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1.1

APPROVED DRU& PRGDUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
9th EDITION
CUMULATIVE SUPPLEMENT 5
MAY 1989

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,
9th Edition (the List). The List is composed of four parts: approved
prescription drug products with therapeutic equivalence evaluations,
over-the-counter (0TC) 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withdrawn for other than safety or efficacy reasons,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, O0TC, 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). 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. 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 1in 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 infregquent
exception exists when a therapeutic equivalence code is revised. In that
case the deletion of the therapeutic -equivalence code 1is 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
Under Section 505 of the Act 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 >_app > symbol is then dropped in subsequent
Cumulative Supplements for that item. A newly approved product 1is also
identified by a lozenge (x )} to the right of its strength which remains
throughout all Cumulative Supplements for this edition.

Deletions new to the Prescription Drug Product List, 0OTC 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 »>pwt > (DELETE) to the 1left of the line
containing overstruck print. The >piyr > symbol 1is dropped in subsequent
Cumulative Supplements for that item. The overstruck print will remain in
the Prescription Drug Product List 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. A1l 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
Tabeling 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 release;oral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controiied 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 appliicant changes
its name, the cumulation of these transfers and name changes will be
identified in this section only. Where only partial approved product
1ines 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 MName
Index Listed by Applicant™ were not printed within the List.

b. The locator tabs for the "Drug Products Which Must Demonstrate in vivo
Bioavailability Only If Product Fails to Achieve Adequate Dissolufion,"
“ANDA Suitability Petitions,” "Product Name Index," and "Product Name
Index Listed by Applicant" were placed incorrectly within the List.

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

vi



1.5 REPQRT 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,

vii



REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

COUNTS CUMULATIVE BY QUARTER

CATEGORIES COUNTED DEC 1988 MAR 1989 JUN 1989
DRUG PRODUCTS LISTED 10091 10157
SINGLE SOURCE 1983 (19.7%) 1993 (19.6%)
MULTISOURCE 8108 (80.3%) 8164 (80.4%)
THERAPEUTICALLY EQUIVALENT 7242 (71.8%) 7321 (72.1%)
NOT THERAPEUTICALLY EQUIVALENT 748 ( 7.49%) 726 ( 7.1%)
EXCEPTIONS! 118 ( 1.1%) 17 ( 1.2%)
NEW MOLECULAR ENTITIES APPROVED - 3
NUMBER OF APPLICANTS 374 393

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

viii
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ACETAMINOPHEN; CODEINE PHOSPHATE
TABLET; ORAL

ROXANE LAGS 500MG ; 15MGH
5DOMG ; 30MGt
5DDMG ; 60MG

ACETAMINOPHEN W/ CODETHE_ PHOSPHATE
/7817 7333332333%7

/84! /3000t ¢ €dnid/
3 PBI 3DDMG ; 30MG

3 300MG; 6DMG

;ﬂg; IHLTE/ IR/ PROL SR/ f"%ﬂg?éﬂﬂé}

3 WHITE TN PAULSN Z00MG; 30MG
/3 ;dé s ‘/ Z0DMG ; 6DMG
14ty "Ry sseisraeny
3 VANGARD LABS 300MG ; 30MG
[EEBA=DETHE ‘$¢/
iy IEIEA  ssesiony
@ VANGARD LABS 300MG; 6DMG

ACETAMINOPHEN; HYDROCODONE BITARTRATE

CAPSULE; ORAL

ALLAY
AA LUCHEM PHARMS 500MG ; SMGm

ACETAMINOPHEN; OXYVCODONE HYDROCHLORIDE

CAPSULE; ORAL
>_ADD > OXYCODONE AND ACETAMENOPHEH

>_ADD > AA HALSEY DRUG 500MG; 5MGH
>_ADD >

TYLOX
>_ADD_> AA MCNEIL PHARM 500MG; BMG
> ADD >

PRESCRIPTION DRUG PRODUCT LIST
9TH EDITION

CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE

TABLET; ORAL
OXYCODONE 5/APAR_500

N89511 001 AR DUPONT PHARMS 5DOMG ; 5MG
APR 25, 1989 RONTCET 5/500
N89512 001 AA ROXANE LABS 500MG ; SMEx
APR 25, 1989
N89513 DD1
APR 25, 1989
9197441 ACETAZOL AMIDE
1ON/E2. 11982/ TABLET; ORAL
INg1924/461/ ACETAZOLAMIDE
1IN/ 22,1982/ /88/  /VANSARD/LABS/ [2sdvid/
N87919 001
JUN 22, 1982 3 VANGARD LABS 250MG
N87920 001
e
Naséd7/dd1/ CETRIZOATE SODIUM
N84360 001 ]
N85607 DOI > DLT > /38rut1on: /INIRAUTERINE/
T ey . 1T Y
/Hﬂﬂlgdfliﬂﬁél >_ADD > @ ORTHO PHARM 537
N88037 001
MAR 20, 1984
AL ACETYLCYSTEINE
[MAR[Ed, 1984/ SOLUTION; INHALATION, ORAL
N88715 001 >_ADD > CETYLCYSTEINE
MAR 20, 1986 > ADD > AN DUPONT CRI CARE 107
>_ADD_>
> _ABD > AN 20/m
>TADD >
MUCOMYST
>_ADD > AN MEAD JOHNSON 10%
>_ADD > AN 204
N89907 001
JAN 13, 1989
ALBUTEROL SULFATE
TABLET; ORAL
ALBUTEROL SULFATE
AB AM THERPTCS EQ _2MG BASER
DEC 05,
N89994 001 48 EQ _4MG BASEM
MAY 04, 1989 DEC 05,
AB BIOCRAFT LABS EQ_2MG BASEM
N88790 DOl DEC 05,
DEC 12, 1984 AB EQ _4MG BASEM
DEC 05,

N85911 001

N89775 001
JAN 12, 1989

ead/dd1/
vty
N&7654 0D1
FEB 05, 1982

/ndgddd/ddt/

NO9D08 0D1

N71364 001
MAY 01, 1989
N71365 001
MAY 01, 1989

N136D1 002
HN13601 DOl

N72449 001
: FEB 01, 1989
N72450 DD1
* FEB 01, 1%89
N72619 DOl
¢ APR 07, 1989
N72620 001
: APR 07, 1989



ALBUTERO!L SULFATE

E & B B B

=

TABLET; ORAL

ALBUTEROL SULFATE

CORD LABS

MUTUAL PHARM

SIDMAK LABS

AMI ACIDS; DEXTR

INJECTABLE; INJECTICN

E

RX DRUG PRODUCT

EQ_2MG_BASEM
DEC 05,
EQ mg BASER
DEC 05,
EQ 2MG BASEM
DEC 05,
EQ_4MG BASEM
DEC 05,
EQ 2MG BASEM
DEC 05,

EQ 4MG BASEM
DEC 05,

LIST 7/ CUMULATIVE SUPPLEMENT NUMBER b5 / JAN'89 - MAY'89

1989 :
1989 :
1989 :
1989 :
1989 :

1989 :

N72151 001
MAR 23, 1989
N72152 001
MAR 23, 1989
N72636 001
FEB D1, 1989
N72637 001
FEB 01, 1989
N72316 001
JAN 30, 1989
N72217 0ol
JAN 30, 1989

TRAVASOL 2.75% IN DEXTROSE 107 IN PLASTIC CONTAINER
2.7575106M/100ML

BAXTER

N19520 002
SEP 23, 1988

TRAVASQL 2,757 IN DEXTRDSE 157 IN PLASTIC CONTAINER
2.75%5156M/10DML

BAXTER

TRAVASDL 2.75%

BAXTER

TRAVASOL 2.757%

BAXTER

TRAVASOL 2.754

BAXTER

TRAVASOL 4.2574

BAXTER

TRAVASOL 4,257

BAXTER

TRAVASOL 4,257

BAXTER

TRAVASOL 4.25%

BAXTER

TRAVASOL 4.25Z

BAXTER

IN

IN

IN

IN

IN

IN

IN

IN

2.757%3206M/100ML

2.757;56M/100ML

%.254310GM/1DOML

%.2545156GM/100ML

4, 2575 20GM/100ML

4.25%325GM/100ML

%4,257356GM/100ML

N19520 003
SEP 23, 1988

DEXTROSE 204 IN PLASTIC CONTAINER

N19520 004
SEP 23, 1988

DEXTROSE 257 IN PLASTIC CONTAINER
2.757;5256M/100ML

N19520 005
SEP 23, 1988

DEXTROSE 57 IN PLASTIC CONTAINER

N19520 001
SEP 23, 19238

DEXTROSE 1D/ IN PLASTIC CONTAINER

N19526 0607
SEP 23, 1988

DEXTROSE 157 IN PLASTIC CONTAINER

N19520 008
SEP 23, 1988

DEXTROSE 207 IN PLASTIC CONTAINER

N19520 009
SEP 23, 1988

DEXTROSE 257 IN PLASTIC CONTAINER

N19520 010
SEP 23, 1988

DEXTRDSE 5% IN PLASTIC CONTAINER

N19520 005
SEP 23, 1988

AMINGPHYLLINE

TABLET; QRAL

68/ [corp/LABS/

AMINOPHYLLINE
/1ddig/
100MG

@ CORD LABS

AMITRIPYYLINE HYDROCHLORIDE
TABLET; ORAL

> DLY >/4d/
>DLI>
>_DLY_>/48/
> DT >
>_DLT >/A8/
> DLT >
>_DLT >/Ad/
> LT >
> DLY >/Ad/
> DLT >
> DLT >/A8/
> DLT >

DD
D
D

B

> A
>_AD

>
>
>
>

>
U

D
D
D
D
D
D
D
D
D

X>
=]

(=
=

X
o

>
=

>
>
>
>
>

el
1=

b
=]

T
(=]

>
>
>
>
>
>
>
>
>
>
>

b
L=

/4d/

B
[ENNENEN Y

e

AMETRIPTYLIHE HC

LEPERLES /16vg/
/4gMd/
/g6da/
/18nd/
/166¥8/

/1g86vg/

@ LEDERLE LABS 1oMG

3

25MG
50MG

78M6

R @ @

100MG

@ 150MG

/PBt/ /dsd/

3 PBI 25MG

TROAE /L ABS/ ;égg /

.13
/i=.14
Jioons/
1iEend)
2 ROXANE LABS 10MG
@ 2EMG
a3 BOMG
a 75M6
)
3

100MG
150MG

/REBZ61/dd3/

N85261 003

NB7366 001
JAN 04, 1982
N87367 001
MAY 03, 1982
N87181 001
JAN 04, 1982
N87369 001
JAN 04, 1982
N87368 001
MAY 03, 1982
N87370 001
W
JYEB/16,/1982/
N87775 001
FEB 10, 1932



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'S89 - MAY'89

AMITRIPTYLINE HYDROCHLORIDE
TABLET; ORAL

AMITRIPTYLINE HCL
/8d/ 7?3ﬁ§§§5/k33§7

/1dvg/
/6d/ /gvs/
148/ /8dvd/
184/ /15a/
/48/ /1déds/
3 VANGARD LABS 10MG
3 25MG
3 5OMG
? 75MG
) 100MG
AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE
TABLET; ORAL
PERPHENAZYHE AND AMITREPTYLINE HCL
AB DANBURY PHARMA 10MG; 2MEx
AB 10MG 5 4MGu
AB 25MG 5 2MGu
AB 25MG ; 4MGn
AB 50MG ; aMGn
AMMONTUM_LACTATE
LOTION; TOPICAL
LAC-HYDR
/ﬁﬁiﬁfﬂk/ﬂfiﬂﬁl TR/ 1275 ke tn/
HESTHOOD PHARMS EQ 12¥ ACID

