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1.1

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
8th EDITION
CUMULATIVE SUPPLEMENT 8
AUGUST 1988

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,
8th Edition (the List). The List 1s 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withdrawn for other than safety or efficacy reasons.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, 0TC, 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 piace 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 1locating 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 eguivalence code 1is followed
immediately by the addition of the revised one.)

Additions new to the Prescription Drug Product List, OTC Drug Product
List, List of Drug Products in the Division of Blood and Blood Products
Approved Under Section 505 of the Act and the Patent and Exclusivity Data
are indicated by the symbol > app > to the left of the line on which new
information. exists. The >_Ap® > symbol 1is then dropped 1in 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, List of Drug Products in the Division of Blood and Blood Products
Approved Under Section 505 of the Act and the Patent and Exclusivity Data
are indicated by the symbol >RLL> (DFLETE) to the left of the line
containing overstruck print. The >8I > symbol is dropped in subsequent
Cumulative Supplements for that item. The overstruck print will remain in
the Prescription Drug Product List and OTC Drug Prcduct Lists in all
Cumulative Supplements for this edition. However, the overstruck print in
the List of Drug Products in the Division of Blood and Blood Products
Approved Under Section 505 of the Act 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 " 2 " symbol to designate
their non-marketed status. A1l products having a " " symbol in the 12th
Cumulative Supplement of the 8th 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 apprcval 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 effactiveness 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) JUL 5, 1985 (50 FR 27688)
Tranylcypromine Sulfate MAR 22, 1984 (49 FR 10708)

1.3 APPLICANT (NAME) CHANGES

Because it is not practical to identify in the Cumulative Supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
ijdentified 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

NOVOCOL CHEMICAL MANUFACTURING NOVOCOL PHARMACEUTICAL INC NOVOCOL PHARM
COMPANY INC




1.4 REPOk7 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 wmedical devices, biologics or foods,

The baseline column (Dec 1987) 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,

vi




CATEGORIES COUNTED

DRUG PRODUCTS LISTED
SINGLE SOURCE
MULT ISOURCE
THERAPEUTICALLY EQUIVALENT
NOT THERAPEUTICALLY EQUIVALENT
EXCEPTIONS 2
NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS

COUNTS CUMULATIVE BY QUARTER!

DEC 1987

9709
2096 (2i.6%)
7513 (78.4%)
6691 (68.9%)
848 ( 8.7%)
74 ¢ 0.8%)

349

MAR 1988
9528
1997 (21.0%)

7531 (79.0%)
6660 (69,9%)
770 ¢ 8.1%)

101 € 1.0)

361

JUN 1988

9769*
1975 (20,2%)
7794 (79.8%)
6937 (71.0%)
757 ¢ 7.8%)
100 ¢ 1.0%)

378

*Thls number Is Inclusive of products discontinued since December 1987, and any products approved or
discontinued thrcugh August 1988.

(1) Cumulative counts are calculated from January |, 1988 to, and Including, the month indicated.
(2) Amino acid=contalning products of varying compositlion (see Introduction, page 1-8 of the List).
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BEST COPY AvaiLABL:

PRESCRIPTION DRUG PRODUCT LIST 1
8TH EDITION
CUMULATIVE SUPPLEMENT NUMBER © / JAN'GS - AUG'88
ACETAMINOPHEN; BUTALBITALZ CAEFEINE ACETAMINOPHEN: CODEINE PHOSPHATE
TABLET; ORAL TABLET; ORAL
BUTALBITAL> ACETAMINOPHEN AND CAFFEXINE
HIKART EOOMG ; 50MG ; 40MGR NB9451 002 148/ ﬁﬁiﬁ%ﬂ 7:&&“&/ /1\88ds8/482/
MAY 23, 1988 AA MCNEIL PHARM 200MG3 15MG NBEOSS 002
N89536 001 i) T 148428/ 403/
FEB 16, 1988 NB5055 003
(s Mg3dss/dde/
AR MCNEIL PHARM N85055 004
ELIXIR; ORAL
ACETAMINOPHEN: HVYDROCODONE BITARTRATE
AA MY K LABS 120M8/5ML 3 A2MG/5M), N87006 001
/W , , CAPSULE} ORAL
144/ ) /id0d/ 0L didsdin/ /881ddi/dd1/ £0=0EYTE
W i ] AR CENTRAL PHARMS 500MG 3 5MG N89360 001
/w Jiddidini i dvidlhh/ /183431/441/ MAR 02, 1988
MCNEIL PHARM 120MG/5ML 31 2MG/5M), N85057 001
um.er om. TABLETS ORAL | | »
ACETA PODETNE PHOIPA AR BEECHAM LABS  GBOMG;Z.5M§ N89725 001
> > 3 SEP 30, 1987
et Jrio bl e, M Lo PmRS  Sooesseos Na9696 201
/ﬁl!dlid,/iﬁél APR 21, 1988
AA HALSEY DRUS 300MB;60MG AA MIKART $50MB; 7, SHem N89689 001
AR MUTUAL PHARM 300MG; 15M Na%n 001 JUN 29, 1988
FEB 10, 1988
L} 30016 30Mm NB89672 001
FEB 10, 1988 ACETAMINOPHEN: PROPOXYPHENE NAPSYVLATE
AA 300M5; 60MEN NB9673 001
FEB 10, 1988 TABLET; ORAL
aA PHARMAFAIR 300MG;30M8 NB7762 001 R A NS ETAMENG
DEC 10, 1982 HALSEY ORUG 325MG  50Mcu N72105 001
MAY 13, 1988
/i8s794/461/ 650MG; 100MGx N72106 001
MAY 13, 1986
INdg844/461/ HYLAN PHARMS 650G L00MGH N72195 001
/M#!’#/“i/ FEB 16, 1988
/N#G#/dﬁl
N85056 001 TABLET; ORAL
NE5056 002
NO5056 003 MUTUAL PHARM 125M6m N89752 001
NB85056 004 JUN z;;sngg
250Mon NB9
/Wd#/gg{/ JUN 22, 1988
LEDERLE LABS 12546 NOB943 001




ACETAZOLAMIDE SODIUN
INJECTABLE; INJECTION

AP GUAD PHARMS
[0
AP LEDERLE LABS

ACETONYDROXAMIC ACID

TABLETS ORAL

LITHOSTAT
MISSION PHARMA

10R8/IRES/

>_ApD >
> ADD >
> DLI >
> QLI >

ALBUYEROL_SULFATE

CAPSULE; INHALATION
VENTOLIN ROTACAPS
ELAXD

ALSEROXYLON
TABLET: ORAL

/
1881 [ooRder/iags/
@ DORSEY LABS

CAPSULE; ORAL

14/

SHADING
a8 REID RONELL

LOTICN; TORICAL
CYCLOCORY
LEDERLE LABS

R} DRUG PRODUCTY LIST /7 CRRMULATIVE SUPPLEMNENT NIRBER 6 7 JAN'G8 - AUD'88

[isdel

14/
2ie

/166id/

N89619 001
JAN 13, 1988

N09388 004

N18749 002
M iassr e
IRET3LT1883]

N19489 001
MAY 09, 1988

Indotis/d81/

N09215 001

#1ddd
1SR SRe)

N71000 001
SEP 04, 1986

N19729 001
JR 13, 1988

2

TABLET; ORAL
st R ] Wi
BARR LABS

ANINO _ACIDS

g By
IRABEVSTRRY

@ KABIVITRUM

BAXTER

1844
6.4%
TRAVASOL 102 IN PLASTIC CONTAINER

107n

N71111 001
MAY 10, 1988

92/4
1R

N18792 001
JAN 17, 1984

N18931 004
APR 27, 1988

INJECTABLE; INJECTION
FREAMINE III 8.5Z W/ ELECTROLVTES

RENDALL MCBAW

AMINOCAPROIC ACID

ap
ap

INJECTABLE; INJECTION

MS&D
QUAD PHARIMS

8.573110M6/100HL ; 230MG/100ML 3

10MG/100ML ;440MG/100ML 3
690MG/100MLx N16822 007
JUL 01, 1938
N70888 001
JUN 16, 1988
204 NO5619 001
207m N89821 001
JUL 14, 1988




RX DRUS PRODUCT LIST ¢/ CRMULATIVE SUPPLEMENT NUMBER 8 ~ JAN'SB ~ AUR'0D

ATNOPHYLLINE :
TABLET; CRAL TABLETS ORAL
1001 “TORRISIES]  Iigwer PasssH sty i PR BASIcs - EQ RS GASE e
o O . p
@ BARR LABS lo0M8
m 19» 1903
] 2006 Nad298 00l AOXICILLIN
aAUB 19. 1983
:ﬁ: Bd / HALSEY DRUB /;m/ /mﬁ/d“/ CAPSULES ORAL
lymzﬂmw /1dé/ /M##/M/ AR CLONMEL CHEMS 250MGn
VALE THENW 100M8 .
AMINOSALICYLATE SODIUM

POMDER FOR RECONSTITUTION: ORAL

T%!ETS m 2

EOLYMOR
BRSTL MYRS IND

188/ mm/mmw 18468/ IN61324/442/
@ CNSOL MEDLAND 50046 ND7320 002 . 250M6/5M),3
AMITRIPTVLINE HYDROCHLORIDE
APICILLIN/AMPICILLIN TRIHVDRATE
TABLET; ORAL APSULE
c 3} ORAL
/; %mm/ AMPECELLIN
; AR CLONMEL CHMEMS EQ_250MG_BASEM
; ) £9_500M6 BASEn
/AII R CHILCOTT ;_m_:;w I POERLE/CABS/ ;M
AR N83937 001 >_ADD > ® LEDERLE LABS £Q 250MG BASE
AR N83938 002 >_ADD > ? £Q 500MG BASE
4B NB4957 001 POLYGELLEN
an NB5093 001 B BRSTL MYRS IND EQ_250MG BASEM
] NB6295 001
ap EQ _500MG DASEm
ASPIRIN: CAFEEINE; ORPHENADREINE CITRATVE
N72277 001 TABLET; ORAL
#HAY 09, 1988
48 2503 )06 N72278 001 AB VITARINE 205M8; 301G 5 25M6H
MAY 09, 1988

3

N70477 001
JAN 12, 1988
N70478 001
JAN 12, 1988

N628284 001
FEB 25, 1988
N62881 001
FEB 25, 1988

N62885 001
MAR 08, 1988
N62885 002
MAR 08, 1988

N62883 001
FEB 25, 1988
N62882 001

FEB
/44
/’“ﬁfﬁﬁl‘éf
Nes208 002

N628838 001
MAR 04, 1988
N62888 002
MAR 04, 1988

N71564 001
JUN 23, 1988
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KX DRUS PRODUCT LIST /7 CLMULATIVE SUPPLEMENT tMBER 8 7 JAN'28 -~ AUG‘'8D

ASPIRIN; CAFFEINE: ORPHENADRINE CIIRATE
TABLET) ORAL

/4d%id 44, aid 4 did/
389MG;32.4M63 65M6
ASPIRIN:G HYDROCODONE BITVARVRATE
TABLET; ORAL
AZDONE
CENTRAL PHARMS 500MG ; SHEM
AJENOLOL
TABLETS ORAL
ATEHOLOL
A ICT PHARMS 5OMGH
AR A00kem
aB STUART PHARMS 5OMG
] Aooe

TABLET; ORAL

Rl sies
CARNRICK LABS

/18 disvei 1/

0.028M6; 1t

AZATHIOPRINE SODIURM
INJECTABLE; INJECTION

AZATMEOPRINE
ap QUAD PHARMS

N71565 €01
JUN 23, 1908

N8%420 001
JAN 25, 1988

N72303 001
JUL 15, 1%88
N72304 001
JL 15, 1988

N18240 001
N18240 002

In1#144/ 463/
N1774% 002

N71056 001
JUN 08, 1988

AZATHIOPRINE SODIUM
INJECTABLES XNJECTION

BURMN
AR BURROUGHS HELLC

£9.100M8 DASE/VIAL
BACLOFEN
TABLET; ORAL
RASLOREN
a PHARM BASICS 20MGm
aB 20Mem
an VITARINE 20M6m
&b 20Men
2B ZENITH LABS 10Mem
A8 20tgn
aB GEIGY PHARMS 1046
LE0REZAL D3
AR CEIGY PHARMS 2018
DENZTHIAZIDE
TABLET

(13
188/ /mwm/ménw 154/
@ PRIVATE FMLTNS 50M6

N17391 001

N71260 001
Hay 06, 1988
N71261 001
MAY 06, 1988
N71901 001
APR 13, 1988
N71902 001
APR 13, 1988
N7223¢ 001
JUL 21, 1988
N72235 001
JUL 21, 1988

N17851 001

N17851 003
JAN 20, 1982

/nB326¢/d61/

N83206 001




RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NMABER 8 7 JAN'SS ~ AUG'88 B

BENZTROPINEG MESYLAVE DETAMETHASONE DIPRODIONATE
TABLET; ORAL LOTION; TOPICAL
DETAMETHASONE DEPROPIONAYS
AA PAR PHARM 0.5 NO8877 001 AB  COPLEY PHARN £Q_0,05% BASEM N71882 001
APR 11, 198% JUN 06, 1988
AA e N883%% 001 >_ADD > AB THAMES PHARMA £Q_ 0,057 PASEM N72276 001
APR 11, 1985 > ADD > AUS 26, 1988
a6 N88295 001 > apD > DIPRDLENE
APR 11, 1985 > ADD > BX  SCHERING €Q 0.05% BASEM N19716 001
188/ 18.5%/ IK{‘# /;(;t"";;{gg# > ADD_> AUG 01, 1988
ol ol Py
2 LS BETAMETHASONE VALERATE
"l el /Aﬁﬂ/iif%i“’% CREAM; TOPICAL
AA PHARM BASICS 9.5Mem N89211 001 DERMARET
JUN 14, 1988 B TARD PHARMS £9 0.17 BASEM N72061 001
AA Adeem N89212 001 JAN 06, 1988
JUN 14, 1988
2A 2Mem N89213 001 LOTION; TOPICAL
JN 14, 1588 DETANETHASONE VALERATE
AA  GUANTUN PHARMCS 0. 546 N88514¢ 001 B COPLEY PHARM EQ_0.1% BASEM N71803 001
JAN 31, 1984 APR 22, 1988
AA e N88510 001
JAN 31, 1984
24 2% Ness11 001 BETAZOLE HVDROCHLORIDE
i, 16:5% “Nsdsia)aad
. 1 3 INJECTION
sl e BeiiLee) ,
188/ /11%/ /NBds1d/ddl/ 5 ({37 13880/ /dd344/d81/
168/ o /J’Nl#..#g;‘!ﬂ 9 LILLY EOMG/ML N09344 001
JALTE Wy
> ADD > AR SIDMAK LABS 0.8m N89058 001 BETHANECHOL CHLORIDE
ADD AUG 10, 1588
>_ADD > AA Inem N89059 001 INJECTABLE3 INJECTION
AUG 10, 1988 BERIANECHOL GHLORZDR
> ADD > AA 2iem N89060 001 AP QUAD PHARMS SHE/MLM N8981S5 001
AUS 10, 1988 APR 12, 1988
ROR URECHDLING
AA  MSaD 0,548 NO9193 004 AP MSaD SUG/ML ND6536 001
I pTT) N09193 003
e (833 Mdd33/dd4
9193/¢
ﬁ% ;%; %é#ﬂﬂgﬁ; INJECTABLE; INJECTION
BRETYLIAM TOJFYLATE
ap LUITPOLD PHARMS SOMG/MLM N70891 001
JUL 26, 1588
ap QUAD PHARMS SONG/MLM N71181 001
FEB 16, 1988

5




RX DRUD PRODUCT LIST / CLRULATIVE SUPPLEMENT NUMBER 8 7 JAN'@D - AUB'EB é

BROMPHENIRAMINE MALEATE
'rm:rs ORAL
. INVECTABLE} INJECTION
44887441/ DEXTROSE 2.52 IN WALF-STRENGTH LACTATED RINGER'S IN
N24468 001 PLASTIC CONTAINER
RENDALL MCGAW 10MB/100ML 3 2. 56M/7100ML 3 15MG/7100ML 3
300MG/100ML3
160MG/100MLA N19634 001
FED 20, 1988
INJECTABLE; INJECTION DEXTROSE 42 IN MODIFIED LACTATED RINGER'S IN PLASTIC
BUPEIVACAINE HCL AND EPINEPHRINE CONTAINER
ABBOTT LABS 0.25230.005M46 0 N71165 001 KENDALL MCBAR 4MB/100ML $4CH/100ML. ; 61M5/100ML 3
JUR 16, 1988 120MG/100ML 3 62MG/7100ML8  N19634 002
0.2573;0.005M5 M0 N71166 001 rss a«. 1988
J 16, 1988 ) ADTATED 3 ASTRD ENER
0.25%;0.005M82MLM N71167 001 aAp
JUN 16, 1988
0.5230.005M5/ML0 N71168 €01 310MG/100M 4 N1963% 003
AN 16, 1988 FEB 24, 1988
0.5%30.005M6/MLK N71169 001
AN 16, 1988
0.5230.005M6/MLR N71170 001
JUN 16, 1988
0.752;0.005M8NUM N71171 001
JUN 16, 1988 nuscum.e, xmecuou

AP KENDALL e 20MG/100ML 3 30MG/100ML ; 5
210MG/100Min N19632 001
FEB 29, 1988

CARDAMAZERINE
TABLET, CHEWABLE; ORAL

H
N17512 010

CARRAMAZEPING
NOV 18, 1985 B WARNER CHILCOTT 100M6n N71940 001
: FEB 01, 1983
Al IseRETOL
H B GEIGY PHARMS A00NMe N18281 001
N17512 011
NOV 18, 1985
CARISOPRODOL,
AL
TABLET; ORAL
N18379 007 CARTIOPROBOL
JlN 26, 1988 >_ADD > AA VITARINE S50HG N89566 001
ATMER > _ADD > AUG 30, 1988
At 3
N18379 008
Jn 26, 1988

©
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BEST COPY Avypy

RX DRUG PRODUCT LIST /7 CLRRULATIVE SUPPLEMENT NABER 8 /7 JAN'@3 - AUS'88

POWDER FOR RECONSTITUTION; ORAL

CECLOR
LILLY

CEFAZOLIN SODIUM
INJECTABLE; INJECTION
ANCEE
SK&F LABS
GEFAZOLIN S0DIWM
BEN VENUE LABS

ELKINS SINM

FEERRBRRERBREREBRBER

CEFOTETAN DISODIUM

INJECTABLE; INJECTION
CEFOTAN
STUART PHARMS

EQ 187 BASE/SMLM
EQ 375MC BASE/RMLm

EQ 106H BASE/VIALR

N62206 003
APR 20, 1988
N62206 004
APR 20, 1988

N50461 002

N6289%4 001
JUL 21, 1988
N62894 002
JUL 21, 1988
N6289%4 003
JUuL 21, 1988
N628%% 000
Jul 21, 1988
N6289% 005
JUL 21, 1988
N62807 001
JAN 12, 1%88
N62807 002
JAN 12, 1988
N62807 003
JAN 12, 1988
N62807 004
JAN 12, 1988
N62807 005
JAN 12, 1988
N62807 006
JAN 12, 1988

N50568 003
APR 25, 1988

CEPHALEXIN
CAPSULE; ORAL

AB  JEROME STEVENS
4B
AR LABROS ATRAL

L]

AR TAG PHARMS

AR

AB  YOSHITOMI PHARM
aa

£Q._250MG DASEW
£9.500M5 RASEW
£Q..250M6. BASEm
£9_500MG DASEW
£9_ 25016 DASEW
£9_500MG DASEW
£9_250MG _DASEW
£9_500MG DASEW

PONDER FOR RECONSTITUTION; ORAL

48 TAG PHARMS £9_125M6 BASE/BMLm
an £Q_250MG BASE/BMIM
TABLET; ORAL
> ADD > AB VITARINE £9_250H5 BASEW
> ADD >
> ADD > AB EQ_500MS BASEW
>_ADD >
>_ADD > AB EQ_1GH BASEmM
> ADD >
> _ADD > AB LILLY £Q_ 16 BASE
CEPHALEXIN HVDROCHLORYOE
TABLET; ORAL
KEFTAB
LILLY EQ 33346 BASEM

N62870 001
MAR 17, 1988
N62869 001
MAR 17, 1988
N62713 001
JUL 15, 1988
N62713 002
JUL 15, 1988
N62821 001
FEB 05, 1988
N62823 001
FEB 05, 1988
N62872 001
JUN 20, 1988
N62871 001
JUL 05, 1988

N62873 001
MAY 23, 1988
N62867 001
APR 15, 1988

N62863 001
AUG 11, 1988
N62863 002
AUG 11, 19838
N62863 003
AUG 11, 1988

N50440 002

N50614 003
MAY 16, 1988




RX DRUG PRODUCT LIST /7 CLRMULATIVE SUPPLEMENT MNARBER 8 » JAN'8D - AUG'83

CEPHRARINE
CAPSULE3 ORAL
o TBARR LABS 250mew
& S00MEm
BB  VITARINE 250MEm
an S00MEm
PONDER FOR RECONSTITUTION; ORAL
@ “Sae tass 2250/
ap 250Me/5MR
CAPSULE; ORAL
AR PIONEER PHARNS J0MN
4B 25hen
/ TPIREPACIPRRY /
# i
 PUREPAC PHARM 5M6
? 10M6

