (19.7%)
MULTISOURCE 8108 (80.3%)
THERAPEUTICALLY EQUIVALENT 7242 (71,8%)
NOT THERAPEUTICALLY EQUIVALENT 748 ( 7.4%)
EXCEPTIONS! 118 ( 1.1%)
NEW MOLECULAR ENTITIES APPROVED .
NUMBER OF APPLICANTS 374

T Amino acid-containing products of varying composition (see Introduction, page 1-7 of the List).

viii

MAR 1988

JUN 1989

SEP 1989
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> DLT > TRRLTE S D/ AAUY
;gﬂ WHLTE/ S/ PROLSN/
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DEXHE PHOSPHAT

;
/806:45 ! ddri/
300MG;530MG
300MG;60MG

i

300MG;30MG
Z00MG ;60MG

/3004 4dnd/

300MG;30MG

AL HAL T

300MG; 60MG

ETAMINOPHEN; HYDROCODONE BITARTRATE

AA

AR
AA

CAPSULE; ORAL
ALLAY

LUCHEM PHARMS

TAMINOPHEN;

TABLET ORAL

ONYCODOHE 5/APAP_500

cD

DUPONT PHARMS

ROMICET 5/500
ROXANE LABS

HYDROCHLORID

500MG ; MG
500MG; 5MGH

PRESCRIPTION ORUG PROOUCT LIST 1
9TH EDITION
CUMULATIVE SUPPLEMENT NUMBER & / JAN'89 - APR'89
CETAZOLAMIO
TABLET; ORAL
AGETAZOLAMIDE
N89511 001 /4d/ 7.%@@371&35/ / 156/ /N8 55 ﬁi/
APR 25, 1989 /ﬂ-:[s 983/
N89512 001 3 VANGARO LABS 250MG Na7654 001
APR 25, 1989 FEB 05, 1982
N89513 001
APR 25, 1989
e ALOVTERGL SULEATE
/) m/s# ,/i ¢¢/ TABLET; ORAL
ALBUTEROL_SULFATE
/ !JN/# /;Nd;!/ AB AM THERPTCS EQ_ZMG_BASEN N72649 001
N87919 001 DEC 05, 1989 : FEB 01, 1989
JUN 22, 1982 AB EQ 4MG BASERM N72450 001
N87920 001 DEC 05, 1989 : FEB 01, 1989
JUN zz, 1982 >_AOD > AB BIOCRAFT LABS EQ_2MG BASEM N72619 001
/ ﬁ//d%{ >_ADD > OEC 05, 1989 : APR 07, 1989
5 dd1i/ >_ADO > AB EQ 4MG BASEM N72620 001
N84360 001 >_ADD > DEC 05, 1989 : APR 07, 1989
N85607 001 AB CORD LABS EQ 2M3_BASEM N72151 001
v DEC 05, 1989 : MAR 2%, 1989
AB EQ 4MG BASEN N72152 001
TPAR/ 28, /ﬂd/ ‘ DEC 05, 1989 : MAR 23, 1989
N88037 001 AB MUTUAL PHARM EQ 2MG BASEM N72636 001
MAR 20, 1984 DEC 05, 1989 : FEB 01, 1989
AB £Q_6MG BASEM N72637 001
INBgHin/dd1/ DEC 05, 1989 : FEB 01, 1989
TRAR/ 24119847 AR SIOMAK LABS EQ 2MG BASEM N72316 001
N88715 001 DEC 05, 1989 : JAN 30, 1989
MAR 20, 1984 AB EQ 4MG BASEM N72317 001
DEC 05, 1989 : JAN 30, 1989
AMINO ACIDS; DEXTROSE
INJECTABLE } INJECTION
N89907 001 TRAVASOL 2.757 IN DEXTROSE 107 IN PLASTIC CONTAINER
JAN 13, 1989 BAXTER 2.7573106M/100ML N19520 002
SEP 23, 1988
TRAVASOL 2.75% IN DEXTROSE 154 IN PLASTIC CONTAINER
BAXTER 2.7543156M/100ML N19520 003
SEP 23, 1988
TRAVASOL 2.75% IN DEXTROSE 207 IN PLASTIC CONTAINER
BAXTER 2.75%3206M/100ML N19520 004
N85911 001 SEP 23, 1988
TRAVASOL 2.75% IN DEXTROSE 257 IN PLASTIC CONTAINER
N89775 001 BAXTER 2.7573;256M/100ML N19520 005
JAN 12, 1989 SEP 23, 1988



N

AMINO ACIDS; DEXTROSE

INJECTABLE; INJECTION
TRAVASOL 2.757% IN DEXTROSE 57 IN PLASTIC CONTAINER

RX DRUG PRODUCT LIST / CUMUJLATIVE SUPPLEMENT NMUMBER 4 / JAN'89 ~ APR’'89

BAXTER 2.75735G4/100ML N19520 001
SEP 23, 1988
TRAVASOL 4.257 IN DEXTROSE 107 IN PLASTIC CONTAINER
BAXYTER 4.2573106GM/100ML N19520 007
SEP 23, 1938
TRAVASOL 4.257 IN DEXTROSE 157 IN PLASTIC CONTAINER
BAXTER 4.2573;156GM/100ML N19520 008
SEP 23, 1988
TRAVASOL 4.257 IN DEXTROSE 207 IN PLASTIC CONTAINER
BAXTER 4,257 ;206M/100ML N19E20 009
SEP 23, 1988
TRAVASOL 4.257 IN DEXTROSE 257 IN PLASTIC CONTAINER
BAXTER 4,257 ;256M/100ML N19520 010
SEP 23, 1988
TRAVASOL 4.257 IN DEXTROSE 57 IN PLASTIC CONTAINER
BAXTER 4 .257 ;56M/100ML N19520 006
SEP 23, 1988
AMINOPHYLELINE
TABLET; DRAL
AHINOP"YLLINE
188/ " TeoRl LABS) 11808/ JRAS411983/
a CORD LABS 100MG N852éeé1 003
AMITRIPTYLINE DROCHLORIDE
TABLET; ORAL
aay TR T e JHsIH15 1481/
RO vy
@ PBI 25MG N87775 001
s FEB 10, 1982
J JHORANE/ LRSS/ 1108/ ;ﬂﬁﬁéwﬂm
/ )lﬁ/ 4 /dd
- e
7 ey,
3 ROXANE LABS 10MG N86l4a 001
a3 25MG N86145 001
] BOMG N86l143 001
a3 7EMG N86147 001
] 100MG N86l146 001
F ] 150MG N86148 001

AMITRIPTYLINE HYDROCHLORIDE
TABLET; ORAL

/4d/

PTYLTHE HCL

/8d/
/8d8/
/4d/
/4d/

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE

@ VANGARD LABS
3

TABLET; ORAL

/1686/
[Eea/
/edvid/
1/
/14dvd/
10MG
25MG
50MG
75MG

100MG

PER E_AND AMITREIPTYLTHE HCL
AB DANBURY PHARMA 10MG ; 2MGH
AB 10MG s 4MCx
AB £5MG ; ZMGn
AB 25MG ;4MGn
AB 50MG ; GMEn
AMMONIUM LACTATE

LOTION; TOPICAL
LAC~-HYDRI
/ﬁﬂiﬁfﬂLlﬂfﬁﬂﬁl TR Er I
HWESTHODD PHARMS EQ 127 ACID

/
/fﬁﬂégﬁ,
/¥ep dﬁ /i4¢

N87632 001
FEB 01, 1982
N87570 001
FEB 08, 1982
N87616 001
FEB 08, 1982
N87617 001
FEB 05, 1982
N87629 001
FEB 08, 1982

N72539 001
FEB 15, 1989
N72540 001
FEB 15, 1989
N72541 001
FEB 15, 1989
N72124 001
FEB 15, 1989
N72135 o001
FEB 15, 1989

9 [
/A55;¢§5745¢§;

N19155 001
APR 24, 1985



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89 3

AMOXICTLLIN ROPINE SU| 3 DIPHENOXYLATE HYDROCHLORIDE
CAPSULE; ORAL TABLET; DRAL

AMOXICILLTHN

DIPHENOXYLATE HCL AND ATROPINE SULFATE

MAR 31, 19389

AB TAG PHARMS 250M6n N63030 001 1847  /IEDFRLE/L { NBédsd/édi/
FEB 28, 1989 a LEDERLE LABS 0.025MG ;2. BMG NB56950 001
AB 500ME N63031 001 ” E HCL_ W ATROPINE SUL ——
FEB 28, 1989 {
JHAR/29, (13831
POWDER FOR RECONSTITUTION; ORAL ? PBI 0.025MG;2.5MG N87842 001
LLTH MAR 29, 1982
AB NOVOPHARM 250MG/5MLK N63001 001 144/ /' . ﬁ/)-ﬂﬁ#/ m , vy
JAN 06, 1989 0. 8250 £ . g/
AR/ 28, 11383/
2 VANGARD LABS 0.025MG52.5MG Nesoo9 001
AMPICTLEIN/AMPICILLIN TRIMYDRATE MAR 25, 1983
POWDER FOR RECONSTITUTION; ORAL
AMPICILLIN BENZONATATE
AB CLONMEL CHEMS EQ 125MG BASE/SMLM N62982 001
FEB 10, 1989 CAPSULE; ORAL
AB EQ_250MG BASE/SMLM N62982 002 TESSALON
FEB 10, 1989 JoUPOHT /PARMS/ [1ddve/ Mi1216/dd1/
TS L NRASLE IR FOREST LABS 100MG N11210 001
s H L
I ny‘“
BRis) L LAB3/ /Wi#r%/ﬁlﬂﬁ/ 8ddd3/dd1/ BENZYROP Y
@ BRISTO @ 125MG BASE N50093 001
TABLET; ORAL
BENZTROPINE MESYLATE
ASPIRIN; BUTALBITAL; CAFFEINE AA INVAMED 0. 5ME N72264 001
FEB 27, 1989
TABLET; ORAL AA 1Men N72265 001
' 18/ BUTALBITAL W/ ASPIRIN FFETNE o ;Mé/ FEB 27, 1989
> DLT >, [e0813/1AB3/] aiiﬁﬂi‘ﬂﬁ,ﬁﬁ/ AA 2Mem N72266 001
/[5#/;5#. 1983/ ' FEB 27, 1989
>_ADD > AB PHARMAFAIR 325MG ; 50MG ;40MG 48 002
DEC 09; 1983
BETHANECHOL CHLORIDE
PIRIN; CARISOPRODOL TABLET; ORAL
ETHAHNECHOL CHLORZDE
TABLET; ORAL > OLT >/A&/ L /NAga41/dd1/
CARTSOPRO D >_AOD > 3 CHELSEA LABS MG Nes84l 001
AB PAR PHARM 225MG;200MGH N39594 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89

R TOSYLATE
INJECTABLE; INJECTION
BRETYLYIUM TE IN D E 57 IN
>_ADD > AP BAXTER 200MG/100MLK
>_ADD >
>_ADD > AP 00 O0M
> _ADD >