~
-y

~

/FEH/Ud

JRPR/2

§ e 1 S i ¥

\R\
2y v R 2

NB7632 001
FEB 01, 1982
N87570 001
FEB 08, 1982
N87616 001
FEB 08, 1982
N87617 001
FEB 05, 1982
N87639 001
FEB 08, 1982

N72539 001
FEB 15, 1989
N72540 001
FEB 15, 1989
N72541 001
FEB 15, 1989
N72134 001
FEB 15, 1989
N72135 001
FEB 15, 1989

N19155 001
APR 24, 1985

e Bt

iy

AMOXAPINE
TABLET; ORAL
> _ADD > AMOXAPINE
> _ADD > AB HATSON LABS 25MGn
>_ADD >
>_ADD > AB 50MG
>_ADD >
>_ADD > AB 100MGH
>_ADD >
> ADD > AB 150MGH
>_ADD >
ASENDIN
>_ADD > AB LEDERLE LABS 25MG
>_ADD > AB 50MG
> ADD_> AB 100MG
>_ADD > AB 150MG
AMOXICILLIN
CAPSULE; ORAL
AMONICTILLTH
> aADD > AB LEMMON 250MGR
>_ACGD >
> ADD > AB 5SDOMGH
> _ADD >
> DLY > [TRe/PrAfNS/ [Esdig/
> DLT >
> DLT > /8ddiis/
> OLT >

POWOER FOR RECONSTITUTION; ORAL
AMOXTCILLIN
AB NOVOPHARM

AMBICTLLIN/AMPICILLIN TRIHYDRATE
POWDER FOR RECONSTITUTION; DRAL

250MG/5MLK

AMPICILLIN
AB CLONMEL CHEMS EQ 125MG BASE/SM
AB EQ_250MG_BASE/5M
TABLET, {
i Apéﬁ ¢£¢H§ﬁ¢ﬁLﬁ {/ORAL/
/ﬁRISfﬁleﬂﬁS/ /ﬁdliéﬁﬁﬁlﬁﬂﬁﬁl
3 BRISTOL LABS 125MG BASE

N72418 001
MAY 11, 1989
N72419 001
MAY 11, 1989
N72420 001
MAY 11, 1989
N72421 001
MAY 11, 1989

N18021 001
N18021 002
N18021 003
N18021 004

N63030 001
FEB 28, 1989
N63031 001
FEB 28, 1989

N63001 001
JAN 06, 1989

N62982 001
FEB 10, 1989

N62982 002
FEB 10, 1989

/NBd893/dd1/

N50092 001



ALBITAL W _AS & CAFFETHE
/4d/ 5%33?§7£A337 /32804 2dvid 4 dvid/

AB PHARMAFAIR

DIPHENOXY
184/  /P1/

/8.922vd 2. er6/

@ PBI 0.025MG;2.5MG
/Ld=1gdL

/88/ 7?%531!/415/11&55/ /8. 625872, o8/

> DLT >

> DLT >

AB PAR PHARM

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89

ASPIRIN; BUTALBITAL:; CAFFEINE

TABLET; ORAL

ASPIRIN;: CARISOPRODOL

TABLET; ORAL
CARISOPRODOL AND ASPTIRIN

ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE

TABLET; ORAL

DIPHEHOXYLATE HCL AND ATROPINE SULFAT

188/ JIEBERCE/L

3 LEDERLE LABS

9 VANGARD LABS

AZTREONAM

INJECTABLE; INJECTION

AZACTAM IN PLASTIC CONTAINER
SQUIBB 10MG/ Ml
20MG/MLR
GOMG/MLK
BENDROFLUME THIAZIDE
TABLET; ORAL
/NATMETIN-2.8/

/sdotpp/ 1288/

Z25MG ; 50MG 5 40MG

325M6G; 200MGN

L0 by 1023

D.025MG;2.6MG
LATE HCL W/ ATROPIHE SULFATE

0.02Z5MG32.5MG

/Ra1das/ddz/
/BEC/89.,/1983/
N87048 002
DEC 09, 1983

N8959¢ 001
MAR 31, 1989

/rigggsd/dd1/

N86950 001

42/4d
ke 45, Aokt
N878%2 001

MAR 29, 1982

/N8gddd/dd1/
/NAR/25,/1983/

N88009 001
MAR 25, 1983

N50632 003
MAY 24, 1989
N50632 002
MAY 24, 1989
N50632 OO0l
MAY 24, 1989

/812 164/ 481/

BENDROFLUMETHIAZIDE
TABLET; ORAL

DLT > /NATJREfIN-Z.8/
ADD > 3 SQUIBB 2.5M6
BENZONATATE
CAPSULE; ORAL
TESSALON

/BUPONT/PriARrS/ /1ddis/
100MG

FOREST LABS

BENZTROPINE MESYLATE

TABLET; ORAL
BENZTROPTINE MESYLATE
INVAMED

B

- SMGa

(4
ol

iMsEH

(4
(]

BETHAMECHOL CHLORIDE

TABLET; ORAL
BETHANECHOL CHLORTD

148/ lﬁﬁfiggﬁgfzggf /eds/

@ CHELSEA LABS 5MG

BRETYLIUM TOSYLATE
INJECTABLE; INJECTION

RETYLTAXM TOSYLATE D SE 57 IH P!
200MG/100MLK

ar 4Q0MG/100MLK

AP BAXTER

bl
h-)

BROMPHENIRAMINE MALEATE

ELIXIR; ORAL
NE MALEATE

ROHPH
/48 /¥ b1 7404

s PBI 2MG/BML

N12164% 001

INL1218/861/

N11210 001

N72264 001
FEB 27, 1989
N72265 001
FEB 27, 1989
N72266 001
FEB 27, 1989

/NBEpat1/ 81/

N85841 001

CONTATN
N19837 002
APR 12, 1989
N19837 001
APR 12, 1989

1964/dd
e

N87964 001
JAN 25, 1983



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 -~ MAY'S89

BROMPHENIRAMINE MALEATE

TABLET; DRAL
BROMPHENTRAMINE MALEATE

188/ JeHELSEA/LABST 7
@ CHELSEA LABS
BUPROPION HYDROCHLORIDE
> gtT > /fjﬁuéf i/d l"!é ;
> gt; > /HU# ¢ S/MELLC/  [edvg/
13/ {isre/

13/ [188rs/

v

vV
O
(anll | mel
— |

Y VVVYVY

v
=}
=
[~

A\
=
—
=

Y
=
=
=]

TABLET; ORAL
WELLBUTRIN
BURROUGHS HMELLC LOMG

v
Lo
=
te)

4
Lol
b
=

v
b
o
=]

75MG

b4
b
=
{or ]

100MG

v
>
Y
I
VY VYV VVY

v v
o
=a=3
=hi=

BUTABARBITAL SODIUM

TABLET; ORAL
BUTABARBITAL SODIUM

/881 DAETE/I RIS/ /gggg/

3 WHITE TN PAULSN

/RE5189/441/

NB5769 001

R
s e

N13644 001
DEC 30, 1985
N18644 002
DEC 20, 1985
N13644 003
DEC 30, 1985

/ig33s1/es1/

N83337 001

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIOE; SODIUM

CHLORIDE; SODIUM LACTATE

SOLUTION; INTRAPERITONEAL

DXAHEAL PD~2 W/ DEXTROSE 1,57 IN PI.ASTIC CONTATHER

AT BAXTER

18.3MG/100ML;1.5GM/100ML ;

5.08MG/I00ML ;538MG/100ML. ;

448MG/100ML

N17512 004

/88 /éga éh:t ML;’%S& ﬂ_/

2148/

kucL

/éifﬁiéldd4/

5

CALCIUM CHLORIDE; POTASSIUM CHIDRIDE; SODIUM CHLORIDE

SOLUTION; IRRIGATION
RINGER"S TN PLASTIC CONTATIN

>/éi/ /

3 ABBOTT LABS

¥ v

860MG/100ML

> HEROITILAES ] gzigﬁ_gﬁia’fmmfl IR18462/481/

33MG/100ML ; 30MG/100ML 5

Nl8462 001

CALCTUM CHLORIDE; POTASSIUM CHLORIDE; DIUM CHLORIDE; SODIUM

LACTATE

INJECTABLE; INJECTION
LACTATED RINGER®S IH PLASTIC GOHTAIH

(8 [eum) i f

@ CUTTER BIOL

210MG/100ML
CARBOPLATIN
INJECTABLE; INJECTION
PARAPLATIN
BRISTOL MYERS BOMG/VIALM
150MG/VIALK
450MG/VIALM
/¢Adddedst/
/iHJE¢fA¢£E§/iHJ£¢fI¢H/
[RRESTIN 181/ , ,
JA A TR/, 288 /B ASE ML/
CARBOPROST TROME THAMINE
INJECTABLE; INJECTION
HEBAMATE
UPJOHN EQ 0.25MG BASE/ML
CARISOPROODL
TABLET; ORAL
CARTSOPRODOL
AA CORD LABS 350Meu

Ly 151 1

ZOMGIIOOML;SOMG/IOOML,600MG/100MLp

M18417 001

N19880 D01
MAR 03, 1989
N19880 002
MAR 03, 1989
N19880 003
MAR 03, 1989

/NL$89/8d1/

N17989 001

N81G25 001
APR 13, 1989



CARTRDL ,
> DLT > /RBpdrt/LAB3/ /1drs/
> D! ! >
> ADD. > 3 ABBCTT LABS 10MG
> ADD >
CEFADROXIL
CAPSULE; ORAL
CEFADROXIYL,
AB BIOCRAFT LABS EQ _500MG_BASEM
AB PUREPAC PHARM EQ 500MG_BASEM
POWDER FOR RECONSTITUTION:; ORAL
CEFADROXTL
AB BIDCRAFT LABS EQ 125MG BASE/bMLNK
AB EQ 250MG_BASE/SMLA
AB EQ EQOMG _BASE/SMLR
ULTRACEF
AB BRISTOL LABS EQ_125MG BASE/SML
B EQ_125MG BASE/SML
AB EQ 250MG BASE/SML
gg EQ_250MG BASE/EML
CEFAZOLIN SODIUM
INJECTABLE 3 INJECTION
CEFAZOLIN SODIUM
>_ADD > AP - LEMMON EQ 25 BASE/VIAL®
>_ADD >
>_ADD > AP EQ _500MG BASE/VIALM
> ADQ >
>_ADD_> AP EQ _16M BASE/VIALN
> AbD > ,
> gt [TA8/PrARHS/ JRA/ 16 [BASESVIAL/
>
> DLT > JRA/ 2508 /BASE/VIAL/
> DLI > ,
>oLr > /B4/588/BASE/VIAL/
>___L_____>

RX DRUG PRODUCT LIST /7 CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 -~ MAY'89

CARTEOLOL, HYDROCHLORIDE

TABLET 3 ORAL

97d4/dd
/ﬁég;éﬁ,liéégf

N19204 003
DEC 28, 1988

N62695 0D1
FEB 10, 1989
N63017 G601
JAN 05, 1989

N62698 001
MAR 01, 1989
N62698 002
MAR 01, 1989
Ne2698 003
MAR 01, 1989

N62334 001
Né2376 001
MAR 16, 1982
Né62334 Q02
N62376 002
MAR 16, 1982

N63D16 001
MAR 14, 1989
N62016 002
MAR 14, 1989
N62016 003
MAR ;;i ;939
/ﬁﬁ /14'§ié¢

dig/d:
iyl 4:/i¢
méﬁ? s

’

