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.1

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
9th EDITION
CUMULATIVE SUPPLEMENT 12
DECEMBER 1989

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumuiative Supplement 1is one of a series of monthly updates to
the Approved Drug Products with Therapeutic Equivalence Evaluations,
9th Edition (the List). The List 1is composed of four parts: approved
prescription drug products with therapeutic equivalence evaluations,
over-the-counter (0OTC) 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withdrawn for other than safety or efficacy reasons.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, 07TC, and Drug Products in the Division of
Blood and Blood Products Approved Under Section 505 of the Act lists.,

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



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

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

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

Additions new to the Prescription Drug Product List, OTC Drug Product
List, Drug Products in the Division of Blood and Blood Products Approved-
IInder Section 505 of the Act List and the Patent and Exclusivity Data are

indicated by the symbol > abh > to the left of the Tline on which new

information exists. The »>_agp » symbol 1is then dropped in subsequent

Cumulative Supplements for that item. A newly approved product is als

jdentified by a lozenge ( %) to the right of its strength which remain

throughout all Cumulative Supplements for this edition.

Deletions new to the Prescription Drug Product List, 0TC Drug Produ

List, Drug Products in the Division of Blood and Blood Products Approv

Under Section 505 of the Act List and the Patent and Exclusivity Data ¢
~indicated by the symbol >piy > (DELETE) to the left of the I’

containing overstruck print. The »>piy > symbol 1is dropped in subsequ

Cumulative Supplements for that item. The overstruck print will remain

the Prescription Drug Product List and OTC Drug Product Lists in

Cumulative Supplements for this edition. However, the overstruck print

the Drug Products in the Division of Blood and Blood Products Appri

Under Section 505 of the Act List and the Patent and Exclusivity Data

be dropped in subsequent Cumulative Supplements.

Products discontinued from marketing or products which have had
approval withdrawn for other than safety or effectiveness reasons, wi
flagged in this Cumulative Supplement with the " ®" symbol to desi
their non-marketed status. All products having a " 3" symbol in the
Cumulative Supplement of the 9th Edition List will then be added t
"Discontinued Drug Product List" appearing in the 9th Edition.

iv
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1.2 PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

Drug products in this category (1) initially received approval only on the
basis of safety before effectiveness studies were required, or (2) were
conditionally approved under the temporary exemption that allowed these
products to be marketed while effectiveness studies were being conducted.
Listed below are those drugs which are now required to revise their
labeling and provide additional information necessary for full approval on
the basis of requirements l1isted in the Federal Register. As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in
the appropriate Drug Product List,

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

1.3 APPLICANT (NAME) CHANGES

Because it is not practical to identify in the Cumulative Supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
jdentified 1in 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
DUPONT CRITICAL CARE SUB DUPONT PHARMACEUTICALS DUPONT PHARMS

EI DUPONT DE NEMOURS & DIV EI DUPONT DE NEMOURS &

COMPANY INC CO INC

INTERNATIONAL PHARMACEUTICAL NORBROOK AMERICA INC NORBROOK AM

PRODUCTS INC

MAURRY BIOLOGICAL CO INC NORBROOK AMERICA INC NORBROOK AM

NORBROOK AMERICA INC AKORN INC AKORN

3M RIKER 3M PHARMACEUTICALS 3M PHARMS



APPLICANT (NAME) CHANGES

FORMER APPLICANT (NAME) NEW APPLICANT (NAME) NEW ABBREVIATED NAME

MCNEIL PHARMACEUTICAL RW JOHNSON PHARM RW JOHNSON
DIVISION OF MCNEIL _ RESEARCH INST

LABORATORIES INC DIV MCNEILAB INC

ORTHO PHARMACEUTICAL CORP RW JOHNSON PHARM RW JOHNSON

RESEARCH INST
DIV ORTHO PHARM CORP

SCHERING CORP SCHERING CORP SUB

SCHERING PLOUGH CORP SCHERING

1.4 CORRECTIONS TO THE 9TH EDITION

1

.5

a. The locator tabs for the "OTC Drug Product List" and the "Product Name Index
Listed by Applicant” were not printed within the List.

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

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

RESCISSION OF APPROVAL LETTERS

On August 3, 1989, the Agency, 1in separate letters to Par Pharmaceutical and
American Therapeutics, Inc. (ATI), rescinded the approval letters of dJune 5 and
June 23, 1989, respectively, for chlorzoxazone 500mg tablets. The approvals
were rescinded because of substantial deficiencies 1in manufacturing practices
discovered by the Agency at each firm at the time of each approval. These
products are considered unapproved new drugs that cannot be marketed.

The Agency is assessing all current information available to make a fair and
final determination concerning the adequacy of Par's and ATI's manufacturing
practices with regard to these ANDAs. An opportunity for hearing, as required
by Section 505(c)(1), will be provided should the Agency determine it cannot
approve these applications.

vi



1.6 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

DESCRIPTION OF REPORT

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

The baseline column (Dec 1988) refers to the products in the Prescription Drug Product List. For each
three-month period, a column of quarterly data is added which incorporates counts of product activity
from the previous quarter(s) with those in the baseline count.

DEFINITIONS

Drug Product

For this report, a drug product is the representation in the Prescription Drug Product List of an
active moiety (molecular entity and its salts, esters and derivatives) either as a single ingredient or
as a combination product, provided in a specific dosage form and strength for a given route of admin-
istration with approval for marketing by a firm under a particular generic or trade name.

New Molecular Entity

A new molecular entity is considered an active moiety that has not previously been approved (either as
the parent compound or as a salt, ester or derivative of the parent compound) in the United States for
use in a drug product either as a single ingredient or as part of a combination.



REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST

COUNTS CUMULATIVE BY QUARTER

CATEGORIES COUNTED DEC 1988
DRUG PRODUCTS LISTED 10091
SINGLE SOURCE 1983 (19.7%)
MULTISOURCE 8108 (80.3%)
THERAPEUTICALLY EQUIVALENT 7242 (71.8%)
NOT THERAPEUTICALLY EQUIVALENT 748 ( 7.4%)
EXCEPTIONS! 118 ( 1.1%)
NEW MOLECULAR ENTITIES APPROVED -
NUMBER OF APPLICANTS 374

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

JUN 1989

10137
1982 (19.6%)
8155 (80.4%)
7341 (72.4%)
701 ( 6.9%)
113 ( 1.1%)

394

SEP 1989

10153
1978 (19.5%)
8175 (80.5%)
7350 (72.4%)
709 ( 7.0%)
116 ( 1.1%)
2
397

DEC 1989

10123
2030 (20.1%)
8093 (79.9%)
7222 (71.3%)
752 ( 7.4%)
119 ( 1.2%)
13 :
400
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PRESCRIPTION DRUG PRODUCT LIST

9TH EDITION

CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

ACETAMINOPHEN; BUTALBITALS CAFFEINE

CAPSULE; ORAL

> ACETAMIHOPHEN ;. BUTALBITAL AND CAFFEINE
> AB GILBERT LABS 225MG; 50MG >4 0MG
>
> i) V58
>/ 7§1Lé£éf/LA5$/ /345867 50v8 7 48KE/
>

TABLET; ORAL
> ACETAMTHOPHEN, BUTALBITAL AND CAFFEXNE
> AB GILBERT LABS 325MG; 50MG 540MG
>
> [Eddid/
>/4d/  JelrBERSf/LABS/ /322065 o adrig/
>

ACETAMINOPHEN; CODEINE PHOSPHATE

TABLET; ORAL
ACETAMIMOPHEN AND CODETHE PHOSPHATE

N88825 €01
DEC 05, 1984

4asis/dd1
/dé§/6§»/£¢$4;

N87629 001
NQV 13, 1984

/NB7624/481/
INOV/ 13571984/

ACETAMINOPHEN; CODEINE PHOSPHATE

TABLET; ORAL

44 AcE;AS%Ng;HE?ﬂH; t':OBEI;{E'éé ES?E?T?
|- °H
f%%ﬁ j§HZ¥ﬁﬁfﬁi2Auﬁéﬂ/ f‘ggba §c§55
3 G
/847 o & /388884 dnd/
a WHITE TN PAULSN 200MG;30MG
I00MG 5 60MG
/éddéiﬂé ‘prdsSPiATE ‘Ard Aééfdﬁiﬂdﬁﬁ*ﬁ/
J44/ TN PRARRST /30688 %4887
/2 §CN PHARMS Z00MG330MG
J 44/ _7VKﬁEKﬁ57LK§$/ /30886 $6uid/
9 VANGARD LABS Z00MG;>30MG
JEABA-DETHE 44/
J84/ " VARG ARBTABS/ /4605 éorid/
@ VANGARD LABS I00MG ; 60MG

N84360 001
N85607 001

/R8s89£ /8617

N85896 001

/N88434/dd
/ﬁﬂg/§d$/£¢éé;

N88037 001
MAR 20, 1984

/N88715/dd1/
YRR/ 28,/ 1384/
N88715 001
MAR 20, 1986

/44/  /OURANED/PrARNS/ /38018 180/ [Ngg3s1/dd1/
[FER/d6,/1384f
A4/ /30dMe 4 dvid/  [Rgd3s4/ddi/ ACETAMINOPHEN; HYDROCODONE BITARTRATE
JPEB/de /1384
144/ /3488 46rid/ /1igd3es/d41/ CAPSULE; ORAL
/FEB/8¢,/ 1984/ ALLAY
3 DURAMED PHARMS 300MG; 15MG N88353 001 AA LUCHEM PHARMS BOOMG ; EMGH N899G7 001
FEB 06, 1984 JAN 13, 1989
? 200MG; 30MG N88354 001 HYDROCODONE BYTARTRATE AMD ACETAMINOPHEN
FEB 06, 1986 AA MIKART 500MG ; BMGH N81067 001
a Z00MG 5 60MG NE8355 001 NOV 20, 1989
FEB 06, 1984 AA 500MG 3 MG NB1G6& 001
AA PUREPAC PHARM Z00MG;30MG N86681 001 NOV 30, 1989
AA ZQ0MG ; 60MG NB66583 001 AR BOOMG 5 5MGH N81063 001
ROXANE LABS SO0MG 5 15MGH N89511 001 NOV 20, 1989
APR 25, 1989 AA 500MG ; SMGH N81070 001
500MG ; 30MGK N89512 001 NOV 20, 1989
APR 25, 1989
500MG ; 60MCH N89513 001 TABLET; ORAL
APR 25, 1989 AHENSTA
ACETAMINOPHEN W/ CODETHE PHOSPHATE AR BEECHAM LABS 500MG 3 5MG N89160 001
/487 /PBL/ /3061¢ 5 34vd/ /NB741d/d41/ APR 2%, 1987
inH/éé /idéé/ ENEXSIA 7,5/650
Y2094 /38dMd ddrid/ INgi426/dd1/ AA BEECHAM LABS 650MG ;7. 5MG N89725 601
T30V 2118821 ) SEP 30, 1987
T SooneEare N 22, 1902 s R s et 84144/ 441/
JUN 22, 1982 A4 HAN/LABS/ [ 2ddvd;svd
2 300MG; 60MG N87920 001 JRPR/ 23 /13817

JUN 22, 1982



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 2

ACETAMINOPHEN; HYDROCODONE BITARTRATE ACETAZOLAMIDE
TABLET > ORAL TABLET; ORAL
J48) TRERTRNIERES  JeRGRRTcEe JNAdHss/adl) j48) CTRERISIIARS)  J4sedy [ 14841401/
B6F JPRRCRRNRFRR[ festie LSt ol - Jriivegievey,
MIKART B00MG; 2. 5MGX N89698 001 3 VANGARD LABS 250MG N87654 001
AUG 25, 1989 FEB 05, 1982
500MG;7.5MGH N89699 001

AUG 25, 1989
ACETRIZOATE SODIUM

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE /Sﬁﬂﬂjﬁ?ﬂ}/iﬂfﬂﬁﬂfﬁ#iﬁﬁ/
I
CAPSULE; ORAL /SR THS/ PHARN/ /3% /Nddddd/dé1/
OXYCODONE AHD ACETAMINOPHEN 3 RW JOHNSON 53% N09008 001
AA HALSEY DRUG 500MG ; 5MGH N89994 001
MAY 04, 1989
TYLOX ACETYLCYSTEINE
AA MCNEIL PHARM 500MG ;5MG N88790 001
DEC 12, 1984 SOLUTION; INHALATION, ORAL
ACETYLCYSTEINE
TABLET; ORAL AN DUPONT CRI CARE 107 N71364 001
[ORYCOUONE /2 8 APAR 584/ , MAY 01, 1989
/BUPSNTE/ PrikRris/ /88811812 srie/ /Nigsdid/dd1/ AN 207n N71265 001
2 DUPONT PHARMS 500MG ;2. 5MG N85910 001 MAY 01, 1989
JO¥LdudE ‘BiABAS "848/ MUCOMYST
/847 PUPSHY7PHARNS/ /8481 8rid/ /Ngs311/8d1/ AN MEAD JOHNSON 107 N13601 002
2 DUPONT PHARMS 500MG ; BMG N85911 601 AN 20% N13661 001
ROXXICET 5/500
{88/ JROXANE/LABS/ /886v6; sried/ /NBdi1s/dd1/ ‘
[IAN/ 12571383/ ACYCLOVIR
ROXANE LABS 500MG 3 5MGX NB9775 001
JAN 12, 1989 > ADD >  SUSPENSION; ORAL
>_ADD_> ZOVIRAX
> _ADD_> BURROUGHS KWELLC 200MG/5MLY N19909 001
ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE; OXYCODONE > _ADD > DEC 22, 1989
TEREPHTHALATE
CAPSULE; ORAL ADENOSINE
TYLOX
[3/MENELL/ LABS/ /5d8re 4. 51 {4 A8Hs/ /Ngs3is/d81/ INJECTABLE; INJECTION
@ RW JOHNSON 500MG ;4. 5MG ;0. 38MG N85375 001 ADENOCARD
MEDCO RES ZMG/MLI N1$937 002

OCT 30, 1989
ACETAMINOPHEN; PROPOXYPHENE HYDROCHLORIDE

TABLET; ORAL
PROPOXYPHENE HCL AND ACETAMINOPHEN
AA CORD LABS 650MG ; 65MGK N89959 001
JUL 18, 1989




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'S89 - DEC'89

ALBUMIN, CHROMATED CR-51 SERUM

INJECTABLE; INJECTION
CHROMALBIN
IS0 TEX DIAGS 100 UCI/VIAL
250 UCI/VIAL
500 UCI/VIAL
e
L
/88/Uct/VIAL/

a9
3@
SUIPE/o1Ass/

/3

NG

ALBUMIN, TODINATED I-125 SERUM

INJECTABLE; INJECTION
ALBUMOTOPE 125 I
@ ISO TEX DIAGS

/3/340188/

5-50 UCI/AMP

/58810t g/

ALBUMIN, IODINATED I-131 SERUM

INJECTABLE; INJECTION

ALBUMOTOPE 131 I

@ IS0 TEX DIAGS 5 UCI/AMP

] 20 UCI/AMP
0.BMCI/VIAL
IMCI/VIAL
2MCI/VIAL
/AHP/
1/81P/
1/VEAL/
v
v

ey
757
AL/

/e
4@
/4 1

/2 1AL/

/9et
%
HEL)
/3/ ML/

ALBUTEROL SULFATE

TABLET; ORAL
ALBUTERDL SULFATE
AB AM THERPTCS

EQ 2MG BASEN
DEC 05,

EQ _4MG BASEX
DEC 05,

ZMG_BASERM
DEC 05,

EQ GMG BASEM
DEC 05,

2MG BASEM
DEC 05,

EQ GMG BASEN
DEC 05,

|)>
w

|)>
©

BIOCRAFT LABS E

&

=3

CCRD LABS E

&

1989 :

1989 :

1989 :

1989 :

1989 :

1989 :

N17835 001
N17835 002
N17835 003

N17836 001

/NL7838/881/

N178%7 004
N17837 005
N17837 001
N17837 002
N17837 003

Z T2

N72649 001
FEB 01, 1989
N72450 €01
FEB 01, 1989
N72619 001
APR 07, 1989
N72620 001
APR 07, 1989
N72151 001
MAR 23, 1989
N72152 001
MAR 23, 1989

ALBUTERCOL SULFATE

TABLET; ORAL
ALBUTEROL SULFATE

> AB LEDERLE LABS
>
> AB
>
AB MUTUAL PHARM
AB
AB SIDMAK LABS
AB
ALLOPURINOL

TABLET; ORAL
LOPURTN
48/ /BOSTS/priArris/
/48/

/48] [Edd1s/ush/
AB

BOOTS USA

/48/
AB

EQ 2MG BASER
EQ 4MG BASEn

EQ _2MG BASEX
DEC 05,

EQ _4MG BASEX
DEC 05,

EQ 2MG BASEN
DEC 05,

EQ_4MG BASEN
DEC 05,

/1dévig/
100MG

300MG

100MG
300MG

1989 :

1989 :

1989 :

1989 :

AMILORIDE HYDROCHLORIDES; HYDROCHI.OROTHIAZIDE

TABLET; ORAL

AMILORIDE HCL AND HTDROCHLOROTHIAZIDE

/88 [BARR/LABS/

AB BARR LABS

AMINO ACIDS

INJECTABLE; INJECTION

JRNGSIN/ XL /3 B AN/ L

/BBPETT/LABS/

5MG ; 50MG

DEC 25,

Astic/
/3.5

CONTAINER/

1990 :

/

N72859 001
DEC 20, 1989
N72860 001
DEC 20, 1989
N72636 001
FEB 01, 1989
N72637 001
FEB 01, 1989
N72316 001
JAN 30, 1989
N72317 001
JAN 30, 1989

8
A

IN71pdé/dd1/
PR/42,/1981/
/NH1587/dd1/
APR/42,/1981/
/N18237/461/

N71586 001
APR 02, 1987
/Yii8237/482/

N71587 001
APR 02, 1987

N18297 001

N18297 002

/NT1111/dd1/

/RAY/18, /19881

N71111 001
MAY 10, 1988



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 ~ DEC'89 4

AMINO ACIDS AMINO ACIDS; MAGNESIUM ACETATE; POTASSIUM ACETATE; SODIUM
CHLORIDE; SODIUM PHOSPHATE, DIBASIC
] JIEEEARLE AR IR AN/
I
3 ABBOTT LABS N19491 001 /AHINdeN/Ii/3 5//H/iﬂ/ﬁLA$fi¢/¢dNfﬂiﬂﬁﬂ/
OCT 10, 1986 /RBBOTT/LABS/ [3.87 53008 1 4GAL ST 341 Sy ¢/
/éééﬁé/iddﬁL 4Sie/ 1oL/ /H14443/6 1/
[8¢T/18, 11388/
AMINO ACIDS; DEXTROSE 9 ABBOTT LABS 3.57%332MG/100ML 3128MG/100ML 3
222MG/100ML 349MG/100ML  N19493 001
RSSO IRASE 48811 ASHEAINEY oeT 6 e
) J—
/Aéﬁﬁff/{AﬁS/ J3.8732eN/ 148RL/ /NLS114/dd1/
JS8¢T/11, 71384/ AMINOPHYLLINE
9 ABBOTT LABS 2,5%3256M/100ML N19118 001
TARNSSIY/ 452/ [BEATRSSE 81/ 908 A5ﬁ¢/¢¢wx;?§§/n’ " T ENOPYLL
[ AMINOPHYLLINE
/RBBOTI/ LRSS/ /3823880 14811/ /NL912d/681/ /B8/  JCORB/LABS/ [1ddris/ /N8s261/483/
J8¢1/11, 718847 3 CORD LABS 100MG N85261 003
2 ABBOTT LABS 3.52356M/100ML N19120 001
OCT 11, 1984
TRAVASOL 2.75% IN DEXTROSE 107 IN PLASTIC CONTAINER AMITRIPTYLINE HYDROCHLORIDE
BAXTER 2.757310GM/100ML N19520 002
SEP 23, 1988 TABLET; ORAL
TRAVASOL 2.75% IN DEXTROSE 15 IN PLASTIC CONTAINER AMITREPTYLIHE HCL
BAXTER 2.75%5156GM/100ML N19520 003 /88/  [eHFLSEA/LABS/ /186vd/ /R8s821/d81/
SEP 23, 1988 2 CHELSEA LABS 150MG N85821 001
TRAVASOL 2.75% IN DEXTROSE 20X IN PLASTIC CONTAINER J88/  JLEDERLE/LABS/ /16vg/ /NBi3ce/dd1/
BAXTER 2.757320GM/100ML N19520 004 /JKH/64 /138287
SEP 23, 1988 /48/ /¢5dd/ /N8367/dd1/
TRAVASOL 2.75Z% IN DEXTROSE 25X IN PLASTIC CONTAINER /HAY/d3, /19827
BAXTER 2.75%3256GM/100ML N19520 005 /é8/ /8d0d/ /HaHId1/dd1/
SEP 23, 1988 / AN/ 84, 11483/
TRAVASOL 2.757% IN DEXTROSE 5% IN PLASTIC CONTAINER /Ad/ /184d/ /NB7344/dd1/
BAXTER 2.757356M/100ML N19520 001 JJAN/d4, /14827
SEP 23, 1988 /4d/ /1d6vs/ /Hﬁfﬁéﬁ/ddi/
TRAVASOL %.257 IN DEXTROSE 10Z IN PLASTIC CONTAINER - IRAY/d3,/1482/
BAXTER %.257310GM/100ML N19520 007 /48/ : /isdud/ /ié?jfd/ddi/
SEP 23, 1988 /IAR/ 84, [1982/
TRAVASOL 4.25% IN DEXTROSE 157 IN PLASTIC CONTAINER 2 LEDERLE LABS 10MG N87366 001
BAXTER 4. 25%315GM/100ML N19520 008 JAN 04, 1982
SEP 23, 1988 ? 25MG N87367 001
TRAVASOL 4.25% IN DEXTROSE 207 IN PLASTIC CONTAINER MAY 03, 1982
BAXTER 4.257320GM/100ML N19520 009 3 B50MG N87181 001
SEP 23, 1988 JAN 06, 1982
TRAVASOL 4.25% IN DEXTROSE 25Z% IN PLASTIC CONTAINER 3 75MG N87369 001
BAXTER %.257325GM/100ML N19520 010 JAN 06, 1982
SEP 23, 1988 2 100MG N87368 001
TRAVASOL &.257% IN DEXTROSE 57 IN PLASTIC CONTAINER MAY 03, 1982
BAXTER 4. 257356M/100ML N19520 006 3 : 150MG ‘ N87370 001

