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1.1

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
8th EDITION
CUMULATIVE SUPPLEMENT 7
JULY 1988

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement is one of a series of monthly updates to
the Approved Drug Products with Therapeutic Equivalence Evaluations,
8th Edition (the List). The List is composed of four parts: approved
prescription drug products with therapeutic equivalence evaluations,
over-the-counter (0TC) drug products that require approved applications
as a condition of marketing, drug products in the Division of Blood and
Blood Products approved under Section 505 of the Act, and products
discontinued from marketing or products which have had their approval
withdrawn for other than safety or efficacy reasons.

The Cumulative Supplement provides, among other things, information on
newly approved drugs and, if necessary, revised therapeutic equivalence
evaluations and updated patent and exclusivity data. The Addendum con-
tains appropriate drug patent and exclusivity information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984" for the Prescriptien, OTC, and Drug Products in the Division of
Blood and Blood Products Approved Under Section 505 of the Act lists.

The Patent and Exclusivity Lists are arranged in alphabetical order by
active ingredient name. For those products with multiple active ingre-
dients, only the first active ingredient (in alphabetical sort) will
appear, In addition, the trade name will be displayed to the right of the
active ingredient name for each product, along with the application number
and product number (FDA's internal file number). A1l patents with their
expiration dates are displayed for each application number. Use patents
are indicated with the symbol "U® followed by a number representing a
specific use. Exclusivity information for a specific drug is indicated by
an abbreviation followed by the date upon which the exclusivity expires.
Refer to the Exclusivity Terms section in the Patent and Exclusivity
Information Addendum for an explanation of all codes and abbreviations.



Because all parts of the publication are subject to changes, additions,
or deletions, the List must be used in conjunction with the most current
Cumulative Supplement. Users may wish to place an asterisk (*) to the
left of the ingredient(s) in the List to indicate that changes to that
entry appear in the Cumulative Supplement.

Drug product information is provided in each Cumulative Supplement for
completeness to assist in locating the proper place in the List for
the revision. [Strength(s) which already exist in the List will not be
repeated for context.] The effective date for the approved drug product
(the earliest date a product may be marketed) appears, when appropriate,
to the left of the approval date.

The presence of any therapeutic equivalence code indicates that the drug
product is multisource; the deletion of a therapeutic equivalence code
indicates that the drug product has become single source. {An infrequent
exception exists when a therapeutic equivalence code is revised. In that
case the deletion of the therapeutic equivalence code 1is followed
jmmediately by the addition of the revised one.)

Additions new to the Prescription Drug Product List, CTC 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 >_ape > symbol is then dronped in subsequent
Cumulative Supplements for that item. A newly approved product is also
identified by a lozenge ( ®) to the right of its strength which remains
throughout all Cumulative Supplements for this edition.

Deletions new to the Prescription Drug Product List, OTC Drug Product
List, 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 >BLE.> (DELETE) to the left of the line
containing overstruck print. The >8I > symbol is dropped in subseqguent
Cumulative Supplements for that item. The overstruck print will remain in
the Prescription Drug Product List and OTC Drug Product Lists in all
Cumulative Supplements for this edition. However, the overstruck print in
the 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 " a " symbol to designate
their non-marketed status. All products having a " 2" 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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1.3

PRODJCTS REQUIRING REVISTD LABELING FOR FULL APPROVAL

Drug «voducts in this category (1) initially received approval only on the
basis »f safety before effectiveness studies wzre required, or (2) were
condit onaily approved under the temporary ex=mption that allowad these
produci: to he marketed while effectiveness s*tudies were being conducted.
Listed below are those drugs which are now rejguired to revise their
labelini and provide additional information necessary for full approval on
the bas’s of requirements listed in the Federal Register. As approval is
granted b0y the Agency for a specific product, based or additional
information submitted by the aprlicant, the product will be included in
the appropriate Drug Product List,

Products Federal Ragister Reference
Nitroglycerin (capsule, controlled release;oral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;buccal) JUuL 5, 1985 (50 FR 27688)
Tranylcypromine Sulfate MAR 22, 1984 (49 FR 10708)

APPLICANT (NAME) CHANGES

Because it is not practical to identify in the Cumulative Supplement each and
every product involved when an applicant transfers its entire line of approved
drug products to another applicant, or when an applicant changes its name, the
cumulation of these transfers and name changes will be identified in this
section only. HWhere only partial approved product 1lines are transferred
between applicants, each approved product involved will appear as an applicant
name change in the Cumulative Supplement.




1.4 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

DESCRIPTION OF REPORT

This report provides summary counts derived from the product information in the Prescription Drug
Product List and the current Cumulative Supplement. Products included in the counts are domestically
marketed drug products approved for both safety and effectiveness under sections 505 and 507 of the
Federal Food, Drug, and Cosmetic Act. Excluded are approved drug products marketed by distributors;
those marketed solely abroad; and those now regarded as medical devices, 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

THERAPEUT ICALLY EQUIVALENT

NOT THERAPEUTICALLY EQUIVALENT

EXCEPTIONS2
NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPLICANTS

*This number Is Inclusive of products dlscontinued since December 1987, and any products approved or

discontlinued through July 1988.

COUNTS CUMULATIVE BY QUARTER!

DEC 1987

9709
2096 (21,68%)
7613 (78.4%)
6691 (68.9%)
848 ( 8.7%)
74 C 0.8%)

349

(1) Cumulatlve counts are cailculated from Januvary I,

1988 to,

vili

MAR 1988
9528
1997 (21.0%)
1531 (79.0%)
6660 (69.9%)
770 ¢ 8.18%)
1o ¢ 1t

361

and

including,

JUN 1988
9769*

1975 (20,2%)

7794 (79.8%)

6937 (71.0%)
757 ¢ 7.8%)
100 ¢ 1.0%)
2
3718

the month

Indicated.
(2) Amino aclid-contalining products of varylng composition (see Introduction, page I-8 of the List).




ACETAMINOPHEN; BUTALBIVAL; CAFFEINE
TABLET; ORAL

PRESCRIPTION DRUG PRODUCT LIST
aTH EDITION
CUMULATIVE SUPPLEMENT NUMBER 7 /7 JAN'S88 - JUL'88

BUTALBITAL, ACETAMINOPHEN AND CAFFEINE

MIKART 500MG ;3 50MG 340MGR

BEST COPY uniagy

AB  HALSEY DRUG

ELIXIR, ORAL

MY K LABS

AA MCNEIL PHARM

TABLET; ORAL

AR .’MufunL'PHARn‘"i §ggﬁg;lsn§n
AA 300MG; 20M6R
Al 200MG; 60MGR
AA PHARMAFAIR 300MG;30M6

164/ }ﬁ”ﬁ 7'15&55:’1;5&}/
aa 300MG;7.5MG

MCNEIL PHARM

168 TR Tisasissues

120MG/5M], 31 2MG/5ML

/66/ %%WI /1d0da g 1o ladt/

144/ 7%? '%Z% /130vd 80 {{ e sic/
120MG/EML ; 12MG/EML

ACETAMINOPHEN; T
TABLETS ORAL
N3%51 001 AA MCNEIL PHARM 300MG 3 15MG
MAV 23, 1988
184/ L/x ddii 3 dui/
N89536 001 AA MCNEIL PHARM 300MG; 30MG
FEB 16, 1988 ;73
184/ X ddrid¢dis/
AA MCNEIL PHARM 300MG;60MG
ACETAMINOPHEN; HYDROCODONE BITARTRATE
N87006 001 CAPSULE; ORAL
C0-CESIC
Ndidds/dd1/ AA CENTRAL PHARMS 500MG ; 5MGH
/gsdsi/ddi/
N85057 001 TABLET; ORAL
HYDROCODONE BITARTRATE AND ACETAMINOPHEN
AA BEECHAM LABS 650MG ;7. SMG
/83382 /461/ AA LUCHEM PHARMS 500MG 3 5MGu
[0/ 18,/18831
LY} MIKART 6501637 SMen

N86549 001

N39671 001
FEB 10, 1988
N89672 001
FEB 10, 1988
N89673 001
FEB 10, 1988
N87762 001
DEC 10, 1982

/Nggs43/4d1/

/NﬂﬁdSﬁ/ddi/
e

/Nﬁ$655/664/
N85056 001
N85056 002
N85056 003
N85056 006

/R8sdss/ddi/

N85055 001

/NBedps/ddz/

\\

ACETAMINOPHEN; PROPOXYPHENE NAPSYLAT

TABLET; ORAL

PROPOMYPHENE NAPSYLATE AND ACETAMEMOPHEN
AB HALSEY DRUG 325MG ; 50MGw
aAB $50MG;100MGK
a8 MYLAN PHARMS 650MG 3 100MGH
TAZOLAMID
TABLET; ORAL
ACETAZOLAMLDE
a8 MUTUAL PHARM 125Mcx
aB 250G
I} LEDERLE LABS 125M8

N85055 002

/igsdss/ddd/

N85055 003

/18455 /dds/

N85055 004

N89360 001
MAR 02, 1988

N89725 001
SEP 30, 1987
N89696 001
APR 21, 1988
N89689 001
JUN 29, 1988

N72105 001
MAY 13, 1988
N72106 001
MAY 13, 1988
N72195 001
FEB 16, 1988

N89752 001
JUN 22, 1988
N89753 001
JUN 22, 1988

N08943 001




RX DRUG PRODUCT LIST / CLRMULATIVE SUPPLEMENT NABER 7 / JAN'88 = JUL'88

ACETAZOLAMIDE SODIUM
INJECTABLE; INJECTION

ap QUAD PHARMS B0OME/VIALN

BIAMOX
ap LEDERLE LABS

ALBUTEROL, SULFATE
CAPSULE; INHALATION

VENTOLIN ROTACAPS
GLAXD EQ 0.2MG BASEm

ALSEROXVLON
TABLET3 ORAL

RAUTENSIN
188/ [PORSEN/LABS/ 1&%/
9 DORSEY LABS 2Me

AMANTADINE_ WYDROCHLORIDE

CAPSULE ;3 0RA|; .
St RS
TS

>_ADD_> AB
>_AbD >

/1ddng/

REID ROKWELL J0gMG

AMCINONEDE

LOTION; TOPICAL
CYCLOCORT
LEDERLE LABS 0.1/,

N89619 001
JAN 13, 1988

NDO9388 001

N19489 001
MAY 04, 1988

/Ndg218/481/

NO9215 001

41444 /dd
/5é§/£4»/.44é;

N71000 ©O01
SEP 04> 1986

N19729% o001
JUN 13, 1988

N71111 ¢o01
MAY 10, 1988

> A!! !2 >
>_ADD ">

>_ADD >
>_ADD >
> E!zn >
>_ADD >
>_ADD >

> Al >

>_ADD >
>_ADD_>
>_ADD >

AMINO ACIDS
INJECTABLE; INJECTION
NEQPHAM 6.4
/KMNI"‘NH/ 18:4%
3 KABIVITRUM 6.4%

TRAVASOL 107 IN PLASTIC CONTAINER
BAXTER 107:

744/44
A
N18792 001
JAN 17, 1984

N18931 004
APR 27, 1988

INJECTABLE; INJECTION

FREAMINE III 8.57 W/ ELECTROLYTES
8.573110MG/100ML 3 230MG/100ML 3
10MG/100ML 3440MG/100ML 5

KENDALL MCGAR
690MG/100ML
AMINOCAPROIC ACID
INJECTABLE; INJECTION
ap “CABBOTT LABS | 250Me ML
AMINOHIPPURATE SODIUM
INJECTABLE; INJECTION
2 QH§§%%EBEEBAI§_§9!!HE 20
ap QUAD PHARMS 207
AMINOPHVLLINE
TABLET; ORAL
AMINOPHYLLINE
188/ /BARR/LABS/ 1146/
188/ 1244/
2 BARR LABS 100MG
3 200MG

Nl6822 007
JUuL 01, 1988

N70888 001
JUN 16, 1988

N05619 001
N89821 001
JUL 14, 1988

CAL)
pi
1R96/13,/1983/

NB88297 001
AUG 19, 1983

N8g8298 001
AUG 19, 1983




REST COPY MVAILABS

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 ¢/ JAN'S88 - JUL'88 3
AMINOPHYLLINE AMOXICILLIN
TABLET; ORAL CAPSULE; ORAL
AMINOPMHVLLINE AMONTOTLLTIN
188713/ E/EEY 11846/ N84as3ifadi/ 28 CLONMEL CHEMS 250MGR N62884 001
VALE CHEM 100M6 N84533 001 FEB 25, 1988
4B 500Mcn N62881 001
FEB 25, 1988
AMINOSALICYLATE SODIUM
POMDER FOR RECONSTITUTION; ORAL
TABLET; CRAL POLYMOX
TEEBACIN aB BRSTL MYRS IND 1L25MG/5MLM N62885 001
188/  [ESorLitorag/ /848ve/ Mdi32d/ 888/ MAR 08, 1988
» CNSOL MIDLAND 500M6 N07320 002 AB 250MG/5MLM N62885 002
MAR 08, 1988
AMITRIPTYLINE HYDROCHLORIDE
AMD. TRIHYDRAT|
TABLET; ORAL
CAPSULE; ORAL
148 TREREIOAASY
148/ AB CLONMEL CHEMS EQ_250MG BASEM N62883 001
/ FEB 25, 1988
144/ aB EQ_500MG BASEM N62882 001
; A FEB 25, 1988
aB MARNER CHILCOTT AB BRSTL MYRS IND EQ_250MG BASEM N62888 001
AB N83937 001 MAR 04, 1988
a8 NR3938 002 a8 EQ_500MG BASEM N62888 002
AB NB84957 001 MAR 04, 1988
AB N85093 001
AB N86295 001
P N R
AMITRIPTYLINE WYDROCHLORIDE; CHLORDIAZEPOXIDE TABLET; ORAL
ORPHENADRINE COMPOUND
TABLET; ORAL AB VITARINE 385MG 3 30MG 5 25MGM N71566 001
CHLORDIAZEPONIDE AND AMETRIPTYLINE HOL JUN 23, 1988
a8 PAR PHARN EQ_12.5MG BASE ;5MGM N72277 001 E_COMPOUND DOUBLE STRE
MAY 09, 1988 AB VITARINE 770MG; 60MG ; 50MGM N71565 001
AB 25153 30MCK N72278 001 JUN 23, 1988
MAY 09, 1988
aAB PHARM BASICS £9_)2.5MC BASE ;5HeH N?70477 001
JAN 12, 1988 PIRIN; CAFFEINE; PROP
4B £9 _25MB BASE; JoMen N70478 001
JAN 12, 1988 CAPSULE; ORAL
POUND_65
18] TERVRURAMS,  JASMASLIIGIANY Nadssaleas/
1A08/1%, 11983/
9 BANMAX PHARMS 389MG;32. 4MG; 65MG N84553 002
AUG 17, 1983

3




TABLET; ORAL
AZDONE
CENTRAL PHARNMS

ATENOLOL

>_ADD >
>]ADD > AB
>_ADD >
>7ADD > AB
>_ADD ">

>_ADD > AB
>_ADD > AB

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE

> QL! >
> DT >
> DD >

TABLET; ORAL
ICI PHARMS

STUART PHARMS

TABLET; ORAL

ﬁlsﬁf%ﬁﬂ’éffﬂw

Asd/
CARNRICK LABS

AZATHIOPRINE SODIUM

AP

ap

INJECTABLE; INJECTION

AZATHEOPRINE
QUAD PHARMS

DRRAN
BURROUGHS WELLC

BACLOFEN

BB E B

TABLET; ORAL
PHARM BASICS

VITARINE

14.d2s5ve dive/
0.025MG31MG

N39420 001
JaN 25, 1988

N72303 001
JUL 15, 1988
N72304 001
Jul 15, 1988

N18240 001
N18240 002

817144/ 462/

N1774% 002

N71056 001
JUN 08, 1988

N17391 €02

N71260 002
MAY 06, 1988
N71261 001
MAY 06, 1988
N71901 001
APR 13, 1988
N71502 001
APR 13, 19%&8

Y

>_ADD >

>_ADD >
>ADD ">

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 ¢/ JAN'S88 - JuL'8s
ASPIRIN; HVOROCODONE BXTARVRATE

BACLOFEN
TABLET; ORAL

BASLOFEY
AR ZENITH LABS
]

LI0RESAL

a8 GEIGY PHARMS
LIDRESAL 03

A8 GEIGY PHARMS

BENZTRIAZIDE

TABLET; ORAL
BENZTHIAZIDE

/881 [PRIVAYE/ELINS/

@ PRIVATE FHMLTNS

BENZTROPINE MESVLATE
TABLET; ORAL
AA PAR PHARM

88/
188/
88/

AA PHARM BASICS

/5808/
50MG

9. 56
MG
aMe
4.8/
s/
14/
9. 546
plie
2hem

N72234 001
Jul 21, 1988
N72235 001
JUL 21, 1988

N17851 001

N17851 003
JAN 20, 1982

/\832dé/dd1/

N83206 001

N88877 001
APR 11, 1985
N8889%% 001
APR 11, 1985
N88895 001
APR 11, 1985

JUN 14, 1988
N89212 001
JUN 14, 1988
N89213 001
JUN 14, 1988




BENZTROPINE MESYLATE
TABLET; ORAL
AA QUANTUN PHARMCS 0.546
A G
a4 26
188/ 14.4%/
188/ /ive/
/88/ 18/
GOGENTIN
AA MSaD 9.5
;é Pl
A 14.51%8/
fe i
BETAMETHASONE DIPROPIONATE
LOTION; TOPICAL
a8 COPLEY PHARM EQ 0.05% BASEW
BETAMETHASONE VALERATE
CREAM; TOPICAL
RERMARET
a8 TARD PHARMS £Q 0,37 BASERW
LOTION; TOPICAL
28 COPLEY PHARM EQ 0.1% BASER
BETAZOLE HYDROCHLORIDE
INJECTABLE; INJECTION
HISTALOG
>0LT > J/8 %8 7] 15die it/
>_ADD > 2 LILLY 5OMG/ML