/ 28MB
/ %/M/ /
i ft

/
2 BANMAX PHARMS
? 10M6
? 2518
CHLOROQUINE PHOSPHATE
TABLET; ORAL

ARALEN
> ADD > AA STERLING DRUS

N62850 001
APR 22, 1988
N62851 001
APR 22, 1988
N62813 001
FEB 25, 1988
N62813 002
FEB 25, 1988

N62858 001
HaAY 19, 1988
N62859 001
HAY 19, 1928

N89533 001
JUL 15, 1988
Ns9558 001

/M##l di/
113849397443/
1188144/ 461/
N85155 001
NBe939 002
NB514e . |

48141/ dds/
ddd/dd
I

N85107 002
N85009 001
N85108 001

N06002 001

CHLOROGUINE PROSDHATE
TABLET; ORAL
> ADD > AA DANBURY PHARMA £Q 30046 BASE
>_ADR.> . R
:.D.LL)/MI 164 didd ‘ddd/
CHLOROTHIAZIDE 3 RESERPINE
TABLET; ORAL
CHLOROTHIAZIDE W/ RESERPINE
188 I WMWW 14501814, 1451/
@ BOLAR P 250MG30. 12546
CHLORPHENIRAMINE MALEATE
TABLET; ORAL
2 BARR LABS
CHLORPROMAZINE WVDROCHLORIDE
INJECTABLE; INJECTION
ap MARSAM PHARMS 254G/ ML
CHLORTHALIDONE
TABLET} ORAL
1) PIONEER PHARMS 50MGH
CHLORZOXAZONE
TABLET; ORAL
AA BARR LABS 500MGu
AA  CORD LABS 250Men
AA S00Hen

Nag030 001
i
JOEC/21: 11982/

/184883/dd1/
N34853' 001

/18d1dd/dd1/

N80700 001

N89563 001
APR 15, 1988

N89591 001
JUL 21, 1988

N89895 001
MAY 04, 1988
N89852 001
MAY 04, 1988
N89853 001
MAY 0%, 1988




CHLORZOXAZONE

AA

A

TABLET; ORAL
LEMION

MCNEIL PHARM

CHOLESTYRAMING

CLINDAMVCIN HYDROCHLORIDE
CAPSULE; ORAL

>

CLINDAMYCIN PHOSPHATE

ap

ap
ap
a2

BAR, CHEWNABLE3 CRAL

CHOLVBAR
PARKE DAVIS

CLECCIN HCL
UPJOHN

VITARINE

INJECVABLE} IM-IV
LOCH PHARMS

INJECTABLE} INJECTION

ELKINS SINN

LEDERLE PARNTLS

LEMMON

RX DRUG PRODUCT LIST ~» CUMULATIVE SUPPLEHENT NUAMDBER 8 7/ JAN'E8 - AUG'08

EQ 46M RESIN/BAMM
EQ 46M RESIN/BARM

£9 7548 BASE
EQ 15016 BASE

EQ 30045 BASEm

£2 7316 BASER
£8.150M6 BASEW

CLINDAMYCIN PHOSPHATE
INJECTABLE3 INJECTION
N89859 001 ap LYPROMED
MAY 04, 1968
Ap QUAD PHARMS
N11529 002
AN 15, 1987 ap SOLOPAR LABS
ap
CLOFIBRATE
N71621 001
HAV 26, 1988 CAPSULE3 ORAL
N71739 001
MAY 26, 1988 AR CORD LABS
CLOMIPHENE CITRATE
TABLETS ORAL
N61809 001 X !
61809 002 148/
N50162 003
APR 14, 1988 B SERONO LABS
62910 001
JUL 05, 1988
N62910 002 CLONIDINE HYOROCHLORIDE
JUL 05, 1988
TABLET3 ORAL
>_ADD > AB CORD LABS
>_ADD >
>_ADD > AB
>_ADD >
N62505 001 >_ADD_> AB
MAY 09, 1988 >_ADD >
AB LEDERLE LABS
aB
N62953 001
APR 21, 1988 a8
N62889 001
APR 25, 1988
N62900 001
AN 08, 1928

/448/

N62747 001
JUN 03, 1988
N62877 001
MAR 15, 1988
N62819 001
HAR 15, 1%88
Nb62852 001
MAR 17, 1988

N72191 001
MAY 02, 1988

)

4

el

N1836
MAR 22, 1

O]
-

&2
o M

g
=

-
28
N -

N70887 001
AUG 31, 1988
N70886 001
AUS 31, 1988
N712%¢ 001
AUG 31, 1988
N71783 001
APR 05, 1988
N71784 001
APR 05, 1988
N71785 001
APR 05, 1988




CLONIOINE HYDROCHLORIDE
TABLET; ORAL
28 MARNER CHILCOTT
&n
&
CLORAZEPATE. DIPOVASSIURM
CAPSULES ORAL
& CHELSEA LABS
&
]
> ADD > AB CORD LABS
>_ADD >
> ADD > AB
>_ADD >
>.ADD > AR
>_ADD >
48 PUREPAC PHARM
B
]
] KARNER CHILCOTT
AR
a2
TABLETS ORAL
> ADD > AB PUREPAC PHARM
>_ADD >
>.ADD > AD
>_ADD >
>_ADD > AR
> ADD >

N72138 003
JUN 13, 1988
N72139 001
JUN 13, 1988
N72140 001
JUN 13, 1928

N71878 €01
HAR 15, 1988
N71879 €01
MAR 15, 1988
N71860 001
MAR 15, 1988
N72219 €01
AUG 26, 1988
N72220 001
AU 26, 1988
N72112 001
AUG 26, 1988
N71924 001
APR 25, 1988
N71925 @01
APR 25, 1%28
N71926 001
APR 25, 1988
N71774 001
HMAR 01, 1988
N71775 ¢01
HMAR 01, 1988
N71776 001
MAR 01, 1%28

N72330 001
AUB 08, 1988
N72331 001
auG 08, 1983
N72332 001
UG 08, 1988

%

RR DRUD PRODUCT LIST / CLRMULATIVE SUPPLEMENT MRBER 8 © JAN'G8 - AUG'08

CLORAZEPATE DIPOVASSIUM
TABLET} ORAL

WARNER CHILCOTT

HATSON LaBS

ALRA LABS

CLOXACTLLIN SODIUN

PONDER FOR RECONSTITUTION; ORAL

,ﬁ/ BIOCRAFT LABS

i

BRISTOL LABS

TABLET. mt
CID AND COLCHIC

8¢/ /d!!dllhl/WSI

D H/ COLCHICI

/8¢/ /J-i#ﬂl-ﬁ/l-ﬂﬁ#/
? LEDERLE LABS

/ﬂ S#’SMW

/ﬂ S#’SM#/

SMG;500M6

10

¥N71826 001
MAR 03, 1988
N71829 001
MAR 03, 1988
N71830 001
MAR 03, 1988
N71852 001
FEB 09, 1988
N71853 001
FEB 09, 1988
N71854 001
FEB 09, 1988

N71787 001
APR 26, 1988
N71783 001
APR 26, 1988
N71789 001
APR 26, 1988

N62268
/M##/Mi/

N50192 001
N61453 001

d194/dd
BBy

/ng4321/dd1/
N84321 001
/ngedss/ddt/

N86954 001




RX DRUG PRCDUCT LIST / CLMULATIVE SUPPLEMENT NMURMDER 8 / JAN'88 - AUG'68
DESIPRAMINE HYDROCHLORIDE

INTRAUTERINE DEVICE; INTRAUTERINE
INTRAUTERINE COPPER CONTRACEPTIVE

POP COUNCIL CBR APPROX 17646 COPPERm N18680 002
APR 29, 1988
CYCLACKLLIN
TABLET; ORAL
>_ADD > SYOLACELLEN
> ADD > AB BIOCRAFT LABS 250Mem N62895 001
>_ABD > AUG 04, 1988
> ADD > 2B 500Men N62895 002
>_ADD > AUG 04, 1988
> ADD > AB WYETH AVERST LABS 250MG N50509 001
>_ADD.> AR 50048 NB0E09 002
CYCLODENZAPRENE HVDROCHLORIDE
TABLET; ORAL
& DANBURY PHARMA N71611 001
MAY 03, 1989 : FEB 29, 1988
ELEXERER,
a8 ®sab L] N17821 002
CYTARABINE
INJECTABLE; INJECTION
CYTOSAR-U
> ADD > UPJOHN 16M/VIAL N16793 003
> ADD > DEC 21, 1987
>_ADD > 2GM/VIAL N16793 004
> _ADD > DEC 21, 1987
DACARBAZINE
INJECTABLE; INJECTION
DACARBAZINE
GUAD PHARMS E00MG/VIALR N71563 001
HMAY 06, 1988

I

TABLET; ORAL

AB  CORD LABS 20HGH
8 25100
® s
. Z5ton
» 20omen
» 250060
AR VITARINE 210Mem
a3 150MGm
AB MERRELL DORW oM
» 1s0me
DESONIDE

OINTMENTS TOPICAL
AR OWEN LABS 0,057
AB MILES PHARM 0,054
DESOXVCORTICOSTERONE_ACETATE

P ET; IMPLANTATION

ey

sl rizsel

11

N7209% 001
HAY 24, 1988
N72100 001
MAY 24, 1988
N72101 001
HAY 24, 1988
N72102 001
JUN 20, 1988
N72103 001
JUN 20, 1988
N72104 001
JUN 20, 1988
N72167 001
FEB 03, 1988
N72254 001
FEB 03, 1988

N14399 007

FEB 11, 1982
N14399 006

N71425 001
JUN 15, 1988

N17426 001

/dds151/ 461/

NO5151 001




RX DRUG PRODUCT LIST ~ CUMULATIVE SUPPLEMENT NUMBER 8 # JAN'8D - AUG'88 12

T DExae ThASONE TR 80 S LR/ .S SRRSO O e)
/M/mw 144/ 18,4782 1N/PLASTAC JEONTAINER/
/ (4. s/ 1401/ ABS/ 138 1AL 14 g M ddr s/
il ko Sddoonisd et
/ (4. 15/ J8EXTRA4RE 8.4/ A/ SOt/ el SR APE /. ':;e/n;/mm:wcﬂimm
/ i) R Rl -
: BARR LABS g.zm — - 13868 1d0) / Jﬁ}‘iﬁ'%ﬂﬂﬁf
? 0.5M8 N84084 001 \J ;
2 0. Nov0es oo I%X;ﬁgfﬁ%&ﬁg}%%ﬁ;ﬂﬂﬂ T IO TASSION/ CridetDE/
? 0.7546 N84765 001 1888013/ A88/ JLo RO REF D B L
? 1.548 NB4086 001 134680100407 IN18414/dd3/
? 1.548 NB4763 001 1IN/ 17, /19481
"}5"}}"}%’;’3& ¢1m/, m@m;m 8885 3 [POTASS AR/ CHIORTDES
>.ADD > DEXAMETHASONE: TORRAMVCIN R8BIt/ LABST /gwxgm'i;wxmu ——
> ADD >  SUSPENSION/DROPS: OPHTHALMIC Jehiidddl ‘b s ‘Add i "l el )
> ADD > TOBRADEX I, 384 ) srASiTe ChiThind
> DD > ALCON LABS 0.1%30.3: N505%92 001 188/ J7ReBoit/LABs Lol St 14948 34l 1/
>TADD > AUS 18, 1988 p . '?‘Eﬁ&:" 0
48/ kr:ym'ﬁ(('ﬁ'l""r{t"‘“? WS
' it mxmzm;/
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 107 AND SOD
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL ¥MCGAR 106M/100ML 3 37HG/7100ML 3
200M6/7100ML N19630 031
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 10Z AND SODIUM
X Tho CHLORIDE 0.457Z IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/7200ML 3 37MG/7100ML 3
EINJECTABLES INJECTION $50MG/7100ML FE:I:‘;SOI(;::
[ 4 KENDALL M08AR 1080/000M N19626 ©0% POTASSIWY CHLORIDE 0.037Z IN DEXTROSE 10Z AND SODIlH'
FEB 02, 1988 CHLORIDE 0.97 IN PLASTIC CONTAINER
DEXTROSE 2.5% IN PLASTIC CONTAINER KENDALL MCGAW 10GM/100ML ;3 7MG/100ML 5
KENDALL MCGAM 2.560M/100MLn N19626 ©OL S00MG/100ML3 N19630 (43
FEB 02, 1988 FEB 17, 1988
e 2 SaecllginN g POTASSIUM CHLORIDE 0.0377Z IN DEXTROSE 57 AND SCDIUM
ap RENDALL MCEAN SCN/100MLm N19626 002 CHLORIDE 0.117 IN PLASTIC CONTAINER
FE® 02, 1988 KENDALL MCGAN SCM/100ML 3 37MG/100ML 5
DEXTROSE 7.74 IN PLASTIC CONTAINER 110MG/100ML N19630 001
RENDALL MOBAN 7.784/7100M0.n FE:I::ZGIO;:: FEB 17, 1988

A




RX ORUS PRODUCT LIST ¢/ CLRMULATIVE SUPPLEMENT NABER 8 7 JAN'28 - AUG'83 13

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 52 AND SODIUM
CHLORIDE ©0.2% IN PLASTIC CONTAINER

KENDALL MCGAR 5GH/100ML 337MB/100M. 3

200M6/100MIR N19630 007
FEB 17, 1983
POTASSIUM CHLORIDE 0.037X IN DEXTROSE 52X AND SODIUM
CHLORIDE 0.33% IN PLASTIC CONTAINER
KENDALL MCGAN EGH/100ML 33THE/100ML 3
330671000 N19630 €13
FEB 17, 1%8
POTASSIUM CHLORIDE 0.037X IN DEXTROSE 5X AND SODIUM
CHLORIDE 0.45Z IN PLASTIC CONVAINER
KENDALL MCGAW SEM/100ML 3 37MG/100ML 3
A50MG/100MLK N19630 019
FEB 17, 1%88
POTASSIUM CHLORIDE 0.0372 IN DEXTROSE S5X AND SODIUM
CHLORIDE 0.94 IN PLASTIC CONTAINER
KENDALL HCGAR SCM/100ML 33 7M6/100ML 3
300M6/100MLK N19630 025
FEB 17, 1988
POTASSIUM CHLORIDE 0.0752% IN DEXTROSE 102 AND SODIUN
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL HCGAR 106H/100ML ; 75ME6/100ML 3
200HE/100MLn N19630 032
FEB 17, 1988
POTASSIUM CHLORIDE 0.0752% IN DEXTROSE 102 AND SODIUM
CHLORIDE 0.45X IN PLASTIC CONTAINER
KENDALL MCGAR 106M/100ML 3 7SHG/100ML3
A50MB/100MLI N19630 038
FEB 17, 1988
POTASSIUM CHLORIDE 0.075X IN DEXTROSE 102 AND SODIUM

CHLORIDE 0.9% IN PLASTIC CONTAINER

RENDALL MCEAR 136M/100ML 3 75M67100ML. 3
900MB/ 100MLn N19630 044
FEB 17, 1%88
AP
N19630 008
FEB 17, 1983
4R

Lo D o TR

AP KENDALL MCGAN

N19630 €20
FEB 17, 1%88

|

DEXTROSES POTASOTUM CHLORIDES SODIUM CHLORIDE
INJECTABLE; INJECTI

N19630 026
FEB 17, 1988
POTASSIUM CHLORIDE 0.0752 IN DEXTROSE B/ AND SODIUM
CHLORIDE 0.11Z% IN PLASTIC CONTVAINER
KENDALL MCEGAW SEM/100ML 3 75M6/100ML 3
110M8/100MLn N19630 002
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGAW 10GH/100ML 5 110MG/100ML 3
200M6/7100MLK N19630 033
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.45Z IN PLASTIC CONTAINER
KENDALL MCGAR 10GM/100ML 3 110ME/100ML
450MG/100MLA N19630 039
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL MCGARN 10GM/100ML ; 110M6/7200ML 3
900M6/100MLa N19630 045
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.11X IN PLASTIC CONTAINER
KENDALL MCEAW 56M/100ML3110M8/100ML 3
110M6/7100ML N19630 003
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCEAN SGM/100ML 3 110H6/100ML 3
200MG/100MLR N19630 009
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.337Z IN PLASTIC CONTAINER
KENDALL MCGAR 56M/100ML 3 110MG/100ML 3
330MG/100MLa N19630 015
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.457Z IN PLASTIC CONTAINER
KENDALL MCGAN SGM/100ML 3 110MG/100ML 3
450MG/100MLA N19630 021

FEB 17, 1988




RX DRUS PRODUCT LIST /7 CRMULATIVE SUPPLEMENT NARBCR 8 7 JAN'E8 - AUG'8D 1%

INJECTABLE; INJECTION
POTASSIUN CHLORIDE € 11X IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.9% IN PL*ITIC CONTAINER

KENDALL HCEAW E6M/100ML 31 10H6/1000L 3

900167100010 N1%9630 027
FEB 17, 1928
POTASSIUN CHLORIDE 0.15% IN DEXTROSE 10X AND SODIWM
CHLORIDE 0.2% IN PLASTIC CONTAINER

KENDALL MCBAN 1060/100ML 3 150M6/1000L 3

200M67200MLN N1%630 034

FEB 17, 1938
POTASSIUN CHLORIDE 0.15X IN DEXTROSE 107 AND SODIUN
CHLORIDE 0.45X IN PLASTIC CONTAINER

KENDALL MCSAW 106¥/100ML 3 150M6/100ML »

Q50M8/100MLA

N19630 040
FEB 17, 1988
POTASSIWM CHLORIDE 0.152Z IN DEXTROSE 102 AND SODIUM

CHLORIDE 0.9% IN PLASTIC CONTAINER

KENDALL NMCGAN 10GM/100ML ; 150MG/100ML 5
S00MG/100HLM N19630 046
FEB 17, 1988
AR
200M6/100ML% N19630 010
! FEB 17, 1988
AP
1 N19630 016
| FEB 17, 1988
ae
450MG/100MLI N19630 022
FEB 17, 1988
AR
N19630 028
FEB 17, 1988

POTASSIUM CHLORIDE 0.154 IN DEXTROSE 5% AND SODIUM
CHLORIDE 0.117Z IN PLASTIC CONTAINER
KENDALL MCGAN S6M/7100ML 3 150MB/7100ML 3
110M67100MLR N19630 004
FEB 17, 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL HMCGAN 1064/100ML 3 220MG/1000L 3
200M6/100MLA

N19630 035
FEB 17, 1%88

[

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 0.222 IN DEXTROSE 107 AND SODIWRM
CHLORIDE 0.45% IN PLASTIC CONTAINER

KENDALL NCEGARW 10GHM/100ML 3 220MG/100ML 3

450HE/100MLR N19630 041
FEB 17, 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.9%Z IN PLASTIC CONTAINER
KENDALL MCOGAW 10GM/100ML 3 220MG/100ML 3
900MG/100MLRI N19630 047
FEB 17, 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.11Z IN PLASTIC COMTAINER
KENDALL MCGAW S6M/7100ML; 220M6/100ML 3
110MG/100ML3 N19630 005
FEB 17, 1988
POTASSIUNM CHLORIDE 0.227 IN DEXTROSE 5/ AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGARW 5GM/100ML 3 220MG/100ML 5
200MG/100MLn N19630 011
FEB 17, 1988
POTASSIUM CHLORIDE 0.227% IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.337Z IN PLASTIC CONTAINER
KENDALL MCGAW S6M/100ML ; 220MG/100ML 3
330MG/100MLx N19630 017
FEB 17, 1988
POTASSIWM CHLORIDE 0.227 IN DEXTROSE 5Z AND SODIUNM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL NCEAW EGH/100ML 5 220MG/100ML 3
450MG/100MLI N19630 023
FEB 17> 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL MCGAH SGM/100ML 3 220MG/100ML 3
900MG/100MLA N19630 029
FEB 17, 1988
POTASSIUM CHLORIDE 0.3Z IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/100ML ; 300MG/100ML 5
200MG/100MLn N19630 036
FEB 17, 1988
POTASSIUM CHLORIDE 0.37Z IN DEXTROSE 107 AND SODIUNM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/100ML ; 300ME/100ML 5
450MG/100MLx N19630 042
FEB 17, 1988
POTASSIUM CHLORIDE 0.3/ IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.97Z IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/100ML ; 300MG/100ML 3
900MG/100MLx N19630 048