SEP 23, 1988 . JAN 04, 1982




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

AMITRIPTYLINE HYDROCHLORIDE

- /Ad/
/48/
/4d/
188/
/48/

TABLET; ORAL

AMITRIPTYLINE HCL

/pBt/

3 PBI
/RORANE/LRBS/
@ ROXANE LABS

2

)

3

3

)
/VANGARD /L ABS/
9 VANGARD LABS
)

2

2

)

/¢5ve/
25MG

/1drig
/238y

/ézta/
/8drid/
/184d/

10MG
2B5MG6

50MG

- 75MG

100MG

/Ndtis/dd1/

/FEB/18, /19821

N87775 001
FEB 10, 1982

/Ndéé44/ddi/

o.
T
N

NB61644 001
N86145 001
N86143 001
N861467 001
N86146 001
N86148 001

/Né763é/ddi/

N87632 001
FEB 01, 1982
N87570 001
FEB 08, 1982
N87616 001
FEB 08, 1982
N87617 001
FEB 05, 1982
N87639 001
FEB 08, 1982

AMITRIPTYLINE HYDROCHLORIDE;

PERPHENAZINE

TABLET; ORAL

PERPHENAZINE AND AMITRIPTYLINE HCL

DANBURY PHARMA

AMMONIUM LACTATE

LOTION; TOPICAL

LAC-HYDRIN

JBRISTOL/MYERS/

WESTROOD PHARMS

AMOXAPINE

AMOXAPINE
AB WATSON LABS
AB
AB
aB
ASENDIN
AB LEDERLE LABS
2B
AB
AB
AMOXICTILLIN
CAPSULE; ORAL
AMOHICYLLTH
AB LEMMON
AB

TABLET> ORAL

10MG; 2MGK
10MG ; 4MGu
25MG 5 2MGxt

25M6G 3 4MGr

50MG 5 aMGx

JEQ/1EE AL LB/

EQ 127 ACID

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

[NL9185/dd1/

JAPR/24,/1985/

N19155 001
APR 24, 1985

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

N18021 001
N18021 002
N18021 003
N18021 004

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



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

AMOXICILLIN

CAPSULE; ORAL
AMOXTCYLLTN
[TRS/PHARIS/ /2sdvign/

/58diige/
POWDER FOR RECONSTITUTION; ORAL

AMOHICXLLIN

AB NOVOPHARM 250MG/5MLK

AMPICYL! IN/AMPICILLIN TRIHYDRATE

POWDER FOR RECONSTITUTION; ORAL
AMPYCYLLTH
AB CLONMEL CHEMS

EQ 125MG BASE/SMLK

AB EQ 250MG BASE/SMLM

JIRBLES  [CHERABLE {/ORAL/
PALICALLIN/
[BRESTOL/LABS/

9 BRISTOL LABS

[EQ/ 12518 /BASES

EQ 125MG BASE

ASPIRIN; BUTALBITAL; CAFFEINE

TABLET; ORAL

BUT.
/487 /OANTUNA/ PHARYCS/

>
>
>
>

DLT
LT
D
D

vV VvV
> (D
o

@ QUANTUM PHARMCS 325MG;50MG ;40MG

v
>
Lol

BUTALBXTAL W/ ASPIRYN & CAFFEINE

/88/  [B00Ts/LABS/ JEPERRELR HA L

AB PHARMAFAIR 225MG ; 50MG ; 40MG

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE

TABLET; ORAL

HORGESIC
AB 3M RIKER 385MG ;30MG 5 25MG
/31/RIKER/ /38815 3Me S srign/

N63001 001
JAN 06, 1989

N62982 001
FEB 10, 1989
N62982 002
FEB 10, 1989

/risddd3/dd1/

N50093 001

/N88d72/dd
/Jug/iﬁfﬁééééf

N88972 001
JUN 18, 1985

/HB 1444/ 842/

[BEC/83,/1383/
N87048 002
DEC 09, 1983

N13416 003
Ol ddes
Parsiery,

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE

TABLET; ORAL
NORGESTIC FORTE
AB 2M RIKER

/31/dRER/

ORPHENADRINE COMPOUN

/48/  [VITARANE/

BX VITARINE

770MG 5 60MG ; 50MG

[H1dg 36 dvie Sedrign/

D
/3deris/36vid 28rie/

285MG 3 30MG ; 25MG

ORFHENADRTINE COMPOUND DOUBLE STRENGTH

/88/  [YETARINE/

BX VITARINE

ORPHENGESTC
48/ [PAR/PrARY/ /3dend $0vd {2eva/
BX  PAR PHARM 385MG 5 30MG 3 25MG
ORPHEHGESIC FORTE
88/ JPRR/PHARR] /11816 ¢dHia{ gdmic/
BX  PAR PHARM 770MG 3 60MG 3 50MG -

ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE

CAPSULE; ORAL
[ BRdpENYERNE "HAL " ' ASBERIN A AP EETE/
148/ [CHELSER/LABS/ /3d3uia 32 argieRe/

@ CHELSEA LABS

389MG;332.4MG; 65MG

ASPIRIN; CARISOPRODOL

TABLET; ORAL
CARYSOFPRODOL AND ASPIRTIN
AB PAR PHARM 325MG; 200MGxu

N134le 004
Oa4i] 44/
Pl

71564/dd
Riirare s

N71564 001
JUN 23, 1988

N71sés/dd1/
/Jﬁﬂ/éﬁ;/iﬁﬁé/

N71565 001
JUN 23, 1988

11642/8d1/
/Jﬁﬂ/ég;/éééél

N71l642 001
JUN 23, 1987

71643/dd1
/Jés/éi;ﬁéééff

N71643 001
JUN 23, 1987

[Hgeiiz/dd2/
[3EP/83./1984/
N85732 002
SEP 03, 1984

N8959¢ 001
MAR 31, 1989
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MNUMBER 12 / JAN'89 - DEC’'89

ASPIRIN; MEPROBAMATE

TABLET; ORAL

3 QUANTUM PHARMCS 325MG; 200MG
ATENOLOL
INJECTABLE; INJECTION
TENORHMIN
ICX PHARM 0.5MG/MLY
TABLET; ORAL
TEMORMIH
28 ICI PHARM 501G
gg 100M5
/43/  [STUART/PRARHS/ /8808
/88/ /18888/

ATROPINE SULFATE; DIPHENGXYLATE HYDROCHLORIDE

TABLET; ORAL
DYXPHEROXYLATE HCL AND ATROPINE SULFATE
AA CHELSEA LABS 0.025MG52. 5MG

[8&)  JrEPERLE/LABS/

3 LEDERLE LABS

0.025MG52.5MG

AA PHARMAFAIR 0.025MG52.5M6
py TR
/8&1  /PBi/ 8183202 87 E0R)

3 PBI 0.025MG;2.5MG

/@iﬁﬁéﬁdﬁftéfé'N/'Afédéiﬂé'édﬁ#dfﬁ/
e

LG~ L
/847 /VANSARD/LABS/

@ VANGARD LABS

0.025MG;2.5MG

[NBdiad/ddl/
/0781, /1484/
N8B740 CO1
JUN 01, 1984

N190658 001
SEP 13, 1989

N18240 001
N18240 002
/riig2ad/dé1/
/Hi1824d/d82/

N85876 001
/Niggdsd/dé1/
N86950 001
N85035 001

/NBedts/dd1/

INB7842/dd1/
/HER/23.,/1382/

N87842 001
MAR 29, 1982

/Ngsdie/ 31/

jriBaddsdst/
JRAR/ 23, /13831
N88009 001
MAR 25, 1983

AZTREONAM

INJECTABLE; INJECTION
AZACTAM IN PLASTIC CONTAINER

SQUIBB 10MG/MLK
20MG/MLx
GOMG/MLX
BACLOFEN
TABLET; ORAL
BACLOFEN
/481 IVITARINE J1888/
ey J 4818/
BX VITARINE 10MG
BX 20MG
BENDROFLUMETHIAZIDE
et Pty
IR /4.%0d/
a3 SQUIBB 2 .BMG
BENZONATATE
CAPSULE; ORAL
TESSALON
JBUPONT/ PriAsis/ /1dd1id/
FOREST LABS 100MG
BENZTROPINE MESYLATE
TABLET> ORAL
BEMZTRDPIME MESYLATE
AA INVAMED U.EMGE
AA 1MGet
AA 2MGr

NEG6Z2 003
MAY 24, 1989
N5G&32 002
MAY 26, 1989
N50632 001
MAY 24, 1989

/i#1961/481
JABR/13, 71843
JNH{34% 7441
JARRI1E, 1948
N71901 001
APR 13, 1988
N71902 001
APR 13, 1988

/N12164/dd1/

N121i64 001

/H1L216/d81/

N1121G 001

N7226% 001
FEB 27, 1989
N72265 001
FEB 27, 1989
N72266 G011
FEB 27, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 8

BENZTROPINE MESYLATE BETAMETHASONE DIPROPIONATE
TABLET; ORAL OINTMENT, AUGMENTED; TOPICAL
BENZTROPIHNE MESYLATE DIPROLENE
>_DLT >/44/  [AUANTUN/PHARNCS/  /d.5vd/ /NBdsia/dd1/ SCHERING EQ 0.057 BASE N18741 001
> DLT > JIAR/3L 11484/ JUL 27, 1983
>_DLT >/A&/ /1v8/ /N8as1d/dd1/
> DLT > /JAN/SI,/i4é4/
>_DLT >/44/ /édd/ /NB8s11/dd1/ BETAXOLOL HYDROCH!ORIDE
> DLT > 136831571984/
> ADD > @ QUANTUM PHARMCS 0.BMG N885k1g 001 >_ADD > SUSPENSION/DROPS; OPHTHALMIC
> ADD > JAN 31, 1984 > _ADD > BETOPTIC S
>_ADD > d 1IMG ] N88510 001 > ADD > ALCON LABS EQ 0.257 BASEM N198¢5 001
> ADD > JAN 31, 1984 > _ADD > DEC 29, 1389
> ADD > )] Z2MG N88511 001
>_ADD > JAN 31, 1984 TABLET; ORAL
KERLONE
, LOREX PHARMS 10MGx N19507 GO1
BETAMETHASONE DIPROPIONATE OCT 27, 1989
20MGx N19507 002
C;é;?édtgséﬁAL OoCT 27, 1989
L
/BX/  [3CHERING/ [EQ/d. 887 /BASES /N1ddd8/d41/
IS A [IAR/ 31, 71388/ BETHANECHOL CHLORIDE
L
/8% [3¢HERING/ [EQ/8. 857 /BASE/ /NL9885/dd1/ TABLET: ORAL
TRPR/27.11387/ ETHANECHOL CHLORIDE
CREAM, AUGMENTED; TOPICAL 158 TS fiti ) R
DIPROLENE 784/ /288%/ /N8s839/481/
SCHERING EQ 0.057 BASE N19408 001 3 CHELSEA LABS EMG N85841 001
JAN 31, 1986 3 10MG N85842 001
DIPROLENE AF a 25MG N85839 001
SCHERING EQ 0.057% BASE N19555 001
APR 27, 1987
BRETYLIUM TOSYLATE
LOTION; TOPICAL
Vi JEQY4. 052 8438 INL9716/441/ " SRETYLTUN TOSVUATE
lds BRETYLIUM TOSYLATE
o /AUs/81:/1388/ JLYPGER/ /1ddrie i/ INF1298/841/
. [FEB/13, /1884
LOTION, AUGMENTED; TOPICAL 3 LYPHOMED 100MG/ML N71298 001
DIPROLENE FEB 13, 1987

SCHERING EQ 0.057 BASE N19716 001
AUG 01, 1988

OINTMENT; TOPICAL

/BIPROLENE/
18R/ ﬁ/S¢ﬁtRiN¢/ [B4/8. 857 /BASE/




RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'8¢ 9

BRETYLIUM TOSYLATE

INJECTABLE, INJECTION
BRETYLIUN ‘TSYLATE "Il HENTRdse '8/
/&8/ 7KEE§??7LKBS7 ~/2ddvigz1d¢nL/

/4¢/ /4ddns/186dL/
/48/ /888re 1688/
@ ABBOTT LABS 200MG/100ML
3 400MG/100ML
2 800MG/1GOML

/&
/A
JAPRI1S /1986

N19005 002
APR 16, 13986
N19005 063
APR 16, 1986
N19005 001
APR 16, 1986

[N19ddn/d62/
PR/LE, [1986/
/NI98d5/dd3/
FRILE, [1486/
/Hi1ddds /s di;

BRETYLIUM TOSYLATE XH DEXTROSE 57 IH PLASTXC CONTATNER

AP BAXTER 200MG/100MLE
AP 400MG/130MLI
BROMPHENIRAMINE MALEATE
ELIXIR; ORAL

BROMPHENIRAMINE MALEATE
/847 [BARRE/NATL/ /dvglede/

3 BARRE NATL 2MG/EML
/847 [e8t/ P iiicY4:):94

3 pBI 2ZMG/5ML

TABLET; ORAL
BROMPHENYIRAMINE MALEATE

[8&)  JCHENSEA/LAES/ /4ds/

9 CHELSEA LABS 4MG
/48 JEORD/LAES/ /4g/
3 CORD LABS aMG

BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE}S
PHENYLPROPANGCLAMINE HYDROCHLORIDE

SYRUP; ORAL
/BIPHELANE ‘BE/
/84/ /P8t] 4 AL L dHd S A ¢/

/
sdlait/

¢

2
1.

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

/R8e93¢/dd1/

N86936 001
/8738474817
1IN/ 25, /1483

N87966¢ 001
JAN 25, 1983

/rgs764/4481/

N85769 001

/Hgdis/dd1/

N83215 001

BROMPHENTRAMINE MALEATE; CODEINE PHOSPHATE;
PHENY1LPROPANGLAMINE HYDROCHLORIDE

SYRUP; ORAL
MYPHETANE DC
AA PBIL 2MG/5ML 5 10MG/5ML 5

12.5MG/5ML

N88904 001
FEB 21, 1985

BROMPHENIRAMINE MALEATE; DEXTROMETHORPHAN HYDROBROMIDE ;
PSEUDOEPHEDRINE HYDROCHLORIDE

SYRUP; ORAL

/4/ /éﬁggég%ﬁﬁ{éﬁ/ /2daled s 1M /8ic s/
¥ o L, L
/38vg 28/ INBdea1/dd1/
[BEC/2E571988/
BROMFED-DM
AA MURO PHARM 2MG/BML 3 LOMG/BML ;
Z0MG/5ML N89681 001

DEC 22, 1988

BUPROPION HYDROCHLORIDE

JHRBLEL ORAL
LA
TSTETROAIS e e Jadres Wl
/3] JH8rd/ TRIAGA4Td4%)
/3! /188ri/ /ﬁfﬁéégééfgﬁif
o | JBECIA8, 11488/
TABLET; ORAL
HELLBUTRIN
BURROUGHS WELLC BEOMG N1l864aa 001
DEC 30, 1985
75MG N18644 002
DEC 30, 1985
100MG N18eée4a4q 003

DEC 30, 1985

BUTABARBITAL SODIUM

TABLET; ORAL
BUTABARBITAL SODIUM

(B4 [CHELSERLABS/ /i INB81E4/dd1/
144/ - JET ﬁg/ /N85712/dd1/
9 CHELSEA LABS 15MG N85764 001
3 30MG N85772 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 10

BUTABARBITAL SODIUM

TABLET; ORAL
BUTABARRITAL SODTUM

/88  [RHETE/IN/PAOLSN/  /3dMe/ /1i83337/441/
@ WHITE TN PAULSN 301G N83337 001
CALCITONIN, SALMON
INJECTABLE; INJECTION
CALCIMAR
JRORER/PRARNM/ 488/ 10/ V1AL/ /Ni1497/881/
@ RORER PHARM 400 IU/VIAL N17497 001

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE

INJECTABLE; INJECTION
ISOLYTE E W/ DEXTROSE 57 IN PLASTIC CONTAINER
/RERBALL/MCE AR/ /3ara/LednL s neri L ddrin AdHe A ddnin i/
(#4618 0RL S 4drie /1 ddr). 5ddﬁ¢/iﬂdﬁLf/
S/ 1481L/ /NLS dé;

[34%6/ 14811 289/4
[IAR/17,5 /1983

35MG/100ML ; 5GM/100ML 5 30MG/100ML ;
74MG/100ML 5 640MG/100ML ; 500MG/100ML 5
74MG/100ML N18269 002
JAN 17, 1983

KENDALL MCGAW

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; SODIUM
CHLORIDE; SODIUM LACTATE

SOLUTION; INTRAPERITONEAL
DIANEAL PD-2 W/ DEXTROSE 1,57 TH PLASTIC CONTATNER
AT BAXTER 18, 3MG/100ML 3 1. 5GH/100ML 5
5.08MG/100ML ;538MG/100ML ;
448MG/100ML N17512 004
/41/ /23, g 1d0nL ;1 oe /L duL
/2.848371 440 82411d 14 dnL S
/448r8/18¢dL/ /NL7512/8d4/

.

~—~

ra

CALCIUM CHLORIDE; MAGNESIUM CHLORIDES; POTASSIUM CHLORIDE;
SODTIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE

INJECTABLE; INJECTION
ISOLYTE E IN PLASTIC CONTAINER
KENDALL MCGANW 35MG/100ML 5 30MG/100ML ; 74MG/1LO0ML ;
640MG/100ML 3500MG/100ML 5
74MG/100MLIE N19718 001
SEP 29, 1989

CALCIUM CHILORIDE3; POTASSIUM CHLORIDE; SODIUM CHLORIDE

SOLUTION; IRRIGATION
RINGER"S TN PLASTIC CONTATHER

AT 11/1 FER TN it e 1os [ Ta L1y [
/817 JREROTTIYARS] Ve rtiyi ! pasagsrasy

@ ABBOTT LABS 33IMG/100ML 3 30MG/100ML 5
860MG/100ML N184&62z 001

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; SCODIUM
LACTATE

INJECTABLE; INJECTION
LACTATED RINGER'S TN PLASTIC CONT.