4/
4
4
49/

IXIME
POMDER FOR RECONSTITUTION; ORAL
SUPRAX
LEDERLE LABS 100MG/5MLu
TABLET; ORAL
SUPRAX
LEDERLE LABS 200MGu
400MGH

CEFPIRAMIDE SODIUM
INJECTABLE; INJECTION

CEFPIRAMIDE SODIUM
WYETH AYERST LABS EG 1GM BASE/VIALm
EQ 2GM BASE/VIALK

EQ 106GM BASE/VIALm

CEFTAZIDIME SODIUM
INJECTABLE; INJECTION
FORTAZ IN PLASTIC CONTAINER
GLAXO E§ 10MG BASE/MLM
EQ 20MG BASE/MLM

EQ 40MG BASE/MLM

CEFUROXIME SODIUM
INJECTABLE; INJECTION
ZINACEF IN PLASTIC CONTAINER
GLAXD EQ 15MG BASE/MLM

EQ 30MG BASE/MLM

N5D622 DO1
APR 28, 1989

N50621 001
APR 28, 1989
N50621 DO2
APR 28, 1989

N50632 DO2
JAN 31, 1989%
N50633 003
JAN 21, 1989
N50623 005
JAN 31, 1989

N50634 001
APR 28, 1989
N50624 002
APR 28, 1989
N50634 003
APR 28, 1989

N50643 0D1
APR 28, 1989
N50643 0D2
APR 28, 1989



R¥ DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER b5 / JAN'8% - MAY'39 7

CEPHALEXIN

CAPSULE; ORAL
CEPHAL

>_ADD > AB LEMMON EQ_250MG BASE
> ADD >
> :DD > AB EQ _500MG BASE
> A >
; ;/éﬁ/ /TAS/ PrARMS/ B4 25418 ‘dAsE/
LT o/ /84 800y ‘HASE/
> DLT >
POWDER FOR RECONSTITUTION; ORAL
CEPHALEXTH
>_ADD_> AB LEMMON EQ 125MG BASE/SML
> _ADD >
>_ADD > AB EQ 250MG BASE/BML
> ADD >
>0, DL ;/ A8/ /TAS/PHARNS/ /Ed 12810 "dAgE 8L/
:ﬁﬁﬁ;:/éﬂ/ /B4 25006 "dAsE/ s/
TABLET; ORAL
CEFHALEXOIN
AB BIOCRAFT LABS EQ 25DMG BASENM
B EQ@ 500MG BASEX
CERULETIDE DIETHYLAMINE
/iﬁJﬁﬂfﬂﬁLE’/IﬂJﬁﬁfidﬂl
/Aﬂ#iﬂ/LKﬁ$/ /8. 82v6 L/
@ ADRIA LABS 0,02MG/ML

N62821 0D1
FEB 05, 1988
Né62823 001
FEB 05, 1988

m.

N6z873 Dol
MAY 23, 1988
N62867 001
APR 15, 1988

7‘ dd
i
/iddﬁ/

N63D23 001
JAN 12, 1989
N63D24 001
JAN 12, 1989

3

IR18296/481/

N18296 001

CHLORDIAZEPOXIDE HYDROCHLORIDE

CAPSULE; ORAL
CHLORDIAZEPOMIDE HCL

/88/  [VRNSARD/CABS/ /evg/ [Nad19/dd1/
/MAR/ 28,/ 1983/
e fae/ o esiiirer
/48/ /isvd/ /NBS13d/dd1/
/PAR/28, [1983/

3 VANGARD LABS 5MG N88129 001

MAR 28, 1983

3 10M¢ N8s010 001

MAR 28, 1983

3 25MG Naa13e 001

MAR 28, 19832

CHLORPHENIRAMINE MALEATE

TABLET; ORAL
CHLORPHEHIRAMYNE MALEATE

/841 TCRELSEATEABS/ /4ms/ /H88134/4d1/
3 CHELSEA LABS aMG N85139 D01

/887 [LEDERLE/LABS/ /avg/ /Rds941/dd1/
3 LEDERLE LABS aMe Na6941 DD1

CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYDROCHLORIDE

CAPSULE , EXTENDED RELEASE} ORAL
CHLORPHENIRAMYNE MALEATE AHD_ PHENYLPROPANOLAMINE HCL
AB CORD LABS 12MG; 75MGn N88940 001
JAN 26, 1989
ORNADE
?§¢/ SK&F LABS 12MG; 76MG N12152 004
»

s7eng/ INLZLBE/dd4/

CHLORPHENIRAMINE POLISTIREX; HYDROCODONE POLISTIREX
SUSPENION, EXTENDED RELEASE; ORAL

TUSSIONEX
FISONS EQ 8MG MALEATE/BML;
EQ 10MG BITARTRATE/SML N19111 601
JRERALY/ IRkt
: T IO ARYE LT L8114/

IBEC/315/1381/



TABLET; ORAL
CHLORPROMAZINE HCL

/BR/  [YRNBARD/LABS/

3 VANGARD LABS
3
3

CHLORTHAL TDONE

TABLET; ORAL
CHLORTHALIDOKE

/881 TNAERRS/ABS/
/ 88/

@ VANGARD LABS

3

CHLORZOXAZONE
TABLET; ORAL

CHLORZONAZONE
/88/  TeHECSEATIABS/
3 CHELSEA LABS

AA PIONEER PHARMS

i3

CHYMOPAPATN

INJECTABLE; INJECTION
CHYMODIACTIN

[BAXTER/

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 -~ MAY'89

CHLORPROMAZINE HYDROCHLORIDE

/1dng/

He/
féae)

10MG

2BMG
5OMG

/igns/
/2dig/

2EMG

50MG

14,898/ UNLTS/VIAL/
18848/ NL13/VIRL/

[NAAd3A/dd1/
Ll
/NB#848 [dd1/
N88038 001
AUG 16, 1982
N87645 001
N876496 GO

/NAAd12/dd1
/01 /14,11 dé

d#3/461
/HAQ§§$ ;é4¢$/

N8801Z 001
JUL 14, 1982
N88073 001
MAR 25, 1983

N

/N8g944/dd1/
JAUS/ 84, /14837
NB69248 001
AUS 09, 1982
N89592 001
JAN 06, 1989
N89948 001
JAN 06, 1989

Y v

£
9

v
o

CHYMOPAPATIN
INJECTABLE ; INJECTION

CHYMODIACTIN

BOOTS (USA) 4,000 UNITS/VIAL

10,000 UNITS/VIAL

(12 B 48/ LIS 1AL/

12,500 UNITS/VIAL

CLINDAMYCIN PHOSPHATE

INJECTABLE ; INJECTION
CLINDAMYCEN PHOSPHATE

AP ASTRA PHARM PRODS EG 150MG_BASE/MLm
AP DUPONT CRI CARE EQ 150MG BASE/MLW
‘
> LOTION; TOPICAL
> CLEOCIN T
> UPJOHN EQ 17 BASEM
>
SOLUTION; TOPICAL
CLINDAMYCTH PHOSPHATE
AT COPLEY PHARM EQ 1% BASEm

CLORAZEPATE DIPOTASSIUM

TABLET; ORAL
CLORAZEPATE DIPOTASSTUM

/88/  JLEPERLE/L 3.2¢vd/
/48/ /1.806/
/48/ /12H6/

3 LEDERLE LABS 3.75M6

) 7.5M6

) 15M6

N1B8663 QD2
AUG 21, 1984
Ni8&63 001
NOV 10, 1982

/ 841/
/Jﬂﬁiigzﬁiéﬁdl

N18625 001
JAN 18, 1984

N62928 001
FEB 13, 1989
N62908 00),
FEB 01, 1989

NE0600 001
MAY 31, 1989

N62944% 001
JAN 11, 1989

N?ZUIS 001
DEC 15, 1987
N72014 001
DEC 15, 1987
N72015 001
DEC 15, 1987



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER & / JAN'&9 ~ MAY'89

CLOXACILLIN SODIUM

POWDER FOR RECONSTITUTION; ORAL
CLOXACILLTH SODIUM
AA NOVOPHARM

EQ_125MG BASE/EMLK

N62978 001
APR 06, 1989

COBALT CHLORIDE, CO-60; CYANOCOBALAMIN; CYAMOCOBALAMIN

CO-60; INTRINSIC FACTOR

/“;sﬂé§§¢éﬁﬁ-£dlﬂif/

/3Q1E8/ I RINAIN AN AS

NZRSNZANZAN/A

2 sQuipB

CORTISONE ACETATE

TABLET: ORAL
ORTISONE ACETATE

88/ /Nﬂifﬁ/fN/PAULSH/ v

WHITE TN PAULSN 25MG
CYANOCOBALAMIN
I?;ECTASL;, INJECTION
L

/48/ 75%%57 /1vd L/
a MS&D 1MG/ML
/ 48/ §5§ﬂﬂgﬁliﬂﬁ5/ /1va ic/
3 BERLEX LA8S IMGML

DEMECLOCYCLINE HYDROCHLORIDE

romas sty
e aus I8 481

9 LEDERLE LABS 75MG/BML

DEXAME THASONE

SUSPENSION/DROPS; OPHTHALMIC
> PEMAMETHASONE
> AT STERIS LABS 0.17m
>

MAXXDEX
> AT ALCON LABS 0.1%

/1i1ed9d/dd1/

N16090 001

/1ad341/d61/

N80341 001

/idecca/did/

N06668 010

/Nd7d12/dd2/

NO7012 002

/Redisi/ddt/

N50257 001

N89170 001
MAY 09, 1989

N13422 001

DEXAMETHASONE
TABLET; ORAL
DEXAMETHASONE
/BP/  [EHELSER/CABS/ /1.5H8/
3 CHELSEA LABS 1.5MG

DIATRIZOATE MEGLUMINE
INJECTABLE; INJECTION

/EARBids
/ggéiﬁ§¢fiﬁl /852/
SQUIBB 857

DIATRTZOATE MEGLUMINE; DIATRIZOATE SODTIUM

INJECTABLE; INJECTION
HYPAGUE -M

[3TERLANG /oRg/ lﬁd/’id//

@ STERLING DRUG 743307

DIAZEPAM

TABLET; ORAL
DIAZEPAM
AB MARTEC PHARM

§

DICYCLOMINE HYDROCHLORIDE

CAPSULE; ORAL
DICYCLOMINE MCL
AB PICNEER PHARMS

[t
(=]