FEB 17, 1988




BEST COPy gy

RX DRUG PRODUCT LIST ¢/ CRUULATIVE SUPPLEMENT MABER 8 /7 JAN'03 -~ AUB'@8 i8

AP KENOALL NCGAN
200MG/100ML® N19630 012
FEB 17, 1988
AP
330MG/100MLN N19630 018
FEB 17, 1968
ap
450HG/100MLN N19630 024

FEB 17» 1988

AP KENDALL MCGARW

N19630 030
FEB 17, 1988
POTASSIWRY CHLORIDE 0.3Z IN DEXTROSE 5Z AND SODIUM CHLORIDE

0.11Z IN PLASTIC CONTAINER
B6M/100ML 3300HG/100ML 5
110M6/100MLa

KENDALL MCGAR
N19630 006
FEB 17, 1988

AEONG/100MLN N18362 009
JUL 05, 1983

SEM/100M, 14 NB/200M, 3
N18362 005
MAR 28, 1988

AP

N19691 002
MAR 24, 1988

seiza00m s '
900MG/100MLM N19691 006
WAR 24, 1988

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 10MEQ IN DEXTROSE 5X AND SODIUM
CHLORIDE 0.2257 IN PLASTIC CONTAINER
ABBOTT LABS SGM/100ML. 3 76 . SMB/100ML 3
225M6/100ML N18365 002
JUL 05, 1983
EGM/100ML 3 14 9MB/7100ML 3
225MG/100MLK N18365 006
MAR 28, 1988
POTASSIUM CHLORIDE 10MEQ IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.3%7 IN PLASTIC CONTAINER
ABBOTT LABS S6M/100ML 3 74 . SME/100ML 3
300MG/100ML

N18876 001
JAN 17, 1986
SGM/7100ML 5 19 RE/100ML 3
300MG/100MLE

N18876 006
MAR 28, 1988

N19308 004
APR 05, 1985

ALk An A i i
i ABBOTT LABS SEM/100ML 3 226MG/100ML, 3
N18362 006
AR 28, 1988
ap
N19691 0G6
MAR 24, 1988
POTASSIUM CHLORIDE 15MEQ IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.2257 IN PLASTIC CONTAINER
ABBOTT LABS EGM/100ML ; 226M6/100ML 3
225MG/100MLN N18365 008
MAR 28, 1988
POTASSIUM CHLORIDE 15MEQ IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.37Z IN PLASTIC CONTAINER
ABBOTT LABS 5GM/100ML ; 226ME/100ML 3
300MG/100MLM N18876 007
WAR 28, 1988
AR
450MG/100MLm N18362 010
JuL 05, 1983
Ap SGM/100ML ;298HE/100ML 5
450MG/100MLm N13362 007
MAR 28, 1988




KX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NMRBER 8 7/ JAN'S8 - AUB'88 16

N19691 005

MAR 24, 1988
SEH/100ML 5 298M8/100M), 3

SonG/300MLm N19691 008

MAR 24, 1988

POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 52X AND SODIUM
CHLORIDE 0.225% IN PLASTIC CONTAINER

ABBOTT LABRS 56M/100ML 3 149M6/100ML 3
225M6/100ML N18365 001
56M/100ML 5 298M6/100M8L 3
225MG/100MLn N18365 009

MAR 28, 1983
POTASSIUM CHLORIDE 20ME€ IN DEXTROSE 57 AND SODIUM
CHLORIDE 0Q.3X IN PLASTIC CONTAINER
ABBOTT LABS SEH/100ML 529846710001 3
300MG/100MLa N128876 008
MAR 28, 1988
POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 54 IN SODIWM CHLORIDE
0.3Z IN PLASTIC CONTAINER
ABBOTT LABS SEN/100ML 5 149MG/100ML 5
300ME/100ML N18876 002
JAN 17, 1986

N19691 007
MAR 24, 1988
POTASSIWY CHLORIDE 30MEQ IN DEXTROSE 5Z AND SODIUM
CHLORIDE ©.2257 IN PLASTIC CONTAINER
ABBOTT LABS SGM/100ML 5 224M8/7100ML 5
225M6/100MLn N18365 003
JUL 05, 1983
POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.37 IN PLASTIC CONTAINER
ABBOTT LABS SEM/100ML ; 224MG/100ML 3
300MG/100ML N18876 003
JAN 17, 1986

22996/100M),
200MEZ300MLM N19308 006
APR 05, 1985

N19691 009
MAR 24, 1988
POTASSIUM CHLORIDE QOMEQ IN DEXTROSE 5 AND SODIUM
CHLORIDE 0.225XZ IN PLASTIC CONTAINER
ABBOTT LABS SGM/100ML 5298MC/100HL;
225MG/100MLR N18365 004
JUL 05, 1963
POTASSIUM CHLORIDE 4OMEQ IN DEXYROSE 57 AND SODIUM
CHLORIDE 0.3” IN PLASTIC CONTAINER
ABBOTT LABS SGM/100ML 3 298MG/100ML 3
300MG/100MLR N18876 004
MAR 28, 1988

74, 5MB/100M). 3
S50MG/100MLM N18362 008
MAR 28, 1988

14 MG/100ML, 5
450MGZ100MLR Nla362 004
MAR 28, 1988

74, 5M6/100ML 3
20046/100MLn N19691 001

MAR 24, 1988
ap BEU/100ML 3 14MG/100ML, 3
S00MG/100MLx N19691 003
MAR 24, 1988
POTASSIUM CHLORIDE SMEQ IN DEXTROSE 57X AND SODIUM CHLORIDE
0.225% IN PLASTIC CONTAINER
ABBOTT LABS 5GH/100ML 5 76, 5MG/100ML 5
225MG/100MLR N18365 005
MAR 28, 1988
5GH/100ML ; 1491MG/100ML
225MG/100MLR N18365 007
MAR 28, 1988

[6




RX DRUB PRODUCT LIST ¢ CLMULATIVE SUPPLEMENT NMRBER 8 / JAN‘'28

INJECTABLE; INJECTION
POTASSIUM CHLORIDE SHEQ IN DEXTROSE 52 AND SODIUM CHLORIDE
0.3%2 IN PLASTIC CONTAINER

ABBOTT LABS 56M/100ML 3 79 5NG/100ML
300M6/100MLK N18876 005
MAR 28, 1988
SGM/100ML 3 199MG/100ML. 3
300MG/100MLI N18876 009
MAR 28, 1988
DEXTROSE: SODIARY CHLORIDE

INJECTABLE; INJECTION

DEXTROSE 10X AND SODIWY CHLORIDE 0.11% IN PLASTIC
CONTAINER
KENDALL HCEAR 106M/100ML3110M67100MLr  N19631 011
FEB 24, 1988
DEXTROSE 10 AND SODIUM CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCGAN 106M/100M1. 3 200MB/100M1;t  N19631 012
FEB 24, 1988
DEXTROSE 10X AND SODIWM CHLORIDE 0.337 IN PLASTIC
CONTAINER
KENDALL MCGAW

106M/100ML 3 330M67100ML  N19631 013

FEB 24, 1988
DEXTROSE 104 AND SODIWM CHLORIDE 0.45Z IN PLASTIC
CONTAINER

KENDALL MCGARW 106H/100ML 3450M67100Mm  N19631 014
FEB 24, 1988
KENDAI.I. DI':GAN WSW ] N19631 018
FEB 29, 1988

DEXTROSE 2.5/ AND SODIUM CHLORIDE 0.11% IN PLASTIC
CONTAINER
KENDALL MCEAW 2.56M7100ML3
1108/100MLn N19631 001
FEB 24, 1988
DEXTROSE 2.5X AND SODIWM CHLORIDE 0.2Z IN PLASTIC
CONTAINER
KENDALL HCGAN 2.56M/100ML3
200M6/100MLR N19631 002
FEB 29, 1988
DEXTROSE 2.54 AND SCDIUM CHLORIDE 0.33% IN PLASTIC
CONTAINER
KENDALL MCGAN 2.56M/100ML 3
330M67/100MLR N19631 €03

FEB 24, 1%88

= AUG'88

17

DEXTROSES S0DIUM_CHLORIDE

INJECTABI.E ’ INJECT!CN

aAp
N19631 004
FEB 26, 1988
DEXTROSE 2.5% AND SODIUM CHLORIDE 0.92 IN PLASTIC
CONTAINER
KENDALL MCGAR 2.56M/100ML 3
900MG/100MLM N19631 005
FEB 20, 1988
DEXTROSE 5 AND SODIUM CHLORIDE 0.11% IN PLASTIC CONVAINER
KENDALL MCGAW SCM/100ML ;110MG/100MLE  N19631 006
FED 24, 1988
ap KENDALL MEGAN™ SGM/100ML ; 200HG/100MLE N19631 007
FEB 24, 1988
LAY EL Y Y b Erm A : velag
ap KENDALI. ncsm SGM/100ML ; 3301M6/100MLn N19631 oos
FEB 24, 1988
ap "KENDALL MCGAN mgm;gmaggm- N19631 009
FEB 24, naa
AP KENDALL MCOMN EGM/10OML;S00MG/io0MM N19631 010
FEB 24, 1988
DIATRIZOATE MEGLUMINE: DIATRIZOATE SODIUM
INJECTABLE; INJECTION
AP SQUIBB DIAGS 664310/ N89347 001
JUN 01, 1988
DIAZEPAY
TABLET; ORAL
DIAZEPAM
>_ADD > AB PIONEER PHARMS 2MEm N70787 001
>_ADD > AUG 02, 1988
> ADD > AB BMen N70788 001
>_ADD > AUG 02, 1988
> ADD > AB oMo N70776 001
>_ADD > AU 02, 1988




RX DRUS PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NMUAIDER 8 7 JAN'GD - AUG'08 18

RIAZEPAN
TABLET ORAL
§-PH
AR GUANTUM PHARNCS 2em
&n L
aa doiEm
DIAZOXIDE
CAPSULE; ORAL
PROGLYCEM
MED MKTG SPEC 50M5
) 10046
13135608t/ 158/
INJECTABLE; INJECTION
m N !
SUSPENSION; ORAL
PROGLYCEM
MED MKTG SPEC 50MG/ML
13/8ciiine/ 1sgeny/
DICLOTENAC SODIUM
TABLET, ENTERIC COATEDS ORAL
VOLTAREN
CIBA PHARM 2506
50MER
75060
DIETHYLCARBAMAZING CITRATE
TABLET3 ORAL
HETRAZAN
J1EBERYE/LABS/ 156e/
3 LEDERLE LABS 50MG

DIFLORASONE DIACETATE
0T > IO RARTATE/
> > )
Ry 1 L 18388 /142397481
APR 29, 1988 > DY > 1808/28, 11348/
N72632 001 > ADD > 2 UPJOHN 0.08% N19259 001
APR 29, 1988 > ADD > AUG 28, 1985
N72433 Q01
APR 29, 1988
DISOPYRAMIDE PHOSPHATE
CAPSULE, CONTROLLED RELEASE; ORAL
2400 > 4 KV PHARN £8_200MG BASEM N71929 001
NL7625 001 ADD AUS 19, 1928

HORPADE OR
Moty A s

N71908 €01
JAN 26, 1988

N17453 001

/L2483/481/

N1l%9201 001
JUL 28, 1988
N19201 002
JUL 28, 1988
N19201 003
JUL 28, 1988

1nge4sd/dd1/
N0O6459 001

(&

£9_100MG BASE N18655 001
JUL 20, 1982

DOPANINE NVDROCHLORIDE

IECTABLE; INJECTION
AE Al l < G T bar JB AR LEY A Nl%ls 001
MAR 27, 1987
AP J60MB/100M), N19615 002
MAR 27, 1987
&P S20M6/1.00ML N19615 003
HMAR 27, 1987
640MB/100ML m:l;;lslgg;o
168 IIRAIELILASS)  [ddusALden/ p ﬂﬁ%x’,%ggy
148/ J14dudsLo0n/ p ﬁ};’ﬁ{%ﬁ%
148/ 44008146/ p ﬂﬁs;g’,%gg;;
J840r8 1408 4¢18/4d4
e




RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NUMBER © » JAN'®S - AUD'088 19
DOXEPIN _HYDROCHILORIDE DROPERIDOL,
CAPSULE3 ORAL INJECTABLE} INJECTION
2R0PINZOOY
A PENNWALT £2_150M6 BASE N16987 007 ap ADBOTT LABS 2,56 n N71981 001
APR 13, 1987 FEB 29, 1968
aAp DUPONT CRI CARE 2.584Ln N71645 001
AB BARR LABS EQ_25M6 BASEM N71502 002 APR 07, 1988
FED 18, 1988 > ADD > AP QUAD PHARMS 2.5040n N71941 001
a8 EQ _S0MG BASEM N71653 001 >_ADD > AUB 17, 1988
FEB 18, 1988 > _ADD > AP 2.5M5/MLn N71942 001
AR EQ_75MC BASER N71654 001 > ADD > AUB 17, 1588
FEB 18, 1988
& £9_100MG BASER N71521 001
FEB 18, 1988 DROPERIDOLY FENTANYL CITRATE
AB CHELSEA LABS EQ_75M6 BASEW N71763 001
FEB 09, 188
AR £9_15015 _BASER N71764 001
FEB 09, 1988
AR LEDERLE LABS ES_10M5 BASER N71685 001 N71982 001
JAN 05, 1%88 MAY 04, 1988
a3 €9 255 BASEw N71686 001
JAN 05, 1983 ap JANSSEN PHARMA 2.546/ML3
A £Q _SOMG BASER N71673 001 N16049 001
JAN 05, 1988
42 £9.75M8 BASEn N71674 001
JAN 05, 1988 EDROPHONIM CHLORIDE
a EQ_120MG RASER N71675 001
JAN 05, 1988 INJECTABLE; INJECTION
Ak 9. 250MG_BASEW N71676 001
JAN 05, 1988 ap ORGANON 10M8/Mum N89624 001
MAY 13, 1988
CONCENTRATE; ORAL
BONEPIN HBL,
AA MY K LABS £9. J0HG BASE/MLM N71918 001 ENALAPRILAY
JUL 20, 1988
INJECTABLE; INJECTION
VASOTEC
DOXYCYCLINE HYCLATE MSAD RES LABS 1.25M8/Mll N19309%9 001
FEB 09, 1988
CAPSULE3 ORAL
&8 VITARINE £Q 501G DASEW N62780 001 ENALAPRIN, MALEATE
APR 12, 1988
TABLET; ORAL
INJECTABLE; INJECTION VASOTEC
peyevelLnig MSAD RES LABS 2.5M0m N18998 005
AP BEN VENUE LABS £Q_lO0MC BASE/VIALM N62569 001 JUL 26, 1988
MAR 09, 1988
ap E©. 200G BASE/VIALRM N62569 002
MAR 09, 1988

[




RX DRUS PRODUCT LIST 7 CLAMULATIVE SUPPLEMENT NRBER 8 7 JAN'@D - AUG'ES

INJECTABLE; INJECTION

AP

ap

AR

ap 0.005M6/M, 53,5
ap

ap 31

" .

ABBOTT LABS

KYLOCATNE W/ RPINERRINE
ap ASTRA PHARM PRODS  0.008MG/ML,30.5:M
Ap 9.005M6/M, 334

AR 0.905H6/ML 5 2%

ERGOLOID MESYLATES
TABLET; ORAL

1y "SRR
L2210 5 2 N
A CHELSEA LABS e

T T3 LINGUAL

iy ST
9 RIKER LABS :..nstﬁ

GERRR,
é“e CHELSEA LABS Q.54

ERYTHROMVCIN
SOLUTION; TOPICAL

LAk Gty

NB89635 002 AT
JUN 21, 1988
NE9649 001
JUN 21, 1908 ar
NB9645 001
JUN 21, 1968
N89650 001
JUN 21, 1988
N89651 001
JUN 21, 1988
Na9644 001
JUN 21, 1988 8
N39646 001
JUN 21, 1988

/NBs4d3/ddt/
N8E463 001

TABLET, CHEWABLE3 ORAL
ABBOTT LABS

GRANULE; ORAL
ND6488 013
N06488 018 AB
NOV 13, 1986
N06488 019
NOV 13, 1986

d1/4d
LT 48]

N28207 001
HAR 22, 198%

ERYTHROMVCIN LACTORIONATE
INJECTABLE; INJECTION

éd
sy =
NB4868 001
N25809 001

9/4dd
;%{gd“y TABLET; ORA
1oL/ 0483/ /84’ !

N36189 001 /
Nac188 001 Iw 9 BRISTOL LABS /%%5
90

EQ_16H BASE/VIALM

? EQ 250MG BASE

ERYTHROMYCIN ETHVLOUCCINATE 3 SULFISOXAZOLE ACETYL

20

N62957 001
JuL 21, 1988

N62687 001
FEB 05, 1%88

N50297 003
JUL 05, 1988

N62759 001
MAY 20, 1988

N62758 001
JUN 15, 1988

N50529 001

N62586 001
JAN 04, 1988
N62586 002
JAN 04, 1988

d4/dd1/

%ﬁd.ﬂﬂ.ﬁ/
N61304 001
N61887 001




RX DRUS PRODUCT LIST ¢ CUMULATIVE SUPPLEMENT NABER 8 /7 JAN'@8 - AUG'88

ERYTHROMYCIN STEARATE
TABLETS ORAL
v ) e
iy P gty
2 PARKE DAVIS £Q 250M6 BASE
] ‘ EQ 500MG BASE
/w LA;':F:{“‘;.:}J B0 Eoaey . .
EQ 125MGC BASE
/ A
2 LEDERLE LABS EQ 250M6 BASE
) EQ 500M6 BASE
164/ /1 Ags/ 1éd "2ddnd 'ddsd/
a PFIZER LABS EQ 500M5 BASE
ESHOLOL_WYDROCHLORIDE
INJECTABLE; INJECTION
BREVIBLOC
>_ADD > DUPONT CRI CARE 10Me/MR
>_ApD >
ESTRONE
INJECTABLE; INJECTION
ESTRONE
188]  131ER1IS/ A8S/ /5%8L/
STERIS LABS BMB/ML
soe TSRS, e
188/ 1578/
2 PARKE DAVIS 1MeAN
-] SMB/ML
TABLETS orAL-21
AD SEARLE PHARH; 0. 035MG s 1MEN
AR NATSON LABS 0. G35MG30. 540 AND 1Mcw

432/44
e
N62032 001
N62032 002

1884389/ 464/
N60359 002

4/84
R
N562089 €01
N&2089 002

1081391/448/

N51791 002

N19386 001
AUG 15, 1988

1\88233/481/

85239 001

R
ND3977 001
N03977 003

N71480 001
APR 12, 1988

N71043 001
APR 01, 1%88

2|

21
ETHINYE, ESTRADION: NORETHINDRONE
TABLET; ORAL-21
ab ORTHO PHARN 0.035M6:0. 546 AND MG N18354 001
JAN 11, 1982
TABLET; ORAL-28
AR  SEARLE PHARMS 0. 03EMG 119G N71481 001
APR 12, 1988
AR WATSON LABS 0,035MG;0.5MG AND JMGu  N71044 001
APR 01, 1988
AR ORTHO PHARM 0.035MG;0,EM6 AND IMG  N18354 002
JAN 11, 1982
ETHIODNZZED OIL
/1%55}‘5!15‘;/1”#1”“/
TPRIBERR/ 19941 IN8919d/ 464/
OIL; INTRALYMPNATIC, INTRAUTERINE
ETHIODOL
FOUGERA 997 ND9190 001
FENOPROEEN CALCIUM
CAPSULE; ORAL
> ADD > AB  AM THERPTCS €Q_200MG BASEM N72307 001
> ADD > , AUG 22, 1988
> ADD > AB EQ_300MG BASER N72308 001
>_ADD > AUG 22, 1988
AB  HALSEY DRUS £Q_200MG BASEM N72355 001
UG 17, 1968 ¢ JUL 05, 1988
aB " N72356 001
AUG 17, 1988 @ JUL 05, 1988
> ADD > AB  PAR PHARM £Q_200MG BASEM N72437 001
>_ADD > AUG 22, 1988
>_ADD > AB EQ_300MG BASEM N72438 001
>_ADD > AUG 22, 1988
AB  QUANTUM PHARMCS EQ_200MC BASEN N72214 001
AUG 17, 1988 : APR 14, 1988
2B " N71738 001
AUG 17, 1988 : APR 14, 1988