RX DRUS PRODUCT LIST / CURRILATIVE SUPPLEMENT NRBER 7 ¢ JAN'83 - JUL'88

N8a51¢ 001
JAN 31, 1984
N88510 001
JAN 31, 1984
N838511 001

N09193 004
N0O9193 Q03
N09193 002

N71882 001
JUN 06, 1988

N72041 001
JAN 06, 1988
N71883 001

APR 22, 1988

/Ndd344/dd1/
NO9344 001

BETHANECHOL CHLORIDE
TRJECTABLES INJECTION

A ‘ QUAD PHARMS LORTDE

AP MS3D

BRETYLIUM TOSVIATE

INJECTABLE; INJECTION
R
>_ADD > AP LUITPOLD PHARMS
>_ADD >
ap QUAD PHARMS

BROMPHENIRAMINE MALEATE
TABLET; ORAL

? BARR LABS

v R

INJECTABLE; INJECTION

SHEAML=

50ME/MLN
5O0MG/MLN

BUPIVACAINE HCL AND EPINEPHRINE

ABBOTT LABS

0.25%310.005MG/ /MLt
0.25%;0.005MG/MLit
0.25%50.005MG/MLxt
0.5%30.005MG/ /MLt
0.5750.005MG/ML
0.5730.005MG/ML1
0.757;0.005MG/MLnt

N89815 001
APR 12, 1988

N06536 001

N70891 001
JUL 26, 1988
N71181 001
FEB 16, 1988

/NBasss/ et/

N84468 001

N71166 001
JUN 16, 1988
N71165 001
JUN 16, 1988
N71167 001
JUN 16, 1988
N71168 001
JUN 16, 1988
N71169 001
JUN 165, 1988
N71170 001
JUN 16, 1988
N71171 001
JUN 16, 1988




RX DRUG PRODUCT LIST / CLRMULATIVE SUPPLEMENT NUMBER 7 7 JAN'88 - JUL'88 6

N178i2 010
NOV 18, 1985

N17512 011
NOV 18, 1985

N183792 007
JUN 24> 1988

N18379 Q03
JUN 24, 1988

ap

INJECTABLE: INJECTION
DEXTROSE 2.57 IN HALF-STRENGTH LACTATED RINGER'S IN
PLASTIC CONTAINER
KENDALL MCGAW 10ME/160ML 3 2. 5GM/100ML 3 15M6/7100ML 3
300MG/100ML 3
160MG/100MLa N19%634¢ 001
FEB 24, 1988

DEXTROSE 4Z IN MODIFIED LACTATED RINGER'S IN PLASTIC
CONTAINER
KENDALL MCGAR 4G/ 100ML 3461/ 100ML 3 6MB/100ML 3

120MG/100ML 362MG/100MLI  N19634 002

FEB 24. 1988

xermu. K ncsm '

N1%634 003
FEB 24, 1988

LACTATE

NJECTABLE H INJECTION

AP KENDALL ncsm

@;;m‘m;ggmp N19632 001
FEB 29, 1988
CARBAMAZERINE
TABLET, CHEWABLE; ORAL
CARDAMAZEPTNE -
aB WARNER CHILCOTT 100Mcn N71940 001
FEB 01, 1988
JEGRETOL
aB GEIGY PHARMS 100MG N18261 001
CEFACLOR
POWDER FOR RECONSTITUTION; ORAL
CECLOR
LILLY EQ 187MG BASE/SMLR N62206 003
APR 20, 1988
EQ 375MG BASE/SMLM N62206 004
APR 20, 1988
CEFAZOLIN SODIUM

INJECTABLE; INJECTION
ANCEE
AP SK&F LABS

EQ_5GM BASE/VIAL N50461 004
>_ADD > AP BEN VENUE LABS EQ_250MG _BASE/VIALM N6289%4 001
>_ADD > JUL 21, 1988
>_ADD > AP EQ_500MG BASE/VIALM N628% 002
>_ADD > JuL 21, 1988
>_ADD > AP EQ_1GM BASE/VIALM N6289 003
> ADD > JUuL 21, 1988
>_ADD > AP ASE/V N628% 004
>_ADD > JUL 21, 1988
> _ADD_> AP BA A N62894 005
>_ADD > JUL 21, 1988



CEFAZOLIN SODIWM
INJECTABLE; INJECTION

ae ELKINS SINN

ae

ae

&

&

AP

CEFQTETAN OISODIUM

INJECTABLE; INJECTION
CEFOTAN
STUART PHARMS
CEPHALEXIN
CAPSULE; ORAL

>_ADD > AB LABROS ATRAL
>TADD >
>7A0D > AB
>_ADD_>

AB JEROME STEVENS

a8

aB TAS PHARMS

&

AB YOSHITOMI PHARM
>_ADD > AB
>_ADD >

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NRMBER 7 7 JAN'88 - JUL'88

£9_250MG BASE/VIALR
£Q_500MG BASE/VIALM
£Q_1GM BASE/VIALN
EQ_SGM BASE/VIALW
EQ_10GM BASE/VIALN
EQ_206M BASE/VIAL®

EQ 106M BASE/VIALM

£9 25046 BASEw
EQ 30040 DASEw
£9. 25016 BasEm
£Q_500MG BASEW
EQ _ZBOMG BASEW
EQ 50046 BASEm
EQ_Z50M6 BASEW
£ S00MG BASEW

POKDER FOR RECONSTITUTION; ORAL

SERIALDON
2B TAG PHARMS
aB

ER 12548 BASE/SMIN
£9.230M0 BASE/SHLW

N62807 001
JAN 12, 1988
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

N50588 003
APR 25, 1988

N62713 001
JUL 15, 1988
N62713 002
JUL 15, 1988
N62870 001
MAR 17, 1988
N62869 001
MAR 17, 1988
N62821 001
FEB 05, 1988
N62823 001
FEB 05, 19%e8
N62872 001
JUN 20, 1988
N62871 001
JUL 05, 1%88

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

CEPHALEXIN HYDROCHLORIDE
TABLET; ORAL
KEFTAB
LILLY EQ 333MG BASEW
CEPHRADINE
CAPSULE; ORAL
PHRA
aB BARR LABS 250Me
AB 500nMen
AB VITARINE 250M6m
A8 S00MGx

PONDER FOR RECONSTITUTION; ORAL
GERHRADIHE

a8 BARR LABS 125MG/EMLm
a8 250MG/5MLE
X H
CAPSULE; ORAL
El
> _ADD > AB PIONEER PHARMS A0MGa
>_App >
>_ADD > AR 25Me

>

O I
; %

@ PUREPAC PHARM 5MG
F] 10MG
3 25MG
YO

14 TERSRAS 8

e /

y Vi
@ BANMAX PHARMS
] 10MG
] 25MG

N5061%4 003
MAY 16, 1988

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

N62858 001
MAY 19, 1988
N62859 001
MAY 19, 1988

N89533 001
JUL 15, 1988
N89558 001

NB4939/ 0f
/Ngs144/dd1/
NB5155 001
N84939 002
N85144 001

[NAs1dt/dd2/
/ngsddd/dd1/
/N8s1d8/ 841/
N85107 002
N85009 001
N85108 001
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CHLOROTHIAZIDE ;. RESERPINE CHOLESTYRAMINE
‘ TABLET; ORAL BAR, CHEWABLE; ORAL
; CHLOROTHIAZIDE W/ RESERP CHOLYBAR
| 188/ PR/ Iésm‘."d 1¢sﬁ¢/ INBdg83/8d17 PARKE DAVIS EQ 4GM RESIN/BAR:M N71621 001
‘ 2 BOLAR PHARM 250M630.125M6 N84853 001 MAY 26, 1998
EQ 4GM RESIN/BARM N71739 001
MAY 26, 1988
CHLORPHENTRAMINE MALEATE
TABLET; ORAL CLINDAMYCIN HYDROCHLORIDE
/N;Sdf“lddi/ CAPSULE; ORAL
N80700 001
>_ADD > AB UPJOHN MFG EQ_75MG BASE N61809 001
>_ADD > AB EQ_)50MG BASE N61809 002
CLECCIN HCL
UPJOHN EQ 300MG BASEN N50162 003
INJECTABLE; INJECTION APR 14, 1988
GHLORPROMAZINE MO >_ADD >
AP MARSAN PHARMS N89563 001 > ADD > AB VITARINE EQ_75MG BASER N62910 001
APR 15, 1988 >_ADD_> JUL 05, 1988
>_ADD > AB EQ_150MG BASEM N62910 002
>_ADD > JuL 05, 1988
CHLORTHALTDONE
TABLET; ORAL CLINDAMYCIN PHOSPHATE
>_ADD > AB PIONEER PHARMS N39591 001 INJECTABLE; IM-IV
>_AbD > JUL 21, 1988
ap LOCH PHARMS ASE/M N62905 001
" MAY 09, 1988
CHLORZOXAZONE
INJECTABLE; INJECTION
TABLET; ORAL FUAT®
AP ELKINS SINN EQ _150MG BASE/MLM N62953 001
aA BARR LABS N89895 001 APR 21, 1988
MAY 04, 1988 AP LEDERLE PARNTLS £Q_150MG BASE/MLn N62889 001
AA CORD LABS N89852 001 APR 25, 1988
MAY 04, 1988 ap LEMMON EN_150MG BASE/MLEM N62900 001
Al N89853 001 JUN 08, 1988
MAV 0%, 1988 AP LYPHOMED EQ _150MG_BASE/MLM N62767 001
AA LEMMON N89859 001 JUN 03, 1988
MAY 0%, 1988 AP QUAD PHARMS EQ_150MG BASE/ML N62877 001
MAR 15, 1988
AA MCNEIL PHARM N11529 002 ap SOLOPAK LABS EQ 150MG BASE/MLM N62819 001
JUN 15, 1987 MAR 15, 1988
ap EQ 150MG_BASE/MLM N62852 001
MAR 17, 1988

4




CLOEIBRATE
CAPSULE; ORAL
CLOFIBRATE
2B CORD LABS

CLOMIPHENE CITRATE
TABLET ORAL

B O s

> _Ag_g_)
>_ADD > AB SERONO LABS
> _AQD_)
CLONIDINE HVDROCHLORIDE
TABLET; ORAL
as LEDERLE LABS
.\
4B
AB NARNER CHILCOTT
A8
AB
CLORAZEPATE DIPQTASSIUM
CAPSULE; ORAL
a8 CHELS;A LABS
AB
AB
aB PUREPAC PHARM
48
4B

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / JAN'88 -~ JUL'88

/88dg/

N72191 001
MAY 02, 1988

d

1
/ﬁﬁ/gé.

N1836
MAR 22, 1

—~
(-9

S\-.
&

-
o
g2

N71783 001
APR 05, 1988
N71784% 001
APR 05, 1988
N71785 001
APR 05, 1988
N72138 001
JUN 13, 1988
N72139 001
JUN 13, 1988
N72140 001
JUN 13, 1988

N71878 001
MAR 15, 1988
N71879 001
MAR 15, 1988
N71860 001
MAR 15, 1988
N71924 001
APR 25, 1988
N71925 001
APR 25, 1988
N71926 001
APR 25, 1988

FayA
N~

BEST COPY AVAILARI

9
CLORAZEPATE DIPOTASSIUM
CAPSULE; ORAL
PAT
AB WARNER CHILCOTT 2. 05M0n N71774 001
MAR 01, 1988
a8 Z.5Mex N71775 001
MAR 01, 1988
AB A5MER N71776 001
MAR 01, 1988
TABLET; ORAL
A Al
AB WARNER CHILCOTT 3.75M6n N71828 001
MAR 03, 1988
aAB 2.5Mcm N71829 001
MAR 03, 1988
AB l5Men N71830 001
MAR 03, 1988
AB  WATSON LABS 3. 75MGm N71852 001
FEB 09, 1988
AB 7.5M6n N71853 001
FEB 09, 1988
AB 15Meu N71854% 001
FEB 09, 1988
™
AB  ALRA LABS 3. 75MGm N71787 001
APR 26, 1988
AB 7.5MGn N71788 001
APR 26, 1988
AB 15MGRt N71789 001
APR 26, 1988
CLOXACTLLIN SODIUM
PONDER FOR RECONSTITUTION; ORAL
CX 1)
gﬁ BICCRAFT LABS iﬁ%ﬁ% N62268 001
) / INE1581981/
TEGOPEN
AA BRISTOL LABS MG BASE/SM! N501%2 001
el eweriocrecr AR
L 01927 0!
s 7 rrctvr ey S vy
COLCH 3 P C
TABLET; ORAL
PRUBENECID ,AND COLCHICINE'
1881 TIRRRANARS s Jd41811801)
2 BEECHAM LABS 0.5MG;500MG N84321 001
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COLCHICINE; PROBENECID DESIPRAMINE HYDROCHLORIDE
TABI.ET, 'gRAL S W COLCHICINE TABLET; CRAL
18p/ /wm/ws/ 148781841/ I84484/4841/ a VITARINE 20MGx N72167 001
@ LEDERLE LABS 0.5MG 500M6 N86984 001 FEB 03, 1988
AR 150Mem N72254 001
FEB 03, 1%88
BD_> COPPER ORPRAM:
AB MERREI.L BOW A0MG N14399 007
2> INTRAUTERINE DEVICE; INTRAUTERINE FEB 11, 1982
o> INTRAUTERINE COPPER CONTRACEPTIVE AR 150MG N14399 006
op > POPULATION COUNCIL APPROX 176MG COPPERM N18680 002
o8 > APR 29, 1988
DESONIDE
CYCLOBENZAPRINE HYDROCHLORIDE OINTMENT; TOPICAL
DESONEN
TABLET; ORAL AB OWEN LABS 0,08/ N71425 001
SYCLODENTAPRINE NBL JUN 15, 1588
AR DANBURY PHRARMA Py N71611 001 IREDESTILON
MAY 03, 1989 ¢ FEB 29, 1988 AB MILES PHARM 0,087 N17426 001
FLEXERTL
AB MSaD p Ly N17821 002
DESOXVCORVICOSTERONE ACETATE
DACARBAZINE PELLET; IMPLANTATION
PERCORTEN
INJECTABLE; INJECTION > DLY > JCXBA/ PRGN/ It /N8s181/481/
DACARBAZINE >_ADD > @ CIBA PHARM 125MG NO5151 001
QUAD PHARMS B00MB/VIALR N71563 001
MAY 06, 1988
DEXAME THASONE
DESIPRAMINE WYDROCHLORIOE TABLET; ORAL
TABLET; ORAL a0y TRRRIBS] [ 113803/
DESEPRAMINE MOl 168/ 1628/ N84344/4d1/
| o ClmusT e s A e
e = el 001 e I8/ ssest)
l Ny SoMGm N72101 001 188/ /1 g/ JNB4163/8831/
MAY 2&, 1988 @ BARR LABS 0.25M6 N84013 001
‘ . I5Mem N72102 001 ? 0.25M6 N84764 001
JUN 20, 1988 ] 0.5M6 N84084¢ 001
! 8 Jdoougn N72103 001 2 0.75MC N84081 001
JUN 20, 1988 ] 0.75MG N84765 001
4B 150M6n N7210%4 001 2 1.5M6 N84086 001
JAMN 20, 1988 ] 1.5M6 MN84763 001
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DEXTROSE
INJECTABLE; INJECTION

AP KENDALL MCGAN

N19626 0064
FEB 02, 1988
DEXTROSE 2.5% IN PLASTIC CONTAINER
KENDALL MCGAN 2.5G1/100ML) N19626 001
| | FEB 02, 1988
AP KENDALL MCGAR ' N19626 002
FEB 02, 1988
DEXTROSE 7.7% IN PLASTIC CONTAINER
KENDALL MCGAR 7. 7GM/100MLI N19626 003
FEB 02, 1988
DREXTROSE: POTASSIUM CHLORIDES SODIUM CHLORIDE
INJECTABLE; INJE
¥W¢“l-¢ﬁf/§éld 32N/ 1EgTASSTR Ao okfoe/
5"};133‘5"“ Taouc 4 sversdoncs)
/366#/’:(66&/ /Niﬂ.ﬁ/ddi

IR S gt g, YT s

l;ulmsuwcwrl
1t/ O 4S8 oML
TS %%wa e segreysss

$$Wi M':xswmm*/
e stapot o AT 168/ 481/
l ] Ligl Y LAl ‘ul‘.'. Ll I -L‘ SR “IL
148/ ’gig?ﬁ r,}é(cfrn'»f’yﬂs'zé}:’ v 4
= U) o N Y v TN G Y]
o . Jesoiditedi/ $18363/dd8/
/ QJL\A i ’.;." v :IL ':F"fxxf? P9l ”u DRee
148/ / ('r_?t:ﬁ' ,(..gn&f»"‘lﬁm{i . c)
/634087 { 4L/ g3z 1d63/
POTASSIUM CHLORIDE 0.0377 IN DEXTROSE 10¥% AND
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGARN 10GM/100ML 3 37B7100ML 3
200MB/100MLnr N19630 031
FEB 17, 1988