BROMPHENIRAMINE MALEATE
ELIXIR; DRAL

BROMPH
> DLT >/44/ /Pt/ o
>_DLY >
>_ADD >
>.ADD >

3 peI 2MG/5ML

TABLET; ORAL
BROMPHENTRAMINE MALEATE
>_DLT >/A8/

L
>_ADD > @ CHELSEA LABS MG

BUTABARBITAL SODIUM

TABLET; ORAL
BUTABARBITAL SODILM

184 CTRIGTRIRRIST 4/

@ WHITE TN PAULSN I0MG

CALCIUM CHLORIDE; DEXTROSE; MA
CHLORIDE; SODIUM LACTATE

SOLUTION; INTRAPERITONEAL
TANEAL PD~2 W/ DEXTROSE 1,57 IN PLASTIC

AT BAXTER
5.0 /100

448"@/1

CONTAIN

N19837 002

APR 12, 1989

N19837 001

APR 12, 1989

/Na19ea/dd1/

/JAH/25’/I¢¢3/

N87964 001

JAN 25, 1983

/Nds1és/ddi/

N85769 001

/NB3337/dd1/

N83337 001

SIU CHLORIDE; SODI

ATH
18 IMG/100ME 1, SGM/100ML 5
5. 08MG/100ML ; 538MG/100ML 5

iy )

N17512 004

L3

/NX7812/dd4/

CALC DE; PQ Q H
LACTATE

INJECTABLE H INJECTION

@ CUTTER BIOL

310MG/100ML
CARBOPLATIN
INJECTABLE; INJECTION
PARAPLATIN
BRISTOL MVERS 50MG/VIALK
150MG/VIALM
450MG/VIALM
/¢Adidindst/
liﬂJﬂffAHJiE /I ECT I/
/PRASTIN/ 181/
/ff f{ Pf(f " [B4/9. 40re/BASEML/

CARBOPROST_TROMETHAMINE
INJECTABLE; INJECTION

HEBAMATE
UPJOHN EQ 0.25MG BASE/ML
CARISOPRODOL
TABLET; ORAL
PRO
>_ADD > AA CORD LABS 350MG
>_ADD >
CEFADROXTL
CAPSULE; ORAL
CEFADROXTL
AB ‘BIOCRAFT LaBS EQ _500MG BASEXN
AB PUREPAC PHARM ES_500MG BASEW

i

2OMG/ IDOML 3 30MG/100ML ; 600MG/100ML 3

N18417 001

N19880 001
MAR 03, 1989
N19880 002
MAR 03, 1989
N19880 003
MAR D3, 1989

/R1F483/dd1/

N17989 001

N81025 ool
APR 13, 1989

N62695 001
FEB 10, 1989
N63017 001
JAN 05, 1989



>_ADD >

>_ADD >
> ADD >
> ADQ >
>_ADD >

> AbD >
> ADD >
>_AbD_>
>_ADD >
>_ADD >
>_ADD >

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER & / JAN'89 - APR'8Y

CEEADROXIL
POWDER FOR RECONSTITUTION; ORAL
FADROXT.
AB BIOCRAFT LABS BASE /5M
AB EQ 250MG BASE/SMim
AB 500MG BA
ULTRACEF .
a8 BRISTOL LABS A
AB 12 ASE/5M
AB EQ 250MG_BASE/SML
2B EQ 250MG BASE/EM
ZOLIN SODI

INJECTABLE; INJECTION
CEFAZO

AP TAG PHARMS EQ_250MG BASE/VIALNW
AP EQ _500MG BASE/VIALM
AP EQ_]GM BASE/VIALM
CEFIXIME
POMDER FOR RECONSTITUTION; ORAL
SUPRAX
LEDERLE LABS 100MG/SMLI
TABLET; ORAL
SUPRAX
LEDERLE LABS 200MG
400MGH

N62698 001
MAR 01, 1989
N62698 002
MAR 01, 1989
N62698 003
MAR 01, 1989

N62334 001
N62376 001
MAR 16, 1982
N62334 002
N62376 002
MAR 16, 1982

N63016 001
MAR 14, 1989
N63016 002
MAR 14, 1989
N63016 003
MAR 14, 1989

N50622 001
APR 28, 1989

N50621 0OD1
APR 28, 1989
N50621 002
APR 28, 1989

>_ADp >
> ADE >

>_ADD >
> _ADD >
>_ADO >
>_ApD >
> ADD >
>_ADD >
> ADD >

>_ADD_>
>_ADD >
>_ADD >
> AOD >
>_ADD_>

CEF D

INJECTABLE; INJECTION
CEFPIRAMIDE SODIUM

WYETH AYERST LABS EQ 16M BASE/VIALM

EQ 2GM BASE/VIALM

EQ 106M BASE/VIALM

CEFYAZYDINE SODIUM

INJECTABLE; INJECTION
FORTAZ IN PLASTIC CONTAINER
GLAXO EQ 10MG BASE/MLM

EQ 20MG BASE/MLM
EQ 40MG BASE/MLM

FUR S0D

INJECTABLE; INJECTION
ZINACEF IN PLASTIC CONTAINER
GLAXO EQ 15MC BASE/MLM

EQ 30MG BASE/MLM

CEPHALEXIN

TABLET; ORAL
CEPHAL XN
AB BIOCRAFT LABS E _250M6 BASER

AB 5QOMG_BASEM

CERULETIDE DIFTHYLAMINE

TARIECTABLE (B ECT I/
Ml uassy

@ ADRIA LABS

/8. 8me i/
0. D2MG/ML

N50633 002
JAN 31, 1989
N50633 003
JAN 31, 1989
N50633 005
JAN 31, 1989

N50634 001
APR 28, 1989
N50636G 002
APR 28, 1989
N50634 003
APR 28, 1939

N50642 001
APR 28, 1989
N50642 002
APR 28, 1989

N632023 001
JAN 12, 1989
Né63024 001
JAN 12, 1989

/Ni8Edé/ ddi/

N18296 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'8®Y

CHLORPROMAZINE HYDROCHLORIDE

CHLORDIAZEPOXIDE HYDROCHLORIDE
CAPSULE; ORAL

CHLORDTAZ EPOMTDE HOL
148/ 79’@3&37%%7 /8%/

ie9/881

1
4/ A0/ ;:IZE% %:’%
4d/ Jih/ 147441/
/ /ﬂﬁﬁ?ﬁi./fdﬁs/
@ VANGARD LABS 5MG N88129 DOl
MAR 28, 1983
a 10MG N88010 001
. . ' MAR 28; 1982
) 25MG N88130 001
- ’ MAR 28, 1983

CHLORPHENIRAHIHE HALEATE
TABLET; DRAL '
PHENTRAMINE MALEATE
>_DLT_>/44/ i INB8134/ 441/
> QDD > a3 CHELSEA LABS GMG N85139 DOl
A ICEBRRIE/CABS/ ey JNAES41 1861/
3 LEDERLE LABS MG ‘N86941 001
PHEN T MALEATE ; PHENYLPR

YDROCHLDRIDE

CAPSULE, EXTENDED RELEASE; ORAL
LORPHEHIRAMIHE MALEATE ANHD PHEWYLPROPAHOLAMINE HCL

AB CORD LABS- 12MG; 75MG NB885940 001
JAN 26, 1989
ORNADE
AB SK&F LABS ,75HG N12152 004
1R IRLE152 /8441
PHENTRAMI POLISTIREXS OCH P TIRE
SUSPENION, EXTENDED RELEASE; ORAL
TUSSIONEX
FISONS EQ 8MG MALEATE/BML;
EQ 10MG BITARTRATE/BML N19111 001
IHERVALT/ [ m Rt ey o
' TR R ey msssss s

TBEC/315 71983/

TABLET; ORAL
CHLDRPROMAZINE HCL

18P/ [VANCARD/LABS/

far

@ VANGARD LABS

CHLORTHAL TDONE
TABLET; ORAL

CH LXDON
148 STIANRARDI ABS/
148/

@ VANGARD LABS

CHLORZOXAZONE
TABLET; ORAL

cH E
16 TRRTSEI AR/

@ CHELSEA LABS
AR PIONEER PHARMS
AA

CHYMOPAPAI

INJECTABLE; INJECTION
CHYMODIACTIN

/BARTER/

{198/

fédes

10MG

Z5MG
50MG

/ia%8/
/28ud/

25MG

50MG

/ tgdvs/
250MG
250MGH
500MGn

14; 888 \IEF3 VAL
118888/ T3HEAL/

L))

NAdH4/dd1/
/‘;ﬂé§"§§¢§§5
Ry
N88038 DDl
AUG 16, 1982
N87645 0Dl
N87646 001

A
/H.‘ﬂ/# 4;6:4

“N88012 001
JUL 14, 1982
N88D73 001
MAR 25, 1983

i
/

i

AUG 09’ 1982
N89592 001
JAN 06, 1989
N89948 0D1
JAN Dé, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER & / JAN'89 -~ APR'S9

CHYMOPAPAIN

INJECTABLE3 INJECTION
CHYMODIACTIN

BOOTS (USA) 4,000 UNITS/VIAL
10,000 UNITS/VIAL
BAdcASE/
/ ﬁﬁﬁﬁ/#lﬂﬁ#/ 12888 /ONLTS/VIAL/

9 BOOTS PHARMS 12,500 UNITS/VIAL

CLINDAMYCIN PH ATE

INJECTABLE; INJECTTON
CLTHDAMYCTH PHOSPHATE
AP ASTRA PHARM PRODS EQ_150MG 8ASE/Mim

AP DUPONT CRI CARE EQ 150MC BASE/Mix

SOLUTION; TOPICAL
CLINDAMYCIN PHOSPHMATE

AT COPLEY PHARM EQ_1% BASEM
CLORAZEPATE DIPOTASSIUM
TABLET> ORAL

CLORAZEPATE DIPOTASSIUM
/4d/ '
/88/ /1.8
/88/ /15!