RX DRUB PRODUCT LIST / CLRULATIVE SUPPLEMENT NIRBER 8 » JAN'@D - AUG‘'8B 22

EENDBROFEN CALCIMM ELUDCINOLONE ACETONIDR
CAPSULE3 ORAL CREAM3 TOPICAL
FLUDCENDLONE ACTETONEDR
A NATSON LARS EQ_200M6 BASEW N7229%4 001 AT 62N LABS 0,01 N89526 001
AUG 17, 1988 : JUL 08, 1988 JUL 26, 1988
aB " N72293 001 AT 0,025 N89525 001
AUG 17, 1988 : JUL 08, 1988 JUL 26, 1988
HALFON
AR DISTA PRODS ES_300M3 BASE N17604 002 OIL; TOPICAL
NALFON 200 DERMA-SMOOTHE/FS
Yy DISTA PRODS EQ _200MG BASE N17604 003 HILL DERM 0.01 N19452 001
FEB 03, 1988
TABLET; ORAL
OINTMENT; TOPICAL
8B AM THERPTCS £Q 600MG BASEW N72309 001 FAUOCTNOLONE ACETONIDE
AUG 17, 1988 : JUN 16, 1988 AT GaN LABS 0,025/ N89524 001
a8 CHELSEA LABS EQ_600MG BASEW N72407 001 JUL 26, 1968
AUS 17, 1988 : JUN 13, 1988
aB HALSEY DRUG EQ_600MC BASEW N72357 001
AUS 17, 1988 : JUL 05, 1988 FLUOCTINONYOE
AR LEDERLE LABS " N72326 001
AUG 17, 1988 : APR 20, 1988 CREAM; TOPICAL
B MYLAN PHARMS n N72267 001 FLUDCTNONTDE
AUG 17, 1988 : JUN 08, 1988 a8 CLAY PARK LABS 0,057 N71790 001
AB PAR PHARM " N72429 001 JUL 13, 1988 : APR 25, 1988
AUG 17, 1988 : JUL 19, 1988
AB PHARM BASICS " N72362 001
AUG 17, 1988 : JUN 16, 1988 FLUDROURACIL
1Y PUREPAC PHARM EQ_60OMS BASEM N7227¢ 001
MAY 02, 1988 INJECTABLE; INJECTION
AR QUANTWR PRARMCS £Q_600MG BASER N721%¢ 001 FLUGROURACTL,
AUG 17, 1988 : APR 14, 1988 ap BEN VENUE LABS SOMG/MLM N89508 001
AR NATSON LABS " N72165 001 JAN 26, 1988
AUG 17, 1988 : JUL 08, 1988
> ADD > AB ZENITH LABS EQ_600MC BASEW N72557 001
>_ADD > ' AUG 29, 1988 ELUPHENAZINE HYDROCHLORIDE
HALTFON
A2 DISTA PRODS EQ_600MG BASE N17710 001 INJECTABLE; INJECTION
FLUPHENAZINE 0L,
AP QUAD PHARMS 2.5Me/Mm N89800 001
FLECAINIDE ACEVAVE JUN 03, 1988
TABLET; ORAL TABLET; ORAL
TAMBOCOR ELUPRENAZING HOL
> ADD > RIKER LABS 50MGH N18830 004 >_ADD > AB MYLAN PHARMS anen N89801 001
>_ADD > AUG 23, 1988 >_ADD > AUG 12, 1988
150MCu N18830 003 > ADD > AB 2.5Mcm N89302 001
JUN 03, 1988 >_ADD > AUG 12, 1988
> ADD > AB 5MGH N89803 001
> ADD_> AUG 12, 1988
> ADD_> AB 20MGx N89804 001
>_ADD_> AUG 12, 1988

29
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RX DRUG PRUDUCT LIST / CUMULATIVE SUPPLENENT NRBER B8 ~ JAN'S88 - AUG'83

ELUPHENAZINE HYDROCHLORIDR
TABLET; ORAL
>_ADD > AR PAR PHARM Abigm
>_ADD >
>_ADD > AR 2.5
>_ADD >
>_ADD > AB Mo
>_ARD_>
>_ADD > AR A0HEn
>_ApD >
PERMITIL
BP  SCHERING 2.5M6
8P 5MB
* 1 e
3 e
13/ /1éve/
ELURAZEPAN HYDROCHLORIDE
CAPSULE3 ORAL
ELURAZEPAM HEL
AR HALSEY DRUS pLiy e
AR 20Mom
>_ADD > AR SUPERPHARM A5t
>_ADD >
>_ADD > AR 200G
>_ADD >
EQLIC ACID
TABLET; ORAL
1 TERRI ARy 1184/
2 BARR LABS e
EURQSEMIDE

INJECTABLE; INJECTION

16/ TR Jdsaas

ap WARNER CHILCOTT 10Me/M,

N39740 001
AUG 25, 1988
N89741 001
AUG 25, 1988
N89742 001
AUG 25, 1988
NO9743 001
AUG 25, 1988

N12034 004
N12034 005
/3}?3"/332/
s

N71808 001
JAN 07, 1988
N71809 001
JAN 07, 1988
N71659 001
AUG 04, 1988
N71660 001
AG 04, 1988

9134/44
AN
N89177 001
JAN 08, 1986

d/dd
Y
8420 001
FE 2 1982

22

;

EURQSEHIDE
TABLETS ORAL

FUROSEMEDE
AR  BARR LABS 80MGM
AD  DANBURY PHARMA 80MGH

GADOPENTETATE DIMEGLUMINE

INJECTABLE} INJECTION
MAGNEVIST

BERLEX LABS 269.01HE/MLR

SALLIUY CITRATE, GA-67

INJECTABLE; INJECTIGI
GALLIWM CITRATE G

/ﬂﬁﬁi/ﬁrlf##/ e lir'!fﬂrh./

@ MEDI PHVSICS MCI/ML

GENTAMICIN SULFATE; PREDNISOLONE ACEVATE

SUSPENSION/DROPS; OPHTHALMIC
PRED-G

ALLERGAN PHARMS EQ 0.3% BASE;1/m

GLYCOPVRROLATE
INJECTABLE; INJECTION

GLYCOPYRROLATE
AP ABBOTT LABS 0. 2MG/MLk

HALOPERIDOL

TABLET; ORAL
HALDOL SOLUTAB

13/enEtr/ L A8s/ /1ve/
MG

@ MCNEIL PHARM

N70100 001
JAN 26, 1988
N7159%4 001
FEB 09, 1988

N19596 001
JUN 02, 1988

/81774d/441/

N17700 001

N50586 001
JUN 10, 1988

N89393 001
JUN 15, 1988

/817418/441/

N17079 001




HALOPERIDOL. LACTATE
CONCENTRATE3 ORAL

168 SIS
AA MONEIL PHARM

4A

ap
ap
ap

TABLET3 ORAL

BARR LABS

BOLAR PHARM

CORD LABS

ROXANE LABS

INJECTABLE} XINJECTION

LEMMON

KX DRUB PRODUCT LIST 7 CLMULATIVE SUPPLEMENT NURBER 8 /7 JAN‘83 -

/44 "gid ‘dadi e/

N71212 001
JAN 07, 1988
N71173 001
JAN 07, 1988
N71177 Qo1
JAN 07, 1908
N71571 001
JAN 03, 1988
N71572 001
JAN 03, 1988
N71573 001
JUN 03, 1988
N71374 001
JUN 03, 1988
N71375 001
JUN 03, 1968
N71376 001
JUN 03, 1988
N71210 ©01
MAR 11, 1988
N71211 ¢0l
MAR 11, 1988

/01892316817

N15922 001

N72045 001
APR 12, 1988

N70713 001
MAY 17, 1988
N7071% 001
HAY 17, 1988
N70744 001
MAY 17, 1988

24

AUB' 88 24

HEPARIN SODIUN
INJECTABLE} INJECTION

16 TR a4 st/

1] 88244/ 414/
2 ABBOTT LABS 100 UNITS/ML N0526% 010
AR ABBOTT LABS W N05264 015
MAV 21, 1985
ap 200 UNITS/HL, NO526%¢ 016
i Lt v S0 e 0y, Ly 0 L W o mv 21’ 1985
ix 1d:dd8 dkbididdi/ 4114/44
Sl W
9 ABBOTT LABRS 10,000 UNITS/100ML N19339 003
I . R 2; 1985
ap BAXTER gwm N18609 001
168/  JIRAVENOL/LASS 1364 Sitdddin/ 14449/4¢
oI o .
"‘r«-r‘ 4434/44
168/ 1483/ /s.m.mauw A ﬂﬁs; 3{ l.’{ “é;
@ ABBOTT LABS 5,000 UNITS/100ML N19339 001
HAR 27, 1985
ap BAXTER 200 UNETS/100ML N18609 002

APR 28, 1982
G52 i/

3 ABBOTT LABS 5,000 UNITS/100ML N19339 004

MAR 27, 1985

2 10,000 UNITS/100ML N19339 002

MAR 27, 1985

ap BAXTER 500 _UNITS/100ML P;“:g” 223
v U ’ 1/ ’ a dj

168/ [YRAVENSL/IABS/ /844 WitidlHddin/ L "/’s}%’ A 9 2;




/X DRUB PRODUCT LIST ¢/ CLMULATIVE SUPPLENENT MARBER 8 ¢ JAN'GS - AUB'8S

HEPARIN SODIRY
INJECTABLES INJECTION
TR TRy ey o i pssssirnyy
. i o\ clv Y & ~: ,g
DL /d/ /83888 OREHSAR xg@é&éﬁé
G /G WUSRT  Nele)
>_ADD > 2 ORGANON 1,000 UNITSAML NOOSS2 011
>_ADD > APR 11, 1986
> ADD > ? 5,000 UNITS/ML NOO552 012
> ADD > APR 11, 1986
>_ADD > ? 10,000 UNITS/ML NOO552 013
>_ADD > APR 11, 1986
BYDRALAZINE HYDROCHLORIDE
14744
o
S0 Nagl7a 001
AUB 15, 1983
CAPSULE; CRAL
HYDRAL
BB REID ROWELL 25463 25M8 N87608 001
FEB 08, 1982
AR 50MB; 50MB Na7213 001
131 Ry Tnteds)adt
y JFER]48./1983)
t4 7514744
Z s

TABLET3 ORAL

RESERPINE, HYDRALAZINE HCL AND HYDROCHLOROTHIAZIDE
1601 RESRSRLT LR e Keiessigey
Bp REID ROMELL 25MG315M630. 1M N8g8376 001
oCT 28, 1983
1l rEEURIIE [N
sy

25

TABLET
> T JRUSERRING Y HVORGCHLOROTRE A tdE

SO eps TRRoeRLE)es)
TURS
> _ADD > 2 LEDERLE LARS
>ZADD">

HYPROCHLOROTHIAZIDE
SOLUTION; ORAL

aA MY K LABS

aA ROXANE LABS

TABLET; ORAL

AL

OTMEAZEY
ArRRe

2 BANMAX PHARMS
?

HYDROCHLOROTHIAZIDE  LABEVALOL HYDROCHLORIDE

TABLET; ORAL
NORMOZIDE
13crEsnNg/
@ SCHERING

GLAXD

rur "RESFY
84/
168/
/88/

/m:xsé??*m“wm%%m:/ui/
A JRRY/13.71483/
26MB315M83 0. 1MB N87709 001
MAY 13, 1982
E0Me/5MLm NB9%9661 001
JUN 20, 1988
S0MB/EM), NB8a5a7 001
JUL 02, 1984

4/d
J Jveerh ey
25MG N86369 001
80MG ¥a3554 001

1251814808/

2EHG3400M6

2545310016
2846320018
2546330046
2546340046

4634114/
/4531 4405/
/45ig18ddig/
/&g iddde/

9d4¢/4d4
1R8]
N19046 006
APR 06, 1987

N19174 001
APR 10, 1987
N19174 002
APR 10, 1987
N19174 003
APR 10, 1987
N19174 004
APR 10, 1987

[i1d144/dd1/

- C 0w C Y00 G O,
S BN ok i T




RX DRUS PRODUCT LIST ¢ CUMULATIVE SUPPLEMENT NMABER @ /7 JAN'08 - AUB'S8 26
HYDROCHLOROTHIAZIDE 3 NEVHVLDOPA
TABLET; ORAL
28 NOVOPHARN mxzw N7181% 001 A 251859016 N72082 001
APR 08, 1988 MAR 14, 1988
B 2583 2500 N71820 001 A8 25463 80MGs N72043 001
APR 03, 2988 MAR 14, 1988
AR 30MG3500MGM N71821 001 A8 HARNER CHILCOTY S5UG40Mem N71771 00l
APR 08, 1988 JAN 26, 1988
B S0MG 500G Nneza 001 .\ ] 254G 80MGn N71772 001
JAN 26, 1988
1) THREPRS/AY J48id:dddnd/ /N m 61/
/M/éé.li"#l
? PUREPAC PHARM 50M3 3 500M8 HYDROCHLOROTHIAZIDE 3 RESERPINE
APR z«. 19@6
> ADD > AB WATSON LABS 15M85 250100 N?71920 001 TABLET} ORAL
> ADD > AUS 29, 1988 HYDROCHLOROTHIAZIDE W/ RESERPINE
>_ADD > AB 25053 250M6m N71921 001 > LT > 13/80813/PAs/ /#HG"S’ 12908/ INgs421/d4d1/
> ADD > AUG 29, 1988 >_ADD > 9 PHARMAFAIR 5MG 30, 125M6 N85421 001
> aDD > AB 30MG63500MEx N71922 001 RESERPINE AND mnnocnmaorunz:n
> ADD > AUB 29, 1988 188 JBARR/LASS/ 1257614, 1881/ [n844dd/dd1/
>_ADD > AR 50MG; 500Mem N71923 001 168/ 134814, 1##/ /\84879/441/
> ADD > AUG 29, 1988 @ BARR LABS 25MG;30. 125M6 N84580 001
B ZENITH LABS 25MG5 2500 71458 001 ? 50MG3 0. 125M5 NB84579 001
MAR 08, 1988
8 2553 250M6m N71459 001
MAR 08, 1988 HYDROCHLOROTHIAZINE 3 SPIRONOLACTONE
ap 301983 50016 N71460 001
MAR 08, 1988 TABLET; ORAL
] 5018 BO0MGn N71461 001
MAR 08, 1988 > OLY >/4d/ /N87811/4é1/
>_ADD_> NB7511 001
HYDROCHI.OROTHIAZIDE S PINDOLOL
TABLET; ORA
/";Mﬁk!“my / 1¢5i8ise/ / 1&12/ é1/
' IJ!J lé :/1%?/ Ty VITARINE 25MG 3 SOMGK N71737 001
9 SANDDZ PHARMNS 25163516 FEB 12, 1988
185iidne/ / 1# é/ dé/ TABLET; ORAL
101182, 11983/ MAXZIDE-25MG
) 25M6310M0 N18872 002 HYLAN PHARMS 25MG337. 5MGH N19129 003
JUL 22, 1987 MAY 13, 1988
B CORD LABS m 15@! N72011 001
JUN 17, 1988
2B DANBURY PHARMA 50MG 575G N71969 001
APR 17, 1988 : JAN 15, 1988
a8 PAR PHARM 50MG 5 756 N72337 001
MAY 11, 1988
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RX DRUG PRODUCT LIST /7 CLMULATIVE SUPPLEMENT NRBER 8 / JAN'28 - AUG'8D

HYOROCHLOROTHIAZIDE: TREAMTERENE

TABLET» ORAI.

CREAN; TOPICAL
I DROVOREAIUN.

NASKA PHARMA

AT
A
AT NC LABS
HYDROTEN
AT SYOSSET LABS
/!
18t "R vaesy
LOTION; TOPICAL
PETA=HE
AT BETA DERM

L SRGEER SN

AT NASKA PHARMA

OINTMENT; TOPICAL
g? }s;onoeonr:soﬂt)
13/ BV PR/
13/
AT C2M PHARMA
HYDROCORTISONE
AT NASKA PHARMA

TABLET; ORAL
HYDROCOR

/ﬂARR/LASS/

2 BARR LABS

/881

APR 17, 1988 :

N71920 Q01
FEB 01, 1%88

N89706 001
MAR 10, 1988
Na%682 001
HAR 10, 1988
N87795 001
MAY 03, 1983

Na7427 001
APR 04, 1988

$348/44
W

N89495 001
JAN 25, 1988

N89705 001
APR 25, 1988

dadi/dé
e

N80481 002

N89704 001
MAR 10, 1988

/N83949/481/

N83999 001

N62874 001
MAY 11, 1988

27

HYDROCORTISONE. ACETATE

A

CREAM; TOPICAL
THAMES PHARMA

AEROSOL; TOPICAL
REED & CARNRICK

INJECTABLE INJECTION

168/

.1}

@ ALTANA

SYRUP; ORAL
NASKA PHARMA

iR/

/8didhic/
25MG/ML
SOMG/ML

2z

N89472 001
JUN 13, 1988

N86457 001

Na9%440 001
MAY 17, 1988

N87273 00
APR 20, 1982
Na7273 002
APR 20, 1982

N33785 001
FEB 03, 1988




RX DRUS PRODUCT LIST / CRMULATIVE SUPPLEMENT NURMBER 8 ~ JAN'‘83 - AUG'88

HYDROXVZINE HYDROCHLORIDE
TABLETS ORAL
o TOASTORET 0w
4 Ao ]
- ) S0MEm
JBUPROTEN
TABLET; ORAL
2B a&%‘tms 400MG
&R $90HGm
AB S00Mew
. TURALSEY tRus soove
INVAMED 400ME
4 £00Hm
[} 200MEn
AR  WEDICOPHARMA 400MGR
8B PRIVATE FMLTNS S00MGN
AB  PUREPAC PHARM S00MGR

2 BANMAR PHARMS 10M6
@ s0MG

N89366 €01
HAY 02, 1988
N89117 002
HAY 02, 1%@8
N89396 001
HAY 02, 1988

N71058 001
AUG 11, 1988
N7105% 001
AUG 11, 1988
N71965 001
AUG 11, 1928

N72137 001
FEB 05, 1963
N7206% 001
JAN 14, 1988
N72065 001
JAN 14, 1988
N71938 001
JAN 14, 1928
N71649¢ 001
FEB 01, 1988
N72300 001
JUL 01, 1988
N71%6¢ 001
FEB 01, 1%28

N83827 001
Na3827 002
NB3827 003

L

YRS SRfECtGY
S Rk NOLINE/
I/

INJECTABLE; INTRATHECAL
INDIUN IN-111 OXVQUINOLINE

AMERSHAM AWMCI/ML
INDOMETHACTN
CAPSULE; ORAL
aB NOVOPHARMN 25Me
an S0MGa
AR VITARINE 25M6n
o S0Menm
INSULIN PORK
17;521 2375; INJECTION
L 1 L) ¢
JLXLRY/ 1848/ S/
neuu
LILLY 500 UNITS/ML
JOHEXOL
INJECTABLE; INJECTION
QAZPACUE 199
AP STERLING DRUG 38.84
13/ 138.8%/
JOTHALAMATE MEGLUMINE
> ADD >  SOLUTION; INTRAVESICAL
>_ADD > CYSTO-CONRAY II
>_ADD > MALLINCKRODT 17.22

N19044 001
OEC 23, 1%85

N71342 001
APR 18, 1938
N71343 001
APR 18, 1988
N71711 001
JUL 05, 1988
N71712 001
JUL 05, 1988

/n11931/4d1/

N17931 €01

N18956 001
O Nitasie 38/
I 58 TS

N17057 002




RR DRUS PRODUCT LIST ¢/ CUARILATIVE SUPPLEMENT MARMER 8 ¢/ JAN'88 - AUG'88 29

JOTHALAMATE MEGLUMINE ISOSORBIDE DINEYRATE
> ADD > SOLUTION; INTRAVESICAL, URETERAL TABLET; ORAL
> ADD > CYSTO-CONRAY T ADUORDTDE DINTTRA
>_ADD > HALLINCKRODT 432 N17057 001 1] CORD LABS BMGn N86221 001
JAN 07, 1988
> 0LT > /4diuticn{ARETRAL/ an JoMen N86223 001
>DLL>  /EYSIO-cowAd/ JAN 07, 1988
>BLT > JLLINGRRA ) 1434 /N3ds3/d81/ a 20M0m N89367 001
>OLE>  /eNST0-comAY/ LI/ . APR 07, 1988
> DY > SR NERRdPT/ 11384 Mids/des/ an DANBURY PHARMA L N86034 001
JAN 06, 1988
an 106 N86032 001
IRON_DEXTRAN JAN 07, 1988
AR PAR PHARM 3oMen N87946 001
I/ T, LE;/INJECTIN JAN 12, 1988
148/ % /id ‘ddid i/ Nt#861/461/ TABLET; SUBLINGUAL
@ FISONS EQ 50MG IRON/ML N17807 Q01 JE0RDIL
aB WYETH AVERST LABS  2.5MGH N12940 004
JUL 29, 1988
ISONTAZID AB 5MGH N12940 003
JUL 29, 1988
TABLET; CRAL AB J0MGn N12940 005
LANTAZED JUL 29, 1988
A7 LANNETT 300MEm N89776 001
JUN 13, 1988 AB BARR LABS 204G N87545 001
SEP 18, 1986
AB CORD LABS 2,546 N86225 001
JSOSORBIDE DINIVRATE FEB 19, 1988
AB BMem N86222 001
CAPSULE, CONTROLLED RELEASE3; ORAL FEB 19, 1988
ISORDIL AB DANBURY PHARMA 2.5Hem N86033 001
WYETH AVERST LABS QOMENn N12882 ¢02 FEB 26, 1988
JUL 29, 1988 AR MG N86031 001
SEP 29, 1987
YABLET; ORAL
TABLET, CONTROLLED RELEASE; ORAL
AB WYETH AVERST LABS anMen N12093 007 ISORDIL
JUL 29, 1%8 WYETR AYERST LABS GOMGA N12882 001
a8 1oMEm N12093 002 JUL 29, 1988
JUL 29, 1%88
AR 20MGn N12093 0u6
JUL 29, 1968 TAM H H
A8 30M6m N12093 005
JUL 29, 1988 INJECTABLE; INJECTION
4OMGR N12093 001 KETALAR
JUL 29, 1988 Ap PARKE DAVIS EQ_10MG BASE/ML N16812 001
D% _DINETRATY AP EQ_50MG_BASE/ML N16812 002
.. BARR LABS 20Men NB8756% 001 AP EQ JOOMG BASE/ML N16812 003
SEP 18, 1986

