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1.1

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
8th EDITION
CUMULATIVE SUPPLEMENT 11
NOVEMBER 1988

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement 1is one of a series of monthly updates to
the Approved Drug Products with Therapeutic Equivalence Evaluations,
8th Edition (the List). The List is composed of four parts: approved
prescription drug products with therapeutic equivalence evaluations,
over-the-counter (0TC) drug products that require approved applications
as a condition of marketing, drug products in the Division of Blood and
Blood Products approved under Section 505 of the Act, and products
discontinued from marketing or products which have had their approval
withdrawn for other than safety or efficacy reasons.

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

Additions new to the Prescripticn Drug Product List, COTC 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 1is then dropped in subsequent
Cumulative Supplements for that item. A newly approved product is also
identified by a lozenge ( ) to the right of its strength which remains
throughout all Cumulative Supplements for this edition.

Deletions new to the Prescription Drug Product List, OTC Drug Product
List, 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 >8LY > (DELETE) to the left of the line
containing overstruck print, The >8I> symbol is dropped in subsequent
Cumulative Supplements for that item. The overstruck print will remain in
the FPrescription 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 " 3" symbol to designate
their non-marketed status. All oroducts having a " @ " symbol in the 12th
Cumulative Supplement of the 8th Edition List will then be added to the
"Discontinued Drug Product List" appearing in the 9th Edition.
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1.2 PRODUCTS REQUIRING REVISED LABELING FOR F.il APPROVAL

Drug products in thris category (1) initiciiy raceived approval only on the
basis of safety b:fure effectiveness stud s were required, or (2) were
conditionally approved under the tempcrary exemption that allowed these
products to be markected while effectiverz.,s <tudies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional infcrmation 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, besed on additional
information submitted by the applicant, the product will be included in
the appropriate Drug Product List.

Products Federal Register Reference

Nitroglycerin (capsule, controlled release;oral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
Nitroglycerin (tablet, contrclled release;buccal) JUL 5, 1985 (50 FR 27688)
Tranylcypromine Sulfate MAR 22, 1984 (49 FR 10708)

1.3 APPLICANT (NAME) CHANGES

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

APPLICANT (NAME) CHANGES

FORMER APPLICANT (NAME) NEW APPLICANT (NAME) NEW ABBREVIATED NAME
AYERST LABORATORIES INC DIV WYETH AYERST LABORATORIES INC WYETH AYERST LABS
AMERICAN HOME PRODUCTS CORP

NOVOCOL CHEMICAL MANUFACTURING NOVOCOL PHARMACEUTICAL INC NOVOCOL PHARM
COMPANY INC

WYETH INC WYETH AYERST LABORATORIES INC WYETH AYERST LABS
WYETH LABORATORIES INC WYETH AYERST LABORATORIES INC WYETH AYERST LABS

MY K LABORATORIES INC PHARMACEUTICAL BASICS INC PHARM BASICS




1.4 TRAZODONE HYDROCHLORIDE

Generic Trazodone HC1 150mg tablet entries, marked with a ( ), are rated
as therapeutically equivalent (AB) to Mead Johnson's Desyrel (Trazodone
HC1) Dividose 150mg tablets. The therapeutic equivalence determination,
among other things, was made on the basis of an acceptable bioequivalence
study and acceptable in vitro dissolution testing. A patent that exists
on the Desyrel 150mg tablet scoring design, wh.ich enables the patient to
break Desyrel into three 50mg segments, prevents a generic firm from
copying this feature. Therefore, a patient will not be able to obtain
three 50mg segments from the generic tablet. Prescribers and dispensers
should be aware of this difference and take it into account when writing a
prescription or practicing drug product selection.
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1.5 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

DESCRIPTION OF REPORT

This report provides summary counts derived from the product information in the Prescription Drug
Product List and the current Cumulative Supplement. Products included in the counts are domestically
marketed drug products approved for both safety and effectiveaess 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,
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CATEGORIES COUNTED

DRUG PRODUCTS LISTED
SINGLE SOURCE
MULTISOURCE

COUNTS CUMULATIVE BY QUI\RTER'|

DEC 1987

9709
2096 (21.6%)
7613 (78.4%)

9528
1997 (21.0%)
7531 (79.0%)

JUN 1988

9769
1975 (20.2%)
7794 (79.8%)

SEP 1988

9993
1973 (19.7%)
8020 (80.3%)

THERAPEUTICALLY EQUIVALENT 6691 (68.9%) 6660 (69.9%) 6937 (71.0%) 761 (N.7)
NOT THERAPEUTICALLY EQUIVALENT 848 ( 8.7%) 770 ( 8.1%) 757 ( 7.8%) 749 ( 7.5)
EXCEPTIONS? 74 ( 0.8%) 101 (1.0) 100 ( 1.0%) 110 (1.1)
NEW MOLECULAR ENTITIES APPROVED - 1 2 3
#UMBER OF APPLICANTS 349 361 378 387

*This number is inclusive of products discontinued since December 1987, and any products approved or

discontinued through September 1988,

Ycumulative counts are calculated from January 1, 1988 to, and including, the month indicated.
Amino acid-containing products of varying composition (see Introduction, page 1-8 of the List).
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TAMINOPHEN; BUTALBITAL
TABLEY; GRAL

BUTALBXTAL AND ACETAMINOPHEN
AB HALSEY DRUG 325G SoMew

CETAMINOPHEN; ALBITAL3 CAFF
TABLET; ORAL

BUTALBITAL, ACETAMINOPHEN AND CAFFEINE
MIKART 500MG ; 50MG 390MGn

BUTALBITAL. APAP. AND_CAFFEENE

AB HALSEY DRUG 225MG ; BOMG ;4 0MGR
ACETAMINCPHEN; NE _PHOSPHA

ELIXIR; ORAL
HeABap AMD CODETHE

Ty r‘w
a8 "I %53““*"
TYLENOL W/ g

/éé/ EREEL ms

MCNEIL PHARM

120MG/5ML 5 12MB/5ML,
/1ddvigladci{dg ot/
/14865 1 dvd i/
120MG/5ML 3 12MG/5ML

TABLET; ORAL

ACETAMINOPH ETNE PHOSPHAT
AA BARR LABS iﬁgnsg oMG
1887 /8001811 483/ / ﬂﬁ:iaﬂg/
AA CHARLOTTE PHARM 200MG 3 15Mc
AR 300MG ; 30MGH
AR 300MG; 60HER
AR HALSEY DRUG 200MG; 60MG
AR MUTUAL PHARM 200MG 3 15MG
AR 200MG;30MGR
AR 300MG; 60MEw
AR PHARMAFAIR 300MG; 30M5

ACETAMINOPHEN W/ CODEINE
168/~ TRARRILASS/ ?3!!ﬂéf$!d$/

N39568 001
oCY N5, 1988

N89¢51 001
MAY 23, 1988

N89536 001
FEB 16, 1988

N87006 001

/NBidds/dd1/
/ndsdsi/ddt/

N85057 001

N85794 001

N 4
/ﬁé¢/16£/{¢¢1;

N395990 001
SEP 30, 1988
N89805 001
SEP 30, 1988
N8§9g28 001
SEP 30, 1988
N86549 001
N8%71 001
FEB 10, 1988
N89672 001
FEB 10, 1988
N89673 001
FEB 10, 1988
N87r52 001
DEC 10, 1982

/ngsi94/dd1/

ACETAMINOPHEN; CODEINE PHOSPHATE
TABLET: ORAL

/4¢ /
44/ /5&%;?5@&7“*-‘“‘*%@_ By
%g}' ;ﬁgnﬁiéf»/ 5 2; sgigéz?u
/887 /%g TEdd/
/ 3! / 3 ;Q gx’
Al MCNEIL PHARM 2 ,7 ﬁ;g
Ad 250G 3 15MG
AA §25M 330MB
AA gsns ©0MG
TYLENO
1847 IR L/ 37 73§§ﬂ§ 3,98/
AA MCNEIL PHARM 300MG;7 5MG
TYLENOL W/ CODEXIN
148/ ReNELL/ RS/ 3ééﬁ$ Lod/
AA MCNEIL PHARM SOOMGglsMG

TYLENOL W/ CODEINE
148/ RCNELT/ABS/ /fééﬁé $dvid/
AA HCNEIL PHARM Z00MNG;30MB
TYLENOL W/ CODEINE NO, &

487 IVCRET/T “Tidduc ¢dve/
AA MCNEIL PHARM 300MG ;60MB

ACETAMINOPHEN; HYDROCODONE BITARTRATE

CAPSULE; ORAL
ACETAMINOPHEN AND HYDROCOOONE BXTARTRATE

Y GRAHAM LABS 500MG ; 5MG
C0.GESTE
Y CENTRAL PHARMS S00MG ; SMGH
JudRdét-vd/
148/ 75%553ﬂ7£ﬂ55/ /400v 5 2nig/

TABLET; ORAL
HYDROCODONE BYTARTRATE AND ACETAMINOPHEN

AA BEECHAM LABS 650M537.5MGu
AR CHARLOTTE PHARM 500MG ; 5MGx
AR LUCHEM PHARMS SO00MG 3 MG
AR MIKART 650MG 5 7, 5MGH

/NEgs4d/dd1/

/NéSdSé/de/
el
/Ndsdsg/dds/
NB5056 001
N85056 002
N85056 003
N85056 004

/n8sdss/dd1/

N85055 001

/n8sdss/ddg/

N85055 002

/NBsdss/dd3/

N85055 003

/N8gdss/dde/

N85055 004

N87336 001
JUL 08, 1982

N89360 001
MAR 02, 1988

[Ng1336/441/

AVt EY)

N892725 001
SEP 30, 1987
N89831 001
SEP 07, 1988
N89696 001
APR 21, 1988
N89689 001
JUN 29, 1988




RX DRUG PRODUCT LIST / CRULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88

1AM HEN; PR YPHENE NAP T

TABLET; ORAL

PROPOXYPNENE AND_ACETAMINOPH
B HALSEY DRUG 325M5; SOMGN
aB 650MG 3 100MGH
AB MYLAN PHARMS 650MG 3 100MGN
CETAZOLAMI
TABLET; ORAL
ACETAZOLAMIDE
1) MUTUAL PHARM 125M6m
AB 250M6n
DIAMOX
AB LEDERLE LABS 225M0m
TA AM
INJECTABLE; INJECTION
ACETAZO
ap QUAD PHARMS S00MG/VIALR
DIAMOX
AP LEDERLE LABS 500MG/VIALR
ACETOHYDROXAMIC ACID
TABLET; ORAL
LITHOSTAT
MISSION PHARMA 250M5
JURg/RES/ 12866/
ALBUTEROL SULFATE
CAPSULE; INHALATION
VENTOLIN ROTACAPS
GLAXD EQ 0.2MG BASERm

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

N08%43 001

N389619 001
JAN 13, 1988

N0O9383 001

N1874% 001
v
IR 31119831

N19489 001
MAY 04, 1988

ALSEROXYLON
TABLET; ORAL

1

/ﬁi’//%gdlgggt)éﬂﬁf)/
A

188/ Ligs/

RAUNILOID
RIKER LABS

AMANTADINE HYDROCHLORIDE
CAPSUhEi ORAE ,
PRL-1 7
(L)

IH
aAB REID ROWELL

AMCINONIDE
LOTION; TOPICAL

CYCLOCORT
LEDERLE LABS

Al R Y HLO!
TABLET; ORAL

3 D
AB BARR LABS

AMINO ACIDS
INJECTABLE; INJECTION

/is/
2M6
1!

2MG

/1dddg/

100MG

0.17n

3 HYDR R

L0
5MG ; 50MGN

HIA

AMINOSYN 3,57 IN PLASTIC CONTAINER

/ReBot1/LABS/

9 ABBOTT LABS

4
M

? KABIVITRUM

13:8%

3.5%

1642

6.%47%

TRAVASOL 10Z IN PLASTIC CONTAINER

BAXTER

107n

/Rds215/dd1/

N09215 001

Ingses/ oot

N08867 001

11ddd/dd1
EIRTsee!

N71000 001
SEP 04, 1986

N19729 001
JUN 13, 1988

N71111 001
MAY 10, 1988

75/dd
Wiy
N18875 001
AUG 08, 198%

142/4d
1Rk
N18792 001
JAN 17, 1984

N18931 004
APR 27, 1988




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88 3

AMINO ACIDS AMINO ACXDS; DEXTROSE
INJECTABLE; INJECTION INJECTABLE; INJECTION
TROPHAMINE 10Z AMINOSYN II 3.57Z IN DEXTROSE 257 IN PLASTIC CONTAINER
KENDALL MCGAW 10/ N19018 003 >_app > ABBOTT LABS 3.57;256M/100MLR N19681 001
SEP 07, 1988 >_ADD > NOV 01, 1988
3.57;256M/100MLR N19713 006
SEP 09, 1988
AMINOSYN II 3.5Z IN DEXTROSE 5% IN PLASTIC CONTAINER
>_ADD > ABBOTT LABS 3,5%356M/100MLx N19681 002
> ADD_> NOV 01, 1988
3.5%356M/200MLi N19713 002
INJECTABLE; INJECTION SEP 09, 1988
AMINOSYN II 3.57Z W/ ELECTROLYTES IN DEXTROSE 2572 W/ AMINOSYN II 6,257 IN DEXTROSE 10Z IN PLASTIC CONTAINER
CALCIUM IN PLASTIC CONTAINER >_ABD > ABBOTT LABS %.25%310GM/ 200MLM N19681 0064
>_ADD > ABBOTT LABS 3.57336.8M6/100ML ; 256M7100ML 3 >_AbD > NOV 01, 1988
>_ADD_> S51MG/100ML ; 22 . GMG/100ML 3 26 1M6/7100ML &, 257%3106M/100MLR N19713 001
>_ADD > 205MG/100MLt N15683 001 SEP 09, 1988
>_ADD > NCV 07, 1988 AMINOSYN II 4,257 IN DEXTROSE 20% IN PLASTIC CONTAINER
3.57336.8M5/100ML ; 25G6M/100ML 3 >_ADD > ABBOTT LABS %, 2573 20GM/200MLY% N19681 005
51MG/100ML 22 . 4MG/100ML $ 26 1MG/100ML >_ADD_> NOV 01, 1988
205MG/100MLx N19714 001 4, 257;206M/7200ML1 N19713 004
SEP 12, 1988 SEP 09, 1988
AMINOSYN II 4,257 W/ ELECTROLYTES IN DEXTROSE 207% W/ AMINOSYN II 4,257 IN DEXTROSE 257 IN PLASTIC CONTAINER
CALCIUM IN PLASTIC CONTAINER >_ADD_ > ABBOTT LABS %.2573256M/200MLi N19681 003
>_app > ABBOTT LABS 4.257;36.8MG/100ML ; 20GM/100ML > 4o > NOV 01, 1988
>_ADD > 51MG/L00ML ;22 . 4MG/L00ML $ 26 1MG/100ML %.2573256M/200MLxt N19713 005
>_ADD_> 205MG/100MLxt N19683 002 SEP 09, 1988
>_ADD > NOV 07, 1988 AMINOSYN II 57 IN DEXTROSE 257 IN PLASTIC CONTAINER
%, 257336 .8MG/100ML ; 20GM/200ML 3 >_ADD > ABBOTT LABS 573256M/100MLx N19681 006
B1MG/100ML 322.4MG/100ML ; 26 1MG/100ML >_ADD > NOV 01, 1988
205MG/100MLR N19714 002 573 25GM/100ML3 N19713 003
SEP 12, 1988 SEP 09, 1988
AMINOSYN II 4.257Z W/ ELECTROLYTES IN DEXTROSE 252X W/
CALCIUM IN PLASTIC CONTAINER
>_AOD_> ABBOTT LABS 4.25%336.8M5/100ML ; 25GM/100ML 3 M ACIDS; ROSE3 MAGNESIUM CHLORIDE; POTASSIUM ACETATE;
>_ADD > 51M6/100ML 5 22 . GMG/100ML 3 26 1M5/100ML TA RIDE; POTASSIUM PHOSPHAT BASIC; SODIUM
>_ADD > 205MG/100MLR N19683 003 CHLORIDE
>_ADD > NOV 07, 1988
%. 257336 .8MG/100ML ; 25GM/100ML INJECTABLE; INJECTION
51MG/100ML ;22 . 4MG/100ML ; 261MG/100ML AMINOSYN II 4.25Z W/ ELECT AND ADJUSTED PHOSPHATE IN
205MG/100MLY N19714 004 DEXTROSE 10Z IN PLASTIC CONTAINER
SEP 12, 1988 >_ADD > ABBOTT LABS %.25%3106M/100ML ; 51MG/100ML 3
AMINOSYN IX 5% W/ ELECTROLVTES IN DEXTROSE 25% W/ CALCIUM >_ADD_> 176.5MG/100ML;22.4MG/100ML }
IN PLASTIC CONTAINER >_ADD > 104 .5MG/200ML 3
>_ADD_> ABBOTT LABS 57336 .8MG/100ML 3 25GM/100ML 3 >_ADD_> 205MG/100ML} N19682 003
>_ADD > 51MG/100ML 22 . 4MG/100ML 3 261MG/100ML >_ADD_> NOV 01, 1988
>_ADD_> 205MG/100ML3 N19683 004 4 .257%3106M/100ML ;51MG/100ML 5
>_ADD_ > NOV 07, 1988 176.5MG/100ML ;22 .4MG/100ML 5
57336 .8MG/100ML ; 256M/100ML 3 104%.5MG/100ML;
BIMG/100ML 322.4MG/100ML ; 261MG/100ML 205MG/100MLx N19712 002
205MG/100MLR N19714 003 SEP 08, 1988
SEP 12, 1988




> ADD >
>_ADD >
>_ADD >
> A!! >

>_ADD >
>_ADD >
>ZADD >
>_AbD_>

M

A

HLOR

3 _MA

INJECTABLE; INJECTION

RX DRUG PRODUCT LIST 7/ CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'88 -~ NOV'88

UM _CH

3 POTA
PHATE

AMINOSYN II 3.5Z M IN DEXTROSE 57 IN PLASTIC CONTAINER

ABBOTT LABS 3,5Z23;5GM/100ML ; 30NG/100ML ;
97MG/100ML 5120MG/100ML 3
49, 3MG/100MLa Nl%682 001
NOV 01, 1988
3.5/ 5GM/100ML 3 30MG/100ML 3
97MG/100ML3120MG/7100ML 5
49, 3MG/100MLA N19712 001
SEP 08, 1988
AMINDOSYN II 4.257 M IN DEXTROSE 107 IN PLASTIC CONTAINER
ABBOTT LABS G . 2573 10GM/100ML 3 30MG/100ML 3
97M5/100ML 3120MG/100ML 5
%9.3MG/100MLn N19682 002
NOV 01, 1988
AM ACID: X TATE: PHOSP TA
INJECTABLE; INJECTION
FREAMINE III 8.57 W/ ELECTROLYTES
KENDALL MCGAW 8.573110MG7100ML 3 230MG7100ML 3
10MG/100ML ;440MG/100ML 3
690MG/100MLa N16822 007
JUL 01, 1988
AMIND ACIDS; MAGNESIUM ACETATE; PHOSPHORIC ACID; POTASSIUM
ACETATE; SODIUM CHLORIDE
Iﬁﬁ?ﬁﬁ?#ﬁ)ﬁ‘?ﬁ?ﬁﬁﬂ/ﬁ CASHR /AN
iy It é@:;}m{;iq;n pren—y
»
vty pusasts/sssy
iy
@ ABBOTT LABS 3.52321M5/7100ML ;40MG/100ML 3
128MG/100ML 3
2346MG7100ML N18875 002
AUG 08, 1984
AMINOCAPROIC_ACTD
INJECTABLE; INJECTION
AP ABBOTT LABS 250MG/MLN N70888 001
JUN 16, 1988

AMINOHIPPURATE SODIUM
INJECTABLE S I:JECTION
AP MSRD 20/m
AR QUAD PHARMS 207m
AMINOPHYLLINE
TABLET; ORAL
AMINOPHYLLINE
188/ /BARR/LABS/ /1ddvs/
188/ 1¢8dvis/
@ BARR LABS 100MG
] 200MG
BD HALSEY DRUG 100MG
[18¢ns/
:ﬁ: gg RICHLYN LABS IUONG
> d
TNy i
BD VALE CHEM 100MG
13/ /18dns/
AMINOSALICYLATE SODTUM
TIRERGARIY
/88/ /¢NS¢L/HI¢LKN¢/ /38d1s/
@ CNSOL MIDLAND 500MG
TR H
TABLET; ORAL
188/ Wi /sty
/48/ VELG A
7 /i
/88/ / /

NO5619 001
N89821 001
JUL 14, 1988

/Nﬁ/i"»/i"di

N88297 001
AUG 19, 1983
N88298 001
AUG 19, 1983
N84676 001
/N84gi4/dd1/
N84576 001
4314/ 481/
/Nddﬁfﬁ/ddi/

/Nﬂ.4$3$/.d.di/

/idi32d/ddd/

NO7320 002




RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88

AMITREPTYLINE HVOROCHLORIDE
TABLET; ORAL

AR RARNER CHILCOTT
AB
AB
AB
AB
o T,
;g;;
/
/
9 LEDERLE LABS
:
3
3
AMITRIPTYLINE HYDROCHLORIDE; CHLORDIAZEPOXIDE

TABLET; ORAL

SR DM b P14 AR RO Y LN T
AB PAR PHARM 5MEm
4B 25MG; JoMeu
4B PHARM BASICS EQ_12.54G BASE;5Mtm
aAp EQ _25MG BASE;20MGn
AMITRIPTVLINE HVYDROCHI.ORIDE; PERPHENAZINE
TABLET; ORAL

>_ADD > AB HMYLAN PHARMS A0MG; ghen

>_ADD >

>_ADD > AB 20MG;aMEn

>_ADD >

>_ADD > AB 254G ; 2Men

>_ADD >

>_ADD > AB 25MG I aMER

>_ApD >

>_ADD > AB S0MG ; 4MGR

>_ADD >

N33939 o0l
NB3937 001
N83938 002
N84957 001
N85093 001
N36295 001

N36746 001
N86743 001
N86745 001
N86747 001

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

N70336 001
NOV 10, 1938
N714%2 001
NOV 10, 1988
N70337 001
NOV 10, 1988
N70338 001
NOV 10, 1988
N71443 001
NOV 10, 1988

AMOXICILLIN

CAPSULE; ORAL
AMOTOELLTN
AR CLONMEL CHEMS 250MGm

ad 500MGw

POWDER FOR RECONSTITUTION; ORAL

>_ADD > AB CLONMEL CHEMS 125MG/5MLK
> An!z >
>_ADD > AB 250M6/5ULR
> A!!!! >
>_ADD > AB NOVOPHARM 125MG/EMLK
> A!!!! >
POLYMOX
a8 BRSTL MYRS IND 125MG/5MLM
aB 250MG/5MLm

AMPICILLIN SODIUM
INJECTABLE; INJECTION
MARSAM PHARMS EQ_125MG BASE/VIALM
EQ_250MG BASE/VIALWM
EQ 500MG BASE/VIALWM
EQ 1GM BASE/VIALN
EQ_26M BASE/VIALM

0GH BASE/VIALN

BB R

Bk B

AMPICYLLIN SODIUM; SULBACTAM SODIUM
INJECTABLE; INJECTION

UNASYN
>_ADD_> PFIZER LABS EQ 1GM BASE/VIAL;
>_ADD_> EQ 500MG BASE/VIALM
>_ADD >

Né62884 001
FEB 25, 1988
N62881 001
FEB 25, 1988

N62927 001
NOV 25, 1988
N62927 002
NOV 25, 1988
N62946 001
NOV 01, 1988

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

N62816 001
OCT 24, 1988
N62816 002
OCT 24, 1988
N62816 003
OCT 24, 1988
N62816 004
OCT 24, 1988
N62816 005
OCT 24, 1988
N62994 001
SEP 15, 1988

N62901 001
NOV 23, 1988




RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NMAMBER 11 7 JAN'SB - NOV'88