3 LEDERLE LABS 3.75MG

) 7.5M6

3 16MG

N18663 002
AUG 21, 1984
N18663 001
NOV 10, 1982

dd
R85

N18625 00l
JAN 18, 1984

N62928 001
FEB 13, 1989
N62908 001
FEB 01, 1989

N62944 001
JAN 11, 1989

13/481/
’"é:j ii 3ﬁ§/
IOEETLE: he /

N72013 001
DEC 15, 1987
N72014 001
DEC 15, 1987
N72015 001
DEC 15, 1987

/

CLOXACTLLIN SODIUM

POWDER FOR RECONSTITUTION; ORAL
CLOXACTLLIN SODIUM

> _ADD > AA NOVOPHARM EQ 12Z5MG BASE/BMLM
>_ADD_>

ALT CHLORIDE, CO-603
CO-60; INTRINSIC FACTOR

INALIRAA/
i T
/m/ig% 1357 ~$4/KLf/

9 SQUIBB

ANOCOBALAMINS CY

v
QO
-t

V.V
(=1 =]
Ll
~ [~
vvvy

NANAIRAINAY

N/ANZAN/ASNAA

v
o
{=1
L~

RTISOME ACETA

TABLET; ORAL
CORTISONE ACETATE

>Dir > /ﬁf’/ TRILTE SRV /PAILSH/

@ HWHITE TN PAULSN

1éee/
25MG

CYANOCOBALAMIN
INJECTABLE; INJECTION

T

88/ Nkﬁfiﬂ/ﬂﬂ#/

9 BERLEX LABS

/idgAi/
IMG/ML
/i hic/
1HG/ML

YCLINE

[81HUA, {/ﬂﬂ
ﬁffﬁs'smé';fm,

3 LEDERLE LABS

DROCHLDRIDE
/1818/81L/
75MG/EML

DEXAMETHASONE
TABLET, R‘L

> DLT > /gp/ /¢HEJ-$#/M¢$/
>_ADD >

9@ CHELSEA LABS

/1.618/
1.5M6

N62978 001

APR 06, 1989

ALAMIN

14494/ 861/

N16090 001

/Radi41/ddt/

N80341 001

/NBELe8/ 816/

N06668 010

/igi81£/8d2/

No7012 002

/iBdisi/dd1/

N50257 001

/Ngsdas/ddt/

N85840 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER & / JAN'89 - APR'89

DIATRIZOATE MEGLUMINE
INJECTABLE; INJECTION

> DLY > CARBLdERAFIN/

> DLT > /Sdsiiﬁﬁ/ /8821
>_ADD > SQUIBB 857
DIAZEPAM
TABLET; ORAL
DIAZEPAM
>_ADD > AB MARTEC PHARM 10MGx
> ADQ >

DICYCLOMINE HYDROCHLORIDE

CAPSULE; ORAL
DICYCLOMINE HCL
AB PIONEER PHARMS 10MG

DIETHYLCARBAMAZINE CITRATE
TABLET; ORAL

HETRAZAN
3/ ECERVE/ L RES/ 15806/
50MG

LEDERLE LABS

DILTIAZEM HYDROCHLORIDE

CAPSULE, EXTENDED RELEASE; ORAL
CARDIZEM SR

MARION LABS 60MGt

90MG

120M6m

3 180MGx

/N1182d/882/

Nllsz2o 002

N72402 001
APR 25, 1989

N89361 001
JAN 10, 1989

/N6g4E3/861/

NO6459 001

N19471 001
JAN 23, 1989
N19471 002
JAN 23, 1989
N19471 003
JAN 23, 1989
N19471 004
JAN 23, 1989

IPH DRAMINE HYDROCHLORID

CAPSULE; ORAL

DIPHENHYDRAMEIN
188 CTIRERRRI R

/48/

3 VANGARD LABS
184/ Miiff/fN/#ULSH/
3 HWHITE TN PAULSN
E;;XIR; ORAL
> DLT >
>_OLT >/44/ ’55%9/
>_ADD > 8 PBI
DIPHENHYDRAMINE HC
144/

YA L]
@ PRIVATE FMLTNS

PAMINE HYDROCHLORIDE

INJECTABLE; INJECTION

DOPAMINE HCL
AP ABBOTT LABS
AR

DOXEPIN HYDROCHLORIDE

CAPSULE; ORAL
DOMEPXH HCL
QUANTUM PHARMCS

&

&

DOXORUBICIN HYDROCHLORIDE

INJECTABLE; INJECTION
AD PFS
ADRIA LABS

ke

2
n-J

/iend/
/gddd/
25HG

50MG

/80dg/

50MG

/1. ia/siL/

12.5MG/5ML

12.5MG/5ML

4OMG/MLX
80MG/Min

EQ 100MG BASEM
EQ 150MG BASEM

s B
4

s

id/ddi/
N88034 001
ocT 27, 1982
N87630 001

/Radadd/dd1/

N3080D DOl

/Rg4gad/eg1/

N84640 001

/NB82a114817

N85287 001

N70656 001
JAN 24, 1989
N70657 001
JAN 24, 1989

N72375 001
MAR 15, 1989
N72376 001
MAR 15, 1989

NEQ629 001
DEC 23, 1987
N5p629 002
MAY 03, 1988



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MMBER 4 / JAN'89 - APR'S89

B Y: HLDRID
INJECTABLE:; INJECTION
ADRYAMYCYN RDF
AP ADRIA LABS OMG/VIA
AP 20MG/VIAL
AE 50MG/VIAL
HC
AP CETUS BEN VENUE 2MG/MLx
AP 10MG/VIALM
AP 20MG/VIALM
AP S0MG/VIALM
> ADD > RUBEX
> _ADD > AP BRISTOL MYERS USP&NG )JOMG/VIALM
> ADD >
>_ADD > AP 50MG/VIALK
> ADD >
> ADD > 100MG /VIALK
DD >

> ADD >
> ADD >
>_ADD >
> ADD >
> ADD >

> &!!D >

DOXYCYCLINE HYCLATE

INJECTABLE; INJECTION
LINE HYCLATE

AP LEDERLE PARNTLS

AP

EQ 100MG BASE/VIALKN
200MG BASE/VIALK

DOL; FENTANYL CYTRATE

INJECTABLE ; INJECTION

FENTANYL CITRATE AND DROPERYDOL

AP ASTRA PHARM PRDDS

AP

>_ADD > AP

DD >
>_ADD >

2. 5MG/MLs
EQ_0.DEMG BASE/MLX

2.5MG/ML S
. O5MG BAS

2.5MG/ML;
D.05MG BASE/MLK

N50467 001
NE0467 003
MAY 20, 1985
N50467 002

N62975 001
MAR 17, 1989
N62921 001
MAR 17, 1989
N62921 002
MAR 17, 1989
N62921 003

© MAR 17, 1989

N62926 001
APR 13, 1989
N62926 002
APR 13, 1989
N62926 003
APR 13, 1989

Né62992 DOl
FEB 16, 1989
N62992 002
FEB 16, 1989

N72026 D01
APR 13, 1989

N72027 001
APR 13, 1989

N72028 001
APR 13, 1989

ERGOLOID MESVLATES
TABLET; SUBLINGUAL
/ LOXTD MESYLATES /
LEPFRL ;
oy TERE e

3 LEDERLE LABS

a3 IMG
168 IomekSIAsy /4
14/ 11/
2 VANGARD LABS 0.5MG
-] MG
T NS, C ATED
TABLET; ORAL
COMNJUGATED ESTROGENS
> ADD > BP  CHELSEA LABS 0.625MG
> _ADD > BP ' 1.26MG
Sy 18555/
> T 5 -:'
S 15y
>_ADD > BP DURAMED PHARMS 0.3M6
> _ADD > BP 0.625MG
> ADD > BP 1.25MG
ol /4 Py
DLY > .
224 iy
>TDLT > g8/ 12788/
>_ADD > BP ZENITH LABS 0.3MG
>ADD >
> ADD > BP 0.625M6
> ADD > BP 1.25MG
> ADD_> 2.5MG
STy 16:5%/
Snay) 1848608/
> DLTY > .
Snay ;
> DLY > /ps/ ;é;éﬁgﬁ/

4/4
373
84 0
3:11
ry
41
/#P/M G
N8s0l12 001
SEP 20, 1982

NB838014 0D1
SEP 20, 1982

N85800 001
N85801 001
/3§§§§§/°3§/

d1/dd
i §§¢§f§a§f

N86492 001
NB83z72 0D1
N8329% 001
/@232/33?/
e8]
ey
N88569 0Dl
NOV 29, 1984
N83373 001
N83601 0D1
N836DZ 001



ESTROGENS; CONJUGATED

TABLET; ‘DRAL
PREMARIN

> ADD > BP WYETH AYERST LABS
> ADD > BP
>_ADOD > BP
ST /8
>__LI_>
> DLT > /B3/
> BLY > [@d/
> DLT >
> DLY > /B
> DLT > /B
> _ADD >
> gon >

3
f

ESTROGENS, ESTERIFIED
TABLET; DRAL

FEMOGEN ‘
183/ JPRIVAYE/PRCINS/

" @ PRIVATE FMLTNS

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'8Y — APR'89

128/
2.5M6

ETHINYL ESTRADIDL; NORETHINDRONE

TABLET3 ORAL-21
HORCEPT~E 1/35 21
AB GYNOPHARMA

TABLET; ORAL-Z8
HORCEPT~E 1/35 28
AB GYNOQPHARMA

FERROUS CITRATE, FE-59
> DLT >  /INJECTABLES N f¢f

>SIT > JFERRAS/EITRATE/F / 9/

>bLY > TRALCINCKAOS T
> _ADD > @ MALLINCKRODT

0.035MG 5 IMEw

/2$/d¢i/ﬂil

5 UCI/ML

N04782 0C3
NC4782 004
N04782 001
b
d4§¢2/§6 4/

/N 47¢¢/555/
G

/44782 1442/

NO4782 005
JAN 26, 1984

/ngedd/ddt/

N85007 DD1
N71545 001
FEB 09, 1989

N71546 001
FEB 09, 1989

/n1€325/861/

N16729 DOl

FLUOC DE
CREAM; TOPICAL
FLUOCTHONIDE
AB LEMMON 0. 05/
AB 0. 05x
VASODERM E
AB TJ ROACO 0.057/n

GEL; TOPICAL
FLUOCTHONTIOE

AB LEMMON D. 05
LIDEX
AB SYNTEX LABS 0.05%
SOLUTION; TOPICAL
FLUOCTHONIDE
AT LEMMON 0.057n
FLUOXYMESTERONE

TABLET, ORAL

> DLT > /Bp/ /ﬁﬁﬁﬂﬂ/ﬁﬂﬂ#ﬂ/ /1de/

>_ADD > BP  ICN P 10MG
FLUGKYMESTERONE

> OLT > BB/ /BROA/PARY/ 1dig/

> n! ! >

>ADD > BP  ICN PHARMS 10MG

FLURAZEPAM HYDROCHLORIDE
CAPSULE; ORAL

FLURAZEPAM HCL
AB CHELSEA LABS 15MG
aB 30Mcn

10

N72488 001
FEB 06, 1989
N72490 001
FEB 07, 1989

N72494 001
JAN 19, 1989

N72537 0D1
FEB 07, 1989

N17373 001

N72511 001
FEB 07, 1989

MgF19e/dst/

N87196 001

Y58 11388

N88zzl 00l
MAY 05, 1983

N72368 001
MAR 3D, 1989
N72369 DOl
MAR 20, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'B9Y - APR'B9 11

ELUTAMIDE HEPARIN SODI
CAPSULE; ORAL INJECTABLE; INJECTION
EULEXIN HEPARTN SODIUM 25,000 UNTTS TN DENTROSE 57 TN PLASTIC
SCHERING 125MGH N18554 001 CONTATHER
JAN 27, 1989 AP ABBOTT LABS 5,000 UNITS/100MLM N19805 002
JAN 25, 1989
LIC D

HYDRALAZINE HYDROCHI.ORIDE
TABLET; ORAL ‘

T Ve e JNAT281443 T vaRALaZIY
/RRY/13, 71982/ 188/ /is0d/ /NAT18d/dd1/
3 PBI MG N87828 001 AR/ 24,/1483)
) MAY 13, 1982 148/ /8dvd/ /Ng1is1/dd1/
> DLT >/44/  [VANSAHD/LASS/ 1188/ /Naa71d/dd1/ IAR/29, 11982/
> DLT > JRARS 23, 714484/ 3 pBI Z25MG N877680 0D1
>_ADD > 9 VANGARD LABS MG Na8730 001 MAR 29, 1982
>_ADD > MAR 23, 1984 F] 50MG N87751 001
88/  WMITE/DV/PRAULSHY  1ivd/ /NBdgsi/dd2/ MAR 29, 1982