29




RX DRUB PRODUCT LIST 7 CLMMAATIVE SUPPLEMENT NRBER 8 7/ JAN'GS - AUG'08

KETAMING HYDROCHLORIDE
INJECTABLES INJECTION
ae QUAD PHARMS £8_10MG RASE/tIM
AR £9 501G BASE/MR
&p £9. 20016 BASE/Min
LACTULOSE
SYRUP; ORAL
EHROMULAG .
AA MERRELL QOW A06MHZ25ML,
EONSTILAG
Aj ALRA LABS A0GNH/3EMLE
>_ADD > CONSTULOSR
>_ADD > AA BARRE NATL 106H/15MLm
> >
/et ag/
/88/ ;5 #ﬁ gx,/ow /4dgildsde/
1441 7 Kags/ /1dceéig/
SYRUP; ORAL, RECTAL
CERILAC
AA MERRELL DOW 10GM/15ML
fHoLAG
.Y ALRA LABS 1OGH/15MLR
>.App > J
>_ADD > AR BARRE NATL AosiZisam
>.ADD >
LACTULOSE
24 KALI DUPHAR QGM/15H
LEUCOVORIN CALCTLR
INJECTABLE; INJECTION
LEVOOVORIN CALEIRM
ap BEN VENUE LABS E9 100Me BASE/VIALR

N71%49 001
APR 11, 1988
N71930 €01
APR 11, 1988
N71951 001
APR 11, 1983

N17884 001

N7105¢ 001
JUL 26, 1988

N70288 001
AUG 15, 1988

/NLgs3/dd1/
/L2388/ 441/

N17657 001

N71331 001
JUL 26, 1988

N71548 001
AUG 15, 1988

N17906 001

N89717 Q02
HAR 28, 1988

30

LEYCOVORIN CALCTUM
INJECTABLES INJECTION
AR INTL PHARM £6.31% DASEAUM
ap £9.50M8 DASE/VIALR
ﬁ% LEDERLE LABS EQ_3MG BASE/ML
£9 100G RASE/VIALM
ap QUAD PHARMS 920045 _DASE/VIAL
LEVODOPA
CAPSULE ; ‘t/mn.
1880 1IN/ MR8/ [1ddie/
Sde/
7 e
@ JCN PHARMS 100MG6
3 250M6
2 500MG
INJECTABLE; INJECTION
AP ASTRA PHARM PRODS  0,05MG/ML2%m
LIDUCAINE HYOROCHLOREDE
INJECTABLE; INJECTION
LEDOCATHE HEL
ap ABBOTT LABS 207

;w /iEviay
3 Lenon

LINCOHYCIN HYDROCHLORIDE

INJECTABLE; INJECTION
LENCCCIN
AP UPJOHN

"

27

N89352 001
JUN 01, 1%88
N89353 001
JUN 01, 1988
N08107 001
N08107 004
MAY 23, 1988
N89636 001
DEC 24, 1987

N16948 001
N16948 002

N39517 001
APR 14, 1988

N89362 001
y\riomt
INa18331883/
N83627 001
N83627 002

N50317 001




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MRBER 8 / JAN'S8 - AUG'03 £

LINCONYEIN HYDROCHLORIDE LOXAPINE SUCCINATE
INJECTABLE; INJECTION CAPSULE; ORAL
LRN00MYETN HolL
AP  GQUAD PHARMS EQ_300MG PASE/MUR N62784 001 AR WATSON LABS EQ_ENMG BASEW N72204 001
MAR 14, 1988 JUN 15, 1988
A EQ_10MG_BASEM N72205 001
JUN 15, 1988
LISINOPRIL ] £9.2510 DASER N72206 001
JUN 15, 1988
TABLET; ORAL AR EQ_S0MG BASEM N72062 001
JUN 15, 1988
AB  MSED RES LABS 5MG N19588 001
DEC 29, 1987 a8 LEDERLE LABS EQ 5MG BASE N17525 001
8 10M6 N19558 002 AB EQ_10MG BASE N17525 002
DEC 29, 1987 AB EQ_25MG BASE N17525 003
AR 20M8 N19558 003 AB EQ_S0MG_BASE N17525 00¢
DEC 29, 1987
AD IMPERIAL CHEW Sem N19777 001 MAPROTILINE HYDROCHLOREDE
MAY 19, 1988
A 20MGm N19777 002 TABLET; ORAL
MAY 19, 1988
A 20MEm N19777 003 aB AM THERPTCS 25M6m N72129 001
MAY 19, 1988 JAN 14, 1988
aB SOMG N72130 001
JAN 14, 1988
LOPERAMIOE HYDROCHLORIDRE AB 258G N72131 ool
] i JAN 14, 1988
S0LUtid;/ oRAL/ AR WATSON LABS 25Mem N72162 001
/hidota/ , JUN 01, 1988
JIRSSEN/ At/ 1185/ [i1dd34/dd1/ & 5oMen N72163 001
101731719847 JUN 01, 1988
3 JANSSEN PHARMA 1MG/5ML N19037 001 AB Z5MGH N72166 001
JUL 31, 198% JUN 01, 1988
LORAZEPAN MECLIZINE NYDROCHLORIDE
TABLET; ORAL TABLET; ORAL
LORAZERPAN
AB  CORD LABS 0. 5MGm N71193 001 aA ROERIG 50M6 N10721 001
APR 15, 1988 JAN 20, 1982
AB JHem N7119¢ 001
APR 15, 1988 2A PAR PHARM S0MGH N8967¢ 001
AR Mo, N71195 001 MAR 31, 1988
APR 15, 1988
AB  WARNER CHILCOTT 1em N71038 001
JAN 12, 1988
a8 2Mem N71039 001
JAN 12, 1988

2|




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NARBER 8 / JAN'EB - AUG'HS 32
MECLOFENAMATE SCDIUM HEPROBAMATR
CAPSULES ORAL TABLET; ORAL
m TR PAAR £o S0 Basen NP2077 a0 16 TRORVRRIY  /dee/ oy
MAR 10, 1988 TR/ 18, /1983/
) £8.100M0 BASEM N72078 QoL 144/ 14é8dd/ /MM#/MI/
MAR 10, 1988 IR 18,/1948/
28 PHARM BASICS EQ 50MB DASER N71007 001 9 PHARM BASICS 200M5 N87825 001
MAR 25, 1988 MAR 18, 1982
B EQ_J00MB BASEW N71008 001 9 400MG NB7826 001
MAR 25, 1988 MAR 18, 1982
AR VITARINE EQ_S0MG DASEW N71710 001
JUN 15, 1988
;® £8_100M8 BASEW N71684 001 MESTRANDL 3 NORETHINDRONE
JM 15, 1988
TABLET; ORAL-21
HORETMER 3/80M=23
MEFENAMIC ACID B SEARLE PHARMS 0, 05ME 3 Atica N71539 001
APR 12, 1988
CAPSULE; ORAL
aB N70758 001
2B VITARINE 250M6m N72179 001 JUL 01, 1988
APR 21, 1983
g 1LY TABLET; ORAL-28
] PARKE DAVIS PR 2508 N18034 €03 HORETIEN 3/30M=20
aB SEARLE PHARMS 0., 05M6; 1Mex N71540 001
APR 12, 1988
MEGESTROL ACETATE
AB N70759 001
TABLET} ORAL JUL 01, 1988
> ADD > AR PAR PHARM 201 N72422 001
>_ADD > AuG 08, 1988 HESTRANOL; NORETHYNODREL
>_ADD > AR Ll N72423 001
> ADD > AUG 08, 1988 TABLET; ORAL-20
1641 TSR/ 18.:45961 808/ IL8914/684/
YEPENZOLATE DROMIDE p SEARLE / 0.075MG;EMG N10976 00
> DLY > fSitin/oRAL/ 148/ vE/ /9:1vid! 4. 8d/ /N14978/8d¢/
> DALY > fehitiy v , 9 SEARLE 0.1M6:2.5M6 N10976 006
> LT > TOPRRENL/O0/ 1458/ 8L/ I818639/ 464/
>_ADD > 2 MERRELL DOW 25MB/5NHL N10679 00&
HETAPROTEREND), SULFATE
YEPROBAMATE SOLUTION; INHALATION
ALUPENT
TABLET; ORAL AN BOEMR INGEL 0,44 MN18761 002
OCT 10, 1986
744/ Jéddid/ Iis832/462/ DEY=D03E .
2 MALLARD 2005 N15072 002 > ADD > AN DEY LABS [ 4 N70805 001
> ADD > AUG 17, 1987

32



HETAPROVEREND), SULFATE
SOLUTION; INHALATION
> ADD > =)
>_ADD > AN DEY LABS
>_ADD >
>_ADD > AN
>_ADD >
>_ADD >
>_ARD >
>_ADD >
> ARD >
M ARMOUR PHARM
&N
:_D.I.I_;/dd/ fOEX/LA8S/
>_DLY >/d/
> nLl >
AN MY K LABS
AN PACO RES
A
TABLEY; ORAL
AR BOEHR INGEL
2B
AB AM THERPTCS
;)
AR PAR PHARM
AD
AB PHARM BASICS
8
HETHOCARDAMOL,
TABLET; ORAL
144/
@ BARR LABS

KRR DRUG PRODUCT LIST /7 CUMULATIVE SUPPLEMENT NAGER 8 /7 JAN'€A - AUG'0S8

0.33/n
0.5/

/18:63/
184/

/ddds/
500MG

HETHOTRERATE SODIUM
INJECTABLES INJECTION
NETHOTREXATE
N71786 001 ~ LEDERLE LABS EQ 1M BASE/VIALM
AUG 05, 1988
N70804 001
AUS 17, 1987 ap PHARMACREMIE EG_25MG BASE/MIM
N71806 001
AUG 05, 1908
N71805 001
AUG 05, 1988 METHOXSALEN
N71275 001 CAPSULE; ORAL
JUL 27, 1988 IRALE
N71018 001 1881 JTEYOER/ MRS/ 11d8/
JUL 27, 1988 8-MoP
/N7ddd4/ddl/ ELDER PHARMS 1045
0871371984/
/\#ddds/dd1/
JRUS/135/18837 METHVCLOTHIAZIOE
N72190 001
JUN 07, 1988 TABLET3 ORAL
N71855 001 HERWOLOTMEATIDG
JUL 14, 1988 >_ADD > AB CORD LAPS 2.5Mem
N71726 001 > ADD >
JUL 14, 1988 >_ADD > AB EMG
> Ann >
N15874 002 HETHYLDOPA
N15874 001
TABLET; ORAL
N72054 001 METHYLDOPA
JUN 23, 1988 AB CORD LABS 125Mcn
N72055 001
JUN 23, 1988 B HALSEY DRUG 1256
N72024 001
JUN 28, 1988 AB 250Men
N72025 001
JUN 28, 1988 a8 500MGa
N71013 001
JAN 25, 1988 a8 SIDMAK LABS 1256
N71014 001 ‘
JAN 25, 1988 A 250MGx
. 500Meat
8448/ dd1/
N84988 001

23

N11719 009
APR 07, 1988

§89188 001
JUL 08, 1988

INS3d4d/dd1/

N09048 001

89835 001
AUB 18, 1983
N89837 001
AUS 18, 1983

N71700 001
MAR 02, 1988
N71751 001
MAR 28, 1988
N71752 001
MAR 28, 1988
N21753 001
MAR 28, 1988
N72126 001
JUL 07, 1988
N72127 001
JUL 07, 1938
N72128 001
JUL 07, 1988




RX DRUS PRODUCT LIST ¢ CLMULATIVE SUPPLEMENT NUMBER 8 2 JAN'83 - AUG‘'8D 3%

METOCURINE JODIDE
TADLET, CONTROLLED RELEASE3 ORAL INJECTABLES INJECTION
METOCURINE D0DX0R
J MD PHARN 20Mem Na9601 00l ap QUAD PHARMS Fai L] N8%443 001
AN 01, 1988 JUN 01, 1988
BETALTN-R HETVRING 200308
AR CIBA PHARM 2048 N18029 001 AP LILLY MM N06632 003
MAR 30, 1982
MEZLOCILLIN SODIUM. HMONOHYDRATE
METHYLPREDNISDLONE
INJECTABLE; INJECTION
TABLET; ORAL MEZLIN
MEBRO, MILES PHARM EQ 200M BASE/VIALM N50549 005
28 UPJONN 2908 N11183 005 MAR 02, 1988
an 226 N11153 006 EQ 208M BASE/VIALM N62372 004
HETHYLPREDUEIDLONE MAR 02, 1988
AB PAR PRARM Jeen N39207 Q01
APR 25, 1938
AR 2aken N89208 001 MINOXIDIL
APR 25, 1988
aB 22M6n Na9209 001 > ADD >  SOLUTION; TOPICAL
APR 25, 1988 >_aph > ROGAINE
>_app > UBJONN 2/ N19501 001
> _ADD > AUG 17, 1988
HETOCLOPRAMIDE HYDROCHLORIDE
TABLET; ORAL
INJECTABLE; INJECTION MENDDYL
METOSLOPRAMERE WOl AB QUANTUM PHARMCS 2.5Men N72153 001
>_ADD > AP MAURRY BIOL ESQ_10MB BASE/2MIm N70892 001 JUL 13, 1988
> ADD > AUB 26, 1988
SYRUP3 ORAL NITOMYCIN
METORLOPRAMEDR N
>_ADD > AA BARRE NATL £6 516 BASE/BMIn N71240 001 INJECTABLES INJECTION
> _ADD > AUG 18, 1938 MUTAMYCIN
BRISTOL MYERS 4OMG/VIALM N62336 003
TABLET; ORAL MAR 10, 1988
SLOPRA
1] QUANTUN PHARNCS EQ BMG BASEW N72384 001
AN 02, 1988 MORPHINE SULFATE
HETOCLOPRANEDE MOL
B SIDMAK LABS EQ._310M5 BASER N71250 001 INJECTABLE; INJECTION
FEB 03, 1928 HORPMINE SULFATE
REBLAN AP ABBOTT LABS 0. 5MG/MLM N71849 001
B ROBINS £9 55 BASE N17854 002 MAY 11, 1988
MAY 05, 1987 AP MG/ N71850 001
MAY 11, 1988

Y
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RX DRUG PRODUCT LIST # CUMULAVIVE SUPPLEMENT NRBER 8 / JAN‘E8 - AUG:88

MORPNINE SULFATE NITROFURANTOIN
TABLET, CONTROLLED RELEASE; ORAL > DLT. >  /eAPSUNE {/GRAL/
MS CONTIN SOIT > /NATRAFURANTAIN/
PURDUE FRDRK 60MGH N19516 002 >_ DAY > JBOLAR/ Y /sdm/
APR 08, 1988 > ADD > 2 BOLAR PHARM
> DT> lidd#l
>_ADD > 9
NAFTIFINE HYDROCWLORIDE
TABLETS ORAL
CREAM; TOPICAL :
NAFTIN 148/ /iddid/
HERBERT LABS 1 N19599 001 5 BOLAR PHARM 100M6
FEB 29, 1988
NITROFURANTOIN, MACROCRYSTALLINE
NALIDIXIC ACID
CAPSULE; ORAL
TABLET; ORAL
NALTD ACTE aB NORNICH EATON 50MG
AB DANBURY PHARMA 250M6m N71936 001 AB 100MG
JUN 29, 1588 : JUN 28, 1988 CTROFURANTOZN MACROCRYSTALLINE
A8 S00MGR N72061 001 aB BOLAR PHARM E0MEY
JUN 29, 1988 i JUN 28, 1988
4 igm N71919 001 AR 100MGs
JUN 29, 1988 ¢ JUN 28, 1988
NALOXONE HYOROCHLORIDE NITROBLYCERIN
INJECTABLE; INJECTION INJECTABLE INJECTION
AE  ELKINS SINN 0,046 /MM N71272 001 AR LUITPOLD PHARMS SHG ML
HAY 24, 1988
Ap AMGALm N71273 001 ap Bie/MLM
o MAY 24, 1988
ANGAlm N71274 002 OINTMENTS TOPICAL
MAY 24, 1988 I VCERIN
A MG/t N?71287 001 NITROGLYCER .
MAY 26, 1988 ALTANA 2/
AP INTL MEDTN SYS e/ N72076 001
© MAR 24, 1988
—— APR 275 1908 MIZATIDING
N 1)
.\ HARSAN PHARMS 2,4MG/MI N71811 001 .
CAPSULE; ORAL
JUL 19, 1988
AXID
AP DUPONT CRL CARE 0, 4MG/MLM N72083 001 LILLY 150MGw
JUL 28, 1988 300MeR
AP p Le¥a I N7108% 001
JUL 28, 1988
ae AMGAm N71311 001

JuL 28, 1988

é

0
1
EX ]

hiop
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/M#&/Mi/
/N##/Mé/

/isdsai/ddd/
N80447 002

N16620 001
N16620 002

N70248 001
JUN 24, 1988
N70249 001
JUN 26, 1988

N71492 001
MAY 24, 1988
N72034 001
MAY 264, 1988

N37355 001
JUL 08, 1988

N19508 001
APR 12, 1988
N19508 002
APR 12, 19838




RX DRUG PRODUCT LIST ¢/ CRAMULATIVE SUPPLEMENT NUMBER 8 7 JAN'G8 - AUG'08

NORTRIPTYLINE HYDROCHILORIDE
CAPSULE; ORAL
AVENTYL NHCL
[:1) LILLY EQ 10MG BASE
1681 JEQ/L8Ne/RRSE/
iy, vty
PAMELOR
BD SANDOZ PHARMS EQ 10MGC BASE
rh JEQITRS /RS
T8¢ ey
NYSTATIN

CREAM; TOPICAL
NYSTATIN
AT NASKA PHARMA

SUSPENSION; ORAL
HYSTATEN
AA THAMES PHARMA

QXAZEPAN
CAPSULE; ORAL
QUAZEPAN
AB AM THERPTCS
AR

> ADD > AB BARR LABS

>_ADD >

> ADD > AB

>_ADD >

>_mJ_> /8p/

>_m_> /8p/

> PLY >
AB CHELSEA LABS
aB

100,000 YNITSANR

Nl4684 001
N14684 002

4
B

N18013 003
N18013 002

1)
Riecsery

N62942 001
JUN 13, 1988

N62876 001
FEB 29, 1988

N71955 001
MAR 03, 1988
N71956 001
MAR 03, 1988
N71957 001
MAR 03, 1938
N71025 001
AUG 10, 1987
N71026 001

d3s/dd
" ?Eésﬁi%s??
1808718, /19831

N71651 001
MAR 02, 1988
N71662 001
MAR 02, 1988
N71663 001
MAR 02, 1988

24

OXAZEPAM
CAPSULE; ORAL

QuAZERAN
AB CORD LABS
AB

1881 IRV AR/
189/
/ép/

2 MYLAN PHARMS
?
?

PUREPAC PHARM

2ENITH LABS

&aakie

36

N71813 001
APR 19, 1988
N71756 001
APR 19, 1988
N71814 001
i
19Cc1/24. 11983/
[NHL14/4d1/
/9ct/2d ./;(g d;/

N71713 001
OCT 20, 1987
N71716 001
OoCT 20, 1537
N73i715 001
OCT 20, 1987
N72251 001
APR 14, 1988
N72252 001
APR 1%, 1988
N72253 001
APR 14, 1988
N70943 001
AUG 03, 1987
N7094%¢ 001
AUG 03, 1987
N70945 001
yi
oy
Iiaiaist
et
I

N15539 002
N15539 004
/12244/d3/
15539/dd4
i




OXAZEPAN

AB
AR
a8

CAPSULE; ORAL

QUANTUM PHARMCS

OXYBUTYNIN CHLORIDE

AR
AB

TABLET; ORAL

P
MARION LABS
e
PHARM BASICS

ACY! R
CAPSULE; ORAL

/84/

2 PUREPAC PHARM

ETRACYS

PANCURONIUM BROMIDE

ErEERE RBRBER

E R

ELKINS SIMNN

ASTRA PHARM PRODS

QUAD PHARMS

RX DRUG PRODUCT LIST / CAMULATIVE SUPPLEMENT NUMBER 8 / JAN'88 -~ AUG'88

INJECTABLE; INJECTICN

PANCURONI\M BROMIDE
INJECTABLE; INJECTION
PAVULON
p L N70650 001 AP ORGANON e,
HAR 01, 1988 ap 2MG/ML,
15MGR N70640 001
MAR 01, 1988
J0bic N70641 001 PAR A
MAR 01, 1988 ,
/¢s/5ﬂ¢£ﬂmf $/0RAL/
164/ ..%Aﬁ:’-/ /3ddidhi/
SOLUTION; ORAL
DO
BHG N17577 001 AA ABBOTT LABS 200MG/ML,
Shicn N70746 001
HAR 10, 1988 PENICILLAMINE
CAPSULE; ORAL
H CUPRIMINE
>_ADD > MSeD 12546
> OLT > 11¢sv/
, , > _ADD > 250M6
Mgdéds/ddl/ > > 1288/
EQ 250MG BASE N60634 901
TABLET; ORAL
DEPEN 250
>_ApD > WALLACE LABS 250MG
> LT > /288ve/
AMG/MLN N72058 001 PENICILLIN G POTASSIUN
MAR 23, 1988
2M6/HLn N72059 001 POWDER FOR RECONSTITUTION; ORAL
" ire0eo oo1 TR IR /480:000 BNT4ISN
2Me/ N72060 001 144/ /494:400 "hiitdldi/
MAR 23, 1988 3 PUREPAC PHARM 400,000 UNITS/5ML
Pl cZdxl N N72210 001 TABLET; ORAL
HAR 31, 1988 inns
2MG/ML3 N72211 001 / /ﬂii
MAR 31, 1988 / /
2M6/MLm N72212 001 9 PUREPAC PHARM 250,000 UWNITS
MAR 31. 1988 a 400,000 UNITS
216/Mbn N72213 001
MAR 31, 1988
MG/ N72209 001
JN 03, 1988
2M6/ML5 N72208 001
JUN 03, 1988