4P 11 2de Hddnc td?/iddﬁ ddrit/{ddric
/48] JEUTIRRTBIO o el 180 ety
a CUTTER BIOL 20MG/100ML ;30MG/100ML 5600MG/100ML 5
310MG/100ML N18417 001

SCGLUTION; IRRIGATION
LACTATED RIHGER'S IH PLASTIC CONTAYHER

AT BAXTER 20MG/100ML ; 30MG/100ML 5 600MG/L0OML 5
210MG/100MLK N19933 001
AUG 29, 1989
CARBOPLATIN
INJECTABLE; INJECTION
PARAPLATIN
BRISTOL SQUIBB 50MG/VIALR N19880 001
MAR 03, 1989
150MG/VIALK N19880 002
MAR 03, 1989
450MG/VIALK N19880 003
MAR 03, 1989
/d4dddeddst/
/iﬁﬁégfﬂiﬁéiééyJﬁ¢fidﬁ/
/UP ISR/ [EQ/ 8. 2816 /BASE ML/ /Hi17989/481/
CARBOPROST TROMETHAMINE
INJECTABLE; INJECTION
HEBAMATE
UPJOHN EQ 0.25MG BASE/ML N17989 001



CARISOPRODOL
TABLET5; ORAL

CARTSOPRODOL
AA CORD LABS

CARTEOLOL HYDROCHLORIDE

TABLET; ORAL
CARTROL

/ABBSTL/LABS/

@ ABBOTT LABS

CEFADROXIL

CAPSULE; ORAL

CEFADRONIL
AB BIOCRAFT LABS
AB PUREPAC PHARM

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

/1dng/

10MG

EQ 500MG BASER
EQ _500MG BASEN

POWDER FOR RECONSTITUTION; ORAL

CEFADROMIL
AB BIOCRAFT LABS
AB

AB

ULTRACEF

J.1:3 BRISTOL LABS
aB

AB

AB

EQ 125MG BASE/5Mik

EQ 250MG BASE/5SMix

EQ B00MG BASE/BMLE

EQ_125MG
EQ 125MG

BASE/SML
BASE/EML

EQ 250MG
EQ 250MG

BASE/BML
BASE/BML

N81025 001
APR 13, 1989

/NLd244/dd1/
/BEC/ 28,/ 1988/

N19z04 003
DEC 28, 1988

N62695 001
FEB 10, 1989
N63017 001
JAN 05, 1989

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

N62334 001
N62376 Q01
MAR 16, 1982
N62334 002
N62376 D02
MAR 16, 1982

CEFAZOLIN SODIUM

INJECTABLE; INJECTION
CEFAZOLIH SODIUM
AP LEMMON EQ 250MG_BASE/VIALX
AP EQ 500MG BASE/VIALR
ap ESQ 1GM BASE/VIALM
>_ADD > AP MARSAM PHARMS EQ 250MG_BASE/VIALM
>_ADD >
> ADD > AP EQ_50OMG BASE/VIALX
>_ADD >
>_ADD > AP EQ 16M BASE/VIALM
> ADD >
> _ADD > AP EG 5GM_BASE/VIALM
> ADD >
>_ADD > AP EQ_10GM BASE/VIALMN
>_ADD >
> ADD > AP EQ_20GM BASE/VIALRK
> ADD >
/A8 /PHARNS/ JE4/ 2581c /BASE /VIALE
[Es/Bddric/BASE/ VIALE:
[E4/ 161 /BASE/VEALE/
CEFIXTME
POWDER FOR RECONSTITUTION; ORAL
SUPRAX
LEDERLE LABS 100MG/5ML
TABLET; ORAL
SUPRAX
LEDERLE LABS 200MGx
400MGX
> ADD > CEFMETAZOLE SODIUM
>_ADD > INJECTABLE ; INJECTION
> ADD > ZEFAZONE
>_ADD_> UPJOHN EQ 1GM BASE/VIALM
>_ADD >
>_ADD > EQ 2GM BASE/VIALM
>_ADD >

B S S

11

N63016 001
MAR 14, 1989
Né30l16 002
MAR 14, 1989
N63016 003
MAR 14, 1989
N62988 001
DEC 29, 1989
N62988 002
DEC 29, 1989
N62988 003
DEC 29, 1989
N62989 001
DEC 29, 1989
N62989 002
DEC 29, 1989
N62989 003
DEC 29, 1989

gddig/dd1/
MAR/ 14,7138/
JHE3d1eTed3)
WAR/ 14, /1389
JNEAd1E 7843
VART 14,1984/

i

N50622 001
APR 28, 1989

N50621 001
APR 28, 1989
N50621 002
APR 28, 1989

N50637 001
DEC 11, 1989
N5Q637 002
DEC 11, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

CEFPIRAMIDE SODIUM

INJECTABLE; INJECTION
CEFPIRAMIDE SODIUM
WYETH AYERST LABS EQ 16M BASE/VIALK
EQ 2GM BASE/VIALx

EQ 106M BASE/VIALM

CEFTAZIDIME SODIUM

INJECTABLE; INJECTION
FORTAZ IN PLASTIC CONTAINER
GLAXO EQ 10MG BASE/MLM
EQ 20MG BASE/MLM

EQ 40MG BASE/MLK

CEFUROXIME SODIUM
INJECTABLE; INJECTION
ZINACEF IN PLASTIC CONTAINER
GLAXO0 EQ 15MG BASE/ML:m

EQ 30M6 BASE/MLK

CEPHALEXIN
CAPSULE; ORAL
CEFANEX
AB BRISTOL MYERS EQ 250MG BASEM
AB EQ 500MS BASEN
CEPHALEXTHN
AB LEMMON EQ 250MG BASE
AB EQ 500MG BASE
/88/  [1AS/PHARS/ /e 240Me "d4sE/
/48/ /Ed "gddvid ‘B4sE/

N50633 002
JAN 31, 1989
N50633 003
JAN 31, 1989
N5D633 005
JAN 31, 1989

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

N50643 001
APR 28, 1989
N50643 002
APR 28, 1989

N63063 001
SEP 29, 1989
N63063 002
SEP 29, 1989

N62821 001
FEB 05, 1988
N62823 001
F7§5§§21}98§/
i
PP/ 8571848/

CEPHALEXIN

CAPSULE; ORAL

CEPHALEXTN MONOHYDRATE

(| i Bdrid HAS
g, TR

BX VITARINE EQ 250MG BASE

BX EQ 500MG BASE

POWDER FOR RECONSTITUTION; ORAL
CEPHALBE(IN

AB LEMMON EQ 125MG BASE/SML
AB EQ 250MG BASE/5ML
AB SQUIBB MARK EQ_250MG BASE/5MLM
188/ [TAS/PHARYS/ /E4"{2586 'BASE oL/
/48/ /Ed "25drid "BASE oL/
188/ [VITARINE/ /B4 12evic "BASE SemiL/
/48/ /Ed "25dvig "BASE EiiL/

BX  VITARINE
BX
TABLET; ORAL
CEPHALEXTH
AB BIOCRAFT LABS
AB
/88/  [VLTARINE/
/4d/
/4é/
BX  VITARINE
BX

BX

EQ 125MG BASE/BML

EQ 250MG BASE/S5ML

EQ 250MG BASEN
EQ_50OMG BASER
/24 “256114 "BAgE/
/24 86618 ‘dhse/
/¢4 184 "Bhge/
EQ 250MG BASE
EQ 500MG BASE

EQ 16M BASE

12

2159/dd1
ey

N62159 001
N62159 002

N62873 001
MAY 23, 1988
Né62867 001
APR 15, 1988
N62987 001
v,
Ml
/1988/
5
a1/dd1/
[BEC/22./198H
N62779 001
DEC 22, 1987
N62781 001
DEC 22, 1987

8
/15,
827
’%

Né63023 001
JAN 12, 1989
Né3026 001
J?Nsigéz}gef/
IRt
RO/ IL 71888/
443/
Wy

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



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 -~ DEC'89 13

CEPHRADINE CHLORDIAZEPOXIDE HYDROCHLORIDE
CAPSULE; ORAL CAPSULE; ORAL
148/ “TVETARINE/ 4568/ JES813/461/ ja TR /s JNABT4S/ 461/
4B viTARINE/  [iB50Mg d AB L 56
JPEB/35,/1488/ [IRN/ 18, /1485 /
/48/ / 8ddria/ /Néééiilddé/ /48/ /1dvg/ /Ngg1de/dd1/
fFEB/28, 11388/ /3AN/18, /185 /
BX VITARINE 250M6 N62813 001 /A8/ /25dd/ /Hééééé/ﬁﬂi/
FEB 25, 1988 /88/ /2588/ [N887d1/dd1/
BX 500MG N62813 002 JIAR/ 18, 71388/
FEB 25, 1988 3 LEMMON 5MG N88705 001
JAN 18, 1985
a 10MG N88706 001
CERULETIDE DIETHYLAMINE JAN 18, 1985
) 3 25MG N86494 001
JERJECTABLE { M INJECTION/ a 25MG N88707 001
SMTRAN JAN 18, 1985
/ABRIA/LABS/ /4. 82e i/ /N18238/4861/ /48/  [W/LABs/ /5H§/ INBR11A/ 481/
9 ADRIA LABS 0.02MG/ML N18296 001 ;%g; ;Lgr§; fgggi;g;ggi;
/88/  JRORANE/LABS/ /2i8/ /NB47de/dd1/
CHLORDIAZEPOXIDE HYDROCHLORIDE /48/ /1d18g/ /Hg47dd/4d1/
/48/ /258d/ /NBatds/dd1/
CAPSULE; ORAL 2 ROXANE LABS BMG NS4706 001
JA=Bdx1dE/ 2 10MG N84700 001
/48/  JREBSTT/ ABS/ /8vs/ /Hé54../..i/ 3 25MG N84705 001
/88/ /898/ /Ngse17/dd1/ /88/  [VANGARD/LABS/ /8uis/ /Ng3124/dd1/
/88/ /141¢/ /Héﬁééj/..é/ IR/ 28, /1483/
/Kgl /18vd/ /N8ss18/481/ 148/ /16vd/ /Ng8d1d/dd1/
/48/ JEER /NB8443/4d3/ /HAR/28,/1983/
188/ /25vg/ /Ngss13/481/ /4d/ /28vd/ /ﬂéﬁiid/ddi/
32 ABBOTT LABS B5MG N85447 001 fHAR/ 28 /19837
3 5MG N85517 001 9 VANGARD LABS 5MG N88129 001
a 10MG N854647 002 MAR 28, 1983
a 10MG N85518 001 ? 10MG N88010 001
3 Z5MG N85G47 003 MAR 28, 1983
2 25MG N85513 001 ) 25MG N88130 001
CHLORDTAZEPOXIDE HOL MAR 28, 1983
AB FERRANTE BMG N85118 001
AB ‘ 10MG N85119 001
AB 25MG N85120 001 CHLOROQUINE HYDROCHLORIDE
JE3/  [LEOFRLE/LABS/ VER Y /N87234/441/
/48/ /1aqé/ /Rg7837/481/ /iNJ£¢fﬂﬁL£‘/iNJEdfi¢H/
/887 /25%8/ /N81231/4817 ,
9 LEDERLE LABS 5MG N87234 001 /é/Sfﬁ#LiHG/dﬁﬂﬁl JEd/ 4006 /BASEML/ /Ndgdd2/dd2/
? 10MG N87037 001
2 25MG N87231 001 INJECTABLE ; INJECTION
ARALEN HCL

STERLING DRUG EQ 40MG BASE/ML NO6002 002



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

CHLORPHENIRAMINE MALEATE

TABLET; ORAL
CHLORPHEHTRAMINE MALEATE

/3/B991s/PHARMS/ /4s/ /ri83753/dd1/

/88]  JCHELSEA/LABS/ / 418/ /R85133/481/

3 CHELSEA LABS aHG N85139 001

/84/  JYEDERLE/LABS/ /44g/ /Higgd41/ 841/
 LEDERLE LABS 4MG N86941 001

@ PHARMAFAIR 4MG , N83753 001
> DLT >/A&/  JQUANTUN/PHARICS/  /add/ ‘ /rigdd18/dd1/
>_ADD_> 2 QUANTUM PHARMCS 4Me N80938 001

CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYDROCHLORIDE

CAPSULE, EXTENDED RELEASE; ORAL
CHLORPHENIRAMINE MALEATE AND PHENYLPROPANOLAMINE HCL
/Be/  JEHELSEA/LABS/ J1g ters/ /N8dcd1/dd1/
[3EP/23,/198%/

@ CHELSEA LABS 12MG; 75MG N88681 001

SEP 29, 1987
AB CORD LABS 12MG; 75MGx N88940 001
JAN 26, 1989
ORHADE
AB SK&F LABS 12MG; 75MG N12152 004
/ee/ J12rg;7evi8/ INLZL82/d84/

CHLORPHENTRAMINE POLISTIREX; HYDROCODONE POLISTIREX

SUSPENION, EXTENDED RELEASE; ORAL
TUSSIONEX
FISONS EQ 8MG MALEATE/BML;
EQ 10MG BITARTRATE/BEML N19111 001
JPEVRALE/ [y geate sy o
)] L

R4/ 10 BLTARTRATES SR/ N8t /aa/
8T T1884)

CHLORPROMAZINE HYDROCHLORIDE

TABLET; ORAL
CHLORPROMAZINE HCL

- /3/Bg81s /1drie/ /NB4414/dd1
/3 /6 S /2s1e/ /Ng4415/dd i;
2 Jiiey Naietsssas)
13/ /Eddrg/ /NB4413/d81/

CHLORPROMAZTNE HYDROCHLORIDE

TABLET; ORAL

CHLORPROMAZINE HCL

@ BOOTS USA

[CHELSER/LABS/

CHELSEA LABS

2
?
b
]
)
/BR/  /YANSARD/LABS/

@ VANGARD LABS

Q

@
CHLORPROPAMIDE

TABLET; ORAL
CHLORPROFPAMIDE

/88/  [CHELSEA/LABS/
9 CHELSEA LABS
CHLORTHALIDONE

TABLET; ORAL
CHLORTHALTDONE

/48] JPRRKETBAVES/
/48/

/88/  [YANGARB/IABS/
/48/

@ VANGARD LABS

3

10MG
25MG
50MG
100MG
i
/251e
ﬁﬁﬁﬁ,
/2ddris/

10MG
25MG
50MG
lo0MG
200MG

/18vie/

/28
/5¢§§;

10MG

25MG
50MG

2585/
250MG

/éede/
/86Hs/
/¢8vd/
/866g/
25MG

50MG

14

N84414 001
N84415 001
N84411l 001
N84412 001
N84413 001

/N8sdsd/dd1/
/N859s8/dd1/
e
/RE8388/4d1/
N85959 001
N85956 001
N85960 001

N85957 001
g
L
/1i87644/ 441/

N88038 001
AUG 16, 1982
N87645 001
N87646 001

/Higeded/ddt/

N86866 001

d
o
o
.
5 g1/
/HAR/£5,/1383/

N88012 001
JUL 14, 1982
N88073 001
MAR 25, 1983



CHLORTHALIDONE

TABLET; ORAL
CHLORTHALIDONE
WARNER CHILCOTT

bl
[v:]

CHLORZOXAZONE

TABLET; ORAL
CHLORZOMAZONE

JA&/  JARTTHERPECS/
/847 [EHELSER/LABS/

@ CHELSEA LABS

/887 [PAR/PHARY

aA PIONEER PHARMS
Al
AA ROYCE LABS
CHOLESTYRAMINE
POWDER; ORAL
QUESTRAN
[BRISTOL/MYERS/
CHYMOPAPAIN

INJECTABLE; INJECTION
CHYMODIACTIN

/BARTERS

BOOTS USA

RX DRUG PRODUCT LIST /

25MG N87515 001
JAN 26, 1983

50MG N87516 001
FEB 09, 1983
/ 488/ JHAS911/461/
I INTEL 718887
/8uis/ /NA88%8 7441/
SRS/ 118827

250MG N86948 001
AUG 09, 1982
/8881ics/ AN

JJONT 881955/

250MGH N89592 001
JAN 06, 1989

500MGm N89948 001
JAN 06, 1989

500MG N81040 001

AUG 22, 1989

JEQ/AGIRESIN/PACKES]  N16619/881/
/4, 898/UNETS/ITALS /1iipegl/ddz/
105721, 11984/
/18,8887 ONLLS/VEAL/ /NL8Eg3/dd1/
/NSV/18, 719821

4,000 UNITS/VIAL N18663 002

AUG 21, 1984
N18663 001
NOVY 10, 1982

10,000 UNITS/VIAL

Vv V.V Y
[ x> |
geoio
Qoo

v
bl
(=)
o

v vV Vv

Vv Vv

>
(o)
(w)

>
jw}
o

l
|

VvV VY

bid
o
(=)

>
(=)
o

>
(]
<J

VVVV

v Vv

CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

CHYMOPAPAIN

INJECTABLE

[BISCASE
/§g¢TS;ﬁHAﬂH$/

a BOOTS USA

INJECTION

12,588/ 0L/ VIRL/

12,500 UNITS/VIAL

CLAVULANATE POTASSTUM; TICARCILEIN DISODIUM

INJECTABLE; INJECTION

TIMENTIN IN PLASTIC CONTAINER

BEECHAM LABS

CLINDAMYCIN HYDROCHLORIDE

CAPSULE; ORAL
CLINDAMYCTN HCL

AB BIOCRAFT LABS
AB
188/ [VITARANE/
/é8/

BX  VITARINE

BX

CLINDAMYCIN PHOSPHATE

INJECTABLE; INJECTION

ER 100MG ACID/100ML;
EQ 3GM BASE/100MLx

EQ 75MG BASEM

EQ 150MG BASEM

EQ 75MG BASE

EQ 150MG BASE

15

INL8E25/dd1/

/IAR/18,/1984/

N18625 001
JAN 18, 1984

N50658 001
DEC 15, 1989

N63027 001
SEP 20, 1989
Né3029 001
SEP 20, 1989

/Néé 1d/dd1/

JAVWLLE /i éﬁ/

[N62918/84%/

[ 305/ 45, /1988/

N62910 001
JUL 05, 1988
N62910 002
JUL 05, 1988

CLECCTYH PHOSFHATE TH DEXTROSE 57 YN PLASTIC CONTATHER

AP UPJOHN
AR
CLINDAMYCTIH PHOSPHATE
AP ASTRA PHARM
AP DUPONT CRI CARE
AP KENDALL MCGAW

EQ 6MG _BASE/ML

EG_12MG BASE/ML

EQ 150MG _BASE/MLn

ER 150MG BASE/MLx

EQ_150MG BASE/MLx

N50639 001
AUG 30, 1989
N50629 002
AUG 30, 1989

N62928 001
FEB 13, 1989
N62908 001
FEB 01, 1989
N63041 001
DEC 29, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 16

CLINDAMYCIN PHOSPHATE CLONIDINE
INJECTABLE; INJECTION > DLY > [FLN, JEXTENDED/RELEASE J/PERCUTANEDUS/
CLINDAMYCTN PHOSFHATE > DLT > ;%;‘##5#;‘5;3/ 2
AP LEDERLE PARNTLS EQ 150MG BASE/MLK N63068 001 >_DLT > JBOFHR/ IHSEL/ /9. 3Ma/2aHR/ [N18891/dd1/
AUG 28, 1989 > DLT > [8CX/18,/1984/
>_ADD > CLINDAMYCTN PHOSPHATE TH DEXTROSE 5%
> _ADD > AP LYPHOMED EQ _900MG_BASE/100MLM NS50635 001 >_ADD > FILM, EXTENDED RELEASE; TRANSDERMAL
> ADD > DEC 22, 1989 >_ADD > CATAPRES-TTS-1
> ADD > AP EQ_12MG_BASE/MLm N50636 001 > _ADD > BOEHR INGEL 0. 1MG/26HR N18891 001
>_ADD > DEC 22, 1989 >_ADD > OCT 10, 1984
> ADD > CLEINDAMYCTIH PHOSPHATE TN DEXTROSE 5% TN PLASTIC CONTAINER >_ADD > CATAPRES-TTS-2
>_ADD > AP BAXTER EQ_6MG_BASE/MLK N50648 001 > ADD > BOEHR INGEL 0.2MG/26HR " N18891 002
>_ADD > DEC 29, 1989 >_ADD > oCT 10, 1984
>_ADD > AP EQ_900MG BASE/100MLM N506G8 003 > ADD > CATAPRES-TTS-3
>_ADD > DEC 29, 1989 >_ADD > BOEHR INGEL 0.3MG/26HR N1nsel 003
>_ADD > AP EQ_12?MG_BASE/MLM  N50648 002 >_ADD > OCT 10, 1984
>_ADD > DEC 29,1589
LOTION; TOPICAL CLONIDINE HYDROCHLORIDE
CLEOCIN T
UPJOHN EQ 17 BASEM N50600 001 TABLET; ORAL
MOSLR wir ok TRRTTRERTES /8:44¢/ JAd881/481/
> DLT >/Ad ] d.1Ma/ - X o
SOLUTION; TOPICAL > DLT > ‘ JRAY /21, /1484/
CLINDAMYCIH PHOSPHATE >_DLT >/4d/ /48.2vd/ /N1d8d2/dd1/
AT COPLEY PHARM EQ 17 BASEX N62944 001 > DLT > ' JRAY /27119861
JAN 11, 1989 >_DLT >/4d/ . /8.3u8/ - /N7dad3/dd1/
AT LEMMON ER_17 BASEM N62920 001 > DLT > KX/ 21, /1486/
JUN 28, 1989 > ADD > BX  AM THERPTCS 0.1MG N70881 001
> ADD > MAY 27, 1986
> _ADD > BX 0.2M6 N70882 001
>_ADD_> CLOMIPRAMINE HYDROCHLORIDE >_ADD > MAY 27, 1386
> ADD > BX 0.3M6 N70883 001
> ABD >  CAPSULE; ORAL >_ADD > ‘ MAY 27, 1986
>_ADD > ANAFRANIL
>_ADD > CIBA PHARM 25MGR N19906 0601
> _ADD > DEC 29, 1989 CLORAZEPATE DIPOTASSIUM
>_ADD > 50MER N19906 002
> ADD > DEC 29, 1989 CAPSULE; ORAL
a0 > e 29 1989 18] CTERERSERIERRS o T4t IH1818/ 481/
>_ADD > DEC 29, 1989 £Y L LY #1878/d:
, /HAR/ 18, /19887
/4d/ /1.8v8/ INT1879/dd1/
CLONIDINE : JHAR/ 18,/ 1988/
e , /48/ /18vd/ INH186d/dd1/
> DLT > [FLLM, /EXTENDED/RELEASE S/ PERCUTANESUS/ /MAR/ 18, /1988/
> DLT > /¢AfAPﬁ¢$rff$7;/ 3 CHELSEA LABS 3,75M6 N71878 001
> DLT > /BOEHR/INEEL /8. X8/ 24HR/ INI8891/dd1/ MAR 15, 1988
> DLT > /9ct/14,/1384/ 3 7.5MG N71879 001
s T ey JN184%1/884/ | " Nr1a60 001
> DLT > L L ¢ $1/4 ‘ ) 15MG N71860 00
>_DLT > /9cX/14,/1384/ MAR 15, 1988