DIETHY! CARBAMAZINE CITRATE

TABLET; ORAL
HETRAZAN

13/ LEBERLE/LABS/ /Eds/
50MG

LEDERLE LABS

/1igsd4d/ddL/

N85840 001

ML1626/dd2/

N11620 002

/R1d22d/dd2/

N10220 002

N72402 001
APR 25, 1989

N89361 001
JAN 10, 1989

/Ndé4sd/ddt/

N0O6459 001



DILTIAZEM HYDROCHLORIDE

RX DRUG PRODUCT LIST /

CAPSULE , EXTENDED RELEASE; ORAL

CARDIZEM SR
MARION LABS

60MGR
90MGu
120MGx

180MGn

DIPHENHYDRAMINE HYDROCHLORIDE

CAPSULE; ORAL
DIPHEHHYDRAMINE HCL

144/ [NARGARD/L
/44/

@ VANGARD LABS
144/ /HHifﬁlfﬂ/#dﬂLSN/

@ WHITE TN PAULSN

ELIXIR; DRAL

/di# /

Tt/
DYPHENERAMINE Hot

240D > AA CENCI LABS

> >

>_9LI.>/éé/ JVAFEILABS/

>_DLT >

/B [PREVATE/PRLINS/

@ PRIVATE FMLTNS

DOPAMINE HYDROCHLORIDE

INJECTABLE; INJECTION
DOPAMTHE HCL
AP ABBGTT LABS

AR

/ége/
/5évie/

25MG

50MG
/edg/
50MG

/1. 8elgic/

12,.5MG/5ML

12.5MG/5ML

/1i:edeliic/

/14 86/88L/

12.5MG/EML

G0MG/MLM

80MG/MLu

CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89

DOXEPIN HYDROCH! ORIDE

CAPSULE; ORAL
DOXEYIH HCL
GUANTUM PHARMCS

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

H?ﬁdi// 41/
42/
/Nﬁfﬁid/ddi/
N88034 001
ocT 27, 1982
N87630 001
/NBdadd/dd1/

N80800 001

/NBagadddit/

N8464D 001

N87941 001
°7ﬁ¢17’i}38§/
ey
bt

N85287 001

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

DOXORUBICIN HYDROCHLORIDE

]

5

E4E
0o

E kB E K

Rk

B B

5

INJECTABLE ; INJECTION
ADRIAMYCTH_PFS
ADRIA LABS

ADRTAMYCTH RDF
ADRIA LABS

DOXORUBYCTH HCL

CETUS BEN VENUE

RUBEX
BRISTOL MYERS

COXYCYCLINE HYCLATE

INJECTABLE; INJECTION
DOXYCYCLYNE HYCLATE
LEDERLE PARNTLS

EQ_100MG BASEM
E 50MG_BASEX

10MG/VIAL
20MG/VIAL

BOMG/VIAL
2HG/MLK
1OMG/VIALM
20MG/VIALM

EOMG/VIALK

1OMG/YIALK
ROMG/VIALM

1looMG/VIALM

EQ 100MG BASE/VIALM

EG 200MG BASE/ViaLn

10

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

N50629 002
MAY 03, 1988
N50629 001
DEC 23, 1987

N50467 001
N50467 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, 1939

N62992 001
FEB 16, 1989
N62992 002
FEB 16, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'S89 - MAY'89

DROPERIDOL; FENTANYL CITRATE

INJECTABLE; INJECTICON
FENTANYL_CTTRATE AHD DROPERIDOL
AP ASTRA PHARM PRODS 2.EMG/ML 5

0.05MG BASE/MLn

AP 2. 5MB/ML;
EQ D.05MG BASE/MLu

AP 2.5Me/ML;
EQ_0.05MG BASE/MLn

ERGOLOID MESYEATES

TABLET; SUBLINGUAL
ERGOLOID MESYLATES

/gg/ JLEBERYE/LREST /gégﬁ&/
/88/ /1¥s/

3 LEDERLE LABS 0.5MG

3 ) MG

/88 [YANCARB/ LRSS/ /9.548/
184/ /1dd/
3 VANGARD LABS 0.5MG
3 M6
ERYTHROMYCIN
CAPSULE, DELAYED REL PELLETS; ORAL

ERYTHROMYOIH
> ADD > AB BARR LABS 250MG
>_ADD >

ERYTHROMYCIN LACTOSIONATE
INJECTABLE; INJECTION

ERYTHROMYCTH LACTOBIONATE
>_ADD_> AP LEDERLE PARNTLS EQ_500MG BASE/VIALM
>_ADD_>
>_ADD > AP EQ 1GM_BASE/VIALM
>_ADD > :

N72026 001
APR 13, 1989

N72027 DD1
APR 13, 1989

N72028 001
APR 13, 1989

484744
R
N86984 001

JNadata/8d1/
A
Pviveervy

N88013 001
SEP 20, 1982
N88014 001
SEP 20, 1982

N63098 C01
MAY 04, 1989

N62993 001
MAY 09, 1989
N62993 002
MAY 09, 1989

ESMOLOL_HYDROCHLORIDE

INJECTABLE; INJECTION
BREVIBLOC

oD > DUPONT PHARMS 100MG/ML
R >
ESTROGENS , CONJUGATEDR
TABLETS ORAL
CONJUGATED ESTROGENS

BpP CHELSEA LABS 0.625MG
BP 1.25MG
vy iy
it T
BP DURAMED PHARMS D.3IMG

BP 0.625MG
BP 1.25MG
88/ ey
7 i
183/ 15818/
BP ZENITH LABS 0.3MG
Bp 0.625MG
BP 1.25MG
BP 2.5MG
188/ 18:3ré/
183/ 18485/
it Vi v

PREMARIN

BP WYETH AYERST LABS D.IMG

BP 0.625MG
BP 1.28MG
88/ 185/

(N2
o i
y /1488
ey Vs
0, 9MG

11

N19386 003
DEC 31, 1986

N85300 D01
NS5801 001
piagagd/ddl/

41745
el

NB6492 001
Ng3272 001
N83294 001
Jdga 1981
e
/832458817
N388569 001
NOV 29, 1984
N83373 001
N83601 001
N83602 DOL

NC4782 003
N0G782 004G
N04782 001
N0OG782 002

NCG782 QG5
JAN 26, 1984



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89

ESTROGENS, ESTERIFIED
TABLET; ORAL
FEMOGEN ' '
/B3] [PRAVATE/FRIIS/ /2.808/
3 PRIVATE FMLTNS 2.5MG
ETHINYL ESTRADIOL; NORETHINDRONE'
TABLET; ORAL-21

HORCEPT=E 1/35 21
AB GYNOPHARMA 0,.035MG51 MG

TABLET; ORAL-28
HORCEPT-E_1/35 28
AB BYNOPHARMA 0. D35ME ; 1HG

FERROUS CITRATE, FE-59

JIRJECTARLE § /iNJ¢¢fi¢H/
T ™ ssna

3 MALLINCKRODT 5 UCI/ML
LUOCINONIDE
CREAM; TOPICAL
FLUOCYNONIDE
AB LEMMON 0. 05/x

>
i
=]
o
n
5

VASODERM
AB TJ ROACO 0.057n
GEL; TOPICAL
FLUCCINGNIDE
AB LEMMON 0.0571
LIDEX
AB SYNTEX LABS 0,054
SOLUTION; TOPICAL
FLUOCTHONID E
AT LEMMON 0.05/%

/igeddi/dd1/

/R16723/461/

N72488 001

NL7373 001

FLUOXYMESTERONE

TABLET; ORAL
ANDROID-F

/ﬁP/ TBROAY/ PHARN/ /18vs/
ICN PHARMS 10MG
FLUDXYMESTERONE

I8P/ ROV PrAR/ /igs/

BP ICN PHARMS loMG

FLURAZEPAM HYDROCHLORIDE

CAPSULE; ORAL
FLURAZEPAM HCL

AB CHELSEA LABS 15MGR
AB 30MG
FLUTAMIDE
CAPSULE; ORAL
EULEXIN
SCHERING 125M6
FOLIC ACID
TABLET; ORAL
FOLIC ACID
/88/ " [PeI] /ivd/
a PBI MG
/48] [YANCARD/ LABS/ /1dd/
3 VANGARD LABS MG
/88/ /ﬂHIfﬁlfH/PAﬂLSN/ /idg/
WHITE TN PAULSN 1MG
GEMFIBROZIL
CAPSULE; ORAL
LOPID
/PARKE /8K LS/ [2dig/
3 PARKE DAVIS 200MG

12

INSHL96/ 861/

N871%6 001

4
W

N88221 001
MAY 05, 1983

N72368 001
MAR 30, 1989
N72369 001
MAR 30, 1989

N18554 DO1
JAN 27, 1989

Na7828/dd1/
IR 8
N87828 001
MAY 13, 1982

/NAd13d/dé1/

IMAR/23 511984/

N88730 D01
MAR 23, 1984

/Rgdgs1/d8s/

N80691 DO2

/Ri8422/8d1/

N18422 001



RX DRUG PRODUCT

LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'B9 - MAY'89

BEMFIBROZIL HYDROCHLOROTHIAZIDE
TABLET; ORAL TABLET; ORAL
LOPID HYDROCHLOROTHIAZTIDE
PARKE DAVIS 600MG N18422 003 /kd/  [pBi/ [é8vd/
NOV 20, 1986
/4d/ /58vie/
HEPARIN SODTUM a PBI 25MG
INJECTABLE; INJECTION 3
PESTERTS LABS. J48]  I9RRARD /A8 &/
AP STERIS LABS 40,000 UNITS/ML N17Dé& DDé gg VANS 'ABS/ /§5§
L /R17d64/ 886/ / A8/ /8888/
HEPARTH SODTUM 20,000 UNITS AND DEXTROSE 5% IH PLASTIC 3 VANGARD LABS 25MG
COHTATHER a S50MG
AP BAXTER 4,000 UNITS/100ML N18814 001 /887  NHLTE/ TR/ PAOLSN/ /i g/
OCT 31, 1983 /48 4
HEPARIH SODIUM 20,000 UNITY TN DEXTROSE 5% IN PLASTIC 148/ /13
CONTATHER 3 WHITE TN PAULSN zsne
AP ABBOTT LABS 4,000 UNITS/100MLM N19805 001 a 50MG
JAN 25, 1989 a 100M5
HEPARTN SODTUM 25,000 UNITS TH DENTROSE 57 XN PLASTIC
CONTATNER
AP ABBOTT LABS 5,000 UNITS/100MLn N19805 002 HYDROCHLOROTHIAZIDE ; LISTNOPRIL
JAN 25, 1989
TABLET; ORAL
PRINZIDE 12.5
HYDRALAZINE HYDROCHLORIDE MS2D RES LABS 12.5MG;20MG
TABLET; ORAL PRINZIDE 25
HYDRALAZINE HCL MS&D RES LABS 25MG 5 200G
184/ [P/ /4sta/ ,ﬂi”ﬁzéﬁﬂ’ggéf
H]
/84/ /5dig/ gt 5i/d¢i/
INAR/ 29, 11482/ HYDROCHLOROTHIAZIDE ; METHYLDOPA
3 PBI 26MG NB7780 001
MAR 29, 1982 TABLET; ORAL
? S0MG N87751 001 METHYLDOPA AND HYDROCHLOROTHIAZIDE
. MAR 29, 1982 AB DANBURY PHARMA 15MG 3 250161
> DLY >/AR/  [VANGARD/CABS/ /8oia/ /Ra74d4/dd1/
> OLT > IRAY/ 87, 71882/ AB 25MG ; 250MGH
>_ADD > @ VANGARD LABS 50MG NB7908 001
> _ADD > MAY 07, 1982 AB 30MG ; 500MEn
AB 50MG ; 500G

13

1827/44
g
JAPR/13, /1982

Na7827 001
APR 19, 1982

N87752 001
APR 19, 1982

ey

N87638 001
e
e

N83809 D02
N83809 001
N85347 001

/
/
/

N19778 001
FEB 16, 1989

N19778 002
FEB 16, 1989

N70958 001
FEB 06, 1989
N70959 001
JAN 19, 1989
N71069 0D1
JAN 19, 1989
N70960 001
FEB 06, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 5 / JAN'S89 - MAY'89