/

DEXTROSE: _POTASSIUM CHLORIDE: SODIUM CHLORIDE

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 0.0377 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL MCGARW 10GM/200ML 3 37MG/100ML 3
450MG/100MLx N19630 037
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.97Z IN PLASTIC CONTAINER
KENDALL MCGARW 10GM/100ML ; 37M6/100NL 3
900MG/100MLt N19630 043
FEB 17, 1988
POTASSIUM CHLORIDE 0.0377Z IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.117Z IN PLASTIC CONTAINER
KENDALL MCGAW 5GM/100ML 337MG/100ML 3
110MG/100MLt N19630 001
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 5Z AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGARW SGM/100ML 537MG/200ML 3
200MG/100MLR N19630 007
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.337 IN PLASTIC CONTAINER
KENDALL MCGAW SGM/100ML 3 37MG/100ML 3
330MG/100MLxt N19630 013
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL MCGAW 5GM/7100ML 3 37MG/100ML ;3
450MG/100MLR N19630 019
FEB 17, 1988
POTASSIUM CHLORIDE 0.0377 IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL MCGAW SGM/100ML ; 37MG/100ML 5
900MG/100MLt N19630 025
FEB 17, 1988
POTASSIUM CHLORIDE 0.075Z IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/100ML ; 75MG/100ML 3
“00MG/100MLx N19630 032
FEB 17, 1988
POTASSIUM CHLORIDE 0.075Z IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.457Z IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/100ML 3 75MG/100ML 3
450MG/100ML N19630 038
FEB 17, 1988
POTASSIUM CHLORIDE 0.0757 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.97Z IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/100ML 5 75M6/100ML 3
900MG/100ML2t N19630 044

FEB 17, 1988
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DEXTROSE; PCTASSIUM CHLORIDE: SODELM CHLORIDE
INJECTABLE; INJECTION

ap
N19630 008
FEB 17, 1988

ap
230MG/1004Ln N19630 Ol4
FEB 17, 1988

ap
N19630 020
FEB 17, 1988

ae
N19630 026
FEB 17, 1988

POTASSIUM CHLORIDE 0.0757 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.117 IN PLASTIC CONTAINER

KENDALL MCGAR S6M/100ML 3 7506/7100ML 3

110M6/100MLn N19630 002
FEB 17, 1988
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL HMCGAW 10GM/100ML 3110M6/100ML 5
200M5/100ML= N19630 033
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 107 AND SODIRM
CHLORIDE 0.457Z IN PLASTIC CONTAINER
KENDALL MCGAR 10GM/100ML 5 1102467100ML 3
A50M67100MLn N19630 039
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.97Z IN PLASTIC CONTAINER
KENDALL MCGAR 106M/100ML 3 110HE/7100ML 3
900MG/100MLR N19630 045
FEB 17, 1983
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 5% AND SODIUM
CHLORIDE 0.117 IN PLASTIC CONTAINER
KENDALL MCGAW SGH/7100ML 5 110ME/100ML 3
110M6/100MLR N19630 003
FEB 17, 1988
POTASSIWY CHLORIDE 0.117 IN DEXTROSE 52X AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCEAR SGM/100ML 5110M6/1000L 5
200M6/100Lm N19630 009

FEB 17, 1988

Leiieq) o EY
AP KENDALL MCGAW

REXTROSES POTASSIUM CHLORIDE: SODIUM CHLORXDE

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 0.11¥ IN DEXTROSE 5X AND SODIUM
CHLORIDE 0.33X IN PLASTIC CONTAINER
KENDALL NCGANW 56M/100ML 3110MB/100ML. 3
3300M6/7100MLI N19630 015
FEB 17, 1988
POTASSIUM CHLORIDE 0.11¥% IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.45Z IN PLASTIC CONTAINER
KENDALL MCGAN S6M/100ML 3110MG/100ML 3
450ME/100MLI N19630 021
FEB 17, 1988
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL HCEGANW 5GM/7100ML 3110MB/100ML 3
900MG/100MLE N19630 027
FEB 17, 1988
POTASSIUM CHLORIDE 0.157 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGAR 106M/100ML 5 150ME/100ML 5
200MG/100MLR N19630 034
FEB 17, 1988
POTASSIUM CHLORIDE 0.157 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.45Z IN PLASTIC CONTAINER
KENDALL MCGAR 10GM/100ML 5 15046/7100ML 3
450MG/100ML N19630 040
FEB 17, 1988
POTASSIUM CHLORIDE 0.157 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL MCGAW 10GM/100ML 5150MG/200ML 3
900MG/100ML

N19630 046
FEB 17, 1988

Sl v

330MG/100MLE N19630 016
FEB 17, 1988

N19630 022

FEB 17, 1988
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REXTROSE ;. _POTASSIAR CHLORIDE; SODIUM CHLOREDE
INJECTABLE; INJECTION

AR KEWALL msm 2871001, 5 150M6/100ML 3
S00M6/100MLK N19630 028
FEB 17, 1988
POTASSIUM CHLORIDE 0.152 IN DEXTROSE 5X AND SODIUM
CHLORIDE 0.117Z IN PLASTIC CONTAINER
KENDALL MCGANW SGM/L00ML ; 150MG/100ML 3
110M6/100MLr N19630 00%
FEB 17, 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27% IN PLASTIC CONTAINER
KENDALL MCGAR 10GM/100ML 3 220M6/100ML 3
200MG/100MLR N19630 035
FEB 17, 1988
POTASSIWM CHLORIDE 0.227 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.45X IN PLASTIC CONTAINER
KENDALL MCGAW 10GHM/7100ML ; 220MG/100ML 5
450M6/100MLA N19630 041
FEB 17, 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 104 AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL MCGAW 106M/100ML 3 220MG/100ML >
900M6/100MLn N19630 047
FEB 17, 1988
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 5Z AND SODIUM
CHLORIDE 0.11% IN PLASTIC CONTAINER
KENDALL MCGANW 56M/100ML 3 220M6/100ML 3
110M6/100ML3 N19630 005
FEB 17, 1988
POTASSIUM CHLORIDE 0.22% IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.272 IN PLASTIC CONTAINER
KENDALL MCGAN 5GM/100ML 3 220M6/100ML 3
200MG/100MLR N19630 011
FEB 17, 1988
POTASSIWUM CHLORIDE 0.227 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.33Z IN PLASTIC CONTAINER
KENDALL HMCBANW 56M/100ML 5 220M6/7100ML 3
330MB/100%LM N19630 017
FEB 17, 1988
POTASSIW CHLORIDE 0.227 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.45% IN PLASTIC CONTAINER
KENDALL MCGAR S6M/7100ML 5 220ME/7100ML 3
450M8/100MLM N19630 023
FEB 17, 1%88
POTASSIUM CHLORIDE 0.22% IN DEXTROSE 5Z AND SCDIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL MCGAN 5EM/7100ML 5220M6/100HL 3
900MG/100ML N19630 029
FEB 17, 1988

/3

DEXTROSES POTASSIUM CHLORIDE; SODIUM CHLORIDE

INJECTABLES INJECTION
POTASSIUM CHLORIDE 0.3Z IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
RENDALL MCGAW 10GH/100ML : 300MG/100ML 3
200MG/100MLY N19630 036
FEB 17, 1988
POTASSIUM CHLORIDE 0.3%Z IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
RENDALL MCGANW 10GHM/100ML 3 300MG/100ML 3
450MG/100MLR N19630 042
FEB 17, 1988
POTASSIUM CHLORIDE 0.37 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.97 IN PLASTIC CONTAINER
KENDALL MCGAR 10GM/100ML 3 300MG/100ML 3
900MG/100MLI N19630 048
FEB 17, 1988

SGMZL00ML 5 200MG/)00ML, 5
200MG/100MLI N19630 012
FEB 17, 1988

300MG/100ML, 3
330MG/100MLM N19630 018
FEB 17, 1988

300MG/I00ML 3
4EOMG/100MLE N19630 026
FEB 17, 1988

9,9 3N _PLASTIC CONTATHER
KENDALL MCGAN 5GM/100ML ; 200MG/100ML 3
900MG/100ML N19630 030
FEB 17, 1988
POTASSIUM CHLORIDE 0.3Z IN DEXTROSE 5Z AND SODIUM CHLORIDE
0.117 IN PLASTIC CONTAINER

KENDALL MCGAR 5GM/100ML 5 300MG/100ML ;
110MG/100MLK N19630 006
FEB 17, 1988
76.5MG/100ML 3
450MG/100MLM N18362 009
JuL 05, 1983
SGH/100ML 5 H
N18362 005
MAR 28, 1988
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DEXTROSE: POVASSIUM CHLORIDE; SODIUM CHLORIDE
INJECTABLE; INJECTION

ap
A
N19691 004
HAR 24, 1928
POTASSIUM CHLORIDE 10MEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.2252 IN PLASTIC CONTAINER
ABBOTT LABS EEMN/10000 3 74 . BMG/100ML 5
225M6/100MLn N18365 002
JUL 05, 1983
EGM/100ML 3199M6/100ML 3
225MG/100HLK N18365 006
MAR 28, 1988
POTASSIUM CHLORIDE 1OMEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.3% IN PLASTIC CONTAINER
ABBOTT LABS SGM/100ML 574 . 5MB/7100ML3
300MG/100L N18876 001
JAN 17, 1986
SEM/100ML 3199M6/100ML 3
300M671000MLR N18876 006
MAR 28, 1%88
A
N19308 004
APR 05, 1985
ap
N18362 006
MAR 28, 1988
ap
N19691 006
MAR 26, 1988

POTASSIUM CHLORIDE 1SMEQ IN DEXTROSE 54 AND SODIUM
CHLORIDE 0.2257 IN PLASTIC CONTAINER

ABBOTT LABS BEM/7100ML 5 224M6/100ML 3

225M6/100MLR N18365 008
MAR 28, 1988
POTASSIWRY CHLORIDE 15MEQ IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.3Z IN PLASTIC CONTAINER
ABROTT LABS S6HM/100ML 5 226ME/100ML 3
300671001 N18876 007

MAR 28, 1988

19

4S0NG/100MLM N18362 010
JUL 05, 1983

SN2 100M1, 3 298MG/100ML, 3
N18362 007
MAR 28, 1968

900MG/100MLM N19691 005
MAR 26, 1988

sei/100mL3 ;

S00MG/300MLM N19691 008
MAR 26, 1988

POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.2254 IN PLASTIC CONTAINER

ABBOTT LABS 5GM/100ML 3 149MG/100ML 3
225MG/100ML N18365 001

5GM/100ML 3 298M6/100ML 5
225H6/100ML N18365 009
MAR 28, 1988

POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 5/ AND SODIUM
CHLORIDE 0.3% IN PLASTIC CONTAINER
ABBOTT LABS BGM/100ML 3 298MG/100ML 5
300MG/100MLxt N18876 008
MAR 28, 1988
POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 57 IN SODIUM CHLORIDE
0.3 IN PLASTIC CONTAINER
ABBOTT LABS 5GM/100ML 3 149H6/100ML 5
300MG/100ML N18876 002

JAN 17, 1986

N19691 007
MAR 24, 1988
POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 57 AND SODIUM

CHLORIDE 0.2257 IN PLASTIC CONTAINER

ABBOTT LABS SGM/100ML 5 224MG/100ML 5

225MG/100MLxt N18365 003

JUL 05, 1983
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INJECTABLE; INJECTION
POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 54 AND SODIUM
CHLORIDE 0.3%4 IN PLASTIC CONTAINER

ABBOTT LABS 5GM/100ML ; 224MG/100ML 3
300MG/200ML N18876 003
JAN 17, 1986
900MG/100MLM N19308 006
APR 05, 1985
900MG/100MLM N19591 009
MAR 26, 1988

POTASSIUM CHLORIDE 4OMEQ IN DEXTROSE 5Z AND SODIUM
CHLORIDE 0.225Z IN PLASTIC CONTAINER

ABBOTT LABS BGM/100ML 5 298MG/100ML 3

225MB/100MLx N18365 004
JUL 05, 1983
POTASSIUM CHLORIDE 4OMEQ IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.3Z IN PLASTIC CONTAINER

ABBOTT LABS 5GM/ 200ML ; 298MG/200ML 3

300M6/200ML

N18876 004
MAR 28, 1988

N18362 008
MAR 28, 1988

SGMZ100ML 3 3

450MG/100MLI N18362 004

MAR 28, 1988

WOe, LN LORLDG

ABBOTT LABS SCM/100ML 3 7. SMG/100ML 3
900MGZ100ML R N1%691 001
MAR 24, 1988
5GM/100ML 5 169MG/100ML ;
S00MG/100MLR N19691 003
MAR 26, 1988

INJECTABLE; INJECTION
POTASSIUM CHLORIDE SMEQ IN DEXTROSE 57 AND SODI'M CHLORIDE
0.225% IN PLASTIC CONTAINER

ABBOTT LABS 5GM/100ML 5 76 . 5MG/100ML 3
225MG/100MLm N18365 005
MAR 28, 1988
5GM/100ML ; 169MG/100ML 3
225MG/100MLx N18365 007

MAR 28, 1988
POTASSIUN CHLORIDE SMEQ IN DEXTROSE 57 AND SODIUM CHLORIDE
0.37 IN PLASTIC CONTAINER

ABBOTT LABS 5GM/100ML 574 . 5MG/100ML 5
300MG/100MLA N18876 005
MAR 28, 1988

SGM/100ML 3 149MG/100ML 3
300MG/100MLHm N18876 009

MAR 28, 1988

DEXTROSE; SODIUM CHLORIDE

INJECTABLE; INJECTION
DEXTROSE 107 AND SODIUM CHLORIDE 0.117Z IN PLASTIC
CONTAINER
KENDALL MCGAMW 10GM/100ML 3110MG/100ML  N19631 011
FEB 24, 1988
DEXTROSE 10Z AND SODIUM CHLORIDE 0.27Z IN PLASTIC CONTAINER

KENDALL MCGANW 10GM/100ML 5 200MG/100MLE  N19631 012

FEB 24, 1988
DEXTROSE 10Z AND SODIUM CHLORIDE 0.33%Z IN PLASTIC
CONTAINER
KENDALL MCGAN 10GM/100ML ;330MG/100MLI  N19631 013
FEB 24, 1988
DEXTROSE 107 AND SODIUM CHLORIDE 0.45Z IN PLASTIC
CONTAINER
KENDALL MCGANW 10GM/100ML 3450MG/100MLt  N19631 014
FEB 24, 1988
EXTROSE 102 A CHLORTOE 0,92 IN_P ER
ap KENDALL MCGANW 10GM/100ML 3 900MG/100MLM  N19631 015
FEB 26, 1988
DEXTROSE 2.5Z AND SODIUM CHLORIDE 0.11% IN PLASTIC
CONTAINER
KENDALL MCGAN 2.56M/100ML 3
110MG/100ML N19631 001
FEB 24, 1988
DEXTROSE 2.57Z AND SODIUM CHLORIDE 0.2% IN PLASTIC
CONTAINER
KENDALL MCGANW 2.56M/100ML 3
200MG/100MLK N19631 002

FEB 24, 1988




RX DRUG PRODUCT LIST /7 CLMULATIVE SUPPLEMENT NRBER 7 ~ JaN‘'@s - JuL'8e8

DEXTROSE;. SODIUM CHIORIDE

INJECTABLE; INJECTION

DEXTROSE 2.54{ AND SODIWR CHLORIDE 0.337% IN PLASTIC
CONTAINER

KENDALL WCGAW

2.56M/100ML 3
330MG/100MLR

N19631 003
FEB 24, 1988

CONTATNER
ap KENDALL MCGAW

2,56M/100ML 3
450MG/100MLM N19631 004
FEB 24, 1988
DEXTROSE 2.5Z AND SODIWRY CHLORIDE 0.9% IN PLASTIC
CONTAINER
KENDALL MCGAW 2.56M/7100ML 3
900ME/1000MLat N19631 005
FEB 24, 1988
DEXTROSE B2 AND SODRIWM CH/QRIDE 0.114 IN PLASTIC CONTAINER
KENDALL MCGAR SGM/100ML110MG7100MLr N19631 006
FEB 24, 1988

T N19631 007

o
FEB 20, 1988

AP KENDALL VCGAN SGM/100ML ;330MG/100MLt ~ N19631 008
FEB 24, 1988

AP

AP "KENDALL MCGAR 5EM/100ML 3 S0OMG/100MLN N19631 010
FEB 24, 1988

DIATRIZOATE MEGLIMINE: DIATRIZOATE SODIUM

INJECTABLE; INJECTION
RENOCAL-76

AP SQUIBB DIAGS 66310/ N89347 001
JUN 01, 1988

DIAZEPAN

TABLET; ORAL
@=PAM

aB QUANTUM PHARMCS 2M6m N72431 001
APR 29, 1988

43 Bt N72432 001
APR 29, 1988

a8 20MGH N72433 001
APR 29, 1988

>_ADD >
>_ADD >
> nL! >

> LY >
>_4pD_>

DIAZOXIDE
CAPSULE; ORAL
PROGLYCEM
MED MRKTG SPECLTIES 50MG
2 100MG
13/3cnEd DS/ 186rs/
INJECTABLE; INJECTION
AP GUAD PHARMS AEME/MLM
SUSPENSTON; ORAL
PROGLYCEM
MED MRKTG SPECLTIES 5O0MG/ML
13/3erds/ 188 ML/
DICLOFENAC SODIUM
TABLET, ENTERIC COATED; ORAL
VOLTAREN
CIBA PHARM 25Me
50MG
75MGx
DIETHYLCARBAMAZINE CTTRATE
TABLET; ORAL
HETRAZAN
J EOERLE/ ABS/ 138/
3 LEDERLE LABS 5OMG
DOPAMINE HYDROCHLORIDE
INJECTABLE; INJECTION
AP BAXTER ' "80MGZ100ML
ap 160MG/100MIL,
AP 320MG/100ML,
6G0MG/100ML

16

N17425 001
N17425 002
/NL3425/4d1/

N71908 001
JAN 26, 1988

N17453 001

/NL483/461/

N19201 001
JUL 28, 1988
N19201 002
JUL 28, 1988
N19201 003
JUL 28, 1988

/\de4sd/dd1/

N06459 001

N19615 001
MAR 27, 1987
N19615 002
MAR 27, 1987
N19615 003
MAR 27, 1987
N19615 004
MAR 27, 1987




DOPAMINE HVDROCHLORIDE

148/
DQOXERIN HYDROCHLORIDE

CAPSULE; ORAL

AB PENNNALT

o TOARR hos

)

)

AR

AB  CHELSEA LABS

AR

AB LEDERLE LABS

4B

AR

B

AB

.