> DLT >/BR/ /QOANTUN/PHARNCS/

CLORAZEPATE

DIPOTASSIUM

CAPSULE; ORAL

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

CLORAZEPATE DIPOTASSIUM

> DLY >

>_BLT >/BR/

> DLY >

v
o
-
—-‘
N4
-~
hoy
>
S~

v
()
r
-
v

v

\%
P
o
Q

vV vV Vv
5=

o
(e

N4
>
o
o

>
o
[w)
v

x>
(=)
o

bl
jw)
o

a2

Y VV VY

2

TABLET; ORAL

@ QUANTUM PHARMCS

137816/

/1. 0116/
/1ene/
3.75MG
7.5MG

15MG

CLORAZEPATE DIPOTASSTIM

/48/  [LEPERLE/LABS/ /3. 1erie/
/ 88/ /1.8v6/
/48/ /18vig/
3 LEDERLE LABS 3. 75MG
) 7.5MG
) 15MG
>_g%$_i/ﬁX/ [WART/PHARNCS,  [3.79n8/
>
>-OLT _DLT >/B%/ /#.88/
> DLT >
orT _DLT >/B%/ /18vis/
> DLT >
>_ADD_> @ QUANTUM PHARMCS 3. 75M6
>_ADD_>
>_ADD > 2 7.5MG
>_ADD_>
>_ADD > ) 15M6
>_ADD_>
CLOXACILLIN SODIUM
POWDER FOR RECONSTITUTION; ORAL
CLOMACTLLYH SODIUM
AA NOVOPHARM EQ 125MG BASE/SMLu

-

IN71849/dé1
[SER/12, /1484
/N71884/dd1
[SEP/12. /1488

IN#1522/4d1
/SEP/IE /1988

N71549 001
SEP 12, 1988

N71550 001
SEP 12, 1988

N71522 001
SEP 12, 1988

/
/
/
/
/
/

TSRS
ol Uh ol
J

/N7édi5/ddi
JBEC/ 15,7198/
N72013 001
DEC 15, 1987
N72014 001
DEC 15, 1987
N72015 001
DEC 15, 1987

INF1734/ 4, i/
/9ct /26 1987/
/N#1731/441/
/¢¢f/éé /iéé?/
INF13827841/
19€1726,/1981/

N71730 001
OCT 26, 1987
N71731 001
OCT 26, 1987
N71702 001
OCT 26, 1987

Né62978 001
APR 06, 1989

> DLT > /Bp/ [AURNIO/PHARHCS/

>_ADD >

v
>

\%

>
(=)

v
>
<

v

b
[>=)

D
D
D
D

D

>
>
>
>

CLOZAPINE

TABLET; ORAL
CLOZARIL
SANDOZ

25MGe

100MGxt

17

N19758 001
SEP 26, 1989
N19758 002
SEP 26, 1989

COBALY CHLORIDE, CO-60; CYANOCOBALAMIN; CYANOCOBALAMIN,

C0-60;

INTRINSIC FACTOR

/N?ééégiﬁéﬁﬁ'éd/Kif/
/388te8/

3 SQUIBB

CORTISONE ACETATE

TABLET; ORAL
CORTISONE ACETATE

@ QUANTUM PHARMCS

/BR/ JRHETE/ TN/ PAOESH/

@ WHITE TN PAULSN

CROMOLYN SODIUM

CAPSULE; ORAL
GASTROCROM
FISONS

CRYPTENAMINE ACETATES

/iHJ£¢fAéLﬁ’/IHJ¢¢fI¢N/

JUNLTENSEN/
/NALLA¢£/LK5$/

@ WALLACE LABS

CYANOCOBALAMIN

INJECTABLE ; INJECTION

/eedtsdr/
8¢/ 7iise/

9 MS&D

IRRINANZAINSRY

N/ASN/ZASNZANZA

/2s1s/

25MG

25118/

25MG

100MGx

1288/ CSR/ONLES L/

260 CSR UNITS/ML

lMG/ML

/H1649d/dd1/

N16090 001

/Nda3c/dd1/

N80836 001

/rigd341/dd1/

N80341 001

N19188 001
DEC 22, 1989

/Hdgs14/8d1/

N0O8814 001

/Hdgeés/did/

N06668 010



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN‘89 - DEC'89

CYANOCOBALAMIN
INJECTABLE; INJECTION
[¥tstiec/
/&8 " JBERLEX/LABS/ /1¥6/HL/
9 BERLEX LABS 1IMG/ML
CYCLOPHOSPHAMIDE

INJECTABLE ; INJECTION
NEOSAR
AP ADRIA LABS 2GM/VIALK

CYSTEINE HYDROCHLORIDE

Ty
precdiryitly

JHABEYLTRUM/ 13287/
® KABIVITRUM 7.25%
CYTARABINE

INJECTABLE; INJECTION
CYTARARINE
AP CETUS BEN VENUE 100MG/VIALX

>
k-]

500MG/VIALR

DEMECLOCYCLINE HYDROCHLORIDE

JSH0B S [ORAL/
JBECLARICAN/ ,
JLFPERTE/LAgS/ 1388/ 2hc ]

@ LEDERLE LABS 75MG/5ML

DESIPRAMINE HYDROCHLORIDE

TABLET; ORAL
DESIPRAMIHE HCL

/Rd7d12/862/ /88/  [YITARINE/ /16dd/
NO7012 002
148/ /¢8vg/
/4d/ /86vid/
/48/ /18dd/
N87442 005 /48/ /186vid/
MAR 30, 1989
/48/ /18ddd/
BX  VITARINE 10MG
BX 25MG
/NL9823/d61/ BX 50MG
19C1/22, 71388/
N19523 001 BX 75MG
ocT 22, 1986
BX 100MG
BX 150M6
N71471 001 DESOXYCORTICOSTERONE ACETATE
AUG 02, 1989
N71472 001 IJECTABLE {/INJECTLON/
RUG 02, 1989 JodcA/
/ORGANSHN/ /s L/
2 ORGANON SMG/ML
DEXAME THASONE
/Nsd281/d61/ SUSPENSION/DROPS; OPHTHALMIC
N50257 001 D EXAMETHASONE
AT STERIS LABS 0. 1m0
MAXTDEX
AT ALCON LABS 0.1%

TABLET; ORAL
188/ TERELSPATCAgS/
TER)

@ CHELSEA LABS
]

18

NN~
o e ™
%&\\T:F\Jﬂ¢‘~
ZnZa DN Z
O

16
3,
2
2
g4
5,
7
5,

0~
o O
OSSO
7&-*2;-*72

72167/4;
/83./1
71641/ 4
/48, /1
71588/ 4;
/45, /1
71647/d:
1/45,/1
717¢4/4)
/d 2/ 1
[N#2254/4d
/YEB/83,/1988

N72167 001
FEB 03, 1988
N71601 001
JUN 05, 1987
N71588 001
JUN 05, 1987
N71602 001
oCT 05, 1987
N71766 001
OCT 05, 1987
N72254 001
FEB 03, 1988

1/
4/
1
i
1/
i/
1/
i1/

/

/Hid11d4/d61/

N0O1104 001

N89170 001
MAY 09, 1989

N13422 001

N85840 001



AA WYETH AYERST LABS

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89% - DEC’'8? 19

DEXAMETHASONE

TABLET; ORAL

DEXAMETHASONE
BP  DANBURY PHARMA 0.25MG N85455 001
BP 0.5MG N85458 001
BP 0.75MG N80968 001
BP 1.5MG NB5456 001
13/ fd.281i5/ /1igs4ss/dd1/
13/ /d.81he/ /Nigsdpd/dd1/
13/ /8. 18s/ /1gd9e8/dd1/
/3/ /1.5/ /Ngsass/dd1/

DEXAMETHASONE ; NEOMYCIN SULFATE; POLYMYXIN B SULFATE

GINTMENT ; OPHTHALMIC

HEQMYCIN AND POLYMYXEN B SULFATES AND DEXAMETHASONE

AT E FOUGERA 0.175EQ 3.5MG BASE/GM;
10,000 UNITS/GMx

N62938 001
JUL 31, 1989

PEXTROMETHORPHAN HYDROBROMIDE; PROMETHAZINE HYDROCHLORIDE

SYRUP; ORAL
FHENERGAHN W/ DEKTROMETHORPHAN
15MG/5ML 36 . 25MG/EMLR

N11265 002
APR 02, 1984

DEXTROSE

INJECTABLE; INJECTION
DENTROSE 50% TN FLASTIC CONTATMER
P ABBOTT LABS 5OGM/100ML

#M1989¢ 001

DEC 26, 1989
DEXTROSE 707, XN PLASTEC CONTATHER

AP ABBOTT LABS 70GM/100MLK

N1989% 0901
DEC 26, 1989

DEXTROSE ; POTASSIUM CHELORIDE

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 0.0377Z IN DEXTROSE 5X IN PLASTIC
CONTAINER
KENDALL MCGAW 5GM/100ML ;37MG/100MLx N1969% 001
SEP 29, 1989
POTASSIUM CHLORIDE 0,0757 IN DEXTROSE 57 IH PLASTIC
CCHTATNER

AP KENDALL MCGAW

5GM/100ML 3 75MG/100MLx N19699% 002

SEP 29, 198¢9

DEXTROSE ; POTASSIUM CHLORIBDE

INJECTABLE; INJECTION
POTASSIUM CHLORIDE 6.11% IN DEXTROSE 57 IN PLASTIC
CONTAINER
KENBALL MCGAMW N19699 003
SEP 29, 1989
POTASSTUM CHLORIDE 0,157 IN DEXTROSE 57 IN PLASTIC
COCNTATHER

AP KENDALL MCGAK

5GM/100ML ; 110MG/100MLK

N19699 004
SEP 29, 1989
POTASSIUM CHLORIDE §.227 IN DEXTROSE 57 IN PLASTIC

CONTAINER

KENDALL MCGAR

56M/100ML ;150MG/100MLK

N19699 005
SEP 29, 1989
POTASSIUM CHLORIDE 0,37 TN DEXTRASE 57 XN PLASTIC
CONTAYNER
AP KENDALL MCGAH

5GM/100ML 3 220MG/100MLK

5GM/100ML 5300MG/100MLx N19699 006

SEP 29, 1989

DEXTROSE ; POTASSIUM CHLORIDE; SODIUM CHLORIDE

INJECTABLE; INJECTION

JoERTddde ‘44, “dddtid éﬁLdéidé_Q_ESZ_AHé_ééIé$$idd_¢ﬁ5ééiégl
/487 7}%;;%3g%zz‘ggii§'§§§z§§gﬁ§Zddﬁ ek 1 00HL L/
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W
JAb/ ' e L0 { édMéiiédﬁL’/ &
eS80 HAeRT /g}gddﬁéggéf
/déﬁfécqé a4, gt CHLARTGE ' [4sh " Arig ¢4f¢é¢x teipieiy
R
?gz}a7iaaéz7 “““““““ ddg/dd1/
JOENTRASE 'S4 ; "SdnTud GdLEATRE 4 47 g “PdtAdst ﬁ dHLééiéE/
7zamza (zsﬂiﬁ*BLa§§za*aaq Y EnTy)

/48] [BAXTE &8/ iBé%LftdéH#)iddﬁ Li/

Qe dd
/éé%fédéé et < ISt éH{EEEBE7871t7 A ﬁdesgtuéﬂéaLéﬁédtfl
73307 T BLALITR CaniATNER/
788/  7BRXTFR/

/EE@EEZZE__L7 [HX8dds/ddi/
/ﬂﬁﬂ/éé,/iééél
JBEXTRGSE 82, sddhi ‘CHLORIDE 'd. 487 "AND "$dTASstun ‘cHLdRIdE/
733@§$'fﬁZ§LZ§¥i§_§aﬁ?Kiﬂé37
/48]  JBAXTER/ 735ﬂ7iddﬁL 224Hd/1d0ML S/
/428d 1800/ /Hiigdds/dda/
[APR/285 11982/



DEXTROSE 3

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

POTASSIUM CHLORIDE; SODIUM CHLORIDE

148/

/4¢/

/48/

INJECTABLE;
JUEXTHASE ‘B2, ‘g

INJECTION

didud "CHLARIOE “d /457 "AND "PdfAssTun "CHEdRIBE/

/4d4éd I 'PLAS

11 ddﬁf?tﬁén/

20

DEXTROSE ; SODIUM CHLORIDE

INJECTABLE» INJECTION
EXTROSE 57 AND SODIUM CHLORXDE 0,97 IN PLASTIC CONTATHER

/88/ /¢ﬁffﬁﬁ/ﬁiﬁL/ T5&N/L860C S8 1d0nic/ TN18588/981/

JBAXTER/ 2ENI 148 s X6 dNE L ddML {/ 2 CUTTER BIOL EGM/100ML ; 900MG/100ML N18500 001
/426021 4dw0/ é ggdéédggl
/dz nn A8 ‘B4, ‘sddiud CHUAHYAE ‘d. 457 "And #dféééidﬁ L dR e/ > _ADD > DEZOCINE
] BriEs (zﬁ.’rmgm SfATHER/
JBATE /EaﬁfitcHL 158g/18dML s/ > ADD > INJECTABLE; INJECTION
H/ H uéﬂ dﬁ/dd4/ >_ADD > DALGAN
/ﬁéﬁfrdéé "B, ‘Sdti ‘¢ L33i5273133; ‘&M “BdTASSIUN CHLdRTDE/ >_ADD_> WYETH AYERST LABS  5MG/MLm N19082 001
/8ied Tl BPLASTIC ddiTATnER/ >_ADD_> DEC 29, 1989
JBAXTER/ /Bﬁﬁ}iddML Ferd1deML S/ >_ADD > 10MG/MLH N19082 002
/4280d e /Nigddd/dé¢/  >_aop > DEC 29, 1989
3 BAXTER 5GM/100ML ; 224MG/100ML 3 >_ADD > 15MG/MLI K19082 003
450MG/100ML N18008 003 >_ADD > DEC 29, 1989
2 BAXTER 5GM/100ML ; 300MG/100ML 3
450MG/100ML N18008 001
3 BAXTER 5GM/100ML ; 75MG/100ML 3 DIATRIZOATE MEGLUMINE
450MG/100ML N18008 002
POTASSTUM CHLORTDE 1O0MEG XM DEXTROSE 5% AND SODXUM 17§§§§§S§§§F§SJECT10N
CHLORIDE 0,457 TN PLASTIC CONTAIHER /
BAXTER 5GM/100ML ; 75MG/100ML ; /s01g8/ /8837 IN11828/682/
450MG/100ML N18008 005 2 SQUIBB 857 N11620 002
APR 28, 1982
BEGM/100ML 3150MG/100ML 3 .
450MG/100ML N18008 006 DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM
APR 28, 1982
POTASSTUM CHLORTIDE 20MEQ XN DEXTROSE 5% AND SODILM INJECTABLE; INJECTION
CHLORTDE 0,457 IN PLASTIC CONTATHER HYPAQUE-M
BAXTER 56M/100ML 5 150MG/100ML 3 [STERLING/ofus/ 168735387/ IN18224/6d2/
450MG/100ML N18008 007 2 STERLING DRUG 607330 N10220 002
‘ APR 28, 1982 MD~76 ,
POTASSTUM CHLORYDE 30MEQ XN DEXTROSE 57 AND SODIUM AP MALLINCKRODT 66731073 N19292 001
CHLORTDE 0,457% IN PLASTIC CONTATHER SEP 29, 1989
BAXTER 5GM/100ML ; 224MG/100ML 3
450MG/100ML N18008 008
APR 28, 1982 DIAZEPAM
POTASSTAM CHLORTDE GOMEQ TN DEXTROSE 5% AND SODILM
CHLORTDE 0,457% IN PLASTYC CONTATHER TABLET; ORAL
BAXTER 5GM/100ML ;300MG/100ML ; DXAZEPAM
450MG/100ML N18008 009 188/ TRARTEC/ AR/ /1dd/ [N#24d2/dd1/
APR 28, 1982 JAPR/ 25, /1983/
POTASSTUM CHLORIDE SMEG TH DEXTROSE 57 AHD SODIUM CHLORIDE 9 MARTEC PHARM 10MG1 N72402 001
0,457 YN PLASTIC CONTATHER APR 25, 1989
BAXTER 5GM/100ML 5 150MG/L100ML ;

450MG/100ML N18008 004




DIAZEPAM

TABLET; ORAL
DIAZEPAM

148/ [3UPERPHARY/
/48/
/88/
BX  SUPERPHARM
BX

BX

Q-PAM
> DLT >/8/  [dIANTON/PHARHCS/

> DLT >

>_DLT_>/BR/

> DLT >

> DLT >/g¥/

> _DLT >

> DLT >/g#/

> _DLT >

>_DLT >/HR/

>_ADD > @ QUANTUM PHARMCS
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DICLOFENAC SODIUM

TABLET, DELAYED RELEASE;
VOLTAREN
GEIGY PHARMS

RX DRUG PRCDUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

14/

1818/

/16487
ZMG
ISMG

10MG

/is/
/2rs/
/etis/
/5v6/
/1dvig/
/1drg/

ZMG
MG
5MG
5MG
10MG

10MG

ORAL
25MG
50MG

7E5MG

[1i#4¢
P/
[ir8i3)
Fe/it
Ji18444
Pt
N70642 001
DEC 11, 1985
N70643% 001
DEC 11, 1985

N70644% 001
DEC 11, 1985

/N7dati/ddi/
/BEC/1Z . /1488
N7243
/APR
N

¢
N
R
?
7243

JRPR/23, /1988

N70423 001
DEC 12, 1985
N72431 001
APR 29, 1988
N70424 001
DEC 12, 1985
N72432 001
APR 29, 1988
N70425 001
DEC 12, 1985
N72433 001
APR 29, 1988

/
124317441/
[23,/1988/
76at4/d61/
J12./1485/
72a3z/ddl/
[23,/1388/
7d4s5/6d1/
[12./1485/
ﬁ4$N¢%

N19201 €01
JUL 28, 1988
N19201 002
JUL 28, 1988
N19201 003
JUL 28, 1988

DICLOFENAC SODIUM

TABLET, DELAYED RELEASE; ORAL

VOLTAREN
184/ PHARY/ /2srig/
/8dis/
/isvig/

DICYCLOMINE HYDROCHLCRIDE

CAPSULE; ORAL
DICYCLOMIHE HMCL
AB PIONEER PHARMS 10MGx

DIETHYLCARBAMAZINE CITRATE

TABLET; ORAL

HETRAZAN
/3/LEBERLE/LABS/ /58M8/
LEDERLE LABS 50MG

DIETHYLPROPTION HYDROCHLORIDE

TABLET; ORAL
DXETHYLFROPION HCL

/4&/  [CHELSEA/LABS/ /2erg/

@ CHELSEA LABS 25MG

DIETHYLSTILBESTROL

SUPPOSITORY; VAGINAL

> DLT >/Af/ /dfégﬁftfiiL§§$iééL/ S84

>_DLT > LILEY .

> DLT >/&f/ /8. 8¢/

> ADD > DXETHYLSTILBESTROL

> ADD > 3 LILLY 0.1MG

> ABD > ] 0.5MG
py FOE e

> DLT > .