27

37

N17015 €02
N17¢15 001

Ingépds/asz/

N06800 002

N19853 002
/isd316/882/
N19853 001
Insdipé/881/

N19854 001
/i3d491/ 981/

/881748/482/

N61740 002

dd
g
}61588 002
H61588 003




RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER @8 / JAN'88 - AUG'8B 38

BENICILLIN V POTASSIUM
POHDER FOR nsconsururlow. ORAL

184/

?® PUREPAC PHARH
TABI.ET, ORAL

-2

3 PUREPAC PHARM EQ 250MG BASE
? £Q 500MG BASE
PERPHENAZINE
/svwg/%/
/#Hﬂ#l“/ 14880/
3 SCHERING 2MG/BML
PHENDIMETRAZINE TARTRATE
TABLET; ORAL
/
/
/ :
2 BARR LABS 35MG
2 354G
? 356
? 35MG
? 35MG
? 35MG
? 3545
PHENTERMINE RESIN COMPLEX

CAPSULE, CONTROLLED RELEASE; ORAL

B9 206 BASE
£9.30MG RASEm

TOMAMIN-T0
AR PENNHALT
AR QUANTUM PHARMCS

EQ 250MG BASE/SHML

111758/46%/

N61758 002

[¥1571/4d8/

ﬂﬁi#i/ﬂ!ﬂ/
N61571 002

N61571 003

IN11294/4d2/

N1129%4 002

N83686 001
NB3687 001
NB4831 001
N84834 001
N84835 001

N11613 902

N89120 001
FEB 04, 1988

SYRUP; CRAL
>_DLT > /
AT %ﬁﬁvﬁ’ﬂm 4
> > /80084 dbid/ i/ / ﬁ%ﬁ%g%
[BiBERACELAZ1NGE /
JTABLEL L/ ORAL/
faotoé/
1884/ PAdis/ /ﬁﬁﬁ/ /i13618/441/
F] DOM PHARMS N13615 001
/##/ /N13618/442/
] N13615 002

SOLUTION; ORAL

ocL
13/ KBBS11/ 483/ /6 “ 'édﬂyj; ,;7 PO 1E80E/ 100013

/1.2 mm/ [Nid244/d41/

JAPR/34,/198/

ABBOTT LABS 6GM/100ML ; 75MG/100rL 3 168HG/ 100ML 3

146MG/100ML 3
1.296M/100ML N19284 001

APR 30, 1986

03 POTA HLOR
c ; ORIDE ; T

POWDER FOR RECONSTITUTION; ORAL

iﬁLLilw &t

3 nlI s 1# /“1/
>ToLT > JAPRI28- 11988/
>_ADD >
> ADD > AR DYNAPHARM 227, 1OH/PACKET; 2, O20H/PACKET
>7ApD > 6,36GM/PACKET s
>_ADD_> 21.5GM/PACKET N71320 001
>_ADD > APR 20, 1988
SOLYTE
AB  REED & CARNRICK 227, 1GM/PACKET 52, 82GM/PACKET ;
6, 36GM/PACKET 5, 53GM/PACKET >
N18983 00%
OCT 26, 1984

2 ¥




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MWRBER 8 / JAN'G8 - AUB°88 39

POTASSIUM CHLORIDE PREDNISOME
> ADD >  GRANULE FOR RECONSTITUTION, CR; ORAL TABLET; ORAL
>_ADD > MICRO-K LS
>_ADD > ROBINS 20MEQ/PACKETH N19561 003 B SUPERPHARM R N88855 001
>_ADD > AUG 26, 1988 ' OCT 25, 1984
AB oM ¥88866 001
INJECTABLE; INJECTION OCT 25, 1984
AP W 2MEQ/MLE N89163 001 s an oc'ragg”lgg:
MAR 10, 1988 168/ /3981 [Naddds/dd1/
J961/28,/1444/
TABLET, CONTROLLED RELEASE; ORAL 184/ 1188/ [Nadase/dd1/
POTASSIUM CHLORIDE oy Py /d;.f 24 %Iggﬂ
>_ADD > BC  ABBOTT LABS aMEGH N18279 002
>_ADD > AUG 01, 1988 /% /:!5../;{.4#/
PREDNISOLONE PrROBUCOL,
TABLET; ORAL TABLET; ORAL
PREDNISOLONE LORELCO
[8R/ [BA%R/LABS/ 188/ 1844281462/ MERRELL DON 500MGx N17535 002
R Igfg;:ﬁﬁl/.ms EMG N84%26 002 JUL 06, 1988
> _DLY > )
> QLT > JBR/  /PPipiARIECS/ 1898/ /nd999/4d1/
>_ADD > 3 PFIZER LABS MG N09996 001 PROCATNAMIDE HYDROCHIORIDE
INJECTABLE; INJECTION
PROCATNAMIDE BOL
AP PARNER CHILCOTT 100MG/A40N N89528 001
>_ADD >  SOLUTION/DROPS; OPHTHALMIC HMAY 03, 1988
>_ADD > VASOCIDIN AP S00MEALN N89529 001
>_ADD > IOLAB PHARMS EQ 0.237 PHOSPHATE;10%s N18988 001 HMAY 03, 1988
>_ADD > AUS 26, 1988
PROCHLORPERAZINE EDISYLATE
PREONISONE
SOLUTION; ORAL
PREDNISONE AP N89523 001
>_ADD > AA MY K LABS EMB/5MLI N89726 001 MAY 03, 1988
>_ADD > AUG 02, 1988 ap QUAD PHARMS EQ_SM5 BASE/MIM §N89637 001
>_ADD > AA ROXANE LABS EMG/EML, N88703 001 FEB 01, 1988
>_ADD > NOV 08, 1984 ap £9_5He BASE/MLM ¥39638 001
FEB 01, 1988
AP STERLING DRUB EQ_5MG BASE/MLM N39703 001
APR 07, 1988

> 17




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 8 / JAN'83 - AUG'88
PROPRANOLOL_HVDROCHLORIDE

PROMETHAZINE HYDROCHLORIDE
INJECTABLE; INJECTION
PROMETHAZINE tiDL
AP MARSAM PHARMS 25MBMLm
AP E0MBAML
TABLE'I'S ORAI. HeL
/MWM#/ f /
) )
9 BARR LABS 12 SMG
3 o

>_ADD > PROPIOLACTONE
>_ADD > SOLUTION; IRRIGATION

> ADD > BETAPRONE
>_ADD > FOREST PHARM N/A
PROPOXYPHENE HYPROCHLORIDE

CAPSULE; ORAL

144/ %ﬁﬁ% 1488/

65MG
148/ /mn/uw 14844/
2 BARR 65MG
PROPRANOLOL_HYDROCHLORIOE
TABLET; ORAL
4B INVAMED 10MEm
a8 20tGn
4B 40oMEn
48 SoMen
2B SoMEm
A8 20M6n

TABLET; ORAL

FROPRANOLOL HOL
NB89463 001 AB LEDERLE LABS

HAY 02, 1988
N8%677 001
HAY 02, 1988

B B

/ $§/ 91/ .
5 % dﬂ; 184/ /ign/

N84555 001 @ LEMMON
Na4554 001

NB4557 001 168/  [PARE/BAVES/

AB SIDMAK LABS

%

N11657 001

SUPERPHARM

/n83184/481/

N83184 001

/rs31de/ 461/

N83186 001

EEBBEBRBE

N71658 001 ZENITH LABS
JUL 05, 1988
N71687 001
JUL 05, 1988
N7168v 001
JUL 05, 1988
N72197 001
JUL 05, 1988
N71689 001
JUL 05, 1988
N72198 001
JUL 05, 1988

40

EBEREBBBE

HARNER CHILCOTT

10Men
2oven
4oMcn
8oken

J10%/
10M6

/1dvd/
plouc
200
40Hen

40

N72117 001
JUN 23, 1988
N72113 001
JN 23, 1988
N72119 001
JUN 23, 1988
N72120 001

74 d
i

N70232 001
i
/#l’/#./i“ﬂf
N71972 001
APR 06, 1988
N71973 001
APR 06, 1988
N71974 001
APR 06, 1988
N71975 001
APR 06, 1988
N71976 001
APR 06, 1988
N71977 001
APR 06, 1988
N71515 001
JUN 08, 1988
N71516 001
JUN 08, 1988
N71517 001
JUN 08, 1988
N71518 001
JUN 08, 1988
N70438 001
SEP 15, 1986
N72063 001
JuL 29, 1988
N72066 001
JUL 29, 1988
N72067 001
JUL 29, 1988
N72068 001
JuL 29, 1988
N72069 001
JUL 29, 1988
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMUMBER 8 / JAN'88 - AUG'88

PROTAMINE SULFATE
INJECTABLE; INJECTION
148/ /iﬁ%’/ /) 61415/“1/
: 1
/ﬁ/ ’ Y /Klllgﬂé %4& /
3 UPJOHN 50MG/VIAL N07613 001
3 250MG/VIAL NO7613 002
AUG 02, 1984
Aitstsro/
/HS(.éf’ /MU
fEstiovis
/)WKHIW;H/ /ﬁ i#/ /816 168/ 462/
3 PARKE DAVIS N16768 002
/d f-r‘ﬂ/ IN1168/ 843/
? 0.2H5 N16768 003
RAUWOLFIA SERPENTINA
TABLETS ORAL
RAUVAL
BP  VALE CHEM 50MG N09108 002
# /18dis/ /1id9148/dd4/
BP 100MG N09108 004
13/ /548/ /Nd9144/6d2/
RESERPINE
TABLET; ORAL
RESERPINE
188 [eARR/ABS/ 184508/ /n8di21/dd2/
@ BARR LABS 0.25MG N80721 002
RESERPINE; TRICHLORMETHIAZIDE
fﬁﬂ dﬂri ;MEH/# ERpINE/
>_2LI_> /#// : ﬂ /AN W ﬁiﬂﬁm /Ngs24s/dd1/
>_ADD > a BOLAR PHARM o ms,rms N85248 001

Y

COBARBITA
CAPSULE; ORAL

S0DTUY 8

164/ /146dd/
9 BARR LABS 100MG
WM BICA ; TAC

GRANULE, EFFERVESCENT; ORAL
BAROS

> ADD > LAFAVETTE 460MG/GH G20MG/CM
> ADD >
> BLY > THALCANCHRgg T/ [4gdng/eniataig/an/
> !!!T >
SODIW CHLORIDE
INJECTABLE; INJECTION
DEUM_CHLODZD %
ap KENDALL MCGAW 900MG/100MLM
DI €H 0,652 IH P
AP ABBOTT LABS %50MG/100ML}
AP KENDALL MCGAW 450MG/100ML
CONT,
AP KENDALL MCGAW 3GM/100MLM
ap TRAVENOL LABS 3CM/100ML
W CHLOREDE S 2 AL AL AN ARNE
ap KENDALL MCGAW 5GM/100MLM
&p TRAVENOL LABS EcM/100M1,
SODIURM NITROPRUSSIDE
INJECTABLE; INJECTION
NITROPRESS
>_ADD > ABBOTT LABS 25MB/MLIt
> Ann >

@l

/084225/481/
N84225 001

N18509 001

4
By

N19635 002
MAR 09, 1988

N19759 001
JUN 08, 19838
N19635 001
MAR 09, 1988

N19635 003
MAR 09, 1988
N19022 001
NOV 0, 1983

N19635 004
MAR 09, 1988
N19022 002
NGV 01, 1983

N71961 001
AUG 01, 1988




RX DRUS PRODUCT LIST / CURMULATIVE SUPPLEMENT NUMBER 8 /7 JAN'88 - AUG'E8 42

SODIWM_SUCCINATE SuLINDAC
INJECTABLE; INJECTIW TABLET; ORAL
SODIUM SUCCI
/ﬁLKiNS/#.’W/ /38%/ /Radsié/ 461/ AB MS&D 15046 N17911 001
@ ELKINS S 307 N80516 001 AB 20046 N17911 002
AB AM THERPTCS 150Mca N72171 001
SYIRONOLACTONE WAY 23, 1%88
AB 200H6R N72172 001
TR ot A AB DANBURY PHARMA 150Mcs m:l?i:;llzg:
oL o/kd TTSRINASY /i I838341001/ APR 05, 1990 : HA oo 1ons
>_ADD > @ LEDERLE LABS 25MG N8763% 001 AB 200Mcn N71795 001
APR 03, 1990 : MAR 03, 1988
SULFAME HOXAZOLE
TECHNETIUM TC-99M ETIDRONATE KIT
TABLET; CRAL
1647 TR et JATAYIAAL/ > DLT > B SAmS Tebids
[305/28,/1483) > oot >/4¢/ ) I1#664/4681/
2 BARR LABS 500MG wfs;;wlo?g; >..MLL /a MEDI pm/rsxcs N/A N17667 001
’ >‘m'g|1 >/4e/ %ﬂéxdouﬂ /8l /M1768% doL/
> ADD > OSTEOSCAN
W >_ADD > MALLINCKRODT N/A N17454 001
SUSPENSION; ORAL
TRIMETW/SULEA TEMAZEPAM
AB NASKA PHARMA 200MG/5ML, ; 40ME/5MLN N72289 001
MAY 23, 1988 CAPSULE; ORAL
A 200MG/5ML 5 4OME/SHLM N72398 001 TEMAZEPAN
MAY 23, 19538 AB CORD LABS 15Mcn N71427 001
AR 200M5/5ML, 5 SOMG/5HLH N72399 001 JAN 12, 1988
MAY 23, 1988 AB 20Mea N71428 001
JAN 12, 1988
SULFISOXAZOLE
RA, Y
T% TABLET; ORAL
/64/ [ /8ddd/ /g4d31/d61/ HYTRIN
500MG NB84031 001 [3/ 488811/ 483/ /14%e/ /N19d57/4d4/
>_DLT_>/4d/ /J-ﬂdtﬂkﬁ/m!#/ /84dnd/ /i8644/461/ JAVE/83 11483/
>_ADD > @ LEDERLE LABS 500MG NB76%9 001 ABBOTT LABS 10M6 M;l:(;571093‘;

Y F




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENY NARMBER 8 / JAN'68 - AUB'88 %3

TERCONAZOLE ocondgoLe/
SUPPOSITORY; VAGINAL fétu'mtﬂf.lytétmd
TEORTHG P N et 14:84 IL4388/841/
ORTHO PHARM 80MER N19641 001 .' 4
MAY 26, 1988 [0EE/38, 11888/
@ ROERIG 6.57 N19355 9001
DEC 30, 1986
TETRACYCLINE HYDROCHLORIDE
CAPSULE; ORAL > ADD > TIOPRONIN
> ADD > AB LABROS ATRAL 250160 N62752 001 > ADD >  TABLET; ORAL
>_ADD > AUG 12, 1988 >_ADD > TIOPRONIN
> ADD > AB 500MGR N62752 002 >_ADD > UNIV TEXAS 100MGn N19569 001
> ADD > AUG 12, 1988 >_ADD > AUG 11, 1988
AR VITARINE 2506 N61471 001
TOLAZAMIDE
THEOPHYLLINE
TABLET; ORAL
ELIXIR; ORAL TOLAZAMEDE
THEOPHYLLINE AB PHARN BASICS 200MGx N71355 001
AA NASKA PHARMA BOMG/1EMLM N89223 001 JAN 11, 1988
MAY 27, 1988
INJECTABLE; INJECTION TOLBUTANIDE
ap TRAVENOL LABS — “N18649 006 TABLET; ORAL
NOV 13, 1985
— N 1681 TR RS/ INS4141/881)
AP ABBOTT LABS 220MG/100MLM N19211 006 2 BANMAX PHARMS 500MG N36141 001
JAN 20, 1988
TABLET, CONTROLLED RELEASE; ORAL TRAZODONE HVDROCHLORIDE
THEOLAIR-SR
BC RIKFR LABRS 250M6 N86363 002 TABLET; ORAL
13588/ %ﬁé?ﬁi}”;/ AB MEAD JOHNSON A50M6 N18207 003
' 1 LTi8 11983/ MAR 25, 1985
TRAZODONE_HOL
AB PUREPAC PHARM 50Men N71636 001
THIORIDAZINE WYDROCHLORIDE ' APR 18, 1988
aB 200MGx N71516¢ 001
TABLET3 ORAL APR 18, 1988
THIORTDAZINE Mol >_ADD > TRAZODONE HCL
AB PAR PHARM 150MGm N89764 001 >_ADD > AB SIDMAK LABS 50MG N71523 001
FEB T9, 1988 >_aDD > DEC 11, 1987
4B 200MGx N89765 001 >_ADD > AB 100MG N71526 001
FEB 09, 1988 > __Q_p_> DEC 11, 1987
- Hes = R 15, 1984 18l Ity iy JNH1834/981)
MAR 15, 1984 > _pg_>
' OEC/ 1111483/

4>




RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NMUMBER 8 ¢~ JAN'83 - AUG'88 o

TABLET; ORAL Kolutioni/orat/
TRAZON-150 RYELOS/
ap  SToMAK uAss 150MGm N71525 001 TRERARLY/ 000/ 11888 Ii8848/883/
/ . MAR 09, 1988 ? MERRELL DOH 1.5GM/15ML N16830 001
> >
;_m‘m‘;/w B ey 14884/ W ity ouit
-RLL. JRERRELL/ 000/ 11840/ Ii8808/492/
2 MERRELL pOH 75046 N16809 002
IRTAMCINOLONE
TABLET; ORAL JRIDIHEXETHYL, CHLORIDE
1881 TRARRIRES] 138/ AROECHABLE S HhdEeHON
NJ) H
TR/ ey JokiRELoN ,
i, it JSROERSEICARS)  JAONNY JR9333/861/
;g;; ﬁ:ﬁ; 9 LEDEKLE LABS 10MG/ML N09729 001
i, Javes
9 BARR LABS 2M6 JRIFLUOPERAZINE HYDROCHLORIDE
? 2M6 N3431a 001
? MG N84267 001 TABLET; ORAL
° oG NB4319 001 TRIFLUOPERAZINE CL
? 8% N84268 001 4B BOLAR PHARM £Q_IMG BASEM N85975 001
E] MG N84320 001 JUN 23, 1988
aB EQ_2MG BASEM N85976 001
JUN 23, 1988
JRIAMCINOLONE ACEVONIDE AR £Q_SMG BASEM N85973 001
JUN 23, 1988
CREAM; TOPXICAL AB EQ _10MG BASEM N88710 001
% . JU 23, 1988
> LT >/&1/ #ihds/ 1888/ [agsgrasss
> LY > mw 5 :l 3/
>TADD > 9 SAVAGE LABS 0.5% TRIMETHOPRIM
> ADD > NAR 2 1983
TABLET; ORAL
IRRE
JRIAZOLAN AB SARR LABS 100MG N70494 001
144/ /44688/ "‘.'315235733?/
TABLET3 O J&s  Jeeems/ 490000 [IN70495/0¢f
oy 1426 JL149 /482 13/ 1140/ "éﬁ’ S
PR, Pty
@ UPJOHN .86 N17892 002 -] 200MG N70495 001
NOV 15, 1982 MAR 14, 1986

1Y




RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NWAMBDER 8 / JAN'GS -~ AUG'8B

JRIPELENNAWINE HYDROCHLORIDR
TABLET; ORAL
184/ ) /4ddg/
@ BARR LABS 50MG
TUBOCURARINE CHLORIDE
INJECTABLE; INJECTION
>_ADD > AP QUAD PHARMS 3MC/MLM
>_ADD >
URSODIOL
CAPSULE; ORAL
ACTIGALL
3 CIBA PHARM 150MG
300M6
JoEGRSIL/
[81PAARNER/ [18és/
/3dde/
YANCOMYCIN HYDROCHLOREDE
INJECTABLE; INJECTION
ap LYPHOMED EQ _1GM BASE/VIAL
Ap EQ_5GM BASE/VIALM
Ap LILLY £9 16N BASE/VIAL
AR EQ_16M BASE/VIAL
ap EQ 1GM BASE/VIAL
Ap EQ_16M BASE/VIAL
ap EQ_10GH BASE/VIAL