CONCENTRATE; ORAL

> _ADD > AA MY K LABS

>_ADD >

KRR DRUG PRODUCT LIST / CLRMULATIVE SUPPLEMENT MRWER 7 7 JAN'88 = JUL'88

/43dia {40/
1648140100/

£9_50MG BASEW
£9._75M6 BASEw
£9.100M6 BASEm
EQ_75MG DASEw
£9 15016 DASEm
£8 104G DASER
EQ 2540 DASEW
£ _50MG BASEm
E8 756 BASER
£Q_300MG _BASEm

2
=
v o
=
g
oy

N16987 007
APR 13, 1987

N71502 001
FEB 18, 1988
N71653 001
FEB 18, 1988
N7165% 001
FEB 18, 1988
N71521 001
FEB 18, 1988
N71763 001
FEB 09, 1988
N7176¢ 001
FEB 09, 1988
N71685 001
JAN 05, 1988
N71686 001
JAN 05, 1988
N71673 001
JAN 05, 1988
N71674 001
JAN 05, 1988
N71675 001
JAN 05, 1988
N71676 001
JAN 05, 1988

N71918 001
JUL 20, 1988

> AQE >
>_ADD >

BOXYCYCLINE HYCLATE
CAPSULE; ORAL
aB VITARINE EQ_50MG BASEM
INJECTABLE; INJECTION
ap %‘ LABS EQ_100MG_BASE/VIALM
AP £9.200MG _BASE/VIALW
DROPERIDOL
INJECTABLE; INJECTION
ap %%‘r%ms 2.5MG/MLM
ap DUPONT CRI CARE 2. EME/MLI
DROPERIDOL; FENTANYL CITRATE

INJECTABLE; INJECTION

2 ANy hooh 1 (X

AP ABBOTT LABS
EQ.0.05MG BASE/MLM
FHHOVAR
ap JANSSEN PHARMA 2.5MG/ML 3
£9 0.05MG BASE/MLM
EDROPHONIUM CHLORIDE
INJECTABLE; INJECTION
REVERSOL,
ap ORGANON 10ME/MLK
ENALAPRI), MALEATE
TABLET; ORAL
VASOTEC
MSED RES LABS 2.5MGn

17

N62780 001
APR 12, 1988

N62569 001
MAR 09, 1988
N62569 002
HMAR 09, 1988

N71981 001
FEB 29, 1988
N71645 Q01
APR 07, 1988

N71982 001
MAY 04, 1988

N16049 001

N89626 001
MAY 13, 1988

N18998 005
JUL 26, 1988




RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NAMBER 7 # JAN'88 - JUL'88

ENALAPRILAT
INJECTABLE: INJECTION
VASQTEC
24S2D RES LABS 1.25M8 %M

EPINEPHRINE : LIDOCAINE HYDROCHLORIDE
AP ABBOTT LABS " 0.005M6/ML 30, 570
AR 0,005M6/M1, 5270
AP 2.005M6/ML, 5., 5/m
AR 0.005M8/ML 3.5/
AP 2.005M8 /M), 524,
aP 0.01MG/M, 3 1m
ap 2008 2/m

1 TEmBIN Ity
168/ kTt
AR 0.02MB/M, 324
HYLOCAINE ¥/ BPINERMRINE

AP ASTRA PRARM PRODS  0,00MG/ML 0.5/
Ap 2.005M6/M, 314
ap 9.005M6/M, 324

ERGOLOTD VESYLATES

TABLETS ORAL

168/ /%M’ﬂﬂ /id/

SERIMAY,
B CHELSEA LABS plLe)

N19309 001
FEB 09, 1988

NB9635 001
JUN 21, 1988
N89649 001
JUN 21, 1988
N89645 001
JUN 21, 1988
N89650 001
JUN 21, 1988
N89651 001
JUN 21, 1%88
N3964% 001
JUN 21, 1988
N89646 001
JUN 21, 1988

/n8sddg/ddt/
N84048 001
/nB4dds/ddz/
NB84048 002
N06488 013
N06488 018
NOV 13, 1986

N06488 019
NOV 13, 1986

d3/dd
T4

N88207 001
MAR 22, 1984

18

N62687 001
FEB 05, 1988

N62957 001
JUL 21, 1988

N50297 003
JUL 05, 1988

ERGOLOID MESVLATES
TABLET; SUBLINGUAL
1640 TR sy .
/gg; @ RIKER LABS /g@/
/a () [ ] lm
14 e/ 4ot
y /
AA CHELSEA LARS [ ]
AA M6
ERYTHROMYCIN
SOLUTION; TOPICAL
E8=-22 .
AT  PADDOCK LABS m
>_ADD > AT NASKA PHARMA am
>7ADD ">
ERVTUROMYCIN ETHYLSUCCINATE
TABLET, CHEWABLE; ORAL
> >
>‘mp"'em >aB  ABBOTT LABS EQ_200MC BASEM
> Ann >
ERVTHROMYCIN ETRYLSUCCINATE ; SULFISOXAZOLE ACETYL
GRANULE; ORAL
LAY A PURGETY Gl 5 I I AL A B K SR IPURL RS |,
AB BARR LABS W{:'
EQ_600MG BASE/5ML
ERYZOLE
AB ALRA LABS mﬂwz
EQ_600MG BASE/SML
PEDIAZOLE
AB  ROSS LABS OMG_BASE/EML;
EQ_600MG BASE/SMim

1 &

N62759 001
MAY 20, 1988

N62758 001
JUN 15, 1988

N50529 001




RX DRUG PRODUCT LIST / CAMULATIVE SUPPLEMENT NUMBER 7 / JAN'88 - JUL‘88

ERYTHROMYCIN LACTOBIONATE
INJECTABLE; INJECTION

TABLET; ORAL

[4d) TRRISTONICASS) /g4 sdon’
/ga/ 2 BRISTOL LABS /gggﬁzégg

fed iy

EQ 250MG BASE

Ia4/ STRRARE 10kves/

/
2 PARKE DAVIS

? EQ 500MG BASE
164/ 5%¥%L1§§ /té_“m.iéﬂ/
9 ABBOTT LABS Q 125MG BASE

Ay PRI e

@ LEDERLE LABS EQ 250MG BASE
@ EQ 500MG BASE

1687 TRRRZER/LAES

/84 3ddnid ‘ddde/
? PFIZER LABS EQ 500MG BASE
ESTRONE
INJECTABLE, INJECTION
>_DLY > /8p/ /Sfﬂﬂﬁ/l-ﬂﬁ.‘-/ lﬁterlf/
>_ADD > sren
>_DLY. > /@p /l’ \/
_BLY /s p; Wﬁ/ﬁl 14/ ;é'l:gm.t;
> __D_D_> 3 PARKE DAVIS 1MG/HL
2 EMG/ML

/N##.‘Wﬁi/

I ses)
N03977 001
N03977 003

N62586 001
JAN 04, 1988
N62586 Q02
JAN 04, 1988

dd
g
N62032 001
N62032 002

/Néd3ss/ddz/

N60359 Q02

ddd/dd
ey
N62089 001
N62089 002

/861#31/dd2/

N61791 002

> !!Ll >
> !!Ll >
>DLT>

>_ADD >
>_ADD >
>_ADD_>

>_ADD_ >
>_ADD_>
> eg!! >
> ﬂgn >

/9

ETHINYL,_ESTRADIOL S NORETHINDRONE
TABLET; ORAL-21
AB SEARLE PHARMS 0. 035MG; JMom
Nidi L wai X1 UL L,
AB mn‘son LABS 0.035MG30. 5MG_AND 2MGa
aB ORTHO PHARM 0.035MG 30, 5MG _AND IMG

a8 0.0385MG 5 JhEx
D) N 0
aB WATSON LABS 0.035M630. 5MG_AND IMGx
8B ORTHO PHARM  0.035MG30.5MG AND G
ETHIODXZED OXL
TARJECTARYE L INSECTAGN/
JEMigddL
/FOUBERR/ 1994/
OILS INTRALYHPHATIC; INTRAUTERINE
ETHIOD!
FOUGERA 992
EENOPROFEN _CALCTIUM
CAPSULE; ORAL
P
aB HALSEY DRUG EQ_200MG BASEM
AUG 17, 1988
aAB EQ_300MG BASEM
AUG 17, 1988
AR GQUANTUM PHARMCS EQ_200MG_BASEM
AUG 17, 1988
AB BASEM
AUG 17, 1988

TABLET; ORAL-28
SEARLE PHARMS

19

N71480 001
APR 12, 1988

N71043 001
APR 01, 1988

N18354 001
JAN 11, 1982

N71481 001
APR 12, 1988

N71044 001
APR 01, 1988

N18354 002
JAN 11, 1982

/Nds19d/ddt/

NO9190 001

N72355 001

t JUL 05, 1988

N72356 001

¢ JUL 05, 1988

N72214¢ 001

: APR 14, 1988

N71738 001

t APR 16, 1988



EENOPROFEN CALLIUM
CAPSULE; ORAL
3

>_ADD > AB HWATSON LABS

> Al!n >
>ZADD > AB
>_ADD >
HALFON
AB DISTA PRODS
28 DISTA PRODS
TABLET; ORAL

AB  AM THERPTCS

AB  CHELSEA LABS
HALSEY DRUG
28 LEDERLE LABS
a8 MYLAN PHARMS
PAR PHARM
a8 PHARM BASICS

AB PUREPAC PHARM

aB QUANTUM PHARMCS

>_ADD > AR  HATSON LABS

>_ADD_>
HALFON
a8 DISTA PRODS

ELECAINIOE ACETATE

TABLETS ORAL
TAMBOCOR
RIKER LABS

FLUOCINOLONE ACETONIDE

CREAM; TOPICAL

>_ADD > AT G&K LABS

>_ADD >

RX DRUG PRODUCT

EQ L]
AUG 17,

AUB 17,

3

AUG 17,
L

AUG 17,
AUG 17,
n

AUG 17,
AUG 17,
"

AUG 17,
L]

AUG 17,
£Q_600MG BASEM
n

AUB 17,
"

AUG 17,

150M6n

LIST 7/ CUMULATIVE SUPPLEMENT NMBER 7 7 JAN'8€8 - JUL'88

1988
1988

1988
1988
1988
1988
1988
1988

1988

1988
1968

N722% 001
JUL 08, 1988
N72293 001
JUL 08, 1988

N17604 002
N17604¢ 003

N72309 001
JUN 16, 1988
N72407 001
JUN 13, 1988
N72357 001
JUL 05, 1988
N72326 001
APR 20, 1988
N72267 001
JUN 08, 1988
N72429 001
JUL 19, 1988
N72362 001
JUN 16, 1988
N72274 001
MAY 02, 1988
N721%4 001
APR 14, 1988
N72165 001
JUL 08, 1988

N17710 001

N18830 003
JUN 03, 1988

N89525 001
JUL 26, 1988

>_ADD >

>_ADD >

>_ADD >
>_ADD ">

ELUOCINOLONE AGETONIDE
CREAM; TOPICAL

AT GaN LABS
OIL; TOPICAL

DERMA-SMOOTHE/FS
HILL DERM

OINTMENT; TOPICAL

AT GEW LABS

ELUOCINONIDE
CREAM; TOPICAL
FLUOCTNONTDE
a8 CLAY PARK LABS

ELUORQURACTL,
INJECTABLE; INJECTION
ELUOROURACEL,
ap BEN VENUE LABS

FLUPHENAZINE HVDROCHLORIDE

INJECTABLE; INJECTION
PH
ap QUAD PHARMS

TABLET; ORAL
PERMITIL

[3/scHekine/ 12
13/ L

/14

BP  SCHERING 2.
ep 546

8P 10

0.00m

S0ME/MLu

JUL 13, 1988 :

N89526 001
JUL 26, 1988

N1S452 001
FEB 03, 1988

N89524 001
JUL 26, 1988

N71790 001
APR 25, 1988

N89508 001
JAN 26, 1988

N89800 001
JUN 08, 1988

s
414/44¢
N12034¢ 004
N12034 005
N12034 006




ELURAZEPAM HVOROCHLORIDE
CAPSULE; ORAL

ELURAZEPAM HEL,
AR HALSEY DRUS
a8

EOLIC ACID
TABLET; ORAL

164 TRRRRINARS

2 BARR LABS

EURQSEMIDE
INJECTABLE; INJECTION

/18¢/ vis/

AR HARNER CHILCOTT

TABLET; ORAL

RROSDMIDE

a8 BARR LABS
aB DANBURY PHARMA

GADOPENTETATE DIMEGLUMINE

INJECTABLE; INJECTION
MAGNEVIST
BERLEX LABS

GALLIUM CITRATE, GA-67
INJECTABLE; INJECTION

GALLIWM CITRATE GA 67

/REBL/pivstcs/

@ MEDI PHYSICS

RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NUABER 7 7 JAN'G8 - JUL'88

/id8/

e

/igdgnie/

%69.01M6/Mm

et/
MCI/ML

GENTAMICIN SULFATE: PREDNISOLONE ACEVAVE

SUSPENSICN/OROPS; OPHTHALMIC
PRED-6

N71808 001 ALLERGAN PHARMS €Q 0.3 BASE;1/m
JAN 07, 1988
N71809 001
JAN 07, 1988
GLYCOPYRROLATE
INJECTABLE; INJECTION
GLYCORYRROLATE
ap ABBOTT LABS 0. 2MG/Mn
/N84144/4d1/
13AN/48.71388/
N89177 001 HALOPERIDOL
JAN 08, 1986
TABLET; ORAL
HALDOL S
/s/ﬁmm/mas/ 11vg/
2 MCNEIL PHARM 1MG
HALOPEREDOL
a8 BARR LABS 5MEu
[N1842d/4d1/
I7PEs/28, / 1482/ a8 10MGt
N18420 001
FEB 26, 1982 B 20MGa
aB BOLAR PHARM 0. 5Meu
N70100 001 aB nien
JAN 26, 1988
N715% 001 aB 2Meu
FEB 09, 1988
a8 BMen
AB loMen
AB 20MCn
N19596 001 a3 CORD LABS 10MGx
JUN 02, 1988
aB 20%Mcu
A TA
/N\1#3dd/4d1/ CONCENTRATE; ORAL
N17700 001 % s ,
/éé/ LL/LAB3/ /¢4 "4 ‘ddsE i/
MCNEIL PHARM EQ _2MGC BASE/ML

2

21

N50586 001
JUN 10, 1988

N89393 001
JUN 15, 1988

/NL3879/481/

N17079 001

N71212 001
JAN 07, 1988
N71173 001
JAN 07, 1988
N71177 001
JAN 07, 1988
N71571 001
JUN 03, 1988
N71572 001
JUN 03, 1988
N71573 001
JUN 03, 1988
N71376 001
JUN 03, 1988
N71375 001
JUN 03, 1988
N71376 001
JUN 03, 1988
N71210 001
MAR 11, 1988
N71211 001
MAR 11, 1988

1159221681/

N15922 001




HALOPERIDOL LACTATE

CONCENTRATE: ORAL
HALOPERTDOL INTENSOL

RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NAMBER 7 7/ JAN'838 - JUL'88

AA ROXANE LABS £Q MG _BASE/MLR N72045 001
APR 12, 1983
INJECTABLE; INJECTION
]
AP LEMMON EQ_5MG BASE/MLM N70713 001
MAY 17, 1988
ap EQ 5MG BASE/MIR N7071¢ 001
MAY 17, 1988
P EQ _5MS BASE/MLM N70744 001
MAY 17, 1988
HEPARIN SODIUM
INJECTRBLE; INJECTION
> 0T >/48/ /108" St$Ac/ INd8284/814/
>_ADD > ] ABBOTT LABS 100 UNITS/HL N0O5264 010
>__QL> A Ak .,~A; 4, il &
>_ADD > ap “ABBOTT LABS wm_m_ NO5264 015
> A0 > MAY 21, 1985
>_ADD_> AP 100_UNITS/ML NO5264 016
>_ADD_> MAY 21, 1985
EPAR] ' Iy DOO KTROSE 53/ A
Jés] ITRERBTAgs/ 140008 WESH1 868/ JL4349/444/
PR
3 ABBOTT LABS 10,000 UNITS/Z100ML N19339 003
MAR 27, 1985
HEPARIN SDD! A
PLA
ap BAXTER 200 UNITS/100ML N18609 001
I8 IRAVEIIASS)  JO0TMEISHOON/ | AAeds/dsy/
} o8]
148/ /72333??7rxas/ 81008 WEISHAON) IHE8488/481/
PR Y
@ ABBOTT LABS 5,000 UNITS/100ML N19339 001
MAR 27, 1585
HEPARIN SODTUM 2000 IAUITS AND SODIMRY CHLORZDE 0,972 IN
PLASTIC CONTAIMNER
AP BAXTER 200_UNITS/200ML N18609 002
APR 28, 1982