> DLT >/&¥/ ' 78,808/

> ADD > SQUIBB 0.1MG

> ADD > 0.BMG

21

N89361 001
JAN 10, 1989

/Ndgdpd/ddt/

N06459 001

/ndei4t/ddf/

N85741 001

N04040 001
N04040 002

/Nd4dne/dd1f
/ridadsg/dd2/

NO40356 001
N04056 002



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 22

DIETHYLSTILBESTROL DIPHENHYDRAMINE HYDROCHLORIDE

TABLET; ORAL ELIXIR; ORAL

DIETHYLSTILBESTROL DIPHEHHYDRAMINE HCL
> > /B[Ot /8.1¥g/ /Nd4dat/dds/ AA CENCI LABS 12.5MG/5ML N87941 001
> > /8p/ : /8.51¢/ /Nd4841/d83/ DEC 17, 1982
> AD > BP  LILLY 5MG N04041 605 /841  /YEDERVE/LABS/ /12.848/80L/ /H86931/4d1/
>_ADD_> 3 0.1MG NO4041 002 3 LEDERLE LABS 12.5MG/EHL N86937 001
>_ADD_> ) 0.5MG N04041 003 /887  /YXFE/VABS/ /12.546/880/ /dé§§; 4546555
TABLET, DELAYED RELEASE; ORAL /887 [PRIVATE/FRCINS/ /12.es/eM/ /N8s287/881/
DIETHYLSTILBESTROL ) 3 PRIVATE FMLTNS 12.5MG/5HML N85287 601
> /5E/ JEELEY /8.816/ /Nd4d34/4d3/
> ADD 9 LILLY 0.5MG N040Z9 003
DISULFIRAM
DILTIAZEM HYDROCHLORIDE TABLET; ORAL
[88] TCESAIASS) et/ 15137884
CAPSULE, EXTENDED RELEASE; ORAL LSERSY {
CARDIZEM SR ' /AUs/d5,/19 ﬁi/
MARION LABS 60MGn N19471 001 /BR/ /8ddrid/ /Nﬁ,,,,/,,i/
JAN 23, 1989 ‘ JAUE/d5/1983/
90MGX N19471 002 9 CHELSEA LABS 250MG N87973 001
JAN 23, 1989 AUG 05, 1983
120MGH N19471 003 3 _ 500MG N87974 001
JAN 23, 1989 AUG 05, 1983
a 180MGH N19471 004
JAN 23, 1989
DIVALPROEX SODIUM
DIPHENHYDRAMINE HYDROCHLORIDE CAPSULE, DELAYED REL PELLETS; ORAL
DEPAKOTE
CAPSULE; ORAL ABBOTT LABS EQ 125MG BASER N19680 001

DIPHEMHYDRAMYNE HCL SEP 12, 1989

/88/  JCHELSEA/LABS/ /258¢/ /N8s138/641/
@ CHELSEA LABS 25MG N85138 001 '
> LT >/AR/  JAUANTUN/PHARHES/ /288d/ /Ndsd1/dd1/ DOPAMINE HKYDROCHLORIDE
>_DLT >/A&/ /2dvd/ /N8B#81/442/
> AD > @ QUANTUM PHARMCS 25MG N85701 001 INJECTABLE; INJECTION
> ADD > 3 50MG N85701 002 DOPAMINE HCL
/847 [VANSARD/LABS/ - [ists/ /Ng8d24/dd1/ AP ABBOTT LABS GOMG/MLx N70656 001
[8¢t/27.71982/ ‘ JAN 26, 1989
/48/ /8ddg/ /NB7834/4d1/ AP 80OMG/ MLy N70657 001
@ VANGARD LABS 2EMG N88034 001 ) JAN 26, 1989
: OCT 27, 1982 AR WARNER CHILCOTT GOMG/ML N18138 001
a 5OMG N87630 001 AP 40MG/ML N70558 001
/847 [WHLTE/IN/PAOLSN/  /28vd/ /R8dada/éd1/ SEP 20, 1985
@ WHITE TN PAULSN 50MG N80800 001 3 8OMG/ML N70559 001
SEP 20, 1985
ELIXIR; ORAL
JotedEd/
/481 /PBL/ [12.8vd et/ /Ngadad/ddl/
3 PBI 12.5MG/5ML N84640 001




DOPAMINE HYDROCHLORIDE

INJECTABLE;

/48/ !
A8/

/
/48/

DOXEPTN HYDROCHLORIDE

odsAstAL/
/PARRE/BAVLS/

INJECTION

CAPSULE; ORAL

>OLL>/g/ AR PrAES/

>_DLT >/gy/
> DLT >
> DLT >/
> DLT > 5X/
> DLT >/
> DLT > éX/
> DLT >
> DLT > ﬁX/
> DLT >/,
T BR/
> _ADD >
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DOXORUBICTIN HYDROCHLORIDE

DOXEPIN HCL

@ QUANTUM PHARMCS

3

9

?

)

9

INJECTABLE; INJECTION

bed
-

ADRTIAMYCIN PFS
ADRIA LABS

RX DRUG PROBUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

J4d8d it/
/48 me/

/ édvig/vL/

/4 '16vc ‘BAse/

/42545 'BAsE/

/Ed "158rs "BAser/

EQ 1OMG BASE
EQ 25MG BASE
EQ B50MG BASE
EQ 75MG BASE
EQ 100MG BASEM

EQ 150MG BASEM

ZMG/ML

ZMG/ML

~ 0~
wm W

~

w.
AT S TR ST T S
e 2Ny NNy o Ny = .y YN
i S e e s

~
W

2 TR
INT2316/d81/
IMAR/ L5, /1983/

N70972 001
SEP 29, 1987
N70973 001
SEP 29, 1987
N70931 001
SEP 29, 1987
N70932 001
SEP 29, 1987
N72375 001
MAR 15, 1989
N72376 001
MAR 15, 1989

1
7
bt
7
1
7
1
7
1
9

T TATN OO N OV N OO IO,
VLR O OO O OO O O
L 2 S NN S PV Y
e e )

~
=.

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

DOXORUBICIN HYDROCHLORIDE

INJECTABLE; INJECTION

ADRIAMYCTN RDF

AP ADRIA LABS 10MG/VIAL
AP 20MG/VIAL
Ap EOMG/VIAL
DOXORUBI.CTN HCL
AP CETUS BEN VENUE 2MG/MLR
AP 10MG/VIALK
AP 20MG/VIALX
AP BOMG/VIALM
RUBEX
AP BRISTOL MYERS 10MG/VIALK
AP 50MG/VIALR
100MG/VIALK
DOXYCYCLINE
DD > CAPSULE; ORAL
DD_> DOXYCYCLINE MONOHYDRATE
DD_> MEDICOPHARMA EQ 100MG BASEM
BD >

DOXYCYCLINE HYCLATE

CAPSULE; ORAL

/48/
/48/

BX

INJECTABLE;

DOXYCYCLIHNE HYCLATE

[9ITRARANE/

VITARINE

INJECTION
DOXYCYCLYNE HYCLATE

LEDERLE PARNTLS

EQ 50MG BASE

EQ 100MG BASE

EQ 100MG BASE/VIALM

EQ _200MG BASE/VIALM

23

N50467 001
N50467 003
MAY 20, 1985
N50467 002

N62975 001
MAR 17, 1989
NézZ2921 001
MAR 17, 1989
N62921 002
MAR 17, 1989
Né62921 003
MAR 17, 1989

Né62926 001
APR 13, 1989
N62926 002
APR 13, 1989
Né62926 003
APR 13, 1989

N50641 001
DEC 29, 1989

Ay
IN633547861)

N62780 001
APR 12, 1988
N62227 001

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



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

DOXYCYCLINE HYCLATE

TABLET; ORAL
DOXYCYCLINE HYCLA

JCHELSER/LABS/

@ CHELSEA LABS

JEQ/B876/BASE/

EQ 50MG BASE

BOXYLAMINE SUCCINATE

TABLET; ORAL
DOXYLAMIHE SUCCINATE

> [BAI JCOPLE/BRARW] Js5¢y

v

; 200 > COPLEY PHARM 2EMG
>_ADD_>

>.DLT g T >/éé/ JEOANTUN/PHARNES,  /28dd/.
> _ADD_> 3 QUANTUM PHARMCS 25MG
>_ADD >

DROPERIDOL ; FENTANYL CITRATE

INJECTABLE; INJECTION
FENTANYL CTITRATE AND DROPERXIDOL
AP~ ASTRA PHARM 2. 5MG/ML 5

.05MG BAS

AP 2.5MB/ML 5
ER _0,05MG BASE/MLK

AP 2.5MG/MLS

EQ 0,05MG BASE/MLx

ERGOCALCIFEROL
CAPSULE; ORAL
vITtaMIy b
J84/ T TERASETEHEN/

@ CHASE CHEM

/84,444 ‘1d/
“ 50,000 IU
ERGOLOID MESYLATES
TABLET; SUBLINGUAL
" RGOLEID MESYLATES o
/LESERLEICRBS) /81
v A
2 LEDERLE LABS 0.5MG
] 1MG

62342/4d
ot

N62392 001
MAR 31, 1983

y {4690 /661
T e 11565/
%22 ’z}”?/
JROST 8371984/

N88603 001
AUG 07, 1984

N72026 001
APR 13, 1989

N72027 001
APR 13, 1989

N72028 001
APR 13, 1989

/NBd741/d81/

N80747 001

/NgEd84/ 461/
/Né£3¢5/¢d§/
N86984 001
N86985 001

ERGOLOID MESYLATES

TABLET; SUBLINGUAL
ERGOLOXD MESYLATES

/881 [YANGARD/LABS/ /8. 56/
144/ : /1de/
@ VANGARD LABS 0.5M5
) M6

ERYTHROMYCIN
CAPSULE, DELAYED REL PELLETS; ORAL
ERYTHROMYCIH
AB BARR LABS 250MGu

ERYTHROMYCIN ESTOLATE} SULFISOXAZOLE ACETYL

SUSPENSION; ORAL
ILOSONE SULFA

Jeiite/ Ty
> iy
LILLY 25MG BASE/BML;

EQ 1
EQ 600MG BASE/BMLx

ERYTHROMYCIN LACTOBIONATE

INJECTABLE; INJECTION
ERYTHROMYCIN LACTORIONATE
AP LEDERLE PARNTLS EQ _500MG BASE/VIAln

b
o

AP EQ 1GM BASE/VIALX

ESMOLOL HYDROCHLORIDE

INJECTABLE; INJECTION
BREVIBLOC

EI DUPONT 100MG/ML

24

/Nééd /441
pi
[3ER/28, 11983

N88013 001
SEP 20, 1982

N88014 001
SEP 20, 1982

£/
41/
/

N63098 001
MAY 04, 1989

/Nsdsds/ddi/
[3ER/18:71388/

N50599 001
SEP 29, 1989

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

N19386 003
DEC 31, 1986
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 25

ESTRADIOL ESTROGENS , CONJUGATED
> [FXAJEXTENDES/RELEASE I/ PERCUT AESUS/ TABLET; ORAL
> JESTRADERN/ PREMARIN
> /XBA/ PHARM/ /8. 8516/ 24R/ IN1dd81/442/ BP  WYETH AYERST LABS  0.3MG N04782 003
> [8EP/14, /19867 BP 0.625MG NO4782 004
> /4. 188/ 4R/ /N1dda1/dd3/ BP 1.25M6 NO4782 001
> JSEP/16. 11488/ BP . 2.5MG N04782 002
/Bs/ /8. 3ms/ /Hd4féé/d63/
FILM, EXTENDED RELEASE; TRANSDERMAL /Bs/ /d.625M8/ /Nd41¢ 664/
ESTRADERM /Bs/ /8.91e/ /Nd4182/dds/
CIBA PHARM 0.05MC/26HR N19081 002 /JAN/éé /14é4/
SEP 10, 1986 /Bs/ /1.2808/ /Nd4ids/dd1/
0.1MG/24HR N19081 003 /83/ /L. é/ /8418514637
SEP 10, 1986 SQUIBB 0. 9MG NO4782 005

JAN 26, 1984

ESTRADIOL VALERATE; TESTOSTERONE ENANTHATE

ESTROGENS, ESTERIFIED

INJECTABLE; INJECTION

JOELAdUNdYE "dd/ TABLET; ORAL
44/ /31gd/ /éud A S {ddud A/ /Ndds48/d68/ FEMOGEN
@ sQuiBe 8MG/ML 3 180MG/ML NO9545 002 83/ [PRAVATE/FALNS/ /¢.818/ /N85dd1/dd1/

@ PRIVATE FMLTNS 2.5M6 N85007 001

ESTROGENS , CONJUGATED

ETHINYL ESTRADIOL; NORETHINDRONE

TABLET; ORAL

CONJUGATED ESTROGENS TABLET; ORAL-21
BP  CHELSEA LABS 0.625MG NS5800 001 HORCEPT-E 1/35 21
BP 1.25M5 N85801 001 AB GYNGPHARMA 0.035MG; 1MGH N71545 001
BP 2.5M6 - N85826 001 FEB 09, 1989
i | ik I/t TasLET; oRAL-2s
N H -
/83/ /¢.80s/ /H8E828/dd1/ HORCEPT-E 1/35 28
BP DURAMED PHARMS 0.3MG N86492 001 AB GYNOPHARMA 0.035MG; 1MGH N71546 001
BP 0.625MG N83272 001 FEB 09, 1989
BP 1.25MG N8329¢ 001
BP 2.5MG N83295 001
fBs/ /8. 348/ /ﬂ554dé/ddi/ > ADD > ETHINYL ESTRADIOL; NORGESTIMATE
/Bs/ /8. ¢2se/ /Rg3z32/4d1/
/Bs/ /1. 288/ /H83294/d61/  >_ADD >  TABLET; ORAL-21
/83/ /2.51i8/ /Ng3zds/dd1/  >_aDb > ORTHO CYCLEN-21
BP  ZENITH LABS 0.3MG N88569 501 >_ADD > RW JOHNSON 0.035MG ;0. 25MGn N19653 001
NOV 29, 1984 >_ADD > DEC 29, 1989
BP 0.625MG N83373 001
BP 1.25M6 N83601 001 >_ADD >  TABLET; ORAL-28
8P 2.5MG N82602 001 >_ADD > ORTHO CYCLEN-28
83/ [d.3048/ /Nggséd/ddl/  >_aop > RW JOHNSON 0.035MG;0. 25MGK N19653 002
, /ROV/24, 71484/  >_apD > DEC 29, 1989
/Bs/ /8. 425Hc/ /Héﬁifi/ddi/
/Bs/ /1.2516/ /NB3¢cd1/dd1/
183/ /2.51g/ /NB3L42/881/



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 -~ DEC'89 26

FENCPROFEN CALCIUM FLUOCINGNIDE

CAPSULE; ORAL GEL; TOPICAL

FENCOPRCFEN CTALCIUM FLUDCTHOHIDE
> DLY >/B¥/ JAOARIO/PHARNCS, /R4 449M8/BASES INT2214/481/ AB LEM{ON 0.057x N72537 001
> DLT > JAPR/14, /138 a/ ’ \ FEB 07, 1989
> DLY_>/gy¢/ JEd/3481e/BASES INFLF38/dd1/ LIDEX
> _BLT > [EPRI14, /13887 AB SYNTEX LABS 0.05% N17373 001
> ADD > @ QUANTUM PHARMCS EQ 200MG BASE N72214 001
> ADD > APR 14, 1988 SOLUTION; TOPICAL
> ADD > )] EQ 300MG BASE N71738 001 FLUQGCTNOHIDE
> ADD > APR 14, 1988 AT LEMMON 0.05/x N72511 001
FEB 07, 1989
TABLET; ORAL AT THAMES PHARMA 0.057n N72857 001
FENOFROFEN CALCIUM AUG 02, 1989
> DLY >/A8/  [AUANTON/PHARYES/  /Ed 4d6Md BadE/ [N#21d4/dd1/
> DLT > JAPR/ 14, /14887
> ADD > 3 QUANTUM PHARMCS E®R 600MG BASE N72194 001 FLUDROMETHOLONE 3 SULFACETAMIDE SODIUM
> ADD > APR 14, 1988
SUSPENSION/DROPS; OPHTHALMIC
FML~S
FERROUS CITRATE, FE-59 ALLERGAN PHARMS 0.17510/% N19525 GOl
FERIECTABLE /AR JECE IO/ SEF B9y 1769
LE$ /1IN
Fﬁdﬁduﬁ/tifﬁﬁfﬁ/fﬁ/s / )
/HALLINCKRAD T/ /E8/0ct L/ /11872374817 FLUOROMETHOLONE ACETATE; TCBRAMYCIN
@ MALLINCKRODT 25 UCI/ML N16729 001
SUSPENSION/DROPS; OPHTHALMIC
TOBRASONE
FLUOCINCLONE ACETONIDE ALCON LABS 0.12;0.3ZH N50628 001
JHEL S JOPLEAL/ Wb e 18
i L
/FLUsNAB/ )
/Hﬁﬁéﬁﬁf/xAéS/ /88284 /N873dd/8d1/ FLUOXYMESTERONE
: IRRY/ 87,1138/
3 HERBERT LABS 0.0257% N87300 001 TABLET; ORAL
MAY 27, 1982 ANDROID-F
/ﬁ#/ /BRE/PHARN/ /1dig/ /N87136/481/
ICN PHARMS 10MG N87196 001
ELLOCINONIDE 88 IRROMTRIARY /10 o
! /dd1/
CREAM; TOPICAL ‘ JHAY /85, /;[4;33/
FLUQCTHRONIDE BP ICN PHARMS 10MG - N88221 001
AB LEMMON 0.05/m N72488 001 ‘ MAY 05, 1983
FEB 06, 1989
AB 0.05%n N72490 001
- FEB 07, 1989
W 0.05/n N72694 001
_A_B TICAN PHARM Y. VI JAN_’19, 1989
48] [1IIRSACH] /8. 883/ W v



FLURAZEPAM HYDROCHLORIDE

CAPSULE; ORAL
FLURAZEPAM HCL
2 CHELSEA LABS

A8

FLUTAMIDE

CAPSULE; ORAL
FEULEXIN
SCHERING

FOLIC ACID

TABLEY:; ORAL
FOLIC ACXD

[3EATS ] Prideris/

3 BOOTS USA
J847  FCHECSEASLABS/
9 CHELSEA LABS

/447 /Ppi/

2 PBI

/847 [YARGARD/LABS/

@ VANGARD LABS

/847 JWHIIE/ T/ PASLSH/

2 WHITE TN PAULSN

GANCICLOVIR SODIUM

INJECTABLE; IMNJECTION
CYTOVENE
SYNTEX LABS

GEMFIBROZIL

CAPSULE; ORAL
LOPID
FPARKE [OAVESS

@ PARKE DAVIS

a¥ DRUG PRODUCT LI3Y

125MGi

/1g/

MG
7188/
MG
/ivg/
MG
/ing/
MG

{ida/
NG

EQ 500MG BASE/VIALM

fEdars/
200N

N72268 001
MAR 30, L1989
NY236% 001
MAR 30, 1989

Ni1g55s 001
SAW 27, 1989

/igaisa/dd1/
N84158 001

/Ngs141/882/

N85141 002

[NE7828/341/

JRAY/ 13571982/

N878286 001
MAY 13, 1982

/adiid/dadis

FHER/23,/ 1884/

N88730 001
MAR 23, 1984
/NBdE91/ 884/
N8D691 002

M19661 001
JUN 23, 1989

Atdat dgt/
N18422 001

S CUMULATIVE SUPPLEMENT WUMBER 12 / JAN'89 - DEC'89

GEMFIBROZIL

TABLET: ORAL
LoPID
PARKE DAVIS

CENTAMICIN SULFATE:

600MG

PREDNISOLONE ACETATE

GINTMENT 3 OPHTHALMIC

PRED-G

ALLERGAN PHARMS

GLYCOPYRROLATE

TABLET; ORAL

GLYCOPYRROLATE

1487 JERELSERILRBS/

2 CHELSEA LABS

GONADORELIN ACETATE

INJECTABLE; INJECTION
LUTREPULSE PUMP KIT

R JOHNSON

CONADCTROPIN, CHORIONIC

INJECTABLE; INJECTION

EQ 0.34 BASE;O.67%

/és/
MG

0.8MG/VIALN

3. 2MG/VIALM

CHORIONIC GONADOTROPIN

FRTERES/LABS/

@ STERIS LABS

> ADD > GOSERELIN ACETATE

>_ADE > IMPLANT; IMPLANTATION
>_pARD > ZOLADEX

> ADD > IMPERIAL CHEM
>_ADD >

2,848/ UL IS IVIALS

2:000 UNITS/VIAL

EQ 3.6MG BASEm

27

N18422 003
NOV 20, 1986

N50ekz 001
BET 03, 1989

/RBe178/ 881/

N8617e 001

N19687 001
OCT 10, 1989
N19687 002
oCT 10, 1989

[RL1dic/8d3/

[OEC/E1: 1384/

N17016 009
BEC 27, 1984

H19726 001
DEC 29, 1989



HALOPERIDOL

TABLET> ORAL
HALOPERIDOL
LEDERLE LABS

B & B &
o) o7 e} [+]

&

AB

[+

> BLT >/AB/  [SARTUN/PHARMES/

> DLT >

> DLT _>/4d/

> DLT >

3 QUANTUM PHARMCS
a
@

2

HALOPERIDOL DECANOATE

INJECTABLE; INJECTION

Sr OEC AN TE
d et

HALDOL DECANGCATE 50
RW JOHNSON

HEPARIN SODIUM

INJECTABLE; INJECTION
HEPARTH SODITURM

AP STERIS LABS

/3/

RX DRUG PRODUCT LIST /

10MGH
20MGH
/d:8u6/
/1dg/
/g/
/56/
0.5MG
MG
2MG

BMG

[/ 6 /BASEML/

EG 50MG BASE/ML

46 000 UNITS/ML
1281 888TORETS AL/

N72727 001
SEP 19, 1989
N72728 001
SEP 19, 1989
N72729 001
SEP 19, 1989
N72730 001
SEP 19, 1989
N72731 001
SEP 19, 1989
N72732 001
SEP 19, 1989

/7

N71255 001"

FEB 17, 1987
N71269 001
FEB 17, 1987
N71256 001
FEB 17, 1987
N71257 001
FEB 17, 1987

/H1d7d1/4d
/JAN/?é /éééé;

