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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 Egétion (the List). Tne List 1s composed of four parts: approved
prescription drug products with therapeutic equivalence evaluatiors,
over-the-counter (OTC) drug products that require approved applications
as a condition of marketing, drug products in the Division of Blood and
Blood Products approved under Section 505 of the Act, and products

discontinued from marketing or products which have had their approval
withdrawn for other than safety or efficacy reasons.

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

The Patent and Exci-sivity 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 dispiayed 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 pa:ts 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 is followed
immediately by the addition of the revised one,)

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

Deletions new to the Prescription Drug Product List, OTC Drug Product
List, 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 symhol >0LY > (DELETE) to the left of the line
containing overstruck print. The >2I.> symbol is dropped in subsequent
Cumulative Supplements for that item. The overstruck print will remain in
the Prescription Drug Product List and 0OTC Orug 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 " g » symbol to designate
their non-marketed status. All products having a " 3" 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.

jv




1.2 PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

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

Products Federal Register Reference

Nitroglycerin (capsule, controlled release;oral) SEP 1984 (49 FR 35428)
Nitroglycerin (ointment;topical) SEP 1986 (51 FR 31371)
Nitroglycerin (tablet, controlled release;oral) SEP 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;buccal) JuL 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. Where only partial approved product lines are transferred
between applicants, each approved product involved will appear as an applicant
name change in the Cumulative Supplement.




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 auarter(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 I SOURCE
THERAPEUT 1 CALLY EQUIVALENT
NOT THERAPEUT!CALLY EQUIVALENT
EXCEPT IONS 2
NEW MOLECULAR ENTITIES APPROVED
NUMBER OF APPL ICANTS

#Thls number Is Incluslive of products discontinued since December 1987, and any products approved or

dlscontlinued through June {988,

COUNTS CUMULATIVE BY QUARTER!

DEC

1987

9709
2096 (21.6%)
7613 (78.4%)
6691 (68.9%)
848 ( 8.7%)
74 ¢ 0.8%)

349

(1) Cumulative counts are calculated from January |,

1988 to, and Including, the month
(2) Amlno acld-=containing products of varylng composltion (see Introduction, page 1-8 of the List).

vil

MAR 1988
9528
1997 (21.0%)
7531 (79.0%)
6660 (69.9%)
770 ¢ 8.1%)
101 ¢ 1.0)

36|

JUN 1988
9769*

1975 (20,2%)

7794 (79.8%}

6937 (71.0%)
757 ( 7.8%)
100 ¢ 1.0%)
2
378

Indicated.



PRESCRIPTION DRUB PRODUCT LIST
8TH EDITION
CUMULATIVE SUPPLEMENT MRBER 6 ~# JAN'8B - JUN‘E8

ACETAMINOPMEN: BUTALBITAL: CAFFEINE
TADLET; CRAL
BUTALBITAL, ACETAMINOPHEN AND CAFFEINE
MIKART BO0MG ; 5OMG ; 20MGR N82451 001
MAY 23, 1988
ND9536 001
FEB 16, 1988
CAPSULE3 ORAL
£0-BESYC
AA CENTRAL PHARMS S00Me SMcn
ELIXIR; CRAL
MYAPA® AND CODEINE
AR MY K LABS daoMe/5M. 3 12Me /5, NB87006 001 nm.er, ORAL |
/NS7466/661/  >_ADD > AN BEECHAM LABS GSORGIZ.EMG
>_ADD >
NiBsdsi/dd1/ AA LUCHEM PHARMS 500MG ; 5MGw
N35057 001
>_ADD > AA MIKAPT SH0MG 3 7. SHGH
>_ADD >
INSic3/ 481/
JOEC/18, 11883/ ACETAMINOPHEN;: PROPOXYPHENE NAPSYLATE
AA N89671 001
FEB 10, 1988 TABLET; ORAI.
AA Na9672 001 R ENE_NAPSYLA ND_AGETAMEN
FEB 10, 1988 AB HALSEY DRUG 325MG 5 50MGH
AA Na%9673 001
FEB 10, 1988 A8 £50M5 ;5 100MG
AA PHARMAFAIR 300M6;30M6 N87762 001
DEC 10, 1982 AB MYLAN PHARMS S50MG 3 100MGx
18 RO st sass/
8 - —
/ /R88488/444/
AA MONEIL PHARM N85056 001 TABLET; ORAL
A Na5056 002 ACETAZOLAMIOE
AA N85056 003 >_ADD > AB MUTUAL PHARM 125MGu
NAS0ES GO% > >
>_ADD > AB 250Mc
44/ /38dsd/ddt/ > _app >
Na5055 001 DA
] >_ADD > AB LEDERLE LABS 125MG
/\Bsdss/ 842/
N850585 002

/\834s8/663/
N85055 003

X

/NAsdss/dds/

NB5055 004

N89360 001
MAR 02, 1988

N89725 (01
SEP 30, 1987
N89696 001
APR 21, 1988
N89689 001
JUN 29, 1988

N72105 001
MAY 13, 198¢
N72106 001
MAY 13, 1988
N72195 001
FEB 16, 1988

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

NO8943 001



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

RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / JAN'@8 - JUN'83

ACETAZOLAMIDE SODIUM

INJECTABLE; XINJECTION
AR QUAD PHARMS

BEANOX
AP LEDERLE LABS

ALBUTEROL SULFATE

CAPSULE; INHALATION
VENTOLIN ROTACAPS
GLAXO EQ 0.2MC BASER

ALSEROXVLON
TABLET; ORAL

RAUTENSIN
18P] _[O0RSEX/iA8S/ 14/
3 DORSEY LABS 26

AMCINONIDE

LOTION; TOPICAL
CYCLOCORT
LEDERLE LABS 0.1%m

~~.\'
AMIND ACIDS
INJECTABLE; INJECTION
NEOPHAM 6.4% ,
IRABEVLIRRY/ 18.8%/
3 KABIVITRUM 6.4%

TRAVASOL 107 IN PLASTIC CONTAINER
BAXTER 107

Na9619 001
JAN 13, 1988

NO9328 001

N19489% Q01
MAY 04, 1988

/Rdsis/ 41/

N09215 001

N19729 001
AN 13, 1988

N71111 o0l
MAY 19, 1988

/I8198/ 481/

1IRVIT, /19847

N18792 001
JAN 17, 1924

N18931 004
APR 27, 1988

AMINOCAPROIC ACID
INJECTABLE; INJECTION
>_ADD > AP ABBOTT RLABS 2850Me/MLw
> !Izn >
AMINOPHYLLING
TABLET; ORAL
AMINOPHYLLINE
788/ [8A%R/xABS/ /1dds/
/68t /ddre/
3 BARR LABS 10046
3 200M6
188/1319R0E1eeY /18dis/
VALE CHEM 150MG
AMINOSALICYLATE SODILRM
TABLET; ORAL
TEEBACIN
188 [ensoi/isrhe/ /3ddve/
3 CNSOL MIDLAND 500MG
ANITRIPTYLINE HYOROCHLORIDE

TABLET; ORAL

s
EEEEEE

CTRRRE foAvts)

NARNER CHILCOTT

N70888 001
JUN 16, 1988

AUG 19, 1983
N83298 001
AUG 19, 1983

/884s33/dd1/

N34533 001

/Nd1326/dd2/

NO7320 002

/NMZ#/MI/
N83939 001
N83937 001
N83938 002
N84957 001
N85093 001
N86295 001




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MABER 6 7 JAN'88 - JUN'83

aB PAR PHARM £Q_12.515 BASES
AR 2555 01w
AB PHARM BASICS £9_13.546 BASE ;5MeM
4B £Q 2546 RASE10MeM
AMOXICILLIN
CAPSULE; ORAL
A8 %ﬂem 250M6%
AB S00MGn

POWDER FOR RECONSTITUTION; ORAL
POLYMOX
a8 BRSTL MYRS IND

256/
A 250MG/5MLN
AMPICILLIN/AMPICILLIN TRIHYDRATE
CAPSULE; ORAL
A8 CLONMEL CHEMS £Q_250MG BASEM
A8 EQ_500MG BASEM
POLYCILLIN
A8 BRSTL MYRS IND £8 _250MG BASEW
AR EQ_S00MG BASEW
ASPIRIN; CAFFEINE; ORPNENADRINE CIVRATE
TABLET; ORAL
>_ADD > 8
>ADD > AR VITARINE 385MG3 0MG; 2500
> e!!n >

N72277 001
MAY 09, 1988
N72278 001
MAY 0°, 1988
N70477 001
JAN 12, 1988
N70478 001
JAN 12, 1988

N62884 001
FEB 25, 1988
N62881 €01
FEB 25, 1988

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

N52883 001
FEB 25, 1988
N62882 001
FEB 25, 1988

N62888 001
HAR 04, 1988
N62888 002
HAR 04, 1988

N71564 001
JUN 23, 1988

ASPIRIN: CAFFEINE: ORPHENADRINE CITRAYE

TABLET
>__Am_> ot A ) v
>_ADD.> AB  VITARI Z70MG 6ONG 5 5OMGa
> ADD >

ASPIRIN: CAEFEINE: PROPOXVPHENE HYOROCHLORIOE
CAPSULE; ORAL

188 ORI AR/

/30 84, g ¢S/
@ BAMMAX PHARMS 389MG; 32.4MG; 65MG
ASPIRIN; HYDROCODONE BITARTRAVE
TABLET; ORAL
AZDONE
CENTRAL PHARMS 50046 3 5o
AZATHIOPRINE SODIUM
INJECTABLE; INJECTION
>_ADD > AZATHIOPRENE
>_ADD > AP QUAD PHARMS ES_100MG BASE/VIALM
>_ADD >
>_ADD > AP BURROUGHS WELLC EQ 100MG BASE/VIAL
BAGLOFEN
TABLET; ORAL
AR PHARM BASICS 10vGn
.\ 20MGw
AB VITARINE 10MGn
4B 20MGw
AB GEIGY PHARMS 1046
LXORESAL D3
AB GEIGY PHARMS 20M6

N71565 COL
JUN 23, 1988

4281/4s
e

N84553 002
AUG 17, 1983

N89420 001
JAN 25, 1988

N71056 001
JUN 08, 1988

N17391 001

N71260 001
MAY 06, 1988
N71261 001
MAY 06, 1988
N71901 001
APR 13, 1988
N71902 001
APR 13, 1988

N17851 001

N17851 003
JAN 20, 1982




BENZTHIAZIDE
TABLET} ORAL

S RLITE S/
m, 9 PRIVATE FMLINS

BENZTROPING MESYLATE
TABLET; ORAL

AR PAR PHARM

RX DRUS PRODUCT LIST / CMULATIVE SUPPLEMENT NUMBER & ¢~ JAN'GS - JUN'88

1306/ 1N832de/861/
50M6

N83206 001

*Tedsiydes
TAPR/1S:/ 1488/
JNgasdda/det/
Mrsasitrass)
1RPR/11:71988/
N89211 001
JUN 24, 1988
St
JUN 14, 1988
N89213 001

NO9193
NO9193 (
44141/6
63143/
18193,

BETAMETHASONE_DXPROPIONATE

LOTION; TOPICAL

> ADD > AR COPLEY PHARM

BETAMETHASONE VALERATE
CREAN; TOPICAL

DERMABEY
A8  TARO PHARMS

LOTION; TOPICAL
AR COPLEY PHARM

SETHANECHOL CHLORIDE
INJECTABLES INJECTION

AP QUAD PHARMS
AP MS30

SRETYLIUM TOSYLATE
INJECTABLE; INJECTION

AR QUAD PHARMS

BROMPHENIRAMINE. MALEATE
TABLET; ORAL

anfarlaad Tt lxt

N71882 001
JUN 06, 1988

N72041 001
JAN 06, 1%88
N71883 001

APR 22, 1988

N89815 001
APR 12, 1988

NO6536 001

N71181 001
FEB 16, 1988

/NBascd/dd1/
N84468 001




RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NURRMBER 6 7 JAN'S88 - JUN'EB

>_ADD >
>"ADD >
>_ADD >
>ADD >
>_aDD >
>ADD>
>_ADD >
>_ADD_>
>_ADD >
>_ADD >
> AQD >
>_ADD >
>_ADD >
>_ADD >
>_ADD >
>_ADD >

>_ADD_>
>ADD >
>_ADD >
>_ADD_>

>_apD >
>_ADD >
>_ADD >
>_ADD >
>_ADD >
>_ADD >
> ADD >
>_ADD >
>_ADD >
>_ADD >
>_AbD >
>_ADD >
>_ADD >
> Ann >

INJECTABLE; INJECTION
BUPIVACAINE HCL AND EPINEPHRINE
ABBOTT LABS 0.2550.005M6Mn N71166 001
JUN 16, 1988
0.25730. 005MG/MLK N71165 001
JAUN 16, 1988
0.25%;0.005HGMLx N71167 001
JAN 16, 1988
0.550.005M6/ M1 N71168 001
JUN 16, 1988
0.5%;0.005M6/MLu N71165 001
JUN 16, 1988
0.5730.005M6/MLR N71170 001
JUN 16, 1988
0.75450.005MG/MLn N71172 001
JN 16, 1988
CHLORIDE; SODIUM LACTATE
SOLUTIW, INTRAPERITINEAL

B L 3,57 T P ;

15246710045 5
392MG/100Mx ‘7512 010
NOV 18, 1935

AL

3 H
N17512 011
NOV 18, 1985

AT
N18379 007
JI.N 24, 1988
AT

N18379 008
JUN 24, 1988

INJECTABLE; INJECTION

DEXTROSE 2.5% IN HALF-STRENGTH LACTATED RINGER'S IN

PLASTIC CONTAINER
KENDALL MCGAR

10MG/100ML ;2. SGM/100ML ; 15MG/100MLL ;

300MG/100ML 3
160MG/100MLx N19634¢ 001
FEB 26, 1988
DEXTROSE 42X IN MODIFIED LACTATED RINGER'S IN PLASTIC

CONTAINER
KENDALL MCGAR 4MG/100ML 34GM/100ML 3 6MG/100ML 5

120MG/7100ML ; 620G/200MLEE  N19634 002

FEB 24, 1988
Ap
$00MG/100ML, 5
2104G/100tm N1963¢ 003
FEB 24, 1988
BACTATE

INJECTABLE H INJECTIW

AP KENDALL nccm 5
N19632 001
FEB 29, 1988

TABLET, CHEWABLE; ORAL
CARDAMAZEPING
AB WARNER CHILCOTT 200MGx

N71940 001
FEB 01, 1988
JEGRETOL
AB GEIGY PHARMS 100MG N18281 001
CEFACLOR
PONDER FOR RECONSTITUTION; ORAL
CECLOR
LILLY EQ 187MG BASE/5MLm N62206 003
APR 20, 1988
EQ 375MC BASE/SMLM N62206 004