? WHITE TN PAULSN 1MG N80691 002

R ROTHIAZID
G BROZI

TABLET; DRAL

Hlorm” ™ 8 TR INRI8L1/481)
LOPID
i it /Lae/ ot 144/ o, ISl
_ JAPR/14, 71482/
TABLET; ORAL 3 PBI 25MG N87827 001
LOPID APR 19, 1982
PARKE DAVIS 600MG N18422 003 3 50MG N87752 001
oY 20, Tose 88 IS “TNazeisr et/
/g% ' /iﬂ /Nﬁiﬂiﬂlgﬁi/
HEPARIN SODIUM 2 VANGARD LABS 25MG N87638 001
: ? 50MG N87610 001
INJECTABLE; INJECTION / IETEITNBROCHY  / /Nai8dd/dé2/
>_ADD > HE;?':::SSE:BS 40,000 UN N17066 006 pLT ; ; /riﬁégg;ﬁgﬂ
4 > >
> DLY > = /3/ /40,004 13/mL/ IR17de4/ 446/ 2 WHITE TN PAULSN 25MG N83309 002
HEPARTM SODIUM 20,000 UMITS AND DEXTROSE 57 IN PLASTTC 3 50MG N83809 001
CONTATHER >_ADD > ? 100MG N85%47 001
AP BAXTER 4,000 UNITS/200ML N18814 001
OCT 31, 1983
EP ”nm D00 UNITS D E 5 P DROCHL.ORO 3 LISY RI
co ER ,
AP ABBDTT LABS 00 $/100M N19805 001 TABLET; DRAL
JAN 25, 1989 PRINZIDE 12.5
MSED RES LABS 12.5MG; 20MG N19778 001

FEB 16, 198%



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89

HYDROCHLOROTHIAZIOE ; LISINOPRIL

TABLET; ORAL
PRINZIDE 25

MSaD RES LABS 25MG > 20ME

HYDROCHLOROTHIAZIDE ; METHYLDOPA

TABLET; ORAL
METHYLDOPA AND HY! DE

AB DANBURY PHARMA A5MG 5 2 50MGH
AR 25MG 5 250MG
AR 30MG ; 500MG
AB 50MG ; 500MGH

HYDROCHLOROTHIAZIDE ; RESERPINE
TABLET; ORAL
/H.R.-8d/ s ,
TBB/ [ILTE/RI/PRICEN/  [edngid 128re/
3 WHITE TN PAULSN 5OMG;0.125MG
HYOROCHEOROTHIAZIDE ; SPIROMOLACTONE

TABLET; ORAL

SPTRONOLA! HYDROCH D
/4d/ : ]

3 PBI ) 25MG ;3 25M6
/88/  [VANGARD/LABS/ / 2did1ddra/

3 VANGARD iABS 25MG 5 25M6

HYOROCORTISONE
CREAM; TOPICAL

HYDROCORTX:
AT NMC LABS 2.5/m
AT TOPIDERM 1M

N19778 002
FEB 16, 1989

N70958 001
FEB 06, 1989
N70959 001
JAN 19, 1989
N71069 001
JAN 19, 1989
N70960 001
FEB 06, 1989

/R8e338/881/

N85338 001

/Rg1451/481/

N87651 001

/NB1ess/ddt/

N87655 001

N89754 001
FEB 01, 1989
N89273 001
FEB 17, 1989

HYOROCORTISONE ACETATE

CREAM; TOPICAL
L]

E_ACETATE
AT PARKE OAVIS 1
HYDROCORTISONE SODIUM SUCCINATE
INJECTABLE; INJECTION
A-HYDROCORT
>_ADD > AP ABBOTT LABS
> ADDh >
>_ADD > AP
> ADD >
> _ADD_> AP
> ADD >
> AQD > AP
> AOD >
HYDROFLUMETHIAZIDE
TABLET; ORAL
DROFLUMETHIAZIDE
>_DLY >/Ad/ L / &4/
> DLT >
>_ADD > @ CHELSEA LABS EOMG
> _ADD >
HYOROXOCOBAL AMIN
INJECTABLE; INJECTION
HYDROMOTOBALAMEN ,
> OLY >/48/  [LIPAGIER/ /1ssAi/
>_AOD_> 3 LYPHOMED 1MG/ME
IMI DROCHLORIDE
TABLET; ORAL _
IMTPRAMINE HC
/88/ i/
3 PBI 25MG

EQ 100MG BASE/VIALM
EQ 250MG BASE/VIALM
EQ 500MG BASE/VIALM
EqQ 1M BA§E/VLAtI

12

N89914 001
JAN 03, 1989

N89577 001
APR 11, 1989
N89578 0D1
APR 11, 1989
N89579 DO1
APR 11, 1989
N89580 001
APR 11, 1989

4

sy
N88528 001

AUG 15, 1984

/rigadat/ddi/

N84921 001

itie/d

A
N87776 001

FEB 10, 1982



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89

IMIPRAMINE HYDROCHLORIDE
TABLET; DRAL

16 TR ey
/88/ /iaid/
144/ 1885/
@ VANGARD LABS 10MG
a 2EMG
F] BOMG

NI THACIN

CAPSULE, EXTENDED RELEASE; ORAL
IHDOMETHACIN

AB INWOOD LASS . 75MGH
CTULOS!
SYRUP3; ORAL
DUPHALAC
AA REID ROKELL OGM/15MLn
SYRUP3; ORAL, RECTAL
LACTULOSE
>_DLY >/4&/  /RACL/BopAs/ /18dn21 g8/
> ADD > AA REID ROMWELL 10GM/15ML
_ PORTALAC
AA REID ROMWELL 10GM/ 1 5MLx

EUCOVORIN CALCIUM

INJECTABLE; INJECTION
LEUCOVORIN CALCIUM

LEDERLE LABS EQ 350MG BASE/VIALM

>_ADD >
>_ADD >

14/4d
iy
i
1/6615

/JKN/64 /1982

N88036 001
NOV 03, 1982
N87619 001
FEB 09, 1982
N87631 001
JAN 04, 1982

N72410¢ 001
MAR 15, 1989

N72372 001
MAR 22, 1989

/R119d¢/dd1/
N17906 001

N72374 001
MAR 22, 1989

NO08107 005
APR 05, 1989

LEUCOVORTIN CALCIUM
INJECTABLES INJECTION

WELLCOVORTH
AP BURROUGHS HELLC EQ 504G BASE/VIALR

L

EQ_100MG BASE/VIALM
EQ 25MG BASE/VIALM

LEUPROLIDE ACETATE

INJECTABLE; INJECTION
LUPRON DEPOT

> DLT > TTRP/ PRARS/ 118169 1AL/
>_ADD > TAKEDA ABBOTT R&D  7.5MG/VIAL
>_ADD >

LEVOTHYROXINE SOD 3 LIOTHYRONINE SOOI

TABLET; ORAL
THYROLAR-0. 25

> DL JARMOUR/ PrARN/ [8.8128061d /663 1038/
> ADD > RORER PHARM 0.0125MG;D,0031M6
THYROLAR-0.5 . :
> DLT > JARPOUR/ PrAfY/ /d.82ere1d [ 68é2 08/
> ADD > RORER PHARM 0.025MG;0.00625M6
THYROLAR-1
> DLT > / ARIOUR/ PrARY/ /4. d8id {4 12808/
>_ADD > RORER PHARM 0.05MG;0.0125MG
THYROLAR-2
>_DLT > /ARNOUR/ PrARY/ /41854 d28nd/
> ADD > RORER PHARM 0.1MG;0.025MG
THYROLAR-3 ‘
> DLT > JARASUR/ PrARY/ /4189614 d318p8/
>_ADD > RORER PHARM 0.15MG;D.0375MG
LIDOCAYNE HYDROCHLORIDE
INJECTABLE; INJECTION
KYLOCATHE
AP ASTRA PHARM PRODS p ¥4
INJECTABLE; SPINAL
>_ADD > LT E_HCL AND DEXTROSE
>_ADD > AP

>_DLT >

e e

13

N89465 001
JAN 23, 1989
N89834 001
JAN 23, 1989
N89833 001
JAN 23, 1989

/R19432/d61/

N19732 001
JAN 26, 1989

[R164d3/dd1/

N16807 001

/N16847/dds/

N1l6807 005

/R188d3/dd4/

N1l6807 004

/N168d1/dd2/

N16807 002

/N18481/443/

Nle807 003

N16801 005

JAN 19, 1988

N83914 001

/Pg3sia/dd1/



LISINOPRIL

TABLET; ORAL
PRINIVIL

>_ADD > AB MSED RES LABS
ZESTRYL

> ADD > AB IMPERIAL CHEM

>_ADD_>

LITHIUM CARBONATE
CAPSULE: DRAL

LITHIUM CARBONATE
AB PBI

HANNITOL
SOLUTION; IRRIGATION

ESEcTLddy
Kok e

@ KENDALL MC

MECLIZINE HYDROCHLDRIDE
TABLET; DRAL

1881 “TIRGARET B/
148/

@ VANGARD LABS

ECLOFE TE_SODIUM

CAPSULE3 DRAL
ECLOF TE
AB BARR LABS

]

RX DRUG PRDDUCT

40MG
40MG
Z0DMG
fesi/iddiy/
BGM/1GCML
/12.5%/
/i888/
12.5MG
25MG
EQ SOMG BASER
EQ_1DDMG BASEM

LIST / CUMULATIVE SUPPLEMENT NUMBER G / JAN'89 - APR'89

N19s58 004
DEC 29, 1987

N19777 DG4
MAY 19, 1988

N72542 0D1
FEB D1, 1%89

/N16184/862/

N16704¢ 002

[HA1811/841/
Wy,
1R )

N87877 0D1
APR 20, 1982
N87620 DCl
JAN 04, 1982

N72848 DD1
MAR 2D, 1989
N72809 DD1
MAR 205 1989

MEPERIDINE HYDROCHLORIDE

INJECTABLE; INJECTION
MEPERTDINE HCL
ASTRA PHARM PRODS

BB ERBERERBIRK

K

MEP TE

TABLET; DRAL

/88/  [VAveARD/CABS/

@ VANGARD LABS

/ 22; JRILIE/ BN/ PROLSY/

@ WHITE TN PAULSN
3

HESNA

INJECTABLE 3 INJECTION
MESNEX
ASTA PHARMA

TBRLSTOL/riERS/

BO0MG/MLu
5OMB/MLN
75MG/MLu
1DDMG/MLK
100MG/MLK
100MG/MLK

/4ddvid/
400MG
/4dddd/
400MG

j
ey

200MG
40DMG

100MG/ML

/iddremc/

14

N89781 DD1
MAR 31, 1989
N89782 DD1
MAR 31, 1989
N89783 DD1
MAR 31, 1989
N89784 DC1
MAR 31, 1989
N89785 €01
MAR 31, 1989
Na9786 0D1
MAR 31, 1989
N89787 001
MAR 31, 1989
N89788 001
MAR 31, 1989