22

22
HEPARIN SODIUM
INJECTABLE'B INJE(ETION . , , . vrrres
/9;§g§3§S§3§§E§%§;gg’¢_nsmts_suu_sdnxga_caﬁgsxdt_n&tz.:s/
' - ' 43/44
R il /t?d.dﬂﬁiféid!ﬂ&/ | /4555553749¢§7
m; /?33%3¥?§§xas/ P W
m; bt wstsan) | YT
@ ABBOTT LABS 5,000 UNITS/100ML N19339 004
MAR 27, 1985
-} 10,000 UNITS/100ML N19339 002

NEPARTH SODIUM 5000
P NT
ap BAXTER

188/ JIRAVENGL/LABS/

HYDRALAZINE HYDROCHLORIDE
TABLET; ORAL

168 “TRRERRETR

9 PUREPAC PHARM

YDRALA, HYDRGCH
CAPSULE; ORAL
tiYDRAY,
AB REID ROWELL

&

13/
13/

AND SODTAM CH

500 _UNITS/100ML
/448 "WittdLddnt/

/44vs/

50MG

3 HYDROCHLOROTH

25MG;25MG
50MG;50M6

128restsng/

/58rsisds/

MAR 27, 1985
0,97

N18609 003
A
TAPRT 285113821

18/dd
Wi

N88178 001
AUG 15, 1983

N87608 001
FEB 08, 1982
N87213 001
‘73.52235}33%/
PR
PrLigieony,




RX DRUS PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NWRMBER 7 7 JAN'@8 - JUL'88 23

TABLET; ORAL TABLET; ORAL
RESERPINE, HVDRALAZINE HCL AND HYDROCHLOROTHIAZIDE / <tidt/
188/ [RELS/RORELE/ lE B H R T NBig1d/481/ 148/ /4%id 1ddvd/ [N19134/dd1/
8p REED ROMWELL 25MG; 15M630. 1M6 N88376 001 JARR/14,/1983/
oCT 28, 1983 148/ L LT IN19174/dd2/
? 25MG315MG30. 1MG N87210 001 1APR/18.11983%/
13/ FELL NG T /Nsa33¢/dd1/ 164/ /4834 4ddnid/ INI9134/dd3/
182172811983/ /a8 J8igtasde/ /A%{%M%%
I JAPR11857198%1
HYDROCHLOROTHIAZIDE
HYDROCHI,OROTHIAZIDE ; METHYLDOPA
AA MY K LABS SOMG/5MLM N89661 001 TABLET; ORAL
JUN 20, 1988 ) AND _HYDROCHILOROTHEAZLI
AA ROXANE LABS SOMG/5ML NB8587 001 AB NOVOPHARM ABMG 3 250M6m N71819 001
JUL 02, 1984 APR 08, 1988
AB 254G 250MEn N71820 001
APR 08, 1988
AB 30MG;500MER N71821 001
[N\88389/4d1/ APR 08, 1988
/M#%IM{/ aB 50MG;500MGR N71822 001
Nazssa 001 I68]  IRRERCINANY  Jdidideey “Ntdgas]dess
N83554 001 H 7d689/ d¢
1APR/24,/1988/
2 PUREPAC PHARM 50MG ; 500M6 N70689 001
APR 24, 1986
ap ZENITH LABS 1545;250M6n N716458 001
TABLET; ORAL MAR 08, 1988
NORMOZIDE A 254G 250M6m N71459 001
186vERING/ 1E8gi4dds/ /N1444/4d4/ MAR 08, 1988
14PR/66.,/138%/ a8 30MG; 500MGw N71460 001
2 SCHERING 25MG;900M6 N19046 004 MAR 08, 1988
APR 06, 1987 AB 50M6;500M6 N71461 001
MAR 08, 1938
aB GLAXO 25M6;100M8 N1917% 001
APR 10, 1987
a8 2516200116 N19174 002 HYDROCHLOROTHIAZIDE ; PINDOLOL
APR 10, 1987
AB 25M6; 300MG N1917% 003 TABLET; ORAL
APR 10, 1987 VISKAZIDE
& 2546340016 N19174 004 > DLY > 1883002/ tidsis/ 128738/ [N18872/441/
APR 20, 1987 > DT > IWL1E2, 11983/
>_ADD > 2 SANDOZ PHARMS 25MG; 516 N18872 001
T I5e 10/ " Iaksildas
> > As 3
> DLT > ) 100122.1198%/
>_aDD_> ? 25MG310M6 N18872 002
>_ADD > JUL 22, 1987

Z3




RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NAMBER 7 ¢ JAN'88 - JUL'88

a8
a8 254G 80MGn
AB WARNER CHILCOTT 25MG:90Mem
a8 2545 80MGw
HYDROCHLOROTHEAZIDE; RESERPINE
TABLET: ORAL
1y YT
168/ 1361856, 12808/
@ BARR LABS 25M630.125M6
2 50MG30.125M6
HYDROCHLOROTHIAZEOE ; TRIAMTERENE
CAPSULE. ORAL

AB VITARINE

TABLET; ORAL
MAXZIDE-25M6
MYLAN PHARMS 25MG337. 5MGu
AB  CORD LABS
AB  DANBURY PHARMA 50MG3
AR PAR PHARM SOMG 5 255
AB

QUANTUM PHARMCS S0MG; 75En

APR 17, 1%28

APR 17, 1%28

N72042 001
MAR 14, 1988
N72043 001
MAR 14, 1988
N71771 01
JAN 26> 1988
N71772 001
JAN 26, 1968

N84579 001

N71737 001
FEB 12, 1988

N19129 003
HAY 13, 1988

N72011 001
JUN 17, 1988
N71969 001
JAN 15, 1988
N72337 001
MAY 11, 1988
N71980 001
FEB 01, 1988

24

HYDROCORYISONE
CREAM; TOPICAL

HYDROCORTEIONE
NASKA PHARMA

MNMC LABS

=

HYDROTEX
AT  SYOSSET LABS
1atr "Wy

LOTION; TOPICAL
BETA-HG
AT BETA DERM

HYDROCORTESONE
AT NASKA PHARMA

OINTHENT3 TOPICAL
3} naoeoansont)
[3/CA/PARR

can PHARMA
HYDROCORTISONE
AT  NASKA PHARMA

TABLET; ORAL
HYDROCORTISONE

188/ a/gﬁg,{ﬁg/

HYDROCORVISONE ACEVATE
CREAM; TOPICAL

AT THAMES PHARMA

AEROSOL; TOPICAL

EPIFOAN
AT REED & CARNRICK

14324

2%

N89706 001
MAR 10, 1928
N89682 001
MAR 10, 1988
Na7795 001
MAY 03, 1983

N87427 001
APR 04, 1988

1198/44
e

N89495 001
JAN 25, 1988

N89705 001
APR 25, 1988

N80481 002

N89704 001
MAR 10, 1988

/83999/441/

N83999 001

N89472 001
JUN 13, 1988

N86457 001




BEST COPY AVARABLF

KRR DRUG PRODUCT LIST /7 CUMULATIVE SUPPLEMENT NWMBER 7 ¢ JAN'88 - JUL'88

INJECTABLE 3 INJECTION

188/ %% ridishie/

148/ /4ddd i/
9 ALTANA 25MG/ML
? SOMG/ML
SYRUP; ORAL
HYDRONYZING HOL
AA  NASKA PHARMA 10MG/SMLR

TABLET; ORAL

a8 HALSEY DRUG loMem

4B a5Men

48 S0MGR
IBUPROFEN

TABLET; ORAL
JOUPROEEN
AB HALSEY DRUG 800MGR

JBUPRDFEN
TABLET; ORAL
IBUPROREN
AR INVAMED 400MGH
AR $00MGn
AR 800MEx
AR MEDYCOPHARMA 400MEN
> DD > AB  PRIVATE FMLTNS 800MGx
N62874 001  >.ADD >
MAY 11, 1988 AB  PUREPAC PHARM S00MGH
IMIPRAMINE HVDROCHLORIDE
/Nﬂjijs/ddi/ TABLET; ORAL
s /gg: Ty ;gﬁg
IS5 s TNy
Ng7273 001 a BANMAX PHARMS SOMG
APR 20, 1982 10M6
N87273 002 3 25M6
APR 20, 1982
INDIUM_IN-11) OXVGUINOLINE
N2g785 001 INJECTABLE; INTRATHECAL
FEB 03, 1988 INDIUM IN-111 OXYQUINOLINE
> DLY > 1 &RERSHANY/ INR]
> QL! >
> a0 > AMERSHAM IMCIAML
N89366 001 > _ADD >
MAY 02, 1988
N59117 001
MAY 02, 1988 JNDOMETHACIN
N39396 001
MAY 02, 1988 CAPSULE; ORAL
SHDROMETHAGEN
2B NOVOPHARM 25Mexn
4B SoMex

>_ADD > AB VITARINE PHARMS a5He
N72137 001 >_ADD_>

FEB 05, 1988 >_ADD > AB Someu
>_ADD > ‘

25

25

N7206% 001
JAN 14, 1988
N72065 001
JAN 14, 1988
N71938 001
JAN 14, 1988
N71644 001
FEB 01, 1988
N72300 001
JUL 01, 1988
N7196¢ 001
FEB 01, 1988

3841 /ddi/
1824/44
s
N83827 003
N83827 001

N83827 002

N

S N

9444 /44
/ﬂé'é;# /:/l#y

N19044 001
DEC 23, 1985

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




RR DRUG PRODUCT LIST /7 CUMULATIVE SUPPLEMENT MUMBER 7 7 JAN'88 - JUL'@8

INSULIN PORK
INJECTABLE} INJECTION
> OLT > JIN .
> LY > JE8K0N/ 1548/ 18AY
> ADD > ILETIN 1
>_ADD > LILLY 500 UNITSAML
JOHEXOL
INJECTABLE; INJECTION
RISTEAhEIRe 1kt
AP STERLING DRUG 38,8%
IRON DEXTRAN
INJECTABLE; INJECTION
>_DLY >/48/ 78450 e/
>_ADD > ? FISONS EQ 50M6 IRON/ML
ISONTAZID
TABLET; ORAL
LANTAZED
A4 LANNETT 200Mem
ISOR0RBIDE DINTTRATE
>_ADD >  CAPSULE, CONTROLLED RELEASE; ORAL
>_ADD > ISORDIL
> ADD > HYETH-AYERST 40MGx
> ADD >

8EC/2S. '/

MNS18317488/

N17931 o0

/Niﬂ"#{ ”y
N18956

DEC 26, 1935

ML8di/dds/

N17807 001

Na9776 001
JUN 13, 1988

Nl2as2 002
JUL 29, 1%28

JS0S0RRIOE_DINETRATE
TABLET; ORAL
>_ADD >
> 00D > AB WYETH-AVERST
>_ADD >
>_ADD > AR
>_ADD >
>.ADD > AR
>_ADD >
>_ADD > AD
>_ADD >
>_ADD >
>_ADD >
aAB BARR LABS
AB CORD LABS
4B
a8
aB DANBURY PHARMA
4
A PAR PHARM
TABLET; SUBLINGUAL
>_ADD > SSORDEL
> _ADD > AB WYETH-AVERST
>_ADD >
>_ADD > AB
>_ADD >
> ADD > AR
>_ADD >
>_ADD > AB BARR LABS
>_ADD >

CORD LABS

a8
ap
aB DANBURY PHARMA
ap

16

26

N120%3 007
JUL 29, 1988
N12093 002
JUL 29, 1988
N12093 006
JUL 29, 1988
N12093 005
JUL 29, 1988
N12093 001
JUL 29, 1988

N8756% 001
SEP 18, 1986
Na6221 001
JAN 07, 1988
N86223 001
JAN 07, 1988
N89367 001
APR 07, 1988
N86034 001
JAN 06, 1988
N86032 001
JAN 07, 1988
N87946 001
JAN 12, 1988

N12940 004
JUL 29, 1988
N12940 003
JUL 29, 1988
N12940 005
JUL 29, 1988

N87545 001
SEP 18, 1986
N36225 001
FEB 19, 1988
N86222 001
FEB 19, 1988
N86033 001
FEB 26, 1988
N86031 001
SEP 29, 1987




ISOSORBIDE. DINITRATE

RX DRUS PRODUCT

TABLET, CONTROLLED RELEASE; ORAL

>_ApD >
>_ApD_>
> DD >

KETAMINE HYDROCHLOREDE
INJECTABLE; INJECTION

B kEE

B

ISORDIL

WYETH-AYERST

PARKE DAVIS

QUAD PHARMS

LACTULGSE
SYRUP; ORAL

>_ADD_> AR
> Ann >
A g

5_&“5:5/44/
> DLY >

>_0.LI_>/éél

>_ABD > AR

>_ADD >
>_ADD > AA
> >
>_ADD >

>_ApD > AA

MERRELL DO
ALRA LABS

g /IW/
MM/
>_ADD >  SYRUP3 ORAL, RECTAL

> > CERMRILAC

MERRELL DOW
ALRA LABS

L0
KALI DUPHAR

40MGn

2084715,
1084/25ML

/ideidiaic/
fpliciiat v

pULELTAL N
10GH/15MLE

N12882 001
JUL 29, 1%8

N1é812 00l
N16812 002
N1é812 003

N71%49 001
APR 11, 1988
N71950 001
APR 11, 1988
N71951 001
APR 11, 1988

N17884 001

N7105¢ 001
JUL 26, 1988

INLIEER1 481/
/L3948 461/

N17657 001

N7133) 00l
JUL 26, 1988

N17906 001

27

LIST /7 CLRAULATIVE SUPPLEMENT NUMBER 7 /7 JAN'88 - JUL'83

LEUCOVOREN_ CALCIIRY
INJECTABLE; YNJECTION

: R ke L
BEN VEME I.ABS

AP £9._100M6 DASE/VIALR
AP INTL PHARM EQ_3MG BASE/MLM
AP £9_S0MG BASE/VIALRM
ﬁ LEDERLE LABRS EQ_3MG BASE/M,
£2_100MG BASE/VIALM
aAp QUAD PHARMS £9Q_100MG BASE/VIAL
LEVODOPA
CAPSULE; ORAL
187 TR AS/ J140/
by
s [l
@ ICN PHARMS 100MG
-] 25046
-] 500M6

INJECTABLE; INJECTION

s assorr Lass
ty

2 LEMMON
9

27

N89717 €0l
HAR 28, 1988
N39352 001
JUN 01, 1988
N89353 001
JUN 01, 1988
N08107 001
N08107 004
MAY 23, 1988
N89636 001
DEC 26, 1987

N1698 003
N16%48 001
N16948 002

1184é97/dd1/

N84697 001
N89517 002

APR 14, 1988

N89362 001

MAY 25, 1988

1/44
e

Na3e27 001
N83627 002




LINCOMYCIN HYDRQCHLORIDE

INJECTABLES INJECTION
LINCOCIN

ae
AR

UPJOHN
QUAD PHARMS

LISINOPREL

BB B BBBE

LOPERAMIDE HYDROCHLORIDE

SOLUTION; ORAL
IMODIUM

FIRSSEN kY

@ JANSSEN PHARMA

TABLET; ORAL

MS3D RES LABS

IMPERTAL CHEM

LORAZEPAN

BB RBEB

TABLET; ORAL

CORD LABS

HARNER CHILCOTT

RX DRUB PRMUCT LIST ¢ CUMULATIVE SUPPLEMENT NUMBER 7 /7 JAN'88 - JUL'88

LOXAPINE SUCCINATE
CAPSULE; ORAL

£9 30046 BASEML N50317 001 & WATSON LABS EQ_5MG BASEW
£9 30046 BASE/AMLM N62784 001 AB EQ_JONG _BASEW
MAR 14, 1988
B EQ_25MG BASEM
48 EQ_50MG _BASER
ap LEDERLE LABS EQ_5MG BASE
5 N19558 001 1) £9.10MG BASE
DEC 29, 1987 ah EQ 25M6 BASE
106 N19558 002 &b £Q 501G BASE
DEC 29, 1987
2018 N19588 003
DEC 29, 1987 HABROVILINE HYOROCULORIDE
Mem N19777 001 TABLET; ORAL
MAY 19, 1988
oMER N19777 002 a8 AM THERPTCS 25M6m
HAY 19, 1988
20MGm N19777 003 aB S0MGa
MAY 19, 1988
ap I5hen
;) WATSON LABS 25M6n
aB SoMen
Ihelat/ /19d33/dd1/ e I5Mem
13073171984/
1MG/SHL N19037 001
JUL 31, 1984
MECLIZINE HYDROCHLORIDE
TABLET; ORAL
ANTIVERT
AA ROERIG 50MG
0.5M6m N71193 001
APR 15, 1988 aa PAR PHARM 50MGH
pLic ] N7119% 001
APR 15, 1988
ghem N71195 001
APR 15, 1988
hem N71038 001
JAN 12, 1988
ghigm N71039 001
JAN 12, 1988

2 &

28

N72204 001
JWN 15, 1988
N72205 001
JUN 15, 1988
N72206 001
JUN 15, 1988
N72062 001
JUN 15, 1988

N17525 001
N17525 002
N17525 003
N17525 004

N72129 001
JAN 14, 1988
N72130 001
JAN 14, 1988
N72131 001
JAN 14, 1988
N72162 001
JUN 01, 1988
N72163 001
JUN 01, 1988
N72164 001
JUN 01, 1988

N10721 001
JAN 20, 1982

N89674 001
MAR 31, 1988



RX DRUG PRODUCT LIST /

MECLOFENAMATE SODILRY
CAPSULE; ORAL
AB  PAR PHARM EQ_50MG BASEM
4B EQ _100MG BASEW
4B PHARM BASICS £Q 50MG BASEM
AR EQ _100MG BASEM
AR VITARINE EQ_50MG BASEW
48 £Q 100Mc BASEs
MEEENAMIC ACID
CAPSULE3; ORAL
B CTYARTNE 250MGR
as % DAVIS PR 250M5
MEPEVACAZiw_HYOROCHLORIOE
1INJECTABLE ; INJECTION
18 “hOResIey 1y
AP NOVOCOL PHARM 24
MEPROBAMATE
TABLET; ORAL
ME
188/ 14868/
2 MALLARD 4O00MG
18 ket rdadie
148/ /48y
2 PHARM BASICS 200MG
? QOOMG