APR 20, 1988



RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT MRBER 6 / JAN'S8S - JUN'88

CEEHALEXIN HYDROCHLORIDE

CEFAZOLIN SODIUM
INJECTABLE; YNJECTION
ANOER
AP SK&F LABS £ _56M BASE/VIAL
ap ELKINS SINN £9_250MG BASE/VIALM
AP £EQ _500MG BASE/VIALW
AP EQ 16M BASE/VIALM
AP £Q 56M BASE/VIALX
AP ES _106Y BASE/VIALM
AP EQ 2064 BASE/VIALM
CEFOTETAN DISODIUM
INJECTABLE; INJECTION
CEFOTAN
STUART PHARMS EQ 10GM BASE/VIAlm
CEPHALEXTN
CAPSULE; ORAL
L
AB JERCME STEVENS £Q_250MG BASEM
AR £8 S00MG BASEW
AB TAG PHARMS EQ 250M5 BASER
AB EQ 500MG BASEM
>_ARD > AB YOSHITOMI PHARM £Q 250M6_BASEM
>_ADD_>
PONDER FOR RECONSTITUTION; ORAL
AB TAG PHARMS €9 12545 BASE/SMN
A £Q_250M6 BASE/SMLM

N50461 004

N62807 001
JAN 12, 1988
N62807 002
JAN 12, 1988
N62807 003
JAN 12, 1988
N62807 004
JAN 12, 1988
N§2807 005
JAN 12, 1988
N62807 006
JAN 12, 1938

N50588 003
APR 25, 1988

N62870 001
MAR 17, 1988
N62869 001
MAR 17, 1988
N62821 001
FEB 05, 1988
N62823 001
FEB 05, 1988
N62872 001
JUN 20, 1988

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

TABLET;: ORAL
KEFTAB
LILLY

CEEHRADINE

&p
AB
A
AB

aB

as

CAPSULE; ORAL
BARR LABS

VITARINE

€Q 333MC BASEm

POWDER FOR RECONSTITUTION; ORAL

BARR LABS

A25MG/BMLM
250MG/5HLw

/
/

/

/é%%

/

CAPSULE; ORAL

9@ PUREPAC PHARM

)
)
;gg sy

9 BANMAX PHARMS

/

ik
5MG
10MG

/
/

25MG
/
%
BMG
10MG

25MG

N50614 003
MAY 16, 1988

N62850 001
APR 22, 1988
N62851 001
APR 22, 1988
N62413 001
FEB 25, 1988
N628135 002
FEB 25, 1988

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

/Ns1di/dds/
[Ng5ddd/dd1/
/igs1d8/dd1/
N85107 002
N85009 001
N85108 001




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / JAN'88 - JUN'88
CLINDAMYCIN HYDROCHLORIDE

CHLOROTHIAZIOE i RESERPINE
TABLET3 ORAL
CHLOROTHIAZIDE N/ RESERPINE
1881 [80LRR/AARY 12840818, 12808/
3 BOLAR PHARM 250MG;50. 12506
CHLORPHENIRAMINE MALEATE

INJECTABLE; INJECTION

AP HIARSAM PHARMS 25M8/MLn
CHLORZOXAZONE

TABLET; ORAL
AA BARR LABS S00MEm
AA CORD LABS 250M6m
AA 200Men
AA LEMMCN 500MG
AA MCNEIL PHARM 500M8
CHOLESTYRAMINE

BAR, CHENABLE; ORAL

CHOLYBAR
PARKE DAVIS EQ 4GM RESIN/BARM

£Q 46M RESIN/BARm

/nB4ds3/ et/
NO4853 001

/nddidd/ddi/

N80700 001

N389563 001
APR 15, 1988

N89895 001
MAY 04, 1988
N3%852 001
HAY 04, 1988
N89853 001
MAY 04, 1988
N3%85% 001
MAY 04, 1588

N11529 002
JUN 15, 1987

N71621 001
MAY 26, 1988
N71739 001
MAY 26, 1988

CLINDAMYEXD PHOSPHATE

ap

AP ELKINS SINN
ap LEDERLE PARNTLS
AP LEMMON
AP LYPHOMED
ap QUAD PHARMS
AP SOLOPAK LABS
AP
CLOEIBRATE
CAPSULE; ORAL
AB CORD LABS
CLONIDINE HVDROCHUORIOE
TABLET; ORAL
2B LEDERLE LABS
AB
AB

CAPSULE; ORAL
CLEOCIN HCL
UPJOHN

INJECTABLE; INM-IV
LOCH PHARMS

INJECTABLE; INJECTION

O E L WRTY  ETTA ¢

EQ 300MG BASEm

0. 1MGx

Tuled 003
APR 1%, l9ag

N62905 001
MAY 09, 1988

N62953 001
APR 21, 1988
N62889 001
APR 25, 1988
N62900 001
JUN 08, 1988
N62747 001
JUN 03, 1988
N62877 001
MAR 15, 1988
N62819 001
MAR 15, 1988
N62852 001
MAR 17, 1988

N72191 001
MAY 02, 1988

N71783 001
APR 05, 1988
N71784 001
APR 05, 1988
N71785 001
APR 05, 1988




CLONIDINE HYDROCHLORIDE

EEBEBEERESE

EERBEBEBEB

TABLETS ORAL

RARNER CHILCOTT

CAPSULE; ORAL

CHELSEA LABS

PUREPAC PHARM

SARNER CHILCOTT

TABLET3 ORAL

WARNER CHILCOTT

NATSOR LABS

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / JAN'S8 - JUN'S8

[ PRl N72138 001
JN 13, 1988
£.3Mem N72139 001
JN 13, 1988
9.3Mem N72140 001
JUN 13, 1988
2,75 N71878 001
MAR 15, 1988
2.5 N71879 001
MAR 15, 1988
A5 N71860 001
MAR 15, 1988
3.78%n N71924 001
APR 25, 1988
Z.5Mm N71925 001
APR 25, 1988
35Hes N71926 001
APR 25, 1988
3. 75Mem N71774 001
MAR 01, 1988
ZL.5%em N71775 001
MAR 01, 1988
AREm N71776 001
MAR 01, 1988
3, 75M6m N71828 001
MAR 03, 1988
Z.5Mm N71829 001
MAR 03, 1988
15Mem N71830 001
MAR 03, 1988
2. 7506 N71852 001
FEB 09, 1988
7.5M6m N71853 001
FEB 09, 1988
A5Men N71854 001
FEB 09, 1983

GLORAZEPATE DIPOTASSIUM
TABLET; ORAL
GER-XENE
28 ALRA LARS 3, 75MGw
AB Z.56n
AR A15Mem
CLOXACTLLIN SODIUY

PONDER FOR RECONSTITUTION; ORAL
/&[ BIOCRAFT LABS

AR
iy

TABLET; ORAL
D AND COLCHI

88/ /umwmas/

BRISTOL LABS

/d Stﬁ"#“ﬂé/

3 BEECHAN LABS 0 5MG ;50006

NECID W/ COLCHIC

/8p/ /LE#FL!/WS/ / g, .‘W" sddrs/

@ LEDERLE LABS MG 3500M6

GYCLOBENZAPRINE HYDROGHLORXDE

TABLET; ORAL
CYCLODENZAPRINE HOL
AB DANBURY PHARMA 10M6x

N71787 o0l
APR 26: 1988
N71788 001
APR 26, 1988
N71789 001
APR 26, 1988

N62268 001

/Ng2288/d61/

N50192 001
N61453 001

d192/dd
By

/884321/4d1/

N84321 001

/NBLds4/dd1/
N36954 001

N71611 001

MAY 03, 1989 : FEB 29, 1988

EFLEXERXL
AB MS2D ioMe

DACARBAZINE

INJECTABLE; INJECTION
DACARBAZINE

QUAD PHARMS 500MG/VIALR

N17821 002

N71563 001
MAY 06, 1988




RX DRUG PRODUCT LISYT / CUMULATIVE SUPPLEMENT NUMBER 6 7 JAN'83 - JUN'38

DESIPRAMINE HYDROCHLORIDE DEXAMETHASONE
TABLET; ORAL TABLETS ORAL
oD L 1681 TRARINARS) [4:28%) o,
y CORD LABS JoNem N72099 001 adi2/ddi s
n MAY 24, 1968 187 783857 INda14 0417
[} 2546w N72100 001 /8p/ 14,808/ INBadda/dd 1/
MAY 24, 1988 88/ /8. 18318/ IN83da)/ddi/
A 5oMem N72101 001 188/ /4. 1808/ /Nd4ies/dd1/
MAV 24, 1988 188/ AN V) /NB4dde/ddi/
>_ADD > AR Z5Mem N72102 001 18¢/ 158/ /N8a763/4dd1/
> ADD > JUN 20, 1988 @ BARR LABS 0.25M8 N84013 001
> ADD > AD m N72103 001 ) 0.25M6 N8476% 001
> ADD > JUN 20, 1988 ] 0.5M6 N8408% 001
> ADD > AR 150M60 N72104 001 3 0.75MG N84081 001
>_ADD > JUN 20, 1988 ] 0.75M6 N84765 001
AR VITARINE 10Mew N72167 001 2 1.5M6 N84086 001
FEB 03, 13838 ] 1.5M6 N84763 001
AB 150Mcx N72254 001
FEB 03, 1%88
HORPRAMIN DEXTROSE
AR MERRELL DORN 100G N14399 007
FEB 11, 1982 INJECYABLE; INJECTION
AB 506 N14399 006 : RO Loy, ASTIC _CONTAINE
AP KENDALL MCGAN JOGM/100MLR N19626 004
FEB 02, 1988
DESONIDE DEXTROSE 2.57 IN PLASTIC CONTAINER
KENDALL MCGAR 2.56M/100MLn N19626 001
OINTMENT: TOPICAL FEB 02, 1988
> _ADD > DESONEN DEXTROSE 302 TN PLASTIC CONTATNER
>_ADD > AR ONEN LABS 0.05: N71425 001 AP KENDALL MCGAN EGM/100MLM N19626 002
>_ADD > JUN 15, 1988 FEB 02, 1988
TRIDESTLON DEXTROSE 7.7Z IN PLASTIC CONTAINER
. >_ADD > AB MILES PRARM 0,954 N17426 001 KENDALL MCGAW 7.764/100MLn N19626 003
FEB 02, 1988
DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE
INJECTABLE; INJECTION
7§§.§té¢se/é,z/moéqdr'wé,»itém.é/ﬁ.-';:Z/ﬁz/ém,ééiwmmw
T Tl s RN
AR OQOML 74, OOML >
/3ddMe/188RL/ IN18476/4d1/
1IAN/12, 71886/




%Tm }g% or?% “O:o ““f"},“i‘&". 04. I
TG AR INMLASTES o “w'iéw:t::w}m ot
J3de/ 1080y

SOOI 42481 RSSO
/;.:z:ww»sx?iﬁclmwxﬁxn ,
ety %ff AL pussste/ sy
ke,

S,
%
-5

4. 184/ 2N/ WW/WM/
/M.ﬁ/&'?ﬁ#/ 15881 W‘#Wi“ﬂﬁ"/ X
NI vt ) §445/dd5/
AlJl.x':T X Gy G CRaRe Q90 &Y .l' Al ‘;lﬁ; b
0. 2242 TN PLASTIC doNidnnen/
/48] 1TR88STRINRES Tt {44<ado1d08L 1/
2 ry) 2 f{;'! t{z‘h;’ [3 1’ 6 /d‘z,
‘s!JLg‘ T i ‘z-.:::";"i :YKV Mot v (R, ’.;
/ ﬂ;;tgi‘ﬁg;:& CONTAINER/ R
w PEOTT /LA e dd s s UL O
/agtie/{ehi/ lﬂiﬁ#l“l‘/
POTASSIWR CHLORIDE 0.0372Z IN DEXTROSE 10X AMD
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCEAM 10GM/100ML 3 37MB/7100ML 5
200MG/100Mn N19630 031
FEB 17, 1588
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 107 AND SODIWRE
CHLORIOE 0.45% IN PLASTIC CONTAINER
KENDALL MCGAR 106M/100ML 337G/ 10003
450M6/710000s N19630 037
FEB 17, 1988
POTASSIUM CHLORIDE 0.0372 IN DEXTROSE 104 AND SODIUM
CHLORIDE 0.9% IN PLASTIC CONTAINER
KENDALL HCGAR 106M/100ML 3 3G/ 100ML. 3
900MB7100Mn N19630 043
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 5£ AND SODIUM
CHLORIDE 0.11% IN PLASTIC CONTAINER
KENDALL MCBAR 5GM/10CHL37MG/100ML 5
110MG/100MLR N19630 001
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 54 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAIMNER
KENDALL MCBAN SGM/100ML s 3TMG/100ML 3
200M6/100MLn N192630 007
FEB 17, 1988

NUMBER 6 / JAN'88 - JUN'SB 10

ae

AR

ap

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 0.0374 IN DEXTROSE 52 AND SODIUM
CHLORIDE ©.332 IN PLASTIC CONTAINER

KENDALL MCEAR BEM/100ML 5 37MG/100ML 5

330MG/100MLE N19630 013
FEB 17, 1938
POTASSIUM CHLORIDE 0.037% IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.45% IN PLASTIC CONTAINER
KENDALL MCEAR SGM/100ML 3 37MG/100ML 3
A50MG/100MLm N19630 019
FEB 17, 1988
POTASSIUM CHLORIDE 0.0377Z IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL HCEAR SGM/100ML 3 37TMG/100ML 3
S00ME/100HLxA N19630 025
FEB 17, 1988
POTASSIUM CHLORIOE 0.075Z IN DEXTROSE 10Z AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCEANW 10GM/100ML ; 75H6/7100ML 5
200MG/100MLM N19630 032
FEB 17, 1988
POTASSIUN CHLORIDE 0.0757 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.45Z IN PLASTIC CONTAINER
KENDALL MCEAR 10GM/100ML 3 75MG/100ML 3