12931881/
41141/
i

NB8011 001
“Higsslaregls
/182443/44d1/
N8383D 0D1
N83442 0D1

N19384 0D1
0
[OEC/36; 11388/



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER & / JAN'89 - APR'89

METHOTREXATE SODY
INJECTABLE; INJECTION

> ADD > MEXATE-AQ PRESERVED
>_ADD > AP BRISTOL MYERS EQ 25MG BASE/MLM
> ADD >
METHYLPREDNISOLONE ACETATE
IENEHALRESTAL/
IS
JORIGH/ Jaie st/
3 UPJOHN GOMG/BOT
METHYLTESTOSTERONE
TABLET; BUCCAL
ANDROID 5
o> JORRRIARY /e
>_ADD > ICN PHARMS BMG
TABLET; ORAL
HDROZD 10
s DT o/4d/ TRRORTIRY /it
>_ADD > AB ICN PHARMS 10MG
ANDROID 25
> oL o/ad/ JORONRURY /4
>_ADD_> AB ICN PHARMS 25MG

=S

METOCLOPRAMIDE HYDROCHLORIDE ‘

INJECTABLE; INJECTION
METOCLOPRAMIDE HCL

AP BULL LABS EQ_10MG BASE/2MLM
AP DUPONT CRI CARE EQ 10MG BASE/ZMLm

METOPROLOL TARTRATE
TABLET; ORAL
LOPRESSOR

GEIGY PHARMS

2

BE
[~
(=]

METOPROLOL TARTRATE
HENRY SCHEIN

2
5
7

|

1 DELAYED EFFECTIVE DATE PENDING COURT DECISION

N89887 001
APR 14, 1989

/i18182/461/

N18102z 001

/081232/d41/

N87222 001

/R8E4s6/6d1/

N86450 001

/N#141/d81/

N87147 001

N71990 oCl
JAN 18, 1989
N71291 001
MAR 03, 198%

N17962 001
N17962 002

N71690 001 t
FEB 08, 1989 t
N71691 001

FEB 08, 1989

Y
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=
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o
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<
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b
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=
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=
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>
=
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NALBUPHINE HYDROCHLORIDE

FEkikERERBERBRBRREEBEETHRK

ETA FURDAT

LOTION; TOPICAL
ELOCON
SCHERING

INJECTABLE; INJECTION

LBUPHINE HCL
ABBOTT LABS

ASTRA PHARM PRODS

0. 1%

10MG/MLR
10MG/HLM
20MG/MLM
20MG /ML
20MG/MLn

OMG/MLY
10MG/MLM
10MG/MLR
20MG/MLn
20M/MLn

20MG/ ML

15

N19796 001
MAR 30, 1989

N70916 001
FEB 03, 1989
N70915 001
FEB 03, 1989
N70916 001
FEB 03, 1989
N70917 001
FEB 03, 1989
N70918 001
FEB 03, 1989
N72070 001
APR 10, 1989
N72071 001
APR 10, 1989
N7z2072 001
APR 10, 1989
N72073 001
APR 10, 1989
N72074 001
APR 10, 1989
N72075 001
APR 10, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMUMBER 4 / JAN'89 - APR'89

NALOXONE HYDROCHLORIDE

INJECTABLE; INJECTION
HALOXONE HCL

> _ADD > AP ASTRA PHARM PRODS 0.02MG/MLK
>_ADD > ‘
> ADD > AP 0.0
> ADD >
> _ADD > AR 0.02MG/MLu
>_ADD >

DD _> AP 0,.02MG/MLn
> A >
>_ADD > AP 0.02MG/MLn
> _ADD >
>_ADD > AP 0.4MG/MLu
>_ADD >
>_ADD > AP 0.4MG.
> ADD >
> _ADD > AP 0.4MG/MLK
> _ADD >
>_ADD > AP 0. 4MGMLX
> _ADD >
> ADD > AP 0.4MG/MLK
> ADD >
> _ABD > AP 1MG/MLR
> ADD > :
>_ADD_> AP AME/MLK
> _ADD >
>_ADD > AP 1Me/ ML
>_ADD >

NIACIN
TABLET, ORAL
> DLT >/44/ 7EHE’$fA/LA5$/ /&6dvg/
> _ADD > @ CHELSEA LABS 500MG
NIFEDIPINE
CAPSULE; DRAL

DD > HEFEDIPINE
> ADD > AB PUREPAC PHARM 1loMGn
> ADD > .
> ADD > AB 20MGu
> EQD >

¥ DELAYED EFFECTIVE DATE PENDING COURT DECISION

N72081 001
APR 11, 1989
N72082 001
APR 11, 1989
N72083 001
APR 11, 1989
N72084 001
APR 11, 1989
N72085 001
APR 11, 1989
N72086 001
APR 11, 1989
N72087 001
APR 11, 1989
N72088 001
APR 11, 1989
N72089 001
APR 11, 1989
N72090 001
APR 11, 1989
N72091 001
APR 11, 1989
N72D92 0D1
APR 11, 1989
N72093 001
APR 11, 1989

/N8sL72/461/

NB85172 001

N72579 001 t

APR 28, 1989
N72556 001
APR 28, 1989

>_ADD >
> _ADD >

HACILLIN SODIUM

INJECTABLE; INJECTION
OXACTLLYN SODIUM

Ap ELKINS SINN EQ 250MG BASE/VIALKN
AP EQ 500MG BASE/VIALW
AP EQ _16M BASE/VIALK
ap EQ 2GM BASE/VIAL
ap EQ GGM BASE/VIALN
AP 10GM_BASE/VIALX

axy NIN CHLORID

TABLET; ORAL
OXYBUTYNIN CHLORIDE

AB BOLAR PHARM " 5MGH

PANCURONIUM BROMID
INJECTABLE; INJECTION

PARCURONT\Rt BROMYIDE

AP ABBOTT LABS IMG/MLK

ZME/MLK

5

PENBUTOLOL SULFATE

TABLET; DRAL
LEVATOL

Jjesendy
REED & CARNRICK

/18e/

10MG

PENICILLIN G BENZATH
Nd !
/S%g;gixigﬁ oRAL/

/HftfH KIERST/LABS/ /344, 468/ T3 80/

9 WYETH AYERST LABS 300,000 UNITS/EML

16

N62711 001
FEB 03, 1989
N62711 002
FEB 03, 1989
Né62711 003
FEB 03, 1989
Né62711 004
FEB 03, 1989
N62711 005
FEB 03, 1989
Né62711 BODé
FEB 03, 1989

N72485 001
APR 19, 1989

N72320 001
JAN 19, 1989
N72321 o0l
JAN 19, 1989

)
1AL A A

N18976 €01
DEC 30, 1987

/isdize/dads/

N5D1zé 002



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMBER 6 / JAN'89 ~ APR'89 17

PENICILLIN V POTASSIUM OTASSIUM_CHLORIDE; SOD 0
POWDER FOR RECONSTITUTION; DRAL INJECTABLE; INJECTION
PENICILLIN V_POTASSIUM SODTUM CHLORIDE 0,97 AND POTASSIUM CHLORIDE 0,075% TN

AR CLONMEL CHEMS EQ 125MG BASE/SMLN 'N62981 DD1 PLASTIC CONT. , )
FEB 10, 1989 188/ TERXTERT /15a/LddnL {SdNdlLA0MY/ /iitFe4d/dd4/
AA EQ_250MG_BASE/SMLM N62981 D02 3 BAXTER . 7EMG/100ML 3 900MG/100ML  N17648 DD4
FEB 10, 1989 /88 [RERBALLINCEAN/ /15va/140HL {9ddnalLdnL/ [NI8127/dd1/
/R8v/ 89, /19821
@ KENDALL MCGAW 75MS/100ML 3 900MG/100ML  N18722 001
PENTOBARBITAL SODIUM NOV 09, 1982

SODTUM_CH DE 0,97 AND POTASSIUM CHLORIDE 0,157

CAPSULE; ORAL PLASTIC CONTATH
ENTORARBITAL SO 48/ WM /ﬁaﬁﬂ'\ Ly
L

188 TR /1800 JNB3338/481/ ' / W
N83338 001 /é9

3 KHITE TN PAULSN 100MG ,'/ 4#
3 KENDALL MCGAW 150MG/100ML 3
‘ 900MG/100ML N18722 002
PHENDIMETRAZINE TARTRATE NOV D9, 1982
SODIUM CHLORIDE 0,97 AND POTA CHLORTDE 0,227 TN
T;BLET; ORA; 148/ PLASTYC CONTATHER /it »
- _ JREBALT/A¢ERA/ LY
/84/ ﬁ’ﬂﬁﬁﬁéﬁﬂﬁw/ /ia/ /NBEE94/dd1/ /46d ré vj 2/dd 1
3 PRIVATE FMLTNS IEMG N85698 001 /NGv/dd. 1482/
ENDIMETRAZINE TARTRATE 3 KENDALL MCGAW .220MG/100ML ;
/88/ YA, L £d/ MBs139/d81/ 900MG/100ML N18722 003
2 PRIVATE FMLTNS I5MG N85199 001 NOV ©9, 1982
: SODTUM CHLORTBE 0,9% AND POTASSIUM CHLORTD
PLASTIC CONTATHER
PHENYL AMINOSALICYLATE ‘ 188/ IREROACLIRCEAA/ ; ‘mﬁﬂﬂﬂﬁ;l IAT/484)
/PORIER ¢/ dhAL/ mf 89,/1982/
/PHENY =PAS < TERAMAN/ ' 3 KENDALL MCGAW 300MG/100ML ;
/PURDUE /7 RORK 1582/ /HL16d8/dd2/ 900MG/100ML N18722 CO4
? PURDUE FRDRK 50 N11695 002 NOV 09, 1982
TABLE; "/diiﬂ
/ ﬁh{;‘ﬂ =p ﬁﬁﬁ;}m/ PRAZOSIN HYDROCHLORIDE
FURDY ﬁ/fr!ﬁm( /oddrig/ MA1895/863/
@ PURDUE FRDRK 500MG N11695 003 CAPSULE; ORAL
He
>_ADD > AB AM THERPTCS EQ 1IMG BASEM N72782 001
PHENYLEPHRINE HYDROCHLORIDE; PYRILAMINE MALEATE >_ADD > MAY 16, 1989 : APR 11, 1989
>_ADQ > AB EQ 2MG BASEM N72783 001
SOLUTION/DROPS; OPHTHALMIC >_ADD > MAY 16, 1989 : APR 11, 1989
PREFRIN-A >_ADD > AB EQ_EMG BASEM N72784 001
ALLERGAN PHARMS 0.127;0.1% N07953 001 >_ADD > MAY 16, 1989 : APR 11, 1989
>_ADD > AB CORD LABS EQ_IMG BASEM N72576 001
> ADD > MAY 16, 1989 : APR 10, 1989
>_ADD > AB EQ 2MG BASEM N72577 001
>_ADD > MAY 16, 1989 : APR 10, 1989
>_ADD > AB EQ_SMG BASEM N72578 001
>_ADD > MAY 16, 1989 : APR 10, 1989