AMPICILLIN/AMPICILLIN TRIHVORATE
CAPSULE; ORAL
AMPTEILLIN
AR CLONMEL CHEMS EQ 250MG BASEM
4B £9_S00MG BASER

/w I EBFRYE/CASS/ ﬁg:ﬁm

2 LEDERLE LARS EQ 250MG BASE

3 €Q 500M6 BASE
POLYCELLEN
ap BRSTL MYRS IND ES_250MG DASEw
aB £9 500MG BASEW

POWDER FOR RECONSTITUTION; GRAL

O

@ AVERST LABS EQ 125MG BASE/SML

3 EQ 250MC BASE/SML
2 EQ 100MG BASE/ML
ANILERIDINE HYDROCHLORIDE
IHRELIORAY
g
sk e,
2 MS&D EQ 25M5 BASE
ANTLERIDINE PHOSPHATE
TARERRLE S VLTI
TINE!
/13aLINe I LB IRER
2 MSed BENG BASE/M

fix RGN e
AB VITAR!P&

AR “VITARINE

N628683 001
FEB 25, 1988
N62082 001

43d4/dd
el

Nb62208 001
N62208 002

N50019 002
N50019 003
N50019 001

/i1ds8s/ 448/

N10585 002

IN18524/463/

N10520 003

N71564 001
JUN 23, 1988

N71565 001
JUN 23, 1988

CAPSULE; ORAL

rar "Fokorilienss

@ BANMAX PHARMS

ASPIRING HWYDROCODONE BITARTRATE
TABLET; ORAL
AZDONE
CENTRAL PHARMS S500MG ; SMGH
)
TABLET; ORAL
>_ADD >
> ggy > AB VITARINE 325063 200MG
>..m.1_> / /
>_nu_>/w “’Mﬁg /dihid s dddnd/
ASPIRIN: METHOCARBAMOL
TABLET; ORAL
> aDD > AR PAR PHARM. 3256;400MGH
>_aph >
ATENDOLOL,
TABLET; ORAL
A8 ICI PHARMS SoMet
ap 100Mcw
aAB STUART PHARMS 50MG
aB ooMe

/dddid i <o die/

389MB332.4M6165MB

1

AUG 17; 1933

N89420 001
JAN 25, 1988

Ng9127 001
MAR 02, 1987

{3
1AL S431

N89657 001
NOV 04, 1983

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

N18240 001
N18240 002




RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NRBER 11 /7 JAN'88 -~ NOV'@8 7

BENZTROPINE MESVLATE
TABLET; ORAL TABLET; ORAL
DRNZIROPING MESYLATE
f??%m/m/ 18.425v8 e/ f\13144/dd8/ AA PAR PHARM Q.546 NB8877 001
MCTOFEN APR 11, 1985
CARNRICK LABS 0.025MG; 116 N17744 002 AL e ‘pﬁgnlgg;
AA e Nasa;s 00l
: 169/ 1480/ i
INJECTABLE; INJECTION /mm:/ms/
AP QUAD PHARMS EQ_100MG BASE/VIALM N71056 001 1év/ e/ /,({.,4' /’! 1’ ’1 ,%3&;
e AEE i bl
AP BURROUGHS NELLC £9_100MG_BASE/VIALM N17391 001 AL PHARM BASICS 0,5MGm 11 001
Jl.N m 19&3
BACLOFEN a .n:a :ﬂzlgg;
AA 2viom N89213 001
TABLET: ORAL JUN 16, 1988
AR PHARM BASICS (i 0] N71260 001 a PHARMCS JAnsgftqlgg:
MAY 06, 1988 A e N88510 001
a8 20MGm N71261 001 JAN 31, 1986
MAY 06, 1988 " M8 N88511 001
AR VITARINE oMen Apt;?:;?llgg; Py Py J;N 31;4;:3}/
A8 20MGn N71902 001 ) 1R 984
APR 13, 1988 188/ e/ /1dde1d/dd1/
a8 ZENITH LABS pUL N7223¢ 001 1IAN/31,/ 1484/
JUL 21, 1988 188/ 14/ /Nde11/dd1/
A 20MGm N72235 001 1IR/31, 11984/
JUL 21, 1988 AA SIDMAX LARS 0. 5Men N89058 001
AUG 10, 1988
AB  GEIGY PHARMS 10MGn N17851 001 AR 1M N89059 001
GEIGY PHARMS 20M6m N17851 003 “".;818;0133'{
@ JAN 20, 1982 M e AUG 10, 1988
aA 0,545 N0919: gg;
%s/ /lmns/ /§§§;§§/33§/
TABLET; ORAL
JEENEMERR DR 188/ 1108/ /Nd9193/443/
188/ /mvfﬁ/?ﬂfﬂw e, 1832641401/ 1681 14! INSSL9318821
2 PRIVATE 50M6 N83206 001




BEVAMETHASONE _DIPROPIONATE
LOTION; TOPICAL

a3 COPLEY PHARM
ap THAMES PHARMA

DIPROLENE
BX SCHERING

BETAMETHASONE VALERATE
CREAM; TOPICAL

DERMARET
28 TARO PHARNMS

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MMMDER 11 7/ JAN'GS - NOV'88

BROMPHENIRAMINE MALEATE
TABLET; ORAL

EQ 0,05 BASEW
EQ 0,05 BASEW

EQ 0.05/ DASEW

£9 0,2% BASEM
LOTION; TOPICAL
B COPLEY PHARM £9 0.2% BASEM
BETAZOLE HVDROCHLORIDE
17;;;}2:5;: /, INJECTION
7Y /38ie iy
? LILLY S0MG/ML
BETHANECHOL, CHLORIDE
INJECTABLE; INJECTION
AR QUAD PHARMS SM6ANR
&P usa SHG/ML,
BRETYLIUM TOSVIATE
INJECTABLE; INJECTION
BRETYLIARY VOSVIATE
AP LUITPOLD PHARMS EOME/MLM
AP QUAD PHARMS £0RAUm

N71882 001
JUN 06, 1988
N72276 001
AUG 24, 1983

N19716 001
AUG 01, 1988

N72041 001
JAN 06, 1988

N71833 001
APR 22, 1%88

/nds36s/dd1/

NO9344 001

N3%815 001
APR 12, 1988

N06536 001

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

> n! ! >
> Q! ! >
> Q! ! >
> !!! ! >
>ZADD_ >
>_ADD >
> AD!E >
>_ADD >

INJECTABLE; INJECTION
MARCAINE SPINAL
WINTHROP PHARM
VACA HY

INJECTABLE; INJECTION

8
1084468/dd1/
N84468 001
(Nt WL 94/dd
R
0.75738.25% N18692 001
HAY 04, 1984
PINEPHRIN

BUPIVACAINE HCL AND EPINEPHRINE

ABBOTT LaABS

0.257;0.005M5/MLa N71165 001
JUN 16, 1988
0.257;0.005MG/MLi N71166 001
JUN 16, 1988
0.25750.005MG/MLu N71167 001
JUN 15, 1988
0.5730.005MG/MLnt N71168 001
JUN 16, 1988
0.57%;0.005MG/ML®t N71169 001
JUN 16, 1988
0.5730.005MG/MLau N71170 001
JUN 16, 1988
0.75730.005MG/MLat N71171 001
JUN 16, 1988

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; SODXUM

CHLORIDE S SODIUM LACTATE

SOLUTION; INTRAPERITONEAL
DIANEAL PD=1 $/ DENTRUSE 3,57 ITH PLASTIC CONTATNER

at BAXTER

25, 7MG/100ML 53. 56M/100ML 5
15.2MG/100ML 356 7MG/100ML 5
292MG/100MLM

N17512 cl1¢
NOV 18, 1985

DIANEAL PD=2 3/ DENTROSE 3,57 IN PLASTIC CONTATINER

AT BAXTER

25. TMG/100ML 33 . 5GM/100ML 5
5.08MG/100ML ;538MG/1G0ML 5

448MG/100MLN N17512 011

NOV 18, 1985




RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NUMBER 11 /7 JAN'88 - NOV'88 9

3
N18379 007
M 24, 1988

i
N18379 008
JUN 24, 1988

INJECTABLE; INJECTION
DEXTROSE 2.5Z IN HALF-STRENGTH LACTATED RINGER'S IN
PLASTIC CONTAINER

KENDALL MCGAW 10MG/100ML 32, 56H/100ML ; 15M6/100ML
300MG/100ML
160MG/100MLY N1963¢ 001
FEB 24, 1988
DEXTROSE 4% IN MODIFIED LACTATED RINGER'S IN PLASTIC
CONTAINER
KENDALL MCGAN 4MG/100ML ;4GM/100ML ; 6MG/100ML 3
120MG/100ML 562M6/200MLR  N19634 002
FEB 24, 1988
ap
S0CMB/200ML 5
310MG/7%00MLK N19634¢ 003
FEB 24, 1988
AP
$00MG/100M),
3)0M6/]00HLK N19685 005
oCT 17, 1968
ap 20ME/100M), 58GM/100M1 317 HE/T00ML 3
S$00MG/3.00M, 5
310MG/100ML N19685 006

OCT 17, 1988

20MG/100ML, ; 5GM/100ML, 5 25616/ 100ML 5
S00HG/00ML 5

310M57) 00MLK N19685 007
oCT 17, 1988

SOOMG/100ML <
S10HMGZ100MLM N19685 C02
OCT 17, 1988
ap 20MO/100ML. s 561/100ML 1 328MG/00ML 3
SOOMG/100M, 5
310MG/100MLm N19685 008
OCT 17, 1988
ae
$OOMG/100ML 3
210M6/100MLn N19¢85 003
0CT 17, 1988
ap
310MG/100MLm N19685 004
OcT 17, 1988
ap
mm.mm.
310M6/100MLH N19685 001
OCT 17, 1988

CALCIUM CHIORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; SODTUM
LACTATE

INJECTABI.E H INJECTI(N

AR KEWALL MGAN

3
N19632 001
FEB 29, 1988
CARBAMAZEPINE
TABLET, CHEWABLE; ORAL
CARDAMAZEPINE
.1} WARNER CHILCOTT 100pMGs N71940 001
FEB 01, 1988

JECRETOL
aB GEIGY PHARMS 100MG Nl1g28l1 001




> nLI >
> nLl >
> nLl >
> nLl >
>_ADD >
>_ADD >
> nll >
> nLl >
>_ADD >
>_ADD >

RX DRUG PRODUCT LIST ¢/ CLRULATIVE SUPPLEMENT NAMBER 11 / JAN'28 - NOV'88

CARISOPRODOL
TABLET; ORAL

GARTIOPRODOL,
AA PIONEER PHARMS
A VITARINE

EQ 375MC BASE/5MLR

CARPHENATINE MALEATE
IO
i ——
158/
? 506
CARPROFEN
JHABYELE (RS
/9
by 1144/
@ ROCHE 100M8
11360/
? 150M6
CEFACLOR
PONDER FOR RECONSTITUTION; ORAL
CECLOR
LILLY
CEFAZOLIN SODIVN
INJECTABLES INJECTION
ANREE
AP SK&F LABS

EQ 1875 BASE/SHMLR

N39390 001
oCcT 13, 1988
Na9566 001
aus 30, 1988

INLE188/64281

N12768 002

IN12248/4ds/
N12768 00&

d

TP
ZChin
© Lt
88

)
X

S
o

esa

/"

RO DT
~

[=]
T 07
l-z-\’H.n b

w
Y
MR-1
ot e
o'g'o.z

8EC/31.
855

DEC 31, 1987

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

N50461 004

>_ADD > AB
> >

>_ADD >
>_ADD >

CEEAZ0LIN SODIVM
INJECTABLE; INJECTION

AP BEN VEMUE LABS
aAp
AP
ap
[
AP ELKINS SINN
ap
ap
ap
ap
AR
CEFOTETAN DISODIUM
INJECTABLE; INJECTION
CEFOTAN
STUART PHARMS
CEPHALEXIN

CAPSULE; ORAL
JEROME STEVENS

ab
AB
2B LABROS ATRAL
a8

SQUIBB MARK
ap

EQ 10GM BASE/VIALR

EQ_250M6 DASEm
£Q SOOMG DASEM
£Q._25046 DASEw
EQ 5004 DASEM
EQ_250MG_BASEM
£9 50016 BASEM

10

N628%4 001
JUL 21, 1988
N628%%6 002
JUL 21, 1988
N628%% 003
JUL 21, 1988
N628%% 004
JUL 21, 1988
N628%% 005
JUL 21, 1988
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

N62870 001
MAR 17, 1988
N62869 001
MAR 17, 1988
N62713 001
JUL 15, 1988
N62713 002
AL 15, 1988
N62973 001
NOV 08, 1988
N62974 001
NOV 23, 1988




AR TAS PHARMS
AR
TABLET; ORAL
8B VITARINE
AR
&
2B LILLY
CEPHALEXIN. HYDROCHIORIDE
TABLET; ORAL
KEFTAB
LILLY
CEPHAPIRIN SODTWM

ERBRBR

CAPSULE; ORAL

TAG PHARMS

VOSHITOMI PHARN

VRO LUFY fune 4 &

RX DRUG PRODUCT LIST ¢/ CLRRULATIVE SUPPLEMENT NMRBER 11 / JAN'@8 -~ NOV'88

£2.23019 DASEM
£9.300M8 BASEw
£8.230M8 _BASEW
£8_S00MG _BASEM

PONDER FOR RECONSTITUTION: ORAL

INJECTABLE} INJECTION
SAEADYL
BRSTL MVRS D

£Q.123M6 PASE/SMIm
£8.250M6 BASE/SMIM

€Q 333MG BASEm

N62821 001
FEB 05, 1%8
N62823 001
FEB 05, 1988
N62872 Q0L
JAR 20, 1988
N62871 001
JUL 05, 1988

N62873 001
HAY 23, 1938
N62867 001
APR 15, 1988

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

N50440 002

N50614 003
MAY 16, 1988

N62961 001
SEP 20, 1988
N62961 002
SEP 20, 1988
N62961 003
SEP 20, 1988
N62961 004
SEP 20, 1%88

I

CEPHRADINE
CAPSULE; ORAL
GRTHRADINE
AR BARR LABS 250M6m
.} S00MGn
AR VITARINE 250Mem
& S00Men

PONDER FOR RECONSTITUTION; ORAL
BARR LABS A25HMG/SNLm

é

@ LEDERLE LARS BMG
@ 10MG
-] 25M6
8B PIONEER PHARMS 10MeEm
Ab 256
2% JPOREPA AU 2%
@ PUREPAC PHARM BMG
-] 10M6
/3. 25MG
iy Sy
7 ici
/ i ey
2 BANMAX PHARMS BMG
@ 10MG
- 25MG

11

N62850 001
APR 22, 1%e8
N62851 001
APR 22, 1988
N62813 001
FEB 25, 1983
N62813 002
FEB 25, 1988

N62858 001
MAY 19, 1988
N62859 001
HAY 19, 1588

N86876 001
NB6893 001
N89533 001
JUL 15, 1988
N89558 001
st
NA4d39/dd2/
/n85144/881/
Nas5155 001
N84939 002
N85144 001

Ings1d1/dds/
/n8sddd/ddt/
/n8s1d8/ddt/
NE5107 002
N85009 001
N85108 001




RX DRUS PRODUCT LIST 7/ CUMULATIVE SUPPLEMENT MAR®ER 11 7 JAN'GD - Nuv'es

CHLORMERODRIN, WG-197
AL Y
X 83
IEHLORIERORINELIN | et samea s
2 SUIBB 0.61.4MCI /ML
CHLOROBUINE HYDROCHLORIDE
TR LAY
IR HOIREI  IEISHISENG!
@ STERLY
CHLOROGUINE PHOSPHATE
TABLETS; ORAL
ARALEN
A\ STERLING DRUG £9_200MG BASER
AA DANBURY PHARMA £EQ_300M5 BASE
164/ /44 806 48t/

INL3289/481/

N17269 001

/No4dds/8d3/
N06002 002

NO6002 001
NBBOSO 001

¢id
Wi

/n14886/462/

N14860 002

44d/dd
NEala)
N86940 001
N86938 001

CHLOROTHIAZKDE} RESERPINK

TABLETS ORAL
CHLOROTHIAZIDE W/ RESERPINE

1881 _180LAR/MRRY 1280014, 1450/

@ BOLAR PHARM 250MB10.125M6
CHLORPRENTRAMINE MALEATE
TABI.ET% onll.
) MRR I.ABS [ o]
CHLORPROMAZINE HYDROCHLORIDE
INJECTABLE ) INJECTION
GHLORPROMATING HOL
AP MARSAM PHARMS 25MG/ML
TABLET: ORAL
1881 CINEORRREICARS) Jaenes
[ iy
@ LEDERLE LABS 28MB
-] BOMG
H] 20016
CHLORTHALXDONE
TABLET; CRAL
] MUTUAL PHARM 25uen
AR Sorign
) PIONEER PHARMS S0MeEn
CHLORZOXAZONE

TABLET; ORAL
SHLORZORAZONE
AA BARR LABS Sooien

2

/\84gd3/ 081/
NB4853 001

/8d1de/d81/
N80700 001

N89563 001
APR 15, 1988

N89738 001
SEP 19, 1988
N89739 001
SEP 19, 1988
N89591 001
JUL 21, 1588

N89895 001
MAY 04, 1988




/X DRUG PRODUCT LIST / CRMULATIVE SUPPLEMENT NWMBER 11 7 JAN'08 - NOV'ea 13

CHLORZOXAZONE CLINDAMYCIN PHOSEHATE
TABLET; ORAL INJECTABLES INJECTION
Sl g
2A CORD LABS 250Mem N8%252 001 AP ARBOTT LABS EQ _150M3 BASE/MIR N62943 001
HAY 04, 1928 SEP 29, 1988
AA 500 o NB9253 001 AP ELRINS SINN EQ. 15018 _BASE/MLA N62953 001
HAY 04, 1928 APR 21, 1988
AA LEMMON Z00MEm N3%859 001 AP LEDERLE PARNTLS £Q_150MG _DASE/Min N62889 001
HAY ©4, 1983 APR 25, 1988
ap LEMMON £9.15010 _DASEANM N62900 001
AA MONEIL PHARM oo N11529 002 JUN 08, 1988
JUN 15, 1%87 AP LOCH PHARMS 289 _150M3 _BASE/Min N62905 001
MAY 09, 1988
AP LYPHOMED E9_150MC DASE /ML N62747 001
CEOLESTYRAMINE JUN 03, 1988
AR HMARSAM PHARMS £Q 150ME DASE/AMLR N62913 001
BAR, CHEWABLE: ORAL OCT 20, 1988
CHOLYBAR AR GUAD PHARMS EQ_150M6 BASEAMLM N62877 001
PARKE DAVIS EQ 46HM RESIN/BARR N71621 €01 MAR 15, 1988
MAY 26, 1988 AP SOLOPAK LABRS £9_150M5 BASE/Mim N62819 001
EQ 96M RESIN/BARR N71739 €01 MAR 15, 1988
HMAY 26, 1988 AR £Q _150MB BASE/Mir N62852 001
MAR 17, 1988
CISPLATIN SOLUTION: TOPICAL
QLEDEIN T
INJECTABLE; INJECTION AT UPJONN EQ 17 BASE N50537 001
>_ADD > PLATINCL-AQ AT £Q.17 BASE N62363 001
> _ADD > BRISTOL MYERS 16 MLR N18057 004 FEB 08, 1982
>_m_> NOV 08, 1988 MGG Gt dan
AL BARRE NATL EQ 37 BASEM N62811 001
SEP 01, 1988
CLINDAMVCIN HYDROCHLORIDE
CAPSULE: ORAL CLOFIBRATE
B UPJOIR MFB EQ 758 BASE N61809 001 CAPSULE; ORAL
£9.25016 BASE N61809 €02
CLECCIN MCL AB CORD LABS 500 N72191 001
UPJOWN EQ 30045 BASEm N50162 003 MAY 02, 1988
APR 14, 1988
[ VITARINE £9 7846 DASEm N62910 001 CLOMIPHENE CITRATE
JUL 05, 1988
] £9 _150M8 BASERM N62910 Q02 T‘BL’ET; ORAI.'
JUL 08, 1928
144/ /4dud/ [1A341/461/
[RAR/ 225119821
AB SEROND LABS 50MG N18361 001
MAR 22, 1982

/2




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 + JAN'08 - NOV'2d 14

CLONIDINE CLORAZEPATE DIPOTASSIUN

FILM, CONTROLLED RELEASE; PERCUTANEOUS
CATAPRES-TTS~1

BOEHR INGEL 0.1M5724HR N18891 001 AR BaluMom N71878 001
. OCT 10, 1984 MAR 15, 1988
1.5l [N1gdd1/ddil/ an 2,546 N71879 001
192271671984/ MAR 15, 1988
CATAPRES-TTS-2 AB pL ) N71860 001
BOEHR INGEL 0.2M6/29KR N18891 C02 MAR 15, 1988
OCT 10, 1984 ap CORD LABS 3, 750G N72219 001
15/ /Niddd1/dd2/ AUG 26, 1988
19¢1718,/1888/ AR Z.5Hem N72220 001
CATAPRES-TTS-3 AU 26, 1988
BOEHR INGEL 0.3M6/724HR N18891 003 AR L, o ] N72112 001
14:50%/ Ohadd1/ ek M NTi0%6 001
. 91/ AR PUREPAC PRARM 3, 75MER N71924 001
1922116511984/ APR 25, 1988
AR Z.546u N71925 001
APR 25, 1988
CLONIDINE WVDROCHLORIDE 2B 15M6u N71926 001
APR 25, 1988
TABLET; ORAL AB GUANTUM PHARMCS N71549 001
SEP 12, 1988
CORD LABS 0. 3Men N70887 €01 AB N71550 001
AUS 31, 1988 SEP 12, 1938
9.2M0m N70886 €01 AB N71522 001
AUG 31, 1988 SEP 12, 1988
0,.3Men N712%4 001 A HARNER CHILCOTT N71776 001
AUS 31, 1988 MAR 01, 1988
LEDERLE LARS 0. JMEm N71783 001 AR N71775 001
APR 05, 1988 MAR 01, 1988
0. 20, N71784 001 AR N71776 001
APR 05, 1988 MAR 01, 1988

9. 3Mem N71785 001

APR 05, 1988 TABLET: ORAL

HARNER CHILCOTT 0. 3M6s N72138 €01
JUN 13, 1%88 AB PUREPAC PHARM N72330 001
[ N72139 €01 AUG 08, 1988
JUN 13, 1988 AB N72331 001
0. 20em N72140 001 AUG 08, 1983
JUN 13, 1988 AB N72332 001
AUG 08, 1988
AB WARNER CHILCOTT 3, 75MGn N71828 001
MAR 03, 1988
AB 7.5Mc N71829 001
MAR 03, 1988
aB 15McH N71830 001
MAR 03, 1988



TABLETS ORAL

EEBE BBS

WATSON LABS

EN-NENR
ALRA LABS

ELOXACILLIN SODIUN
PONDER FOR RECONSTITUTION; ORAL

a/ BIOCRAFT LABS

A
v

BRISTOL LABS

T‘BLET; ORAL

183 /#!MIN@S/

D AND COLCHIC

D .74 COI.CHIC

188/ /m:mmas/

COPRER

RX DRUG PRODUCT LIST / CLAMULATIVE SUPPLEMENT NMBER 11 /7 JAN'8B - NOV'28

Jriweriw e

/d o sddie/

0.5M6 ;50016

/d Sl isdde/
0.5MG;500M6

INTRAUTERINE DEVICE; INTRAUTERINE
INTRAUTERINE COPPER CONTRACEPTIVE
POP COUNCIL CBR

APPROX 176ME COPPERR

N71852 001
FEB 09, 1%8
N71853 001
FEB 09, 1988
N71854 001
FEB 09, 1908

N?1787 001
APR 26, 1988
N71788 001
APR 26, 1988
N71789 001
APR 26, 1988

N62268 001
IReE2sa/881/
N50192 001
N61453 001

)
B

11883217481/
N86321 001

10884/ dét/

N386954 001

N18680 002
APR 29, 1988

(5

CORYISONE ACETATE
TABLET) ORAL
CORTISONE ACETATE
>_ADD > BP  RICHLYN LABS 25M0
>nur> /3 14/
CYCLACKLLIN
TABLET; ORAL
SYELAGELLIN
1] BIOCRAFT LABS 250M6m
&n 500Gn
A WYETH AYERST LABS 2505
&3 200MG
CYCLOBENZAPRING HVDROCHLORIDE
TABLET; ORAL
& DANBURY PHARMA
AR T pLY )
CYCRININE HYDROCHLORIDE
/TABLRY $/0RAL/
[PAeTIANE/
2880} /i m/
9 LILLY
. Ié 5#/
?
CYTARABINE
INJECTABLE; INJECTION
CYTOSAR-U
UPJOHN 16M/VIAL
2GM/VIAL