N18701 001
JAN 14, 1986

N1706% 006

17464/ dd¢/

CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 28

HEPARIN SODIUM

INJECTABLE 3 - INJECTION
HEPARTN SODYUM 1000 UNITS TN _S0DIUM CHLORIDE 0,97 IN
PLASTIC CONTATHER

AP ABBOTT LABS

200 UNITS/100Min N18916 010

JUN 23, 1989

HEPARIN SODI\R4 20,000 UNKTS AND DEXTROSE 57 IN PLASTIC
CONTATHER

AP BAXTER

%,000 UNITS/100ML N18814 001
OCT 31, 1983
HEPARTH SODTUM 20,000 UNITS TN DEXTROSE 57 XH PLASTIC

COHTATHER
AP ABBOTT LABS

4,000 UNITS/100MLM N19805 001

JAN 25, 1989

HEPARTIN SODIM 2000 UNLITS TH_ SCOHXUM CHLORIDE 0,97 TH
PLASTIC CONTAINER

AR ABBOTT LABS

200 UNITS/100MLx N189le 011
JUN 23, 1989

HEPARIN SODIUM 25,000 UNXTS YN DEXTROSE 57 TN PLASTIC

CONTATHER

AE ABBOTT LABS 5,000 UNITS/100MLx N19805 002
TR BARR A /048 GRS A O LSRR S 1)
IRISHCTCNIARER] ™ ttirtae)  gsdsyass)
kaiales Wioyiviyicrey,

@ BAXTER 500 UNITS/100ML N18609 003

APR 28, 1982

/Héﬁﬁﬁiﬂ'édﬂidﬂ'!fdd ‘Udtt< "Il "Sdd M ‘il detdE ‘d. é# ;H/

/BLastid eHTAINER/
148/ /K NPALL/MEGAR/

@ KENDALL MCGAW

/1,888 "Utis/{dduL/

1,000 UNITS/100ML

19d42/ddq,
/ﬁég/éé ;i¢¢5;

N19042 004
MAR 29, 1985

HEXOCYCLIUM METHYLSULFATE

/fﬂg#ﬁf;/dﬂﬂﬂ/
" JRBBOTT/LABS/ 2518/ /iLded9/dd1/
3 ABBOTT LABS 25MG N10599 001



HYDRALAZINE HYDROCHLORIDE

TABLET; ORAL
HYDRALAZINE HCL

/4&/  [EHELSEA/CABS/
184/

CHELSEA LABS

/441 /PBL/
/841
a PBI

9

A/ /IARTUN/ PrARNCS/
A

v

[w)
=
-

i
r\

v
2
—
-

v
[
—
]
vV v
~.
1D

v Vv
fus it lw]
~— [
-1 |~
Vv Vv

vV Vv
oo

@ QUANTUM PHARMCS

v V. VY
I [ |

4
>
=
[wr)

3

v
™
o
]

@

|
l

vV Vv

= 3=

(=hlw]

L= N}
YVVYVYVYVVY

b
Q
=}

3

188/ /YARSARD/LABS/

@ VANGARD LABS

v Vv
b -
(w]
L=}

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

e,
b6t/
25MG
b0MG
e,
/et
25MG
B50MG
/1044/
e,
/3oM8/

25M6
50MG
100MG
/ &8s/

50MG

INgssi2/dd2
Wil
/PAY /23, 71482

N85532 002
MAY 26, 1982
N85533 002
MAY 25, 1982

/N8718d/dd1/
/ﬁﬁﬁ/éé /iéﬁé/

/87 51/ 1/
YRR/ 29, /13821

N87780 001
MAR 29, 1982
N87751 001
MAR 29, 1982

/
/
/
/

41,719
il
Nﬁé /8
Gl
/HAY/81; /1984
N88671 001
MAY 01, 1984
N88657 001
JUN 15, 1984
N88652 001
MAY 08, 1984
N88686 00L
MAY 01, 1984
/N8idd8/dd1/
/PAY/37,/1982/
N87908 001
MAY 07, 1982

HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE

TABLET; ORAL

/RYHRALAZINE  [HYOROCHIOROTHIAZIE [N/ [RESERPENE/

188" TEHELSER/LABS]

@ CHELSEA LABS

/2585 5rig 54 Trig/

25MG515MG50.1MG

/N8siii/ddi/

N85771 001

HYDROCHLOROTHIAZIDE

TABLET; ORAL
HYDROCHLOROTHIAZIDE

/ég/ /80813/ 483/
/88/  [eHEESEA/LABS/

CHELSEA LABS

)
2
3
)
)
/88/  [PBL/

2 PBI

AB PHARMAFAIR

AB
> DLT >/A8/  /AUARION/PrARES/
>_ADD > 2 QUANTUM PHARMCS
;Eg/ /VARGARB/ L ABS/

@ VANGARD LABS

2
AH 1 '

7335 JRRLTE/ N/ PROLSH/

148/

9 WHITE TN PAULSN

@
3

U
i A
2
S~

e e P e e B
AU U U U N
ioJoloJodUn ot

X

G-

SN

/58de/
25MG
50MG

2BMG
50MG
/365/
J2did/
/8e8d/
25MG
BOMG
]
/13332/
25MG
50MG
100MG

HYDROCHLOROTHIAZIDE; LISINOPRIL

TABLET; ORAL
PRINZIDE 12.5
MSg&D RES LABS

PRINZIDE 25
AB MS2D RES LABS
ZESTORETIC 20/25
AB IMPERIAL CHEM

12.5MG;20MEx

25MG 3 20M6u

25MG 5 20MGx

29

/441
/dd1
B212/44d2
5233/4d1
i
7442 /641
N85232 002
N85233 001
N86087 001
N8659¢ 001
(47441441
g
JARR/18, 71482/

N87827 001
APR 19, 1982
N87752 001
APR 19, 1982
N84325 001
N86324 001
s
Py
ety
N87638 001
/S??Eig/ﬁgi/
ey
N33 481

N83809 002
N83809 001
N85347 001

/NB41s

/Hp43: ;
/N8s217/dd2/
/Ngs23 /
Asissd) 551
/ /

N19778 001
FEB 16, 1989

N19778 002
FEB 16, 1989

N19888 002
JUL 20, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 .

HYDROCHLOROTHIAZIDE ; METHYLDOPA

TABLET; ORAL
METHYLDOPA AND HYDROCHLOROTHIAZIDE

B & ERBRE B

&

DANBURY PHARMA

LEDERLE LABS

15MG 3 250MGH
25MG; 250MGH
30MG ; 500MGH
50MG 3 500MGH

15MG 5 250MGK

25MG 5 250MGR

20MG ; 500MGx

50MG 3 500MGH

HYDROCHLOROTHIAZIDE ; RESERPINE

TAB

/ﬁP//H/ﬂHiéﬁﬁfN/PAULSN/

@ WHITE TN PAULSN

LET; ORAL

/edrigid. 125Ms/

50MG30.125MG

HYDROCHLOROTHIAZIDE W/ RESERPINE

/BAG1S/ PHARMS/
T

/
/BP;

)
3
]

CHELSEA LABS

PHARMAFAIR

[5drigid 128re/
/éSﬁG 4. 125G/
/591858, 1285/

25MG30.125M6
50MG; 0. 125MG
50MG;0.125MG

HYDROCHLOROTHIAZIDE ; SPIRONOLACTONE

TABLET; ORAL

SPIRONOLACTONE W/ HYDROCHLOROTHIAZIDE
/8d/  /CHELSEA/LABS/ /2805 24rd/

» CHELSEA LABS 25MG 5 251G
/é8/  /PBt/ /280 456/

a PBI 25MG > 25MG
/48] /VANGARD/LABS/ /¢2dig dss/

3 VANGARD LABS 25MG ;5 25MG

N70958 001
FEB 06, 1989
N70959 001
JAN 19, 1989
N71069 001
JAN 19, 1989
N70960 001
FEB 06, 1989
N72507 001
JUN 02, 1989
N72508 001
JUN 02, 1989
N72509 001
JUN 02, 1989
N72510 001
JUN 02, 1989

/ids328/dd1/

N85338 001

g sssss)
INB331/881/

N8633C 002
N86331 001
N85420 001

/NBede/dd1/

N86026 001

/N8es1/dd1/

N87651 001

/N8i#ése/d81/

N87655 001

HYDROCHLOROTHIAZIDE; TRIAMTERENE

CAPSULE; ORAL
TRIAMTERENE AHD HYDROCHLOROTHIAZIDE

88/ " [BOLAR/PAARY/ /28dd; gdvd/

BX BOLAR PHARM 25MG ;3 50MG

/9T ARANE/ /2816 $5drig/

TABLET; ORAL

TRTAMTERENE AND HYDROCHLOROTHIAZIDE

J88) TR e e
BX PAR PHARM BOMG 3 75MG
SOLT > I8/ [T/ /590857
> :DD > @ QUANTUM PHARMCS 5OMS 5 75MG
> ADD >
J48]  I9LTRRINE/ vy
BX VITARINE B50MG; 7BMG
HYDROCORTISONE
CREAM; TOPICAL
HYDROCORTISONE
AT NMC LABS 2.5/
AT TOPIDERM 1
TABLET3 ORAL
HYDROCORTISONE
s DLT > /) ARNTOR/BIARES) 740y
R s RO /iy
i, ey
@ HHITE TN PAULSN 10MG
] 20MG
HYDROCORTISONE ACETATE
CREAM; TOPICAL
HYDROCORTISONE ACETATE
AT PARKE DAVIS ;Zu

30

N#1845/4d
IR/ 13801

N71845 001
T
vy

/N72331/4d1/
/ﬁAf/iéj/i4éﬁ/

N72337 001
Irisaerads
[FEB/81./1988/

N71980 001
R8s
/ﬁﬁ¢/§ﬁ /1987/
N71360 001
DEC 08, 1987

N8975¢ 001
FEB 01, 1989
N89273 001
FEB 17, 1989

J88644/881/

/a4t ddi/

Tt
N80344 001
N80344 €02

N89914 001
JAN 03, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SU PLEMENT NUMBER 12 / JAN'89 - DEC'89

HYDROCORTISONE ACETATE; PRAMOXINE HYDROCHLORIDE

AEROSOL S /et
i

/REED/A/CARNRICKS  J1231E/ /Ngg198/d41/
AEROSOL3 TOPICAL
EPIFOAM
J&%/  JREED/A/CARNRICK)  [12112/ /Ni8é4s1/dd81/
BX  REED & CARNRICK 17317 N86457 001
HYDROCORTISONE ACETATE 17 AND PRAMOXTNE HCL 1%
/&t/  JEOPLEY/PHARY/ /12512/ [H8d44d/dd1/
[RKY /13, 71988/
BX  COPLEY PHARM 17317 N89440 001
MAY 17, 1988
PROCTOFOAM HC
BX  REED & CARNRICK 17317 N86195 001
HYDROCORTISONE SODIUM SUCCINATE
INJECTABLE; INJECTION
A-HYDROTORT
AP ABBOTT LABS EQ_100MG BASE/VIALM N89577 001
APR 11, 1989
AP EQ 250MG BASE/VIALx N89578 001
‘ APR 11, 1989
AP EQ S0OMG BASE/VIAiM N89579 001
APR 11, 1989
AP EQ_1GM BASE/VIALR N89580 001
APR 11, 1989
HYDROFLUME THIAZIDE
TABLET ORAL
/4d/ H73526g227TEE§7IDE / 2816/ /N88528/d41/
AB L L 50MG
/AJg/18./1984/
@ CHELSEA LABS 50MG N88528 001
AUG 15, 1984
HYDROXQCOBALAMIN
INJECTABLE; INJECTION
HYDROXOCORALAMEH
/88/  /LYPHORED/ /1d6dL/ /NB4921/d81/
@ LYPHOMED IMG/ML N84921 001

HYDROXYZINE HYDROCHLORIDE

INJECTABLE; INJECTION
HYDROXYZINE HCL

188/ JPARRIRFATR/
/48/
148/

2 PHARMAFAIR

2

?

TABLET; ORAL
HYDROXYZINE HCL
> DLT >/4d/  JANTUR/PHARMCS/
> BLT >
>_DLY >/&8/
> DLT >
>_DLY >/4d/
> DLT_ >
> ADD >
> ADD >
> ADD > 2
D
D
D

2 QUANTUM PHARMCS

v
=
(w]

3

A\
>

v

p=3
oK
v VYV

HYDROXYZINE PAMOATE

CAPSULE ORAL
HYDROKYZINE PAMOATE

/48] JCHELSEA/YABS/

@ CHELSEA LABS

IBUPROFEN

SUSPENSION; ORAL
CHEILDREH'S ADVIL

/48 /WIYEHALL/CRBS/

BX WHITEHALL LABS

/ iéﬂéﬁi/

2EMG/ML
25MG/ML

50MG/ML

1846/

/ézvs/

/88vis/
10MG
25MG

50MG

/24 "1démd Her/

EQ 100MG HCL

/18¢Mg/eriur/

100MG/5MLx

31

2446
/14,
e
Ndd1d
[FEB/14,/1986
N88862 001
FEB 14, 1986
N89106 001
FEB 14, 1986

N89107 601
FEB 14, 1986

yie)
it
7/661;

V88540 ool
OCT 22, 1985
N88551 001
OCT 22, 1985
N88529 001
OCT 22, 1985

/Nge12d/dd1/
981/ 88, /1382/

N86728 001
OCT 05, 1982

N1d833/dd2/
/Séﬁ?i4 §i¢$¢/
N19832 002
SEP 19, 1989



IBUPROFEN
SUSPENSION; ORAL

PEDIA PROFEM
/88/ TRSRELL/CoNSOER/

BX MCNEIL CONSUMER

TABLET3 ORAL
IBUPROFEN
/88/ /BdSTS/LABS/
13/

AB BOOTS USA

&

2

/88/  [CHELSEA/LABS/

3 CHELSEA LABS
/48/ Rygsng/PHKﬂﬁﬁl
/48/ '

/48/
/48/
/48/
/4d/

AB BOOTS USA
AB
AB

AB

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89
IMIPRAMINE HYDROCHLORIDE

TABLET; ORAL

TMIPRAMTHE HOL
/1868 8iLyi/ /Ni4é4é/ddi/ 188/ [eHELSER/LAB3/ /1dva/
JSEB/1S, /14897 /48/ /%
100MG/5MLI N19842 001 748/ 3333/
SEP 19, 1989 9 CHELSEA LABS 10MG
3 25MG
148/ "I98t/ preist
/84dvia/ /HdeSﬁ/ddi/ ,
e, el oo =
[IUL/28, 11488/ 188/  [IANGARD/LABS/ /1dvd/
400MG N70083 001
FEB 22, 1985 /48/ /28vg/
600MG N70556 001 ‘
JUN 14, 1985 /4d/ /sdvis/
800MG N71264 001
J486d¢) Jyh §§§¢}98§/ 2 VANGARD LABS 10MG
[BEC/ 81, /19867 , 3 25M6
300MG N71338 001
DEC 01, 1986 a 50MG
/448via/ IN18197/dd1/
/48dv3 /Hfddﬁﬁ/ddi/
JFEBR/22, /14857 >_ADD > INDECAINIDE HYDROCHLORIDE
/4d6vd/ /N18197/4d2/
JHAR/ 48, 71384/ > _ADD > TABLET, EXTENDED RELEASE; ORAL
/éd8rig/ /N7dddd/dd1/  >_app > DECABID
/FEB/d8,/1448/ >_ADD > ELI LILLY EQ 50MG BASEXM
/668vs/ /N#ddd ,4/.d.di/ >_ADD > :
oy /ﬁﬁﬁéggéé;d ?; >_ADD > EQ 75MG BASEN
>_ADD_>
o [I01/85, 71488/  >_app > EQ 100MG BASEM
400MG N18197 001 >_ADD >
600MG N70088 001
FEB 08, 1985
600MG N70099 001 INDOMETHACIN
MAR 29, 1985
800MG N70745 001 CAPSULE; ORAL
JUL 23, 1986 INDOMETHACTH
600MG N18197 002 148/ [VITARINE/ /28vs/
MAR 05, 1984
/48/ /edvid/
BX  VITARINE 25MG
BX 50MG

32

/N8sdis/dd1/
5
e

N85875 001
N85878 001
N85877 001

VAL A
/YEB/14; /iéﬁé%

N87776 001
Ffﬁéigisfgﬁf/
3785, 15847
ity
ey tise)
Wl

N88036 001
NOV 03, 1982
N87619 001
FEB 09, 1982
N87631 001
JAN 04, 1982

N19693 001
DEC 29, 1989
N19693 002
DEC 29, 1989
N19693 Q03
DEC 29, 1989

NFL#L1/¢
Ay
/UL 88, /1988/

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



INDOMETHACIN

RX DRUG PROBUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

CAPSULE, EXTENDED RELEASE; ORAL

INDOHETHACIN
AR INWOOD LABS

/88/  /YEIfARINE/

BX VITARINE

IOHEXOL

INJECTABLE; INJECTION
OMNIPAQUE 210

STERLING DRUG
AURCTABLE ARG
VARG 243
prarecin (i
JOEPAGSE /46
oAy
SRR 454/
VSR T e/

SOLUTION; INJECTION, ORAL

OMNIPAQUE 240
STERLING DRUG

OMNIPAQUE 200
STERLING DRUG

OMNIPAGQUE 350
STERLING DRUG

> _ADD > XOTROLAN

> _ADD > INJECTABLE; INTRATHECAL
> _ADD > OSMOVIST

> _ADD > BERLEX LABS

> ADD >

>_ADD >

>_ADD >

TEMG

/38d/

75MG

45.3/01

/8184
18432/
/1884

51.8%

6% .7/

75.57

EQ 190MGC IODINE/MixX

EQ 240MG IODINE/MLn

N72610 Q0L
N HiEi1/dd1/
Ripraterty
N71531 001
JUL 21, 1987

N18956 006
JUN 3C, 1989

N18956 002
DEC 26, 1985

N18956 003
DEC 26, 1985

N18956 004
DEC 26, 1985

N19580 001
DEC 27, 1989
N19580 002
DEC 07, 1989

ISOETHARINE HYDROCHLORIDE

SOLUTION; INHALATION
ISOETHARINE HCL

/887 [BAXIER/
184/

@ BAXTER

ISONIAZID
TABLET; ORAL
ISOHTAZID
;gg; TCHELSER/ LRSS/
"~ 2 CHELSEA LABS

3@
/847 [RLTE/IN/PRII SN/

@ WHITE TN PAULSN

KANAMYCIN SULFATE

INJECTABLE; INJECTION
KARAMYCXN SULFATE
AP WARNER CHILCOTY

KETOROLAC TROMETHAMINE

INJECTABLE; INJECTION
TORADOL
SYNTEX LABS

186nid/
3ddre/

100MG
300MG

100MG

EQ 1GM BASE/3MLM

15MG/MLe

Z0MG/MLu

86144/48
by
157817148

N88144 001
hisdiie)adi
1WA, 115850

N88145 001
MAR 26, 1986
N881l4e 001
AUG 01, 1983

1/
0,
3/

/HBs#44/dd1/
/Ngsi84/d61/
N85790 001
N85786¢ 001
/Ngdita/dd2/

N80120 002

Ne3092 0Cl
OCT 11, 1989

N19698 001
NOV 30, 1989
N19698 002
NGV 30, 1939



LACTULOSE

SYRUP; ORAL
DUPHALAC
AA REID ROWELL

SYRUP; ORAL, RECTAL
LACTULOSE
/84/ " JREIB/RONELY/
@ REID ROWELL
PORTALAC
AA REID ROWELL

LEUCOVORIN CALCIUM

INJECTABLE> INJECTION
LEUCOVORIN CALCIUM
LEDERLE LABS

KELLCOVORTN
AP BURRQUGHS MWELLC

>
o

LEUPROLIDE ACETATE

INJECTABLE; INJECTION
LUPRON DEPOT
TAKEDA ABBOTT

[TAP/PRARNS/

LEVOBUNCLGL HYDROCHLORIDE

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

106M/15MLN

/1der/Lsdt/
10GM/15ML

10GM/ 15U

EQ 350MG BASE/VIALk

EQ 50MG BASE/VIALK

EQ _100MG _BASE/VIALK

EQ 25MG BASE/VIALR

7.5MG/YVIALK

f1.008/VEAL/

SCLUTION/DROPS; OPHTHALMIC

BETAGAN
ALLERGAN PHARMS

0. 257K

/LEYLTY RN e "sdd T i LIdTiitddd e SduLun/

/fABLﬁf“/d#AL/
/EUTH q5
/ A ﬁ/dA 15/

/883614, dd7srie/

N72372 001
MAR 22, 1989

Ni17986/4d1/

N17906 001

N72374 001
MAR 22, 1989

N08107 005
APR 05, 1989

N89465 001
J&N 23, 1989
N89834 001
JAN 22, 1989
N39832 001
JAN 23, 1989

N19732Z OOL
JAN 26, 19389

INI9732/881/

N19814¢ 0OL
JUN 28, 1989

/Rigé8d/dd1/

/LEddiniddd e ‘gt CadtulYddriite sdy L/

JYABLELLJORAL/
JEHRaTIs1/ _
RS /8861418 18v/
e Asts) /8131814 8308/
PRt/ /818858 1 dasa/
J3TARTG0R T PrARY /8. 850858 1864508/