HYDROCHLOROTHIAZIDE ; RESERPINE

TABLET; ORAL

=51
/5#//H/5Hif£;fﬂ/FAﬂL5H/

9 WHITE TN PAULSN

/58v63d. 12508/

50MG;0.125MG

HYDROCHLOROTHIAZIDE ; SPIRONOLACTONE

TABLET; ORAL
SPIROHOLACTOME W/ HYDROCHLO

/68/ /Pﬁi/ féédé,giggl
/88/ /vﬂﬂﬁﬁﬂﬁllﬂéﬁl /égidserid/
2 VANGARD LABS 25MG ; 25MG
HYDROCORTISONE
CREAM3 TOPICAL
HYDROCORTISOHE
AT NMC LABS 2.5/
AT TOPIDERM 1/

HYDROCORTISONE ACETATE

CREAM; TOPICAL

HYDROCORTISONE ACETATE
AT PARKE DAVIS 1/

HYDROCORTISONE SODIUM SUCCINATE

INJECTABLE; INJECTION
A-HIYDROCORT

AP ABBOTT LABS EQ 100MG BASE/VIALM

AP 250MG BASE/VIALK

AP EQ BOOMG BASE/VIALM
EQ 16M BASE/VIALK

&

HYDROF LLRME THTAZIDE

TABLET; ORAL
HYDROFLUMETHIAZIDE

/gs33d/ddi/ J88/ ORECSERTLABSS /56vd/
N85338 001
3 CHELSEA LABS EOMG
HYDROXOUCOBALAMIN
[HEEs1/881/ INJECTABLE; INJECTION
NB7651 001 HYDROXQCORALAMIN ,
/Mgiess/ddi/ /88/ /1) /iHs AL/
NB765E 001 a LYPHOMED 1MG/ML
IMIPRAMINE HYDROCHLORIDE
TABLET; ORAL
IMIPRAMINE HCL
N89754 001 /48/ 7P8L/ /Eie/
FEB 01, 1989
N89273 001 3 PBI 25M6
FEB 17, 1989 .
188/ [VARSARD/LABS/ /L4vg/
/ 48/ /E8ve/
/48/ /édvid/
N89914 001 3 VANGARD LABS 10MG
JAN 03, 1989
3 25M8
a 50MG
N89577 001 INDOMETHACIN
APR 11, 1989
N89578 001 CAPSULE, EXTENDED RELEASE; ORAL
APR 11, 1989 INDOMETHACTH
N89579 001 48 TNWOOD LABS Z5MEN
APR 11, 1989
NB9580 001

APR 11, 198¢%

19

/NAgsd/dd1/
JRIS /185 /iééé/
N88528 001
AUG 15, 1984

/ngagt1/dd1/

NB84921 DD1

[18F136/dd1/
/fﬁﬁ/ld’?édﬁé/

N87776 001
A
/HﬁVéﬁi,éiéﬁél
W
/87631744
/Jﬂﬂ/ﬁ4:/£4é§;

N388036 001
NOV 03, 1982
N87619 001
FEB 09, 1982
N87631 001
JAN 04, 1982

N72410 001
MAR 15, 1989



LACTULOSE

SYRUP; ORAL
DUPHALAC
AA REID ROWELL

SYRUP, ORAL; RECTAL

/éé/ 7RKLI/ﬁ3PHAF/

REID ROWELL
PORTALAC
AA REID ROMWELL

LEUCOVORTIN CALCIUM

INJECTABLE; INJECTION
LEUCOVORIN CALCIUM
LEDERLE LABS

NELLCOVORTHN
AP BURROUGHS HELLC

>
g

LEUPROLIDE ACETATE

INJECTABLE; INJECTION
LUPRON DEPOT

TTRP/ PRARNS/

TAKEDA ABBOTT RaD

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'S89 - MAY'89

106M/15MLA

/188d( 80/

10GM/15ML

10GM/15MLm

EQ 350MG BASE/VIALM

EQ 50MG BASE/VIALm
EQ 100MG _BASE/VIALM

EQ Z5MG BASE/VIALM

11.5M6/91AL/

7.BMG/VIAL

LEVOTHYROXINE SODIUM; LIOTHYRONINE SODIUM

TABLET; DRAL
THYROLAR-0. 25
1 ARYGUR/ PHARN/
RORER PHARM
THYROLAR-0.5
ARMUR/ PHARM/
RORER PHARM
THYROLAR-1

1 ARMDUR/ PHARN/

RORER PHARM

/8. 81281eid, ddine/

0.0125MG;0.0031MG

/4. 428181d . 44 18va/

0.025MG30.00625MG

/d d8pg Sd 12818/

0.05MG;0.0125MG

N72372 001
MAR 22, 1989

/RL#3ds/ddL/

N17906 00X

N7237¢ 001
MAR 22, 1989

NO8107 005
APR 05, 1989

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

/N19232/4d1/
N19732 001
JAN 26, 1989

/N188d1/d61/

N16807 001

/N148d#/dds/

N16807 005

/R184d1/dd4/

N16807 004

LEVOTHYROXINE SODIUM; LYOTHYRONINE SODIUM

TABLET; ORAL

THYROLAR-2

/ARYIOUR/ PHARN/ /8. 10e 8. d25re/
RORER PHARM 0.1MG;D.025MG

THYROLAR-3

1 ARAOUR/ PHARR/ [4. 188 {8 631 80ie/

RORER PHARM 0.15MG;0,0375M6

LIDOCAINE HYDROCHLORIDE

INJECTABLE INJECTION
XYLOCATNE
AP ASTRA PHARM PRODS 14

INJECTABLE; SPINAL
LYDOCATHE HCL AMD DEKTROSE 7,5%
AP ABBOTT LABS

/riddéd ;Lgdi’_z_ﬁ

/88/ JAPBOTT/ABST 32/
LISINOPRIL
TABLET; ORAL
PRINEVIL
a8 MS&D RES LABS GOMG
ZESTRIL
AB IMPERIAL CHEM GOMG

LITHIUM CARBONATE

CAPSULE ;5 ORAL
LYTHTURM CARDBONATE

AB PBI 300MG
MANNITOL
AT
TRERBATLINeSAN)  Jenstddn/
@ KENDALL MCGAR 5GM/100ML

15

/RL£861/862/

N16807 002

/N1£841/8d3/

N1l6807 003

N16801 005
JAM 19, 1988

N83914 001

/Ng3314/481/

N19558 004
OCT 25, 1988

N19777 004
MAY 19, 1988

N72542 0D1
FEB 01, 19389

/Nigda/ddz/

N16704 002



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89 16

MECLIZINE HYDROCHLORIDE MEPERIDINE HYDROCHLORIDE
TABLET; DRAL INJECTABLE; INJECTION
MEGLIZTHE HCL MEPERIDINE HCL
~/YANBARD/ L ABS/ 118808/ /gﬁﬂ?éﬁzfﬁﬂgif AP ASTRA PHARM PRODS  25MG/MLM N89781 001
, MAR 31, 1989
144/ /isvg/ /NA#E1/ 881/ AP 50MG/HLm N89782 001
[JAN/ 845 /1985/ MAR 31, 1989
9 VANGARD LABS 12.5MG N87877 001 AP 50MG/MLK N89783 001
APR 20, 1982 MAR 31, 1989
3 25MG N87620 001 AP 5O0MG/MLX N89784 001
JAN 04, 1982 MAR 31, 1989
AP 7EMG/MLM N89785 001
MAR 31, 1989
MECLOFENAMATE SODIUM AP 100MG/MLK N89786 001
MAR 31, 1989
CAPSULE; ORAL AP 100MG/MLK N89787 001
MECLOFENAMATE SODIUM MAR 31, 1989
AB BARR LABS EQ 50MG BASER N72868 001 AP 100MG/MLI N89788 001
MAR 20, 1989 MAR 31, 1989
AB EQ 1lo00M ASEX N72809 001
MAR 20, 1989
HEPROBAMATE
>_ADD > MEFLOQUINE HYDROCHLORIDE TABLET; ORAL
MEPROBAMATE
>_ADD >  TABLET; ORAL 184/~ JLEPERLE/LAB3/ /4ddvd/ /N8E299/4d1/
>_ADD > LARIAM 3 LEDERLE LABS 40D0MG N86299 001
>_ADD_> ROCHE 250MGx N19591 001 /887 [VANSARD/LABS/ /4ddd/ /NAgé11/6d1/
>_ADD > MAY 02, 1989 JIOL/ 1411988/
>_ADD > MEFLORUINE HCL 3 VANGARD LABS 400MG N88011 001
>_ADD_> 3 WALTER REED 250MGa N19578 001 18] RIS dda beﬁ;gﬁd;gail
> _ADD > MAY 02, 1989 TE/] ¥ ég S
/gg/ . /a8dnd/ /NB83442/d81/
3 WHITE TN PAULSN 200MG N83830 001
) 400MG Ne3442 001
MESNA
INJECTABLE; INJECTION
MESNEX
ASTA PHARMA 1DOMG/ML N19884 001
) ) DEC 30, 1988
[BRLSTOL/HYERS/ /18die ML/ /NL9884/ dd1/

/BEC/34,71988/



METHOTREXATE SODIUM

INJECTABLE; INJECTION
MENATE-AQ PRESERVED
AP BRISTOL MYERS

METHYLPREDNISOLONE
TABLET; ORAL

METHYLPREDNISOLONE
AB CHELSEA LABS

METHYLTESTOSTERONE

TABLET; BUCCAL
ANDROID 5

TBROMY/ Pridpri/

ICN PHARMS

TABLET; ORAL

/84 A‘Wﬁﬁ"m g/
/8y E TR Ry

ICN PHARMS

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 -~ MAY'39

EQ 2BMG BASE/MLA

/ane/

/4dre/pot/

40MG/BOT

/3n8/
5MG

/18v/

10MG

458/
25M6

METOCLOPRAMIDE HYDROCHLORIDE

INJECTABLE; INJECTION
METOCLOPRAMIDE HCL
AP BULL LABS

&

OUPONT CRI CARE

EQ_10MGC BASE/2MLM
EQ_10MG BASE/2Mim

N89887 001
APR 14, 1989

N86161 001
FEB 09, 1982

Wl ey

/R181d7/481/

N18102 001

/81282 1441/

N87222 001

/H8gasdfdd1/

N86450 001

/N8H1s1/4d1/

N87147 001

N71990 001
JAN 18, 1989
N71291 001
MAR 03, 1989

METOPROLOL TARTRATE

TABLET ORAL
LOPRESSCR

AB BEIGY PHARMS
AB
METOPROLOL TARTRATE
AB HENRY SCHEIN
AB

METRIZAMIDE
INJECTABLE ; INJECTION

AMIPAQUE
/STERLANS/orUS/

9 STERLING DRUG

MOMETASONE _FUROATE

LOTION; TOPICAL
ELOCON
SCHERING

NALBUPHINE HYDROCHLORIOE

INJECTABLE; INJECTION
HALBUPHINE HCL
ABBOTT LABS

E < R

=

2

=]
=
=]
3

/2. pEVIAL/

2.56M/VIAL

0.1/

10MG/MLK
10MG/MLR
20MG/MLK
20MG/Min

20MG/MLn

17

N17963 001
N17963 002

N71690 001
FEB 08, 1989
N71691 001

: FEB 08, 1989

1982 /46
i 983

N17982 003
SEP 12, 1983

N19796 001
MAR 30, 1989

N70914 001
FEB 03, 1989
N70915 001
FEB 03, 1989
N70916 001
FEB 03, 1989
N70917 001
FEB 03, 1989
N70918 001
FEB 03, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 5 / JAN'89 - MAY'89