MAY 03, 1989 @

1%

NO9458 001
/ndossd/dat/

N62895 001
AUS 04, 1988
N62895 002
AUB 04, 1988

N50509 001
N50509 002

N71612 001
FEB 29, 1988

N17821 002

/nddsst/ast/

N08951 001

/d8951/442/
NOB951 002

N16793 003
DEC 21, 1987
N16793 004
DEC 21, 1987
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DACARBAZINE
INJECTABLE} INJECTION
DACARBAZINE
QUAD PHARNS BOOMG/VIALN
DESIPRAMINE WVDROCHLORIDE
TABLETS ORAL
DESTPRAMINE tioh
A CORD LABS 1o
[} 25MEn
aB aoMem
42 nem
a 300G
& A50MGw
I VITARINE 0=
& pLi
23 MERRELL DOM 0%
&4 15018
DESONIDE
OINTMENT) TOPICAL
DEZONEN
B OHEN LABS 92.05/m
TRIDESRION
8 HILES PHARM 0.05%
DESOXYCORTICOSTERONE _ACETATE
PELLETS w»mnm
TR/ AhY 1125/
2 CIBA PHARM 12546

N71563 €01
HAY 06, 1908

N72099 001
HAY 24, 1988
N72100 €01
HAY 24, 1988
N72101 001
MAY 24, 1988
N72102 001
JUN 20, 1988
N72103 001
JUN 20, 1968
N72104 001
JUN 20, 1988
N72167 001
FEB 03, 1988
N72254 001
FEB 03, 1988

N14399 007

FEB 11, 1%82
14399 006

N71425 001
JUN 15, 1988

N17426 001

1388181/981/
NO515

5151 001

DEXMMETHASONE
TABLET: CORAL
1881 TARERILASS) 14:4488/
188/ 14:38187
68/ 1455/
168/ IR
0 o
168/ ik
2 BARR LADS 0.25M8
? 0.25M6 MN29769 001
? 0.5M6 §NB8408% 001
] 0.78M6 MN20081 001
] 0.76M6 NBa765 001
d 1.8M8 N34086 001
] 1.5M6 NB4763 001
>_ADD > BP RICHRLYN LABS 0. 756 Na5376 001
sr> /3 /8. 480/ IN8833¢/99%/
DEXAMETHASONE ; TOBRAMVCIN
OINTMENT 3 OPHTHALMIC
TOBRADEX
ALCON LABS 0.1230.3Mm N50616 001
SEP 28, 1988
SUSPENSION/DROPS; OPHTHALMIC
TOBRADEX
ALCON LABS 0.17230.3/ N50592 001
AUG 18, 1%88

INJECTABLE; INJECTION

2aplidy

AR KENDALL #C6 N19626 004
FED 02, 1988

DEXTROSE 2.57 IN PLASTIC CONTAINER
KENDALL HCOAR 2.56M/100MLt N19626 001
FEB 02, 1988

[6




BES 4, \ RN
e R O
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DEXTROSE
INJECTABLES INUECTION

S DLE > (BTSSR N PASEIE [
S v e YN JAU84E3/888/
¢ ISR T ses)
> ADD > @ ABBOTT LABS 38.58M710000 N18923 001
> ADD > SEP 19, 1924
Ap ABBOTT LABS S0MeA0, N19222 001
13 prropey, “Nitsdia)asts
P
AR RENDALL NCSAN 28/100Mn N1%626 002
FEB 02, 1928

DEXTROSE 7.72 IN PLASTIC CONTAINER

RKENDALL MCGARW 7 T6M/7200M10e N19626 003
FED 02, 1%28

o
o
=
%%
:
g
&
£
3
~

mmmx/w/mmwmmm;sxmlmss%mm

o‘ .4 0
ey i RTIP

944/
72/1¢
ll}%ﬁ%wl o ,%ﬁﬁngs;ﬂtlﬂ; mwmméi'&%a@i'ﬁff
[REBOTY/ LRSS ;mﬁ%wum/ Y
' AY/12,/19887

TBERTRASE S, /S00 I /clrodide /d. 228 /Pt !l‘lﬁmldﬂ'iﬂtl

!
INIB382/483/

TN v
1434381408

(7

INJECTABLES INJECTION
POTASSIUM CHLORIDE 0.037 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.2 IN PLASTIC CONTAINER

KENDALL MCEAN 10GH/100ML 3 37MG/100ML 3

200MG/100MLR N19630 031
FEB 17, 1968
POTASSIUM CHLORIDE 0.0377 IN DEXTROSE 10X AND SODIUM
CHLORIDE 0.45X IN PLASTIC CONTAINER
KENDALL MCEAN 10GH/100ML 33 70G/100ML
A50ME/100MLR N19630 037
FEB 17, 1988
POTASSIUN CHLORIDE 0.037Z IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.9 IN PLASTIC CONTAINER
KENDALL MCBAN 10GM/100ML 3 37B/100ML 3
S00MG/100ML N19630 043
FEB 17, 1988
POTASSIUN CHLORIDE 0.037Z IN DEXTROSE 5/ AND SODIUM
CHLORIDE 0.11% IN PLASTIC CONTAINER
KENDALL MCGAW ECM/100ML 3 37M6/100ML 3
110MG/100MLR N19630 001
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCEARW S6M/100ML 5376710001 3
200MG/100MLM N19630 007
FEB 17, 1988
POTASSIUM CHLORIDE 0.037Z IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.337Z IN PLASTIC CONTAINER
RENDALL MCEAW SGM/100ML 33 7MG/100ML 3
330MG/100MLE N19630 013
FEB 17, 1988
POTASSIUN CHLORIDE 0.0377 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL MCGAW 56M/100ML ;3 37M6/100ML 5
450MG/100MLR N19630 019
FEB 17, 1988
POTASSIUM CHLORIDE 0.0377Z IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.9Z IN PLASTIC CONTAINER
KENDALL MCGAW S6M/100ML ;37MG/100ML3
900MG/100MLR N1963C 025
FEB 17, 1988
POTASSIUM CHLORIDE 0.0757 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.27 IN PLASTIC CONTAINER
KENDALL MCGARW 10GH/100ML ; 75MG/100ML 3
200MG/100MLK N19630 032
FEB 17, 1988
POTASSIUM CHLORIDE 0.075/ IN DEXTROSE 107 AND SODIUM
CHLORIDE ©.457Z IN PLASTIC CONTAINER
KENDALL MCGAW 10GH/100ML 5 75M6/100ML 3
A50MG/100MLN N19630 038

FEB 17, 1988
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INJECTABLE; INJECTION

POTASSIUM CHLORIDE 0.075:¢ IN DEXTROSE 10X AND SODIWRY
CHLORIDE 0.94 IN PLASTIC CONTAINER
KENDALL HMCGAN 106H/100L. 3 75MB/100ML3

900ME/200MLR N19630 044

N19630 €08
FEB 17, 1988

N29630 020
FEB 17, 1988

N19630 026
FEB 17, 1988
POTASSIWRY CHLORIDE 0.075X IN DEXTROSE 5X AND SODIWM
CHLORIDE 0.117 IN PLASTIC CONTAINER
KENDALL HCEAN EEM/L00ML 3 75MG/100ML 3
110M6/200ML8 N19630 002
FE® 17, 1988
POTASSIWRY CHLORIDE 0.11¥ IN DEXTROSE 102 AND SODIUM
CHLORIDE 0.2 IN PLASTIC CONTAINER
KENDALL MCGAN 106H/100ML 3 120HG/100ML 3
200M67100HLR N19630 033
FEB 17, 1988
POTASSIUN CHLORIDE 0.13 IN DEXTROSE 10 AND SODIUM
CHLORIDE 0.45¥ IN PLASTIC CONTAINER
KENDALL MCGAN 106M/100ML 3 110M6/100ML 3
A50ME/100MLn N19630 039
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 10X AND SODIUM
CHLORIDE 0.5% IN PLASTIC CONTAINER
KENDALL MCGARN 106M/100ML 3 110MG/100ML 3
S00MB/100MLE N19630 045
FEB 17, 1%88
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 5% AND SODIUM
CHLORIDE ©.11# IN PLASTIC CONVAINER
KENDALL HCBAN 56710001 3110MB/100HL 3
110¥6/1004Lm N19630 €03

FEB 17, 1928

| &

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 0.31% IN DEXTROSE 5 AND SODIUM
CHLORIDE 0.2% IN PLASTIC CONTAINER

KENDALL MCBAW BGEN/100ML3 120MB7100ML 3

200%5/200MLm N19630 009
FEB 17, 1988
POTASSIUN CHLORIDE 0.11% IN DEXTROSE 82 AND SODIUM
CHLORIDE 0.332% IN PLASTIC CONTAINER
KENDALL HCEANW EGN/100HL3120MB/7100MLS
33006/100MLR N19630 015
FEB 17, 1%88
POTASSIUM CHLORIDE 0.11X IN DEXTROSE 54 AND SODIUM
CHLORIDE 0.45X IN PLASTIC CONTAINER
KENDALL MCGAN BCM/100ML 3 110MB/100HL 3
4E0MB/100MLK N19630 021
FEB 17, 1988
POTASSIUM CHLORIDE 0.117 IN DEXTROSE 57 AND SODIUM
CHLORIDE 0.9% IN PLASTIC CONTAINER
KENDALL MCGANW B56MN/100ML 5 110MB/100ML 3
S00MG/100MLR N19630 027
FEB 17, 1988
POTASSIUM CHLORIDE 0.157 IN DEXTROSE 10X AND SODIUM
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCGAW 10GHM/100ML 3 150MG/7100ML 3
200MG/100MLn N19630 034
FEB 17, 1%88
POTASSIUM CHLORIDE 0.15Z IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.457 IN PLASTIC CONTAINER
KENDALL WCGARW 10GM/100ML 3 150ME/1004L 3

450MB/100MLI

N19630 040
FEB 17, 1988
POTASSIUM CHLORIDE 0.157 IN DEXTROSE 107 AND SODIUM

CHLORIDE 0.97 IN PLASTIC CONTAINER
10GM/7100ML 3 150M5/100HL 3
$00MG/100MLI

KENDALL MCGAW
N19630 046
FEB 17, 1%88

N19630 010
FEB 17, 1%8

N19630 016
FEB 17, 1%88
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( ‘v‘ S R ‘
SSH7A00M, 3 150H0/200M3
4SOHR/200MM N19630 022

FED 17> 1%83

KEII)AI.I. ncc»u

;mm
S00NG/100MLM

N19630 028
FEB 17, 1%88
POTASSIUN CHLORIDE 0.15X IN DEXTROSE 5 AND SODIUN

CHLORIDE 0.11% IN PLASTIC CONTAINER
KENDALL HCGAN SG/7100ML 3 150M6/100ML 3
110M6/100ML N19630 004
FEB 17, 1%8
POTASSIUM CHLORIDE 0.224 IN DEXTROSE 107 AND SODIWM
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL WCEAR 106H/100ML 3 220MR/100ML)
200M6/100MLA N19630 035
FEB 17, 1968
POTASSIUM CHLORIDE 0.22% IN DEXTROSE 10X AND SODIUM
CHLORIDE 0.45X IN PLASTIC CONTAINER
KENDALL HCEGAN 10GM/ 10001 3 220M6/100ML 3
A50MB/ 1000 N19630 041
FEB 17, 1%88
POTASSIUM CHLORIDE 0.222 IN DEXTROSE 10X AND SUDIUM
CHLORIDE 0.9X IN PLASTIC CONTAINER
KENDALL HMCEAN 106M/100M41. 3 220M8/100ML 3
900MB/100MLA N19630 047
FEB 17, 1908
POTASSIUN CHLORIDE 0.222% IN DEXTROSE 32X AND SODIUM
CHLORIDE 0.314 IM PLASTIC CONTAINER
KENDALL HCeAR 56/ L00ML 3 22008/ 100ML 5
110Me/100MLA ¥19630 €05
FEB 17, 1988
POTASSIUM CHLORIDE 0.222% IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCE&AN 5EM/100ML 3 220ME7100M.3
200KG/100MLI N19630 011
FEB 17, 1%88
POTASSIUN CHLORIDE ©.227 IN DEXTROSE 5X AND SODIUM
CHLORIDE 0.334 IN PLASTIC CONTAINER
KENDALL MCGAN EGH/100M. 3 2208 200ML 3
3306/ 100HMLR N19630 017
FEB 17, 1%e8
POTASSIURM CHLORIBE ©.227 IN DEXTROSE BY AND SDDIWRY
CHLORIDE 0.45Y IN PLASTIC CONTAINER
KENDALL MCEAN 56 10001 3 220MB/100ML 3
Q50MB/100ML ¥19630 023

FEB 17, 1%88

'7

INJECTABLE: INJECTION
POTASSIUM CHLORIDE 0.22% IN DEXTROSE BX AND SODIUM
CHLORIDE 0.9% IN PLASTIC CONTAINER

KENDALL MCBAR BEGM/7100ML 3 220HB/100ML 3

S00ME/100ML N19630 029
FEB 17, 1988
POTASSIUM CHLORIDE 0.3 IN DEXTROSE 10X AND SODIUM
CHLORIDE 0.2 IN PLASTIC CONTAINER
KENDALL HC@AH A0GH/7100ML 3 300MB/100ML 3
200H6/100MLn N19630 036
FEB 17, 1988
POTASSIUM CHLORIDE 0.32 IN DEXTROSE 107 AND SODIUM
CHLORIDE 0.45% IN PLASTIC CONTAINER
KENDALL WCBAR 10GM/100ML 3 300ME/100ML 3
N19630 02

450M6/100MLA
FEB 17, 1988

POTASSIUM CHLORIDE 0.3% IN DEXTROSE 10/ AND SODIUM
CHLORIDE 0.9X IN PLASTIC CONTAINER

RENDALL WMCGARW 10GHM/100%L 3 300MC/7200ML 3
900ME/100MLn

N19630 048
FEB 17: 1988

N19630 012
FEB 17, 1988

N19630 018
FEB 17, 1988

N1963D 024
FEB 17, 1988

KENDALL MCGAN

N19630 030

FEB 17, 1988

POTASSIUNM CHLORIOE 0.37 IN DEXTROSE 57 AND SODIUM CHLORIDE
0.113 IN PLASTIC CONTAINER

KENDALL MCGAN SGM/100ML3300MH5/100ML 3

110M6/100MLR N19630 006

FEB 17, 1988
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N18362 009
JUL 05, 1983
ap SRN/100M, ;14 MG/100ML 3
A5SOMG/200MLM N18362 005
HAR 28, 1988
aAp
N19691 002
HAR 24, 1988
ap SGHZ100M, 5 149H8/100ML 3
200Mg/300MLR N19691 o0
MAR 24, 1988
POTASSIUM CHLORIDE 10MEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.2252 IN PLASTIC CONTAINER
ABBOTT LABS 5GM/100ML 374 . 5HG/100ML.;
225MG/100MLR N18365 002
JUL 05, 1983
5GM/100ML 3 149HG/200ML3
225M8/100MLR N18365 006
MAR 28, 1988
POTASSIUN CHLORIDE 10MEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.3% IN PLASTIC CONTAINER
ABBOTT LABS SGH/100ML 3 74 . SHG/100ML 3
300M6/100ML N18876 001
JAN 17, 1986
5GM/100ML 3 14916/100ML 3
300MG/100MLK N18876 006
MAR 28, 1988
. d
N19308 004
APR 05, 1985
&
S50MS/100MLM N18362 006
MAR 28, 1988

2,0

N19691 006
MAR 24, 1988
POTASSIUM CHLORIDE 15MEQ IN DEXTROSE 5 AND SODIUM
CHLORIDE 0,228 IN PLASTIC CONTAINER
ABBOTT LABS BGH/100HL 3 224M6/100ML 3
2256M6/100MLI

N18365 008
HMAR 28, 1988
POTASSIUN CHLORIDE 15MEQ IN DEXTROSE 52 AND SODIUM

CHLORIDE 0.3Z IN PLASTIC CONTAINER
E6M/100ML 3 224M8/7100ML. 3
300M8/100MLM

ABBOTT LABS
N18876 007
MAR 28, 1988

N18362 010
JUL 05, 1983

BE/100M1, 3 290HG/100ML
450MG/100MLI N18362 007
MAR 28, 1988

200MGZ100ML N19691 005
MAR 24, 1988

SGMZ100ML5298MG/100M), 3

S00MG/100ML N19691 008
HAR 24, 1988

POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 5/ AND SODIUM
CHLORIDE 0.2252 IN PLASTIC CONTAINER

ABBOTT LABS 56M/100ML ; 14 5MG/100ML 3
225M6/100ML N18365 001

SEM/100ML 3 298M6/100ML 3
225H6/7100MLn N18365 009
MAR 28, 1%88

POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 57 AND SODIUN
CHLORIDE 0.32 IN PLASTIC CONTAINER
ABBOTT LABS 56M/100ML 3 298MG/100ML. 3
300M5/100MLu N18876 008
MAR 28, 1988
POTASSIUM CHLORIDE 20MEQ IN DEXTROSE 52 IN SODIUM CHLORIDE
0.37 IN PLASTIC CONTAINER
ABBOTT LABS SGH/100ML 3 169146/100HL 3
300M6/100ML N18876 002

JAN 17, 1986
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INJECTABLES INJECTION

St

N19691 007
MAR 29, 1988
POTASSIUM CHLORIDE 30MER IN DEXTROSE 5X AND SUDIUM
CHLORIDE 0.225% IN PLASTIC CONTAINER
ABBOTT LABS SGN/100ML 3 22906710003
225Me/1000MAm

N18365 003
JUL 05, 1983
POTASSIWR CHLORIDE 30MEQ IN DEXTROSE 52 AND SODIUM

CHLORIDE 0.3% IN PLASTIC CONTAINER
SGM/100ML 5 224M6/100ML 3
300M87100ML

ABBOTT LABS
N18876 003
17, 1986

A

N19308 006
APR 035, 19885
an
a8
N19691 009
MAR 26, 1988

POTASSIUM CHLORIDE 4OMEQ IN DEXTROSE 5X AND SOUDIUM
CHLORIDE 0.225% IN PLASTIC CONTAINER

ABBOTT LABS 56M/100ML 3 290HE/100ML 3

225M6/100MLm N18365 004
JUL 05, 1983
POTASSIUM CHLORIDE 4OMEQ IN DEXNTROSE 52X AND SODIUM
CHLORIDE 0.3% IN PLASTIC CONTAINER
ABBOTY LABS 5EM/100ML 5 298HB/100ML 3
300M6/100HLR N18876 004

HAR 28, 1988

21

BEST COPY Avaiapy

21

N18362 008
MAR 28, 1988
N19691 001
MAR 24, 1988
& S84/100H1 3 16 9MGZ100ML 3
00MG/).00MLM N19691 003
MAR 24, 1988
POTASSIUM CHLORIDE SMEQ IN DEXTROSE 57 AND SODIUM CHLORIDE
0.2252 IN PLASTIC CONTAINER
ABBOTT LABS 5GM/100ML ; 74 . 5MG/100ML 3
225M6/100MLt N18365 005
MAR 28, 1988
5GM/100ML ; 149MG/100ML 3
225MG/100ML N18365 007
MAR 28, 1988
POTASSIUM CHLORIDE SMEQ IN DEXTROSE 5Z AND SODIUM CHLORIDE
0.3 IN PLASTIC CONTAINER
ABBOTT LABS EGM/100ML 74, 5MG/100ML 3
300MG/100MLEs N18876 005
MAR 28, 1988
5GM/100ML ; 149MG/100ML 3
300MG/100ML N18876 009
MAR 28, 1988
DEXTROSES SODIUM CHLORIDE

INJECTABLE: INJECTION

DEXTROSE 107 AND SODIUM CHLORIDE 0.11% IN PLASTIC

CONTAINER
KENDALL HCGAW 10GM/100ML 3 110MG/100ML3s  N19631 011
FEB 24, 1988
DEXTROSE 107 AND SODIUM CHLORIDE 0.2% IN PLASTIC CONTAINER
KENDALL MCEAHW 10GM/100ML 3 200MG/100MLe  N19631 012
FEB 24, 1988




ap

ap

RENUALL FRGAR AUBTICAUUIT, 5 ZULTRGC AUUTLN  NATRSE UAD
FED 24, 1988
DEXTROSE 2.5/ AND SODIUM CHLORIDE 0.11% IN PLASTIC
CONTAINER
KENDALL MCGAM 2.56M/100ML 3
110HG/100MLR N19631 001
FEB 24, 1988
DEXTROSE 2.5Z AND SODIUM CHLORIDE 0.2% IN PLASTIC
CONTAINER
KENDALL MCGAN 2.5GM/100ML 3
200MG/100MLA N1%631 002
FEB 24, 1988
DEXTROSE 2.54 AND SODIUM CHLORIDE 0.33% IN PLASTIC
CONTAINER
KENDALL HCGAN 2.56M/7100ML3
330M6/100MLn N19%631 003

FEB 24, 1988

CONTAINER
KENDALL NCGAN

2.560/100M,3
450MB/100ME

N19631 004
FEB 20, 1988
DEXTROSE 2.5Z AND SUDIUM CHLORIDE 0.9% IN PLASTIC

CONTAINER

KENDALL MCGAM 2.56M/100ML 3
900MG/100MLM N19631 005
FEB 26, 1988
DEXTROSE 52 AND SODIUM CHLORIDE 0.11% IN PLASTIC CONTAINER
KENDALL NCGAM BCM/100ML3110MG/100MU8  N19631 006
FEB 26, 1988
KENDALL 1 BCH/100ML ;200MG/100MLM  N19631 007
FEB 20, 1988
KENDALL MCGAN SCM/100ML3230ME/100MIM  N19631 008
FEB 26, 1983
' 5 ALY e 4
KENDALL MCGAN 5GM/] 00NL, ;450MG/100MLM W19631 009
FEB 24, 1988

ar DWUADD ULATD

DIAZEPAN
TABLET; ORAL
PIONEER PHARMS

S=PaN
QUANTUM PHARMCS

DIAZOXIDE
CAPSULE; ORAL

PROGLYCEN
MED MKTG SPEC

Lrseneas/

INJECTABLE; INJECTION

SXAZONIDE
Ap QUAD PHARMS

SUSPENSION; ORAL
PROGLYCEM

MED MKTG SPEC
13/3cheiive/

224 5A4 45

50M6
10046
1588/

AREALm

S0MG/ML

/edieny/

FNDI2RI Yua

JUN 01, 1988

N70787 001
AUG 02, 1988
N70783 001
AUS 02, 1988
N70776 001
AUs 02, 1988

N72431 001
APR 29, 1%88
N72432 001
APR 29, 1988
N72433 001
APR 29, 1988

N17425 001
N17425 002

INLF623/881/

N71%908 001
JAN 26, 1988

N17453 001
/n11483/d1/
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RICLOFENAC. SORIUM DXSOPYRAMIOE_PHOSPHATE
TABLEY, ENTERIC COATED; ORAL CAPSULE, CONTROLLED RELEASE3 ORAL
VoLTAREN DISOFYRAMIDE PHOSPHATE
CIBA PHARN 25kEn N19201 601 an KV PRARM EG_L00M DASEM N71929 001
JUL 28, 1988 A6 19, 1%88
Sohen Ni%201 002
JUL 28, 1988 8 SEARLE ES._100MB BASE N18655 001
76Mem N39201 003 JUL 20, 1982
JUL 28, 1968
DOPAMINE HYDROCHLORXDE
RICYCLOMINE HYDROCHLORIDE

INJECTABLE} INJEC‘I’!(N
SVRUP; ORAL

“BAXTER 8OMGZ200ML. N1961S 001

onmL ap
AA MERRELL DON 20MG/8M, NO7961 002 MAR 27, 1987
GCT 15, 1984 AP J60MG/100M, N19615 002
EEEveLOV e oL MAR 27, 1987
AA BARRE NATL A0MR/0M, NB4A79 001 AP 220M6/7100M1, N19615 003
MAR 27, 1987
640ME/100ML N19615 006
PIETNLCHBAMZIE Cime 168 RIS I8 " seis/dat/
R w ' s "G00
JXEOREIY I8 1888434/ 481/ : J0AR/233 11883
? LEDERLE LABS BEOMS N06459 001 143/ Pp il Nt ) / ﬁ‘#’}zg %gg%
4 ; de18/dds
DIFLORASONE DIACETATE feshprign/ /ﬂﬁﬁ.‘i:%#?;
O RSN Ot ACEAtE S
DOXEPIN HYDRCCHLORIDE
MR 9. 48 /ﬂ!/g}gﬁ{%ggé; CAPSULE; ORAL
2 UPJONN 0.05% N29259 001 ADAVEN
AUG 28, 1985 A8 PENNMALT £9_150M6 BASE N16987 007
APR 13, 1987
BONEFEN Bl
AB BARR LABS EQ_25M6 BASEM N71502 001
FEB 18, 1988
CAPsm.E; om. AB EQ 50MG BASEM N71653 001
e - FE 71654 001
;w %ﬁ s i; & " FE: 18, 1988
: LERDERLE LARS 28MB m75 go AB £9_100MG _BASEN FE:7i:fllgg;
SEA LABS £Q_75MG BASE! N71763 001
vl A - - o @ o N Fed 03, 1388
o FEB 09, 1988