450M6/71u0MLR

N19630 038
FEB 17, 1988
POTASSIUM CHLORIDE 0.075X IN DEXTROSE 107Z AND SODIUM

CHLORIDE 0.97 IN PLASTIC CONTAINER
106M/100ML ; 75MG/100ML 5
900MG/100MLR

KENDALL MCEGANW
N19630 044
FE8 17, 1988

N19630 008
FEB 17, 1988

N19630 014
FEB 17, 1988

N19630 020
FEB 17, 1988

KENDALL MeGAR
N19630 026
FEB 17, 1988




RX DRUS PRODUCT LIST » CUMULATIVE SUPPLEMENT NABER 6 7 JAN'G8 -~ JUN'GD 1%

INJECTABLE; INJECTION

POTASSIUM CHLORIDE ©.078X IN DEXTROSE BX AND SODIUM
CHLORIDE 0.11X IN PLASTIC CONTAINER
KENDALL MCEAN 56M/100ML 3 TRIS/100ML 5
110M6/100MLR N19630 €02
FEB 17, 1988
POTASSIUM CHLORIDE 0.11X IN DEXTROSE 10X AND SODILM
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCGAR 1060710001 3110MC/1000L. 3
200ME/100MLN N19630 033
FEB 17, 1968
POTASSIUM CHLORIDE 0.11X IN DEXTROSE 10X AND SODIUM
CHLORIDE 0.454X IN PLASTIC CONTAINER
KENDALL MCCAR 106M/100ML 31 10H6/100ML. 3
A50MG/100MLM N19630 039
FEB 17, 1988
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 10X AND SODIUM
CHLORIDE 0.9% IN PLASTIC CONTAINER
KENDALL MCGAN 10GM/100ML 5 110M6/100ML 3
200M6/100MLR N19630 045
FEB 17, 1%88
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.11%4 IN PLASTIC CONTAINER
KENDALL MCGAR 5GM/100ML3110HG/100ML. 3
110G/ 100MLR N19630 003
FEB 17, 1%88
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 5 AND SUDIWRG
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCGAN SGH/1000L 3 110M6/100ML 3
200M6/100NLK N1%630 €09
FEB 17, 1%88
POTASSIUM CHLORIDE 0.114 IN DEXTROSE 52 AND SODIWR
CHLORIDE 0.33Z IN PLASTIC CONTAINER
KENDALL NCGAN 56M/100ML3 11006710001 3
3304671000 N19630 015
FEB 17, 1988
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 54 AND SODIUM
CHLORIDE 0.45X IN PLASTIC CONTAINER
KENDALL MCGANW 581/ 10001 5 11046/ 100ML 3
A50M6/100HLR N19630 021
FEB 17, 1988
POTASSIWM CHLORIDE 0.11% IN DEXTROSE 52X AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL MCGANW S6M/100ML3110ME/ 10001 5
S00MG/100MR N19630 027
FEB 17, 19%e8

INJECTABLE; INJECTION

POTASSIUM CHLORIDE 0.157% IN DEXTROSE 10X AND SODIUN
CHLORIDE 0.2¥% IN PLASTIC CONTAINER
RENDALL MOGAR 110G/ 100ML 3 15046/ 100013
200671000 N19630 034
FEB 17, 1988
POTASSIUNM CHLORIDE 0.15X IN DEXTROSE 104 AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL MCGANW 10GH/100ML 3 150M8/1000L. 5
A50M6/100ML1 N19630 0490
FEB 17, 1988
POTASSIUM CHLORIDE 0.15X IN DEXTROSE 10 AND SODIUM
CHLORIDE 0.9% IN PLASTIC CONTAINER
KENDALL MCGANW 106H/100M1. 3 150MB/100HL. 3
2000E/100MLM N19630 046
FEB 17, 1988

e

N19630 010
FEB 17, 1988

N19630 016
FEB 17, 1988

AP

N19630 022
FEB 17, 1988

LY g i 2 * avdal .
KENDALL MCGAN 261710011, 3 L30MG/)00ML 3
200M5/1001L N19630 028
FEB 17, 1988
POTASSIUN CHLORIDE 0.157 IN DEXTROSE 57 AND SOOIUM
CHLORIDE 0.11% IN PLASTIC CONTAINER
KENDALL MCGAR 56M/7100ML  1L50MG/100ML 3
110MG/100MLM N19630 004
FEB 17, 1988
POTASSIUM CHLORIDE 0.22% IN DEXTROSE 107 AND SOOIUM
CHLORIDE 0.27% IN PLASTIC CONTAINER
KENDALL MCGAW 10Gi/100ML 5 220MG/1000ML. 3
200MG/100MLR N19630 035
FEB 17, 1983
POTASSIUM CHLORIDE 0.227 IN DEXTROSE 10Z AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL MCGAM 106M/7100ML ;220MG/100ML 3
450MG/100MLN N19630 041
FEB 17, 1988




RX DRUG PRODUCT LIST /7 CLRULATIVE SUPPLEMENT NUMBER & / JAN'S8 - JUN'QB 12

INJECTABLE} INJECTION
POTASSIUM CHLORIDE 0.22% IN DEXTROSE 10 AND SODIUNM
CHLORIDE 0.9X IN PLASTIC CONTAINER

KENDALL HCBAM 106M/100ML, 5 220M6/71000ML 3
N19630 047

200MG/100MILK
FEB 17, 1988

POTASSIUN CHLORIDE 0.22X IN DEXTROSE 52 AND SODIWM
CHLORIDE 0.11X IN PLASTIC CONTAINER
KENDALL MCGAN 56M/100ML 3 220M8/100M0. 3
110M8/100MLR N19630 005
FEB 17, 1%88

POTASSIUM CHLORIDE 0.22X7 IN DEXTROSE 5X AND SODIUNM
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCOAR SGM/100ML 3 220M8/7100ML. 3
200M6/7100Mm N19630 011
FEB 17, 1988
POTASSIURY CHLORIDE 0.227% IN DEXTROSE BX AND SODIUNM
CHLORIDE 0.332 IN PLASTIC CONTAINER
KENDALL MCGAN 5EM/100M1. 3 220M6/200ML 3
330MC/100MLR N19630 Q17
FEB 17, 1%88
POTASSIUN CHLORIDE 0.22% IN DEXTROSE 5X AND SODIUN
CRLORIDE 0.45Z IN PLASTIC CONTAINER
KENDALL MCGAM BEM/100ML 3 220M6/100ML 3
450ME/100MLR N19630 023
FEB 17, 1988

POTASSIUM CHLORIDE 0.22X IN DEXTROSE BX AND SODIUM
CHLORIDE 0.9% IN PLASTIC CONTAINER
KENDALL MCBAW SGM/100ML 3 220M67100ML.3
900ME/100MLR N19630 029
FEB 17, 1988
POTASSIUM CHLORIDE 0.3 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.2 IN PLASTIC CONTAINER
KENDALL HCBAN 106H/100ML 3 300MB/100ML 3
200MG/100MLE N1%630 036
FEB 17, 1988
POTASSIUM CHLORIDE 0.3X IN DEXTROSE 102 AND SODIUM
CHLORIDE 0.454 IN PLASTIC CONTAINER
KENDALL MCGAR 106/ 1000ML. 3 300MB/100ML 3
450M6/100MLR N19630 042
FEB 17, 1%88
POTASSIUM CHLORIDE 0.3X IN DEXTROSE 10X AND SODIUM
CHLORIDE 0.9 IN PLASTIC CONTAINER
KENDALL HCEAN 106M/200ML 3 300MG/100ML 3
S00ME/100MLE

N19630 048
FEB 17, 1988

N19630 012
FEB 17, 1988

ap

KENDALL NCEAR SSN/100H1, 3 300MG/200ML 3
N19630 018
FEB 17, 1988

KENDALL HCGAN 21000, 3 300MG/100M), 3
N19630 024

FEB 17, 1988

N19630 030
FEB 17, 1988
POTASSIUNM CHLORIDE 0.3X IN DEXTROSE B AND SODIUM CHLORIDE
0.11¥ IN PLASTIC CONTAINER
SGH/100HL 3300MB/100ML 3
110M8/100MLx

KENDALL MCGAW
N19630 €06
FEB 17, 1988

N18362 009

JUL 05, 1983
SRU/100ML 314 RIG/L00ML, 3

N18362 005

MAR 28, 1988

N19691 002

MAR 24, 1988
SGH/100M 3 1S AMR/100ML 3

200HG/100M N19691 004

MAR 24, 1988

POTASSIUM CHLORIDE 10MEQ IN DEXTRUSE 52 AND SODIUM
CHLORIDE 0.2257 IN PLASTIC CONTAINER

ABBOTT LABS 5GM/100ML 3 74.5MG/100ML ;

225MG/100MLn N18365 002

JUL 05, 1983

S56M/100ML 3 149MG/100ML 3

225MG/100MLx N18365 006

MAR 28, 1968



T
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INJECTABLE; INJECTION
POTASSIUN CHLORIDE 10MEQ IN DEXTROSE 5X AND SODIUN
CHLORIDE 0.3Z IN PLASTIC CONTAINER
ABBOTT LABS S6M/100ML 3 74 . BNB/100ML 5
300MG/100ML N18876 001
JAN 17, 1%86
SEM/100HL 3 14ME/100ML 3
300MB/100MLE N18876 006
MAR 28, 1988

N19308 Q04
APR 05, 1985

N18362 006

N19691 006
MAR 24, 1988
POTASSIUM CHLORIODE 15MEQ IN DEXTROSE 5 AND SODIUM
CHLORIDE 0.225X IN PLASTIC CONTAINER
ABBOTT LABS EGN/100ML. 5 220M6/100ML 3
228B/100Mn N18365 008
MAR 28, 1%88
POTASSIWY CHLORIDE 15MEQ@ IN DEXTROSE 54 AND SODIUM
CHLORIDE 0.3X IN PLASTIC CONTAINER
ABBOTT LABS S6M/100ML 3 229M6/1000L 3
300ME/100MLm N18876 007
HMAR 28, 1988

N18362 010
JuL 05, 1983

SEH100M, 52986/ 100ML, 3
450MG/100MLM N18362 007
MAR 28, 1988

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 5 AND SODIUM
CHLORIDE 0.225X IN PLASTIC CONTAINER

ABBOTT LABS 5610001314946/ 300ML 5
225HG/100ML N18365 001
EGH/100ML. 3 298HE/100ML 3
225MG/1000HLA N18365 009

HMAR 28, 1988
POTASSIUM CHLORIDE 20MEQ IN DEXTROSE BX AND SODIUM
CHLORIDE 0.3% IN PLASTIC CONTAINER
ABBOTT LABS BGM/100ML 3 298M6/71000ML 3
300M6/100M0Ln N18876 008
HAR 28, 1988
POTASSIUM CHLORIDE 20MEQ IN DEXVROSE 54 IN SODIUM CHLORIDE
0.3% IN PLASTIC CONTAINER
ABBOTT LABS SGHM/100ML 3149M67100ML 3
300M8/100ML N18876 002
JAN 17, 1986

(DA%

N19691 007
MAR 24, 1988
POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 5/ AND SODIUM
CHLORIDE 0.225% IN PLASTIC CONTAINER
ABBOTT LABS BGM/100ML 3 224HG/100ML 3
225M6/100MLR N18365 003
JUL 05, 1983
POTASSIUM CHLORIDE 3O0MEQ IN DEXTROSE 54 AND SODIUM
CHLORIDE 0.3X IN PLASTIC CONTAINER
ABBOTT LABS 56M/7100ML 3224MG/1000L 3
300M6/100ML N18876 003
JAN 17, 1586

N19308 006
APR 05, 1985

H
200MG/100MLN N19691 009
HAR 24, 1988




RX DRUG PRODUCT LIST / CUMMLATIVE SUPPLEMENT NUMBER & ~ JAN'GB - AMN'88 hES

DEXTROSE: POTASS: LORIDE S SODIIM CHLORIDE QEXTROSE: SODIUM CHLORXDE

INJECTABLES INJECTION

INJECTABLE; INJECTION

POTASSIUM CHLORIDE 4OMEQ IN DEXTROSE 5X AMD SDDIUM
CHLORIDE 0.225X IN PLASTIC CONTAINER

DEXTROSE 10X AND SODXIUM CHLORIDE 0.11% IN PLASTIC
CONTAINER

ABBOTT LABS BEM/100ML 3 298M0/100ML 3 KENDALL MOGAN 106710001 3 1100B/200ML8  NL9631 011
225M5/100ML% N18365 004 FEB 24, 1988
JUL 05, 1983 DEXVTROSE 102 AND SODIUM CHLORIDE 0.2 IN PLASTIC CONTAINER
POTASSIUN CHLORIDE QOMEQ IN DEXTROSE 5% AND SODIUM KENDALL MOGAW 10GM/1000L 3 200MB/100ML  N19631 012
CHLORIDE 0.32% IN PLASTIC CONTAINER FEB 24, 1988
ABBOTT LABS SGM/100ML ; 296M8/100ML 3 DEXTROSE 10 AND SODIUM CHLORIDE 0.33% IN PLASTIC
300M6/100MLe N18876 004 CONTAINER
MAR 28, 1588 KENDALL HCGAN 10GH/100ML 3330MB/100MHL  N19631 013
DIIR O ‘ FEB 24, 1968
DEXTROSE 10X AND SODIUM CHLORIDE 0.457 IN PLASTIC
ABBOTT LABS 587200000 379, 5M8/300M, 3 CONTAINER
N18362 008 KENDALL MCGAN 106H/100ML 3450M0/100ML  N19631 016
MAR 28, 1988 FEB 24, 1988
N18362 004 l(mm. uccm W;mamn N19631 015
FEB 26, 1988
DEXTROSE 2.5Y AND SODIUM CHLORIDE 0.11% IN PLASTIC
CONTAINER
H KENDALL MCOAW 2.56M/200ML 3
S00MG/200M1 K N19691 €01 110MG/100MLn N19631 001
MAR 24, 1988 FEB 24, 1988
S8/100ML 34 NB/100ML. 3 DEXTROSE 2.57 AND SODIUM CHLORIDE 0.2 IN PLASTIC
S0OMBZ100MLR N19691 003 CONTAINER
MAR 24, 1988 KENDALL MCBAN 2.56M/7100ML 3
POTASSIUN CHLORIDE RMEQ IN DEXTROSE 52 AND SODIUM CHLORIDE 200M6/200MLx N19631 002