NALBUPHINE HYDROCHLORIDE

INJECTABLE; INJECTION
HALBUPHINE HCL

AP ASTRA PHARM PRODS 10MG/MLn
L1 10MB/MLm
AP 1OMG /ML
AP 20MB/MLi
AP 20MG/Hin
Ap Z0MG/MLK
NALOXONE HYDRQCHLORIDE
INJECTABLE; INJECTION
HALOXONE HCL
AP ASTRA PHARM PRODS 0.02MG/MLn
AP 0. 0ZMG/MLK
AP 0.02ME/MLK
AP 0.02ZMG/MLR
ap 0.02ME/MLN
AP 0. 9MG/MLx
AP 0.6MB/MLR
AP 0.49MG/MLm
AP 0. GMEMLR
AP 0. GMG/MLR
AP 1MG/MLm
AP IMG/MLK
AP AMG/MLM

} DELAYED EFFECTIVE DATE PENDING COURT DECISION

N72070 001
APR 10, 1989
N72071 001
APR 10, 1989
N72072 001
APR 10, 1989
N72073 001
APR 10, 1989
N72074 001
APR 10, 1989
N72075 001
APR 10, 1982

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, 198%
N72091 001
APR 11, 1989
N72092 00l
APR 11, 1989
N72093 001
APR 11, 1989

NAPHAZOL INE HYDROCHLORIDE

MURO"S OPCON

>_DLT >/4t/ WW/

>_ADD_> AT

OPCOH
" BAUSCH & LOMB

NIACIN

TABLET; ORAL

HIACTH
/88/ JCHELSEA/LABS/

9 CHELSEA LABS

’

NIFEDIPINE

CAPSULE; ORAL
HYFEDEPTINE
PUREPAC PHARM

OXACILLIN SODIUM

|> Ih lh ib >
o al A a 3

&

INJECTABLE; INJECTION
OXACILLYN SODIM
ELKINS SINN

OXYBUTYNIN CHLORIDE

AB

TABLET; ORAL
OXYBUTYHIM CHLORIDE
BOLAR PHARM

SOLUTION/DROPS; OPHTHALMIC

1812/

0.17%

/&4 6vig/

RBOOMG

10MGR

]

Y]

EQ 250MG BASE/VIALM

EQ 500MG BASE/VIAiM

EQ_1GM BASE/VIALN

EQ 2GM BASE/VIALM

EQ 4GM BASE/VYIALM

EQ 10CM BASE/VIALM

18

/NB7sd6/d61/

N87506 001

/NBs114/881/

N85172 001

W72879 001T
APR 28, 1989

N72556 001 |
APR 28, 1989

N62711 001
FEB 03, 1989
N62711 002
FEB 03, 1989
N62711 003
FEB 03, 1989
N62711 004
FEB 03, 1989
Ne2711 005
FEB 03, 1989
N62711 006
FEB 03, 1989

N72485 001
APR 19, 1989



PANCURONIUM BROMIDE

INJECTABLE; INJECTIDN
PAHCURONIUM BROMIDE

RX DRUG PRODUCT LXISY / CUMULATIVE SUPPLEMENT NUMBER b5 / JAN'89 - MAY'89 19

AP ABBOTT LABS MG/ MLu
AP 2MG/MLx
PENBUTOLOL SULFATE
TABLET; ORAL
LEYAYQL
JEXLEY/ /1dve/
REED & CARNRICK 10MG

PENTICILLIN G_BENZATHINE

# '
/59315§51¢N {/ORAL/

@ WYETH AYERST LABS

PENICILLIN V POTASSIUM

/Hfﬁfﬁvéfﬁﬁsf/Lﬂﬁﬁl 1384, 4dd/nit1s/oni/

300,000 UNITS/5BML

POWDER FOR RECONSTITUTION; ORAL

PEHICILLIN V POTASSIUM
Al CLONMEL CHEMS

1<

PENTOBARBITAL SODIUM

CAPSULE; ORAL
PENTOBARBITAL SOD

/88/ TE/ T/ PRUL

@ WHITE TN PAULSN

PHENDIMETRAZINE TARTRATE
TABLET; ORAL

r8s "I pactss

@ PRIVATE FMLTNS

EQ 125MG BASE/SMLM

EQ 250MG_BASE/5MiX

/1ddvg/

100MG

/3508
3EMG

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

8414 /dd1
ey

N18976 001
DEC 30, 1987

/NBd128/882/

N50126 002

N62981 001
FEB 10, 1989
N62981 002
FEB 10, 198%

/8333474817

N83338 001

/gsésd/ddl/

N85698 0D1

PHENDIMETRAZINE TARTRATE

TABLET; ORAL
PHEHDIMETRAZINE TARTRATE

/84 [PRIVATE/FALHIS/ 73_ _/ /M8s199/dd1/
@ PRIVATE FMLTNS N85199 001
PHENYL AMINOSALICYLATE
[POREER S /dRAL/
/PHENY-PAS -TEBANIN/
/ PURBUE / FRERK/ /56%/ /R11695/ 482/
@ PURDUE FRORK 502 N11695 002
JTABLETS [ORAL/
PHENT =PAS-1 EEAN
/ /PU#HUﬁ/FﬂSﬁﬁ/iN/ /8ddrs/ /NL1£98/843/
3@ PURDUE FRORK 500MG N11695 003

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE HYDROCHLORIDE

SYRUP; ORAL

>_ADD > PHEHERGAH VC
>_ADD_> AA WYETH AYERST LABS BMG/BML ;6. 25MG/EMLM NG8604 003
>_ADD > APR 02, 1984
PHENYLEPHRINE HYDROCHLORIDE; PYRILAMINE MALEATE
SOLUTION/DROPS3; OPHTHALMIC
PREFRIN-A
ALLERGAN PHARMS 0.124;0.1% ND7953 001

POTASSIUM CHLDRIDE; SODIUM CHLORIDE

INJECTABLE; INJECTION
SO0DTUM CHLORXDE 0,97 AND POTASSIUM CHLORIDE 0,0757 IN

PLASTIC CONTAIN

/8¢/  [BAXTER/ /18d 1dent i dddris Lddrir/ /R11648/ 844/
3 BAXTER 75MG/100ML 3 900MG/100M. ~ N17648 004

J88/  JKENBALL/RCSAR/

/ISﬁEZIQ_ﬂL’iﬂ.ﬂéliédﬂ_;ﬂéﬂiéféélddi/
3 KENDALL MCGAK

v/83,/1982/

N18722 001
NOV 09, 1982

7EMG/ 100ML 5 900MG/100ML



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMUMBER 5 / JAN'89 - MAY'89

POTASSTUM CHLORIDE; SODIUM CHLORIDE

INJECTABLE; INJECTION
SODIUM CHLORTDE 0,97 AND POTASSIAM CHLORIDE 0,157 XN

PLASTIC CONTATNER d
,
188/ TRENDALL/EEAR/ ﬁiﬂ ﬂgﬁ% Li/

L/ /Niﬁ 22/8d2/
NG/ 69, /1382
3 KENDALL MCGAW 150MG/100ML 3
900MG/100ML N18722 002

NOV 09, 1982

SODTUM CHLORIDE 0,97 AHD POTASSIUM CHLORIDE 0,227 IN
PLASTIC CONTAINER

188/ TRENBALL/CERAT] /42dna iddnL:/
/9ddvaz106ML/ INL8122/dd3/
/No¥/83. 11382/
3 KENDALL MCGAW 220MG/100ML;
900MG/100ML N18722 003
NOV 09, 1982

g@.wu CHLORTDE 0 97Z AND POTASSOUM CHLORIDE 0,37 IN

STIC CONTATN
s

188/ /KﬁﬂﬁﬂLL/ﬁﬁGﬁﬂ/

144/484/
/43119841

3 KENDALL MCGAW 300MG/100ML
900MG/100ML N18722 004
NOV 09, 1982
PRALIDOXIME_CHLORIDE
> DLY > /fABLELS/ORAL/
DT > /PROTOPAN/CHOR LR /
> DLY > JAYETH/AYERST/IABS/  /3ddrs/ /N14122/4d2/
>_ADD > 3 WYETH AYERST LABS  500MG N14122 002
PRAZOSIN HYDROCHLORIDE
CAPSULE 5 ORAL
PRAZOSTH HEL
AB AM THERPTCS EQ IMG_BASEM N72782 001
MAY 16, 1989 : APR 11, 1989
AB EQ _2MC BASEM N72783 001
MAY 16, 1989 : APR 11, 1989
AB EQ 5MG BASEM N72784 001
MAY 16, 1989 : APR 11, 1989
AB CORD LABS EQ_1MG BASEM N72576 001
MAY 16, 1989 : APR 10, 1989
AB EQ_2MG BASEM N72577 001
MAY 16, 1989 : APR 10, 1989
AB EQ 5MG_BASEM N72578 001

MAY 16, 1989 : APR 10, 1989

PRAZOSIN HYDROCHLORIDE

CAPSULE; DRAL

PRAZOSYN HCL
AB DANBURY PHARMA

AB LEDERLE LABS

AB MYLAN PHARMS

4B PUREPAC PHARM

188/ [EENLI/LABS/

AB ZENITH LABS

PREDNISOLGNE

SYRUP; ORAL
PRELONE
MURO PHARM

TABLET; ORAL
PREONISDLONE

/8% /HHIfﬁlfN/PAﬂLSN/

3 WHITE TN PAULSN

20

EQ_IMG BASEm N72352 001
MAY 16, 1989 ! JAN 11, 1989

EQ 2MG BASEM N7233% 001
MAY 16, 1989 : JAN 11, 1989

E]_5MG BASEM N72609 001
MAY 16, 1989 : JAN 11, 1989

EQ 1IMG BASER N72705 001
MAY 16, 1989 : MAR 15, 1989

EQ 2MG BASEM N72706 001
MAY 16, 1989 : MAR 15, 1989

EQ_SMG BASEM N72707 001
HAY 16, 1989 : MAR 15, 1989

EQ IMG BASER N72573 001
HAY 16, 1989 : FEB 28, 1989

EQ 2MG BASER N72574 001
MAY 16, 1989 : FEB 28, 1989

EQ_EMG BASEX N72575 001
HAY 16, 198% : FEB 28, 1989

£Q 1MG BASEM N72991 001
MAY 16, 1989 : APR 26, 1989

EQ 2MGC BASEM N7292} 001
MAY 16, 1989 : APR 26, 1989

Eg EMG EASEH N72992 QO
/Eg:i é’ 22;/16’ 1989 A;E ;6, 198;/
t 64 e

EQ 1MG BASE N71994¢ 001
IR TRy Ty Yy )
PR ey

gg_gﬂ§_§A§§ N71995 001
PR Ty Tt Yy
PRV ot

EQ 5MG BASE N71745 001
MAY 16, 1989 : SEP 1z, 1988
EMG/5MLR NB9654 001
JAN 17, 1989
o JAd342/881/
EMG N80362 001



RX DRUG PRDDUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM PROCATNAMIDE HYDROCHLORIDE

SUSPENSION/DROPS; QPHTHALMIC CAPSULE; ORAL
SUL PHRIN PROCATNAMIDE HCL
>_ADD > AT BAUSCH & LOMB 0.5%;10% N88089 001 /887 T /vAREARD/LABS/ /250ud/
TOLT AL RS RARY J8:84i104/ o, 144/ / dddie/
>TOLT > T JBECT 26, 11382/
3 VANGARD LABS 250MG
PREDNISONE 2 500MG