N
W




BOXEPIN HYDROCHLORIDE
CAPSULE; ORAL
DOREPEN Hol,

LEDERLE LABS

PUREPAC PHARNM

CONCENTRATE; ORAL
DONEPEN HOL,
MY K LABS

DOXYCYCLINE HVCLATE

CAPSULE) ORAL

INTERPHARM

VITARINE

INJECTABDLE} RNJECTION
e

BEN VENUE LABS

TABLET; ORAL

INTERPHARN

KX DRUG PRODUCT LIST » CUNULATIVE SUPPLEMENT NRBER 11 7 JAN'83 - NOV'08

N71685 001
JAN 05, 1988
N71686 €O
JAN 05, 1988
N71673 001
JAN 05, 1%08
N71674 001
JAN 05, 1988
N71675 001
JAN 05, 1988
N71676 001
JAN 05, 1988
N72386 001
SEP 08, 1988
N72110 €01
SEP 08, 1968
N72387 001
SEP 08, 1988

N71918 001
JUL 20, 1988

N62763 001
SEP 02, 1960
N62763 002
SEP 02, 1988
N62780 001
APR 12, 1988

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

N62764 001
SEP 02, 1988

RROPERIOON,
INJECTABLES INJECTION
AP ABBOTT LABS 2. 588A1M
AP ASTRA PHARM PRODS  2,ENG/MLM
ap 2.8000n
ae 2,200
ap 2.8460m
AP DUPONT CRI CARE 2.546/MLn
AR LUITPOLD PHARMS 2.5M6 M
ap 2.5M464m
AP  GUAD PHARMS 2.5M6/Mn
ap 2.818/Mn
AP SOLOPAX LABS 2.5MGANLN
AR 2.8 Mn
AR 2.548/Mn
OROPERINOL S FENTANVL CITRATE
INJECTABLE} INJECTION
AP ABBOTT LABS 2.5M6/ML
ap %u PHARMA 2,5M5/1L
DYDROGESTERONE
TABLET; ORAL
GYNOREST
® KALI DUPHAR 5MG6
2 10MG
TABLELS /oL
/ %;ﬁggggsgﬂ; [/ 1308/
/1dve/

74

N71981 001
FED 29, 19808
N72018 001
OCT 20, 1988
N72019 001
6CT 19, 1988
N72020 001
OcT 19, 1988
N?72021 001
0CT 19, 1986
N71643 001
APR 07, 1988
N72123 001
0CT 24, 1988
N723358 001
0CT 249, 1968
N71%41 001
AUG 17, 1988
N71942 001
AUB 17, 1988
N71750 001
SEP 06, 1988
N71754 001
SEP 06, 1988
N71758 001
SEP 06, 1568

N71982 001
HAY 04, 1988

N16049 001

N17388 001
N17388 002




RX DRUG PRODUCT LIST » CLAULATIVE SUPPLEMENT NUMBER 11 » JAN'@8 - NOV'88

EREYATE CALCIUM DESORIUN
/rm,q/w
o
9 RIKER LABS 50045
EDROPHONTUN CHLORIDE

INJECTABLES INJECTION
&2  ORGANON AQBANm

ENALAPRIL_MALEATE
TABLET; ORAL

VASOTEC

HS4D RES LABS 2.84%6n

ENALAPRELAT
INJECTABLES INJECTION

VASOTEC

HSED RES 1ABS 1. 280600

ERINEPHRINE} LIDOCAINE HYDROCHLORIDE
INJECTABLE3 INJECTION
Sty Wa i M S
ABBOTT LABS

RERBRRERREREBR

ND8922 002

Na9%62¢ 001
HAY 23, 1988

N18998 €05
JUL 26, 1988

N19309 001
FEB 09, 1988

N8%635 001
JUN 21, 1988
N89649 001
JUN 21, 1988
N89645 001
AN 21, 1988
N89650 001
JUN 21, 1988
N89651 001
JUN 21, 1988
NB9644 001
JUN 21, 1988
NB9646 001
JUN 21, 1%88

1888463/461/
N85463 001

ERINCPHRINES LIDOCATNE. HYDROCHLORIDE
INJECTABLE; INJECTION

WXLO0ATME N/ BETNRIMENG
AP ASTRA PRARH PRODS  0,005MG/MLI0. G
ap 0,005MB/ML 324

aAp 0.005Me /ML 322

ERGOLOYD MESYLATES
TABLETS ORAL

ur "REHRISENY

QERDAL
2B CHELSEA LABS e
r}nm'; SUBLINGUAL
/ XAB3/ /4
& i
9 RIKER LABS 0.548
1y TR
i i
SERIMAL
1) CHELSEA LABS 0,518
e
ERVTHROMVCIN
SOLUTION; TOPICAL
ERYTHROMYCIN
AT NASKA PHARMA 27m
E18=22 .
AT PADDOCK LABS 2/m
TABLET, ENTERIC COATED; ORAL
>_4abp >
> ADD > AB BARR LABS 5oovGn
> ARD >
4 ERY-TAB
> ABBOTT LABS 500MG

N06288 013
N06483 018
NOV 13, 1986
N06488 019
NOV 13, 1986

d
I OR8]

Nag207 001
MAR 22, 1984

N86189 00
Na6les 00

N62957 001
JUL 21, 1988

N62687 001
FEB 05, 1988

N62999 001
NOv 25, 1988

N62298 002




RX DRUG PRODUCT LISY / CUMULATIVE SUPPLEMENT MRDER 11 / JAN'@8 - NOV'68

SUSPENSION; ORAL

ILOSONE SULFA
LILLY EQ 125MG BASE/S5ML3
EQ 600MG BASE/SMLM
ERYTHROMYCIN ETHVLSUCCINATE
TABLET; ORAL
& MYLAN PHARNS £9.400MG RASER
TABLET, CHEWABLE; ORAL
& ABBOTT LABS £Q.200MG DASEM

N50599 001
SEP 16, 1988

N62847 CO1

SEP 14, 1988

NB0297 003
JUL 05, 1988

N62759 001
HMAY 20, 1988

N52758 001
JUN 15, 1988

N50529 001

§N62586 001
JAN 04, 1988
N62586 002
JAN 0%, 1985

ERVYNROMVEIN STEARATE
T?BLET} ORAL
LR
9 BRISTOL LABS EQ 250M6 DASE
) EQ 25016 DASE

/
 PARKE DAVIS EQ 250MG BASE
? EQ 500M0 BASE
184/ A
EQ 125MG BASE

g e
et * iy

9 LEDERLE LABS EQ 250MC BASE
? EQ S00MG BASE
Ry, w
/éd/ /LA83/ /44 dddvd dddd/
3 PFIZER LABS EQ 500MG BASE
ESMOLOL_HYDROCHLORIOE
INJECTABLE; INJECTION
BREVIBLOC
DUPONT CRI CARE 10HG/MLN
ESTRADIOL
FILM, CONTROLLED RELEASE; PERCUTANEOUS
ESTRADERM
CIBA PHARM 0.05MG/29HR
0.1MG/20HR
4%/
1&%/

184/ RRerasnss I8 A4 A

26

4/
ity
N61304 001

N61887 001

ey

11¥d389/4d2/

260359 002

9
e
N62089 001
N62089 002

1881791/882/

N61791 002

N19386 001
AUG 15, 1988

N1%081 002
SEP 10, 1986
Nl9001 003




RX DRUB PRODUCT LIST ¢~ CLMULATIVE SUPPLEMENT NMADER 11 /7 JAN'8D - NOV®

ESTRONE
INJECTABLE3 INJECTION
ESTRONE
8P/ [81iRes/ A8/ 1580/ N88239/841/
[ STEUIS LABS SHG/HL. N85239 001
PR e/ 939/¢
Jiby PRERNIST i) ey
 PARKE DAVIS pthy iy NO3977 001
? G/ NO3977 003
ETINYY, ESTRADIOL
;;,n:um ORAL
e TN N 62444/ 44
L it sy
2 ORGANON 0.01H6 NO5490 003
2 0.05M6 NOSA90 002
ETHRNYL, _ESTRADIOL: NORETHINDRONE
TABLETS ORAL-21
HERET /80020
AR SEARLE PHARMS 0.035M03 3G N71480 001
APR 12, 1968
& N71043 001
APR O1, 1988
AR ORTHO PHARM 0.035MG:0, 546 AND MG N16354 001
JAN 11, 1982
TABLET; ORAL-28
AR SEARLE PHARMS 0. 035MG 3 Mg N71481 001
| - APR 12, 1968
BB NATSON LABS 0.035MG30,5MG AND IMGm  N71044 001
APR 01, 1588
[ ORTHD PHARM 2,03518:0.20 A0 N8  N18352 002
JAN 11, 1982
EniIopiZen on,
TASLE S
/II}E’ }ﬁﬁg I DECTION
{POURERA/ 1984/ IRdd198/861/

ETHIODIZED O%L

BEST COPY Avap ppiy

OIL3 INTRALVMPHATIC, INTRAUTERINE

ETHIODOL
SAVAGE LABS

EENOPROFEN CALCIWR

CAPSULE} ORAL

AM THERPTCS

CORD LABS

HALSEY DRUB

PAR PHARNM

QUANTUN PHARMCS

WATSON LaBS

DISTA PRODS
DISTA PRODS

TABLET3; ORAL
AM THERPTCS
CHELSEA LABS
CORD LABS
DANBURY PHARMA

HALSEY DRUG

27

99K

EQ_300MG BASEM

£Q_300MG BASEw

AUG 17,

s 17,
EQ_200MC DASEW

£9 _300Me DASEm

AUG 17,
AUG 17,
AUG 17,

L]
AUG 17,

]
AUG 17,

AUG 17,
EQ _600M6 BASEM

AUG 17,

1933
19g8
1988
1988

1988
1988

1988

¥O9190 001

N72307 001
AU 22, 1980
N72308 001
AUG 22, 1988
N72394 001
OCT 17, 1928
N72395 001
acT 17, 1988
N72355 001
JUL 05, 1988
N72356 001
JUL 05, 1988
N72437 001
AUG 22, 1988
N72438 001
AUS 22, 1988
N7221¢ 001
APR 14, 1928
N71738 001
APR 14, 1988
N7229% 001
JUL 08, 1988
N72293 001
JUL 08, 1988

N17604 002
N17604 003

N72309 001
JUN 16, 1988
N72407 001
JUN 13, 1988
N72396 001
ocT 17, 1988
N72602 001
ocT 11, 1988
N72357 001
JUL 05, 1988




RX DRUB PRODUCT

EENOPROFEN CALCIUM
TABLET; ORAL
A LEDERLE LABS u
s 17,
M HYLAN PHARMS
AUS 17,
a PAR PHARM
AUG 17,
A8 PRARN BASICS
AU 17,
a PUREPAC PHARM £Q_600M8 BASRw
B QUANTUM PHARNCS
AUG 17>
8 WATSON LABS
AUG 17,
) ZENKTR LASS £Q_600MG DASEw
& DISTA PRODS £8 60048 BASE
FERROUS SULFATE: FOLIC ACID
/W $/ oA/
mtm/mss/ /ishieid. 358/
@ LEDERLE LABS 182M6;0.33M6
ELECAINIDE ACETATE
TABLET; ORAL
TAMBOCOR
RIKER LABS BOMEE
150M6m
ELUQCINOLONE ACEVONIDE
CREAM; TOPICAL
AL 62N LABS 9,01
AL 9.925m

LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'GD - NOV'88

ELUOCINOLONE ACETONIDE

QIL; TOPICAL
DERMA-SMOOTHE/FS

N72326 001
APR 20, 1983
N72267 001
JUN 08, 1963
72629 €01
JUL 19, 1988
N72362 001
JUN 16, 1988
N7227¢ 001
HAY 02, 1%68
N721%% 001
APR 14, 1988
N72163 001
JUL 08, 1%68
N72587 001
AU 29, 1%88

N17720 QO

Fisee1/803/

06012 003

18830 004
AUG 23, 1%88
N18830 003
JUN 03, 1988

N89526 001
Jn 26, 1988
N§9525 001
JUL 26, 1988

g5

A

RILL DERN

OINTMENT3 TOPICAL

68N LABS

ELUOCINONEDE

CREAM} TOPICAL
ELUOGINONEDE
CLAV PARK LABS

ELVOROURACTL,

ap

ELUPHENAZINE HYOROCHLORIOE
INJECTABLE; INJECTION

TNJECTABLES INJECTION
ELUOROURACEL,
BEN VENUE LABS

QUAD PHARNMS

TABLET; ORAL

MYLAN PHARMS

0.01¥m

9,087

JUL 13, 1988 ¢

2oMeaiLm

N19482 001
FEB 03, 1988

N89524 001
JUL 26, 1988

N717%0 001
APR 25, 1%68

Na9508 001
JAN 26, 1988

NB83800 001
JuN 08, 1988

N89801 001
AUG 12, 1988
Na9s802 001
AUG 12, 1988
N89803 001
AUB 12, 1988
N39804 001
AUG 12, 1988



RX DRUG PRODUCT LIST / CULMULATIVE SUPPLEMENT NURMDER 11 /7 JAN'28 - Nov'es

ELUPHENAZINE. HYDROCHLORIOR
TABLETS ORAL
A PAR PHARNM b1, -]
] a6,
[ Riem
AR lotem
PERMITIL
BP  SCHERING 2.548
8P 5NB
T (e
7 fiiel
ELURAZEPAM HYDROCHLORIDE
CAPSULE}; ORAL
ELURAZEPAN HOL
1) HALSEY DRUG 1REm
AR 30w
AR SUPERPHARM 10Em
8 30hem
ELURBIPROFEN
TABLET; ORAL
ANSAZID
UPJOHN S0MGn
10006
EQLIC ACID
TABLET; ORAL
11 TR oy
@ BARR LABS e

N397a0 001
AUB 25, 1988
N397al 001
AUG 25, 1938
Ng97a2 001
AUG 25, 1988
Na9743 C01
AUG 25, 1988

N12034 C0%
N12034 005

/mm/e«/
d34/ds
i

N71808 001
JAN 07, 1%88
N71809 001
JAN 07, 1%88
N71659 001
auG 04, 1988
N716690 001
AJUG 0%, 1988

N18766 002
ocT 31, 1988
N18766 003
0CT 31, 1%8

4173/44
1T

JAN 08: 1986

> ADD > AT  PACO RES

EUROSEMIDE
INJECTABLES INJECTION

168 TR ey

AP MARNER CNILCOTT 200840
TABLET; ORAL
BROIBUDE
1 BARR LABS £OMGR
an DANBURY PHARMA a0Mew
GADORENTETATE DIMEGLIRINE
INJECTABLE; INJECTION
MAGNEVIST
BERLEX LABS 469, 01MG/MLI
GALLIM CITRATE, GA-67

INJECTABLE; INJECTIN
GALLIURY CITRATE

/ﬂf-ﬂilhﬂ#ﬁ/ IIMMW
3 MEDI PHYSICS IMCI ML

GENTAMICIN SULFATE
SOLUTION/DROPS; OPHTHALMIC

EQ MG BASE/MLn

SENTAMICIN SULFATE: PREDNISOLONE ACETATE

SUSPENSION/DROPS; OPHTHALMIC
PRED-G

ALLERGAN PHARMS €Q 0.3/ BASE;1/

29

4/4
W
N18420 001
FEB 26, 1982

N70100 001
JAN 26, 1988
N715%4 001
FEB 09, 1988

N195%6 001
JUN 02, 1988

181#148/d81/

N17700 001

N62932 001
NOV 07, 1988

N50586 001
JUN 10, 1988




RX DRUS PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT MABER 11 7/ JAN'S8 - NOV'6D

GLYCOPYRROLATE
INJECTABLE; INJECYION
SLYCOPYRROLATR
ap ABBOTT LABS 2.2M8A0m NB9393 001
JUN 15, 1988

SCLUTION/DROPS3 OPHTHALMIC

BT NSae

AL IPHARN 0.025M8M. 3 }
N62818 001
0CT 11, 1988
GUANARENZ ACETATE
it
TRIER/RIERST/LABS)  [RQU16NSIEASES IN1ds43/éd3/
13E9/87. [ 1982/
@ WYETH AVERST LABS  EQ 16MS BASE N18587 003
SEP 07, 1982
HALOPERIDOL
TABLETS ORAL
HALDOL SOLUTAB
13I0ERERL/LABS/ /ie/ 1813819/461/
@ MCNEIL PHARN e N17079 001
AR BARR LABS B N71212 001
JAN 07, 1988
8 bl N71173 001
JAN 07, 1988
1 20Me% N71177 001
JAN 07, 1968
A3 BOLAR PHARM 0,56 N71571 001
JUN 03, 1988
[ A N71572 001
JUN 03, 1988
I 2item N71573 000
JUN 03, 1988
I Bhign N71374 001
JUN 03, 1988
® 20M6m N71375 001
JUN 03, 1988
a2 206w N71376 001
JUN 03, 1938

Zo

RALOPERIDOL
TADLET) ORAL
HALDRER TR0
& CORD LABS A%
& 20t
VALORERTOO), LACTATE
CONCENTRATES CRAL
Ty T /44304 dast o/
AA MCNEIL PHARM £9.2M8 DASEAL
AR ROXANE LABS Q. 2M8 DASE/MIm
EINJECTABLE ) INJECTION
ap LEMMON EQ 56 DASEMIm
AR £Q 58 DASEAIM
AP £EQ 55 RASEAMLM
HEPARIN SODTUR
INJECTABLE} INJECTION
ap LYPROMED 20 _UNITS/MLn
AP 100 _UNZTSMilm
168) TR e et
AP
ap 100 _UNITS/AML

16 TR e A

2 LYPHOMED 5,000 UNITSAIL

N71210 001
WAR 11, 1988
N71211 001
MAR 11, 1%88

/iissdd/ it/

N15922 001

N72045 001
APR 12, 1988

N70713 001
MAY 17, 1988
N70714 001
Ay 17, 1988
N70744 001
MAY 17, 1988

N17029 017
DEC 05, 1985
N17029 018
DEC 05, 1985

/ngs2és/ o1/
NO5264 010

NO5264 015
MAY 21, 1985
NO5264 016
MAY 21, 1985

/813819/483/

N17979 003




RX DRUS PRODUCT LIST ¢ CRAMULATIVE SUPPLEMENT NABER 11 7 JAN'8 - NOV'08

HEPARIN SODIUN
nutcrm.n :m:crmu

HEPARIN SODIUM
TNJECTABLE nutcr:ou

ap LYPHORED 12000 UNITS/Mim N17029 013
DEC 05, 1985

ap 22000 UNITS/MLm N17029 O
DEC 05, 1985

ap 202000 UNETS/MLm N17029 015
OEC 05, 1985

a8 202000 UNITS/MLN N17029 016

BEC 05, 1985

/W lﬂi###/dd;l/

m, /muw

IART 23118887
2 ARBOTT LABS 10,000 UNITS/100ML N192339 003
HAR 2. 1985
AP BAXTER 200 \NITS/200ML N16609 oox
hi '/ R8s/ ' ¥ 69 dd
148/ / v:mws,‘: 468 ite et/ 455% ,J/[ “y
b : n.m_smmw 4539/44
ol ' e
2 ADBOTT LABS 5,000 UNITS/710024 N19339 002

MAR 27, 1988

200 UINITS/100M, N18609 002
ABR 28, 1982

148/ /Wuw 18884 : /nxmém.cs;
™, Mo bt | IS

5,000 UNITS/200ML N19339 00"0

MAR 27, 1985
2 10,000 UNITS/100ML N19339 002
MAR 27, 1985

=
=
o,
-~
S
=y
‘>
oY,
‘l-l.
_—

200 _UNITS/100ML N18609 003
APR 28, 1982

2/

& ORGANDN 1,000 UNITS/ML

5,000 UNITS/ML
10,000 UNITS/ML

; /
2 LYPNONED s.ooo UNITS/ML
? 10,000 UNITS/ML
20,000 UNITS/ML
HEXOCYCLIUM METHYVLSULFATE
fABLELS
/) ﬁ iy //SWL/
lélAﬁﬁdff/l.AéS/ 18808/
TABLET; ORAL
TRAL
ABBOTT LABS 25MG
HYDRALAZINE HYDROCH!LORYOE

TABLETS ORAL

DRA
16 TARERGIE  Jdny

@ PUREPAC PHARM 50MG

31

APR 11, 1986
NO0552 012
APR 11, 1986
ND0552 013
APR 11, 1986

[N13434/4d3/
N1 34337443/
/N11433/4d4/
N17033 002
N17033 003
N17033 006

/i1ds43/dd1/

N10599 001

1
I

N88178 001
AUG 15, 1983




CAPSULE} ORAL

REID RONWELL

RX DRUG PRODUCT LIST v CLRMULATIVE SUPPLEMENT NUMBER 11 / JAN'GD - NOV'88

281832515
S0MG; 5000

1isgiing/
1386 ishe/

N87608 001
FEB 08, 1982
Na7213 001

2

TABLET: ORAL

RESERPINE, HYDRALAZINE HCL AND HVDROCHLOROTHIAZIDE
1881 IRERSIROREYY/ /A58 18626116/ /N1218/481/
BR REID ROKELL 28MG15MG30.1M6 N38376 001
OCT 28, 1983
7 JisaiBars v/ /N#EIe/881/
FRESERPINE 'mmmmmm '/;;/ummxé%f'f” o83
1881 ILEOERLE/ LS/ ety INAi148/d81/
IRRFTI3: 18887
® LEDERLE LARS 25MB;15M5B30. 148 NB87709 001
MAY 13, 1982
HYPROCHLOROTHIAZIDE
SOLUTION: CRAL
AA MY K LABS S0Me/5Min 89661 001
JR 20, 1988
AA ROXANE LARS S0e/5, N88%8? 001
JUL 02, 1984
TABLETS I.
xﬂjlmx\;.xi At Y AN 9 “.d
j A R
2 BANMAX PHARMS 2506 N86369 001
] 50MG N83584 001
>_ADD > AB WARNER CHILCOTT 2515 NB7586 001
> > MAY 03, 1982
> ADD > AB soMe N87587 001
>_ADD > MAY 03, 1982

HYDROCHLOROTHEAZIDE
TABLET} ORAL
ﬁm/ TRy e
> DAY >/4d/ /8884/
> Y >
TABLET; ORAL
NORMOZIDE
T4crEding/ 1851814001/
2 SCNERING 25MG;900MG
A GLAXO 2516310040
.\ 2EMG 20016
4B 25463 30046
>_ADD > 3 25MG}400MG
>_ADD > .
144/ /%M 14ids10dd/
144/ /édidd00s/
/&d/ 14did 40 g/
:ﬂ:/ﬁ/ 128761488/
HYOROCHLOROTHYAZIDE S METHVLOOPA
TAB
B 'NOVOPHARR 153_'5;
AR 2516 250Me
AR 30MG;500M6n
AR SoMe ;3 500Men

32

4 4
s

N19046 004
APR 06, 1987

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

N71819 001
APR 08, 1988
N71820 001
APR 08, 1988
N71821 001
APR 08, 1988
N71822 001
APR 08, 1988




X DRUB PRODUCT LIST ¢/ CRAAULATIVE SUPPLEMENT NUMBER 11 /7 JAN'E8 - NN'M

HYRROCHLOROTHIAZIDES METHYLDOPA
TABLET; ORAL

28 RATSON LABS ABNG3 25000
4B 25MG3 250MEm
[ 301G 500M6m
& 3500MEm
[ ZENITH LABS A5G 250M6m
4 25065 250Mcm
A 3063 500M6m
a8 S018: S00Em
HYRROCHLORQTHEAZXDE PINDOLOL
TABLET3 ORAL
NGty remersier
2 SANDOZ PHARMS 25463 548
1448168/
2 25463 105

&8

a2 251G 80MGm
] WARNER CHILCOTT 256;90Mmm
& 25163 90Mem

16484/
RTS8

APR Np 1986
N71920 001
AUG 29, 1988
N71921 001
AUS 29, 1988
N71922 001
AUG 29, 1988
N71%923 001
AU 29, 1988
N71458 001
MAR 03, 1988
N71459 001
HAR 08, 1988
N71460 001
KAR 08, 1988
N71461 001
HAR 08, 1988

s
EoE

(|

o

1

o,
=

5%
NH\\

0

gug

s
:g P

ANV

It
(-]

98
g

» 1987

TS
s

a%}lﬂ
SE:
[

AVES

=

gz"'