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'&9 18

PRAZOSIN HYDROCHLORIDE PREDNISONE
CAPSULE; ORAL SOLUTION; ORAL
PRAZOSIN HOL PREDNISONE INTENSOL
AB DANBURY PHARMA EQ 1 SEM N72352 001 RUXANE LABS SMG/ML N88810 001
MAY 16, 1989 : JAN 11, 1989 FEB 20, 1985
EQ_2MG BASE 333 01 .
£ : BuAvnu, 1989 : JA::?il?: 1289 jsﬁgp%gggﬁé iﬁf .y
AB ES_SMS BASEM N72609 001
- MAY 16, 1989 : JAN 11, 1989 dxmfldtﬁ#f /o ni/  [nads1d/ad1/
4B LEDERLE LABS EQ _IMG BASEn N72705 001 JFEB/26.:11 ,65/
MAY 16, 1989 : MAR 15, 1989
AB EQ 2M5 BASEM N72706 001 TABLET; ORAL
MAY 16, 1989 : MAR 15, 1989 DELTASON
AB EQ_5MS BASEM N72707 001 AB UPJOHN 50 ND9986 008
MAY 16, 1989 : MAR 15, 1989 /B /;a'rﬁ/ /Nd9484/4d8/
AB MYLAN PHARMS EQ 1MG BASEM N72573 001 PREDNTSONE
MAY 16, 1989 : FEB 28, 1989 AB CORD LABS 10MGH : N89983 001
AB EQ 2MG BASEM N72576 001 JAN 12, 1989
osig pztn - 0 P rzers ool ae 20 28N 125 1969
AB EQ 5 y
MAY 16, 1989 : FEB 28, 1989 /B3] [VARSARD/LABS/ /srie/f /Hﬁ 1eaz2/dd1/
>_ADD > AB PUREPAC PHARM E BASEM N72991 001 JJAN ;;5 6/1565;52/
> ADD > MAY 16, 1989 : APR 26, 1989 184/ /2de/ [NB73d1/dd1/
> ADD > AB EQ_2MG BASEm N72921 001 [IAN/18,/1982/
> _ADD > MAY 16, 1989 : APR 26, 1989 3 VANGARD LABS EMG N87682 001
>_AOD > AB E§_5MG BASEM N72992 001 JAN 15, 1982
e ey pctsdsy S/ ’ e 1N 35, 1982
’ JREBIIZ, /1881 > DLY >/4d/  /WILTE/IN/PAUCSY  /1dud/ /N84 ﬂéﬁ/ ddi/
AB ZENITH LABS EQ_1IMG BASE N719%: 001 > DLT > /,jm: 34./1488/
148/ T Py PV TR e st
J8EBI12,118881 > BLT > [/ /5 ﬂﬁﬁ/ /HMS’H dd2/
AB EQ_2MG BASE N71995 001 > _ADD > 3 WHITE TN PAULSN N84913 001
148/ e aase o NtAASI8Y  samn > 3 ?E'Gne Nesoza 001
J8ER/1E:/1988/  >_app > JUL 26, 1986
AB £Q_5MG BASE N71745 001 >_ADD > 20MG N84913 002
MAY 16, 1989 : SEP 12, 1988 JSERVISONES :
/84 JLEDERLE/ L ABS/ /ss/ /R8d321/dd1/
9 LEDERLE LABS 5MG N8D223 061
ED ON
SYRUP; DRAL
PRELONE
MURO PHARM 5MG./EMLA N89654 001
JAN 17, 1989
TABLET; ORAL
PREDNISOLONE »
/B%/ /m:tft/wmsw /58/ /Hdd342/dd1/

3 WHITE TN PAULSN BMG N80342 001



RX DRUG PRODBUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89

PROCAINAMIDE HYDROCHLORIDE
CAPSULE; DRAL

NHAMI
148/ TTRGRRGIRES  /ddve/

48/ 864/
@ VANGARD LABS 250MG
) 500MG

> DLY >
> BLT >
>_ADD >
> ADD >

> _ADD >
> ADD >
>_ADD >
> AD
> _AD
> ADD >
>_AD
> ADD >
> ADD >

>_ADD > AB

>_ADD >
>_AD
> _ADO_>
>_AD
> ApD >
> AD
>_ADD >

TABLET, EXTENGED RELEASE; ORAL

PROCATHAMEDE HCL
AB INWOOD LABS S00MGH

PROMETHAZINE HYDROCHLORIDE

TABLET; ORAL
PROMETHAZINE HCL

'AEA/ N .
/,B;; JERELSEATLABS/ ﬁ% réyl
@ CHELSEA LABS 5MG
a 50MG

PROPRANOLOL_HYDROCHLORIDE
CAPSULE, EXTENDED RELEASE; ORAL
INDERAL LA
AB WYETH AYERST LABS 60MG

0

&
]

3
ot
(=]

]
ot
[
;

PROPRANOLOL HCL
INWOOD LABS

B B
:

(3
bt
Ny
=}
X
¥

2
g

6 /441
4 i
/JUH/di /1482

N87643 001
JUN 01, 1982
N87875 001
JUN o1, 1982

?
/

NB9840 001
MAR 06, 1989

Nasasrsss)

NB85986 D01
N85664 001

N18553 004
MAR 18, 1987
N18553 002
APR 19, 1983
N18553 003
APR 19, 1983
N18553 001
APR 19, 1983

N72699 001
APR 11, 1989
N72500 001
APR 11, 1989
N72501 001
APR 11, 1989
N72502 001
APR 11, 1989

PROPRANOLOL HYDROCH! ORIDE
SOLUTION; ORAL

PROPRANOLOL HEL
AA PBI 20MG/5ML
A4 40MG/5MLx
AA ROXANE LABS OMG/BML
AR 40MG/!

TABLET; ORAL

rid) TTEEENAEY  Jidn

/ 48/ /4dv6/

/é8/ /49v%/

/48/ /ddve/
3 LEDERLE LABS 1016
) 20M6
3 40MG
) BOMG

YRIDOSTIGMINE BROMI
INJECTABLE; INJECTION
ESTIHOH

M
ICN P SMGML
/_A'E/ /R’#Hﬁ/ /Big AL/
SYRUP; ORAL
MESTINON
ICN PHARMS 60MG/EML
IROcHE/ /88r8/eiL/
TABLET; ORAL
MESTINON
ICN PHARMS 60MG
/RSEHE/ /édrie/
TABLET, EXTENDED RELEASE; ORAL
MESTINON
ICN PHARMS 180MG

19

N71984 DOl
MAR 03, 1989
N71985 001
MAR 03, 1989
N70979 001
MAY 15, 1987
N70690 001
MAY 15, 1987

N72117 001
JUN 23, 1988
N72118 001
JUN 23, 1988
N72119 001
JUN 23, 1988
N72120 DOl
JUN 23, 1988

N09830 001

/R8d81d/ 41/

N15193 001

/Ris1d3/ 481/

N09829 002

/Ndd823/dd2/

N11lé65 001



PYRIDOSTIGMINE BROMID

RX DRUG PRDDUCT LIST / CUMULATIVE SUPPLEMENT NMUABER & / JAN'S89 - APR'S89

TABLET, EXTENDED RELEASE; DRAL

MESTINON

TRoeHE/

QUINIDINE GLUCONATE

INJECTABLES INJECTION
QUINIDINE GLUCONATE

Jj%i{987)
LILLY

INIDINE SULFATE

TABLET; DRAL
DINE SULFATE

> ADD > AB MUTUAL PHARM
> _ADD >
>_ADD > AB
>_ADD >
> g D > aB
> !! >
/48/  [eBt/
3 PBI
148/ /HHIfﬁ/fH/ﬂKULSH/
TN PAULSN
SECOBARBITAL S0DIUM
CAPSULE; DRAL
ECORARBITAL S0
148/ TE/] L
3 WHITE TN PAULSN
/éé/ DXUM SECORAR
> DLY > L
> ABD > 3 CHEtSEA LABRS

SECRETIN

INJECTABLE; INJECTION
SECRETIN-FERRING

JECAETIN AT
TRARARIAT 483/

/18drs/

/8 i/

8OMG/MILX

/1ddud/

100MG

75CU/VIAL

1800/ 9V1AL/

InL1ggs/861/

/N878£3/dd1/
NO7529 002
FEB 10, 1989

N81029 001
APR 14, 1989
Na81030 001
APR 14, 1989
N81031 001
Yy
/K#H/i4$/14#2/
N87837 001
APR 14, 1982

88444/ dd1/

N85444 GOL

/R8s 1d8/dd1/

N85798 001

/R8sist/de1/

N85792 001

N18290 001

/N18298/d61/

SINCALIDE
INJECTABLE; INJECTION

/4. 448 VIAL/

SQUIBB DIAGS 0.005MG/VIAL

SDDIUM CHLDRIDE

INJECTABLE; INJECTION
0IUM CHLORTDE 0,457 TN PLASTIC ATMER

188/ T i
@ CUTTER BIOL
”TDIHE SHLORTIDE ©

450MG/100ML
97 XN _PLASTIC

88/

TYER/BIOL
@ CUTTER BIDL

900MG/ 100ML

SOLUTION; IRRIGATION ot
ity B SHBE B gt

3 CUTTER BIDL 900MG/100ML
SODIUM I0DIBE, I-123
CAPSULE; DRAL
SODIUM XODIDE X 123
AA BENEDICT NUCLR 200 UCT
AA MALLINCKRDDT 100_UCTn
AA 200 UCIx

SODIUM PHOSPHATE, P-32
SDLUTION; INJECTION, DRAL

>DLY > /A #Hﬁﬁ#/ ,
> DLT > /ﬁ T1-80cL/VIAL/
>_ADD_> ) sauxss 1-8MCI/VIAL
SODIUM_PDLYSTYRENE SULFONATE
POMDER; DRAL, RECTAL
S0D: LYSTYREHE SULFOHA'
AA  CAROLINA MED 454GH/BOTH

20

INL#£57/881/

N17697 001

/R18sd3/d81/

N18503 GOl

/18342 /dd1/

N18502 DOl

/R18E43/dd1/

N18247 001

N18671 002
MAY 27, 1982
N71909 001
FEB 28, 1989
N71910 o0l
FEB 28, 1989

IRidsz1/dd1/

N10%27 001

N89910 001
JAN 19, 1989



SPIRONOLACTONE
TABLET; ORAL

481 “TREIR EAeS)