SOLUTION; ORAL

PREDNISONE INTENSOL TABLET , EXTENDED RELEASE; ORAL

ROXANE LABS 5MG/ML N88810 001 PROCATHAMIDE HCL
FEB 20, 1985 AB INHOOD LABS 500MGw
J3YRUPL[ORALS
F?ﬁﬁﬂi#ﬁﬂﬁ/i NTENsdr/
ROXANF/LABS/ [eré i/ Nasd1d/dd1/ PROMETHAZINE HYDROCHLORIDE
/fﬂﬁlﬂ //¢¢5/
TABLET; ORAL
T pELzasone 1681 THECSEAILARS) /12
DELTASONE
AB UPJOHN 50MG N09986 0D8 188/ Heh/ite /5dﬂ§¢¢
/38né/ /Rdd88/8d8/ ® CHELSEA LABS 12.5MG
PREDHISONE 3 50MG
AB CORD LABS 10MGx N89983 001
JAN 12, 1989
AB 50MGn N89984 001 PROPRANOLOL HYDROCHLORIDE
I8 JRSAIAES) [ *INstéas aals
\ ! CAPSULE, EXTENDED RELEASE; ORAL
1394 [/ /J¢N§i$ 4;’¢§; AB :"35§?k keERsr LABS  60MG
1IAN/18, 71882/
3 VANGARD LABS 5MG N87682 001 AB BOMG
JAN 15, 1982
] 20MG N87701 001 AB 120MG
J6) ISR T J?ﬁﬁi?éaiﬁﬁf/
fE/ I8 AB 160MG
/Jghlé »/19 56/
oy g Tl mmmes
JB%/ 2drig/ /H§4ﬁiilﬂd¢/
3 WHITE TN PAULSN 2.5MG N84913 001 AB BOMEN
a 5MG NE0343 001
a 10MG N89028 001 AB 120MGH
JUL 24, 1986
20MG N84913 002 AB 160MG

/ﬁX//ﬁﬁfﬁégng;Lﬂﬁﬁ/ v /RadEid/ddLf

3 LEDERLE LABS 5MG N80223 01

21

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

N89840 001
MAR 06, 1989

N18552 004
MAR 18, 1987
N18553 002
APR 19, 1983
N18552 003
APR 19, 1983
N18553 001
APR 19, 1983

N72499 001
APR 11, 1989
N72500 001
APR 11, 1989
N72501 001
APR 11, 1989
N72502 001
APR 11, 1989



RX DRUG PRDDUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89

PROPRANOLOL. HYDROCHLORIDE

AA PBI 20ME/!
AA 4OMG/EMLI
AA ROXANE LABS 20MB/5ML
AA 4DMG/EML
TABLET; ORAL
PROPRANOLOL HCL
/48/ §£23£§££/L3337 /1ovd/
/64/ /4603d/
/48/ /49vid/
/4d/ /ddvid/
2 LEDERLE LABS 10M6
F) 20MG
2 40MB
a 80MG
PYRIDOSTIGMINE BROMIDE
INJECTABLE; INJECTION
MESTINOH
AP ICN PHARMS BMG/ML
J8B/  JREEHE/ /8dg2ac/
SYRUP; ORAL
MESTINON
ICN PHARMS 60MG/5ML
JRECHE/S 168rg 8L/
TABLET; ORAL
MESTINON
ICN PHARMS 60ME
/RECHE/ /édrg/

SOLUTION; ORAL
PROPRAHOLOL _HCL

TABLET, EXTENDED RELEASE; ORAL
MESTINON
ICN PHARMS 180MG

N71984 001
MAR 03, 1989
N71985 DOl
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 001
JUN 23, 1988

NO9830 001

/Nd3p3d/dd1/

N15193 001

/N18193/4d1/

N09829 002

/Rd9823/4d2/

N11ée65 001

PYRIDOSTIGMINE BROMIDE

TABLET, EXTENOED RELEASE; ORAL

MESTINON

/RICHE/

GQUINIDINE GLUCCNATE

INJECTABLE; INJECTION

QU{N{QINE GLUCONATE
Fisiis g
LILLY

QUINIDINE SULFATE

TABLET5> ORAL

QUIHTDINE SULFATE
2B MUTUAL PHARM

/48/  /eet/

3 PBI

/88/  JWILTE/ T/ PROL S/

3 WHITE TN PAULSN

RESERPINE
TABLET; ORAL
RESERPINE

> OLT > /BA/  JZERITH/LABS/
> DLY > /Bp/
>_ADD > @ ZENITH LABS
> ADD > ]

RIFAMPIN
> AOO > INJECTABLE ; INJECTION
>_ADD > RIFADIN
> ADD > MERRELL DOW
> _AOO >

/18dns/

/8dris e/

80MG/MLKE

6DDMG/VIALK

22

INL1665/481/

/idfsgd/dd1/
N07529 002
FEB 10, 1989

N81029 001
APR 14, 1989
N81030 001
APR 14, 1989
N81031 001
Y
/Kﬁﬂ/i43/i¢ﬁ2/
N87837 001
APR 14, 1982

/NgE444/ 441/

N8E44G 001

/111887 441/
/H}§i§5¢ﬂﬁél

N11185 001
N11185 002

NBE0627 001
MAY 25, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89

SECOBARBITAL SODIUM

CAPSULE; ORAL
SECOBARBITAL SODIUM

/84/ WITETHVPRIEN/  /1ddvg/
9 WHITE TN PAULSN 100MG

SODIUM SECOBRARBITAL

/847 JERELSEATLABS] /1gdvg/

3 CHELSEA LABS 100MG

SECRETIN

INJECTABLE; INJECTION
SECRETIN-FERRING

ey
AR LA L83/

75CU/VIAL

1500/ 1AL/

SINCALTDE

INJECTABLE; INJECTION
KINEVAC

/3d0tee/

SQUIBB DIAGS

/88488 VIAL/

0.00EMG/VIAL

SObIUM CHLORIDE

INJECTABLE; INJECTION
SODIUM CHLORIDE 0,457 IN PLASTIC CONTATHER

8¢/ /¢ﬂffﬁﬂ/ﬁiﬁLf /4500621008L/

@ CUTTER BIOL G50MG/100ML
SODIAXY CHLORIDE 0,97 IN PLASTIC CONTATINER

/88 JeOTTER/BIAL

? CUTTER BIOL

00 Q0L
900MG/100ML

SOLUTION; IRRIGATION

iy R B S

@ CUTTER BIOL 900MG/100ML
S0bIUM TODIDE =12
CAPSULE; ORAL
SODTWY TODIDE I 123
AA BENEDICT NUCLR 200 Ucl

/NB8138/461/

N85798 001

/1ip8id¢/dd1/

N85792 001

N18290 001

/RLaZ3d/dd1/

/NL3851/881/

N17697 001

/N18zd3/dd1/

N18503 001

/Nigsd2/dd1/

N18502 001

/NLaza/dd1/

N18247 001

N18671 002
MAY 27, 1982

SODIUM IODIDE, I-123

CAPSULE; ORAL
SoDTM TODIDE T 123
AA MALLINCKRODT

1D0 UCIn

]
2]

a8 200 UcIm

SODIUM PHOSPHATE, P-32

SOLUTION; INJECTION, ORAL

PFHdSpHATOP
/ ﬁﬁdﬂiﬁﬁ/ F J1-8ct/ViAL/
3 SQUIBB 1-8MCTAVIAL

SODIUM_POLYSTYREME SULFONATE

POWDER; ORAL, RECTAL
SODTUM POLYSTYREHE SULFONATE

AA CAROLINA MED 454GH/BOT™H
SOMATROPIN, BIOSYNTHETIC
INJECTABLE; INJECTION
HUﬂAtQOPE ,
> DLT > /XL, [Ere/vIAL/
> DLT >
> ADD > @ LIELY ZMG/VIAL
> ADD >
SPIRONOLACTONE

TABLET; ORAL

SPIRONOLACTONE
/88/ [VARSARD/ RS/ /d5vig/

3 VANGARD LABS 2EMG

SULCONAZOLE NITRATE

CREAM; TOPICAL
SULCOSYN
SYNTEX LABS 1%

23

N71909 001
FEB 28, 1989
N71910 001
FEB 28, 1989

/18927/dé1/

N10927 001

N39910 001
JAN 19, 1989

de4d/dd
e
N19640 001
JUN 23, 1987

$48/dd1/
/féggli 1982/

N87648 001
FEB 01, 1982

N18737 001
FEB 28, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER &5 / JAN'89 - MAY'89

SULFACETAMIDE SODIUM

SOLUTION/DROPS; OPHTHALMIC
SULTEN=10

Aun > AT BAUSCH & LOMB 104
z 3LT >/§I/ JPIRG/ PridRi/ 1142/

SULFINPYRAZONE

CAPSULE; ORAL
SULFINPYRAZONE

/88! /) Aps/ / dddvid/

@ VANGARD LABS 200MG

TECHNETIUM TC-99M FERPENTETATE KIT
/iHJ£¢fﬂﬁL¢’/IHJ¢¢fI¢H/

/ﬂﬁggﬂégﬁ/ A/
3 squIBe N/A

TECHNETIUM TC-99M SODIUM PERTECHNETATE

SDLUTION; INJECTION, ORAL
SODXUM PERTECHMETATE TC 99M

CIs Us 1ZMCI/ML
24MCT /ML

QBMCI/M
JAMIA/OLAS/ LABS/ /IE-BBEE?ML/
My ARG e
/gg/ /230dE A/
/ /adndi i/

(454
2-h-lp-]

TECHNETIUM TC-99M SULFUR COLLOID

SOLUTION; INJECTION, ORAL
TECHNETIUM TC 99M SULFUR COLLDID

[oAmk/O1AS/LABS/ [ AciL/

MALLINCKRODT 3MCI/ ML

N87818 001
NataLades/
/PEB/EA5/1983/

/4é1/
/Fé§§§§$§i¢¢4/

N88666 001
FEB 17, 1984

/NL7d45/dd1/

Ni17045 001

N17321 001
N17321 002
N17321 003
iS353/881/
911481
NiZ dd
e

/NL7#24/ 861/

N17724 001

THALLOUS CHLORIDE, TL-201

INJECTABLE ; INJECTION
THALLOUS CHLORIDE TL 201
ap SUIBE DIAGS IMCI/ML

THEOPHYLL INE
CAPSULE, EXTENDED RELEASE; ORAL

SLO-BID
BC RORER PHARM 75MGn

THED-DUR SPRINKLE
BC KEY PHARMS 75MG

TABLET, EXTENDED RELEASE; ORAL

THEO-DBUR

AB KEY' PHARMS 100M6
$§¢/ /zognc/
/B¢/ /éhbﬁgl

THEOPHYLLTIHE

AB INWOOD LABS 100MG
AB 200MG
/8¢/ [14dvs/
/8g/ /24dnis/

THIOTHIXENE HYDROCHLORIDE
INJECTABLE; INJECTICON

NAVANE
/RSERTS/ TE4/B18 [BASE AL/
ROERIG EQ 10MG BASE/VIAL
TIMOLOL MALEATE
TABLET; ORAL
BLOCADREH
AB MS&D 5ME
AB igMe
AB 20MG