)
-

G

N gRhy

—

10 S 34,
RENER

Sl

N72042 001
HAR 14, 1988
N72043 001
MAR 14, 1988
N71771 001
JAN 26, 1988
N71772 001
JAN 26, 1988

33

23
HYDROCHLOROTHTAZIDE 3, RESERPINE
TABLET: CRAL
HYDROCHLOROTHIAZIDE W/ RESERPINE
ST /218 Saaes INdS31/483/
2 PHARMAFAIR MNas421 00)
PR T T i "mehw“ / INA4844/441/
i, /m&.mmw nasansts
@ BARR LARS 0 001
] 50'”30 lam NOQ579 001
HYDROCHLOROTHIAZIDES SPIRONOLACTONE
TIBI.55 ORAL
“ I8H8341884)
Na7511 001
a8 v:nnms zﬁm ‘ N71737 001
FEB 12, 1988
TABLET; ORAL
HMAXZIDE-25M6
MYLAN PHARMS 25MG337.5MCn N19129 003
MAY 13, 1988
AR N72011 001
JUN 17, 1988
AB DANBURY PHARMA 50MB 3 75Men N71969 001
APR 17, 1988 ! JAN 15, 1988
2B PAR PHARM SOMG; 75MEn N72337 001
MAY 11, 1988
AB GUANTUM PHARMCS 3 75MGn N71980 001
APR 17, 1988 ! FEB 01, 1988
AB HATSON LABRS B0MG; 7506 N71851 001
NOV 30, 1988
HYDROCORTISONE
CREAM; TOPICAL
HYDROCORTISONE
AT  NASKA PHARMA P N89706 001
MAR 10, 1988
AT 2.5 N39682 001
MAR 10, 1988




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88 34

HYDROCORTISONE
CREAM3 TOPICAL
HYDROCORTESONE
AT NMC LABS p ¥ N87795 001
MAY 03, 1983
LIXDROTER
Al SYOSSET LABS N87427 001
/%/ APR 04, 1988
16t/ 11A8S/ 133 [N81148/441/
? IR/ 6371983/
LOTION; TOPICAL
BETA-NE
AT BETA DERM p R N39495 001
JAN 25, 1988
HYDRCCORTISONE
AT NASKA PHARMA I/ N89705 001
APR 25, 1988

OINTMENTS TOPICAL

mlnommoul) .
/'g'?ciw sy pssstresy

/Nadags/edd/
Can PHARMA p YA N80481 002
AT 7 N89704 001
A NASKA PHARHA a HAR 10, 1%88
TR OROCORTISONE
y InB3994/481/
I”I a/gﬂgltﬁél Iigl:gl 83999 001

N562874 001
MAY 12, 1988

AEROSOL; TOPICAL

EPIroaM
AT REED & CARNRICK 151m

: N86457 001
AT COPLEY PHARM 143am N89440 001
MAY 17, 1988
HYDROCORTISONE ACEVATE; UREA
CREAM; TOPICAL
GARMOL _HG
AT SYNTEX LABS 143207 N80505 001
AT THAMES PHARMA 14320% N89972 001
JUN 13, 1988
HYDROCORTISONE BUTYRAVE
SOLUTION; TOPICAL
AT GIST BROCADES 0.2% N19116 001
/k'%gg/ FEB 25, 1987
{/BROCADES/ 1612/ IN1911¢/461/
JFeR/28, 11483/
100030
AT OWEN LABS 0.1% N19819 001
OCT 15, 1988
HYDROFLUMETHIAZIDE
TABLET; ORAL
148/ 1868/ /Nasd31/dd1/
/A#/d&./iééi/
2 BOLAR PHARM S0MG
APR o 1983
>_ADD > HYDROXYPROPYL CELLULOSE
> ADD >  INSERT; OPHTHALMIC
>_ADD_> LACRISERT
>_ADD_> MS&D RES LABS 5MG N18771 001




HYRROXVZINE HVRROCHLORIDE
INJECTABLE3 INJECTION
6
16/

? ALTANA
@

SYRUP3 ORAL
Ad  NASKA PHARMA

TABLET; ORAL
2B HALSEY DRUS

&8
8
JEARRDERN
TABLET; ORAL
82  ALRA uaBS
&2
[}
4R  MALSEY DRUS
82 INvaMED
&
]
AR  MEDICOPHARMA
82  PRIVATE FMLTNS
AB  PUREPAC PHARM

RX DRUG PRODUCT LIST » CLMULATIVE SUPPLEMENT NRBER 11 7/ JAN'88 - NOV'@8

/i
/iddhi/
25MB/ML
BONG/L

DMIPRAMINE _HYDROCHLORTDE
TADLET) ORAL
IRI8/ 44 Wi
IHedlea s 3#2 2 / 2
/mm. / 9 LEDERLE LABS 10M6
m7273 201 ? 28MB
APR 20, 1982 /3 BOMG
NB?7273 002
APR 20, 1902 / G /
9%, ito]
2 BANMAR PHARMS 1006
NOB785 Q01 ? 28D
FEB 03, 1%88 2 S0MB
NI IN-101 OXVEAIINOLINE
v o2, 1988 IS ety
MAY 02, 1988 LE 3 4
Ned117 001 TR TGO/
MAY 02, 1988 VAR ok
N89396 001
MAY 02, 1988
INJECTABLE INTRATHECAL
INDIUR: IN-111 OXYQUINOLINE
AMERSHAM IMCIAML
N71058 001 INDOCYANINE GREEN
AUB 11, 1%28
N7105% 001 INJECTABLE: INJECTION
AUG 11, 1988 CARDRIO-GREEN
N71965 001 @ B=D MICROBIOL SVS 10MG/VIAL
aus 11, 1%23 25MB/VIAL
] Qﬂm/VIM.
B 05, 1988 ISVRES/AION  JaItAL/
FEB 05, 1%288 X
N72064 001 J4e VIAL/
JAN 1%, 1588
N72065 001
JAN 14, 1988 INDOMETHACIN
71938 001
JAN 1%, 1988 CAPSULE; ORAL
N71644 001
FEB 01, 1288 2B NOVOPHARN S5MEn
N72300 001
JUL 01, 1988 R S0MEx
N7196% 001
FEB 01, 1988

35

NB6269 001
N86267 001
N36268 001

183433/4d1/
/44
e

N83827 001
Na3827 002
N83827 003

N15044 001
DEC 23, 1985

N11525 003
N11525 001
N11525 004
N11525 002

B

N71342 Q01
APR 18, 1988
N71343 001
APR 18, 1988




INDOMETHACIN
CAPSULE; ORAL

-} VITARINE
4B

INSULIN PORK
INJECTABLE; INJECTION
/I;ﬁ}‘ N/

ILETIN I
LILLY

JOHEXOL

INJECTABLE; INJECTION
OMNIPAGUE 140
STERLING DRUG

>_ADD >
>_ADD >
>_ABD_>
WIP!Q.UE 180
[3/31ER NG /s /

STERLING DRUG

JOTHALAMATE MEGLUMINE

SOLUTION; INTRAVESICAL

CYSTO-CONRAY I
MALLINCKRODT

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'®8 - NOV'88
JRON_DEXTRAN

1548/ NS/

500 UNITSML

30.2/m

138841

38.84

17.2%

SOLUTION; INTRAVESICAL, URETERAL

CYSTO-CONRAY
MALLINCKRODT

434

1434
pe1)

N71711 001
JUL 05, 1988
N71712 001
JUL 05, 1988

/NL3931/481/

N17931 Q01

N18956 005
NOV 30, 1988

456/44
LTS

N18956 001
DEC 26> 1985

N17057 002

N17057 Q01

INL#dst/dd1/
INL#dst/d82/

36

INJECTABLE; INJECTION

/¢
/4¢/ #555&5»;/ /tQ-S!MMML/
8 FISONS Q 50MG IRON/ML
ISOETHARINE HVOROCHLORIDE
SOLUTION; INHALATION
> ADD > AN DEY LABS 0.17/%
>_ADD_> AN DEY LABS 0.087m
>_ADD >
>_ADD > AN 0.17m
>_ADD >
>_ADD_> AN 0.17/m
>_ADD >
>_ADD > AN 0,257m
>_ADD >
ISONIAZID
INJECTABLE; INJECTION
ZSONIAZID
AP QUAD PHARMS 100MG/ML
ap SRUIBB OMG/ML3t
TABLET; ORAL
144/ /3ddvig/
® DOW PHARMS 200MG
A LANNETT 300Mex

ISOSORBIDE DINITRATE

BC

BC

CAPSULE, CONTROLLED RELEASE; ORAL
DILATRATE-SR
REED & CARNRICK 40OMGat

ISORDIL
WYETH AYERST LABS 40MGat

36

/NL18d7/d81/

N17807 001

N87390 001

N89817 001
NOV 22, 1988
N39818 001
NOV 22, 1988
N89819 001
NOV 22, 1988
N89820 001
NOV 22, 1988

N89816 001
OCT 28, 1988

N08662 001

/n8d33d/dd2/

N80330 002

N89776 001
JUN 13, 1988

N19790 001
SEP 02, 1988

N12882 002
JuL 29, 1988




ISOSORDIDE DINITRATE
TABLET; ORAL

WYETH AVERST LABS

2B BARR LABS
8 CORD LABS
&8

]

B DANBURY PHARMA
&

8 PAR PHARN

TABLET3 SUBLINGUAL
ZRORDIL
NYETH AVERST LABS

DANBURY PHARMA

AP
4B
&3
E
A8 BARR LABS
AB CORD LABS
)+
AB
23

RX DRUS PRODUCT LIST / CLMULATIVE SUPPLEMENT MUAMBER 11 / JAN'88 - NOV'88

¥N12093 007
JUL 29, 1988
N12093 002
JUL 29, 1988
N12093 006
UL 29, 1988
N12093 005
JUL 29, 1988
N22093 001
JL 29, 1988

N87566 001
SEP 18, 1986
86221 oCl
JAN 07, 1988
N86223 001
JAN 07, 1988
§N89367 001
APR 07, 1988
86034 001
JAN 06, 1988
086032 001
JAN 07, 1988
N87%46 901
JAN 12, 19&3

GETREYN BRRAEE

2.5ven N12990 004
JUL 29, 1988
5en N12940 003
JUL 29, 1988
Joren N12940 005
JUL 29, 1988

love N87545 001
SEP 18, 1986
2.5M6m N86225 001
FEB 19, 1988
] N86222 001
FEB 19, 1988
2.5tcn N86033 001
FEB 26, 1988
BB N86031 001
SEP 29, 1987

37

ISOSORBIDE DINITRATE

TABLET, CONTROLLED RELEASE; ORAL
ISORDIL
MYETH AYERST LABS 400G

KETAMINE HVDROCHLORIDE
INJECTABLE; INJECTION
KETaLAR
ap PARKE DAVIS £9 10M5 BASE/ML,
ap EQ_S01E BASE/M,
Ap £9._100MG BASE/ZML
KETAMINE WL
ag QUAD PHARMS £8_ 101G BASE/Mim
ar £Q 501G BASE/MIM
ap £9_100MG BASE/MiM
LACTULOSE
sx/f;up, ORAL
148/ %ﬁ" é L/ogd/ /idgnéidi/
nenneu. DOW 106M/15MLE
EONSTELAC
1| ALRA LA&BS 106H/35MLR
CONSTULOSE
AR BARRE NATL 0GM/
LACTULUGE
aa MY K LABS 0GM/15MLM
1887  JRORANE/LASS/ /iden g/
SYRUP; ORAL, RECTAL
CEPHULAC
a8 MERRELL DOW oG/
EHoLAC
AR ALRA LABS 106M/15ML%
ENULOSE
AR BARRE NATL 106M/15MLn

37

WNi2g82 €01
JUL 29, 1%88

Nl6812 001
N1l6812 ©02
NW16812 003

N71949 001
APR 11, 1968
¥N71950 001
APR 11, 1988
¥71951 001
APR 11, 1988

/n17¢g3/881/

17884 001

71054 001
JUL 26, 1988

N70288 001
AUG 15, 1988

N71841 001
SEP 22, 1988

/ru?és%/ddi/

N17657 001

N71331 001
JUL 26, 1988

N71548 001
AUG 15, 1988




LACTULOSE
SYRUP; ORAL, RECTAL

SEHARLAD
A MY K LABS

sasvLoag
Yy KALT DUPHAR

LEUCOVORIN CALCIUM
INJECTABLE; INJECTION

BEN VENUE LABS
INTL PHARN

LEDERLE LABS

E R BRB

QUAD PHARIS

LEVOCARNITING
SOLUTION; ORAL

A SIGMA TAU

VEIACARY
A KENDALL MCGAM

LEYODOPA
Yo
1N/ Pidid/
7

2 ICN PHARMS
@
?

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 11 / JAN'es - NOV'@s

N71842 001
SEP 27, 1%88

N17906 001

N89717 001
MAR 28, 1988
N29352 001
JUN 01, 1988
NB89353 001
JUN 01, 1988
N08107 001
N08107 004
#MAY 23, 1988
NB9636 001
DEC 24, 1987

N18948 002
APR 27, 1988

N19257 001
APR 10, 1986

N16948 001
N16948 002

s S5

LEVONORDEFRIN; MEPIVACAINE HYDROCHLORIDE

INJECTABLE; INJECTION
AP ASTRA PHARM PRODS

INJECTABLE ; INJECTION

LEDOCATNG HDL
ap ABBOTT LABS
/, /iErigy/
7

LEMMON
?

INJECTABLE; INJECTION

[P
AP UPJOHN
LREoMYEIN HEL,
AP QUAD PHARMS

LISINOPRIL
TABLET; ORAL

#52D RES LABS

IMPERIAL CHEW

9.084G/Mh 3 27

207m
113/
L

2z

184 A4 Ad07 1539

38

¥B9517 001
APR 1%, 1988

¥89362 001
"Waicinlisty
g523/0031

183627 001
¥83627 002

M50317 001

N62764 001
MAR 14, 1928

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

19777 001
MAY 19, 1988
N19777 002
MAY 19, 1988
N19777 003
MAY 19, 1988




RX DRUG PRODUCY LIST / CLMULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88 39

LOPERAMIDE HYDROCHLORIDE MAPROTILINE HYDROCHLORIDE
/49 'mm‘ﬁ/ AL/ TABLET; ORAL
1B 1% , HAPRGTILIE Het,
TIRASSEN/PikfA/  [re/eis/ Wi9g41/dd1/ 48 AM THERPTCS 25Mem N72129 001
1W5/315/1984/ JAN 14, 1988
@ JANSSEN PHARMA 1MG/5ML N19037 001 AB soMca N72130 001
JUL 31, 1984 JAN 14, 1988
4B e N72131 001
JAN 14, 1988
LORAZEPAM AB MYLAN PHARMS 25Men N72284 001
OCT 03, 1988
TABLET; ORAL AB SoMea N72285 001
OCT 03, 1988
AR CORD LABS 0. 5Hen N71193 001 a8 75Me N72286 001
APR 15, 1988 CCT 03, 1988
AB Pl N71194 001 AB WATSON LABS 25tcn N72162 001
APR 15, 1988 JUN 01, 1988
AB 2Mme N71195 001 AB 5OMGH N72163 001
APR 15, 1988 JUN 01, 1988
AB WARNER CHILCOTT plic] N71038 001 AB 75MGu N7216% 001
JAN 12, 1988 JUN 01, 1988
AB 2o N71039 001
JAN 12, 1988
MECLIZINE HYDROCHLORIDE
LOXAPINE SUCCINATE TABLET; ORAL
ANTIVERT
CAPSULE; ORAL Al ROERIG S0Men N10721 001
JAN 20, 1982
AB HWATSON LABS EQ SMG BASEW N72206 001 MEBLEZINE .
JUN 15, 1988 AA PAR PHARM 50MGn N89674 001
AB EQ_1OMEG BASEM N72205 001 MAR 31, 1988
JUN 15, 1988
AB EQ_25MG BASEmM N72206 001
JUN 15, 1988 MECLOFENAMATE SODIUM
AB EQ_50MG BASEM N72062 001
JUN 15, 1988 CAPSULE; ORAL
MECLOFENAMATE SODIRY
AB LEDERLE LABS EQ SMG BASEM N17525 001 > ADD > 4B CORD LABS EQ_50MG_BASERM N72262 001
AB £Q_1OMG PASEM N17525 002 >_ADD > NOV 29, 1988
AB £Q_25MG BASEM N17525 003 >_ADD_> AB EQ_100MG BASEM N72263 001
AB EQ 504G BASEM N17525 004 >_ADD_> NOV 29, 1988
AB PAR PHARM EQ 50MG BASEm N72077 001
MAR 10, 1988
AB EQ _100MG BASEM N72078 001
MAR 10, 1988
AB PHARM BASICS EQ SOMG BASERW N71007 001
MAR 25, 1988
48 EQ_100MG BASEM N71008 001
MAR 25, 1988

37




MECLOFENAMATE SODIUM
CAPSULE; ORAL

AB  VITARIME
AR
MEFENAMIC ACID

CAPSULE; ORAL
AB  VITARINE

POHITHL
AB PARKE DAVIS PR

HEGESTROL_ACETAYE
TABLET3 ORAL
[} PAR PHARM

MEPENZOLATE BROMIDE
T80T 101 /0Ax/
TR

® MERRELL DOH

MEPROBAMATE
TABLET; ORAL
144/ !
@ MALLARD
144/  /PAR/BASHCS/
144/
® PHARM BASICS
]

RX DRUG PRODUCT LIST / CIRULATIVE SUPPLEMENT NUMBER 11 / JAN'83 - NOV'88

EQ_50MG BASEM

£Q_100MG BASEW

1454/
25MG/5ML

/4ddid/

/446dd/

20016
400H8

N71710 001
JUN 15, 1988
N71684 001
JUN 15, 1988

N72179 001
APR 21, 1988

N15034% 003

N72422 001
AUG 08, 1988
N72423 001
AUG 08, 1988

IN18619/ 44/

N10679 00%

/N15872/884]
o
Wi
INAR/18, 71982/

NB87825 001
MAR 18, 1982
N87826 001
MAR 18, 1982

HEPROBAMATE
TABLET; ORAL
4

>_DLT >/44/ ] (il
>_ADD > 2 STANLABS PHARM
MESTRANOL ; NORETHINDRONE
TABLET; ORAL-21
B
A8 SEARLE PHARMS
AB WATSON LABS
TABLET; ORAL-28
aB SEARLE PHARMS
AB HATSON LABS
MESTRANOL ; NORETHYNODREL
TABLET? ORAL-20
sas ToRdies
/2 SEARL'E
14y "R
? SEARLE
VETAPROTERENOL SULFATE
SOLUTION; INHALATION
ALUPEWT
AN BOEHR INGEL
DEY=-DOSE
AN DEY LABS

Y0

/4ddie/
400MG

005065 e

2. 05M65 e

/4:d1%ig!did/

0.075M655M6

IR HN T
0.146;2.5M6

9.9%
74

/N14474/044/

N16474 004

N71539 001
APR 12, 1988

N70758 001
JUL 01, 1988

N71540 001
APR 12, 1988

N70759 001
JUL 01, 1988

1818976/804/

N10976 004

/n18976/686/

N10976 006

18761 002
OCT 10, 1986

N70805 001
AUG 17, 1987




METAPROTERENOL SULFATE
SOLUTION; INHALATION

DEY=LUTE
AN DEV LABS
AN

AN ARMOUR PHARM

AN
/&Y [oEY/CABS/
/&/

AN MY K LABS
AN PACO RES

SYRUP; ORAL

>.nm>/“/ M’%MWHI
> _Agp_>

>_ADD > AA
>_ADD_>

MURO PHARM

TABLET; ORAL
P
BOEHR INGEL

AM THERPTCS

PAR PHARM

PHARM BASICS

EREERERE B BB

RX DRUG PRODUCT LIST / CUMULATIVE LUPPLEMENT NUMBER 11 / JAN'S88 - NOV'88

0.6%
0.337:
0.5/m

9.67m
/4:623/

N71786 001
AUG 05, 1988
N70804 001
AUG 17, 1987
N71806 001
AUG 05, 1988
N71805 001
AUG 05, 1988

N71275 001
JUL 27, 1988
N71018 001

/N? ﬁ /ddi/
et
1A06/14,/198%/

N72190 001
JUN 07, 1988
N71855 001
JUL 14, 1988
N71726 001
JUL 16, 1988

72423/44
iyt

N72023 001
SEP 15, 1938

N15874 002
N1587% 001

N7205% 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 00L
JAN 25, 1988

7/

HMETHADONE HYDROCHLORIDE

CONCENTRATE; ORAL
METHADONE
AR MALLINCKRODT 10MG/Min
METHADONE HCL INTENSOL
ROXANE LABS OME/M

| B
>

METHIXENE HYOROCHLORIDE
/flﬂlﬁf‘/d#ﬁll
/fﬁégﬂéﬁfllﬂﬁ$/ /{gg/

@ DORSEY LABS

METHOCARBAMOL
TABLET» ORAL

/484 7333? 3337 /8dévig/

3 BARR L 500MG
METHOTRERATE
JTABLET{/ORAL/
THOTHEXAT
i T

METHOTREXATE SODIUM

INJECTABLE; INJECTION

METHOTREXAT!
LEDERLE LABS

METHOTREMATE 30D
aP PHARMACHEMIE

EQ 1GM BASE/VIAL:m

EQ_25MG BASE/MLRA

TABLET; ORAL
METHOTREXATE

LEDERLE LABS EQ 2.5MG BASEm

METHOXSALEN
CAPSULE ; ORAL

ro/ Vs s

41

N17116 002

N89897 001
SEP 06, 1988

/n13428/4d1/

N13420 001

/i8s488/dd1/

N84488 001

/Ndgdds/dd2/

N11719 009
APR 07, 1988

N89158 001
JUL 08, 1988

NO8085 002

/Nddd4s/dd1/




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'88 - NOV'88

METHOXSALEN
CAPSULE; ORAL
8-MOP
ELDER PHARMS 10MG
METHYCLOTHIAZIDE
TABLET; ORAL
METHYCLOTHIAZIDE
4B CORD LABS 2.5M6u
4B SMGx
METHYLDOPA
TABLET; ORAL
METHYLDOPA
AB CORD LABS 125Mcn
a8 HALSEY DRUG 125MGH
28 250MGn
28 500MGH
AB SIDMAK LABS 125MGn
2B 250MGH
2B 500Men

METHYLPHENIDATE HYDROCHLORIDE
TABLET, CONTROLLED RELEASE; ORAL

PHENED

AB MD PHARM 20MGu
RETALIN-SR

AB CIBA PHARM 20MG%

NO9048 001

N89835 001
AUG 18, 1988
N89837 001
AUG 18, 1988

N71700 001
MAR 02, 1988
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

METHYLPREDNISOLONE
TABLET; ORAL

MEDROL
AB UPJOHN 26Mea
AB 32MGn

METHYLPREDNISOLONE
AB HEATHER DRUG MG
18P/ 1418/
AB PAR PHARM 16Men
AB 24Men
AB 32Meu

|

METOCLOPRAMIDE HYDROCHLORIDE

INJECTABLE; INJECTION
METOCLOPRAMIDE HCL

AP DUPONT CRI CARE EQ _10MG _BASE/2MLR
AP MAURRY BIOL EQ 10MG_BASE/2Mim
SYRUP; ORAL
METOCLOPRAMEDE MEL
A% BARRE NATL EQ_5MG_BASE/SMLm
TABLET; ORAL
CLOFRA
AB QUANTUM PHARMCS EQ 5MG BASEm
HMETOCLOPRAMIDE HE
AB SIDMAK LABS EQ_10MG_BASEm
REGLAN
AB ROBINS EQ 5MGC BASEM
METOCURINE IODIDI
INJECTABLE; INJECTION
METOCURTNE_TODIDE
AP QUAD PHARMS MG/M
METURINE TODIDE
AP LILLY 2MG/MLn

42

N11153 005
N11153 006

N85650 001
INBsesd/dd1/
N89207 001
APR 25, 1988
N89208 001
APR 25, 1988
N89209 001
APR 25, 1988