0.225/ IN PLASTIC CONTAINER FEB 24, 1988
ABBOTT LABS 5EM/100ML 3 74 . 5MG/100ML 3 DEXTROSE 2.5 AND SODIUM CHLORIDE 0.33Z IN PLASTIC
225M6/100ML8 N18365 005 CONTAINER
MAR 28, 1988 KENDALL MCBAW 2.56M/71000L 3
56H/100ML 324 RB/100ML 3 330M8/100MLN N19631 003
225M6/100MLR N18365 007 FEB 24, 1988
MAR 28, 1988 :

POTASSIUM CHLORIDE SMEQ IN DEXTROSE 52 AND SODIUM CHLORIDE
0.3 IN PLASTIC CONTAINER

ABBOTT LABS 56M/100ML 5 76 . 5MG/200ML 3 N19631 004
300MB/100ML N18876 005 FEB 24, 1988
PAR 28, 1988 DEXTROSE 2.57 AND SODIUM CHLORIDE 0.9 IN PLASTIC
BEM/100ML 514916/100ML 5 CONTAINER
300M6/200MLR N18376 009 KENDALL MCGAW 2.56M/100ML 3
HAR 28, 1988 S00MG/100MLN N19631 005
FEB 24, 1988
BEXTROSE 5/ AND SODIUM CHLORIDE 0.11% IN PLASTIC CONTAINER
KENDALL MCGAM 5GM/100ML3110M6/7100ML  N29631 006

FEB t»» 1988

KENDALL MCGAN— m w N19631 007
FEB 24, 1968




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 7 JAN'ES - JmN‘a8 1%

DROPANINE NYDROCHLORIDE
INJECTASLE; XNJECTI(N
: 2 & PR Lo R B0 PLATTRR CONTATMNES PRMIDNE TeNE e SN LENER
AP mmu ucc»l SEN/100M, 330MG/2000Mm N19631 008 ap BAXTER 80ME/I00M, N19615 001
FEB 29, 1908 MAR 27, 1987
1 DR : ’ ap J50MB/7300M), N19615 002
AR KEMLL ncem Wim N19631 009 HAR 27, 1987
FEB 24, 1988 ap 320M6722000, N19615 003
: 1R AN MAR 27, 1987
AP KWLL nccm W;W N19631 010 640ME/ 10001 N1961% 00%
e 2 1908 I8 RIS aesiLenk/ "INtseis adn
, JARR/22. 11483/
» 188/ /iddds1dds/ / ,.,{5}2‘,‘%33%
INJECTABLE; INJECTION 148/ /ad6iLddi/ /N19618/dd3/
>_ADD > RENOCAL-7¢ , IAR/27 511983/
> ADD > AP SQUIBB DIAGS £62320%m N89367 001 1846/ 1480/ /N19815/dd4/
>_ADD > JUN 01, 1988 TPRR/22 15983/
DIAZEPAN DOXEPIN NYDROGHLORIDE
TABLET; ORAL CAPSULE3 ORAL
8-PaN ADAPIN
4B QUANTLRY PHARMCS 2hiem N72432 001 AB PENNMALT EQ _150MC BASE N16987 007
APR 29, 1988 APR 13, 1987
AR BMEm N72a32 001
APR 29, 1988 AB BARR LABS EQ_25MC BASEM N71502 001
AB Joden N72433 001 FEB 18, 1988
APR 29, 1988 AR EQ._50M5_PASEM N71653 001
FEB 18, 1988
A £9 754G BASEM N71654 001
DIAZOXIDE FEB 18, 1%88
AR £9_100MG BASEM N7152.1 001
w INJECTABLE INJECTION FEB 18, 1983
SXARONIDE AR CMELSEA LABS EQ 75MG BASEMW N71763 001
AP QUAD PHARNS inBAUn 71908 001 FEB 09, 1%88
JAN 26, 1988 28 EQ_150M5 BASEM N7176% 001
FEB 09, 1988
B LEDERLE LABS EQ_10MG BASEM N71685 001
JAN 05, 1988
AR EQ 25MC BASEM N71686 001
JAN 05, 1988
8 £9 504G BASEM N71673 001
JAN 05, 1988
A EQ 7540 BASEW N71674 001
JAN 05, 1%838
o £9_100MC BASEW N71675 001
JAN 05, 1988
I EQ_150MC PASE N71676 001

JAN 05, 1988




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / JAN'GB - JUN'GS

EPINEPHRING; LIDOCAXNE HYDROCHLORIDE

BOXYCYCLING HYCLATE
CAPSULE; ORAL
a4 VITARINE 59 505 BASEm
INJECTABLE; INJECTION
DONYRYCLING
AP BEN VENUE LABS £8_100M6 BASE/VIALM
AR EQ _200MG BASE/VIALM
DROPERIDOL
INJECTABLE; INJECTION
PROPERIDOL
ap ABBOTT LABS 2. RG MW
AP DUPONT CRI CARE 2.5Mmn
DROPERIDOL; FENTANYL CITRATE
INJECTABLE; INJECTION
AP ABBOTT LABS 2.5/
£8.0.0546 BASEALM
RHOVAR
ap JANSSEN PHARMA 2.55BM,3
ER._0.056 BASE/Mim
EDROPHONEUM CHLORIDE
INJECTABLE; INJECTION
AP ORGANON AgeMm
ENALAPRILAT
INJECTABLE; INJECTION
VASOTEC
MSED RES LABS 1. 25M6/Hin

N62780 001
APR 12, 1988

N62569 001
MAR 09, 1988
N625¢9 002
MAR 09, 1988

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

N71%82 001
MAY 04, 1988

N16049 001

N89624 001
MAY 13, 1988

N19309 001
FEB 09, 1983

INJECTABLE ] !NJECTION

>_ADD > AP ASTRA PHARM PRODS

>_ADD > AP
>_ADD >
>_ADD > AP
>.ARD >

ERGOLOID MESYLATES
TABLET; ORAL

148/
SERTYAL
AB CHELSEA LABS

TABLET; SUBLINGUAL

/84 TR s

0.005MG /Ml 31, 54m
0.005HG ML, 322
Q. 00M8/M, 317

9. 0)MG/M, 3220

/ﬂ!Mfg//
it

0,005MG /ML, 30,575
0..005MG/ML, 324

0.005MGML 32

/1dd/

N89635 Q0L
JUN 215 1988
NB89649 001
JUN 21, 1988
N89645 001
JUN 21, 1988
N89650 001
JUN 21, 1988
N39651 001
JUN 21, 1988
N8964% 001
JUN 21, 1988
N89646 001
JUN 21, 1%88

/Nﬁ##/ddi/
/Nﬁ##/ﬂ#/

N06488 013
NO6488 018
NOV 13, 1986
NO6488 019
NOV 1%, 1986

/Nad2d1/dd1/

/Mllég 1384/

Nas

207
MAR 22, 198‘0




RX DRUG PRODUCT LIST 7 CLAMULATIVE SUPPLEMENT NURBER 6 /7 JAN'88 - JUN'83 17

ERYTHRONYCIN ERYTHRONYCIN SYEARATE
SOLUTION: TOPICAL TABLET; ORAL
ETS-2% .
PADDOCK LABS N62687 001 / 82484/ ddi/
ax a FED 05, 1988 4 e
® LEDERLE 1LABRS N62089 003
-] EQ B00MB BASE N62082 002
1681 SRR caes) 784400 ‘ddse/ INLI911442
@ PFIZER LABS EQ BOO0ME BASE N61791 002
EQ_600MG BASE/SMLM N62759 001 ETHINYL ESTRADXOL: NORETHINDRONE
HAY 20, 1988
> ADD > By TABLEV; ORAL-21
> ADD_> ALRA LABS £9_200MG BASE/SML; HORETHIN 3/35E-33
> ADD > s EQ_600MG BASE/SMLM N62758 001 AB SEARLE PHARMS 0. 035N AMcw N71480 001
>_ADD > JUN 15, 1988 APR 12, 1988
&8  ROSS LABS EQ_200M BASE/SML; AB  NATSON LABS 0.035MG50,5MG AND 1M  N71043 001
EQ_600MG BASE/SMLM N50529 001 APR 01, 1988
ORTHO-NOWM_10/33-23
AR ORTHO PHARM 0.03EMGH0,5MG AND IMG  N18354 001
ERYTHROMYCIN LACTOBIONATE JAN 11, 1982
TABLET: ORAL-28
AP ABBOTT LABS EQ_5S00MG BASE/VIALM N62586 001 AB SEARLE PHARMS 0, 0356 3 1M6m N71481 001
JAN 04, 1988 APR 12, 1%88
AP ES_16M BASE/VIALM N62586 002 RETHENDRONE AND
JAN 04, 1988 AR WA LABS Q.035M650,5M6 AND IMox  N71044 001
APR 01, 1988
ORTHO-NOVUM_10/13-28
ERYTHROMYCIN STEARATE AR ORTHO PHARM 0,035MGI0.5MG AND IMG  N18354 002
JAN 11, 1982
TABLET: ORAL
/ m.’ [813d4/441/ EENOPROFEN CALCIUM
/ﬂ /N81883/681/
@ BRISTOL LABS N61304% 001 CAPSULE; ORAL
H) N61887 001
23 QUANTUM PHARMCS | N72216¢ 001
Iy SRR roksts J3434/441/ 30617, 1988 ¢ APR 14 1988
/ Ne3d12/883/ B N71738 001
@ PARKE DAVIS N62032 001 AUG 17, 1988 : APR 14, 1988
N62032 002
AB DISTA PRODS EQ 300MG BASE N17604 002
BEg) : /64 {4 dddd/ N8d389/4d4/
9 ABBOTT LABS €Q 125MC BASE N60359 002 AB DISTA PRODS EQ _200MG BASE N17604 003




RX BRUG PRODUCT

EENGPROFEN CALCTIUR
TABLET3 ORAL
> _AbD > AN THERPTCS N72309 001
>_Am_>a AUG 17, 1988 3 AN 16, 1988
> ADB > A CMELSEA LABS %" N72407 001
> ADD > AUG 17, 1988 : AN 13, 1988
2B LEDERLE LABS N72326 001
AUS 17, 1588 : APR 20, 1988
> ADD > AR MYLAN PHARNS 8 N72267 001
> ADD > AUS 17, 1988 : JUN 08, 1988
> ADD > AB PHARM BASICS ) N72362 o002
> ARD > AUG 17, 1988 : AN 16, 1988
4 PUREPAC PHARM EQ _600HE BASEW N72274 001
HAY 02, 1988
AB QUANTUN PHARMCS N721%4 001
AUG 17, 1928 : APR 14, 1988
HALPON
M8 DISTA PRODS £9_600MG BASE N17710 o0l
ELEGAINIDE ACETATE
TABLET; ORAL
TAMBOCOR
> ADD > RIKER LABS 1506 N18830 003
> ADD > BN 03, 1988
ELUOCINOLONE ACETONIDE
OIL; TOPICAL
DERMA-SMOOTHE/FS
HILL DERM 0.034m N19452 001
FEB 03, 1988
ELUQCINONIDE
CREAM3 TOPICAL
ELUOCINONTDE
&8 CLAY PARK LABS 0.05/m N71790 001

ELUQROURACTL,
INJECTABLE; INJECTION

ELVOROURACEL.
AP BEN VENUE LABS

spgRim

A 13, 1988 : APR 25, 1988

N89508 001
JAN 26, 1988

LEST 7 CLRRNLATIVE SUPPLEMENT NAR@BER 6 7 JAN'88 - Al‘eB

ELUPHENAZINE HYDROGHLORIDE
INJECTABLES INJECTION
> ADD > AP QUAD PHARMS .G
> m >
TABLET) ORAL
131G/ 13588/
7 it
BP SCHERING 2.5M8
ap MG
ap 104G
ELURAZEPAYM HYDROCHLORIDE
CAPSULE; ORAL
ELARAZERAM MNOL
8B HALSEY DRUG 15HGH
AR S0Men
EQLIC ACID
TABLET; CRAL
168 TRRGARsy o,
2 BARR LABS 1MB
FUROSEMIDE

INJECTABLE; INJECTION

148 TR Rvs

/idid i/
AP MARNER CHILCOTT oML
TABLET; ORAL
BFUROIEMIDE
AB BARR LABS S0MG™
AR DANBURY PHARMA 80MEx

N12034 005
N12034 006

N71808 001
JAN 07, 1988
N71809 001
JAN 07, 1988

911
A
N89177 001
JAN 08, 13936

d/d4
I

N18420 001
FEB 26, 1982

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



BX DAUS PRODUCT LIST / CUMULATIVE SUPPLEMENT MRBER 6 / JAN'8D -~ JUN'S8 19

> A30 > SADOPENTEYATE DINEGLNINE HALOPERIDOL
> ApD >  INJECTABLE; INJECTION TABLETS ORAL
SR>  MAGNEVIST HALOPERYDOL
>0 > BERLER LABS %$9.00@ /MlR N1959% 001 > ADD > AR BOLAR PHARN 0, 5m N71671 001
> ADD > JUN 02, 1988 > ADD > JUN 03, 1988
>TADD > AB g N71672 001
>ADD_> JUN 03, 1968
SALLIWM GITRATE: GA-67 >7AQD > AR 2w N71573 001
> ADD > JUN 03, 1988
INIRCTADLES INJECTION > ADD > A B N71374 001
SALLIUM CITRATE GA 67 R > ADD > JUN 03, 1988
smI> IR el IHAI  ABE s M 10t NTI375 001
> AR > 2 MEDI PHVSICS AMCEAN N17700 001 > > JUN 03, 1988
> ADD > AB 20m6m N71376 001
> A0 > JUN 03, 1988
>.A00 > SENTAMICIN SULFATE; PREDNISOLONE ACEVATE A CORD LABS 20 N71210 001
MAR 11, 1988
> A > SUSPENSION/DROPS; CPHTHALMEC &b 200 N71211 001
> ADD > PRED-8 MAR 11, 1988
>ADD > ALLERGAN PHARMS EQ 0.3% BASE3LDM N50586 001
> ADD > AN 10, 1988
HALOPERIOOL LAGTATE
w CONCENTRATE 3 CRAL
INECTABLE INJECTION 18 TRy i s INL8423/481/
SLYEOPIROLATE aA MONEIL PHARM 28 248 BASE/ML, N15922 001
> DD > AP ABBOTT LABS C.080A0R NB9393 001 HALLPERTDOL TNTIRECL
>_APD > BB 15, 1%82 AA ROXANE LADS EQ 2MB DASE/Mim N72048 001
APR 12, 1%28
HALOPERIROL INJECTABLE3 INJECTION
BALOPERERGL
TABLET; ORAL AP LEMMON EQ_5MS BASE/MLM N70713 001
HALDOA S'N;UTA' MAY 17, 1988
Prrox s Y, MiI91884/ 2 £9 5% BASE/NA N7O71S 001
2 MONEIL PHARM pl, - N17079 001 HAY 17, 1988
AP £9 56 BASE/MLm N70744 001
. ] BARR LABS Bem N71212 001 HAY 17, 1988
JAN 07, 1988
£ Rl o N71173 001
JAN 07, 1988 HEPARIN SODIAR
. 20En N71177 €01
JAN 07, 1988
E304 ) ' Rk = *y hES 1 NS e/ "
Ja  TREESTII A/ (41000 GHISHONE/ WI9339/088/
P
2 AZROTT LABS 10,000 UNITS/100ML N19339 003