24

Nigk4s 001
DEC 30, 1982

N89539 pOl
MAY 10, 1989
N89540 001
MAY 10, 1989

M88915 001
SEF 10, 1985

N85328 001
/N4
/188998/441/

N&8320 001
FEB 21, 1985
N88321 001
FEB 21, 1985

i é
i
1215719

/NLEdd4/dd¢/

N1l6904 002

N18017 001
N18017 002
N18017 004



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89 25

TIMOLOL MALEATE TRAZODONE HYDROCHLORIDE
TABLET; ORAL TABLET; ORAL
TIMOLOL MALEATE TRAZODOHE HCL
AB BOLAR PHARM EMGR N72269 001 AB LEMMON 50MGY N72192 001
APR 11, 1989 : MAR 14, 1989 FEB 02, 1989
AB 10MGH N72270 001 AB 100MGR N72193 001
APR 11, 1989 : MAR 14, 1989 FEB 02, 1989
AB 20MGH N72271 001
APR 11, 1989 : MAR 14, 1989
AB CORD LABS EMGH N72550 001 TRIAMCINOLONE ACETONIDE
APR 13, 1989
AB 10MGX N72E51 001 CREAM; TOPICAL
APR 13, 1989 TRIAMCTNOLOHE ACETOMXDE
AB 2 0MGY N72552 001 AT TOPIDERM 0.0257 N89274 001
APR 13, 1989 FEB 21, 1989
AB PRI 5hGK N72001 001 AT 0.17x N89275 001
APR 11, 1989 : JAN 10, 1989 FEB 21, 1989
AB 10 N72002 001 AT 0.5/ N89276 001
APR 11, 1989 : JAN 10, 1989 FEB 21, 1989
AB 20MGH N72003 001
APR 11, 1989 : JAN 10, 1989
>_ADD > AB QUANTUM PHARMCS 5MGX N72466 001 TRIHEXYPHENIDYL. HYDROCHLORIDE
>_ADD > MAY 19, 1989
>_ADD > AB 10MGH N72467 001 ELIXIR; ORAL
> _ADD > MAY 19, 1989 ARTANE
> ADD > AB 20MGH N72468 001 AA LEDERLE LABS ZMG/5ML NO6773 009
> ADD > MAY 19, 1989 TRIHED(Y PHEHIDYL HCL
AA LIQUIPHARM 2MB/EMLI N89514 001
APR 07, 1989
TOLBUTAMIDE
TABLET; ORAL
TABLET; ORAL /44 TRYHEXY PHEHIDYL HOL o P
TOLBUTAMEDE ) d3s/ds
188/ [VANGARB/LABS/ /546n8/ [Nd1d1é/dé1/ K34, 71982/
JAPR/ 28, /1382] 3 VANGARD LABS paic] N88035 001
3 VANGARD LABS 500MG N87876 001 JuL 30, 1982

APR 20, 1982

VERAPAMIL HYDROGCHLORIDE

TOLMETIN SODIUM

TABLET; ORAL
TABLET; ORAL VERAPAMIL HCL

TOLECTIN 600 AB CHELSEA LABS GOMEM N72799 001
MCNEIL PHARM EQ 600MG BASEM N17628 002 APR 28, 1989
MAR 08, 1989 AB MYLAN PHARMS soMeM N71482 001

FEB 15, 1989

AB 120MGu N71483 001

FEB 15, 1989

AB SIDMAK LABS 80MGH N72124 001

JAN 26, 1989

AB 120MGH N72125 001

JAN 26, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'a9

HWATER FOR IRRIGATION, STERILE

/81/

LIQUIO; IRRIGATION
STERILE WATER IN PLASTIC CONTAIH

/N18246/841/

7 L
@ CUTTER BIOL lo0oz N18246 001

26
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OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89 27

ACETAMINOPHEN

SUPPOSITORY; RECTAL
ACEPHEN
GEW LABS 32EMG

CHLORHEXIDINE GLUCOMNATE

SPONGE ; TOPICAL
BIOSCRUB
KW GRIFFEN 45

N18060 003
DEC 18, 1986

N19822 001
MAR 31, 1989

CHLORPHENTRAMINE MALEATE; PSEUDOEPHEDRINE HYDROCHLORIDE

CAPSULE, EXTENDED RELEASE; ORAL
PSEUDO-CHLOR

KV PHARM 12MG 5 120MGH
PSEUDOEPHEDRINE HCL/CHLORPHENIRAMINE MALEATE
[SRANAR/ X ABS/ 187612 6ve/
3 GRAHAM LABS BMG 3 120MG

CHLORPHENIRAMINE POLISTIREX; CODEINE POLISTIREX

SUSPENION, EXTENDED RELEASE3> ORAL

PENNTUSS
FISONS EQ 4MG MALEATE/BEML;
EQ 10MG BASE/BML
EALY JEAY SR IRRLERTE NS
/PR riepaited

N71455 001
MAR 01, 1989

44/ 44
/ﬁ;ﬁ}gﬁ /é#ﬁé;
N1884% 001
MAR 20, 1985

N189ze 001
AUG 14, 1985

928/dd1/
ey

CHLORPHENIRAMINE POLISTIREX; PHENYLPROPANOLAMINE POLISTTIREX

SUSPENION, EXTENDED RELEASE; ORAL

CORSYM
FISONS EQ GMG MALEATE/SML;
EQ 37.5MG HCL/EML
';f d a4 ‘
/PEALY/ ;Ediﬁgélﬂﬂ7ﬁﬂ f/ﬁﬁ? i

N18050 001
JAN 04, 1984

18dad /dd{
/Jiﬁ/ﬁé /£4¢4;

> DLT >
> DLT >
> DLT >

>_ADD >
>_ADD >

DIPHENHYDRAMINE HYDROCHLDRIDE

SYRUP; ORAL
DIPHENHYDRAMINE HCL
NASKA PHARMA 12.5MG/5MLR N70497 001
APR 25, 1989

IBUPROFEN

TABLET; ORAL

IBUPROFEN
MUTUAL PHARM 200MGx N72249 001
JAN 10, 1989

INSULIN BIOSYNTHETIC HUMAN; INSULIN SUSP ISOPHANE
BIOSYNTHETIC HUMAN

INJECTABLE; INJECTION
HUMULIN 70/30
LILLY 30 UNITS/ML;
70 UNITS/MLX N19717 001
APR 25, 1989

OXYMETAZOLINE HYDROCHLORIDE

SOLUTION/DROPS; OPHTHALMIC
YISINE IIX

PFIZER 0.025% N19407 001
MAR 31, 1989

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE HYDROCHLORIDE

lﬁﬁﬁgg ﬁ/ Q'W./
Y, Ifi'/,A)‘gR#/ [T Y L0 3 @gi?‘/‘/ﬂgg//
@ WYETH AYERST LABS 10MG/5ML 36 . 25MG /BML Nﬂaésﬁ 004

AUG 11, 1988

POVIDONE-TODINE

SOLUTION; TOPICAL

POVIDONE IODINE
BAXTER 13 N19522 001
MAR 31, 1989



OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / JAN'89 - MAY'89

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE

CAPSULE, EXTENDED RELEASE; ORAL
TRIPROLIDINE AND PSEUDDEPHRINE HCL

KV PHARM 120MG ; BMGH N71798 001
MAR 16, 1989

SYRUP; ORAL
/i) [3SPESSILLLIASSIEN)  INBBLS/ 081/
' o JRAR/ 84, 713837
3 PBI IOMG/BML;1.2EM5/5ML, N88116 001

MAR 04, 1983

PSEUDCEPHEDRINE POLISTIREX
SUSPENION, EXTENDED RELEASE; ORAL

PSEUDOD-12
FISONS EQ 60MG HCL/BML N19401 DOl
JUN 19, 1987

TPERRRALT/ TR/ E8rp/e Lo/ /NLd4d1/dd1/

JIN/L357138%/

28



BRUG PRODUCTS IN THE DIVISION OF BLOQD AND BLOOD PRODUCTS / CWLATIVE SUPPLEMENT NUMBER 5 / JAN'89- MAY'89 .
APPROVED UNDER SECTION 505 OF THE ACT LIST

NO MAY 1989 APPROVALS

29



ORPHAN DRUG PRODUCT DESIGNATIONS

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A
SPONSOR'S DRUG, ANTIBIQOTIC, 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 SPONSDR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF
SUFFICIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED QRPHAN INDICATION(S).

THE "CUMULATIVE LIST OF ORPHAN DRUG PRODUCT DESIGNATIONS," ISSUED AS AN ADDENDUM TO THE 9TH 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 FOQRM, ROUTE OF ADMINISTRATION, AND STRENGTH THAT APPEARED IN THE FORMER SECTION MAY BE FOUND
ELSEWHERE IN THIS PUBLICATION FOR APPROVED 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. IN 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 BICLOGICALS 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 97-4141],

30



NAME OF DRUG

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

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

3

SPONSOR NAME AND ADDRESS

GENERIC:

TRADE:

GENERIC:
TRADE:

GENERIC:

TRADE:

BROMHEXINE HCL
NOT ESTABLISHED

FLUDARABINE PHOSPHATE
NOT ESTABLISHED

SOMATROPIN
SAIZEN

TREATMENT OF MILD TO MODERATE KERATCCONJUNCTIVITIS
SICCA IN PATIENTS WITH SJOGREN'S SYNDROME.

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

ENHANCEMENT OF NITROGEN RETENTION IN HOSPITALIZED
PATIENTS SUFFERING FROM SEVERE BURNS.

BOEHRINGER INGELHEIM
PHARMACEUTICALS, INC.
90 EAST RIDGE
P.0. BOX 368
RIDGEFIELD, CT 06877

TRITON BIOSCIENCES
1501 HARBOR BAY PARKWAY
ALAMEDA, CA 94501

SERONG LABORATORIES
100 LONGWATER CIRCLE
NORWELL, MA 02061



NO MAY 1989 ADDITIONS

DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOQAVAILABILITY
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

32



33
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
BIOEQUIVALENCE.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 9TH 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, 19B8 FEB 09, 1989
TOLMETIN SODIUM (CAPSILE AND TABLET) APR 20, 1989



ANDA SUITABILITY PETITIONS

34

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILEO UNOER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS OETERMINED

THAT THE REFERENCED PRDDUCT: (1)} IS SUITABLE FOR SUBMISSION AS AN ANOA (PETITIONS APPROVEO) OR (2)

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,

IS NOT SUITABLE
THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE

A COPY OF EACH PETITION IS LISTED BY OOCKET 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
10MG

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 OOSAGE
FORM
NEW STREMGTH

STATUS

APPROVED
MAR 01, 1989

APPROVED
FEB 13, 1989

APPROVED
MAR 01, 1989



DRUG NAME
DOSAGE FORM; ROUTE

HALOPERIDOL
CONCENTRATE; ORAL

HALOPERIDOL DECANQATE
INJECTABLE; INJECTION

HYDROCORTISONE VALERATE
LOTION; TOPICAL

HYDROCORTISONE VALERATE
SOLUTION; TOPICAL

MORPHINE SULFATE
CAPSULE, EXTENDED
RELEASE; ORAL

STRENGTH
(CONTAINER SIZE)

EQ 0.5MG/5ML

EQ 50MG BASE/ML
(2ML/CONTAINER)
0.2%

0.2%

30MG

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER PETITIONER

89p-0088/CP UbL LABS

88 P-0411/CP QUAD PHARMS

89p-0028/CP MCKENNA, CONNER &
CUNEO

89pP-0029/CP MCKENNA, CONNER &
CUNED

89P-0071/CP OXFORD RES INTL

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE

FORM

NEW DOSAGE
FORM

NEW DOSAGE
FORM

35

STATUS

APPROVED
MAY 11, 1989

APPROVED
FEB 13, 1989

APPROVED
MAY 10, 1989

APPROVED
MAY 10, 1989

APPROVED
MAY 10, 1989
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