CUMULATIVE SUPPLEMENT NURMBER 7 ~ JAN'88 - JuL'8s

N72077 001
MAR 10, 1%88
N72078 001
MAR 10, 1988
N71007 001
MAR 25, 1988
N71008 001
MAR 25, 1988
N71710 001
JUN 15, 1988
N71684 Q01
JUN 15, 1988

N72179 001
APR 21, 1988

N15034¢ 003

/NBdggs/ddt/

N80925 001

Isssets1ssd
i
Wy e
INRAET 841

N87825 001
MAR 18, 1982
N87826 001
MAR 18, 1982

MESTRANOL; NORETHINDRONE
TABLET; ORAL-21
NORETMIN 1/50M=2}
AB SEARLE PHARMS 0, 05M6; 116
>_ADD > DRETHENDR AND MESTRAL
>TADD > 4B WATSON LABS 0,05M5; 1MGm
> ADD >

TABLET; ORAL-28
AB SEARLE PHARMS

0, 05MG51MGn
>_ARD > NOR Al
> ADD > AB  WATSON LABS 0.05MG; 1MGR
> _ADD >
TRA 3 RETHYND
TABLET; ORAL-20
Jadr TSERLes R,
@ SEARLE 0.075MG ; SMG
Dew
168/ TeERE FROTE
® SEARLE 0.1MG;2.5MG
METAPROTERENOL SULFATE
SOLUTION; INHALATION
up
> ADD > AN BOEHR INGEL .84
>_ABD >
APROT |
> ADD > AN  ARMOUR PHARM 0.4/
> ADD >
>_ADD > AN 0.67m
>_ADD >
AN MY K LABS 5/
>_ADD > AN PACO RES 0.4/
> AD
>_ADD > AN 0.67n
> AD
TABLET; ORAL
ALUPENT
2B BOEHR INGEL 10M6
a8 20MG

Z7

29

N71839 001
APR 12, 1988

N70758 001
JUL 01, 1988

N71540 001
APR 12, 1988

N70759 001
JUL 01, 1988

/NL897£/ 484/

N10976 004

/818336/ddé/

N10976 006

N18761 002
OCT 10, 1986

N71275 001
JUL 27, 1988
N71018 001
JuL 27, 1988
N72190 001
JUN 07, 1988
N71855 001
JUL 14, 1988
N71726 001
JUL 14, 1988

N15874 002
N15874 001




HETAPROTERENOL SULFATE
TABLET; ORAL
AN THERPTCS

PAR PHARM

PHARM BASICS

EERERBREER

HETHOCARDAMOL
TABLET; ORAL

/88/
2 BARR LABS
METHOTREXATE SODIUM
INJECTABLE; INJECTION

METHOTREXATE
LEDERLE LABS

>_ADD > AP PHARMACHEMIE

>_ADD >

METHOXSALEN
CAPSULE} ORAL

e
168/ " TRORRIAARAS/
8-MOP

ELDER PHARMS
METHYLDOPA

TABLET; ORAL
METHYLDOPA
a8 CORD LABS

RX DRUG PRODUCT LIST ¢ CRMULATIVE SUPPLEMENT NAMBER 7 /7 JAN'88 - JuL'@s

/dddid/
50045

EQ 1GM BASE/VIALR

£9 255 DASE/MHILA

/1de/

10M6

N72054 001
JUN 23, 1%88
N72085 001
JUN 23, 1988
N72024 001
JUN 28, 1988
N72025 001
JUN 28, 1988
N71013 001
JAN 25, 1988
N71014 001
JAN 25, 1%38

/\8s4ds/dd1/
NSR43S 001

N11719 009
APR 07, 1988

Na9158 00l
JUL 08, 1988

/idddds/ddt/
NO9048 001

N71700 001
MAR 02, 1988

20

METHYVLDOPA
TABLET; ORAL
METHYLDORA
A HALSEY DRUG 125M6u
b 250Mem
& S00MGn
>_ADD > AR SIDMAK LABS 225
> >
>_ADD > AB 250MGm
> A!!D >
>_ADD > AR 500pen
> ADD >
HETHYLPHENIDATE HYDROCHLORIDE
TABLET, CONTROLLED RELEASE; ORAL
AB MD PHARM 20M6u
RETALIN=SR
aB CIBA PHARM 2046
METHYLPREDNISOLONE
TABLET; ORAL
MEDROY,
AB UPJOHN 296
A8 326
AB PAR PHARN 26MEu
AB 24Mcn
] 3aMen
HETOCLOPRAMIDE HYDROCHLORIDE
TABLET; ORAL
SLOPRA
] QUANTUM PHARHMCS EQ _SMG BASEM
0
4B SIDMAK LABS EQ _10MG_BASEM

20

N71751 001
MAR 28, 1988
N71752 001
MAR 28, 1988
N71753 001
MAR 28, 1988
N72126 001
JUL 07, 1988
N72127 001
JUL 07, 1988
N72128 001
JUL 07, 1988

N89601 001
JUN 01, 1988

N18029 001
MAR 30, 1982

N11153 005
N11153 006

N89207 001
APR 25, 1988
N89208 001
APR 25, 1988
N89209 001
APR 25, 1988

N72384 001
JUN 02, 1988

N71250 001
FEB 03, 1988



RX DRUG PRODUCT LIST 7 CUMULATIVE SUPPLEMENT NRMBER 7 7 JAN'@8 - JUL'88

HETOCLOPRAMIDE HYDROCHLORIDE
TABLET; ORAL
REGLAN
AB ROBINS £Q _SMG BASE
METOCURINE IODIDE
INJECTABLE; INJECTION
ap QUAD PHARMS 2MGAYN
ap LILLY Mo,
N YDRAT
INJECTABLE; INJECTION
MEZLIN
MILES PHARM EQ 206M BASE/VIALH
EQ 20GM BASE/VIALm
MEINOXIDIL,
TABLET; ORAL
>_ADD_> AB QUANTUM PHARMCS 2.540m
> AE_Q >
MITOMYCIN
INJECTABLE; INJECTION
MUTAMYCIN
BRISTOL MYERS 4OMG/VIALR
MORPHINE SULFATE
INJECTABLE; INJECTION
HMORPHENE SULFATE
AP ABBOTT LABS 0.5M5MLM
AP B Leclau Mg

N17854 002
MAY 05, 1987

N8%443 001
JUN 01, 1988

NO6632 003

N50549 005
MAR 02, 1988
N62372 004
HAR 02, 1988

N72153 001
JUL 13, 1988

N62336 003
MAR 10, 1988

N71849 001
HAY 11, 1988
N71850 001
MAY 11, 1988

MORPHINE SULFATE
TABLET, CONTROLLED RELEASE; ORAL
MS CONTIN
PURDUE FRORK 60MGa
NAFTIFINE HYDROCHLORIOE
CREAM; TOPICAL
NAFTIN
HERBERT LABS 1/n
NALIDIXIC ACYD
TABLET; ORAL
HALXD! ACT
AB DANBURY PHARMA 250MGm
JUN 29, 1988
aB S00MGs
JUN 29, 1988
AB
JUN 29, 1988
NALOXONE _HVDROCHLORIDE
INJECTABLE; INJECTION
ap ELKINS SINN 0,02MG/MLx
aAp IMG/MLR
ap AMG/MLs
AR IMG/MLb
ap INTL MEDTN SYS IMG/MLM
AP AMG/HLn
>_ADD > AP MARSAM PHARMS 8.4MGAMM
> Al!n >
>_ADD_> AP DUPONT CRI CARE 0. 4MG/MLM
>_ADD >
>_ADD > AP AMG/ ML
> eﬂn >
>_ADD > AP IMG/MLN
>_ADD >

3/

.
:

31

N19516 002
APR 08, 1988

N19599 001
FEB 29, 1988

N71936 001
JUN 28, 1988
N72061 001
JUN 28, 1988
N71919 001
JUN 28, 1988

N71272 001
MAY 24, 1988
N71273 001
MAY 24, 1988
N71274 001
MAY 26, 1988
N71287 001
MAY 24, 1988
N72076 001
MAR 24, 1988
N72115 001
APR 27, 1988
N71811 001
JUL 19, 1988

N71083 001
JuL 28, 1988
N71084 001
JUL 28, 1988
N71311 001
JUL 28, 1988




>_ApD >

>_ADD >
| > ADD >
' >_ADD >

NITROEURANTOIN
TABLETS ORAL
148/ /4gdig/
@ BOLAR PRARM 100M6
NITROFURANTOIN, MACROCRYSTALLINE
CAPSULE; ORAL
AR NORNICH EATON 50M8
AR
DRI L O R U e U
2B BOLAR PHARM EoMGH
48 plutoe
NITROGLYCERIN
INJECTABLE; INJECTION
HETROSLYCERTY
AP LUITPOLD PHARMS SMG/MLN
ap SHeMin
OINTMENT; TOPICAL
NITROGLYCERIN
ALTANA 2/m
NIZATIDINE
CAPSULE; ORAL
AXID
LILLY 150M6xn
200MGR

RX DRUG PRODUCT LIST 7 CRMULATIVE SUPPLEMENT MUMBER 7 7/ JAN'@8 - JUL'@8

1iddaat/ s/

N80447 002

N16620 001
N16620 Q02

N70243 001
JUN 24, 1988
N70249 001
JUN 2%, 1988

N71492 001
MAY 24, 1988
N7203¢ 003
MAY 24, 1988

NB7355 001
JUL 08, 1988

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

22

NORTRIPTYLINE HYDROCHLORIDE
CAPSULE; ORAL
AVENTYL HOL
BD LILLY EQ 10MG BASE
188/ (e IaaIASE
e ity
PAMELOR
BD SANDD2 PHARMS EQ 10MC BASE
prh JEA/ LN /BRE
e it ey
NYSTATIN
CREAM; TOPICAL
NYSTATIN
AT NASKA PHARMA 200,900 UNITS/Gioe
SUSPENSION; ORAL
ASTATIN
AA THAMES PHARMA 100,000 UNITS/Min
OXAZERAY
CAPSULE; ORAL
AB  AM THERPTCS 20Mew
AR A5HMGEn
A S0Men
AB CHELSEA LABS JomMen
& A5NMGn
AB SoMen
4B CORD LABS 0MEn
4B 156
48 30MGn

32

N14684 001
NLsaasadly
INis£84/483/

N18013 001

N18012 002

d13/4d
el

N62%49 001
JUN 13, 1988

N62876 001
FEB 29, 1988

N71955 001
MAR 03, 1988
N71956 001
MAR 03, 1988
N71957 001
MAR 03, 1988
N71661 001
MAR 02, 1988
N71662 001
MAR 02, 1988
N71663 001
MAR 02, 1988
N71813 001
APR 19, 1988
N71756 001
APR 19, 1988
N71814¢ 001
APR 19, 1988



QXAZEPAN
CAPSULE; ORAL

168 STRERY s/

3 MYLAN PHARMS

PUREPAC PHARM

ZENITH LABS

OXVBUTVYNIN CHLORIDE
TABLET; ORAL

DETROPAN
AB MARION LABS
a8 PHARM BASICS

=,
B
k
X
.

&
28
&,

N71713 001 OXVTETRACYCLINE WVDROCHLORYDE

oCT 20, 1%87
N7171¢ 001 CAPSUI.E 3 ORAI.
OCY 20, 1987 : >

N71715 001
OCT 20, 1987 3 PUREPAC PHARN
N72281 001
APR 14, 1988

N72252 001 PANCURONIUM BROWIDE
APR 14, 1988

N72283 001 INJECTABLE; INJECTION

APR 14, 1988
N70943 001
AUG 03, 1987
N70944 001
AUG 03, 1987
N70945 001

ELKINS SINN

N15539 002
N15539 004
/333?3’/“2/
Iz

N70650 001
MAR 01, 1988
N70640 001
MAR 01, 1988
N70641 001 PARAMETHADIONE

MR 01, %88 T
a9, /‘9 5#?;;&5:%/

33

QUAD PHARMS

ORGANGN

=
=
PR
=
&8
\
Bk B R ERBRBRE BEBER

BEST COPY AVAILABLE

RX DRUG PRODUCT LIST / CUAMLATIVE SUPPLEMENT NUMBER 7 / JAN'88 - JUL'@D

EQ 250MG BASE

ASTRA PHARM PRODS

33

N17577 001

N70746 001
MAR 10, 1988

188d834/d81/

N60634 001

N72058 001
MAR 23, 1988
N72059 001
MAR 23, 1988
N72060 001
MAR 23, 1988

N72210 001
MAR 31, 1988
N72211 001
MAR 31, 1988
N72212 001
MAR 31, 1988
N72213 001
MAR 31, 1988
N72209 001
JUN 03, 1988
N72208 001
JUN 03, 1988

N17015 002
N17015 001

/ndggdd/ddi/




RX DRUG PRODUCT LIST / CRMULATIVE SUPPLEMENT NUWMBER 7 2 JAN'G8 - JUL'88 3%

PARAMETHADIONE

>_ADD > SOLUTION; ORAL
>_ADD >

>_ADD_> AA ABBOTT LABS

PENICILLIN 6 POTASSTUM
PONDER FOR REcousrm.rrmN. ORAL

T /4085080 i8IS/

400,000 UNITS/5ML

Y

@ PUREPAC PHARN

g O™

3 PUREPAC PHARM 250,000 UNITS
400,000 UNITS

BENICILLIN V POTASSIUM

POWDER FOR RECONSTITUTION; ORAL
v

188 TR TR g 2t dade s/

3 PUREPAC PHARM EQ 250MG BASE/SNML

TABLET; ORAL

ey

@ PUREPAC PHARNM EQ 250MG BASE
3

EQ 500MG BASE
PERPHENAZINE
SYRUPS ORAL
TRILAFON
ISCRER NS/ 18/
@ SCHERING 2MG/BML

N06B2O 002

/N8134d/dd2/

N61740 Q02

N61588 003

N1 587442/

N61758 002

N61571 002
N61571 003

/811234/482/

N112% 002

24

i M, S, N g,

PHENDIMETRAZINE TARTRAVE
TABLET: ORAL

44/44
) I
/ /N83£88/d41/
/ INE3E83 1881/
y by
/ JN&4835/ 441/
@ BARR LARS 35M6 N836‘0"0 001
? 35M6 N83684 001
-] 3I5MG N83686 001
d 3EMG N83687 001
d 3IEMG N84831 001
3 3I5MG N8483¢ 001
-] 35MG N84835 001
PH M Ri
CAPSULE, CONTROLLED RELEASE; ORAL
TONAMIN=30
AB PENNRALT EQ_30MG_BASE N11613 002
AB QUANTUM PHARMCS EQ 30MG BASEM N89120 001
FEB 04, 19838
PIPERACETAZINE
TABLET; ORAL
QUIDE
JO0H/ PHARRS/ g/ 131981/
DO PHARMS N13615
) I3 131943
25MG N13615 002
P H Y 3 3 POTA HLOR 3
AR TE 3 R 3 D ANHY
POKDER FOR RECONSTITUTION; ORAL
COLONLETE
AA DYNAPHARM 7 PACKET w:

227. 1GM/PACKET ;
6. 366M/PACKET ;5. 53GM/PACKET 3

21.5GM/PACKETH N71320 001
APR 20, 1988



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMARBER 7 7 JAN'88 - JUL'@8

POWDER FOR RECONSTITUTION; ORAL

a8 REED & CARNRICK £27.16M/PACKET 52, 83CH/PACKET 3
6. 36GN/PACKEY ;5. SI6M/PACKET 3
21 5GM/PACKETH N18%83 004

OCT 26, 1984
POLYSTHYLENE 6LYCOL _3350; POTASSIUM CHLORIDE; SODIUM
BICARDONATE; SODIUM CHLORIDE: SODIUM SULFATE
SOLUTION; ORAL

Py et

144na 1ddny ¢/
03 S/ Nitds84/8d1/
/A ESeRASa JRPR/34: /19867
ABBOTT LABS 6GH/100ML. 3 75MG/100ML 3 168MG/100ML 3
146MG/100ML 3
1.296M/1008L N19284¢ 001
APR 30, 1986
POTASSIUM CHLORIDE
INJECTABLE; INJECTION
AP STERIS LABS 2MEQ/MLK N89163 001
MAR 10, 1988
PREDNISOLONE
TABLET; ORAL
PREDNISOLONE
16%1  [8ARR 1 ABS/ 1%/ IB443E 1888/
2 BARR LABS BMG N84426 002

>_ADD >
>_ADD >

PREDNISONE
TABLET; ORAL
AB  SUPERPHARM MG
4B A0MG
4B 20Me
8y /3vs/
18/ 118/
18/ 1Edns/
PROBUCOL,
TABLET; ORAL
LORELCO
MERRELL DOW 500MGH
PROCAIN ROCHLORID

INJECTABLE; INJECTION
EROCATNAMIDE MCL
AP WARNER CHILCOTT

100He/MLM
ap S00ME/MLm
RP 4
INJECTABLE; INJECTION
PROCHLORPERAZINE EDYSYLATE
ap ELKINS SINN EQ_5MG BASE/Mim
ap QUAD PHARMS EQ SMG BASE/ML