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER & / JAN'89 - APR'89

/E5%d/
3 VANGARD LABS 25MG
L LE NITRATE
CREAM; TOPICAL
SULCOSYN
SYNTEX LABS 1/m
LFINPYRAZONE
CAPSULE; ORAL
SUL FTNPYRAZONE
;_QLI_z/Aé/ ~[VANSARS /1 ABS/ /14dd/
>_ADD > 3 VANGARD LABS 200M6
> _ADD >
Igcunerguﬁ TC-99M FERPENTETATE KIT
>_DLT > /iNJﬁ¢fK$Lﬁ’/iNJﬁ¢fi¢N/
> PLT > /RENITEC/
> DLT > /ggﬂiﬁﬁl MR/
>_ADD > 3 SQUIBB N/A
CHNETIUM TC-99M SODIUM PERTECHNETATE
SOLUTION; INJECTION, ORAL
SODYUM PERTECHNETATE TC 99M
AP CIs US 12MCI L
AP
AP
s DT> AR AR /?%?Eﬁem
> &DD > MALLINCKRODT 0-60MC I/ML
;gg; [SNoR/INTL/ .
/ / l-/
/ 1ML

/
HETEL ke

N87648 001
FEB 01, 1982

N18737 001
FEB 28, 1989

Wriferd
Na8666 001
FEB 17, 1984

/if1d4s/d61/

N17045 001

N17321 Dol
N17321 002
N17321 003

/iL7325/481/

N17725 001

W

/N173¢1/§¢5/

> LY >
>_ADD >

v
=
ml

v

bid
(=]

TECHNETIUM TC-994 SULFUR COLLOID

SOLUTION; INJECTION, ORAL
TECHNETIUM TC 99M SULFUR COLLOID

/eArid/oXAs/LABS/  /3imy/
MALLINCKRDDT . IMCI/ML
L CHLORID =20
INJECTABLE; INJECTION
THALLOUS CHLORIDE TL 201
AP SQUIBB DIAGS IMCI/ML
THEOPHYLLINE
TABLET, EXTENDED RELEASE; ORAL
THEQ-DUR
AB KEY PHARMS i00MG
Al / / OMG/
/e¢/ J24dvs/
THEOPHYLLINE .
AB INWOOD LABS 100MG
AB 200MG
/éc! /18dve/
/8¢ e
THIOTHIXFNE HYDROCHLORIDE
INJECTABLE; INJECTION
NAVANE
[RoER1g/ TEd/8re/BAsE ML/
ROERIG EQ 10MG BASE/VIAL

TIMOLOL MALEATE

TABLET; ORAL
BLOCADR

AB MS2D MG

AB 20M6

21

M17724/d81/

N17724 001

N18548 001
DEC 30, 1982

N85328 001
/idg 138/341/
YR

N883I20 00]
FEB 21, 1985
N88321 001
F?Saﬁééam?/
4 75&5&53’31;
JPERI A1 14857

/R16944/dd3/

N16904 002

N18017 001
N18017 002
N18017 004



MOLO EATE
TABLET; ORAL
TR0LO0L MALEATE
AB BOLAR PHARM

& B

> ADD > AB CORD LABS
>_ADD >
>_ADD >
>_ADD >
> &!!Q >
>_ADD >

B &

PBI

B & &

10 ID
TABLET; ORAL
TOLBUTAMIDE
188/~ /NAEARD/ B4/
3 VANGARD LABS
OLMETIN SODIUM
TABLET; ORAL

TOLECTIN 600
MCNEIL PHARM

JRAZGDONE HYDROCHLORIDE

TABLET; ORAL

TRAZODOHE HOL
AB LEMMON

AR

RX DRUG PRODUCT

Sticx
APR
10MGu
APR
20MGm
APR
5MGx
10Men
0
EMeK
APR
10MGk
APR
£0ren
APR
/edove/
500MG

11,
11,

11,

11,
11,

11,

EQ 600MG BASER

EoMexn

LIST

1989
1989

1989

1989

/

1989 :

1989

CONTATHER

CUMULATIVE SUPPLEMENT NUMBER 6 / JAN'S9 - APR'89
TRIAMCINGLONE ACETONIDE
CREAM; TOPICAL
TRIAMCINOLONE ACETONIDE
N72269 001 AT TOPIDERM 0.025/n
MAR 16, 1989
N72270 001 AT 0.1%m
MAR 14, 1989
N72271 001 AT 0.5/n
MAR 14, 1989
N72550 001
APR 13, 1989
N72551 001 IRIHEXYPHENIDYL HYDROCHLORIDE
APR 13, 1989
N72552 001 ELIXIR; ORAL
APR 13, 1989 ARTAHE
N72001 001 > _ADD > AA LEDERLE LABS 2MG/BML,
JAN 10, 1989 >_ADD > EXYPHENTID
N72002 001 >_ADD > AA LIQUIPHARM 2MG/
JAN 10, 1989 >_ADD >
N72003 001
JAN 10, 1989 TABLET; ORAL
EXYPHEHTDYL HCL
/44/ 18/
2 VANGARD LABS 2MG
INg1814/d61/
JAPRIE4, 11988 VERAPAMIL HYDROCHLORIDE
N87876 001
APR 20, 1982 TABLET; ORAL
VERAPAMIL HOL
> ADD > AB CHELSEA LABS GOMGR
> _ADD >
AB MYLAN PHARMS 80MG
AB 20
N17628 002
MAR 08, 1989 AB SIDMAK LABS BOMG
AB 120MGK
HATER FOR IRRIG L
N72192 001
FEB 02, 1989 LIQUID; IRRIGATION
N72193 001 E WATER TH P
FEB 02, 1989 /41/ T L
3 CUTTER BIOL 100%

22

N89274 001
FEB 21, 1989
N89275 DO1
FEB 21, 1989
N89276 001
FEB 21, 1989

NO6773 009

N89514¢ 001
APR 07, 1989

i i

N88D35 001
JuL 30, 1982

N72799 001
APR 28, 1989
N71482 001
FEB 15, 1989
N71483 001
FEB 15, 1989
N72126 001
JAN 26, 1989
N72125 001
JAN 26, 1989

IR18246/461/

N18246 0D1



OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER & / JAN'S89 - APR'89 23

ACETAMINOPHEN DIPHENHYDRAMINE HYDROCHLORIDE
SUPPOSITORY; RECTAL SYRUP$ ORAL
ACEPHEN >_ADD > DIPHENHYDRAMINE HCL
GEW LABS 325MG N1806D D03 >_ADD > MASKA PHARMA 12.5MG/5HLy N7D497 001
DEC 18, 1986 >_ADD > APR 25, 1989
CHLORHEXIDINE GLUCONATE IBUPROFEN
SPONGE ; TOPICAL TABLET; ORAL
BIOSCRUB IBUPROFEN
KW GRIFFEN 4/ N19822 001 MUTUAL PHARM 200MG N72249 001
MAR 31, 1989 JAN 10, 1989
CHLDRPHEN NE MALEATE ; PSEUDOEPHEDRINE HYDROCHLORI INSULIN BIOSYNTHETIC HUMAN; INSULIN SUSP_ISOPHANE
BIOSYNTHETIC HUMAN
CAPSULE, EXTENDED RELEASE; ORAL
PSEUDO-CHLOR INJECTABLE; INJECTION
KV PHARM 12MG;120MGR N71455 001 >_ADD > HUMULIN 70/30
MAR 01, 1989 > ADD > LILLY 30 UNITS/ML;
>_ADD > 70 UNITS/MLa N19717 001
>_ADD > APR 25, 1989
CHLORPHENIRAMINE POLISTIREX; CDDEINE POLISTIREX
SUSPENION, EXTENDED RELEASE; ORAL OXYMETAZDLINE HYDROCHLORTDE
PENNTUSS
FISONS EQ 4MG MALEATE/EBML; SOLUTION/DROPS; OPHTHALMIC
EQ 10MG BASE/5ML N18928 001 VISINE II
” » T AT AUG 14, 1985 PFIZER 0.025/m N19407 001
NRAL) ( LEA HS MAR 31, 1989
T4/ 10re /EASE B/ INL8d24/dd1/
JRUB /14, /19887
POVIDONE - TODINE
CHLORPHENTRAMINE POLISTIREX: PHENYLPROPANOLAMIMNE POLISTIREX SOLUTION; TOPICAL
T ‘ POVIDONE IODINE
SUSPENION, EXTENDED RELEASE; ORAL BAXTER 1/ N19522 001
CORSYM MAR 21, 1989
FISONS EQ 4MG MALEATE/SML;
EQ 37.5MG HCL/BML N18050 001
” 't/ IR A8 JAN 04, 1984 PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE
FAL L3
JEAS3F 8 dHEY 8T /Hié4$dldd / CAPSULE, EXTENDED RELEASE; ORAL
JJAN/E4, 713 TRIPROLIDINE AND PSEUDOEPHRINE HCL
KV PHARM 120MG ; 5MGt N71798 001
MAR 16, 1989
CIRveRs
> DLY >
> DLT > 16t/ 138 /8A0 11, 28 /8vL/ INBALIE [ddL/
> DLT > JHAR/ 84, /1343/



> DLT >

>_ADD >

>_ADD >

OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE
SYRUP; ORAL
/i¥rPep/
3 PBI 30MG/5ML 3 1. 25MG/EML N88116 001
MAR 04, 1983
PSEUDOEPHEDRINE POLISTIREX
SUSPENION, EXTENDED RELEASE; ORAL
PSEUDD-12
FISONS EQ 60MG HCL/BML N19401 001
) o JUN 19, 1987
/PERYAALCT/ /Ed/edie Mol /eic/ [iLdad)/dd1/

/I3, 11383/

4 / JAN'89 - APR'8%
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DRUG PRODUCTS IN THE DIVISION OF BLOOD AND BLOOD PRODUCTS / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89- APR'8Y
APPROVED UNDER SECTION 505 OF THE ACT LIST

NO APRIL 1989 APPROVALS
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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).

THE "CUMULATIVE LIST OF ORPHAN DRUG PRODUCT DESIGNATIONS," ISSUED AS AN ADDENDUM TO THE O9TH EDITION OF
APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, IS CURRENT THROUGH MARCH 31, 1989, THIS
SECTION OF THE CUMULATIVE SUPPLEMENT WILL SERVE AS AN UPDATE TO THAT ADDENDUM AND WILL REPLACE THE FORMER
SECTION ENTITLED "ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL." THE NDA NUMBER/LICENSE NUMBER, APPROVAL
DATE, DOSAGE FORM, ROUTE OF ADMINISTRATION, AND STRENGTH THAT APPEARED IN THE FORMER SECTION MAY BE FOUND
ELSEWHERE IN THIS PUBLICATION FOR APPRDVED DRUGS; FOR LICENSED BIOLOGICALS, THIS INFORMATION WILL NO LONGER BE
DISPLAYED.

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. 1IN ADDITION, THE EXCLUSIVITY EXPIRATION DATE WILL BE DISPLAYED
FOLLOWING THE APPROVED DESIGNATED INDICATION(S).

REFER BACK TO THE ADDENDUM TO APPROVED DRUG PRODUCTS, 9TH EDITION FOR A FULL LISTING OF ORPHAN DRUG PRODUCTS
DESIGNATIONS. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

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].

26



NAME OF DRUG

DRUG DESIGNATIONS
[Approved for Marketing*]
[Exclusive Approval**]

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

27

SPONSOR NAME AND ADDRESS

GENERIC: FLUDARABINE PHOSPHATE

TRADE :

NOT ESTABL ISHED

TREATMENT OF NON-HODGKIN'S LYMPHOMA (NHL).