YANCOMYCIN HYOROCHLORTDE
INJECTABLE; INJECTION
/d#44/ddx/ ap LEDERLE LABS
N8074% 001
AR
Ap
N89%42 001
AUG 12, 1988 >_ADD > AP ABBOTT LABS
> Agg >
>_ADD > AP
> é!!g >
>_ADD > AP ELKINS SINN
> AEQ >
>_ADD > AP
N1959¢ 001 >_ADD >
DEC 31, 1987 AP QUAD PHARMS
N195% 002
DEC 31, 1987 ap
N1dsd4/ddl) > app >
/ﬂ;ﬁﬁéé‘/‘;% 2; :_m_: AP ADRIA LABS
[oEc/31:/1983/  >_ARD > AP
> Aﬂg >
VERAPAMIL HVDROCHLORIDE
TABLET; ORAL
N62663 002
JuL 31, 1987 %ﬂ#/
N62663 003
JUN 03, 1988 aB SEARLE PHARMS
N60180 002 2
MAR 21, 1986
N62476 002 TSOPTIN
MAR 21, 1986 aB KNOLL PHARM
N62716 002
MAR 13, 1987
N62812 002 a8 CORD LABS
NOV 17, 1987
N62812 003 AB
NOV 17, 1987

s

£Q._16M BASE/VIALR
EQ 56N DASE/VIAL

£Q_10GM_DASE/VIALM
EQ 26GM BASE/VIALM

lisde/
4oMen
160M5

a8

N62682 002
MAR 30, 1988
N62682 004
HMAY 11, 1988
N62682 005
MAY 11, 1988
N62682 003
MAY 11, 1988

N62911 001
AUG 04, 1988
N62912 001
AUG 04, 1988
N62879 001
AUG 02, 1988
N62879 002
AUG 02, 1988
N62845 001
JUL 15, 1988
N62845 002
JUL 15, 1988

N62956 001
AUG 01, 1988
N62956 002
AUG 01, 1988

JLAaLH 454/

IPEB/23, 1958/

N18817 003,
FEB 23, 1988

N18817 004
FEB 23, 1988

N18593 003
NOV 23, 1987

N71423 001
MAY 26, 1938
N71424 001

'MAY 25, 1988




RX DRUS PRODUCT LIST / CLMULATIVE SUPPLEMENT NMUMDER @ /7 JAN'@3 - AUG'88 46

VERAPAMIL, HYDROCHLORIOE RYLOSE
TABLET; ORAL ORAL
VERAPAMEL MOL ,
AR LEDERLE LABS 80HGw N71880 001 1887 JEES 1488/ /ddaiiddt/ /N18488/dd1/
APR 05, 1988 INAR/28., 11987/
AB l20Mem N71881 001 2 LVNE LABS 256M/ROT N18856 001
APR 05, 1988 MAR 26, 1987
AB MUTUAL PHARM soMen N71488 001
JAN 13, 1988
AR 120Mem N71489 001
JAN 13, 1988
VINCRISTINE SULFATE
INJECTABLE; INJECTION
VENCREX
AP BRISTOL LABRS EMe/VIALR N70867 001
JUL 12, 1588
AP BULL LABS Ric/vialn N71559 001
APR 11, 1938
AP 246/VIALR N?71560 001
APR 11, 1988
AP EMG/VIALK N71561 001
APR 11, 1988
AP QUAD PHARMS iMB/VIAL N71222 001
MAR 07, 1988
AP 2MB/VIAL N71223 001
MAR 07, 1988
AP BMG/VIAL N71937 001
MAR 07, 1988
VINCRISTINE SULFATE PFS
AP BULL LABS esum N71484 001
APR 19, 1988
HATER FOR INJECTION, STERILE
2 A5 0 il b ARG i Sl ey il
AP BAXTER 1007m N18632 002
APR 19, 1988
AP KENDALL MCGAR 100m N19633 001
FEB 29, 1988
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OTC DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 8 / JAN'G8 - AUG'S88 LY 4

ACETAMINOPHEN >_ADD >
SUPPOSITORYS RECTAL >_ADD > SYRUP; ORAL
TYLENOL >_ADD > PHENERGAN DM
MCNEIL CONSUMER 120M6 N17756 002 > _ADD > WYETH AYERST LABRS 18MG/5ML. 36 . 28MG/75MLA N11265 003
IENELE/LABYY [i3de/ MNivgserday T A0S L, 1588
ot RISy
HYDROCORTISONE

OINTMENT; TOPICAL
RC (HYDROCORTISONE )

> DLT > /,1‘55 'L, 45#}‘#;1 fﬂlﬂﬂ.ﬂ(st‘/ﬁpn/ C2M PHARMA 0.52 N30481 001
> DLTY > m |
> DLr > JESPLEN Pk 11ieiisnd/ [N31499/4d1/
> DLT > 1078211883/ IBUPROFEN
TABLETS QORAL
>_ADD > IBU-TAB 200
>_ADD > ALRA LABS 200MG N71057 001
TABLET, CONTROLLED RELEASE; ORAL >_ADD > AUG 11, 1988
>_A0D > BROMATAPP IBUPROFEN
>_ApD > COPLEY PHARM 12MG; 75M6 N71099 001 DANBURY PHARMA 200MGx N71905 001
> _ADD > JUL 02, 1987 MAR 08, 1988
INTERPHARM 200MGt N72199 001
MAY 23, 1988
CHLORPHENTRAMINE MALEATE INVAMED 200MGH N71807 001
FEB 25, 1988
CAPSULE, CONTROLLED RELEASE; ORAL MEDICOPHARMA 200MG N71639 001
>_ADD > CHLORPHENIRAMINE MALEATE FEB 02, 1988
>_ADD > CORD LARS 12MGn N70797 001 MYLAN PHARMS 200MGn 1171870 001
>_ADD > AUG 12, 1988 MAY 05, 1988
PRIVATE FMLTNS 200MGH N72299 001
JUL 01, 1988
ZENITH LABS 200MG N72060 001
APR 29, 1988
CAPSULE, CONTROLLED RELEASE; ORAL NUPRIN
>_ADD > PSEUDOEPHEDRINE HCL AND CHLORPHENIRAMINE MALEATE BRISTOL MYERS 200MGH N72035 001
>_ADD > CENTRAL PHARMS 8MG; 120M6n N19%428 001 FEB 16, 1988
>_ADD > AUG 02, 1988 200MG2 N72036 001
FEB l6, 1988
JUA 1£ddns/ /N1, 1:!/ 1/
DEXBROMPHENIRAMINE MALEATE; PSEUDOEPHEDRINE SULFATE /Mflid /1 d 4/
124dr8/ /N19d12/4d3/
TABLET, CONTROLLED RELEASE; ORAL YA VEIHGEr )
RESPORAL 9 UPJORN 200MG N19012 001
PIONEER PHARMS 6MG 3 120M6n N89139 001 MAY 18, 198¢
JUN 16, 1988 9 200MG N19012 003
JUL 29, 1987

L/’]




OTC DRUG PRODUCT LIST ¢/ CLARILATIVE SUPPLEMENT MRMBER 8 ~ JAN'88 - AUG'88

INJECTABLE; INJECTION
MIXTARD HUMAN 70/30

NORDISK USA 30 UNITS/ML3
70 WITS/MLm N19585 001
HMAR 11, 1%288
INSULIN ZINC SUSP EXTENDED BIOSYNTHETIC MUMAN
INJECTABLE; INJECTION
YT J8 NSy JR4R 117481/
! AR 1IN8 S8
@ LILLY 40 UNITSAML N19571 001
JUN 10, 1987
LOPERAMIDE HVDROCHLORIDE
SOLUTION; ORAL
IMODIUM A-D
MCNEIL CONSUMER 1MG/5MLR N19487 001
HMAR 01, 1938
NONOXYNOL -9
SPONGE: VAGINAL
Y 118/ 188431881/
: vy,
MAHITEHALL LARS 16M N18683 001
APR 01, 1983

>_ADD >  SYRUP; ORAL

>_ADD > PHENERGAN VC
>_ADD > NYETH AYERST LABS  10MG/BML;6.25MG/BMLM  NOB60% 00G
>"ADD > AUG 11, 1988

7 & T




DRUG PRODUCTS IN THE DIVISION OF BLOOD AND BLOOD PRODUCTS / CLRMULATIVE SUPPLEMENT NUMBER 8 » JAN '88 - AUG '88
APPROVED UNDER SECTION 505 OF THE ACT LIST

DEXTRAN 70, 62 IN SODIUM CHLORIDE 0.9%
INJECTABLE; INJECTION
MACRODEXIR)

PHARMACTIA INC 6GM/7100NML 0. SGM/100ML N 06826
> LY > v 492/
>pLY > / F30LUTION S FEHERIC AL /S TPRAN 2 XNS /ASENT/
SOy > JBETAPRONE/ , ,
> DLY > TONEAL/ SONESAFEXBNAN/ 7 99e 1801/ MN11ésd/

H9




ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

SECTION 526 OF THE FEDERAL FQOD, 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 PRODUCYT 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 SUFFI-
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S).

ORPHAN DRUG EXCLUSIVE APPROVAL STATUS (CODED ODE) APPLIES ONLY TO THE APPROVED OR LICENSED INDICATION(S) FOR
WHICH ORPHAN DR!G DESIGNATION HAS BEEN GRANTED PURSUANT TO SECTION 526 OF THE ACT.

FOR THE FOLLOWING DRUG PRODUCTS WITH ORPHAN DRUG EXCLUSIVE APPROVAL STATUS, THE SPONSOR HAS SEVEN YEARS OF
EXCLUSIVE APPROVAL FOR THE APPROVED INDICATION BEGINNING ON THE DATE OF NDA, ANTIBIQTIC APPLICATION, OR
BIOLOGICAL LICENSE APPROVAL FOR THE DRUG. NO SUBSEQUENT SPONSOR MAY RECEIVE APPROVAL OF AN NDA, BIOLOGICAL
LICENSE, PAPER NDA, ANTIBIOTIC APPLICATION, ANDA, OR ABBREVIATED ANTIBIOTIC APPLICATION DURING THE SEVEN YEAR
PERIOD FOR THE DRUG AND INDICATION(S) FOR WHICH ODE STATUS IS MAINTAINED UNLESS THE EXCLUSIVE APPROVAL HAS
BEEN REVOKED AS DESCRIBED ABOVE OR THE SUBSEQUENT SPONSOR HAS OBTAINED WRITTEN CONSENT FROM THE SPONSOR WHO
HAS RECEIVED EXCLUSIVE APPROVAL.

BIOLOGICAL PRODUCTS, ANTIBIOTICS, AND DRUGS THAT HAVE BEEN APPROVED UNDER SECTION 505 OR 507 OF THE ACT OR
UNDER SECTION 351 OF THE PUBLIC HEALTH SERVICE ACT FOR MARKETING AND HAVE BEEN GIVEN ORPHAN DRUG EXCLUSIVE
APPROVAL WILL BE NOTED BY THE ABBREVIATION ODE IN THE PATENT AND EXCLUSIVITY INFORMATION ADDENDUM. DRUG
PRODUCTS THAT HAVE RECEIVED THE WRITTEN PERMISSION OF THE SPONSOR THAT HAS ORPHAN DRUG EXCLUSIVE APPROVAL TO
BE APPROVED UNDER SECTION 527(b)(2) OF THE ACT ARE ALSO NOTED BY THE ABBREVIATION ODE IN THE PATENT AND
EXCLUSIVITY INFORMATION ADDENDUM. THESE DRUG PRODUCTS DO NOT HAVE ANY EXCLUSIVE APPROVAL RIGHTS OF THEIR OWN,
BUT CAN BE MARKETED BECAUSE OF THE CONSENT GIVEN BY THE SPONSOR THAT HAS EXCLUSIVE APPROVAL. THESE PRODUCTS
ARE MARKED BY AN (*) NEXT TO THE APPLICANT'S NAME.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL
LISTING OF ORPHAN DRUG PRODUCTS WITH EXCLUSTVE APPROVAL DATA.” ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE
SUPPLEMENT.
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ACTIVE INGREDIENT(S)
STRENGTH(S)

LEUCOVORIN CALCIUM
EQ 3MG BASE/ML

LEUCOVORIN CALCIUM
EQ 50MG BASE/VIAL

LEUCOVORIN CALCIUM
EQ 100MG BASE/VIAL

LEUCOVORIN CALCIUM
EQ 60MG BASE/VIAL
METHOTREXATE SODIUM
EQ 2.5MG BASE/ML

METHOTREXATE SODIUM
EQ 20MG BASE/VIAL

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

TRADE NAME
DOSAGE FORM; ROUTE

LEUCOVORIN CALCIUM
INJECTABLE; INJECTION

LEUCOVORIN CALCIUM
INJECTABLE; INJECTION

LEUCOVORIN CALCIUM
INJECTABLE; INJECTION

LEUCOVORIN CALCIUM
POWDER FOR
RECONSTITUTION; ORAL

METHOTREXATE
INJECTABLE; INJECTION

METHOTREXATE
INJECTABLE; INJECTION

DRUG PRODUCTS

APPLICANT

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

10DE PERTAINS ONLY TO INDICATION I-79 (SEE EXCLUSIVITY TERMS)
20DE PERTAINS ONLY TO INDICATION I-78 (SEE EXCLUSIVITY TERMS)

51

APPL. PROD,
APPROVAL DATE

08107 001
AUG 31, 1988

08107 002
AUG 31, 1988

08107 004
AUG 31, 1988

08107 003
AUG 31, 1988
11719 004
APR 07, 1988

11719 001
APR 07, 1988

EXCLUSIVITY
EXP. DATE

0DE!
AUG 31, 1995

ODE!
AUG 31, 1995

ODE!
AUG 31, 1995

oDE!
AUG 31, 1995
0DE2
APR 07, 1995

ODE2
APR 07, 1995
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ACTIVE INGREDIENT(S)
STRENGTH(S)

METHOTREXATE SODIUM
EQ 25MG BASE/ML

METHOTREXATE SODIUM
EQ 50MG BASE/VIAL

METHOTREXATE SODIUM
EQ 100MG BASE/VIAL

METHOTREXATE SODIUM
EQ 1GM BASE/VIAL

METHOTREXATE SODIUM
EQ 25MG BASE/ML

TIOPRONIN
100MG

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

TRADE NAME
DOSAGE FORM; ROUTE

METHOTREXATE
INJECTABLE; INJECTION

METHOTREXATE
INJECTABLE; INJECTION

METHOTREXATE
INJECTABLE; INJECTION

METHOTREXATE
INJECTABLE; INJECTION

METHOTREXATE LPF
INJECTABLE; INJECTION

TIOPRONIN
TABLET; ORAL

DRUG PRODUCTS

APPLICANT

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

UNIV TEXAS

20DE PERTAINS ONLY TO INDICATION I-78 (SEE EXCLUSIVITY TERMS)
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APPL. PROD.
APPROVAL DATE

11719 005
APR 07, 1988

11719 003
APR 07, 1988

11719 006
APR 07, 1988

11719 009
APR 07, 1988

11719 007
APR 07, 1988

19569 001
AUG 11, 1988

EXCLUSIVITY
EXP. DATE

0DE2
APR 07, 1995

0DE2
APR 07, 1995

0DE2
APR 07, 1995

0DE2
APR 07, 1995

0DE2
APR 07, 1995

0DE
AUG 11, 1995
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DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NO AUGUST 1988 ADDITIONS

\3"
0
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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, 8TH EDITION FOR A FULL
LISTING OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY OATA, ONLV NEW DATA WILL BE ADDED TO THE CUMULATIVE
SUPPLEMENT.

DRUG NAME (DOSAGE FORM) DATE REVISED DATE
ACETOHEXAMIDE (TABLET) NOV 15, 1985 AuG 01, 1988
ALBUTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER) AUG 25, 1988
AMOXAPINE (TABLET) SEP 10, 1987 AUG 05, 1988
CARBAMAZEPINE (TABLET) JAN 01, 1988
CLINDAMYCIN (CAPSULE) MAY 31, 1988
CONJUBATED ESTROBEN (TRBLETJ* PEC 174 1988
CYCLOBENZAPRINE HYDROCHLORIDE (TABLET) JAN 25, 1988
DOXYCYCLINE HYCLATE (CAPSULE AND TABLET) APR 11, 1988
FENOPROFEN (CAPSULE AND TABLET) AUG 27, 1987 FEB 03, 1988
INDOMETHACIN (CAPSULE) JAN 27, 1988
LEUCOVORIN CALCIUM (TABLET) APR 28, 1987 AUG 04, 1988
MESTRANOL; NORETHYNODREL (TABLET) MAY 13, 1988
METAPROTERENOL SULFATE (TABLET) MAR 18, 1988
NORETHINDRONE; ETHINYL ESTRADIOL (TABLET) MAR 18, 1988
PRAZEPAM (CAPSULE AND TABLET) JuL 26, 1988
TIMOLOL MALEATE (TABLET) AuG 09, 1988

*The methodology in the Biopharmaceutical Availability Guidance is no longer accepted by the Agency.
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55
ANDA SUITABILITY PETITIONS

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED
THAT THE REFERENCED PRODUCT: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) IS NOT SUITABLE

FOR SUBMISSION AS AN ANDA (PETITIONS DENIED).

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, 8TH EDITION FOR A FULL LISTING OF

N A — AT traATRNTI. et T et | IRt

ANDA SUITABILITY PETITIONS DATA.

ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

PETITIONS APPROVED

DRUG NAME STRENGTH REASON FOR

DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS
ASPIRIN; 325MG 87 P-0376/ ANABOLIC NEW STRENGTH APPROVED
HYDROCODONE BITARTRATE 5MG CP0002 FEB 12, 1988
TABLET; ORAL

ASPIRIN; 650MG 87 P-0376/CP ANABOLIC NEW STRENGTH APPROVED
HYDROCODONE BITARTRATE 5MG FEB 12, 1988
TABLET; ORAL

CHLORHEXIDINE GLUCONATE 0.5% 88 P-0036/CP ARENT, FOX, KINTNER, NEW DOSAGE APPROVED
SPRAY; TOPICAL PLOTKIN & KAHN FORM AUG 19, 1988
CHLORZOXAZONE 500MG 82 N-0032/ MIKART NEW DOSAGE APPROVED
CAPSULE; ORAL CP0006 FORM JAN 13, 1988




'

DRUG NAME
DOSAGE FORM; ROUTE

CISPLATIN
INJECTABLE; INJECTION

CISPLATIN
INJECTABLE; INJECTION

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

FLUOROURACIL
INJECTABLE; INJECTION

HOMATROPINE METHYLBROMIDE;
HYDROCODONE BITARTRATE
SOFT GELATIN

CAPSULE; ORAL

HYDROCHLOROTHIAZIDE ;
PROPRANOLOL HYDROCHLORIDE
SOLUTION; ORAL

STRENGTH

(CONTAINER SIZE)

TMG/ML
(10ML/VIAL)
(50ML/VIAL)
(100ML/VIAL)

1MG/ML
(20ML/VIAL)

20MG/ML

(500ML/CONTAINER)

50MG/ML
(SML/VIAL)

1.5MG
5MG

25MG/5ML
40MG/5ML

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER PETITIONER
87 P-0421/CP BULL LABS
88 P-0010/CP LYPHOMED

88 P-0011/CP BAXTER HLTHCARE

88 P-0052/CP BEN VENUE LABS

88 P-0061/CP KLEINFELD, KAPLAN

AND BECKER

87 P-0399/CP BURDITT, BOWLES,

RADZIUS AND RUBERRY

56

REASON FOR
PETITION

NEW DOSAGE
FORM
NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

NEW DOSAGE
FORM

NEW STRENGTH
NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM

56

STATUS

APPROVED
FEB 29, 1988

APPROVED
APR 01, 1988

APPROVED
JUN 10, 1988

APPROVED
MAR 21, 1988

APPROVED
MAY 12, 1988

APPROVED
FEB 16, 1988




DRUG NAME
DOSAGE FORM; ROUTE

HYDROCHLOROTHIAZIDE;
PROPRANOLOL HYDROCHLORIDE
SOLUTION; ORAL

HYDROCHLOROTHIAZIDE;
TRIAMTERENE
TABLET; ORAL

LEUCOVORIN CALCIUM
SOLUTION; ORAL

MEPERIDINE HYDROCHLORIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE INTENSOL
CONCENTRATE; ORAL

NIFEDIPINE
CAPSULE; ORAL

NIFEDIPINE
CAPSULE; ORAL

STRENGTH
(CONTAINER SIZE)

25MG/5ML
80MG/SML

25MG
50MG

EQ 1MG BASE/ML
10MG/ML
(50ML/CONTAINER)
10MG/ML

10MG

20MG

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER
87 P-0399/CP
87 P-0335/CP

88 P-0149/CP
88 P-0008/CP

88 P-0164/CP

88 P-0072/
CP0002

88 P-0072/CP

2/

PETITIONER

BURDITT, BOWLES,

RADZIUS AND RUBERRY

PAR PHARM

ROXANE LABS

LYPHOMED

ROXANE LABS

MARTEC PHARMS

MARTEC PHARMS

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM

57

STATUS

APPROVED
FEB 16, 1988

APPROVED
FEB 26, 1988

APPROVED
JuL 25, 1988

APPROVED
APR 01, 1988

APPROVED
JUN 28, 1988
APPROVED
MAY 11, 1988

APPROVED
MAY 11, 1988




DRUG NAME

DOSAGE FORM; ROUTE

PHENYTOIN SODIUM

INJECTABLE; INJECTION
PREDNISOLONE SODIUM PHOSPHATE

SOLUTION; ORAL

SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
INJECTABLE; INJECTION

STERILE WATER

IN PLASTIC CONTAINER
INJECTABLE; INJECTION

THEOPHYLLINE

CAPSULE, CONTROLLED

RELEASE; ORAL
THEOPHYLLINE

CAPSULE, CONTROLLED

RELEASE; ORAL

STRENGTH
(CONTAINER SIZE)