N70847 001
NOV 07, 1988
N70892 001
AUG 26, 1988

N71340 001
AUG 18, 1988

N72384 001
JUN 02, 1988

N71250 001
FEB 03, 1988

N17854 002
MAY 05, 1987

N89443 001
JUN 01, 1988

N06632 003




METOLAZONE
I
TRENVKLH/

MYKROX
FISONS

‘ METRONEDAZOLE

>_ADD > GEL; TOPICAL
>_ADD > METROGEL

>_ADD > CURATEK PHARMS
>_ADD >

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 /7 JAN'88 - NOV'LB

1838/

0.5M6

0.75/m

MEZLOCILLIN SODIUM MONOHVDRATE

INJECTABLE; INJECTION
MEZLIN
MILES PHARM

HINOXIDIL

SOLUTION; TOPICAL
ROGAINE
UPJOHN
TABLET; ORAL

MENODY,
AB QUANTUM PHARMCS

PAR PHARN

HITOMYCIN

INJECTABLE; INJECTION
MUTAMYCIN
BRISTOL MYERS

EQ 206M BASE/VTALM
EQ 206M BASE/VIALm

4OMG/VIALH

N19737 001
NOV 22, 1988

N505499 005
MAR 02, 1988
N62372 004
HAR 02, 1988

N19501 001
AUG 17, 1988

N72153 001
JUL 13, 1988

N71826 001
NOV 14, 1988
N71839 001
NOV 14, 1988

N62336 003
MAR 10, 1988

93

HORPHINE SULFATE

INJECTABLES INJECTION
4 ABBOTT LABS Q.5HG/MLR
ap AMG/MLM

TABLET, CONTROLLED RELEASE; ORAL

MS CONTIN
PURDUE FRORK 60MGx

NAECILLIN SODIURM

INJECTABLES INJECTION
MARSAM PHA:HS EQ 500MG BASE/VIALM
EQ_16M BASE/VIALW
£Q._2GM BASE/VIALR
EQ_4GM BASE/VIALM

0 ASE/VIALM
EQ 1.5GM BASE/VIALM

Bk kRBEIR

NAEVIFINE HYDROCHLORIDE
CREAM; TOPICAL

NAFTIN
HERBERT LABS 1/m
NALIDIXIC ACID
TABLET; ORAL
HALTDINIC ACTD
aB DANBURY PHARMA 250Meu
JUN 29, 1988
AB 500MGH
JUN 29, 1988
a8 Gt
JUN 29, 1988 :

a3

N71849 0Vl
MAY 11, 1988
N71850 001
MAY 11, 1988

N19516 002
APR 08, 1988

N62844% 001
OCTY 26, 1988
N62844% 002
OCT 26, 1988
N6284% 004
OCY 26, 1983
N62844 005
OCT 26, 1988
N63008 001
SEP 29, 1988
N62844 003
OCT 26, 1988

N19599 001
FEB 29, 1988

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




RX DRUS PRODUCT LIST / CLAULATIVE SUPPLEMENT MNUMBER 11 /7 JAN'@8 - NOV'88

NALOXONE HYDROCHLORIDE
INJECTABLE; INJECTION
AP DUPONT CRI CARE 0. 4MG/MLR
AR p LT
AR ANeMn
ap ELKINS SINN 0.02MG/MLR
AP AMeAlm
AP JMeANm
AR AMEALE
AR INTL MEDTN SVS AMG/MLE
AP AMeilm
AP MARSAM PHARMS 0.4MG LM
NITROFURANTOIN
JEARSOLE 1/dhd/
LRGP URANTSIN/
T
: riid
[iddvd/
100M6
NITROFURANTOIN SODIRY
2.2 £
/il}i ég%ﬁﬂ.liﬂ#dﬂ/

INORAICH/ERTOY /g.gmw/mtmw

@ NORWICH EATON 180M5 BASE/VIAL

N71083 001
JUL 28, 19088
N71084 001
JUL 28, 1988
N71311 001
JUL 28, 1988
N71272 001
HAY 24, 1988
N71273 001
MAY 24, 1988
N71274 001
MAY 24, 1988
N71287 001
MAY 24, 1988
N72076 001
HAR 24, 1988
N72115 001
APR 27, 1988
N71811 €01
JUL 19, 1988

i84326/481/
N84326 001
1i84326/843/

N84326 002

/i8das/edd/
N80447 002

10124421448/

N12402 001

19

NITROEURANTOIN, MACROCRYSTALLINE
CAPSULE; ORAL

g “NORRICH EATON 50MG
A8 BOLAR PHARM S RN
a3 100hGa
NITROGLYCERIN
INJECTABLE; INJECTION
HETROGLYCERTN
AP LUITPOLD PHARMS EMG/MLM
Sesin
OINTMENT; TOPICAL
NITROGLYCERIN
ALTANA 2
NEZATIDINE
CAPSULE; ORAL
AXTD
LILLY 150MGn
300MGH
NORTRIPTYLINE WYDROCHLORIDE
CAPSULE; ORAL
AVENTYL HeL
B0  LILLY EQ 10MG BASE
185 1R/ /EASE
188/ /E%#ﬂﬁ/l“#/
PAMELOR
BD  SANDOZ PHARMS EQ 10MG BASE
168/ P/ /EASE
188/ [Ed/ 2318 /8ksE/

N16620 001
N16620 002

N70248 001
JUN 264, 1988
N7024%9 001
JUN 24, 1988

N71492 001
MAY 24, 1988
N72034 001
HMAY 24, 1988

N87355 001
JUL 08, 1988

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

N14684 001
INLdeadsdsa
Iidzaardss!

N18013 001
iLad13/at/
e




X DRUG PRODUCT LIST /7 CLAULATIVE SUPPLEMENT NUMDER 11 » JAN'88 - Nov'ea 45

NYSTALIN OXAZERAN
CREAM; TOPICAL CAPSULE3 ORAL
HYSTATIN QHAZERNY
AL  NASKA PHARMA 100,000 UNIYS/Gtm N62949 001 AR AM THERPTCS 10MGR N71955 001
JUN 13, 1983 MAR 03, 1983
a8 25Mem N71956 001
SUSPENSION; ORAL MAR 03, 1988
tEvaTaN £p 20MG N71957 001
)  THAMES PHARMA 100,000 UNITS/NLM® N62876 00% MAR 03, 1988
FEB 29, 1988 > ADD > AB  BARR LABS I0M8 N70957 001
> 40D > AUG 10, 1987
AR 151G N71025 001
QCTREOTIDE ACETATE AUG 10, 1567
AB 30M8 N71026 001
INJECTABLE; INJECTION
SANDOSTATIN >_ LT > /8f/ /1dvs/ /nmsﬁm/
SANDOZ PHARNS EQ 0.05M6 BASE/MLR N19667 001 > DT> JA0E/14., /19 LYl
0CT 21, 1988 188/ 11808/ NG ,5/6 1/
EQ 0.1MG BASEANLN N19667 002 MU#/H./H vl
ocT 21, 1988 168/ 13d%/ /NP1d28/4d1/
EQ 0.5MG BASE/MLX N19667 003 JH08/14./1983/
oCcT 21, 1988 AB  CHELSEA LABS 10Mam N71661 001
MAR 02, 1988
aB 15MGH N71662 001
OXACTLLIN SODIUM HMAR 02, 1988
a8 30MGu N71663 001
INJECTABLE; INJECTION MAR 02, 1988
DACTOOELL 4B CORD LABS 20MGn N71813 001
AP BEECHAM LABS EQ 10GM_BASE/VIAL N61334 010 APR 19, 1988
AB 25M6x N71756 001
AP MARSAM PHARMS EQ_250M6 BASE/VIALM N62856 002 APR 19, 1988
OCT 26, 1988 aB 30Meu N71816 001
AP EQ_500MG BASE/VIALM N62856 002 - APR 19, 1988
OCT 26, 1988 1881 IRYLAY/ PdRRS/ lidie/ /N##S/“:l/
ap £9_16M PASE/VIALM N62856 003 1661/2 6»/1"#/
0CT 26, 1988 188/ 1189/ INLH14/dd1/
& I ot a6, 1908 189/ 1360/ e
AP EQ 46 BASE/VIALM N62856 005 ' 1061/28,1198%/
oCT 26, 1988 3 MYLAN PHARMS 10M6 N71713 001
AP EQ_)0GM BASE/VIALR N62984 001 OCT 20, 1987
SEP 29, 1988 ) 1546 N71714 001
OCT 20, 1987
AP  BRISTOL LABS EQ_250MG BASE/VIAL N50195 001 2 30M6 N71715 001
AP EQ_250MG BASE/VIAL N61490 001 OCT 20, 1987
AB  PUREPAC PHARM 10Mex N72251 001
APR 16, 1988
a8 25MGx N72252 001
APR 14, 1988
AB 30Men N72253 001
APR 14, 1988




>_ADD >
>_ADD >

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / UAN'S88 - NOV'88
OXYTETRACYCLINE HYDROCHLORIDE

OXAZEPAN

CAPSULE; ORAL
aB ﬁ%&% LABS 10M6
AR A5ME
a8 2018
/8¢/ /ids/
188/ 1188/
18¢/ 134/
AB WYETH A0MG
% 1546

8/ [1de/
fon! fiie)
AB QUANTUN PHARMCS 10MGm
.\ 15MEm
4 204
OXYBUTYNIN CHLORIDE

TABLET; ORAL
A8 MARTON LABS e
a8 PHARM BASICS S
AB SIOMAK LABS BMGR
OXYPHENCYCLIMINE HYDROCHLORIDE

TABLET. ORAL

/ﬁﬁﬁ¢ﬂlﬂ/&lﬂ$/ 1idis/
PFIZE 1046

CAPSULEi ORAL

N70943 001 /
AUG 03, 1987
N7094¢ 001

? PUREPAC PNARH

EANCURONIUM BROMIDE
INJECTABLE; INJECTION

ELKINS SIMNN

N15539 004
/3???39/“3/

dd4
Il

N70650 Q01
MaR 01, 1988
N70640 001
MAR 01, 1988
N70641 001
MAR 01, 1988

“ASTRA PHARM PRODS

QUAD PHARMS

ORGANON

Bk R EEERRE RBRERK

N17577 001 PARAMETHADTONE
N70746 001 TEREENTRATE 1/S84)/
MAR 10, 1988 Y/
N71655 001 148/ 1/LA83/
NOV 14, 1988
SOLUTION; ORAL

PARADIONE
AA ABBOTT LABS

/8L1g12/ 481/

N11612 001

Y6

/84 dedud ‘dagd/

EQ 250MG BASE

JMs/Mle
aMe/tiu

/486da i/

%6

/N8ds3s/ddi/

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

18880/ 882/

N0680D 002



BEST CODY Avan Amts

RX DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'83 - NOV'es

PENICRLLAMINE
CAPSULE; ORAL
CUPRIMINE
MSaD N19853 002
/1##&#/ /N34336/4483/
N10853 001
/£$dﬂ$/ /N84338/4d1/
TABLET; ORAL
DEPEN 250
WALLACE LABS 250MG N19854 001
14868/ /NBd481/481/
PENICILLIN & POTASSILM
INJECTABLE; Imscuou
AP MARSAM PHARMS S 1,000,000 UNITS/VIALM  Ns2991 001
SEP 13, 1968
AP 5,000,000 UNITS/VIALM N62991 Q02
SEP 13, 1988
AP 10,000,000 UNITS/VIAL®  N62991 003
SEP 13, 1988
AR 20,000,000 UNITS/VIALKR  N6299) 004
SEP 13, 1988
AP SQUIBB 10,000,000 UNITS/VIALM N60362 004
POWDER FOR RECONSTITUTIONS GRAL
164/ ' B 4642444 it di/ IN81148/448/
3 PUREPAC. PHARM 400000 UNITS/EML N6174D 002
TABLET; ORAL
/ reyz 1444’ INGis88/dds/
/ RN /N618381463/
@ PUREPAC PHARM 250,000 UNITS N61588 002
3 400,000 UNITS N61588 003
PENICILLIN G SODTUM
TNJECTABLE; INJECTION
PENICILLIN G SODIUM
MARSAM PHARMS 5,000,000 UNITS/VIAL  N63014 001
SEP 13, 1988
’S@I#/S#/ 15,806,848/ L18/VEAL)  hg1$38/d61/
@ SQUIBB S 5,000,000 UNITS/VIAL  N61935 001

184/

PENECILLIN V. _POVASSIUN
PORDER FOR RECONSTITUTION; ORAL

T /4 dddid ‘adisdiL/

EQ 250MG BASE/BML

3 PUREPAC PHARH

TABLET; ORAL

> ADD > AB  CLONMEL CHEMS EQ _250MG BASEM
> Ann >
:_ED.L’ 4B £9_500ME BASEM
/ TPUREPAC/ PrRs/ /
g% 9 PUREPAC PHARM gg‘éégge’é gall
3 EQ 500MG BASE
PERPHENAZINE
JEAGOLM T
TRAL
! /Séﬁggf‘t/&/ /e /eny/
@ SCHERING 2MG/5ML

B e B iy e ey By

/
/
/
/
/
y
3 BARR LABS 35MG
? 35MG
a 35M6
) 35MG
? 35M6
? 35M6
3 35MG
TRAZINE HYDROCHLORID
JTRABEELS [ORAL/
/PRELUBIN/
JBOEHR/INSEL/ /éss/
3 BOEHR INGE 2516

47

/N1 188/d62/

N61758 002

N62936 001
NOV 25, 1988
N62935 001

11/44
W

N61571 003

IN11294/ 882/

N11294 002

N8364% 001
N83684 001
N83686 001
N83687 001
N84831 001
N84834 001
N84835 001

/Nidded/dds/

N10460 005




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMDER 11 / JAN'88 - NOV'88

PHENTERMINE RESIN COMPLEX
CAPSULE, CONTROLLED RELEASE; ORAL
JONAMIN-30
AB PENNRALT EQ_30MG BASEM N11613 002
a8 QUANTUM PHARMCS EQ_30MG_BASEM N89120 001
FEB 04, 1988

SYRUP; ORAL

dddda/dd
iy
PIPERACETAZINE
/TABLEL S/ oRAL/
/‘%gfafmmw /1dis/ INL3815/484/
9 DOW PHARMS 104G N13615 001
/Ess/ 3615/ 462/
? 25M6 N13615 002

PORDER FOR RECONSTITUTION; ORAL

>_ADD > -

>_ADD > AR E2ZEN 236GM/BOT 32, 97GM/BOT 36, 74GM/BOT 3
>_ADD > 5.86GM/BOT32R. 74GM/BOTW  N71278 001
>_ADD > NOV 21, 1988
>.ADD > AA BRAINTREE LABS 2366M/BOT ;2. 97GM/BOT 3

36.746M/80T;
2.866M/BOT322. 766M/BOTM  N19011 001
JUL 13, 1984

SOLUTION; ORAL

ocL
13/ 488811/ 1483/ ﬁéﬁ{é ,};ﬁ S?ﬁfidﬂﬂﬂ.fiﬂwfi“ﬁﬁ‘/
132960 6 e/ [N1d2d4/dd1/
JRPRI38,/ 1488/
ABBOTT LABS 6GM/10CML 3 75MG/100ML 3 168MG/100HL 3
146MG/100ML
1. 29GM/200ML N19286 001
APR 30, 1986

"2’

POXDER FOR RECONSTITUTION; ORAL

! %%Sﬁin

R T

Pt
84 DVNAPHARM 227, 1GN/PACKET; ;
6, 36GM/PACKET 5, KET;
21, SGH/PACKET™ N71320 001
APR 20, 1988
AA REED & CARNRICK 227, JGH/PACKET 32, 82GM/PACKET S
6, 36GM/PACKET 35, SIGM/PACKET S
N18983 004
OCT 26, 1984
POLYMYXIN B SULFATE: TRIMETHOPRIM SULFATE
SOLUTION/DROPS; OPHTHALMIC
POLYTRIM
BURROUGHS KELLC 10,000 UNITS/MLS
EQ 1IMG BASE/MLM N50567 001
OCT 20, 1988
POTASSIUM AMINOSALICVLATE
JOOER S IR
i YEAT
P AOSAACI AL [88848/861/
@ HEXCEL CHEM 1007 N80098 001
POTASSIUM CHLORIDE
CAPSULE, CONTROLLED RELEASE; ORAL
2B ROBINS 210MEQ N18238 002
), J18e¢/ " INi8sis/ads/
o P v
4B KV PHARM 10MEQ N70980 001
i/ J168e8) TRdeae)da/
/ i IEyegicr]




RX DRUG PRODUCT LIST / CLRULATIVE SUPPLEMENT NUMBER 11 7/ JAN'83 - NOV'&8 49

BRALIDOXIHE CHLORTOE
maecuaua 3 INJECTION

POTASSIUM CHLORIDE
GRANULE FOR RECONSTITUTION, CR3 ORAL
MICRO-K LS
ROBINS 20MEQ/PACKETH N19561 003
AUG 26, 1988
INJECTABLE; INJECTION
AP STERIS LABS 2MEQ/MLN N89163 001
MAR 10, 1988
TABLET, CONTROLLED RELEASE; ORAL
POTASSIUM CHLORIDE
BC  ABBOTT LABS SMEGM N18279 002
AUS 01, 1988
POTASSIUM CHLORIDE; SODILRY CHLORIDE

INJECTABLE 3 INJECTI(N

AP
200MGZ100MLKl N19686 001
OCT 17, 1988
L
a "
900MG/100MLM N19686 002
OCT 17, 1988
POTASSIUM CITRATE
PONDER FOR RECONSTITUTION; ORAL
POTASSIUM CITRATE
UNIV TEXAS 10MEQ/PACKE TR N19647 002
oCT 13, 1988
20MEQ/PACKETH N19647 001
OCT 13, 1968
TABLET, CONTROLLED RELEASE; ORAL
POTASSIUM CITRATE
UNIV TEXAS SMEQ N15071 001
Jrr AUG 30, 1985
TN/ TERAS/ /o1Ed/ [N13471/481/

JRU8/38:/ 1388/

ACY/VIALA N7222¢ 001
NOV 23, 1988
ap WYETH AVERST LABS  1GM/VIAlLa N14134% 001
PRAZOSIN HYDROCHLORIDE
CAPSULE; ORAL
AB PFIZER LABS MG N17442 002
4B aMen N17442 003
AB SMem N17642 001
a8 ZENITH LABS AMGu N7199 001
MAY 16, 1989 : SEP 12, 1988
AB 2MGm N71995 001
MAY 16, 1989 : SEP 12, 1988
aB e N71745 001
MAY 16, 1989 : SEP 12, 1988
PREDNISOLONE
TABLET; onAL
PREDN
8% /SM#MﬁS/ 188/ /Ng443é/dd2/
/S EﬂKNE/ EMG N8GG26 002
183/ /PFIPHA#M#S/ 1818/ /N89994/4d1/
? PFIZER L MG N09996 001
ONE_S0 p HATE$ SULFACETAM ODIUM

SOLUTION/DROPS; OPHTHALMIC
VASOCIDIN

IOLAB PHARMS EQ 0.237 PHOSPHATE;10/3 N18988 001

AUG 26, 1988

PREDNISON

SOLUTION; ORAL
PREDNTSONE

Y MY K LABS EMG/EMLY N89726 001
AUG 02, 1988

AR ROXANE LABS EMG/BMLY N88703 001
NOV 08, 198G




RX DRUG PRODUCT LIST » CWULATIVE SUPPLEMENT NUMBER 11 /7 JAN'aa - NOV'@8

PREDNISONE
TABLET; ORAL
AR SUPERPHARM )
AR p L
B 2046
8y 1816/
sy 11%%/
sy 1ide/
PROBUCOL
TABLET; ORAL
LORELCO
MERRELL DON 500MGR
PROCAINAMIDE HVDROCHLORIDE

CAPSULE) ORAI.

? 50018
INJECTABLE; INJECTION

PROCATNAMEDE HOL
AP RARNER CHILCOTT 100MG/MLR

PROCHLORPERAZINE EDESYLATE
TNJECTABLE; INJECTION

AP ELKINS SINN

N88ass 001
OCT 25, 1984
Naga6s 00l
oCT 25, 1984
N38867 001

N17535 002
JUL 06, 1988

N86952 001
NB86943 001

Na9528 001

MAY 03, 1988

N89523 001
HAY 03, 1588

PROCHLORPERAZINE EDISYLATR
maacuste; INJECTION

AP QUAD PRARIS. "EQ_SMG_BASE/ML
AR EQ_BMG_BASE/MLR
AR STERLING DRUG EQ_5MB_BASE/Mim
PROMETHAZINE HYOROCHLORIDE
INJECTABLES INJECTION
PREVETHATINEG BBY
AP MARSAM PHARMS 25MG/MLM
AR S0MG/MLR
TABLET3 ORAL
180 TRRRIVAES] | el
i i
2 BARR LABS 12.5M6
-] 25M6
] 50MG
PROPIOLACTONE
SOLUTION; IRRIGATION
BETAPRONE
FOREST LABS N/7AR
PROPOXYPHENE HYDROCHLORIDE
CAPSULES ORAL
14/
65MG

3 BANMAX PHARMS
188/ /eAsi/Lags/ 148/
9 BARR LABS 654G

B0

NE9637 001
FEB 01, 19568
N89638 001
FEB 01, 1988
N89703 001
APR 07, 1988

N89463 001
MAY 02, 1988
N89477 001
MAY 02, 1988

N8a554¢ 001
N84557 001

N11657 001

IM#M/MII
/ﬂﬁ!i#/ﬂﬂi/

N83186 001




KRR DRUG PRODUCT LIST ¢/ CLAMULATIVE SUPPLEMENT MABER 11 7 JAN'88 - NOV'08

PROPRANOLOL. HYDROCHLORIDE
TABLETS ORAL
m Thwe o o
a2 20iem
& 40Mem
an $oMem
&R S0Mem
8 20Mew
82 LEDERLE LABS 0Me
& 20hEm
4 aohen
ap £0ken
T 146/
 LEMMON 1018
144/ 1PARE/0RLS/ /idsd/
AR SIDMAK LABS 0Men
8 20Mem
a2 4otem
&n $0Ese
an a0iEn
&8 20Hem
AR  SUPERPHARM A0MGw
& 0¥
a2 a0peR
a8 G0t
AD  NARNER CHILCOTT 048

N71658 001
JUL 05, 1988
N71687 001
JUL 05, 1988
N71683 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
JR 23, 19068
N72119 001
JUN 23, 1988
N72120 001

/é'}/éf’ e
N70232 001

/Nidd#d/ddi/
/m/#,/xw
2 001
APR 06, 1988
N71973 001
APR 06, 1988
N71976 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
N70638 001
SEP 15, 1986

5/

BROPRANOLOL_HYDROCHLOREDE
TABLET) ORAL
o TEumiss o
an 20ew
ap 40MEw
an $0Mew
[ 0MGm
EROTAMINE _SULFATE

INJECTABLE; INJECTION

iy s

? UPJOHN 50MG/VIAL
] 250M6/VIAL
QUENESTROL
JAL, 1A /am'/
ey o
2 PARKE D 0.1M6
14.4%/
? 0.2MG
SUINIDINE SULFATE
TABLET} QORAL
SUINIDINE SULFATE
AR CORD LABS S00HGH

51

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

NO7413 002
AUB 02, 1984

/N1£768/ 442/

N16768 002

/N18188/d43/

N16768 003

N89839 001
SEP 29, 1988




RX DRUS PRODUCT LIST ¢ CUMULATIVE SUPPLEMENT MRBER 11 7/ JAN'22 - NOV'8S

RAUNOLFIA SERPENTINA
TABLETS ORAL
RAUVAL
BP VALE CHENM [y o]
* 1 Py
) Fidiees
RESERPINE
TABLET: ORAL
RESERPINE
1881 TRARRIVAES/ 14:4888/
9 BARR LABS 0.25¥6
RESERPINE; TRICHLORMETHIAZIDE
IHA8LELLIORAL)
PR oty el Pt

GRANULE, EFFERVESCENT: ORAL
BARCS
LAFAYETTE

MR hegd/

SODIUR CHILORIDE

INJECTABLE: INJECTION

it v i
ap KENDALL MCOAN

460MB/613420M8/61

14688 /8 IS2 00V

NO9108 C02
Mde1da/dess
INgs168/884¢

1888341/963/

Nap721 002

INas3ss/ 81/

dNa524n 001

JN8aged/ds1/

NB4228 001

N18509 001
Nidgssiddl)
JAOS/87: 119487

N19638 €02
MAR 09, 1988

52

ki b s
AR ABBOTT

SODIRY. CHLORIDE

INJECTABLE; INJECTION

. &

LORED
LABS

AP KENDALL MCGAW

TRAVENOL LABS

CAPSULE3 ORAL

SODIUM IODIDE I 131
/ALY

Ierdt/

@ MALLINCKRODT

SODIUM NITROPRUSSIOR

INJECTABLE; INJECTION

NITROPRESS
ABBOTT LABS

abad U ali ey 0
AR KENDALL MCGAW
AP TRAVENOL LABS
AR
ap

L R LR M.
KENDALL MCGAW

18.8-1488ct/

N19759 Q01
JUN 08, 1988
N19635 001
AR 09, 1988

N19217 001
JUL 13, 1984
IN19213/481/

100113511984/

N19635 003
MAR 09, 1988
N1%022 001
NOV 01, 1983

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

1018818/ dd2/

N16515 002

N71961 001
AUG 01, 1988

/igdsit/ddt/

N30516 001




SPIRONOLACTONE
TABLET3 ORAL

148/

@ LEDERLE LABS

SULEACETAMIDE. SODIUM

RX DRUG PRODUCT LIST / CLMULATIVE SUPPLEMENT NMABER 11 /7 JAN‘'8D - NOV'08

/i
256

SOLUTION/DROPS; QPHTHALMIC

AT  STERIS LABS

SULEANETHOXAZOLE
uaum ORAL

SULEXSOXAZOLE
TABLET; ORAL

/48/
148/ /l-tﬂfﬂ!-!/m!#l

@ LEDERLE LaBS

pLe )