MAR 27, 1965




RX DRUB PRODUCT LIST 7 CIRRLATIVE SUPPLEMENT NUMBER 6 / JAN'SS - JUN'BB

YEPARIN S0DIUM
mcrms num’ma

NB7608 001

N1m9 001 FEB 08, 1982

NN1agiglasty FED 05, 1902
TS84 ! 2888/

9334/44d
LI

TABLETS ORAL
RESERPINE, HYDRALAZINE HCL AND HYDROCHLOROTHIAZI
/881 [REXS/RONELY/ /28iisieid, iﬂ.él /N!Héi!/!di/
BP  REID RONELL 25463154530, 1 N88376 001
ocT 28, 1983
prere kT i,
19c1128,11983/

HYDROCHLOROTHIAZIDE
SOLUTION3 ORAL
5,000 UNITS/100ML N19339 004 ’ ¢

HAR 27, 1965
10,000 UNITS/1000L N19339 co2

AP BAXTER

/88 [IRRVENSL/ASS/ /884 "hittdHddi/

HYDRALAZINE HVRROCHLORIDE
TABLET; ORAL

168/ m / M‘}%gjy TABLET; g::u.
Nes178 001 T8RN/ 1258140008/

AUG 18, 1983
@ SCHERING 25MG;400MG




MAR 08, 1988

RX DRUS PRODUCT LIST # CUMULATIVE SUPPLEMENT NRBER 6 / JAN'S88 - JUN'88 21
GLAXD SR8 000 N19174 001 N72042 001
APR 10, 1987 MAR 14, 1988
2882000 N19174 002 25MG380Men N72043 001
APR 10, 1987 MAR 14, 1988
25MG3300M8 N19174 003 NARNER CHILCOTT 251G 390MGn N71771 001
APR 10, 1987 JAN 26, 1988
? 2563900H6 N19174 004 250538016 N71772 001
/ , APR 10, 1987 JAN 26, 1988
/a4/ m /4534¢16dc/ p Au’#iyﬂg%
9,/198; HYDROCHLOROYHIAZIDE s RESERPINE
144/ /485! $6ds/ JN19134/d82/
TRPR/14./1983/ TABLETS ORAL
oo fitdiisan/ Prontiis 1) TR J3aNa1 s INBR84/ 443/
B2/ 150, 1 30, 4BA0/ 0
g iddde/ 91447444 R 4379/4
1/ I /@fui:/iwf Ly ? BARR LABS lgﬁﬁsg.{zsm/ hrtghggb/bg{/
? 50MB30.125M6 N84579 001
HYDROCHLOROTHIAZIDE : METHYLOOPA
HYDROCHLOROTHIAZIOE S TRIAMTERENE
TABLETS ORAL
] CAPSULE3 ORAL
AB NOVOPHARM 15M63250M8% N71819 001 AND
APR 08, 1988 N71737 001
28 2515 2500MEm N71820 001 FEB 12, 1938
APR 08, 1988
AB Z0MB3500MEm N71821 001 TABLET; ORAL
APR 08, 1988 MAXZIDE-25M5
A S0M83500M6m N71822 001 MYLAN PHARMS 25M6;337. 5Men N19129 003
IRREPCINNRY  [818888) pi T
149124511986/ N72011 001
9 PUREPAC FHARM SOMG 35008 N70689 001 JUN 17, 1988
APR 24, 1986 N71969 001
AB ZENITH LABS 15M8;250Mem N71458 001 APR 17, 1988 : JAN 15, 1988
MAR 08, 1988 Z5MG N72337 001
B 2583 2501 N71459 001 MAY 11, 1988
MAR 08, 1988 QUANYUN PHARMCS N71980 001
AR Z0MG3500M5m N71460 001 APR 17, 1988 : FEB 01, 1988
HAR 08, 1988
A8 S0 500Mem N71461 001




CREAN; TOPICAL
NASKA PHARMA

WC LABS

E BREE

HXRROTEN
SYOSSET LABS

E\
*
g

LOTION; TOPICAL
BATA-NHO
AT BETA DERM

HYDROGORTISONE
AT NASKA PHARMA

OINTMENT; TOPICAL
> » l/gclwmw
>ﬁ> AT C&M PHARMA

NASKA PHARMA

TABLET; ORAL

HYDROCORTISONE
188/ _18RRR/xABS/
3 BARR LABS

HYDROCORTXSONE ACETATE

CREAM; TOPICAL

> AlD > AT THAMES PHARMA
>_ADD >

AEROSOL; TOPICAL
Erirosy
AL REED & CARNRICK

RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NMRBER 6 / JAN'SS - JUN'88

1/

&

14334

Na9706 001
MAR 10, 1928
N82682 001
MAR 10, 1988
N87795 001
MAY 03, 1983

N87427 001
APR 04, 1988

n&Mﬁ#/ddi/

/83714837

N39495 001
JAN 25, 1988

N897C> 001
APR 25, 1988

dd
Ry
NE0421 002

N89704 001
MAR 10, 1988

/NB399¢/4d1/
N83999 001

N8%72 001
JUN 13, 1988

N86457 001

INJECTABLE; INJECTION

16 TORGE s

148/ /888 Ak/
3 ALTANA 25MG/ML
) SOMG/ML
SYRUP; ORAL
HXRROMNYZINE Mot
AA NASKA PHARMA A0MG/ St
TABLET; ORAL
B HALSEY DRUS 10MG
AB 25Men
AB S0HGu
ABUPROFEN
TABLET; ORAL
SBUPROFEN
a8 HALSEY DRUS S00MGN

124

NB9440 001
MAY 17, 1988

N62874 001
MAY 11, 1988

N87273 001
APR 20, 1982
N87273 002
APR 20, 1%a2

N88785 001
F.3 03, 1988

N39366 001
MAY 02, 1988
N89117 001
MAY 02, 1988
N8939¢ 001
MAY 02, 1988

N72137 001
FEB 05, 1988




RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NRMBER 6 7/ JAN'@3 - JUN‘88

IRUPROFEN

TABLET; ORAL
. s
. £00MEn
. £00MGw
28 HEDICOPHARMNA 400MEn
8 PUREPAC PHARM 200Mm
IMIPRANINE HVDROCHLORIDE

TABLET; ORAL

9 BANMAX PHARMS
3
@ 8.

% e Ads/ 7}%
/ ooy
30ME
10M8

JOHEXDL

INJECTABLE: INJECTION

P iy YT

AP STERLING DRUB 38.87

N72064 001
JAN 14, 1988
N72065 001
JAN 14, 1988
N71938 001
JAN 14, 1%88
N71644 001
FEB 01, 1988
N71964 001
FEB 01, 1%88

N71342 001
APR 18, 1988
N71343 001
APR 18, 1988

956/44
e

N18956 001
DEC 26, 1985

>_ADR >
> &m >

ISONIAZID
TABLET; ORAL

a CUNET

JSO0S0RBIDE DINITRATE
TABLET} ORAL

AR BARR LABS

AR CORD LABS

AR

.

B DANBURY PHARMA

ab

aB PAR PHARM
TABLETS SUBLINGUAL

2B CORD LABS

AR

AB DANBURY PHARMA

AB

KETAMINE HYOROCHLORIDE
INJECTABLE; INJECTION

AP PARKE DAVIS

aAp

AP

ae "D Pranrs

AR

AP

NB9776 Q0L
JUN 13, 1988

N87564 001
SEP 18, 1986
N86221 001
JAN 07, 1988
N86223 001
JAN 07, 1988
N39367 001
APR 07, 1988
N86034 001
JAN 06, 1588
N86032 001
JAN 07, 1988
N87946 001
JAN 12, 1988

N86225 001
FEB 19, 1983
N86222 001
FEB 19, 1988
N86033 001
FEB 26, 1988
N86031 001
SEP 29, 1937

N16812 001
N16812 002
N16812 003

N71949 001
APR 11, 1988
N71950 001
APR 11, 1988
N71951 001
APR 11, 1988




LACTULESE
SYRUP; ORAL

iaamnasg
3 KALT DUPHAR

I8 IR/ iAss/
LEUCOVORIN, CALCIUN

INJECTABLE: INJECTION

AP BEN VENUE LABS

>80 > AP INTL PHARM
>_ADD >
>.ADD > AP
> ABD >
& >_ARD > AP LEDERLE LABS
AR

/

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 ~ JAN'SS - JARies

106M/15ML

LIDOCAINE HYDROCHLORIDE
INJECTABLE; INJECTION
mrm/gg}/ AP ADBOTY LABS
oy 7 Db
> ADD > 2 LEMMON
> ADRD > @
N89717 001 LINCOMYCIN HYDROCHLORYDE
HAR 28, 1988
NB9TLD 001 INJECTABLE; INJECTION
AR 05, 1968
N89353 001 AP UPJONN
JUN 01, 1988
N08107 001 ap GUAD PHARMS
ND8107 004
MAY 23, 1988
N89636 001
DEC 24, 1987 LISTNOPRIL
TABLET; ORAL
2B M53D RES LABS
/U481 843/ a
MI8e4a/d81/ ]
fA8948/dd3/
N16948 003
N16%48 001 AR IMPERTAL CHEM
M16948 002
AR
A
/RB443/4d1/ LOPERAMIDE HYDROCHLORIRE
N24697 001
SOLUTION; ORAL
N39517 001 IMODIUN
APR 14, 1988 PAT G T T T

@ JANSSEN PHARMA

20
¥

17

24

1ierai/
IMG/EML

N89362 001
N
/83627 /dd3/
N83627 001
NB3627 002

N50317 001

N62784 001
MAR 14, 1988

N19558 001
DEC 29, 1987
N19558 002
DEC 29, 1987
N19558 003
DEC 29, 1987

N19777 001
MAY 19, 1988
N19777 002
MAY 19, 1988
N19777 003
MAY 19, 1988

/1983 /d41/

IWL/31,/ 1884/

N19037 001
JUL 31, 1984




iy

LOBAZEPAN
TABLET] ORAL
LORATERON
i CORD LARS
&
L
A2 WARNER CNILCOTT
a8
LOXAPINE SUCCINATE
CAPSULE3 ORAL
>_ADD >
> ADD > AR MNATSON LABS
>_ADD >
>_ADD > AR
>_ADD >
>_ADD > AB
>_ADD_>
>.ADD > AB
>_ADD_>
LORCETANE
> ADD > AB LEDERLE LABS
>.ADD > AR
>-ARD > AR
>.ADD > AR
HAPROTILINE HYDROCHLORIDE
TABLET; ORAL
A2 AM THERPTCS
A
AR
> ADD > AR RATSON LABS
>_ADD >
>_ADD > AB
>_ApD_>
> ADD > AR
>_ADD >

RX DRUB PRODUCT LIST / CLMUALATIVE SUPPLEMENT NMABIR 6 7/ JAN'ED - N8B

MN71193 o0
APR 18, 1988
N711%4 €01
APR 15, 1%88
N71193 001
APR 15, 1988
N71038 001
JAN 12, 1988
N71039 00
JAN 12, 1988

N72204 001
AN 15, 193
N72203 001
JN 15, 1988
N72206 001
JN 15, 1%88
N72062 002
AN 15, 1% 8

N17525 Q0
N17525 002
N17525 €03
N17525 004

N72129 €01
JAN 14, 1988
N72130 001
JAN 14, 1488
N72131 001
JAN 14. 1988
N721é62 001
JAMN 01, 1988
N72163 001
JUN 01, 1988
N721é64 Q01
AR 01, 1988

HRCLIZINE HYDROCHLORIDE
TABLET3 ORAL
ANTIVERT
f 1) ROERIS 508
HECLIZING HE)
A PAR PHARM 50Men
MECLOFENANATE SODIUM
CAPSULE; ORAL
HECLOFENAMATE SORTRM
4 PAR PHARM EQ_SONG_DBASEW
AR EQ 100MG DASEW
B PHARM BASICS £9 _50M0 BASEM
ap £9.100MG _PASEM
>_ADD > AB VITARINE £Q 50Me PASEM
>_ADD >
> ADD > AD EQ_100MC DASEM
>_ARD >
HEEENAMIC ACID
CAPSULE; ORAL
HMEFENAMEOC ACED
AR VITARINE 230HEm
PONSTEL
AR PARKE DAVIS PR 250M6
MEPIVACAINE HYOROCHLORIDE

INJECTABLE; INJECTION

HEPROBAMATE
TABLET; ORAL

16 RTARr [4d00/

@ MALLARD 400MG

N10721 €01
JAN 20, 1982

N89674 001
HAR 31, 1988

N72077 01
MAR 10, 1938
N72078 001
AR 10, 1988
N71007 001
HAR 25, 1988
N71008 001
MAR 25, 1988
N71710 001
JUN 15, 1988
N71684 001
JUN 15, 1988