5
E
0
]

STERLING DRUG

i

35

N88865 001
0CT 25, 198¢
N88866 001
0cT 25, 1984
N88867 001
OCT 25, 1984

N17535 002
JUL 06, 1988

N89528 001
MAY 03, 1988
N89529 001
MAY 03, 1988

N89523 001
MAY 03, 1988
N89637 001
FEB 01, 1988
N89638 001
FEB 01, 1988
N89703 001
APR 07, 1988




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 ¢/ JAN'G8 - JUL'88

PROMETHAZINE HVDROCHLORIDE
INJECTABLE; INJECTION
PROMETMAZINE MCL
ap MARSAM PHARMS 25Me MR
ap 20MG/MLR

TABLET; ORAL
PROMETHNAZINE HCL

188/ [BRRR/LASS/ 112 8/
188/ EC
188/ /8de/
2 BARR LABS 12.5M6
? 25MG
? SoM6
BROPOXYPHENE HYDROCHLORIDE

CAPSULE; ORAL

168/ TRRRKURARS] 1488/

? BANHA¥ PHARNMS 6.
1681  [8ARR/1ABS/ 1455/
2 BARR LABS 65M6
PROPRANDLOL_HYDROCHLORIDE
TABLET; ORAL
PROPRANOLDL, BIDY,
>_ADD > AB INVAMED agen
> _ADD >
>_ADD > AB 20MGx
> >
>_ADD > AB 4oMenm
>_ADD >
>_ADD > AB $0MEm
>_ADD >
>_ADD > 80cn
> >
>_ADD > AB 20MEn
>_ADD >
AB LEDERLE LABS 10MGn
aB 20hem
2B 40Mon
48 80MEn

N8%463 001
MAY 02, 1988
N89477 001
MAY 02, 1988

o e
S50y
o

N84554 001
N84557 001

/n8318s/dd1/
N83184 001

/N83188/481/

N33186 001

N71658 001
JUL 05, 1988
N71687 001
JUL 05, 1%88
N71688 001
JUL 05, 1988
N72197 001
JUL 05, 1988
N71689 001
JUL 05, 1988
N72198 001
JUL 05, 1988
N72117 001
JUN 23, 1988
N72118 001
JUN 23, 1988
N72119 001
JUN 23, 1988
N72120 001
JUN 23, 1988

PROPRANOLOL._HYDROCHLORIDE
TABLETS ORAL

> LT >/4d/ 5&% 114/
> LT >

>_ADD > @ LEMMON 1046

>_Ap >
168/ 1PAE10RVAS/ 1idvd/
AB SIDMAK LABS A0MGH
4B S0MeH
4B 4OMeH
48 S0MeH
a 80Men
AB 20
4B SUPERPHARM 10mMEn
a8 20Mew
a8 40MGH
AR aoMen
a8 WARNER CHILCOTT 1oMe

>_ADD > A8 ZENITH LABS oM

>_abp >

>_ADD > AR FAlLC

> 40D >

>_ADD_> AB 40oneH

>_ADD >

>_ADD > AB £0MGH

> _ADD >

>_ADD > AB aoMen

>_ARD_>

36

36

[16448/483/
JOR (88 T 484)
N70232 001
Oirdelalesty
iyiegiern)
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




EROTAMINE SULFATE
INJECTABLE; INJECTION

TR

9 UPJOHN
3

SQUINESTROL
TABLET; ORAL
ESTROVIS
/PARRE/BAVES/
@ PARKE DAVIS
?

RAUMOLFIA SERPENTINA
TABLET; ORAL
I5IVRSE N
1

BP VALE CHEM

ep

RESERPINE
TBLET; ORAL
RESERPINE
188/ /8ARR/LASS/
3 BARR LABS
SECOBARBITAL SODIUN
CAPSULE; ORAL

/88/

@ BARR LABS

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / JAN'88 - JUL'88

/i%/~ L ;Nﬂ#iﬁ/ﬂ.di/
: d7413/dd2/
! W /Aﬂglﬂé.."{ﬂﬁé/
50MG/VIAL NO7613" 001

250MG/VIAL NO7613 002

AUG 02, 1984

181/ IN16768/462/
0.1MG N16768 002

184/ IN16768/463/
0.2M6 N16768 003

9144/ dd

fidbs fusssayines
50MG N09108 002

100MG N09108 006

/4. 2518/ /HBd121/4d2/
0.25MG N80721 002

/1dévig/ /NB4zEs/ 861/
100MG N84225 001

37

SODIUM _CHLORIDE
INJECTABLE; INJECTION

S0DTAM CHLODIDE 0.9~ TN PLAGTIC CONTATHER

AP KENDALL MCGAMW 900MG/100M} 3

S0DIM CHLORXDE 0,657 TH PLASTYC CONTATHER
AP ABBOTT LABS 450MG/100MLx
AP KENDALL MCGAMW 450MG/1.001Lm

SO0DTUM_CHLORIDE 32 STEC
ap KENDALL MCGAN 36M/100MLA
AP TRAVENOL LABS 3GM/100ML

DI _CHLORIDE 57 TN PLA
AP KENDALL MCGAW SGM/100MLR
AP TRAVENOL LABS EGM/100ML,
SODIUM SUCCINATE
INJECTABLE 3 INJECTION

SODIUM SUCCINATE

JELKINS/$ 1Y/ 1384/

3 ELKINS SINN 307

SULFAMETHOXAZOLE
TABLET; ORAL
F.

/44/ %Zﬁ%ﬂ% /4ddvg/

? BARR LABS 500MG

SULFAMETHOXAZOLE 3 TRIMETHOPRIM

SUSPENSION; ORAL
TRIMETH/SULFA
AB NASKA PHARMA

(3

4B

200MG/EML, 390MG/5ML
200MG/EML, 3 90MG/EMLE
200MG/EML 340MG/EHLE

37

N19635 002
MAR 09, 1988

N19759 001
JUN 08, 1988
N19635 001
MAR G9, 1988

N19635 003
MAR 09, 1988
N19022 001
NOV 01, 1983

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

/NBdE16/ 41/

N80516 001

1149/d4

it
N87189 001

JuL 25, 1983

N72289 001
MAY 23, 1988
N72398 001
MAY 23, 1988
N72399 001
MAY 23, 1988




SULEISOXAZOLE
TABLET; ORAL

148/

> nLI >
> QLI >
>_ADD >
>74p0_>

9 BARR LABS

SULINDAC
TABLET; ORAL
MSED

AM THERPTCS

DANBURY PHARMA

BB BB BB

JEMAZEPAM
CAPSULE; ORAL
IeMazEPAN
28 CORD LABS

TERAZOSIN HYDROCHLORIDE
TABLET; ORAL
HYTRIN
13/Re301 1/ L4838/
ABBOTT LABS

TERCONAZOLE

SUPPOSITORY; VAGINAL
TERAZOL 3
ORTHO PHARM

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / JAN'88 - JUL'S88

/846d/

500M6

APR 03, 1990
APR 03, 1990

/1dng/

10M6

80Men

/ngad31/dé1/

N84031 001

N17911 001
N17911 002

N72171 002
MAY 23, 1988
N72172 001
MAY 23, 1988
N71891 001
MAR 03, 1988
N71795 001
MAR 03, 1988

N71427 001
JAN 12, 1988
N71428 001
JAN 12, 1988

Hidds#/dd4
/16¢;§7§/49¢?;
N19057 0064
AUG 07, 1987

N19641 001
MAY 24, 1988

2 &

AB VITARINE

AA NASKA PHARMA

JETRACYCLIN HLOR

CAPSULE; ORAL
TETRACYBLENE #HEL

THEOPHYLLINE

ELIXIR; ORAL
THEOPHYLLINE

80MG/15MLN

INJECTABLE; INJECTION
THEOPHYLLENE AND DEMTROTE 57 TN P

AP TRAVENOL LABS 320MG/100ML
™ LLINE 5% IN P
AP ABBOTT LABS 220MG/100MLK

TABLET, CONTROLLED RELEASE; ORAL
THEOLAIR-SR

BC RIKER LABS 260MC
[2sdns/
IHIORIDAZINE HYDROCHLORIDE
TABLET; ORAL
DAZTHE MC
AB PAR PHARM 150MGH
AB 200Mc
AB ROXANE LABS 2518
TI0CONAZOLE
OINTMENT; VAGINAL
VAGISTAT ,
IRgER1S/ 16841
@ ROERIG 6.57%

38

N6l471 001

N89223 001
MAY 27, 1988

ER
N18649 006
NOV 13, 1985
HER
N19211 006
JAN 20, 1988

NB86363 002
“Iadii1]ddss
Wicviice

N89764 001
FEB 09, 1988
N89765 001
FEB 09, 1988
NB88664 001
MAR 15, 1984

4355/dd
Y
N19355 001
DEC 30, 1986




RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / JAN'88 - JUL'88

JOLAZAMIDE
TABLET; ORAL

TOLAZAMEDE
AB PHARM BASICS 100Hem

TOLBUTAMIDE
TABLET; ORAL

168/ TRRA Fikes/ ey

9 BANMAX PHARMS

JRAZODONE HYDROCHLORIDE
TABLET; ORAL

DESYREL
AB MEAD JOHNSON 15046
AB  PUREPAC PHARM 50MG
AB 200MGx
AB SIDMAK LABS 150Mcn
JRIAMCINOLONE

TABLET; ORAL

181 TERAILABS) 198/
19! Vi
7, i)
e i)
TE Vi

® BARR LABS 2MG

) 2MG

) MG

) MG

) 8MG

) 8MG

N71355 001
JAN 11, 1988

/n8é141/481/
NB6161 001

N18207 003
MAR 25, 1985

N71636 001
APR 18, 1988
N71514¢ 001
APR 18, 1988

N71525 001
MAR 09, 1988

2584320 001

29

> DAT >
> _ADD >

> !2!‘1' >
>_AD0 >

IRIAZOLAN
TABLET; ORAL
HALCION
19P30/ /18.58/
9 UPJOHN 0.5M6
RICLOF
SOLUTION; ORAL
TRICLOS
JHERRECL/O08/ /1.580/ 1500/
® MERRELL DOH 1.56M/718ML
TABLET; ORAL
TRICLOS
JHERRELL/O0HY/ /1sdre/
9 MERRELL DOH 750MG
JRIDIHEXETHYL, CHLORIDE
INJECTABLE; INJECTION
PATHILON
JLEBERCE/LABS/ /g i/
9 LEDERLE LABS 10MG/ML
3 RA HYDROCHLOR
TABLET; ORAL
ELLIOP
AB BGLAR PHARM EQ_1MG BASEW
4B EQ 2M5 BASEwW
AB EQ _SHG BASEM
4B EQ 10MC BASEm

39

)
W)

N17892 002
NOV 15, 1982

/N16836/4d1/

N16830 001

/N16809/862/

N16809 002

/nd9729/ 41/
N09729 001

N85975 001
JUN 23, 1988
N85976 001
JUN 23, 1988
N85973 001
JUN 23, 1988
Nag710 001
JUN 23, 1988




IRIMETHOPRIM
TABLET; ORAL
AB BARR LABS 100MG
/48/ 4406/
13/ /1ddrs/
? 200M6
IRIPELENNAMINE HYDROCHLORIOE
TABLET; ORAL
164/ 14408/
9 BARR LABS 50MG
URSrOIOL
CAPSULE; ORAL
ADD > ACTIGALL
ADD > 2 CIBA PHARM 150MG
ApD >
ADD > 300M6
4op >
pRSEL/
/b%s ifwtx/ /1s8re/
/38%/
VANCOMYCEN HYDROCHLORIDE
INJECTABLE; INJECTION
AP LYPHOMED £9 16M BASE/VIAL
ap EQ 56 BASE/VIALRM

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / JAN'88 - JuL‘88
YANCOMYCIN HYDROCHLORIDE
INJECTABLE; INJECTION

N70494 001
JAN 22, 1986

JPAR/ 1471986/
%
33851

4,
/Jm;gi

N70495 001
MAR 164, 1986

/NBd744/ddt/

NB80744 001

N1959¢ 001
DEC 31, 1987
N1959% 002
DEC 31, 1987

9594/dd
/ﬂéﬁ;}#}/‘{?;

9294/dd;
T 989)

N62667 002
JUL 31, 1987
N62663 003
JUN 03, 1988

S~

AP LILLY
AP
AP
ap
AP
aAp LEDERLE LABS
AP
AP
>_ADD >
5ADD > AP QUAD PHARMS
>~ApD >
>_ADD > AP
TR
VERAPAMIL WYDROCHLORIDE
TABLET; ORAL
i
AB SEARLE PHARMS
-]
AB KNOLL PHARM
2.
aB CORD LABS
AB
AB LEDERLE LABS
AR

Y o

EQ 26M BASE/VIALM

EQ _500MG BASE/VIALM
EQ 16 _BASE/VIALM

/1édns/
40Men
160MG

PEB/23,

40

N60180 002
MAR 21, 1986
N62476 002
MAR 21, 1986
N62716 002
MAR 13, 1987
N62812 002
Nov 17, 1987
N62812 003
NoV 17, 1987

N6268Z 002
MAR 30, 1988
N62682 004
MAY 11, 1988
N62682 005
MAY 11, 1988
N62682 003
MAY 11, 1988

N62845 001
JuL 15, 1988
N62845 002
JuL 15, 1988

[N18817/dd4/
/;/(.4#/
N18817 003
FEB 23, 1988
N18817 00%
FEB 23, 1988

N18593 003
NOV 23, 1987

N71423 001
MAY 2%, 1988
N71424 001
MAY 25, 1988
N71880 001
APR 05, 1988
N71881 001
APR 05, 1988




>_ADD_>
>_a0D_>
> _ADD >

ki CORY AVAILABLY

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / JAN'S88 - JuUL'88

VERAP. ¥
TABLET; ORAL
VERAPAMEL HCL
AB MUTUAL PHARM agMen N71488 001
JAN 13, 1988
AB lz0Mcn N71489 001
JAN 13, 1988
VINCRISTINE SULFAYE
INJECTABLE; INJECTION
AP BRISTOL LABS EMG/VIALM N70867 001
JUL 12, 1988
2
AP BULL LABS IMG/VIALN N71559 001
APR 11, 1988
AP 2MG/VIA N71560 001
APR 11, 1988
AP SMG/VIALM N71561 001
APR 11, 1988
AP GQUAD PHARMS IMG/VIAL N71222 001
MAR 07, 1988
AP ZMG/VIAL N71223 001
MAR 07, 1988
AP S5MG/VIAL N71937 001
MAR 07, 1988
T
AP BULL LABS 1MG/MLE N7148% 001
APR 19, 1988
HWATER FOR INJECTION, STERILE
LIQUID; N/A
AP BAXTER 1007 N18632 002
APR 19, 1988
AP KENDALL MCGAW 10071 N19633 001
FEB 29, 1988
XYLOSE
POHDER3; ORAL
148/ 71-'.%5/#:55/ 1ds6d/ddt/ /N1Adad/dd1/
IVAR/ 26,1198/
2 LYNE LABS 25GM/BOT N18856 001
MAR 26, 1987

a1



>_ADD >
>_4gD_>

ACETAMINOPHEN

SUPPOSITORY; RECTAL

TYLENOL

MCNEIL CONSUMER

INCRELL/LA8s/

PIONEER PHARMS

HYDROCORTISONE

OINTHMENT; TOPICAL
HC (HYDROCORTISONE )

C&M PHARMA

IBUPROFEN

TABLET; ORAL
IBUPROFEN

DANBURY PHARMA
INTERPHARM
INVAMED
MEDICOPHARMA
MWYLAN PHARMS
PRIVATE FMLTNS
ZENITH LABS

NUPRIN

BRISTOL MYERS

OTC DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / JAN'@3 - JUL'88

ey
/%

6MG5120MGCH

0.5%

200MGn
200MGH
200MGx
200MGH
200MGx
200MGn
200MCH

200MC
200MGx

N17756 002
[iT3%8 /4431
e,

DEXDROMPHENIRAMINE MALEATE; PSEUDCEPHEDRINE SULFATE

TABLET, CONTROLLED RELEASE; ORAL
RESPORAL

N89139 001
JUN 16, 1988

N80481 001

N71905 001
MAR 08, 1988
N72199 001
MAY 23, 1988
N71807 001
FEB 25, 1988
N71639 001
FEB 02, 1988
N71870 001
MAY 05, 1988
N72299 001
JUL 01, 1988
N72040 001
APR 29, 1988

N72035 001
FEB 16, 1988
N72036 001
FEB 16, 1985

q 2

IBUPROFEN

TABLET; ORAL
NUPRIN

19939/

9 UPJOHN

YNTH

1264/
12d8re/
200MG

200MG

SEMISYNTHETIC PURIFIED HUMAN

INJECTABLE; INJECTICN
MIXTARD HUMAN 70/30

NORDISK USA 30 UNITS/ML;
70 UNITS/Mim
1 INC P EXTEN NTH
INJECTABLES; INJECTION
HAMULIN U ,
e 14d10tts AL/
@ LILLY %0 UNITS/ML
AM Y!
SOLUTION; ORAL
IMODIUM A-D
MCNEIL CONSUMER 1MG/5MLn
NONOXYNOL -9
SPONGE; VAGINAL
TODQY
193/ 1180/
WHITEHALL LABS 1GM

%2

/Jéﬂﬁgg'/i4§1;
/N19412/4d1/
/iRY/18,/1934/
N19012 001
MAY 18, 1984
N19012 003
JuL 29, 1987

N19585 001
MAR 11, 1988

9511/4d
1L 8

N19571 001
JUN 10, 1987

N19487 001
MAR 01, 1988

dd
Wiy,
N18683 001
APR 01, 1983




DRUG PRODUCTS IN THE DIVISION OF BLODD AND BLOOD PRODUCTS / CUMULATIVE SUPPLEMENT NUMBER 7 / JAN '88 - JUL '88
APPROVED UNDER SECTION 505 OF THE ACT LIST

DEXTRAN 70, 6 IN SODILR CHLORIDE 0.9%

INJECTABLE: INJECTION
MACRODEX(R)
PHARMACIA INC 6GH/100ML 30. 96M/100ML N 06826

43



ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A
SPONSOR'S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A “DESIGNATED ORPHAN DRUG". SECTION 527 OF THE ACT
ESTABLISHES A PRGCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, Ok BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR
THE DESIGNATED INDICATION(S). THE EXCLUSIVE APPROVAL MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF 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 APFROVED OR LICENSED INDICATION(S) FOR
WHICH ORPHAN DRUG 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, ANTIBIOTIC 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 EXCLUSIVE APPROVAL DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE
SUPPLEMENT.
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ACTIVE INGREDIENT(S)
STRENGTH(S)

METHOTREXATE SODIUM
EQ 1GM BASE/VIAL

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

DRUG PRODUCTS

TRADE NAME
DOSAGE FORM; ROUTE APPLICANT
METHOTREXATE SODIUM LEDERLE LABS

INJECTABLE; INJECTION

APPL. PROD.
APPROVAL DATE

11719 009
APR 07, 1988

EXCLUSIVITY
EXP. DATE

ODE
APR 07, 1995
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NO JULY 1988 ADDITIONS

DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION
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47
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 178-06, 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 DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE
SUPPLEMENT.