200MG/5M, 390MG/5MLn
200ME/5, 3 40MO/5MLa
200MG/5ML 39010/ 5MLn

/486dd/

so0MG

818347481/
N8763¢ 001

NB9560 001
0CT 18, 1988

1144/dd
vt

Na718% 001
JUL 25, 1983

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

/084d31/6d1/
N84031 001
1N8H64o/ 881/

NB7649 001

53

HES LUPY AVALADLE

SULINDAC
TABLET; ORAL
aB MS2D A50MGa
AR 200MGm
an AM THERPTCS 150MGx
Ap 200G
AB DANBURY PHARMA 150MEn
48 200HGm
XNJEC‘[ABLB IN.gEt:TmN
18y " )
a MEDL [ Y/sxcs
rapy ! FoiiaRaesy Il
osnoscm
MALLINCKRODT WA
JEMAZERAN
CAPSULE; ORAL
2B CORD LABS A5EMG
48 3omMem
aB DURAMED PHARMS ABHG
AB 30Men
JERAZOSIN HYDROCHLORIDE
TABLET; ORAL
HYTRIN
13/ 488911/ LABS/ /ids/
ABBOTT LABS 10M6

APR 03,
APR 03,
APR 03,

APR 03,

1990
1990
1990

1990 :

83

N17911 001
N17911 002

N72171 001
MAY 23, 1988
N72172 001

? MAY 23, 1988

N71891 001

t MAR 03, 1988

N71795 001
MAR 03, 1988

INL26611441/

N17667 001
/448484y 8t/

N17454 001

N71427 001
JAN 12, 1988
N71428 001
JAN 12, 1988
N71708 Q01
SED? 29, 1988
N71709 001
SEP 29, 1988

4ds1/dd4
/I(!-/ﬁ} d7, ./,{451;

N19057 004
AUG 07, 1987




JERCONAZOLE

SUPPOSITORY; VAGINAL

TERAZOL 3
ORTHO PHARM

JESTOSTERONE CYPIONATE
INJECTABLE; INJECTION

A0 PHARMS
a0
JETRACYCLINE HVDROCHLORIDE
CAPSULE; ORAL
a8 LABROS ATRAL
&8
AB  VITARINE
IHEOPHVLLINE
ELIXIR; ORAL
THEORIYLLING
BA  NASKA PHARMA
aA THAMES PHARMA

INJECTABLE; INJECTICN

RX DRUG PRODUCT LIST ¢/ CUMULATIVE SUPPLEMENT NUMBER 11 /7 JAN'S88 - NOV'88

soMen

N19691 001
MAY 24, 1988

N39326 001
oCT 28, 1988
N89327 001
oCT 28, 1988

N62752 001
AUG 12, 1988
N627562 002
AUB 12, 1988
N61471 001

N89223 001
MAY 27, 1988
NB9%626 001
OCT 28, 1988

TABLET, CONTROLLED RELEASE; ORAL

THEOLAIR-SR
8C RIKER LABS

25006

1¢sde/

"N19211 006
JAN 20, 1988

N86363 002
JUL 16, 1987

dd
1BHENS

1&d/

IHIORIDAZINE HYDROGHLORIDE
TABLET: ORAL
- MUTUAL PHARM 100MGu
AB  PAR PHARM 250MGx
A 200Mca
AB  RONANE LABS 25MGn
TIQCONAZOLE
JORTENT L /vAS AL/
/VASESTAT/
[RERAS/ 18841
2 ROERIG 6.52
TIOPRONIN
TABLET; ORAL
TIOPRONIN
UNIV TEXAS 100MGR
IOLAZAMIDE
TABLET; ORAL
IOLAZAMEDE
AR PHARM BASICS 100MG%
TOLBUTAMIDE
TABLET; ORAL
2 BANMAX PHARMS S00MG

N89953 004
ocT 07, 1988
N8976% 001
FEB 09, 1988
N89765 001
FEB 09, 19838
N88664 001
MAR 15, 1984

4188/44
kAT

N19355 001
JEC 30, 1986

N19569 001
AUG 11, 1988

N71355 001
JAN 11, 1988

18861417881/

N86141 001




IRAZODONE HYDROGHLORIOE

TABLET; ORAL
MEAD JOHNSON

PUREPAC PHARM

%

SIDMAK LABS

s "SR s
IRAZON=230
AB  SIDMAK LABS

riss "W e

IRETINOIN

CREAM; TORICAL
RETIN-A
ORTHO PHARM

JRIAMCINOLONE

TABLET; ORAL
TRIAMCINOLONE

Ry
A

T

S S S,
Y o

B

BARR LABS

Powwoeoww

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / JAN'23 - NOV'88

JRIANMCINOLONE ACEVONIDE
CREAM; TOPICAL

SIS
333easded

233

1 SEE SECTION 1.4 OF INTRODUCTION

N18207 003
MAR 25, 1988

N71636 001
APR 18, 1988
N71514 001
APR 18, 1988
N71523 001
DEC 11, 1987
N71524 001
DEC 11, 1987

#184/44
1T 388)

N71525 001
MAR 09, 1988

? 4d
I TH388)

N1%049 001
SEP 16, 1988

N84318 001
N34267 001
N84319 001
N84268 001
N34320 001

AT
>_ADD >
>7ADD > AT
>_ADD >
>_4DD "> AT
> A!! !! >

168 TTSRVRe/R88/

9 SAVAGE LABS

>_ADD > FLUTER
> ADD > AT SYOSSET LABS
>_ADD >
>_ADD > AT
>_ABD >
> ADD > AT
> An!! >
JRIAZOLAM
TABLET; ORAL
HALCION
JORIGNY
3 UPJOEN
JRICLOFQS SODIWM
JSORIE N fORALY
ISl oowy
3 MERRELL DOW
JAARREL S/ ORALY
ISl roow

55

SYOSSET LABS

OINTMENTS TOPICAL

0.025/m
[t
Q.5
1484/
0.5%

0.1/
0.5

/18.51¢/

0.546

11:8en/1sr/

1,5GM/185ML

1758ve/

750MG

N87450 001
NOV 01, 1988
N87429 001
NOV 01, 1988
N87428 001
NOV 01, 1988

44
et

N88198 001
MAR 25, 1983

N87375 001
NOV 01, 1988
N87377 001
NOV 01, 1988
N87376 001
NOV 01, 1988

1492/44
e

N17892 002
NOV 15, 1982

/i1843d/dd1/

N16830 001

/N1é8dd/dd2/

N16809 002




RX DRUG PRODULT LIST ¢/ CARULATIVE SUPPLEMENT NUMRER 11 / JAN'88 - NOV'@8

IRIDINEXETHYL, CHLORIDE
TIABEAARLE LTI
4 '/‘I':'ﬁ?m é/mss/ rreTey,
@ LEDERL 10MG/ML
JRIFLUOPERAZINE HYDROCHLORIDE
INJECTABLE; INJECTION
STELAZING
AP SK&F CO £Q _2M5 BASEML,
AP QUAD PHARMS £9Q_2M6 BASE/Mim
TABLE:; o':AL
AR BOLAR PHARM EQ 1MG BASEM
AB £Q_2M6 BASER
AR EQ _SMG BASER
AR £9 _10MG BASER
IRIMEPRAZINE TARTRATE
CAPSULE, CONTROLLED RELEASE:; CRAL
TEMARIL
HERBERT LABS EQ 5M6 BASE
J9RAFIARS) JEQ/oe/RRSE/
SYR\I’) ORAL
HERBERT LABS 8 i BASE /8M)
Y rsiEAss Jriw R R e
TABLET; ORAL
TEMARIL
HERBERT LARS EQ 2.546 BASE
J9RAFIERES) ittt

1N88129/661/

N092729 001

N11552 005

N§%a93 ¢ol
0cT 17, 1988

N85975 001
JN 23, 1988
NB5976 001
JUN 23, 1988
N85973 001
JN 23, 1988
N3a710 ¢od
JUN 23, 1988

N11316 004

INL1318/444/

N11316 003

INLL318/ 483/

N11316 001

IN1f348 /8817

56

IRIMETHOPRIY
TABLET: ORAL
IREMETHOPRIN
an BARR LABS 10046
148/ /dddvid/
13/ /186%e/
? 20046
JRIPELEMNAMINE HYOROCHLORIDE
TABI.ET; ORAL
/dévd/
3 BARR I.ABS 50M6
S}RUP'» Q?AL
144/ %ﬁ/ﬂ#/ /i:48dlm/
? MY K LABS 1. 25MG/75ML
INJECTABE INJECTIN
AE R's w‘o “Am SALINLE
URSODION
CAPSULE} ORAL
ACTIGALL
3 CIBA PHARM 150M6
300M6
N%gﬁ%ﬂfﬂ /1s8re/
/34dre/

%6

N78494 001
A
AR/ A4, [1488/

76444/44
A

NAR 1‘); 1986

/88d144/dd1/

N8074% 001

dd
R348

N87963 001
JAN 18, 1983

N89442 001
AUG 12, 1988

N195%4¢ 001
DEC 31, 1987
N1953%¢ 002
DEC 31, 1987

/N14$4 /ddi/
/8Ee/31, *W/
e




RX DRUG PROICT LIST ¢/ CLAMULATIVE SUPPLEMENT NUAMBER 11 ¢/ JAN'GS - NOV'08 L.14

27

VANCOMYCIN HYDROCHLORXDE VERAPAMII,_HYDROCHLORIDE
INJECTABLE; INJECTION TABLET3 ORAL
i g
AR LVPHOMED EQ 1G4 BASE/VIAL N62663 002 Le/ 1igdig/ [N18814/dds/
JUL 31, 1987 IPEB/23,11388/
AP EQ_E6M BASE/VIALM N62663 003 AR SEARLE PHARMS A0MEm N18817 003
JAN 03, 1928 FEB 23, 1988
] 160MG N18817 004
AR LILLY £ )6M DASE/VIAL N60180 002 FEB 23, 1988
MAR 21, 1986
AR £8_16M BASE/VIAL N62476 002 Ap KNOLL PHARM 40M8 N18593 003
HAR 21, 1986 NOV 23, 1987
A £Q.16M PASE/VIAL N62716 002
MAR 13, 1987 AR CORD LABS 80Men N71423 ¢01
AP E6_16H BASE/VIAL N62812 002 MAY 24, 1988
NOV 17, 1987 AR A20Men N71424 001
AP ES_)06M BASE/VIAL N62812 003 MAY 25, 1988
NOV 17, 1987 4B LEDERLE LABS 80Mem N71880 001
APR 05, 1988
AP LEDERLE LABS £ _JeM DASE/VIALM N62682 002 AB 320Mcn N71881 001
MAR 30, 1938 APR 05, 1988
AP EQ _56M _BASE/VIAL N62682 004 AB MUTUAL PHARM 80N N71488 001
MAY 11, 1988 JAN 13, 1988
AR EQ_10GM BASE/VIALM N62682 005 AB 120Mem N71489 001
MAY 11, 1988 JAN 13, 1988
EQ 2C6M BASE/VIALR N62682 003
MAY 11, 1988
VINCRISTINE SULFATE
AR ABBOTT LABS EQ _500ME BASE/VIALR N62911 001
AUG 0%, 1988 INJECTABLE; INJECTION
AR Q. JGH BASE/VIALR N62912 001
AUG 0%, 1988 AP BRISTOL LABS EMe/VIALR N70867 001
AP ELRINS SINN EQ_500MC BASE/VIALM N62879 001 JUuL 12, 1988
AUEG 02, 1988
AF £9Q _JeM BASE/VIALR N62879 002 AP N71559 001
AUG 02, 1988 APR 11, 1988
aAp QUAD PHARMS EQ_S00MG BASE/VIALW N62845 001 ap N71550 001
JUL 15, 1988 APR 11, 1988
AP EQ_16M BASE/VIALK N62845 002 AP N71561 001
JUL 15, 1988 APR 11, 1988
AP QUAD PHARMS IMNG/VIAL N71222 001
AR ACRIA LABS EQ _500MB DASE/VIALRM N62956 001 MAR 07, 1988
AUG 01, 1988 AP 2MG/VIAL N71223 001
AP EQ. 151 BASE/VIAL® N62956 002 MAR 07, 1988
AUG 01, 1988 AP BMG/VIAL N71937 001
MAR 07, 1988
ap BULL LABS IMEAILY N71484 001
APR 19, 1988



RR DRUG PRODUCT LIST ¢/ CLMULATIVE SUPPLEMENT NUMBER 11 /7 JAN'88 - NOV'@8

>BLT > /TABLEL:/ORAY
S

> DLY > TPORBUE/F RO/ 15%8/ NL331/4d4/
>_ADD_> 2 PURDUE FRDRK 5MG N11771 00%
HATER FOR _INJECTION, STERILE
LIQUID; N/A | |
A ;1%;‘ ER_FOR_INJE N _PLASTIC CONTATNI N18632 002
APR 19, 1988
ap KENDALL MCGAN 200/m N19632 001
FEB 29, 1988
KYLOSE
Y dd
188/  JEINE/LABS/ /4864d1/ / ﬂ‘s;ggf% “_i';
2 LYNE LABS : 256M/BOT N18856 001
MAR 26, 1987

5%




OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 7/ JAN'@8 - NOV'28 69

AGETAMINOPHEN
SUPPOSITORY; RECTAL TABLET, CONTROLLED RELEASE; ORAL
NEOPAP RESPORAL
IRESCOY Pisfs/ 11248/ N84d1/dd1/ PIONEER PHARMS 6MG 3 120MGx N89139 001
ALCON LABS 120M6 N16401 001 JUN 16, 1983
TYLENOL
MCNEIL CONSUMER 1zone N17786 002
NS, 7LAe R
16861%/ IN(F788/461/ SYRUP; ORAL
PHENERGAN DN
WYETH AYERST LABS  15MG/5ML;}6.25MG/5MLa N11265 003
AUG 11, 1988
\ HYDROCORTISONE
/¢¢P EX/PARY / I:&%s’.#ﬁ#/ [NH1ddd/dd1/
FAVYLENGCEE OINTMENT; TOPICAL
MC (HYDROCORTISONE )
C&M PHARMA 0.5% N80481 001
TABLET, CONTROLLED RELEASE; ORAL IBUPROFEN
BROMATAPP
COPLEY PHARM 12463 75M6 N71099 001 TABLET; ORAL
JUL 02, 1987 IBU-TAB 200
ALRA LABS 200MGH N71057 001
AUG 11, 1988
BUTYL, METHOXVDIBENZOVLMETHANE ; PADIMATE O IBUPROFEN
DANBURY PHARMA 200MGR N71905 001
LOTION; TOPICAL MAR 08, 1988
PHOTOPLEX INTERPHARM 200MGH N72199 001
HERBERT LABS 32370 N19459 001 MAY 23, 1988
SEP 30, 1988 INVAMED 200MGH N71807 001
FEB 25, 1988
MEDICOPHARMA 200MGR N71639 001
CHLORPHENIRAMINE MALEATE FEB 02, 1988
MYLAN PHARMS 200MGR N71870 001
CAPSULE, CONTROLLED RELEASE; ORAL MAY 05, 1988
CHLORPHENIRAMINE MALEATE PRIVATE FMLTNS 200MGR N72299 001
CORD LABS 12MGu N70797 001 JuL 01, 1988
AUG 12, 1988 ZENITH LABS 200MGR N72040 001
APR 29, 1988
NUPRIN
BRISTOL MYERS 200MGN N72035 00
FEB 16, 1988
CAPSULE, CONTROLLED RELEASE; ORAL 200MGR N72036 001
PSEUDOEPHEDRINE HCL AND CHLORPHENIRAMINE MALEATE FEB 16, 1988
CENTRAL PHARMS 8MG;120M6R N19428 001
AUG 02, 1988




OTC DRUG PRODUCT LIST ¢ CLRMULATIVE SUPPLEMENT NRBER 11 / JAN'SD - NOV'08 60

JBAPROEEN
TABLET; ORAL SYRUP: CRAL
Wﬁw 13868/ Misdid/4é3/ ’“5?:?3"1&’557 LABS  LOMG/BML}6. 25M0/5MLl N0B606 00%
iy IRl | ' MG 11 1908
" INH R84
® UPJONN 20008 N19D12 €01 II0CONAZOLE
MAY 18, 1984
2 200M8 N19012 003 CREAM3 TOPICAL
WL 29 187 Vit eiesy i, I182431881/
o Pivickics]
@ PFIZER LARS ¥4 N18682 001
FED 18, 1983

INJECTABLE; INJECTION
MIXTARD HUMAN 70730

NORDISK USA 30 UNITS/ML3
70 UNITSAUm N19585 001
MAR 11, 1988
INUECTABLE; INJECTION
e S48/ o
AEANR 1NiE T e
@ LILLY 40 NITSAA N19571 001
JUN 10, 1987
W
SOLUTIONS ORAL
IM0DIUN A-D
MCNEIL CONSIRER 1Me/BMR N1%487 001
MAR 01, 1988
NONOXVRDL -9
SPONGES VABINAL
e 18y Iidea3 1441/
: P!
WMITENALL LABS 164 N18683 001
APR 01, 1983

6O
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHERERY FDA MAY DESIGNATE A
SPONSOR'S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A "DESIGNATED ORPHAN DRUG". SECTION 527 OF THE ACT
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR
THE DESIGNATED INDICATION{S). THE EXCLUSIVE APPROVAL MAY BE REVOKED RY 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 BEEN GRANTED PURSUANT TO SECTION 526 OF THE ACT.

FOR THE FOLLOWING DRUG PRODUCTS WITH ORPHAN DRUG EXCLUSIVE APPRQVAL 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, ANTIBRIOTIC APPLICATION, ANDA, OR ABBREVIATED ANTIBIQTIC 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 OBTAIMED WRITTEN CONSENT FROM THE SPONSOR WHO
HAS RECEIVED EXCLUSIVE APPROVAL.

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

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

HZ
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ACTIVE INGREDIENT(S)
STRENGTH(S)

LEUCOVORIN CALCIUM
EQ 3MG BASE/ML

LEUCOVORIN CALCIUM
EQ 50MG BASE/VIAL

LEUCOVORIN CALCIUM
EQ 100MG BASE/VIAL

LEUCOVORIN CALCIUM
EQ 60MG BASE/VIAL

METHOTREXATE SODIUM
EQ 20MG BASE/VIAL

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

TRADE NAME
DOSAGE FORM; ROUTE

LEUCOVORIN CALCIUM
INJECTABLE; INJECTION

LEUCOVORIN CALCIUM
INJECTABLE; INJECTION

LEUCOVORIN CALCIUM
INJECTABLE; INJECTION

LEUCOVORIN CALCIUM
POWDER FOR
RECONSTITUTION; ORAL

METHOTREXATE
INJECTABLE; INJECTION

DRUG PRODUCTS

APPLICANT

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

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

63

APPL. PROD.
APPROVAL DATE

08107 001
AUG 31, 1988

08107 002
AUG 31, 1988

08107 004
AUG 31, 1988

08107 003
AUG 31, 1988

11719 001
APR 07, 1988

EXCLUSIVITY
EXP. DATE

ODE!
AIG 31, 1995

ODE!
AUG 31, 1995

oDE!
AUG 31, 1995

ODE!
AUG 31, 1995

0DE2
APR 07, 1995
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ACTIVE INGREDIENT(S)
STRENGTH(S)

METHOTREXATE SODIUM
EQ 50MG BASE/VIAL

METHOTREXATE SODIUM
EQ 100MG BASE/VIAL

METHOTREXATE SODIUM
EQ 1GM BASE/VIAL

METHOTREXATE SODIUM
EQ 25MG BASE/ML

METRONIDAZOLE
0.75%

POTASSIUM CHLORIDE
10MEQ/PACKET

POTASSIUM CHLORIDE
20MEQ/PACKET

TIOPRONIN
100MG

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL

TRADE NAME
DOSAGE FORM; ROUTE

METHOTREXATE
INJECTABLE; INJECTION

METHOTREXATE
INJECTABLE; INJECTION

METHOTREXATE
INJECTABLE; INJECTION

METHOTREXATE LPF
INJECTABLE; INJECTION

METROGEL
GEL; TOPICAL

POTASSIUM CHLORIDE
POWDER, FOR
RECONSTITUTION

POTASSIUM CHLORIDE
POWDER, FOR
RECONSTITUTION

TIOPRONIN
TABLET; ORAL

DRUG PRODUCTS

APPLICANT

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

LEDERLE LABS

CURATEK PHARMS

UNIV TEXAS

UNIV TEXAS

UNIV TEXAS

20DE PERTAINS ONLY TO INDICATION 1-78 (SEE EXCLUSIVITY TERMS)

6

APPL. PROD.
APPROVAL DATE

11719 003
APR 07, 1988

11719 006
APR 07, 1988

11719 009
APR 07, 1988

11719 007
APR 07, 1988

19737 00
NOV 22, 1988

19647 002
0CT 13, 1988

19647 001
OCT 13, 1988

19569 001
AUG 11, 1988

EXCLUSIVITY
EXP. DATE

ODE2
APR 07, 1995

ODEZ
APR 07, 1995

ODE?
APR 07, 1995

0DE?
APR 07, 1995

0DE
NOV 22, 1995

0DE
AUG 30, 1992

ODE
AUG 30, 1992

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

NO NOVEMBER 1988 ADDITIONS
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66
BIOPHARMACEUTIC GUIDANCE AVAILABILITY

THE FOLLCWING 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.

DRUG NAME (DOSAGE FORM) DATE REVISED DATE
ACETOHEXAMIDE (TABLET) NOV 15, 1985 AuG 01, 1988
ALBUTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER) AUG 25, 1988
AMOXAPINE (TABLET) SEP 10, 1987 AUG 05, 1988
ATENOLOL (TABLET) 0CT 06, 1988
CARBAMAZEPINE (TABLET) JAN 01, 1988
CLINDAMYCIN (CAPSULE) MAY 31, 1988
EORJUBATED ESTROBEN LTABLET}* PEE 174 Y988
CYCLOBENZAPRINE HYDROCHLORIDE (TABLET) JAN 25, 1988
DOXYCYCLINE HYCLATE (CAPSULE AND TABLET) APR 11, 1988
ERYTHROMYCIN (CAPSULE, ENTERIC COATED PELLETS) SEP 21, 1988
FENOPROFEN (CAPSULE AND TABLET) AUG 27, 1987 FEB 03, 1988
INDOMETHACIN (CAPSULE) JAN 27, 1988
LEUCOVORIN CALCIUM (TABLET) APR 28, 1987 AUG 04, 1988
MESTRANOL; NORETHYNODREL (TABLET) MAY 13, 1988
METAPROTERENOL SULFATE (TABLET) MAR 18, 1988
NORETHINDRONE; ETHINYL ESTRADIOL (TABLET) MAR 18, 1988
PRAZEPAM (CAPSULE AND TABLET) JUL 26, 1988
RIFAMPIN (CAPSULE) SEP 08, 1988
TIMOLOL MALEATE (TABLET) AUG 09, 1988

*THE METHODOLOGY IN THE BIOPHARMACEUTICAL AVAILABILITY GUIDANCE IS NO LONGER ACCEPTED BY THE AGENCY.
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ANDA SUITABILITY PETITIONS

67

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

ANDA ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY.

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

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC
ANDA SUITABILITY PETITIONS DATA.