N72179 001
APR 21, 1988

N15034 003

/Naed22/881/
N80925 001

IN18872/4d2/
N15072 002




RX DRUG PRODUCT LIST /7 CUIRMLATIVE SUPPLEMENT NIRBER 6 7/ JAN'SS - N8BS

TABLET3 ORAL-21

NORETHEN 3/800=-21
[} SEARLE PHARMS

TABLET; ORAL-28
A SEARLE PHARMS

MESTRANOL ; NOREVHYNODREL

/4. 6180 {84/

0.075MG;5ME

IRCUR Y

0.1M5;2 .56

METAPROTERENOL SULFATE
SOLUTION; INHALATION

>_ADD > AN MY K LABS

>_ADD >

TABLET; ORAL
AWPENT

AR BOENR INGEL

AR

METAPROTEREND], SULEATE
TABLETS ORAL

AN THERPTCS

N71539 001
APR 12, 1988
TABLET; ORAL

RIS

N71540 001 2 BARR LABS

APR 12, 1%28

HETHOTREXATE SODIUM
INJECTABLE; INJECTION

LEDERLE LABS EQ 164 BASE/VIAlLm

/Nids38/8d4/
N10976 004

/Nidsie/dds/

N109%76 006

METHOXSALEN
079 E)' R L
188/ i/mi :m :"ikgg'gm/ /16
ELDER PHARMS 10M6

N72190 001
JUN 07, 1988 METHYLDOPA
TABLETS ORAL

N1587¢ 002 A
N15874 001

CORD LABS

N7208% 001
JUN 23, 1988
N72055 001
JUN 23, 1988
N72024 001
JUN 28, 1988
N72025 001
JUN 28, 1988
N71013 001
JAN 25, 1988
N71014 001
JAN 25, 1988

/N8s4d8/ddf/
N84408 001

N11719 009
APR 07, 1988

/Nddd4d/dd1/
N09048 001

N71700 001
MAR 02, 1988




TABLET3 ORAL

HALSEY DRUS

RX DRUG PRODUCT LIST /7 CLMULATIVE SUPPLEMENT NRBER 6 + JAN'SS - JRN'88

A2REm

>_ADD >
> ADD > AR ¥D PHARM a0em
>_ADD >
>_ADD > AR CIBA PHARM 208
> ADD >

HETHYLPREDNISOLONE

TABLET; ORAL
MEDROL

AR UPJOIN 288

a3 a8

AR PAR PHARM 26Mce

& 24Em

a4 3

METOCLOPRAMIDE HYCROCHLORIDE
TABLET; CRAL
SLOPRA

> ADD > 4B QUANTUM PHARMCS EQ 56 BASEm
>_ADD >

a8 SIDMAK LABS £ 1046 PASEm
> _ADD > AB ROBINS EQ 3% BASE

>_ADD >

N71781 €01
HAR 28, 1968
N71752 001
HAR 28, 1988
N731783 001
MAR 28, 1988

§N29601 001
JUN 01, 1988

N18029 001
AR 30, 1982

N11153 008
N11153 006

N89%207 001
APR 25, 1988
N89208 001
APR 25, 1988
N89209 001
APR 25, 1988

N72384 001
JUN 02, 1938

N71250 001
FEB 03, 1983

N17854 002
MAY 05, 1987

PETOCURING TODIDE
INJECTABLES INJECTION
> ADD >
> ADD > AP GUAD PHARMS MG
> Ann >
MERVOTNE 20308
>ADD > AP LILLY 2ue,
MEZLOCTLLIN SODIUR MONOHVDRATE
INJECTABLE; INJECTION
MEZLIN
MILES PHARM EQ 206M BASE/VIALM
EQ 206M BASE/VIALM
MITOMYCIN
INJECTABLE; INJECTION
MUTAMYCIN
BRISVOL MVERS 40MG/VIALR
HORPHINE SULFATE
INJECTABLE; INJECTION
AR ABBOTT LABS 9. 5M80n
AP Pl =74, L
TABLET, CONTROLLED RELEASE; ORAL
MS CONTIN
PURDUE FRDRK 60MGR
NAFTIFINE _HYDROCHLORIDE
CREAM; TOPICAL
NAFTIN
HERBERT LABS 1

§Na9%43 GOL
JUN 01, 1928

N0O6632 003

N50249 005
MAR 02, 1988
N62372 004
MAR 02, 1988

N62336 003
MAR 10, 1988

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

N19516 002

APR 08, 1988

N19599 001
FEB 29, 1988
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CAPSULES ORAL

gy, gy
SIEEE B B B
2%z

AN THERPTCS

CHELSEA LABS

RX DRUS PRODUCT LIST / CLAMMULATIVE SUPPLEMENT NARBER 6 7/ JAN'SS - JUN°03

N71955 001
MAR 03, 1988
N71956 Q01
MAR 03, 1983
N71957 €01
HAR 03, 1988
N71661 001
MAR 02, 1988
N71662 001
HAR 02, 1%88
N71663 001
AR 02, 1988
N71813 001

APR 19, 1988
N71814 001
APR 19, 1%88

/

i
gy
P Yy
; Ut
e
> €Ba
Yot
sy, iy,

N71713 001
OCT 20, 1987
N71714 001
OCY 20, 1987
N71715 001
oCY 20, 1987
N72251 001
APR 14, 1988
N72252 001
APR 14, 1%88
N72253 001
APR 14, 1%8

N18539 002
N15539 004
/128347488

4/444
i

BUE GEIIRE

QXAZEPAN
CAPSULE3 ORAL

R
& QUANTUN PHARMCS ply,

AR J5Em
& 20Mem
SXYBUTYNIN CHLORIDE
TABLET; ORAL
AR MARION LABS MG
ONYBUTYIEN, GHLORTOR
an PHARM BASICS sMgu
GXYTETRACYCLINE HYDROCHLORIDE
CAPSULE; ORAL

168 TR /4 48t st/

2 PUREPAC PHARN EQ 250MG BASE
PANCURONTAR BROMIDE
INJECTABLE; INJECTION
AP ELKINS SINN JMSALN
AP e
AP MeMiLn
AP ASTRA PHARM PRODS  JMG/MLM
ae SMG/MLR
ap M ULN
ap emx
>ADD > AP GUAD PHARNS MG/MLN
> _mn_>
>_ADD > AP Me/Mx

>_ADD >

29

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

N17577 001

N70746 001
MAR 10, 1988

/n8de34/d81/

N6063¢ 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




PANCURONIUM, BROSIDE
INJECTABLE3 INJECTION
PAMLON
a2 ORGANON e,
A B
PENKCILLIN € POTASSIUN

PONDER FOR RECONSTITUTION; ORAL

/84

TABLEY; ORA

J“;”‘

® SYRUP; ORAL

TRILAFON
/3CHER NS/ 1ae/ai/
@ SCHERING 2MG/BML

N17015 002
N17015 €01

N 1348/8d2/
N61740 002

{884/48
INeLsaariss)
N61588 002
N61588 003

M¥1738/4d2/

N61758 002

/N11294/442/

N1129%9% 002

RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NUMNBER 6 7/ JAN'28 - JUN'83 30

PHENDIMEYRAZINE YARTRAYE
TABLET; ORAL
44/4d1
/ s
/ INB3448/dd1/
/ IN83£84/ 441/
/ L
/ /NB483s/dd1/
N8364¢ 001
N83684 001
NB83686 001
N83687 001
N84831 001
N84834 001
N84835 001
CAPSULE, CONTROLLED RELEASE; ORAL
TONAMIN-3Q
B PENNWALT EQ 30MG BASE N11613 002
AB QUANTUM PHARMCS EQ_30MS BASEM N89120 001
FEB 04, 1988
PIPERACETAZINE
TABLET; ORAL
QUIDE
TB0A/ Pridis/ /1dng/ ML3818/661/
DON PHARMS 10MG N13615 001
/¢sts/ MNL3818/882/
25MG N13615 002
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE, ANHYDROUS
POWDER FOR RECONSTITUTION; ORAL
COLONLETE
AA  DYNAPHARM 227, 1GM/PACKET 32, 82GM/PACKET 3
6. 36GM/PACKET 55, 53GM/PACKET

H
N71320 001
APR 20, 1988



RX DRUG PRODUCT LIST /7 CUMULATIVE SUPPLEMENT NUMBER 6 /7 JAN'88 - JUN‘'88

PREDNISONE
TABLET; ORAL
PONDER FOR RECONSTITUTION; ORAL PREDNTSONE
SOLYIXE AR SUPERPHARM oM NBBB6E (0}
AB REED & CARNRICK 227, AM/PACKET s H OCT 25, 1984
£.36GM/PACKET S 3 AB Jovs NBB866 001
21.56M/PACKETH N18583 004 OCT 25, 198%
OCT 26, 1984 AB 2046 N88867 001
. oy O Nshaga /4t
19¢1/38 /14847
/oy 1A%/ 1o
g o e L Wik
>, > 13/ R88811/ A3/ 16S TGN S 1S A AL SIANR 1O/ e
i i JR9284 461/
> DY > JRPR/38, 11388/
>_ADD > ABBOTT LABS GGM/100ML  75ME/100ML 3 168MB/7100ML 5 INJECTABLE; INJECTION
>_ADD > 146MG/100ML 3 EROCATNAMEDE HCL,
>_ADD > 1.296M/100ML N1928%4 001 AP HARNER CHILCOTT 100MG/MLx N89528 001
>_ADD > APR 30, 1986 MAY 03, 1988
AP E00MG/MLw N89529 001
MAY 03, 1988
POTASSIUM CHLORIDE
INJECTABLE; INJECTION PROCHLORPERAZINE EDISYLATE
POTASSIM CHLORTDE
AP STERIS LABS DEQMLn N39163 CNl INJECTABLE; INJURCTION
MAR 10, 1988 PROCHLORPERAZIAR SDXSYLATE
ap ELKINS SINN EQ _5MG BASE/MLM N89523 001
MAY 03, 1988
PREDNISOLONE AP QUAD PHARMS. EQ _5MG BASE/MLM N89637 001
FEB 01, 1988
TABLET; ORAL Ap EQ _5MG BASE/MLRM N89638 001
PREDNISOLONE FEB 01, 1988
183 [BARA/LABS/ /3r%/ /84428 /482/ AP STERLING DRUG EQ_5MG BASE/MLM N89703 001
@ BARR LABS MG N84426 002 APR 07, 1988
PROMETHAZINE HYDROCHLORIOE
INJECTABLE; INJECTION
PROMETHAZINE HOL
AP MARSAM PHARMS 25MG/MLM N89463 001
MAY 02, 1988
AP SOME/MLX N89¢77 001

MAY 02, 1988




RX DRUG PRODUCT LIST 7 CUMULATIVE SUPPLEMENT NUMBER 6 ~ JAN'88 - JIN‘88 32

PROMETHAZINE NVDROCHLORIDE PROPRANOLOL,_HYDROCHLORIDE
TABLETS ORAL TABLET: ORAL
THAZINE NCL PROPRANOLOL, HOI
%; TOAR/ L AB8/ ;!AI:!!}#/ ;mﬁ% > ADD > AR SUPERPHARM A0MGw s ool
pLo) 4/4 > > 08, 1988
88/ 1348/ /N84883/4d1/  >_app > AR 20MGw N71516 001
9 BARR LABS 12.5M46 N84555 001 >_ADD > JUN 08, 1988
? 2516 NB4S54 001 >_ADD > AB A0Men N71517 001
? E0MG NBASS7 001 > ADD > JUN 08, 1988
>_ADD > AB a0Mee N71518 001
>_ADD > JUN 08, 1988
PROPOXYPHENE MYDROCHLORIDE >_ADD > AB WARNER CHILCOTT oM N70438 001
> _ADD > SEP 15, 1986
CAPSULE; ORAL
16 TRRORURARE]  1ae/ /8318414811 EROTAMINE SULFATE
@ BANMAX PHARMS 65MG N83184 001
1681 78RR/ ABS/ 1488/ 83188/ 4d1/ INJECTABLE; INJECTION
@ BARR LABS 6EMG NBa31846 001 /% W’ SULFATE /im /Ndﬁﬂ/“i/
/ / , [Nd3413/dd3/
PROPRANOLOL_HYDROCHLORIDE 1R9s/42,/1984/
9 UPJOHN 50ME/VIAL N07413 001
TABLET; ORAL ? 250MG/VIAL NO7413 002
PROPRANOLOL HCI, AUG 02, 1984
>_ADD > AB LEDERLE LABS pli N72117 001
>_ADD_> JUN 23, 1988
>_ADD > AB 20MGn N72118 001 SUINESTROL
>_ADD > AN 23, 1988
>_ADD > AB 40Mem N72119 001 TABLET; ORAL
> ADD > JN 23, 1988 ESTROVIS
>_ADD > AB 80MGR N72120 001 JPARRE/BAVES/ 1810/ INIE168/ 862/
>_ADD > JUN 23, 1988 3 PARKE DAVIS 0.1MG N16768 002
> LY >/68/  /PAAE/BAVES/ 1165/ /N?d434/dd1/ 14.48/ IN16368/443/
> DLT > J8EP/18, 71384/ 3 0.2M8 N16768 003
AB SIDMAK LABS A0MGm N71972 001
APR 06, 1988
A8 20M6 N71973 001 BAUWOLFIA SERPENTINA
APR 26, 1%88
AB 40MEn N71974 001 TABLET; ORAL
e *Nris7s 001 1390 e 1503 /NS48 482/
N71975 €01
a2 PR 06, 1968 JaIEInY s IRSasar sz,
AB £0MEm N71976 001 BP VALE CHEM 50MG NO9108 002
APR 06, 1988 BP 100M6 N09108 004
AB o0MEm N?71977 001