TRITON BIOSCIENCES
1501 HARBOR BAY PARKWAY
ALAMEDA, CA 94501



NO APRIL 1989 ADDITIONS

‘DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION
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29
BIOPHARMACEUTIC GUIDANCE AVAILABILITY

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IN VITRO DISSOLUTION TESTING
AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, HFN-250, 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
BIGEQUIVALENCE.

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

DRUG NAME (DOSAGE FORM) DATE REVISED DATE

ALBULTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER) ~AUG 25, 1988 FEB 09, 1989
TOLMETIN SODIUM (CAPSULE AND TABLET) APR 20, 1989



ANDA SUITABILITY PETITIONS

30

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).

ANDA ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY.

DISPLAY IN FDA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857.

THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE
A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 9TH EDITION FOR A FULL LISTING OF

ANDA SUITABILITY PETITIONS DATA.

DRUG NAME
DOSAGE FORM; ROUTE

ACETAMINOPHEN;
HYDROCODONE BITARTRATE
TABLET; ORAL

CARMUSTINE, STERILE
INJECTABLE; INJECTION

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

650MG
10Ma

200MG/VIAL

20MG/ML
(250ML/CONTAINER)

ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

PETITIONS APPROVED

DOCKET NUMBER

88 P-0416/CP

88 P-0410/CP

88 P-0379/CP

PETITIONER

MORAVEC

QUAD PHARMS

BAXTER

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

STATUS

APPROVED
MAR 01, 1989

APPROVED
FEB 13, 1989

APPROVED
MAR 01, 1989



DRUG NAME
DOSAGE FORM; ROUTE

HALOPERIDOL DECANOATE
INJECTABLE; INJECTION

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;

SODIUM SULFATE

IN PLASTIC CONTAINER
POWDER

FOR RECONSTITUTION; ORAL

PREDNISONE
CAPSULE; ORAL

THIOTEPA, STERILE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

EQ 50MG BASE/ML
{(2ML/CONTAINER)

59GM/PACKET
0.7425GM/PACKET
1.685GM/PACKET
1.465M/PACKET
5.685GM/PACKET

MG
2.5MG
5MG
10MG
20MG
25MG
50MG

30MG/VIAL
60MG/VIAL

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

88 P-0411/CP

88P-0419/CP

88 P-0391/CP

88 P-0412/CP

PETITIONER

QUAD PHARMS

GUIDELINES

ASCHER

QUAD PHARMS

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM
NEW STRENGTH
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STATUS

APPROVED
FEB 13, 1989

APPROVED
MAR 01, 1989

APPROVED
MAR 01, 1989

APPROVED
MAR 01, 1989



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, 9TH EDITION FOR A FULL LISTING
OF EXCLUSIVITY TERMS T{ABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW
CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

REFERENCES
NEW INDICATION

ADJUNCTIVE THERAPY TO DIET TO REDUCE THE RISK OF CORONARY ARTERY DISEASE

SELECTIVE ADULT VISCERAL ARTERIOGRAPHY

METASTATIC BREAST CANCER IN PREMENOPAUSAL WOMEN AS AN ALTERNATIVE TO OOPHORECTOMY
OR OVARIAN IRRADIATION

TREATMENT OF TINEA PEDIS

CONTRAST ENHANCEMENT AGENT TO FACILITATE VISUALIZATION OF LESIONS IN THE SPINE AND ASSOCIATED
TISSUES

PATENT USE CODE

METHOD FOR TREATING PROSTATIC CARCINOMA COMPRISING ADMINISTERING FLUTAMIDE

METHOD FOR TREATING PROSTATE ADENOCARCINOMA COMPRISING ADMINISTERING AN ANTIANDROGEN INCLUDING
FLUTAMIDE AND AN LHRH AGONIST

REDUCING CHOLESTEROL IN CHOLELITHIASIS PATIENTS

REDUCING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREOF

DISSOLVING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREOF

CEREBRAL, CORONARY, PERIPHERAL, VISCERAL AND RENAL ARTERIOGRAPHY, AORTOGRAPHY AND
LEFT VENTRICULOGRAPHY

CT IMAGING OF THE HEAD AND BODY, AND INTRAVENOUS EXCRETORY UROGRAPHY

CEREBRAL ANGIOGRAPHY, AND VENOGRAPHY

INTRA-ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY

PALLIATIVE TREATMENT OF PATIENTS WITH OVARIAN CARCINOMA RECURRENT AFTER PRIOR CHEMOTHERAPY,
INCLUDING PATIENTS WHO HAVE BEEN PREVIOUSLY TREATED WITH CISPLATIN
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>ADD>

v W
3> 2>
[ J [}
2
W

|

>ABD>

APPL/PRCD

NUMBER

19880
19880
19880
19471

1947
19471
19471
18554
19596
18422
18422
18422
19778
19778
18956
18956
19710
19710
19710
08107
19732
19777
19625
19796

19599

001
002
003
001

002
003
004
00
001
001
002
003
001
002
003
004
001
002
003
005
o
004
001
00

001

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

CARBOPLATIN; PARAPLATIN
CARBOPLATIN; PARAPLATIN
CARBOPLATIN; PARAPLATIN
DILTIAZEM HYDROCHLORIDE; CARDIZEM SR

DILTIAZEM HYDRDCHLORIDE; CARDIZEM SR
DILTIAZEM HYDROCHLDRIDE; CARDIZEM SR
DILTIAZEM HYDROCHLORIDE; CARDIZEM 3R
FLUTAMIDE; EULEXIN

GADOPENTETATE DIMEGLUMINE; MAGNEVIST
GEMFIBROZIL; LDPID

GEMFIBROZIL; LDPID

GEMFIBROZIL; LOPID
HYDROCHLOROTHIAZIDE; PRINZIDE 12.5
HYDROCHLOROTHIAZIDE; PRINZIOE 25
TOHEXOL; OMNIPAQUE 300

TOHEXOL; DMNIPAQUE 350

IOVERSOL; OPTIRAY-320

IOVERSOL; OPTIRAY-240

TOVERSOL; OPTIRAY-160

LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM
LEUPROLIDE ACETATE; LUPRON DEPOY
LISINGPRIL; ZESTRIL

MOMETASONE FUROATE; ELOCON
MOMETASONE FURCATE; ELOCON

NAFTIFINE HYDROCHLORIDE; NAFTIN

PATENT
NUMBER

4657927
4657927
4657927
4721619

4721619
4721619
4721619

4474813
4472382
4329364

3674836
3674836
3674836
4472380
4374829
4472380
4374829
4021481
4027481
4396598
4396598
4396598
4396598

4005063

4374829
4808610
4775529
4472393
4282251

PATENT
EXPIRES

APR
APR
APR
JAN

JAN
JAN
JAN

NOV
SEP
MAY

JAN
JAN
JAN
SEP
pec
SEP
DEC
MAY
MAY
AUG
AUG
AUG
AUG

JAN

DEC
FEB
ocr
SEP
AUG

14,
14,
14,
261

26,
26,
26,

30,
18,
11,

04,
04,
04,
18,
3a,
18,
30,
03,
03,
02,
02,
02,
02,

25,

30,
28,
04,
18,
04,

2004
2004
2004
2005

2005
2005
2005

1993
2001
1999

1993
1993
1993
2001
2001
2001
2001
1994
1994
2000
2000
2000
2000

1996

2001
2006
2005
2001
2000

USE EXCLUS

CoDE

U-50
U-50
U-50

U-42
U=41

U-46
U-47
U-48
U-49

Cope

NCE
NCE
NCE
NCE
NP
NCE
NP
NCE
NP
NCE
NP
NCE

1-88
1-84
1-84
1-84
NCE
NC
NCE
NC
1-85
1-85
NCE

NCE
NCE
0DE
1-79
NCE
NP
NCE

NCE
NDF
NCE
1-87

EXCLUS
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EXPIRES

MAR
MAR
MAR
NOV
JAN
NOV
JAN
NOV
JAN
NQV
JAN
JAN

APR
JAN
JAN
JAN
DEC
FEB
DEC
FEB
MAR
MAR
DeC

DEC
DEC
AUG
AUG
AFR
JAN
DEC

APR
MAR
MAR
APR

03,
03,
03,
05!
23,
05,
23,
05,
23,
05,
23,
27,

28,
17,
17,
17,
29,
16,
29,
16,
3,
3,
30,

30,
30,
31,
31,
09,
26,
29,

30,
30,
01,
05,

1994
1994
1994
1992
1992
1992
1992
1992
1992
1992
1992
1994

1992
1992
1992
1992
1992
1992
1992
1992
1992
1992
1993

1993
1993
1995
1995
1990
1992
1992

1992
1992
1993
1992



APPL/PROD

NUMBER

19508
19508
19407
18737

17970

19829
19594

19594

001
002
o0
001

001

001
001

002

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

NIZATIDINE; AXID

NIZATIDINE; AXID

OXYMETAZOLINE HYDRDCHLORIDE; VISINE II
SULCONAZOLE NITRATE; SULCOSYN

TAMOXIFEN CITRATE; NOLVADEX

TECHNETIUM TC-99M EXAMETAZIME KIT; CERETEC
URSODIOL; ACTIGALL

URSODIOL; ACTIGALL

PATENT
NUMBER

4375547
4375547

4055652

4789736
RE30910
RE30910
RE30910
RE30910
RE3(510
RE30910

PATENT

EXPIRES

MAR
MAR

ocY

DEC
JAN
JAN
JAN
JAN
JAN
JAN

01,
01,

25,

06,
07,
07,
07,
07,
07,
07,

2002
2002

1996

2005
1994
1994
1994
1994
1994
1994

34
USE EXCLUS  EXCLUS
CODE CODE EXPIRES
NCE  APR 12, 1993
NCE  APR 12, 1993
NDF  MAY 30, 1989
NCE  AUG 30, 1990
NDF  FEB 28, 1992
1-86 MAR 16, 1992

u-43

U-44

U-45

U-43

U-44

Uu-45



New 9th Edition

] APPROVED
| s DRUG PRODUCTS
©™ EDIMON

Superintendent of Documents Subscriptions Order Form

Order Processing Code Cha TR
[ rge your order.
I * 6381 It’s easy! @ 7N m

; D YES 9 Pplease send me the following indicated subscriptions:
.i subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS,

‘l APDP, and monthly Cumulative Supplements, for $87.00 per year.

} 1. Thetoral costof myorderis$ . All prices include regular domestic postage and handling and are subjecr to change.
International! customers please add 25%.

 Please Type or Print

1 2.
" (Company or personal name) 3. Please choose method of payment:
O cCheck payable to the Supenntendent of Documents
[ (Additional sddress/arcention linc) '
| O cro DcpositAccountI LI LT TI—D
| (oo addrem) [0 VISA, CHOICE or MasterCard
(TTI T T T I T I T I I T 17317}
(Ciry. Saue, ZIP Code) Thank you for your order!

(Credin card cxpisssion daze)

( )
(Dayumc phooc including area code)

(Signarure) bt
4. Mail To: Superintendent of Documents, Government Printing Officc, Washington, D.C. 20402-9371.
' To FAX your charge order call (202) 275-0019.
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