DRUG NAME
DOSAGE FORM; ROUTE

ACETYLCYSTEINE
SOLUTION; INHALATION

ASPIRIN;
HYDROCODONE BITARTRATE
TABLET; ORAL

ASPIRIN;
HYDROCODONE BITARTRATE
TABLET; ORAL

CHLORHEXIDINE GLUCONATE
SPONGE; TOPICAL

CHLORHEXIDINE GLUCONATE
SPRAY; TOPICAL

CHLORZOXAZONE
CAPSULE; ORAL

STRENGTH
(CONTAINER SIZE)

20%

325MG
5MG

650MG
5MG

150M6G

0.5%

500MG

PETITIONS APPROVED

DOCKET NUMBER

88 P-0237/CP

87 P-0376/
CP0002

87 P-0376/CP

88 P-0295/CP

88 P-0036/CP

82 N-0032/
CP0006

&7

PETITIONER

DEY LABS

ANABOLIC

ANABOLIC

BRIAN PHARMS

ARENT, FOX, KINTNER,

PLOTKIN & KAHN
MIKART

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH
NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM

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

EQUIVALENCE EVALUATIONS, 8TH EDITION FOR A FULL LISTING OF

fua

ONLY NEW DATA WILL BE ADDED TG THE CUMULATIVE SU PPLEMFNT.

STATUS

APPROVED
NOvV 29, 1988

APPROVED
FEB 12, 1988

APPROVED
FEB 12, 1988

APPROVED
NOV 03, 1988

APPROVED
AuG 19, 1988

APPROVED
JAN 13, 1988




DRUG NAME
DOSAGE FORM; ROUTE

CISPLATIN
INJECTABLE; INJECTION

CISPLATIN
INJECTABLE; INJECTION

CYCLOPHOS PHAMIDE
INJECTABLE; INJECTION

FLUOROURACIL
INJECTABLE; INJECTION

HOMATROPINE METHYLBROMIDE ;
HYDROCODONE BITARTRATE
SOFT GELATIN

CAPSULE; ORAL

HYDROCHLOROTHIAZIDE;
PROPRANOLOL HYDROCHLORIDE
SOLUTION; ORAL

STRENGTH
(CONTAINER SIZE)

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

1MG/ML
(20ML/VIAL)

20MG/ML
(500ML/CONTAINER)

50MG/ML
(5ML/VIAL)

1.5MG
5MG

25MG/5ML
40MG/SML

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

87 pP-0421/CP

88 p-0010/CP

88 p-0011/CP

88 P-0052/CP

88 P-0061/CP

87 pP-0399/CP

bg

PETITIONER

BULL LABS

LYPHOMED

BAXTER HLTHCARE

BEN VENUE LABS

KLEINFELD, KAPLAN

AND BECKER

BURDITT, BOMWLES,
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

68

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 NANE
DOSAGE FORM; ROUTE

HYDROCHLOROTHIAZIDE;
PROPRANOLOL HYDROCHLORIDE
SOLUTION; ORAL

HYDROCHLOROTHIAZIDE;
TRIAMTERENE
TABLET; ORAL

LEUCOVORIN CALCIUM
SOLUTION; ORAL

MEPERIDINE HYDROCHLORIDE
INJECTABLE; INJECTION

METOCLOPRAMIDE
HYDROCHLORIDE INTENSOL
CONCENTRATE; ORAL

NIFEDIPINE
CAPSULE; ORAL

NIFEDIPINE
CAPSULE; ORAL

STRENGTH
(CONTAINER SIZE)

25MG/5SML
80MG/5SML

25MG
50MG

EQ TMG 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

67

PETITIONER

BURDITT, BOWLES,

RADZIUS AND RUBERRY

PAR PHARM

ROXANE LABS

LYPHOMED

ROXANE LARS

MARTEC PHARMS

MARTEC PHARMS

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW DOSAGE
FORM
NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM

69

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

PHENYLPROPANOLAMINE

HYDROCHLORIDE
FILM, CONTROLLED

RELEASE; PERCUTANEOUS

PHENYTOIN SODIUM

INJECTABLE; INJECTION
PREDNISOLONE SODIUM PHOSPHATE

SOLUTION; ORAL

QUINIDINE GLUCONATE
TABLET, CONTROLLED

RELEASE; ORAL

SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
INJECTABLE; INJECTION

STERILE WATER

IN PLASTIC CONTAINER
INJECTABLE; INJECTION

THEOPHYLLINE

CAPSULE, CONTROLLED

RELEASE; ORAL

STRENGTH
(CONTAINER SIZE)

150MG

100MG/VIAL
250MG/VIAL
EQ 5MG BASE/ML

648MG

900MG/100ML
(100ML/CONTAINER)

100%
(100ML/CONTAINER)

450MG

ANDA SUITABILITY PETITIONS

DOCKET NUMBER

88

87

88

87

87

87

88

PETITIONS APPROVED

P-0265/CP

P-0367/CP

P-0235/CP

P-0276/CP

P-0391/CP

P-0392/CP

P-0119/CP

PETITIONER

BIO AMERICAN

LYPHOMED

PAN AM PHARMS

FOREST LABS

LYPHOMED

LYPHOMED

RIKER LABS

REASON FOR
PETITION

NEW DOSAGE
FORM
NEW STRENGTH

NEW INDICATION

NEW DOSAGE
FORM

NEW STRENGTH

NEW STRENATH

NEW STRENGTH

NEW STRENGTH

NEW STRENGTH

70

STATUS

APPROVED
0CT 07, 1988

APPROVED
FEB 16, 1988

APPROVED
AUG 24, 1988

APPROVED
NOV 22, 1988

APPROVED
AUG 11, 1988

APPROVED
AUG 11, 1988

APPROVED
MAY 11, 1988




DRUG NAME
DOSAGE FORM; ROUTE

THEOPHYLLINE
CAPSULE, CONTROLLED
RELEASE; ORAL

THEOPHYLLINE
SOLUTION; ORAL

THIOTEPA (WITH DILUENT)
INJECTABLE; INJECTION

VERAPAMIL HYDROCHLORIDE
CAPSULE, CONTROLLED
RELEASE; ORAL

STRENGTH
(CONTAINER SIZE)

500MG

160MG/15ML

15MG/VIAL

120MG
240MG

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

88 P-0226/CP

88 P-0301/CP
87 P-0382/CP

87 P-0233/CP

Vi

PETITIONER

SAVAGE LABS

FLEMING

LYPHOMED

SEARLE

REASON FOR
PETITION

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM
NEW STRENGTH

n

STATUS

APPROVED
AUG 25, 1988

APPROVED
NOV 04, 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 ;
HYDROCODONE BITARTRATE
SOLUTION; ORAL

BROMDIPHENHYDRAMINE
HYDROCHLORIDE ;
HYDROCODONE BITARTRATE
SYRUP; ORAL

CYCLOBENZAPRINE
HYDROCHLORIDE
TABLET; ORAL

CYCLOPHOS PHAMIDE
INJECTABLE; INJECTION

STRENGTH

(CONTAINER SIZE)

200MG/ SML

2MG/ 5L

2.5MG/SNL
12.5MG/SML

12.5MG/5ML

2.5MG/5ML

12.5MG/5ML
2.5MG/5ML

15MG

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

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DOCKET NUMBER

85 P-0258/CP
85 P-0237/CP
85 P-0255/CP
85 P-0255/CP

86 P-0386/CP

87 p-0283/CP

=7

PETITIONER

APKON LABS

MIKART

MIKART

MIKART

CENTRAL PHARMS

LYPHOMED

REASON FOR
PETITION

NEW INGREDIENT
(NEW ESTER)

NEW
COMBINATION

NEW
COMBINATION

NEW
COMBINATION

NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

72

STATUS

DENIED
MAR 19, 1986

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED
AUG 15, 1988

DENIED
JAN 21, 1988




DRUG NAME
DOSAGE FORM: ROUTE

CYCLOPHOS PHAMIDE
INJECTABLE; INJECTION

DIPHENHYDRAMINE
HYDROCHLORIDE
CAPSULE, SUSTAINED
RELEASE; ORAL

HYDROCODONE BITARTRATE;
PHENYLEPHRINE
HYDROCHLORIDE ;
PROMETHAZINE HYDROCHLORIDE
SYRUP; ORAL

HYDROCODONE BITARTRATE;
PROMETHAZINE HYDROCHLORIDE
SYRUP; ORAL

MAGNESIUM ASCORBATE
INJECTABLE; INJECTION

STRENGTH
(CONTAINER SIZE)

500MG/ML

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

75MG

1. 66MG/SML
5MG/5SML

6.25MG/5ML

2.5MG/5ML
6.25MG/SML

10%
20%

ANDA SUITABILITY PETITIONS

PETITIONS DENIED
DOCKET NUMBER PETITIONER

87 p-0283/CP LYPHOMED

87 p-0355/CP PARKE DAVIS

85 P-0389/CP UAD LABS

85 P-0256/CP MIKART

88 P-0200/CP RIM CONSULTING

75

REASON FOR
PETITION

NEW DOSAGE
FORM
NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

NEW

COMBINATICN

NEW

COMBINATION

NEW INGREDIENT

73

STATUS

DENIED
JAN 21, 1988

DENIED
MAY 11, 1988

DENIED
MAY 11, 1988

DENIED

MAY 11, 1988

DENIED
JUN 10, 1988




DRUG NAME
DOSAGE FORM; ROUTE

METOCLOPRAMIDE
HYDROCHLORIDE
INJECTABLE; INJECTION

ANDA SUITABILITY PETITIONS

PETITIONS DENIED

STRENGTH
(CONTAINER SIZE) DOCKET NUMBER

TMG/ML 87 P-0090/CP
(50ML/VIAL)

(75ML/VIAL)

(100ML/VIAL)

/Y

PETITIONER

INTL MEDTN SYS

74

REASON FOR
PETITION STATUS

NEW STRENGTH DENIED
FEB 08, 1988




75
EXCLUSIVITY TERMS

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

REFERENCES

NEW DOSING SCHEDULE

P#Y2 BERTIVNE POIING OF BOANE FOR TREATWENZ

D-12 BEDTIME DOSING OF BOOMG 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

1413 ANTIPOTE/FOR/RCETRNINGPHEN/ OYERPAS RAE

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

1-73 FOLLICULAR STIMULATION IN IN VITRO FERTILIZATION

1-74 MANAGEMENT OF CONGESTIVE HEART FAILURE

1-75 ENDOSCOPIC RETROGRADE PANCREATOGRAPHY

1-76 HERNIOGRAPHY

1-77 KNEE ARTHROGRAPHY

1-78 HIGH DOSE METHOTREXATE WITH LEUCOVORIN RESCUE IN COMBINATION WITH OTHER CHEMOTHERAPEUTIC AGENTS
TO DELAY RECURRENCE IN PATIENTS WITH NONMETASTATIC OSTEOSARCOMA WHO HAVE UNDERGONE SURGICAL
RESECTION OR AMPUTATION FOR THE PRIMARY TUMOR

1-79 RESCUE AFTER HIGH-DOSE METHOTREXATE THERAPY IN OSTEOSARCOMA

1-80 SHORT TERM TREATMENT OF ACTIVE BENIGN GASTRIC ULCER

I-81 TREATMENT OF RHEUMATOID ARTHRITIS

I-82 ADULT INTRA-ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY OF THE HEAD, NECK, ABDOMINAL, RENAL AND
PERIPHERAL VESSELS

1-83 TREATMENT OF LIVER FLUKES

75




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




>ADD>
>ADD>

>ADD>
>SADD>

APPL/PROD

19489 001

18116 002
18498 001
19716 00V
18644 001
18644 002
18644 003
19459 001
71621 001
71739 o0V
17920 002

17920 003
17920 004
17920 005
17924 001
18057 004
18891 001

18891 002

18891 003

19201 00N
19201 002
19201 003
18398 001
18998 002
18998 003
18998 005

19309 oM
18981 002
18981 003
18981 004

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME: TRADE NAME

ALBUTEROL SULFATE: VENTOLIN ROTACAPS

AMCINONIDE; CYCLOCORY
AMCINONIDE; CVCLOCORT

BEVAMETHASONE DIPROPIONATE; DIPROLENE

BUPROPION HYDROCHLORIDE; WELLBU

TRIN

BUPROPION HYDROCHLORIDE; WELLBUTRIN
BUPROPION HYDROCHLORIDE; WELLBUTRIN

BUTYL METHOXYDIBENZOYLMETHANE;
CHOLESTYRAMINE; CHOLYBAR
CHOLESTYRAMINE; CHOLYBAR
CIMETIDINE; TAGAMET
CIMETIDINE; TAGAMET
CIMETIDINE; TAGAMET

CIMETIDINE; TAGAMET

PHOTOPLEX

CIMETIDINE HYDROCHLORIDE; TAGAMFT

CISPLATIN; PLATINOL-AQ
CLONIDINE; CATAPRES-TTS-1

CLONIDINE; CATAPRES-TTS-2

CLONIDINE; CATAPRES-TTS-3

DICLOFENAC SODIUM; VOLTAREN
DICLOFENAC SODIUM; VOLTAREN
DICLOFENAC SODIUM; VOLTAREN
ENALAPRIL MALEATE; VASOTEC
ENALAPRIL MALEATE;: VASOTEC
ENALAPRIL MALEATE; VASOTEC
ENALAPRIL MALEATE; VASOTEC

ENALAPRILAT; VASOTEC

ENCAINIDE HYDROCHLORIDE; ENKAID
ENCAINIDE HYDROCHLORIDE; ENKAID
ENCAINIDE HYDROCHLORIDE; ENKAID

/7

PATENT
NUMBER

3705233
3644353
4158085
4158058

4507323
4507323
4507323
4387089
4778676
4778676
4024271
3950333
402427
3950333
4024271
3950333
4024271
3950333
4024271
3950333
4310518
4177263
420121
4060084
3996934
4200121
4060084
3996934
4201211
4060084
3996934
3652762
3652762
3652762

4374829

4374829
RE3081N
RE3081
RE30811

PATENT USE  EXCLUS
EXPIRES CODE CODE

DEC 05, 1989

FEB 22, 1989 NDF

JUN 12, 1996 U-34

JUN 12, 1996 U-34
NP

MAR 26, 2002

MAR 26, 2002

MAR 26, 2002

JUN 07, 2000 NP

oCT 18, 2035

0CT 18, 2005

MAY 17, 1994 0-14

APR 13, 1993 D-12

MAY 17, 1994 D-14

APR 13, 1993 D-12

MAY 17, 1994 D-14

APR 13, 1993 D-12

MAY 17, 1994 D-14

APR 13, 1993 D-12

MAY 17, 1994 D-14

APR 13, 1993 D-12

JAN 12, 1999

DEC 04, 1996

MAY 06, 1997

JUN 28, 1994

JUL 29, 1992

MAY 06, 1997

JUN 28, 1994

JUL 29, 1992

MAY 06, 1997

JUN 28, 1994

JUL 29, 1992

MAR 28, 1989 NCE

MAR 28, 1989 NCE

MAR 28, 1989 NCE
I-74
I-74
I-74

FEB 22, 2000 NCE
I-74

FEB 22, 2000 NDF

DEC 20, 1996 U-32

DEC 20, 1996 U-32

DEC 20, 1996 U-32

EXCLUS

77

EXPIRES

MAY

AUG

SEP

MAR
APR
MAR
APR
MAR
APR
MAR
APR
MAR
APR

JUL
JUL
JUL
JUN
JUN
JUN
DEC
JUN
FEB

04,

01,

30,

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

28,
28,

24,
24,
24,
24,
24,
09,

1991

1991

1991

1991
1989
1991
1989
1991
1989
1991
1989
1991
1989

1993
1993
1993
1991
1991
1991
1990
1991
1991




»ADD>
>ADD>
>ADD>

APPL/PRCD

19386 001

19462 001
19462 002
19510 001
19527 001
18830 003

18830 004

19452 001
18936 001

18766 002
18766 003

19404 001
19596 001
18422 001
18422 002
18061 001
19129 003
18956 002

18956 003

18956 004
18956 005

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

ESMOLOL HYDROCHLORIDE; BREVIBLOC

FAMOTIDINE; PEPCID
FAMOTIDINE; PEPCID
FAMOTIDINE; PEPCID
FAMOTIDINE; PEPCID
FLECAINIDE ACETATE; TAMBOCOR

FLECAINIDE ACETATE; TAMBOCOR

FLUOCINOLONE ACETONIDE; DERMA-SMOOTHE/FS
FLUOXETINE HYOROCHLORIDE; PROZAC

FLURBIPROFEN; ANSAID
FLURBIPROFEN; ANSAID

FLURBIPROFEN SODIUM; OCUFEN
GADOPENTETATE DIMEGLUMINE; MAGNEVIST
GEMFIBROZIL; LOPID

GEMFIBROZIL; LOPID
HYDROCHLOROTHIAZIDE; TIMOLIDE 10-25
HYOROCHLOROTHIAZIDE; MAXZIDE-25
ICHEXOL: OMNIPAQUE 240

TOHEXOL; OMNIPAQUE 300

IOHEXOL; OMNIPAQUE 350
IGHEXOL; OMNIPAQUE 140

78

PATENT
NUMBER

4593119
4387103

4005209
3900481
4005209
3900481

4683235
4647591
4647591
4626549
4626549
4194009
3793457
3755427
3793457
3755427
3793457
4647447
3674836
3674836
3655663

4021481

4396597
4250113
4021481

PATENT
EXPIRES

JUN 03, 2003
JUN 07, 2000

JAN 25, 1996
AUG 19, 1992
JAN 25, 1996
AUG 19, 1992

JUL 28, 2004
HAR 03, 2004
HAR 03, 2004
DEC 02, 2003
DEC 02, 2003
APR 19, 1994
FEB 19, 1993
AUG 28, 1990
FEB 19, 1993
AUG 28, 1990
FEB 19, 1993
MAR 03, 2004
JAN 04, 1993
JAN 04, 1993
APR 11, 1989

MAY 03, 1994

JUL 14, 1998
DEC 26, 1999
MAY 03, 1994

USE  EXCLUS
CODE CODE

NCE
U-16

1-80
1-80
1-80
I-80
NS
NCE

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

NCE
NDF
NCE
NOF

NCE

78

EXCLUS
EXPIRES

DEC 31, 19N

oCT 17, 199
0CT 17, 1991
0oCT 17, 199
oCT 17, 1991
JUN 03, 1991
0CT 31, 1990

0CT 31, 1990
FEB 03, 199N

DEC 31, 1991
0CT 31, 199
DEC 31, 199
OCT 31, 1991

JUN 02, 1993

FEB 03, 1991
MAY 13, 159N
JuL 29, 1991
JuL 29, 1991
JUL 29, 199N
JuL 29, 199
JuL 29, 199
FEB 01, 1988
FEB 01, 1988
JuL 29, 1991
JuL 29, 19N
MAY 24, 199)
JUL 29, 199N
NOV 30, 1991
DEC 26, 1990
NOV 30, 1991




>ADD>
>ARD>

>ADD>
>ADD>

APPL/PROD

19085 001
08107 00

08107 002
08107 003
08107 004

19777 o
19777 002
19777 €03
19487 o001
19643 003
18006 001
18006 002
08085 002
1719 00

1719 003
11719 006
179 007
179 009

09048 001
19737 00

18654 001
18654 002
19501 o

19516 002
18677 00
19599 001
19508 001

19508 002

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

IPRATROPIUM BROMIDE; ATROVENT
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM

LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM

LISINOPRIL; ZESTRIL

LISINOPRIL; ZESTRIL

LISINOPRIL; ZESTRIL

LOPERAMIDE HYDROCHLORIDE; IMODIUM A-D
LOVASTATIN; MEVACOR

MECLOFENAMATE SODIUM; MECLOMEN
MECLOFENAMATE SODIUM; MECLOMEN
METHOTREXATE SODIUM; METHOTREXATE
METHOTREXATE SODIUM; METHOTREXATE

METHOTREXATE SODIUM; METHOTREXATE
METHOTREXATE SODIUM; METHOTREXATE
METHOTREXATE SODIUM; METHOTREXATE LPF
METHOTREXATE SODIUM; METHOTREXATE

METHOXSALEN; 8-MOP
METRONIDAZOLE; METROGEL

MIDAZOLAM HYDROCHLORIDE; VERSED
MIDAZOLAM HYDROCHLORIDE; VERSED
MINOXIDIL; ROGAINE

MORPHINE SULFATE; MS CONTIN
NABILONE; CESAMET

NAFTIFINE HYDROCHLORIDE; NAFTIN
NIZATIDINE; AXID

NIZATIDINE; AXID

/7

PATENT
NUMBER

3681500

4374829
4374829
4374829
3714159
4231938

4280957
4280957
4596812
4139619

4087545
4282251
4760075
4382090
4375547
4760075
4382090
4375547

PATENT

EXPIRES

AUG 01,

FEB 22,
FEB 22,
FEB 22,
JAN 30,
NOV 04,

DEC 20,
DEC 20,
FEB 13,
FEB 13,

MAY 02,
AUG 04,
MAY 03,
MAY 03,
HAR 01,
MAY 03,
MAY 03,
MAR 01,

1991

2000
2000
2000
1990
1999

1999
1999
1996
1996

1997
1998
2000
2000
2000
2000
2000
2000

USE EXCLUS
CODE CODE

U-7

U-33
U-33

U-33
U-33

NCE
0DE
1-79
ODE
1-79
ODE
1-79
ODE
1-79

EXCLUS

79

EXPIRES

DEC 29,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
AUG 31,
DEC 29,
DEC 29,
DEC 29,

AUG 31,
AUG 30,
AUG 30,
oct 31,
APR 07,
APR 07,
APR 07,
APR 07,
APR 07,
APR 07,
APR 07,
APR 07,
APR 07,
APR 07,
MAR 23,
NOV 22,
NOV 22,
DEC 20,
DEC 20,

AUG 17,
MAY 29,

MAR 01,

APR 12,

APR 12,

1991
1995
1995
1995
1995
1995
1995
1995
1995
1992
1992
1992

1992
1991
1991
1991
1995
1995
1995
1995
1995
1995
1995
1995
1995
1995
1991
1991
1995
1990
1990

1991
1990
1993
1993

1993




PRESCRIPTION AND OTC DRUG PRODUCT 80
PATENT AND EXCLUSIVITY DATA

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

NUMBER EXPIRES CODE CODE EXPIRES
19667 001 OCTREOTIDE ACETATE; SANDOSTATIN 4395403 JUL 26, 2000 NCE OCT 21, 1993
19667 002 OCTREOTIDE ACETATE; SANDOSTATIN 4395403 JUL 26, 2000 NCE OCT 21, 1993
19667 003 OCTREQTIDE ACETATE:; SANROSTATIN 4395403 JUL 26, 2000 NCE  OCT 21, 1993
19009 001 PIRBUTEROL ACETATE; MAXAIR 4175128 NOV 20, 1996

3786160 JAN 15, 1993

3700681 OCT 24, 1989 NCE  DEC 30, 199
19561 003 POTASSIUM CHLORIDE; MICRO-K LS 4259315 MAR 31, 1998
19647 001 POTASSIUM CITRATE; POTASSIUM CITRATE 0DE  AUG 30, 1992
19647 002 POTASSIUM CITRATE; POTASSIUM CITRATE ODE  AUG 30, 1992
18714 001 PRAZIQUANTEL; BILTRICIDE I-83 NOV 09, 1991
17535 002 PROBUCOL; LORELCO 3862332 JAN 21, 1992

17881 001 TECHNETIUM TC-99M ALBUMIN AGGREGATED KIT; TECHNETIUM TC 99M 3872226 MAR 18, 1992

3863004 JAN 28, 1992 U-31

19057 001 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5  NCE  AUG 07, 1992
4112097 SEP 05, 1995 U-5
4026894 MAY 31, 1994

19057 002 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5 NCE  AUG 07, 1992
4112097 SEP 05, 1995 U-5
4026894 MAY 31, 1994

19057 003 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5  NCE  AUG 07, 1992
4112097 SEP 05, 1995 U-5
4026894 MAY 31, 1994

19057 004 TERAZOSIN HYDROCHLORIDE; HYTRIN 4251532 FEB 17, 2000 U-5 NCE  AUG 07, 1992
4112097 SEP 05, 1995 U-5
4026894 MAY 31, 1994

19641 001 TERCONAZOLE; TERAZOL 3 4358449 NOV 09, 1999 NCE  OEC 31, 1992
NDF  MAY 24, 1991
19569 001 TIOPRONIN; TIOPRONIN NCE AUG 11, 1993
ODE  AUG 11, 1995
18207 003 TRAZODONE HYDROCHLORIDE; DESYREL 4258027 MAR 24, 1998
4215104 JuL 29, 1997
19049 0601 TRETINOIN; RETIN-A 3906108 SEP 16, 1992
3729568 APR 24, 1990
19415 002 UROFOLLITROPIN; METRODIN I-73 MAR 01, 1991
18817 003 VERAPAMIL HYDROCHLORIDE; CALAN I-50 DEC 16, 1989
I-51 DEC 16, 1989
18817 004 VERAPAMIL HYDROCHLORIDE; CALAN I-50 DEC 16, 1989

I-51 DEC 16, 1989
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