100MG/VIAL
250MG/VIAL
EQ S5MG BASE/ML

900MG/1 00ML
(100ML/CONTAINER)

100%
(100ML/CONTAINER)

450M6

500MG

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

87 p-0367/CP
88 P-0235/CP

87 P-0391/CP
87 p-0392/CP
88 P-0119/CP

88 P-0226/CP

56

PETITIONER

LYPHOMED

PAN AM PHARMS

LYPHOMED

LYPHOMED

RIKER LABS

SAVAGE LABS

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW STRENGTH

NEW STRENGTH

NEW STRENGTH

NEW STRENGTH

NEW STRENGTH
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STATUS

APPROVED
FEB 16, 1988

APPROVED
AUG 24, 1988

APPROVED
AUG 11, 1988

APPROVED
AUG 11, 1988

APPROVED
MAY 11, 1988

APPROVED
AUG 25, 1988




DRUG NAME
DOSAGE FORM; ROUTE

THIOTEPA (MITH DILUENT)
INJECTABLE; INJECTION

VERAPAMIL HYDROCHLORIDE
CAPSULE, CONTROLLED
RELEASE; ORAL

STRENGTH
(CONTAINER SIZE)

15MG/VIAL

120MG
240MG6

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER PETITIONER
87 P-0382/CP LYPHOMED
87 p-0233/CP SEARLE

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW DOSAGE
FORM
NEW STRENGTH
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STATUS

APPROVED
MAY 12, 1988

APPROVED
FEB 26, 1988




DRUG NANE
DOSAGE FORM; ROUTE

BENZOYL METRONIDAZOLE
SUSPENSION; ORAL

BROMPHENIRAMINE
MALEATE;

HYDROCODONE BITARTRATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE

SYRUP; ORAL

BROMDI PHENHYDRAMINE
HYDROCHLORIDE ;
HYDROCODONE BITARTRATE
SOLUTION; ORAL

BROMDIPHENHYDRAMINE
HYDROCHLORIDE;
HYDROCODONE BITARTRATE
SYRUP; ORAL

CYCLOBENZAPRINE
HYDROCHLORIDE
TABLET; ORAL

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

200MG/5ML

2MG/SML

2.5MG/5ML
12.5MG/5ML

12.5MG/5ML

2.5MG/5ML

12.5MG/5ML
2.5MG/SML

15MG

T00MG/ML
(1IML/VIAL)
(2ML/VIAL)

ANDA SUITABILITY PETITIONS

g

s //

PETITIONS DENIED |

DOCKET NUMBER

85 P-OZS&{SP/
s

85 P-0237/CP

85 P-0255/CP

85 P-0255/CP

86 P-0386/CP

87 p-0283/CP

.f/

7

PETITIONER

APKON LABS

MIKART

MIKART

MIKART

CENTRAL PHARMS

LYPHOMED

REASON FOR
PETITION

NEW INGREDIENT

(NEW ESTER)

NEW
COMBINATION

NEW
COMBINATION

NEW
COMBINATION

NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

STATUS

DENIED
MAR 19, 1986

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
AUG 15, 1988

DENIED
JAN 21, 1988




DRUG NAME
DOSAGE FORM; ROUTE

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

DIPHENHYDRAMINE
HYDROCHLORIDE
CAPSULE, SUSTAINED
RELEASE; ORAL

HYDROCODONE BITARTRATE:
PHENYLEPHRINE
HYDROCHLORIDE ;
PROMETHAZINE HYDROCHLORIDE
SYRUP; ORAL

HYDROCODONE BITARTRATE;
PROMETHAZINE HYDROCHLORIDE
SYRUP; ORAL

MAGNESIUM ASCORBATE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

500MG/ML

(1ML/VIAL)
(2ML/VIAL)
(4ML/VIAL)

75MG

1, 66MG/SML
SMG/SML

6,25MG/5ML

2,5MG/5ML
6.25MG/5SML

10%
20%

ANDA SUITABILITY PETITIONS

PETITIONS DERIED

DOCKET NUMBER PETITIONER
87 p-0283/CP LYPHOMED
87 P-0355/CP PARKE DAVIS
85 P-0389/Cp UAD LABS

85 P-0256/CP MIKART

88 p-0200/CP RIM CONSULTING

ol

REASON FOR
PETITION

NEW DOSAGE
FORM
NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

NEW

COMBINATION

NEW

COMBINATION

NEW INGREDIENT
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STATUS

DENIED
JAN 21, 1988

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED

MAY 11, 1988

DENIED
JUN 10, 1988




DRUG NAME
DOSAGE FORM; ROUTE

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

STRENGTH

(CONTAINER SIZE)

1MG/ML
(50ML/VIAL)

1MG/ML
(75ML/VIAL)

1MG/ML
(100ML/VIAL)

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DOCKET NUMBER PETITIONER

87 P-0090/CP INTL MEDTN SYS

87 p-0090/CP INTL MEDTN SYS

87 P-0090/CP INTL MEDTN SYS

oL

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH

NEW STRENGTH

62

STATUS

DENIED

FEB 08, 1988

DENIED
FEB 08, 1988

DENIED
FEB 08, 1988




EXCLUSIVITY TERMS

DYE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER
BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING
OF EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCREDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW
CODES WILL BE ADDED TQ THE CUMULATIVE SUPPLEMENT.

REFERENCES

NEW DOSING SCHEDULE

PAI2 BERTINE POIING OF BAOWE FOR TRERTVENT

D-12 BEDTIME DOSING OF 800MG FOR TREATMENT OF ACTIVE DUODENAL ULCER

D-13 INCREASED MAXIMUM DAILY DOSAGE RETOMMENDRATION

D-14 BEDTIME DOSING OF 300MG FOR TREATMENT OF ACTIVE BENIGN GASTRIC ULCER
D-15 SINGLE DAILY DOSE OF 25MG/37.5MG

NEW INDiCATION

1418 RRTIDOTF/FOR/RCETRNIROPHEN/OYERPOZAGE

I-19 CHOLANGIOPANCREATOGRAPHY

1-72 PHOTOPHERESIS IN THE PALLIATIVE TREATMENT OF SKIN MANIFESTATIONS OF CUTANEOUS T-CELL LYMPHOMA

IN PERSONS NOT RESPONSIVE TO OTHER TREATMENT

I-73 FOLLICULAR STIMULATION IN IN VITRO FERTILIZATION

I-74 MANAGEMENT OF CONGESTIVE HEART FAILURE

I-75 ENDOSCOPIC RETROGRADE PANCREATOGRAPHY

76 HERNIOGRAPHY

KNEE ARTHROGRAPHY -

HIGH DOSE METHGTREXATE WITH LEYCOVORIN RESCUE IN COMBINATION WITH OTHER CHEMOTHERAPEUTIC AGENTS
TO DELAY RECURRENCE IN PATIENTS WITH NONMETASTATIC OSTEOSARCOMA WHO HAVE UNDERGONE SURGICAL
RESECTION OR AMPUTATION FOR THE PRIMARY TUMOR

I-79 RESCUE AFTER HIGH-DOSE METHOTREXATE THERAPY IN OSTEOSARCOMA

I-
1-7
I-7

0 ~u

6
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EXCLUSIVITY TERMS

REFERENCES

PATENT USE CODE

U-26
u-27
U-28
u-29
U-30
U-31
U-32
u-33
U-34

METHOD OF TREATING ANIMALS SUFFERING FROM AN APPETITE DISORDER

METHOD OF BLOCKING THE UPTAKE OF MONOAMINES BY BRAIN NEURONS IN ANIMALS
METHOD FOR IMPROVING MEMORY IN MAMMALS

METHOD FOR TREATING AMNESIA

METHOD OF POTENTIATING CODEINE ANALGESIA IN MAMMALS

USE IN LUNG LUANNING PROCEDURES

TREATMENT OF VENTRICULAR AND SUPRAVENTRICULAR ARRHYTHMIAS

METHOD FOR INHIBITING GASTRIC SECRETION IN MAMMALS

TREATMENT OF INFLAMMATION

b4
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>ADD>

>ADD>
>AD>

>ADD>
>ADD>

APPL/PROD

19489 001

18116 002
18498 001
19716 001
18644 00
18644 002
18644 003
17920 002

17920 003
17520 604
17920 005
17924 001

19201 001
19201 002
19201 003
18998 001
18998 002
18998 003
18398 005

19309 001
18981 (@2
18981 €03
18981 004
19386 o

18830 003
18830 004

PRESCRIPTION AND OTC DRUG PRODUCT

INGREDIENT NAME; TRADE NAME

ALBUTEROL SULFATE; VENTOLIN ROTACAPS

AHCINONIDE; CYCLOCORT
ANCINONIDE; CYCLOCORT

BETAMETHASONE DIPROPIONATE; DIPROLENE
BUPROPION HYDROCHLORIDE; WELLBUTRIN
BUPROPION HYDROCHLORIDE; WELLBUTRIN
BUPROPION HYDROCHLORIDE; WELLBUTRIN

CIMETIDINE; TAGAMET
CIMETIDINE; TAGAMET
CIMETIDINE; TAGAMET
CIMETIDINE; TAGAMET
CIMETIDINE HYDROCHLORIDE; TAGAMET

DICLOFENAC SODIUM; VOLTAREN
DICLOFENAC SODIUM; VOLTAREN
DICLOFENAC SODIUM; VOLTAREM
ENALAPRIL MALEATE; VASOTEC
ENALAPRIL MALEATE; VASOTEC
ENALAPRIL MALEATE; VASOTEC
ENALAPRIL MALEATE; VASOTEC

ENALAPRILAT; VASQTEC

ENCAINIDE HYDROCHLORIDE; ENKALID
ENCAINIDE HYDROCHLORIDE; ENKAID
ENCAINIDE HYDROCHLORIDE; ENKAID
ESHOLOL HYDROCHLORIDE; BREVIBLOC

FLECAINIDE ACETATE; TAMBOCOR
FLECAINIDE ACETATE; TAMBOCOR

PATENT AND EXCLUSIVITY DATA

PATENT
NUMBER

3705233
3644353
4158055
4158055

4507323
4507323
4507323
40242N
3950333
402421
3950333
40242M
3950333
402427
3950333
402427
3950333
3652762
3652762
3652762

4374829

4374829
RE3081
RE30811
REI0BN
4593119
4387103
4005209
3900481
4005209
3900481

PATENT
EXPIRES

DEC 05,
FEB 22,
JUN 12,
JUN 12,

MAR 28,

FEs 22,

FEB 22,
DEC 20,
DEC 20,
OEC 20,
JUN 03,
JUN 07,
JAN 25,
AUG 19,
JAN 25,
AUG 19,

1989
1989
1998
1995

2002
2002
2002
1994
1993
1994
1993
1994
1993
1994
1993
1994
1993
1989
1989
1989

2000

2000
1996
1996
1996
2003
2000
1996
1992
1996
1992

USE  EXCLUS
CODE CODE

U-34
U-34

U=32
U=32
U=32

U-16

NDF

NP

D-14
D=12
0-14
0-12
D-14
0=-12
0-14
0-12
0-14
0-12
NCE

NCE

NCE

I-74
1-74
I-74
NCE

1-74
NDF

NCE

NS
NCE

NCE

EXCLUS
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EXPIRES

MAY 04,

AJG 01,

MAR 31,
APR 30,
MAR 31,
APR 30,
HAR 31,
APR 30,
MAR 1,
APR 30,
MAR 1,
APR 30,
JUL 28,
JUL 28,
JUL 28,
JUN 24,
JUN 24,
JUN 24,
DEC 24,
JUN 24,
FEB 09,

OEC 3,

JUN 03,
ocT AN,

ocT AN,

1991

199

1991
1989
1991
1989
1991
1989
1991
1989
1991
1989
1993
1993
1993
1991
1991
1991
1990
1991
1991

1991

1991
1990

1990




>ADD>
>ADD>
>ADD>
>ADD>
>ADD>
>ADD>

>ADD>

APPL/PROD

19452 001
18936 001

19404 001
19536 001
18061 001
19129 003
18956 002

18956 003

18956 004

19085 001
08107 001

08107 002
08107 003
08107 004
19777 001
19777 €02

19777 003
19487 o

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

FLUGCINOLONE ACETONIDE; DERMA-~SMOOTHE/FS
FLUOXETINE HYDROCHLORIDE; PROZAC

FLURBIPROFEN SODIUM; OCUFEN
GADOPENTETATE DIMEGLUMINE; MAGNEVIST
HYDROCHLORQTHIAZIDE; TIMOLIDE 10-25
HYDROCHLOROTHIAZIDE; MAXZIDE-25
ICHEXOL; OMNIPAQUE 240

IQHEXOL; OMNIPAQUE 300

TOHEXOL; OMNIPAQUE 350

IPRATROPIUM BROMIDE; ATROVENT
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM

LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM
LISINOPRIL; ZESTRIL
LISINOPRIL; ZESTRIL

LESINOPRIL; ZESTRIL
LOPERAMIDE HYDROCHLORIDE; IMODIUM A-D

PATENT
NUMBER

4683235
464759
464759
4626549
4626549
4194009
3793487
4647447
3655663

4021481

3681500

4374829
4374829
4374829
3Nnas9

PATENT
EXPIRE

JUL 28,
MAR 03,
MAR 03,
DEC 02,
DEC 02,
APR 19,
FEB 19,
MAR 03,
APR 11,

MAY 03,

AUG 01,

FEB 22,
FEB 22,
FEB 22,
JAN 30,

S

2004
2004
2004
2003
2003
1994
1993
2004
1989

1994

1991

2000
2000
2000
1990

USE EXCLUS
CODE CODE

NDF
U-30
U-28
U-29
U-26
u-27

EXCLUS
EXPIRE

FEB 03,

JUN 02,
FEB 03,
HAY 13,
JuL 29,
JuL 29,
JuL 29,
JUL 29,
JuL 29,
FEB 01,
FEB 01,
JuL 29,
JUL 29,
MAY 24,
JUL 29,
DEC 29,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
DEC 29,
DEC 29,
DEC 29,
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S

1991

1993
1991
1991
1991
1991
1991
1991
1991
1988
1988
1991
199
1991
1991
199
1995
1995
1995
1995
1995
1995
1995
1995
1992
1992
1992




YA

APPL/PROD

189843 683
19643 003
18006 01
18006 002
n7n9

N719 403
719 004
1719 005
nnN9 008
N719 ¢09
nuno9 ooz
05048 001
18884 811
18654 001
18884 682
18654 002
19501 00V
19516 002
18677 6N

19599 001
19508 OO

19508 002

19009 o0

PRESCRIPTION AND OTC DRUG PRODUCT

INGREDIENT NAME; TRADE NAME

YSVASTATINS WENAZER

LOVASTATIN; MEVACOR
HECLOFENAMATE SODIUM; MECLOMEN
MECLOFENAMATE SODIUM; MECLOMEN
METHOTREXATE SODIUM; METHOTREXATE
HETHOTREXATE SODIUM; METHOTREXATE
METHOTREXATE SODIUM; WMETHOTREXATE
METHOTREXATE SODIUM; METHOTREXATE
METHOTREXATE SODIUM; METHOTREXATE

HETHOTREXATE SODIUM; METHOTREXATE

PATENT AND EXCLUSIVITY DATA

PATENT
NUMBER

PATENT
EXPIRES

4221938 WY G4/ 1997

4231938

METHOTREXATE SODIUM; METHOTREXATE LPF

METHOXSALEN; 8-0P

HWIDAZOYAN WYBROZWLGRIBEY YERSED
MIDAZOLAM HYDROCHLORIDE; VERSED
WIBAZEYN WYERBOWLERIDE! YERIED
WIDAZOLAM HYDROCHLORIDE; VERSED
MINOXIDIL; ROGAINE

HORPHINE SULFATE; MS CONTIN
NABILONE; CESAMET

NAFTIFINE HYDROCHLORIDE; NAFTIN
WIZATIDINE; AXID

HIZATIDINE; AXID

PIRBUTEROL ACETATE; EXIREL

A280987
4280957
4289987
4280957
4139619

4087545
4282251
4760075
4382090
4375547
4760075
4382090
4375547
4175128
3786160
3700681

NOV 04, 1999

MY 28 1998
DEC 20, 1999
UL 28(/1988
DEC 20, 1999
FEB 13, 1996

MAY 02, 1997
AUG 04, 1998
MAY 03, 2000
MAY 03, 2000
MAR 01, 2000
MAY 03, 2000
MAY 03, 2000
HMAR 01, 2000
NOV 20, 1996
JAN 15, 1993
OCT 24, 1989

USE EXCLUS
CODE CODE

-7

U-33
U-33

U-33
U-33

NCE

NCE

NCE

67

EXCLUS
EXPIRES

&8 31( 1992
AUG 31, 1992
AYG 30, 1991
AUG 30, 1991
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
APR 07, 1995
MAR 23, 1991
BE¢ 28¢ 1990
DEC 20, 1990
UEe 28( 1998
DEC 20, 1990
AUG 17, 1991
MAY 29, 1990

MAR 01, 1993
APR 12, 1993
APR 12, 1993

DEC 30, 199N




>ADD>

>DLI>
>ADD>

>OLD
>ADD>

SOLT>
4D

>RULT>
>ADD>

>ADD>
>ADD>

APPL/PROD

19561 003
17535 002
17881 001
19887 @41
19057 001

18087 €62
19057 002

18087 883
19057 003

16037 dad
19057 004
19641 001
19569 001
18207 003

19415 002
18817 003

18817 004

PRESCRIPTION AND OTC DRUG PRODUCT

PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME PATENT
NUMBER
POTASSIUM CHLORIDE; MICRO-K LS 4259315
PROBUCOL; LORELCO 3862332
TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT; TECHNETIUM TC 99M gg;gg%g
TERRZBSIN WYBROEWLBRIDEL WYTRIN A281832
TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532
4112097
4026894
TERAZASIN WYBRBIWLORIVEY WYTRIN A2871832
TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532
4112097
4026394
TERAZESIN WYBROCULERIBEZY WYTRIN A287832
TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532
4112097
4026894
TERAZESIN HYBRBEWLORIBES WYTRIN 4281832
TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532
4112097
4026894
TERCONAZOLE; TERAZOL 3 4358449
TIOPRONIN; TIOPRONIN
TRAZODONE HYDROCHLORIDE; DESYREL 4258027
4215104

UROFOLLITROPIN; METRODIN
VERAPAMIL HYDROCHLORIDE;

VERAPAMIL HYDROCHLORIDE;

CALAN
CALAN

b

PATENT

EXPIRES

MAR
JAN
MAR
JAN
VEB
FEB
SEP
MAY
4]
FEB
SEP
MAY
FEB
FEB
SEP
MAY
FEs
FEB
SEP

MAR
JUL

31,
21,
18,
28,
17¢
17,
0s,
N,
17¢
17,

.,

24,
29,

1998
1992
1992
1992
1998
2000
1995
1994
1998
2000
1995
1994
1998
2000
1995
1994
1998
2000
1995
1994
1999

1998
1997

USE EXCLUS

CODE CODE

U-31

Y43 NZE

U=-5 NCE

U=5

Y48 NZE

U-5 NCE

U=5

48 WEE

U-5 NCE

U=5

Y48 Wee

U-=5 NCE

U=5
NCE
NDF
NCE
ODE
1-.73
1-50
I-51
1~50
I-51

68

EXCLUS
EXPIRES

AY6 97¢ 1992
AUG 07, 1992

A8 87/ 1992
AUG 07, 1992

A8 97( 1992
AUG 07, 1992

A8 97( 1992
AUG 07, 1992

DEC 31, 1992
MAY 24, 1991
AUG 11, 1993
AUG 11, 1995

MAR 01, 1991
DEC 16, 1989
DEC 16, 1989
DEC 16, 1989
DEC 16, 1989
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SUBSCRIPTION FORM

: C APPROVED DRUG PRODUCTS
., WITH
o THERAPEUTIC EQUIVALENCE EVALUATIONS
STH EDITION (1988)
MAIL TO: DATE:

Superintendent of Documents
Government Printing Office
Washington, DC 20402-9325
(202) 783-3238

PURCHASER: SHIPTO:
(If different than Purchaser)

CONTACT: TELEPHONE (Include Area Code):
METHOD OF PAYMENT:

D Charge my GPO Account No.

D Purchase Order No.

[JCheck/money order enclosed for $
{Make check or money order payable lo Superintendent of Documents)

AUTHORIZING DATE:
SIGNATURE:
DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE

4

The 8th Edition is published in March 1988.
Subscription includes the Approved Drug
Products publication and monthly Cumu-

fative Supplements.

DOMESTIC (Stock No. 917-001-00000-6) @ $7900 | g

FOREIGN (Stock No. 917-001-00000-6) @ $9875 |s
ENTER TOTAL

b7
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