LIDGCAINE HYDROCHLORIDE

INJECTABLE; INJECTION
LIDOCATHE HEL
/88/  JIRFL/MEBIN/SY8/ 142/
@ INTL MEDTN SYS 4
KYLOCATNE
AP ASTRA PHARM 17

INJECTABLE; SPINAL
LEDOCATHE HOL AND DEXTROSE 7,5
A BSGOTI Cib
JEFIdEATHE HéL W/ dégféd"i/
J4e/ JRBBSTS/EABS] T /2/

S?%&iﬂﬁsfé%é& AHESTHESEL Wit/
L L AHESTH
/&% TRERBALL 742/

3 KENDALL (4

LEDOTATNE HOCL
AT PACO RES vl

LIOTRIX (T%3;T33}

TABLET; ORAL
EUTHROID-0.5

PARKE DAVIS 0.03MG30G.0075M6

EUTHROID~1

PARKE DAVIS 0.06MG30.015MG
EUTHROID-2

PARKE DAVIS ¢.12MG50.03M6
EUTHROID-3

PARKE DAVIS 0.18MG;0.045M6

THYROLAR-0.25

RORER PHARM 0.0125M650.0031MG

34

/N18688/482/
/R184ad/dd3/
/N1864d/dd4/
/NLg8d7/8d¢/

/NLFid2/ 482/

N17702 002

N16801 005
JAN 19, 1988

N83914 001

/ig3dia/ddt/

/NB7941/d61
1In/1d, §14é$§

N87931 001
JUN 10, 1983

N32688 001
JUN 20, 1989

N16680 001
N16680 002
N1668C 003
N16680 004

N16807 001



-4

LIOTRIX (T4573)

TABLET; ORAL
THYROLAR-G.5
RORER PHARM
THYROLAR-1
RORER PHARM
THYROLAR-2
RORER PHARM
THYROLAR-3
RORER PHARM
THYROLAR-5
@ RORER PHARM

LISINOPRIL
TABLET; ORAL
PRINIVIL
AB MS&D RES LABS
ZESTRIL
A3 IMPERIAL CHEM

LITHIUM CARBONATE

CAPSULE; ORAL
LETHEUM CARBOHATE
AB PBX

LORAZEPAN

TABLET UR&L

1
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=
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v v
b
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f=}

! fdﬂdﬂfﬂﬁ/ﬁHﬁﬁﬁﬁﬁf

@ QUANTUM PHARMCS
2

@

RX DRUG PRODUCT

0.025MG30.00625MG
0.05MG;0.0125MG
0.1MG50.025MG
0.15MG30.0375MG

0.25MG30.0625MG

200MCm

8.2/

e,

li=
IFa
[N
T

S,
(e
e
[N
S

0.5M6

MG

MG

N16807 005
N16807 004
N16807 002
N16807 003

N16807 00é

N19558 00%
OCT 25, 1988

N19777 0D¢
MAY 19, 1983

W72542 GOL
FEB 0L, 1989

N7G200 001
AUG 0%, 1985
N70201 001
AUG 03, 1985
N70202 ¢l
AUG 09, 1985

\4

\4

'

vV VvV

v

\%

v

v

v

\%

LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 35

LORAZEPAM

TABLET; ORAL

J48)  TRARERRIES) /8896 RI4741/861)
DLT > .

TEa RST8]
BT >/ A/ /1) Iy,
DT o 44/ J 23/ /W/(ﬁ/ 12/1%3?5
TR JI8E 11554
ADD > BX AM THERPTCS 0.5MG N70727 001
ADD > MAR 07, 1986
ADD > B¥X 1MG N70728 001
ADD > MAR 07, 1986
ABD > BX MG N70729 0C1
ADD > MAR 07, 1986

MAGNESIUM CHLORIDE; POTASSIUM CHLGRIDE; POTASSIUM PHOSPHATE,
MONOBASIC; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATES
SODIUM PHOSPHATE, DIBASIC

INJECTABLE; INJECTIOM
ISOLYTE S PH 7.4 IN PLASTIC CONTAINER
KENDALL MCGAW IOMG/100ML ;37MG/LO0ML ;6. 82MG/100ML 3
370MG/100ML 5530MG/100ML;
500MG/100ML;12MG/100ML  N19696 001
SEP 29, 1989

MAGNESTUM CHLORIDE; POTASSYUM CHILORIDE; SODIUM ACETATE;
SOUIUM CHLORIDE; SODIUM GLUCONATE

INJECTABLE; INJECTION
IZ0LYTE 8 TH PLASTIC CONTATHER
&7 KENDALL MCGAM 30MG/I100ML ;37MG/LO0OML 5 270MG/1L00ML

530M6/100ML 3

500MG/100MLR N19711 0g1

SER 2%, 1989

SHLUTIONS %RRIGATIOM
5§9ﬂ§§3§$?ﬁ§§§?LA$Ti¢/¢d§§ﬁé§§§ggﬁ;3fﬂ¢/i¢¢ﬁ¢;z2¢ﬁ¢/id¢ﬁ¢;f
f?é?ggfﬁadﬁi}/ 1418488/ 464/

FI0L/ 88, /1982/

PHYSIGSOL PH 7.4 IN PLASTIC CONTAINER

ABBOTT LABS 20MG/100ML 5 37MGE/100ML 5 222ZMG/ LOCML 5
526MG/100ML 5
502MG/100ML Ni8406 002

JUL 08, 1982



/
/

MALATHION

LOTION; TOPICAL
OVIDE
GENDERM

MANNITOL

SOLUTION; IRRIGATION

RESPerisar)
e ey

@ KENDALL MCGAW

MEBENDAZOLE

TABLET, CHEWABLE; ORAL
MOX

VER
1 IARSSER/ PHARMA/

JANSSEN RES

MECLIZINE HYDROCHLORIDE

TABLET; ORAL
MECLYIZIHE HOL

AR CORD LABS

AA

A4/ /VANGARD/LABS/
Y

@ VANGARD LABS

9

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

/4.8%/

/8Er/1ddnL/

56M/100ML

/18drig/

100MG

12.5Mew
25M6n

/25d8/
12.5M6

25MG

N18613 00}
AUG 02, 1982

/N183d4/88¢/

N16704 002

/HL7481/481/

N17481 001

N84843 002
MAY 22, 1989
N84092 003
MAY 22, 1989
INg#871/8d1/
i)
[/ 84,/ 1982/
N87877 001
APR 20, 1982
N87620 001
JAN 04, 1982

MECLOFENAMATE SODIUM

CAPSULE; ORAL

MECLODIUM
>_%%$_:/BX/ / QOANTUN/ PHARNCS/

@ QUANTUM PHARMCS

>_ADD > 2
>

MECLOFENAMATE SODIUM
AB BARR LABS

2B
/887 [YLfARANE/
/88/

BX  VITARINE

BX

MEFENAMIC ACID

CAPSULE; ORAL
MEFEHAMIC ACID

48/ JVETARRNET

BX VITARINE

MEFLOQUINE HYDROCHLORIDE

TABLETS ORAL
LARIAM
ROCHE

MEFLOQUINE HCL
@ WALTER REED

/Ed/Bdrie/BASE/
[Ed/1d8e/BASES

EQ 50MG BASE

EQ 100MG BASE

EQ 50MG BASEX
EQ 100MG BASExX

EQ 50MG BASE

EQ 100MG BASE

/¢sdve/
250MG

250MGx

250MGu

26

/NT1384/dd1/
g
[IVL/L45/1981/

N71380 001
JUL 14, 1987
N71381 001
JUL 14, 1987

N72848 001
MAR 20, 1989
N72809 001
MAR 20, 1989
1L 5]
INF1884/d61/
1IN/, /1388/

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

INZE179/4d1/
/APg/éé;/ééﬁé/

N72179 001
APR 21, 1988

N19591 001
MAY 02, 1989

N19578 001
MAY 02, 1989



MEPERIDINE HYDROCHLORIDE

INJECTABLE; INJECTION
MEPERYDINE HCL
ASTRA PHARM

kB R EBEBIERE K

t3

MEPROBAMATE

TABLET; ORAL
MEPROBAMATE

/3/B35T3/PHARNS/
JB&/  JEHELSEA/LABS/

@ CHELSEA LABS

/887 JLEBERLE/LABS/

@ LEDERLE LABS
3 PHARMAFAIR

&/ ORI/ PrArNCS/

9 QUANTUM PHARMCS

144/ liﬂﬁéﬂﬁdlﬂﬂﬁﬁ/

@ VANGARD LABS

JLLYAR L a1 T T

@ WHITE TN PAULSN
9

MESNA

INJECTABLE; INJECTION
MESNEX
ASTA PHARMA

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

25MG/MLx
B0MG/MLK
50ME/MLK
B0MG/MLX

75MG/MLK

100MG/MLx

100MG/MLK

100MG/ MLy

400MG
[2681d/
/4ddrié/

200MG

400MG
/486ic/

400MG

/2ddv8/
/4ddrié/
200M6
400MG

100MG/ML

N89781 001
MAR 31, 1989
N89782 001
MAR 31, 1989
N89783 001
MAR 31, 1989
N89784 001
MAR 31, 1989
N89785 001
MAR 31, 1989
N89786 001
MAR 31, 1989
N89787 001
MAR 31, 1989
N89788 001
MAR 31, 1989

/NB4is3/dd1/
/nigs719/881/
N85719 001
/N8E239/dd1/
N86299 001
N84153 001

/Nis4de/dd2/
/i1B426/481/

N15426 002
N15426 001

/Ha8d11/dd1/
/ 0L/ 145 /iéﬁé/

N88011 001
ngidiaisiy
/1834431661

N83830 001
N83442 001

N19884 001
DEC 30, 1988

MESNA

INJECTABLE; INJECTION

MESNEX
/BRESTOL/sdotpB/

/188rie M/
METAPROTERENOL SULFATE
SOLUTION; INHALATION
/dE¥-ddse/
/&8/  JORX/LABS/ 152/
JBEY=LUte/
/887 [BEY/ABS/ /8.4%/
/8&d/ /8.6%/
/8.33%/
/8.8%/
METAPROTEREHOL SULFATE
AN DEY LABS 0.4%
AN 0.6%
AN 54
0.33%
0.5%
METHIXENE HYDROCHLORIDE
TABLET; ORAL
TREST ‘
[3/BSRSEN/LABS/ /irg/
2 SANDOZ PHARMS 1MG
METHOCARBAMOL
TABLET; ORAL
JISSTSIRINS)  Jsddney
;3 /15dris/
3 PHARMAFAIR 500MG
3 750MG

37

9884/4d1/
g, /i4éé/

S~
Vo

N71786 001
AUG 05, 1988
N70804 001
AUG 17, 1987
N70805 001
AUG 17, 1987
N71806" 001
AUG 05, 1988
N71805 001
AUG 05, 1988

/R13424/481/

N13420 001

A4211/dd2/
adarsst)
N84231 002
N84471 001



METHOTREXATE SODIUM

INJECTABLE; INJECTION
METHOTREXATE SODTUM

188/ [rAPHdiER/
/48/
/4¢/

9 LYPHOMED
9
o

MEXATE-A

/48]  [BRESTOL/CARAB/

AP BRISTOL MYERS

MEXATE-AQ PRESERVED

AP BRISTOL MYERS

METHYCLOTHIAZIDE

TABLET, ORAL
CLOTHIAZIDE

/4d/ /¢HEL§¢A/LAﬁ$/

@ CHELSEA LABS

METHYLDOPA

TABLET; ORAL
METHYLDOPA
AB SUPERPHARM

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

EQ 20MG BASE/VIAL
EQ 50MG BASE/VIAL

EQ 100MG BASE/VIAL

EQ 25MG BASE/ML

EQ 25MG BASE/MLX

/¢.2M6/

N88935 001
OCT 11, 1985
N88936 (001
OCT 11, 1985
N88937 a0l
OCT 11, 1985

/Ngdied/dd1/
/Fﬁg/14é/£¢ﬁ5/

N38760 001
FEB 14, 1985

N89887 001
APR 14, 1989

/Hddied/dd1
/SEP/86, /i4¢4;
N88750 001
SEP 06, 1984

N70669 001
JUN 23, 1989
N70670 001
JUN 23, 1989

METHY! PREDNISOLONE
TABLET; ORAL
METHYLPREDNTSOLONE
AB CHELSEA LABS GG
/88/ /4vs/
/88/ /18ve/
3 16MG

METHYLPREDNISOLONE ; NEOMYCIN SULFATE

> DLT > /ORTENE {/omiALLc/
DT> JNEd-piEoRar

TR jirtad

> ADD > @ UPJOHN

METHYLPREDNISOLONE ACETATE
JEREVAS /RECTAL/
Wil

3 UPJOHN

METHYLTESTOSTERONE

TABLET; BUCCAL
ANDROID 5

/BROMN/ PHARH/ 158/
EMG

ICN PHARMS

TABLET; ORAL
AMDROXD 10

/ég/ /Bﬁﬁﬁﬁ7 ﬁ#ﬂﬁ/ /1dvs/

ICN P 10MG
Annnozn 25

/dd/ /BRORY/BriAdr/ /¢zvs/

ICN PHARMS 25MG

>_ADD > METIPRANOLOL HYDROCHLOIDE

> _ADD > SOLUTION/DROPS; OPHTHALMIC
>_ADD > METIPRANOLOL HCL

>_ADD > BAUSCH & LOMB 0.3/
>_ADD >

/48 /Bd1/

40MG/BOT

38

N86161 001
Ffﬁﬁ?féi??ﬁf/
b
s

N86159 001
FEB 09, 1982

18 1E5EQ/3 /oS /BASE Ser)  /NEBE4E/dd1/

0.17%;EQ 3.5MG BASE/GM

N60645 001

/181d2/dd1/

N18102 001

/N87222/dd1/

N87222 001

/8asd/dd1/

N86450 001

/N8#1ai/dd1/

N87147 001

N19907 001
DEC 29, 1989
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

METOCLOPRAMIDE HYDROCHLORIDE

INJECTABLE; INJECTION
METOCLOPRAMIDE HCL

AP ABBOTT LABS

AR

AP BULL LABS

AP DUPONT CRI CARE
rAaLET, ORAL

éé/ Zaﬁﬂﬂfﬁﬁ/PHA#ﬁ¢$/

>/Ké/
>
> 2 QUANTUM PHARMCS
>
> 3
>
> [ELdBRASWEL L bt/
>/&8/  JSIARTIR/PHARRCS/
> 3 QUANTUM PHARMCS
>
METOCLOPRAMIDE HCL
A8 INVAMED

/A8/  HARTEC/PHARH/

@ MARTEC PHARM

METOPROLOL FUMARATE

TABLET,
LOPRESSOR
GEIGY PHARMS

EQ 10MG BASE/2ZMLK

E§ 10MG BASE/2Mim

EQ 10MG BASE/ZMLK

EQ 10MG _BASE/2MLH

EQ EMG BASE

EQ 10MG BASE

EQ 10MG BASE

EQ 5MG BASEM

EQ 10MG BASE

EXTENDED RELEASE; ORAL

EQ 100MG TARTRATER
EQ@ 200MG TARTRATEm
EQ 300MG TARTRATEK

EQ 400MG TARTRATEX

METOPROLOL TARTRATE

TABLET; ORAL
LOPRESSOR

N70505 001 AB GEIGY PHARMS
JUN 23, 1989 AB
N70806 OO01 METOPROLOL TARTRATE
JUN 22, 1989 AB HENRY SCHEIN
N71990 001
JAN 18, 1989 AB
N712%1 001
MAR 03, 1989
METRIZAMIDE
/H#2384/8d1/ INJECTABLE; INJECTION
hyild steRLine e/
i 1 L
[IBL/28. 718887
N72386¢ 001 2 STERLING DRUG
JUN 02, 1988
N70294 001
JUL 29, 1985
MICONAZOLE NITRATE
INidé32/dd1/
081738, 11383/ TAMPON; VAGINAL
N70632 001 MONISTAT 5
OCT 28, 1985 RH JOHNSON
N72436 001
JUN 22, 1989
IN7é548/dd1/ MINOXIDIL
JFEB/82, 11383/
N70598 001 TABLET; ORAL
FEB 02, 1987 MINODYL
> DLT >/BX/  /QARTUN/PHARYCS/
> DLT > ’
>TOLT >/8%/
> DLT >
> ADD > 3 QUANTUM PHARMCS
> ADD >
N19786 901 > ADD > 3
DEC 27, 1989 > ADD >
N19786 002
DEC 27, 1989
N1678¢6 003 MOMETASONE FUROCATE
DEC 27, 1989
N19786 004 LOTION; TOPICAL
DEC 27, 1989 ‘ELOCON
SCHERING

bBEC 21,

DEC 231,

12560/ TRES

2.56GM/VIAL

100MGst

1258/
/18vs/

2.5MG

10MG

39

N17963 001
N17963 002

N71690 001
FEB 08, 1989
N71691 001
FEB 08, 1989

1993 :

1993 :

INL7982/4d1/
JSEP/12,/1983/

N17982 003
SEP 12, 1983

N18592 001
ocT 27, 1989

/N#21s3/dd1/
/IUL/A3, 71988/
/NF1s34/dd1/
JHRR/ 1871387/
N72153 001
JUL 13, 1988

N71534 001
MAR 19, 1987

N19796 001
MAR 30, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 40

MORPHINE SULFATE NALOXONE HYDROCHLORIDE

TABLET, EXTENDED RELEASE; ORAL
MS CONTIN

INJECTABLE; INJECTION
HALOXONE HCL

PURDUE FRDRK 15MeEn N19516 003 AP ASTRA PHARM 0.02MG/MLI N72081 001
SEP 12, 1989 APR 11, 1989
AP 0.02MG/MLY N72082 001
APR 11, 1989
NAFCILIIN SODIUM AP 0.02MG/MLK N72083 001
APR 11, 1989
INJECTABLE; INJECTION AP 0.02MG/MLK N72084 001
NALLPEN IN PLASTIC CONTAINER APR 11, 1989
BAXTER EQ 20MG BASE/MLn N50655 001 AP 0.02MG/MLR N72085 001
oCT 31, 1989 APR 11, 1989
EQ 40MG BASE/MLm N50655 002 AP 0. 6MG/MLIC N72086 001
OCT 31, 1989 APR 11, 1989
AP 0. 4MB/MLM N72087 001
APR 11, 1989
NALBUPHINE HYDROCHLORIDE AP 0.4MG/MLI N72088 001
APR 11, 1989
INJECTABLE; INJECTION AP 0.4MG/MLI N72089 001
HALBUPHTHE HCL APR 11, 1989
AP ABBOTT LABS 10MG/MLI N70914 001 AP 0. 4MG/MLI N72090 001
FEB 03, 1989 APR 11, 1989
AP 10MG/MLK N70915 001 &P IMG/MLM N72091 001
FEB 03, 1989 APR 11, 1989
AP 20MB/MLK N70916 001 AP 1MG/MLR N72092 001
FEB 03, 1989 . APR 11, 1989
AP 20MG/MLI N70917 001 AP 1MG/MLu N72093 001
FEB 03, 1989 APR 11, 1989
AP 20MB/MLN N70918 001 >_DLT_>/AB/  [INTL/MEBIN/s1s/ /8- 6v6 v/ H/
FEB 03, 1989 > DLT > /NG v76£ /iéé;/
AP ASTRA PHARM 10MG/MLy N72070 001 > DLT >/48/ J1M8dL/ INT2118/dd1/
APR 10, 1989 > DLT > ‘ JAPR/ 34, 71488/
AP 1OMG/MLs N72071 001 >_ADD_> @ INTL MEDTN SYS 0.4MG/ML N70417 GO1
APR 10, 1989 > ADD > NOV 06, 1985
AP 10MG/MLa N72072 001 >_ADD > F) 1MG/ML N72115 001
APR 10, 1989 >_ADD_> APR 27, 1988
AP 20MG/MLI N72073 001
APR 10, 1989
AP 20MG /MLt N72074 001 NAPHAZOLINE HYDRGCHLORIDE
APR 10, 1989
AP 20MG/MLI N72075 001 SOLUTION/DROPS; OPHTHALMIC