APR 06, 1988




RX DRUB PRODUCT LIST / CUMULATIVE SUPPLEMENT NABER 6 7 JAN'SS - JUN'88 %8

BESERPINE SULFAMETHOXAZOLE
TABLETS ORAL TABLETS ORAL
168 TRARRI RS/ 14:430%) INS8H21/408/ 16 TR ey P49/ 41/
9 BARR LABS 0.2808 N80721 002 JIOLT 88, 714837
2 BARR LABS S00MB NB7189 001
JUL 25, 198%
SECOBARBITAL SODIUM
CAPSULES ORAL SULEAMETMOXAZOLE S TRIMETHOPRIN
188/ W /38é54/ NB4azis/dét/ SUSPENSION; ORAL
@ BARR LABS 100MG NB4225 001 TREMNET/BULEA
28 NASKA PHARMA 200MG/5ML, } 206/ SHLM N72289 001
HAY 23, 1988
SODILM CHLORIDE A8 200MG/5ML, s40MB/5NLM N72398 001
MAY 23, 1988
INJECTABLE; INJECTION AR 200M6/5M1, s20MG/5MLM N72399 001
X N ) ’ A RONTATN MAY 23, 1988
N19635 002
MAR 09, 1988
SULEISOXAZOLE
N19759 001
AN 08, 1988 TABLET; ORAL
N1946358 ¢01
Hah 00 1988 16 TR 18604/ INS4d31/481/
@ BARR 1.ABS 500M5 N84031 001
AP N19635 003
MAR 09, 1988
AP TRAVENOL LABS svion, N19022 001 SULINDAG
NOV 01, 1983
i ; AT e SONTATNT TABLET; ORAL
AP xsmu ncsm SaN/300Mm N19635 009
MAR 09, 1988 AR MSa&D 15046 N17911 001
AP TRAVENOL LARS BEM7100M) N19022 002 AB 20046 N17911 002
NOV 01, 1983
AB AM THERPYCS 150Mca N72171 001
MAY 23, 1988
SODIUM SUCCINATE AB 200MGx N72172 001
MAY 23, 1988
INJECTABLES INJECTI(N AB DANBURY PHARMA 150M6n N71891 001
SODIUM SUCCINA APR 03, 1990 : MAR 03, 1988
> DIY > /MW/#&W 1363/ /8d818/481/ ap 20060 N71795 001
>_ADD > 2 ELKINS SI 304 NE0516 001 APR 03, 1990 : MAR 03, 1938




RX DRUG PRODUCT LIST 7 CMULATIVE SUPPLEMENT NUMBDER 6 / JAN'2B - JAN‘08

IEnazeeAN THIORIDAZINE NHYDROCHLORIDE
CAPSULES ORAL TABLET; ORAL
AR CORD LABS pl:l - N71427 001 aB PAR PHARN 150Mem
JAN 12, 1988
) 20kem N71428 001 an 200MEm
JAN 12, 1988
2B ROXANE LABS 2518
JIERCONAZOLE
SUPPOSITORY3 VABINAL JIQCONAZOLE
TERAZOL 3
ORTHO PHARM B0MEn N19641 001 OINTHENT: VASINAL
MAY 24, 1988 VAGISTAT )
> DLY > IRoEREE/ 18.8%/
> QLI >
JETRACYCLINE HYDROCHLORIDE >_ADD > 3 ROERIG 6.5%
>_ADD >
CAPSULE; ORAL
>ADD > AR VITARINE 25045 N61471 001 TOLAZAMIDE
TABLETS ORAL
JHEQPHYLLINE »
2B PHARN BASICS 100MER
ELIXIR; ORAL
THEOPMYLLINE
AA NASKA PHARMA BONG/15M R N89223 001
MAY 27, 1988 IOLBVUTAMIDE
INJECTABLE; INJECTION TABLET; ORAL
] : L
ap N18649 006 144/ %st/ 73088/
v NOV 13, 1985 9 BANMAX PHARMS 500M6
AP ABBOTT LABS 320MG/100MLM T N19211 006
JAN 20, 1988 JRAZODONE HYDROCHLORIDE
TABLET, CONTROLLED RELEASE; ORAL TABLET; ORAL
THEOLAIR-SR DESYREL
BC  RIKER LABS 2508 N86363 002 AB MEAD JOHNSON 150MG
ey “INae38a)dea
- } 8 2 -
IRL/16, 11983/ AB  PUREPAC PHARM 50MGH
AB 100Mex
AB SIDMAK LABS 150MGH

NB9764 001
FEB 09, 1968
N39765 001
FEB 09, 1988
N88664 001
MAR 15, 1984

o
P,
N19355 001
DEC 30, 1986

N71355 001
JAN 11, 1988

/ngé14L/de1/

N86141 001

N18207 003
MAR 25, 1985

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

N71525 001
MAR 09, 1988



X DRUE PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / JAN'88 - JUN'88

IRIANCINOLONE
TABLET: ORAL
1881 TRARRRES) oy
i it
i) ey
o i)
e Ve
3 BARR LABS by
? MG
] MG
? MG
] 8Me
3 aMe
JRIAZOLAN
TABLET; ORAL
HALCION
SO>Iy 18:85/
> QLI >
> ADD > 3 UPJOHN 0.5
>TADD >
JRIDIMEXETHYL CHLORIDE
INJECTABLE: INJECTION
PATHILON
omrs TR e
> ApD_> 9 LEDERLE 1006740
JRIFLUOPERAZING HYDROGHLORIDE
TABLET; ORAL
>_ADD > AR BOLAR PHARM €8 _1Me BASER
>ZADD >
> _ADD > AB EQ 216 BASEm
> _ARD >
>_ADD > AB EQ _5MG BASEm
> ADD >
> _ADD > AB £Q 100G BASTm

Sy Sy iy g iy iy

N84286 001
N84318 001
NB84267 001
NE4319 001
Na4268 001
N84320 001

§2/dd3
W
N17892 o002
NOV 15, 1982

/N83129/4d1/
NO9729 001

N85975 001
JUN 23, 1988
N859276 001
AN 23, 1988
N85973 001
JUN 23, 1988
N388710 001
JUN 23, 1988

JIBIMETHOPRIM
TABLET; ORAL -
>ADD > AB  BARR LABS 10046 N7069% 001
> ADD > JAN 22, 1986
o /2000 W
" b4 a4
e A /1861 /Jﬁﬁ‘/éz /f«éf
F] 20006 5 001
HAR 14) 1986
JIRIPELENNAMINE HYOROCHLORIDE
TABLET; ORAL
16 TR T sy 148 344/481/
@ BARR LABS 50MG ¥N80749 001
URSODION
CAPSULE; ORAL
DEURSIL
@ CIBA PHARM 150M8 N195%4 001
DEC 31, 1987
] 300M8 N195%4 002
ISR ey Vdsslasy/
1348/ b
IR e8]
VANCOMYGIN HYDROCHLORIDE
INJECTABLE; INJECTION
> ADD > AP LYPHOMED E9_16M BASE/VIAL N62663 002
>TADD > UL 31, 1987
>TADD > AP £9_SG BASE/VIALN N62663 003
> ADD_> JUN 03, 1968




RX DRUG PRODUCT LIST / CRRRULATIVE SUPPLEMENT NMBER 6 / JAN'88 - JUN'88 36

YANCOMYCIN, HYDROCHLORIDE VINCRISTINE SULFATE
INJECTABLE} INJECTION INJECTABLES INJECTION
AR LILLY EQ_ 26N BASE/VIAL N60180 002 AP BULL LABS MG VIALN N71559 0C1
MAR 21, 1986 APR 11, 1988
Ap EQ. 164 BASE/VIAL N62476 002 AP ME/VIALM N71560 001
MAR 21, 1986 APR 11, 1988
AP £Q_16M BASE/VIAL N62716 002 AP eI N71561 001
MAR 13, 1987 APR 11, 1988
AP £9_16M BASE/VIAL N62812 002 AP QUAD PHARMS 2MB/VIAL N71222 001
NOV 17, 1987 MAR 07, 1988
AP £Q 106 BASE/VIAL Né2812 003 AR 2Me/VIAL N71223 001
NOV 17, 1987 MAR 07, 1983
AP SME/VIAL N71937 001
AP LEDERLE LABS ES_1GM BASE/VIALM N62682 002 MAR 07, 1988
MAR 30, 1988
>_ADD > AP ES 56M PASE/VIAL N62682 004 AP BULL LABS M5/ N71484 001
> ADD > MAY 11, 1988 APR 19, 1988
AP £8 )0GH BASE/VIALM N62682 005
MAY 11, 1988
EQ 26M BASE/VIALM N62682 003 HATER FOR INJECTION, STERILE
MAY 11, 1988
LIQUID; N/A
VERAPAMIL HYDROCHLORIDE AP BAXTER 1007% N18632 002
APR 19, 1988
TABLET; ORAL AP KENDALL MCGAN 100/m N19633 001
Fehees 118806/ /8411444 rep 29, 198
IFE8/23,/1988/
AB SEARLE PHARMS 40MGW N18817 003 XYLOSE
FEB 23, 1988
? 160M6 N18817 004 POMDER; ORAL
rEp #8, 1998 16 TR kss 4dseisat/ JN18488/841/
L) of
AR KNOLL PHARM AOMG N18593 003 IAR/26., 11981/
NOV 23, 1987 9 LYNE LABS 256M/BOT N18856 001
MAR 26, 1987
AB CORD LABS oo N71423 001
MAY 24, 1988
AB 120M6% N71424 001
MAY 25, 1988
AB LEDERLE LABS $0MGx N71880 001
APR 05, 1988
AB 120M6m N71881 001
APR 05, 1988
AB HMUTUAL PHARNM S0MGn N71488 001
JAN 13, 1988
AB 120M6m N71489 001

JAN 13, 1988




. > Aﬂ@_)‘
> &BD >
>_AGD >

> é!“! >
>_ADB >

>_App >
>_ADD >

SUSPOSITORY; RECTAL
TYLENOL
MCNEIL CONSUMER

THEREAL/RBS/

OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 6 / JAN'88 - JUN'BS 37

TABLET, CONTROLLED RELEASE; ORAL
RESPORAL
PIONEER PHARMS

HYDROCORTISONE
OINTMENT; TOPICAL

HC {(HYDROCORTISONE)
Cé&M PHARMA

JBUPROFEN
TABLET; ORAL
IBUFSOFEN

DANBURY PHARMA
INTERPHARM
INVAMED
MEDICOPHARMA
MYLAN PHARMS
ZENITH LABS

NUPRIN
BRISTOL MYERS

JUpJoehY/

@ UPJOIN

6MG3120MGn

0.5%

200MGH
200MGR
20CMGx
200Mcw
200MG

200MGx

200MCu
200MGat
/8dve/
1288/

200MG

200MG

N17756 002
RiT338 /963
INIT154/8811

N891329 001
JUN 16, 1988

NB80481 001

N71905 001
“AR 08, 1988
N72199 001
MAY 23, 1988
N71807 001
FEB 25, 1988
N71639 001
FEB 02, 1988
N71870 001
MAY 05, 19838
N72040 001
APR 29, 1988

N72035 001
FEB 16, 1988
N7203¢ 001
FIN1dd12/ 48/
Ay
JRAY/ 18719447
N19012 001
MAY 18, 1984
N15012 003
JUL 29, 1987

SEMISYNTHETIC PURIFIED HUMAN

INJECTABLE; INJECTION
MIXTARD HUMAN 70/30

NORDISK USA 30 INITS/HLS
70 UNITS/Hina #19585 001
MAR 11, 1988
INSULIN ZINC SUSP EXTENDED BIOSYMTHETIC HAZMAN
INJECTABLE; INJECTION
JeRiN) S48 IS AL JRI4891/881)
LILE) £ 5 95 |
Wirriersd
3 LILLY 40 UNITS/ML 819571 001
S8 10, 1987
LOPERAMIDE HYDROCHLORIDE
SOLUTION; ORAL
IMODIUM A-D
MCNEIL CONSLRER 1MG/SHlm H1%%87 201
HAR 01, 1988
NONDXYNOL -9
SPONGE ; VAGINAL
TODQY
Tot/ J1644/ 184837481/
Worsattny
HWHITEHALL LABS 1GH M18683% 001
APR 01, 19832
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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 BIOLGGICAL PRODUCT AS A "DESIGNATED ORPHAN DRUG". SECTION 527 OF THE ACT
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR
THE DESIGNATED INDICATION(S). THE EXCLUSIVE APPROVAL MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF SUFFI-
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S).

ORPHAN DRUG EXCLUSIVE APPROVAL STATUS (CODED ODE) APPLIES ONLY TO THE APPROVED OR LICENSED INDICATION(S) FOR
WHICH ORPHAN DRUG DESIGNATION HAS REEN 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 SURSEQUENT SPONSOR HAS OBTAINED WRITTEN CONSENT FROM THE SPONSOR

WHO HAS RECEIVED EXCLUSIVE APPROVAL.

BIOLOGICAL PRODUCTS, ANTIBIOTICS, AND DRUGS THAT HAVE BEEN APPRCVED UNDER SECTION 505 GR 507 OF THE ACT OR
UNDER SECTION 351 CF 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 INFORMATICN 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 PRODUTTS WITH EXCLUSIVE APPROVAL DATA.
SUPPLEMENT.

NLY NEW DATA WILL BE ADDED TO THE CUMULATIVE




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

40

EXCLUSIVITY
EXP. DATE

0DE
APR 07, 1995




41

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

NO JUNE 1988 APPROVALS
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IN VITRO DISSOLUTION
TESTING AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, HFN-250, ROOM 17B-06, 5600 FISHERS LANE, ROCKVILLE, MD
20857, COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIVISION

OF BIOEQUIVALENCE.

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL
LISTING OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY 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 FEE 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




ANDA SUITABILITY PETITIONS
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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).

IS SUBMITTED AND REVIEWED BY THE AGENCY.

THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE ANDA ITSELF
A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC DISPLAY IN FDA'S
JOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857,

EFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF ANDA

SUITABILITY PETITIONS DATA. ~ ONLY NEW DATA WILL BE ADDED 10 THE CUMULATIVE SUPPLEMENT.