NAME OF DRUG (DOSAGE FORM) DATE REVISED DATE
CARBAMAZEPINE (TABLET) JAN 01, 1988
CLINDAMYCIN (CAPSULE) MAY 31, 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
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
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48
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 SUB-
MISSION AS AN ANDA (PETITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE ANDA ITSELF
IS SUBMITTED AND REVIEWED BY THE AGENCY. A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC DISPLAY IN FDA'S
DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857,

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF ANDA
SUITABILITY PETITIONS DATA. ~ ONLY NEW DATA HILL—B'E—KD'WT)—TO_’?TTH UMULATIVE SUPPLEMENT.
PETITIONS APPROVED

DRUG NAME STRENGTH
DOSAGE FORM; ROUTE (CONTAINER SIZE)

REASON FOR

DOCKET NUMBER PETITIONER PETITION STATUS

ASPIRIN; 325MG 87 P-0376/ ANABOLIC NEW STRENGTH APPROVED
HYDROCODONE BITARTRATE SMG CP0002 FEB 12, 1988
TABLET; ORAL

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

CHLORZOXAZONE 500MG 82 N-0032/ MIKART NEW DOSAGE APPROVED
CAPSULE; ORAL CPO00S - 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)

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

TMG/ML
(20ML/VIAL)

20MG/ML
(500ML/CONTAINER)

50MG/ML
(5ML/VIAL)

1.5MG
SMG

25MG/5ML
40MG/5ML

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

87 p-0421/cp

88 p-0010/CP
88 pP-0011/CP

88 P-0052/CP

88 P-0061/CP

87 P-0399/Cp

77

PETITIONER

BULL LABS

LYPHOMED

BAXTER HLTHCARE

BEN VENUE LABS

KLEINFELD, KAPLAN

AND BECKER

BURDITT, BOMLES,
RADZIUS AND RUBERRY

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

49

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 3
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/5ML

25MG
50MG

EQ MG 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

50

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

F

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM

50

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

PHENYTOIN SODIUM
INJECTABLE; INJECTION

THEOPHYLLINE
CAPSULE, CONTROLLED
RELEASE; ORAL

THIOTEPA (WITH DILUENT)
INJECTABLE; INJECTION

VERAPAMIL HYDROCHLORIDE
CAPSULE, CONTROLLED
RELEASE; ORAL

STRENGTH
(CONTAINER SIZE)

100MG/VIAL
250MG/VIAL

450MG

15MG/VIAL

120MG
240MG

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

87 P-0367/CP
87 P-0367/CP

88 P-0119/CP
87 pP-0382/CP

87 P-0233/CP

9

PETITIONER

LYPHOMED

LYPHOMED

RIKER LABS

LYPHOMED

SEARLE

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM
NEW STRENGTH
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STATUS

APPROVED
FEB 16, 1988

APPROVED
FEB 16, 1988

APPROVED
MAY 11, 1988

APPROVED
MAY 12, 1988

APPROVED
FEB 26, 1988




DRUG NAME
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

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

CYCLOPHOS PHAMIDE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

200MG/5ML

2MG/5ML

2,5MG/5ML
12, 5MG/5ML

12, 5MG/5ML
2. 5MG/5ML

12.5MG/5ML
2, 5MG/5ML

100MG/ML
(1ML/VIAL)
(2ML/VIAL)

500MG/ML

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

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DOCKET NUMBER

85 P-0258/CP

85 P-0237/Cp

85 P-0255/CP

85 P-0255/CP

87 p-0283/CP

87 P-0283/CP

52

PETITIONER

APKON LABS

MIKART

MIKART

MIKART

L YPHOMED

LYPHOMED

REASON FOR
PETITION

NEW ESTER
NEW INGREDIENT

NEW
COMBINATION

NEW
COMBINATION

NEW
COMBINATION

NEW DOSAGE
FORM
NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

52

STATUS

DENIED
MAR 19, 1986

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
JAN 21, 1988

DENIED
JAN 21, 1988




DRUG NAME
DOSAGE FORM; ROUTE

DIPHENHYDRAMINE
HYDROCHLORIDE
CAPSULE, SUSTAINED
RELEASE; ORAL

HYDROCODONE BITARTRATE;
PHENYLEPHRINE
HYDROCHLORIDE ;
PROMETHAZINE HYDROCHLORIDE
SYRUP; ORAL

HYDROCODONE BITARTRATE;
PROMETHAZINE HYDROCHLORIDE
SYRUP; ORAL

MAGNESIUM ASCORBATE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

75MG

1, 66MG/5ML
5MG/5ML

6.25MG/5ML

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

10%
20%

TMG/ML
(50KL/VIAL)

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DOCKET NUMBER PETITIONER

87 P-0355/CP PARKE DAVIS

85 P-0389/CP UAD LABS

85 P-0256/CP MIKART

88 P-0200/CP RIM CONSULTING
87 P-0090/CP INTL MEDTN SYS

REASON FOR
PETITION

NEW DOSAGE
FORM
NEW STRENGTH

NEW

COMBINATION

NEW

COMBINATION

NEW INGREDIENT

NEW STRENGTH
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STATUS

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
JUN 10, 1988

DENIED
FEB 08, 1988




DRUG NAME
DOSAGE FORM; ROUTE

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

TMG/ML
(75ML/VIAL)

1MG/ML
(100ML/VIAL)

ANDA SUITABILITY PETITICNS

PETITIONS DENIED

DOCKET NUMBER PETITIONER
87 p-0090/CP INTL MEDTN SYS
87 P-0090/CP INTL MEDTN SYS

5Y

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH

54

STATUS

DENIED
FEB 08, 1988

DENIED
FEB 08, 1988




BEST COPY AVAILAMYH

55
EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED., REFER BACK TO
THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC E%UIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF EXCLUSIVITY
TERMS [ABBREVIATIONS, NEW DOSTNG SCHEDULE, NEW IN NS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE
CUMULATIVE SUPPLEMENT.

REFERENCES

NEW DOSING SCHEDULE

PAI2 BERTINE POZING OF BPOME FOR TREATUENTY

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

D-13 INCREASED MAXIMUM DAILY DOSAGE RECOMMENDATION

D-14 BEDTIME DOSING OF 800MG FOR TREATMENT OF ACTIVE BENIGN GASTRIC ULCER
D-15 SINGLE DAILY DOSE OF 25MG/37.5MG

NEW INDICATION

1419 ANTIROTE/FOR/RCET AMINGPHER/QYERDPP3AGE
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

I-76 HERNIOGRAPHY

I-77 KNEE ARTHROGRAPHY
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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 SCANNING PROCEDURES

TREATMENT OF VENTRICULAR AND SUPRAVENTRICULAR ARRHYTHMIAS

METHOD FOR INHIBITING GASTRIC SECRETION IN MAMMALS

TREATMENT OF INFLAMMATION
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>ADD>
>ADD>
>ADD>

>ADD>
>ADRD>

APPL/PROD

19489 001

18116 002
18498 001
18644 001
18644 002
18644 003
17920 002

17920 003
17920 004
17920 00%
17924 001

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

19309 001
18981 002
18981 003
18981 004
18830 003

19452 001
18936 001

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

ALBUTEROL SULFATE; VENTOLIN ROTACAPS

AMCINONIDE; CYCLOCORT

AMCINONIDE; CYCLOCORT

BUPROPION HYDROCHLORIDE; WELLBUTRIN
BUPROPION HYDROCHLORIDE; WELLBUTRIN
BUPROPION HYDROCHLORIDE; WELLBUTRIN
CIMETIDINE; TAGAMET

CIMETIDINE; TAGAMET
CIMETIDINE; TAGAMET
CIMETIDINE; TAGAMET
CIMETIDINE HYDROCHLORIDE: TAGAMLT

DICLOFENAC SODIUM; VOLTAREN
DICLOFENAC SODIUM; VOLTAREN
DICLOFENAC SODIUM; VOLTAREN
ENALAPRIL MALEATE; VASOQTEC
ENALAPRIL MALEATE; VASOTEC
ENALAPRIL MALEATE; VASOTEC
ENALAPRIL MALEATE; VASOTEC

ENALAPRILAT; VASOTEC

ENCAINIDE HYDROCHLORIDE; ENKAID
ENCAINIDE HYDROCHLORIDE; ENKAID
ENCAINIDE HYDROCHLORIDE; ENKAID
FLECAINIDE ACETATE; TAMBOCOR

FLUOCINOLONE ACETONIDE; DERMA-SMOOTHE/FS
FLUOXETINE HYDROCHLORIDE: PROZAC

57

PATENT
NUMBER

3705233
3644353
4158055
4158055
4507323
4507323
4507323
4024271
3950333
4024271
3950333
4024271
3950333
4024271
3950333
4024271
3950333
3652762
3652762
3652762

4374829

4374829
RE30811
RE3081)
RE3081)
4005209
3900481

4683235
4647591
464759}
4626549
4626549
4194009

PATENT

EXPIRES

DEC
FEB
JUN
JUN
MAR
MAR
MAR
MAY
APR
MAY
APR
MAY
APR
MAY
APR
MAY
APR
MAR
MAR
MAR

FEB

FEB
DEC
DEC
DEC
JAN
AUG

JuL
MAR
MAR
DEC
DEC
APR

05,
22,
12,
12,
26,
26,
26,
17,
13,
17,
13,
17,
13,
17,
13,
17,
13,
28,
28,
28,

22,

22,
20,
20,
20,
25,
19,

28,
03,
03,
02,
02,
19,

1989
1989
1996
1996
2002
2002
2002
1994
1993
1994
1993
1994
1993
1994
1993
1994
1993
1989
1989
1989

2000

2000
1996
1996
1996
1996
1992

2004
2004
2004
2003
2003
1994

USE EXCLUS

CODE CODE
NDF

U-34

U-34
D-14
0-12
D-14
D-12
D-14
D-12
0-14
D-12
0D-14
0-12
NCE
NCE
NCE
I-74
1-74
1-74
NCE
1-74
NDF

U-32

U-32

U-32
NS
NCE
NOF

u-30

u-28

u-29

U-26

u-27

EXCLUS

57

EXPIRES

MAY

MAR
APR
MAR
APR
MAR
APR
MAR
APR
MAR
APR
JUL
JuL
JUL
JUN
JUN
JUN
DEC
JUN
FEB

JUN
ocT
FEB

04,

31,
30,
3,
30,
31,
30,

30,
31,
30,
28,

28,
24,
24,
24,
24,
24,
09,

03,
03,

1991

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

1991
1990
1991




PRESCRIPTION AND OTC DRUG PRODUCT 58
PATENT AND EXCLUSIVITY DATA

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS
NUMBER EXPIRES CODE CODE EXPIRES
19404 001 FLURBIPROFEN SODIUM; OCUFEN 3793457 FEB 19, 1993
19596 001 GADOPENTETATE DIMEGLUMINE; MAGNEVISY 4647447 MAR 03, 2004 NCE  JUN 02, 1993
18061 001 HYOROCHLOROTHIAZIDE; TIMOLIDE 10-25 3655663 APR 11, 1989 D-2 FEB 03, 19N
19129 003 HYDROCHLOROTHIAZIDE; MAXZIDE-25 4444769 APR 24, 2001 NS MAY 13, 1991
>ADD> D-15 MAY 13, 1991
>ADD> 18956 002 ICHEXOL; OMNIPAQUE 240 I-19 JuL 29, 19N
>ADD> I-60 JuL 29, 199
>ARD> I-75 JuUL 29, 19N
>ADRD> I-76 JuL 29, 1991
>ADD> I-77 JuL 29, 199N
18956 003 IOHEXOL; OMNIPAQUE 300 4021481 MAY 03, 1994 I-65 FEB 01, 1988
1-58 FEB 01, 1988
>ADD> I-66 JuL 29, 19N
>ARD> I=-77 JuL 29, 199
18956 004 IOHEXOL; OMNIPAQUE 350 I-56 MAY 24, 1991
>ADD> I-77 JuL 29, 1991
19085 001 IPRATROPIUM BROMIDE; ATROVENT 3681500 AUG 01, 19N NCE DEC 29, 1991
19777 001 LISINOPRIL; Z2ESTRIL 4374829 FEB 22, 2000 NCE DEC 29, 1992
19777 002 LISINOPRIL; 2ESTRIL 4374829 FEB 22, 2000 NCE  DEC 29, 1992
19777 003 LISINOPRIL; 2ESTRIL 4374829 FEB 22, 2000 NCE DEC 29, 1992
19487 001 LOPERAMIDE HYDROCHLORIDE; IMODIUM A-D 3714159 JAN 30, 1990
11719 009 METHOTREXATE SODIUM; METHOTREXATE ODE  APR 07, 1995
09048 001 METHONSALEN; 8-MOP I-72 MAR 23, 199
19516 002 MORPHINE SULFATE; MS CONTIN NDF  MAY 29, 1990
18677 001 NABILONE; CESAMEY 4087545 MAY 02, 1997 U-7
19599 001 NAFTIFINE HYDROCHLORIDE; NAFTIN 4282251 AUG 04, 1998 NCE  MAR 01, 1993
19508 001 NI2ATIDINE; AXID 4382090 MAY 03, 2000 U-33
4375547 MAR 01, 2000 NCE  APR 12, 1993
19508 002 NIZATIDINE; AXID 4382090 MAY 03, 2000 U-33
4375547 MAR 01, 2000 NCE  APR 12, 1993
19009 00 PIRBUTEROL ACETATE; EXIREL 4175128 NOV 20, 1996
3786160 JAN 15, 1993
3700681 OCT 24, 1989 NCE DEC 30, 199
>ADD> 17535 002 PROBUCOL; LORELCO 3862332 JAN 21, 1992

17881 001 TECHNETIUM TC-~Q9M ALBUMIN AGGREGATED KIT; TECHNETIUM TC 99M 3872226 MAR 18, 1992
3863004 JAN 28, 1992 U-31

5&
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APPL/PROD

19057 001

19057 002

18057 003

19057 004

19641 001
18207 003

19415 002
18817 003

18817 004

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

TERAZOSIN HYDROCHLORIDE; HYTRIN
TERAZOSIN HYDROCHLORIDE: HYTRIN
TERAZOSIN HYDROCHLORIDE; HYTRIN
TERAZOSIN HYDROCHLORIDE; HYTRIN

TERCONAZOLE; TERAZOL 3
TRAZODONE HYDROCHLORIDE; DESYREL

UROFOLLITROPIN; METRODIN
VERAPAMIL HYDROCHLORIDE; CALAN

VERAPAMIL HYDROCHLORIDE; CALAN

27

PATENT
NUMBER

4251532
4112097
4026894
4251532
4112097
4026894
4251532
4112097
4026894
4251532
4112097
4026894
4358449

4258027
4215104

PATENT

EXPIRES

FEB
SEP
MAY
FEB
SEP
MAY
FEB
SEP
MAY
FEB
SEP
MAY
Nov

MAR
JUL

17,
05,
3N,
17,
05,
N,
17,
05,
3N,
17,
05,
AR
09,

24,
29,

1998
1995
1994
1998
1995
1994
1998
1995
1994
1998
1995
1994
1999

1998
1997

59

USE EXCLUS EXCLUS

CobE CODE EXPIRES

U-5 NCE  AUG 07, 1992

U-5

U=5 NCE  AUG 07, 1992

U-5

U=5 NCE  AUG 07, 1992

U-5

u-5 NCE  AUG 07, 1992

U-5
NCE  DEC 31, 1992
NDF  MAY 24, 1991
I-73 MAR 01, 1991
I-50 DEC 16, 1989
I-51 DEC 16, 1989
I-50 DEC 16, 1989
I-51 DEC 16, 1989
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SUBSCRIPTION FORM

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

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

PURCHASER: SHIP TO:
(ifdifferent than Purchaser)

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

D Charge my GPO Account No.

D Purchase Order No.

] Check/money order enclosed for $
(Make check or money order payable to Superintendent of Documents)

AUTIHORIZING DATE:
SIGNATURE:
DESCRIPTION QUANTITY UNIT PRICE TOTAL PRICE

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

Iative Supplements.

DOMESTIC (Stock No. 917-001-60660-6) @ $79.00 | g

FOREIGN (Stock No. $17-001-06000-6) @ $9875 | $
ENTER TOTAL
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