JRUG NAME
YOSAGE FORM; ROUTE

ASPIRIN;
{YDROCODONE BITARTRATE
TABLET; ORAL

ASPIRIN;
AYDROCODONE BITARTRATE
TABLET; ORAL

CHLORZOXAZONE
CAPSULE; ORAL

STRENGTH
(CONTAINER SIZE)

325MG
5MG

650MG
5MG

500M6

PETITIONS APPROVED

DOCKET NUMBER

87 P-0376/CP

87 P-0376/
CP0002

82 N-0032/
CP0006

PETITIONER

ANABOLIC

ANABOLIC

MIKART

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM

STATUS

APPROVED
FEB 12, 1988

APPROVED
FEB 12, 1988

APPROVED
JAN 13, 1988



DRUG NAME
DOSAGE FORM; ROUTE

-ISPLATIN
INJECTABLE; INJECTION

SISPLATIN
INJECTABLE; INJECTION

*LUOROURACIL
INJECTABLE; INJECTION

{OMATROPINE METHYLBROMIDE;
1YDROCODONE BITARTRATE
OFT GELATIN

SAPSULE; ORAL

1YDROCHLOROTHIAZIDE ;
’ROPRANOLOL HYDROCHLORIDE
JOLUTION; ORAL

STRENGTH

(CONTAINER SIZE)

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

TMG/ML
(20ML/VIAL)
50MG/ML
(SML/VIAL)

1.5MG
SMG

25MG/ 5ML
40MG/5SML

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

87 P-0421/CP

88 P-0010/CP

88 P-0052/CP

88 P-0061/CP

87 P-0399/CP

PETITIONER

BULL LABS

LYPHOMED

BEN VENUE LABS

KLEINFELD, KAPLAN

AND BECKER

BURDITT, BOWLES,
RADZIUS AND RUBERRY

REASON FOR
PETITION

NEW DOSAGE
FORM
NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM
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STATUS

APPROVED
FEB 29, 1988

APPROVED
APR 01, 1988

APPROVED
MAR 21, 1988

APPROVED
MAY 12, 1988

APPROVED
FEB 16, 1982




JRUG NAME
JOSAGE FORM; ROUTE

{YDROCHLOROTHIAZIDE ;
'ROPRANOLOL HYDROCHLORIDE

OLUTION; ORAL

{YDROCHLOROTHIAZIDE 3

"RIAMTERENE
"ABLET; ORAL

IEPERIDINE HYDROCHLORIDE
NJECTABLE; INJECTION

IETOCLOPRAMIDE

{YDROCHLORIDE INTENSOL

ONCENTRATE; ORAL
{IFEDIPINE
-APSULE; ORAL

IIFEDIPINE
APSULE; ORAL

STRENGTH
(CONTAINER SIZE)

25MG/5ML
80MG/SML

25MG
50MG

10MG/ML
(50ML/CONTAINER)

10MG/ML

10M6

20M6

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

87 P-0399/CP

87 P-0335/CP

88 P-0008/CP

88 P-0164/CP

88 P-0072/CP

88 P-0072/
CP0002

PETITIONER

BURDITT, BOWLES,

RADZIUS AND RUBERRY

PAR PHARM

LYPHOMED

ROXANE LABS

MARTEC PHARMS

MARTEC PHARMS

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM
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STATUS

APPROVED
FEB 16, 1988

APPROVED
FEB 26, 1988

APPROVED
APR 01, 1988
APPROVED
JUN 28, 1988

APPROVED
MAY 11, 1988

APPROVED
MAY 11, 1988



IRUG NAME
JOSAGE FORM; ROUTE

'HENYTOIN SODIUM
NJECTABLE; INJECTION

‘HENYTOIN SODIUM
NJECTABLE; INJECTION

"HEOPHYLLINE
SAPSULE, CONTROLLED
ELEASE; ORAL

THIOTEPA (WITH DILUENT)
{NJECTABLE; INJECTION

JERAPAMIL HYDROCHLORIDE
SAPSULE, CONTROLLED
{ELEASE; 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 P-0382/CP

87 P-0233/CP

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

BROMDIPHENHYDRAMINE
HYDROCHLORIDE ;
IYDROCODONE BITARTRATE
SOLUTION; ORAL

BROMDIPHENHYDRAMINE
HYDROCHLORIDE ;
HYDROCODONE BITARTRATE
SYRUP; ORAL

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

CYCLOPHOS PHAMIDE

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

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DOCKET NUMBER

85 P-0258/CP

85 P-0237/CP

856 P-0255/CP

85 P-0255/CP

87 P-0283/CP

87 P-N2R3/1PD

PETITIONER

APKON LABS

MIKART

MIKART

MIKART

LYPHOMED

I YDUNMED

REASON FOR
PETITION

NEW ESTER
NEW INGREDIENT

NEW
COMBINATION

NEW
COMBINATION

NEW
COMBINATION

NEW DOSAGE
FORM
NEW STRENGTH

MCld NANCAALET
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STATUS

DENIED
MAR 19, 1986

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
JAN 21, 1988

ACMTCN




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

METOCLOPRAMIDE
HYDROCHLORIDE
~ INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

75M6

1.66Ma/5ML
5MG/5ML

6.25MG/5SML

2.5MG/5ML
6.25MG/5ML

TMG/ML
(50ML/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

87 p-0090/CP INTL MEDTN SYS

REASON FOR
PETITION

NEW DOSAGE
FORM
NEW STRENGTH

NEW

COMBINATION

NEW

COMBINATION

NEW STRENGTH
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STATUS

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED

MAY 11, 1988

DENIED
FEB 08, 1988



DRUG NAME
DOSAGE FORM; ROUTE

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

TMG/ML
(7SML/VIAL)

1MG/ML
(100ML/VIAL)

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DOCKET NUMBER PETITIONER

87 p-0090/CP INTL MEDTN SYS

87 P-0090/CP INTL MEDTN SYS

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH

49

STATUS

DENIED
FEB 08, 1988

DENIED
FEB 08, 1988
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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%QIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF EXCLUSIVITY
TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE
CUMULATIVE SUPPLEMENT.

REFERENCES

NEW DOSING SCHEDULE

BA12 BEPTINE POSING OF BOGWE FOR TREATHENT

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

MEW INDICATION

1-72 PHOTOPHERESIS IN THE PALLIATIVE TREATMENT OF SKIN MANIFESTATIONS OF CUTANEOUS T-CELL LYMPHOMA IN PERSONS
NOT RESPONSIVE TO OTHER TREATMENT

1-73 FOLLICULAR STIMULATION IN VITRO FERTILIZATION

1-74 MANAGEMENT OF CONGESTIVE HEART FAILURE




EXCLUSIVITY TERMS

REFERENCES
_ PATENT USE CODE

U-26  METHOD OF TREATING ANIMALS SUFFERING FROM AN APPETITE DISORDER

U-27  METHOD OF BLOCKING THE UPTAKE OF MONOAMINES BY BRAIN NEURONS IN ANIMALS

U-28  METHOD FOR IMPROVING MEMORY IN MAMMALS

U-29  METHOD FOR TREATING AMNESIA

U-30  METHOD OF POTENTIATING CODEINE ANALGESIA IN MAMMALS

U-31  USE IN LUNG SCANNING PROCEDURES

U-32  TREATMENT OF VENTRICULAR AND SUPRAVENTRICULAR ARRHYTHMIAS

U-33  METHOD FOR INHIBITING GASTRIC SECRETION IN MAMMALS

U-34  TREATMENT OF INFLAMMATION

51




PRESCRIPTION AND OTC DRUG PRODUCT 52
PATENT AND EXCLUSIVITY DATA

APPL/PROD YNGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS
NUMBER EXPIRES CODE CODE EXPIRES

19489 001 ALBUTEROL SULFATE; VENTOLIN ROTACAPS 3705233 DEC 05, 1989
_ 3644353 FEB 22, 1989 NDF  MAY 04, 1991
>ADD> 18116 002 AMCINONIDE; CYCLOCORT 4158055 JUN 12, 1996 U-34
>ADD> 18498 001 AMCINONIDE; CYCLOCORT 4158055 JUN 12, 1996 U-34
>ADD> 18644 001 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 MAR 26, 2002
>DLI> 2B8AA BOT BUPROPION WYBROCWKBRIBEY WEXVBYYRIMN #087223 MR 28/ 2002
>ADD> 18644 (02 BUPROPION HYDROCHLORIDE; WELLBUTRIN 4507323 R 26, 2002
>BLI> J88AA 082 BUPROPIGM WYBROZWIORIBEY WIYMBUTRIN 4087323 MR 284 2882
>DD> 18644 003 BUPROPION HVDROCHLORIDE; WELLBUTRIN 4507323 R 26, 2002
*DLI> J8BAA 863 BUFROPION MYWH!ORIDH WZLLBUTREN 4087323 MR 284 2002
17920 002 CIMETIDINE; TAGAMET 402421 Y 17, 1994 D-14 MAR 31, 1991
3950333 APR 13, 1993 D-12 APR 30, 1989
. 17920 003 CIMETIDINE; TAGAMET 4024271 MAY l7, 1994 0-14 MAR 31, 1991
) 3950333 APR 13, 1993 D-12 APR 30, 1989
P 17620 004 CIMETIDINE; TAGAMET 4024277 MAY 17, 1994 D-14 MAR 31, 199)
- 3950333 APR 13, 1993 D-12 APR 30, 1989
17920 005 CIMETIDINE; TAGAMET 4024271 MAY 17, 1994 0-14 MAR 31, 1991
3950333 APR 13, 1993 D-12 APR 30, 1989
17924 001 CIMETIDINE HYDROCHLORIDE; TAGAMET 4024271 MAY 17, 1994 D-14 MAR 31, 1991
3950333 APR 13, 1993 0-12 APR 30, 1989
>ADD> 18998 001 ENALAPRIL MALEATE; VASOTEC 1-74 JUN 24, 1991
>ADD> 18998 002 ENALAPRIL WALEATE; VASOTEC 1-74 JUN 24, 1991
>ADD> 18998 003 ENALAPRIL MALEATE; VASOTEC I1-74 JUN 24, 1991
19309 001 ENALAPRILAT; VASOTEC 4374829 FEB 22, 2000 NDF  FEB 09, 1991
18981 002 ENCAINIDE HVDROCHLCRIDE; ENKAID RE30811 DEC 20, 1996 U-32
18981 003 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32
18981 004 ENCAINIDE HYDROCHLORIDE; ENKAID RE30811 DEC 20, 1996 U-32
>ADD> 18830 003 FLECAINIDE ACETATE; TAMBOCOR 4005209 JAN 25, 1996 NS JUN 03, 1991
>ADh> 3900481 AUG 19. 1992 NCE  OCT 31, 1990
19452 001 FLJOCINOLONE ACETONIDE; DERMA-SMOOTHE/FS NDF  FEB 03, 1991
18936 001 FLUOXETIMNE HYDROCHLORIDE; PROZAC 4683235 JUL 28, 2004 U-30
4647591 MAR 03, 2004 U-28
4647591 MAR 03, 2004 U-29
4626549 DEC 02, 2003 U-26
4626549 DEC 02, 2003 uU-27
4194009 APR 19, 1994
19404 00) - FLURBIPROFEN SODIUM; OCUFEN 3793457 FEB 19, 1993
400> 19596 001 GADOPENTETATE OIMEGLUMINE; MAGNEVIST 4647447 WMAR 03, 2004 NCE  JuN 02, 1993
18661 001 HYDROCHLOROTHIAZIDE; TIMOLIDE 10-25 3655663 APR 11, 1989 D-2 FEB 03, 1991
>ADD> 19129 003 HYDROCHLOROTHIAZIDE; MAMZIDE-25 4444769 APR 24, 2001 NS HAY 13, 1991
18956 003 IQHEXOL; CMNIPAGUE 300 4021481 MAY 03, 1994 1-55 FEB 01. 1988




PRESCRIPTION AND OTC DRUG PRODUCT 53
PATENT AND EXCLUSIVITY DATA

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS

NUMBER EXPIRES CODE CODE EXPIRES
19085 001 IPRATROPIUM BROMIDE; ATROVENT 3681500 AUG 01, 1991 NCE DEC 29, 1991
19777 001 LISINOPRIL; 2ESTRIL 4374829 FfFEB 22, 2000 NCE DEC 29, 1992
19777 602 LISINOPRIL; ZESTRIL 4374829 FEB 22, 2000 NCE  DEC 29, 1992
19777 003 LISINOPRIL; Z2ESTRIL 4374829 FEB 22, 2000 NCE  DEC 29, 1992
19487 001 LOPERAMIDE HYDROCHLORIDE; IMODIUM A-D 3714159 JAN 30, 1990

>ARD> 11719 €09 METHOTREXATE SODIUM; METHOTREXATE ODE APR 07, 1995

09048 001 METHOXSALEN; 8-MOP 1-72 MAR 23, 1991
19516 002 MORPHINE SULFATE; S CONTIN NDF  MAY 29, 1990
18677 001 NABILONE; CESAMEY 4087545 MAY 02, 1997 U-7
19599 001 NAFTIFINE HYDROCHLORIDE; MNAFTIN 4282251 AUG 04, 1998 NCE  MAR 01, 1993
19508 001 NIZATIDINE; 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 61, 2000 NCE APR 12, 1993
19009 001 PIRBUTEROL ACETATE; EKIREL 4175128 NOV 20, 1996

3786160 JAN 15, 1993

3700681 OCT 24, 1989 NCE  DEC 30, 1991

17881 001 TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT; TECHNETIUM TC 99M A3872226 MAR 18, 1992
3863004 JAN 28, 1992 U-31

19057 001 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 1998 U-5 NCE  AUG 07, 1992
4112097 SEP 05, 1995 U-5
4026894 MAY 31, 1994

19057 602 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 1998 U-5 NCE  AUG 07, 1992
4112097 SEP 05, 1995 U-5§
4026894 MAY 31, 1994

19057 003 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 1998 U-5 NCE  AUG 07, 1992
4112097 SEP 05, 1995 U-5
4026894 MAY 31, 1994

19057 004 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 1998 U-5 NCE  AUG 07, 1992
4112097 SEP 05, 1995 U-5
4026894 HAY 31, 1994

19641 001 TERCOMAZOLE; TERAZOL 3 4358449 NOV 09, 1999 NCE  DEC gl, 1932
NDF  MAY 24, 1991
18207 003 TRAZODONE HYDROCHLORIDE; DESYREL 4258027 MAR 24, 1998
4215104 JuL 29, 1997
16415 002 UROFOLLITROPIN; WMETRODIN I-73 MAR 01, 199
18817 003 VERAPAMIL HYDROCHLORIDE; CALAN I-50 DEC 16, 1989
1-51 DEC 16, 1989
18817 Q04 VERAPAMIL HYDROCHLORIDE; CALAN I-50 DEC 16, 1989

I-51 DEC 16, 1989

v @& An A INAA_ONS ALN.Lnndn
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SUBSCRIPTION FORM

APPROVED DRUG PRODUCTS

*‘.n,mm. N

. WITH
Movera THERAPEUTIC EQUIVALENCE EVALUATIONS
8TH EDITION (1888)
MAILTO: DATE:
Superintendent of Documents
Government Printing Office
Washington, DC 20402-9325
(202) 783-3238
PURCHASER: SHIP TO:
(If different than Purchaser)

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

D Charge my GPQ Account No.

D Purchase Order No.

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

AUTHORIZING DATE:
SIGNATURE:
DESCRIPTION QUANTITY UNIT PRICE TOTAL PF

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

lative Supplements.
DOMESTIC (Steck No. 917-001-00000-6) @ $7900 | g
FOREIGN (Stock No. 917-0601-00000-8) @ $98.75 t

ENTER TOTAL
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