APR 10, 1989

MJRC*S _OPCOHN

/&t/  IRS/PAARR/

BPCON

AT

BAUSCH & LOMB

/8:1%/

0.17

/N87586/881/

N87506 001



NEOMYCIN SULFATE

TABLET; ORAL
HEGMYCIN SULFATE

/3&01E8/

2 SQUIBB

/44/

NIACIN

TABLET; ORAL

KIACIN
/88 [CHELSEA/LABS/

@ CHELSEA LABS

NIFEPIPINE
CAPSULE ; ORAL
NIFEDIPINE
AB CHASE LABS
AB PUREPAC PHARM
AB

PROCARDIA
AB PFIZER
AB

Ad g
;BE; [PPLZER/LABS/

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

/64 4569 "ddse/ JR683627661/
EQ 350MG BASE N60365 001
/2881 JR88172/481)
BOOMG N85172 001
1 OMGt N72409 0061

JUL 046, 1990 : JUL 10, 1989

1 0MGx N72579% 0021
APR 28, 1989

20MGH N72E56 001
APR 28, 1989

10MG N18482 001
20MG N18482 002
/18187 J7§i§382}§§§/
Veriey ey

[301724,71388/

TABLET, EXTENDED RELEASE; ORAL

PROCARDIA XL
PFIZER

NITROFURANTOIN

TABLET; ORAL
HITROFURANTOIN

A8 "SEA/LABS,
;EE; JCRELSER/LABS/

9 CHELSEA LABS
B

t DELARYED EFFECTIVE DATE

3O0MEXH N19684 001

SEP 06, 1989

60MGH N196846 002

SEP 06, 1989

F0MGH N19684 003

SEP 06, 1989

/26y [i88147/ 441/
ot Jis 3361661/
EOMG N85797 (01

100MG N8E7%6 001

PENDING COURT DECISION

NITROFURANTOIN

TABLET; ORAL
NITROFURANTOIN

> gti i;Ad; WANTUN/PHARNCS/
> ADD_> 3 QUANTUM PHARMCS
>_ADD > 3

NITROFURANTOIN, MACROCRYSTALLINE

CAPSULE; ORAL

NITROFURANTOIN MACROCRYSTALLINE

> OLT > /BX/ /BOLAR/PHARI/

> BLT >

>_DLT > /BR/
> DLT >
> ADD > 3 BOLAR PHARM
> ADD >
>_ADD > a@
> ADD >
t —— e
f NITROGLYCERIN
INJECTABLE; INJECTION
> ADD >
> ADD > BAXTER
> ADD >
> ADD >
> ADD > BAXTER
> ADD_>
> ADD >
> ADD > BAXTER
>_ADD_>
JOINMENT L /10BICAL/
INLTRAS YCEREN/
{ALTANA/
OINTMENT; TRANSDERMAL
NITROGLYCERIN
ALTANA

/5dis/
/1ddris/
50MG

100MG

NITROGLYCERIN 100MG IN DEXTROSE &Y

40MG/100MLK

NITROGLYCERIN 25MG IN DEXTROSE 57

10MG/100MLm

NITROGLYCERIN BOMG IN DEXTROSE 57

20MG/100MLx

124/

27

41

Naddd1/dd
fﬂédddi/ddéﬂ

N80003 001
N80003 0062

742
/Jégééé,/
1 30/24, /iéé

N70248 001
JUN 24, 1988

N70249 001
JUN 24, 1988

N19970 003
DEC 29, 1989

N19970 001
DEC 29, 1989

N19970 002
DEC 29, 1989

N87355 (01
JUL 08, 1988



NYSTATIN
POHDER3 ORAL

BARSTATIN 100
AA BARLAN' PHARMA

TABLET, ORAL

2oL, /447 7 ﬂ7ﬁﬁ/ﬁHAﬂﬁ¢$/
>_ADD_> 3 QUANTUM PHARMCS
>_ADD >

TABLET; VAGINAL
NYSTATIH

/&8]  JCRECSER/CABS/

2 CHELSEA LABS

> DLT >/Af/  /QUANTUN/PHARNCS/

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC’'89

/260,886 "hitts/

500,000 UNITS

100,000 UNITS
/184,846 "Unitts/

100,000 UNITS

20MGxt

EQ 20MG BASE/Mix

EQ 40MG BASE/MLK

EQ 250MG BASE/VIALK

EQ 500MG BASE/VIALK

EQ 1GM BASE/VIALK

E§ 2GM BASE/VIALK

EQ 4GM BASE/VIALK

> DLT >
> ADD > 9 QUANTUM PHARMCS
> ADD >
OMEPRAZOLE .
CAPSULE, DELAYED REL PELLETS; ORAL
LOSEC
MS&D RES LABS
OXACILLIN SODIUM
INJECTABLE; INJECTION
BACTOCILL IN PLASTIC CONTAINER
BAXTER
OXACILLYN SODIUM
AP ELKINS SINN
AP
AP
AP
AP
AP

EQ 10GM BASE/VIALM

N62489 001
APR 27, 1988

Nezein/dd1/
/déf/§4 [ 1984/
N62525 001
acT 29, 1984

JR6219/881)
/Néas48/4d1/
JARRT8A LI 1SEA)
N62ED9 001
APR 03, 1984

N19810C 001
SEP 14, 1989

N50640 001
OCT 26, 1989
N50640 002
OCT 26, 1989

N62711 ©Ol
FEB 03, 1989
N62711 002
FEB 03, 1989
N62711 003
FEB 03, 1989
N62711 004
FEB 03, 1989
Né62711 005
FEB 03, 1989
N62711 006
FEB 03, 1939

OXANDROLONE

ABLEYS
/f Lﬁqxé?FKL/
/SEARLE/

@ SEARLE

OXAZEPAM

CAPSULE; ORAL

ZAXOPAM
;_g%%_i/éX/ /SOANTON/ PHARNCS/

> DLT_>/Bd/
> _DLT >
> DLT >/B%/
> DLT >
> ABD > 3 QUANTUM PHARMCS
> _ADD >
> _ADD > @
>_ADD >
> ADD > a2
> ABD >
OXYBUTYNIN CHLORIDE
TABLETS ORAL
OXYBUTYHIN CHLORTYDE
AB BOLAR PHARM

:_%%%_:/éé/ / ORI/ PrARACS/

>_ADD >
>_ADD >

2 QUANTUM PHARMCS

OXYTOCIN

INJECTABLE; INJECTION

1258/

2.5MG

/1dvs/
/1sris/
EL

10MG
15MG

I0ME

MG

/edd/

EMG

/defd¢iN/i6/USP/¢NIf5/IH/d£XTﬂ¢$£/5//

/RBBITT/LRES/

3 ABBOTT LABS

?

J1/OSP/OREL /L d8NL/
/2[0S /UNETS/180RL/

1 USP UNIT/100ML

2 USP UNITS/100ML

G2

/M1L3718/481/

N13718 001

7de5d/ 4,
1,/1
74444/,
/Nédé&f/(d
JPAR/ 81, /1488
N70650 001
MAR 01, 1988
N70646 001
MAR 01, 1988
N70641 00l
MAR 01, 1988

RN

N72485 001
“INtia%1 441/
[BEC/88,/1988/

N72296 001
DEC 08, 1988

/NLd185/dda/
e
JHRR/29,/1983/
N19185 004
MAR 29, 1985

N19185 003
MAR 29, 1985



RY DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

XY TOCTR

ST SNSRI 3 RS s
¥ Y FRfAdS
JHBAOT L ABST JEIUSPIONEES/L88rs s

2 ABBOTT LAES 2 USP UNITS/1O0ML

JETACIN/ 8 [USP /UL TS EXTRESE /8 /i/
/PRSI ABS/ /iﬁégﬂﬁﬁ/ﬁgﬁé/édéﬁL/

@ ABBOTT LABS 1 USP UNIT/100ML

PANCURONTIUM BROMIDE

INJECTABLE; INJECTION
PAHCURONTURM BROMIDE

AP ABBOTT LABS IMG/MLK
AP 2MB/MLn
PARAMETHADIONE
/38y UT108 ] /ORAL/
/PARABIONE/ )
/ABBOIT/LABS/ /38dMs ML/
3 ABBOTT LABS 300MG/ML
PENBUTOLOL SULFATE
TABLET; ORAL
LEVATOL
jeidn g /1dns/
REED & CARNRICK 10MG

PENICILLIN G BENZATHINE

/SUSPENSION S /ORAL/
J=3103 988 .
/WYETH/RYERST/IABS/  /384,888/unitrs/ 5L/

@ WYETH AYERST LABS 300,000 UNITS/5ML

 JIStAR 463/
JAR/4 10857
N19%i35 002
MAR 29, 1985

/Nid18s/dd1/
IRAR/29,/1988/
N19185 001
MAR 29, 1985

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

/Ndeadd/ddz/

NOé6800 002

[H1A374/4d1/
JBECT38, 71584/

N18976 001
DEC 30, 1987

/MBdize/dd2/

N50126 002

> BLT >
>_ADD >

PENICTILLIN ¥V POTASSIUM

POWDER FOR RECONSTITUTION: ORAL
PEMYCILLYH V POTASSIUM
Al CLONMEL CHEMS

EQ 125MG_BASE/BMLm

EG Z250MG BASE/bMim

=
y-g

PENTAMIDINE ISETHIONATE

POWDER FOR RECONSTITUTION; INHALATION
NEBUPENT

LYPHOMED 300MG/VIALK

PENTOBARBITAL SODIUM

CAPSULE; ORAL
PENTOBARRITAL SODIUM
JRRITE/ 1N/ PADL SN/
@ WHITE TN PAULSN
SODXUM PENTOBARBIT

/dUANfﬁH/PHAFﬁ¢$/

@ QUANTUM PHARMCS

/447

/847 JQOANTUN/PHARNES/  /1ddnc
PERMETHRIN
CREAM; TOPICAL

ELIMITE
BURROUGHS HWELLC 5/n

PHENDIMETRAZINE TARTRATE

TABLET; ORAL

JBt=ttadn/
48/ JPRIVATE/PRCMS/  /38de/

@ PRIVATE FMLTNS 35MG

“« PHENDIgETRAZINE TARTRATEéMé/
SRR/ 3
;ZK; /EHELSEA/VABS/ ;EE?EI
/84/ erd/
/84/ JELI
3 CHELSEA LABS I5MG
2 35MG
2 35MG
3 35M6

43

N&2981 001
FEB 10, 1939
N&2981 002
FEB 10, 1989

N19887 0CL
JUN 15, 1989

/N83338/481/

N83338 001

/NB33E8/341/

N83368 001

N19855 001
AUG 25, 1989

/NdsLd8/dd1/

N85698 001

[Nasiei/dd1/
e
/N85 773/ dd1/
N85767 001
N85768 001
N85770 001
N85773 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

PHENDTMETRAZINE TARTRATE

TABLET; ORAL
PHENDIMETRAZINE TARTRATE

/&) TPRIVATE/PALNS/ $5id/

@ PRIVATE FMLTNS 35MG
PHENTERMINE HYDROCHLORIDE
CAPSULE; ORAL
PHENTERMINE HC
/88/ /¢ﬁ£L3§K/LZ§§7 /38d6/
@ CHELSEA LABS 20Me
TABLET; ORAL
PHENTERMINE HCL
/84 [CHELSER/LRBS/ /8vs/
@ CHELSEA LABS aMc

PHENTERMINE RESIN COMPLEX

CAPSULE , EXTENDED RELEASE; ORAL

IDHAMIN-!O
JEG/ 30MG /BASE /
>DD>

PENNHALT PHARM EQ 30MG BASE
> _DLT >

e A e

EQ 30MG BASE

@ QUANTUM PHARMCS

PHENYL AMINOSALICYLATE

I8
I ﬁf/gAﬁflﬁsA

HN/

/PURBUE/FRORK/ /e8%/
"3 PURDUE FRDRK 507
/14 Bﬂfff/dﬂﬁL/
ENY-PASTEBA
P?P ﬁﬁﬁ/Fﬂﬁ§K¢Iﬂ/ /548r8/
@ PURDUE FRDRK 500MG

HENYLEPHRINE

SYRUP; ORAL
PHENERGAN VC
‘AA WYETH AYERST LABS

BMG/EML 56 . 25MG/EML,

/Ngs199/8d1/

N85199 001

/Haé74d/dd1/
/ﬁﬂﬁgéi /é#ﬁS/

N86740 001
MAR 21, 1985

/Nids739/dd1/

N85739 001

JR11613/0p2/
N11613 002

) d
18881588

N89120 001
FEB 04, 1988

/NL1695/482/

N11695 002

/NL1£45/443/

N11695 003

DROCHLORIDE; PROMETHAZINE HYDROCHLORID

N08604 003
APR 02, 1984

PHENYLEPHRINE HYDROCHLORIDE; PYRILAMINE MALEATE

SOLUTION/DROPS; OPHTHALMIC
PREFRIN-A

ALLERGAN PHARMS 0.12%30.17%
PHENYTOIN SODIUM, PROMPT
CAPSULE; ORAL
PHENYTOIN SODIUM
/3/B9913/PHARNS/ /1ddvie/
@ PHARMAFAIR 100MG
>_ADD > PINACIDIL
> ADD >  CAPSULE, EXTENDED RELEASE; ORAL
>_ADD > PINDAC
>_ADD_> ELI LILLY 12.5Mex
>_ADD_> :
>_ADD > 25MGa
>_ADD_>

N07953 001

/rigs43s/dd1/

N85435 001

N19456 001
DEC 28, 1989
N19456 002
DEC 28, 1989

POLYETHYLENE GLYCOL 33503 POTASSIUM CHLORIDE; SODIUM

BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE

PONDER FOR RECONSTITUTION; ORAL

gy
I e s Jianpatises

SH/BaT 18 . 146
/B EEEN/BAT 2L 481801/ /N

8. ﬁ/ﬁd
1/ /R1dd1

1i/
1/4d1/
JAVIGEE

d
84/



v
>
=]
=]

\
ped
(=}
lw)

v
b
o
lw )

v
>
(o)
(w)

Vv
>
o
L=}

v
>
{w}
o

v
>
[w]
(=)

v
bod
)
\=)

v
>
k)
o

v
»
(=}
[~}

v Vv
>
(w}
L]

b=
k=]
]

VY ¥VVVVYVYVYYVYVYY

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE, ANHYDROUS

POWDER FOR RECONSTITUTION; ORAL

COLYTE
AA REED & CARNRICK 2G0GM/BOT ;2. 98GM/BOT ; 6 . 726M/BOT 3
5.84GM/BOT322.72GM/BOT  N18983 007
UN 12,
IREEB/IE/CARNRICK/  [1288H/PACKET L. 4¢¢H/PA¢Kﬁ 3
Y R,
/8¢1/26.

@ REED & CARNRICK 120GM/PACKET31.49GM/PACKET
3.36GM/PACKET ;2. 92GM/PACKET 5

11.36GM/PACKET

gaisat s gt e e
IRERDILICRRAER) et FAenoS] i
JReE 1 [SIBARE G e

PIATERRsRICK/ 18 AR TR
ssssimies s

Z606M/PACKET 54.47GM/PACKET 3
10.08GM/PACKET38.76GM/PACKET 3

@ REED & CARNRICK

N18983 005

24.08GM/PACKET N18983 006
OCT 26,
GOLYTELY
AA BRAINTREE LABS 236GM/BCT32.97GM/BOT 6 . 74GM/BOT 3
5.86GM/B0OT;22. 74GM/BOT. N19011 001
JUL 13,

POTASSIUM CHLORIDE

INJECTABLE; INJECTION
POTASSTUM CHLORIDE

/887 JEYPHONES/ /iﬁégiﬁ L/
/é8/ /2REd i/
3 LYPHOMED 2MEQ/ML
2 2MEQ/ML
POTASSIUM CHLORIDE 10MEQ IN PLASTIC CONTAINER
BAXTER 14. 9MG/ML1
DEC 26,
POTASSIUM CHLORIDE 20MEQ IN PLASTIC CONTAINER
BAXTER 29.8MG/MLK
DEC 26,
FOTASSIUM CHLORIDE 30MEQ IN PLASTIC CONTAINER
BAXTER 2.26GHM/300MLR
DEC 26,
POTASSIUM CHLORIDE GOMEQ IN PLASTIC CONTAINER
BAXTER 2.98GM/100MLE

/NBET11/d41/
/NBg#14/861/
N86713 001
N86714 001

N19904 001
N19904¢ 002
N19904 003

N13904 004
BEC 26, 1989

POTASSIUM CHLORIDE

TABLET, EXTENDED RELEASE; ORAL

K-DUR 10

/B¢] [REX/Prifriis/

BC SCHERING

K-DUR

/Kﬁf/FHA#H$/

SCHERING

45

/16rEd/ /N1d439/ 442
130/13,5 /iééé%

10MEQ N19439 002
JUN 13, 1986
[20rEd/ /N19434/dd1/
[I/13, 71984/

20MEQ N19439 001

JUN 13, 1986

POTASSIUM CHLORIDE; SODIUM CHLORIDE

INJECTABLE; INJECTION

POTASSIUM CHLORIDE 0.037Z IN SODIUM CHLORIBE 0.9%Z IN

PLASTIC CONTAINER
KENDALL MCGAW

POTASSIUM CHLORIDE
PLASTIC CONTAINER
KENDALL MCGANW

POTASSIUM CHLORIDE

PLASTIC CONTAINER
KENDALL MCGAW

POTASSTUXM CHLORIDE

37MG/100ML ; 900MG/100MLx  N19708 001
SEP 29, 1989

0.075Z IN SODIUM CHLORIDE 0.97Z IN

75MG/100ML ; 900MG/100MLK  N19708 002
SEP 29, 1989

0.11% IN SODIUM CHLORIDE 0.57Z IN

110MG/100ML;
900MG/100MIx N19708 003

SEP 29, 1989

0,15%Z IN SODIUM CHLORIDE §,97~ IN

PLASTIC COHTATHER
AP KENDALL MCGAKW

POTASSIUM CHLORIDE
PLASTIC CONTAINER
KENDALL MCGAW

POTASSTUM CHLORIDE

150MG/100ML 5
900MG/100MLx

N19708 004
SEP 29, 1989

9.22% IN SODIUM CHLORIDE 0.97 IN

220MG/100ML 5
900MG/100MLt N19708 005

SEP 29, 1989

0,37 TN SODIAM CHLORIDE 0,97 IN PLASTIC

CONTATNER
AP KENDALL MCGAW

I00MG/100ML 5
900MG/100MLH

N19708 066
SEP 29, 1989

SODTU CHLORIDE 0,97 AND POTASSIUM CHLOREIDE ©,0757 XN

PLASTIC COMTAIHER

/BAXTER/

2 BAXTER

/88/

/188821 88KL s 9d6MB 1d8uL/ /HLHE48/ 844/

75MG/100ML 5 900MG/1O0ML N17648 004



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 46

POTASSIUM CHIORIDE; SODIUM CHLORIDE PRAZOSIN HYDROCHLORIDE
INJECTABLE, INJECTION CAPSULE; ORAL
TUM_CHLORIDE 0,97 AHD POTASSIUM CHLORIDE 0,0757 XN PRAZOSIN HCL
/48/ /Kﬁmﬁ L/NEEAR] /L#EEAI&L’L&QZLQQ&L/ /Niﬁé#/ddi/ B CORD LABS EQ_IMG BASEM N72576 001
49, /13827 MAY 16, 1989 : APR 10, 1989
2 KENDALL MCGAW 75MG/100ML 3 900MG/100ML N18722 001 AB EQ 2MG BASEM N72577 001
NOV 09, 1982 MAY 16, 1989 : APR 10, 1989
SODIUM CHLORIDE 0,97 AND POTASSIUM CHLORIDE 0,157 IN AB EQ_5MG_BASEX N72578 001
18/ 7;2;;}c 73252;7£n /15 I MAY 16, 1989 : APR 10, 1989
LL ¢ L{ AB DANBURY PHARMA EQ_1MG BASEM N72352 001
/388rd 148/ giﬁféé/ddé/ MAY 16, 1989 : JAN 11, 1989
JHOV/ 49,1183/ AB EQ_2MG BASEN N72333 001
9 KENDALL MCGAW 150MG/100ML 5 MAY 16, 1989 : JAN 11, 1989
900MG/100ML : N18722 002 AB EQ EMG BASEn N72609 001
h " NOov 09, 1982 E : MAY 16, 1989 : JAN 11, 1989
. SoDTULM CHLORIDE“QLQZ AND POTASSIUM: CHLORIDE 0,227 IN . AB LEDERLE LABS - EQ IMG BASEM . N72705 001
LL ‘ L{ AB - EQ_2MG_BASEN N72706 001
' ﬂﬁﬁg}ﬁﬁﬁ] /N18742/483/ MAY 16, 1989 : MAR 15, 1989
/NGY/ 8371982/ AB EQ 5MG_BASEM N72707 001
9 KENDALL MCGAW 220MG/100ML; MAY 16, 1989 : MAR 15, 1989
900MG/100ML N18722 003 AB MYLAN PHARMS EQ_IMG BASEM N72573 001
NOV 09, 1982 MAY 16, 1989 : FEB 28, 1989
SODIUM CHLORTIDE 0,97 AND POTASSTUM CHLORIDE 0,3% IN AB EQ 2MG BASEM N72574¢ 001
/49/‘ 7&233:0 733;2ﬁ7sn P ‘ MAY 16, 1989 : FEB 28, 1989
LL 1ddHL{ AB EQ 5MG BASEM N72575 001
/988881841 / /i8722/dd4/ MAY 16, 1989 : FEB 28, 1989
JNOV/ 88, 71382/ AB PUREPAC PHARM EQ IMG BASEm . N72991 001
9 KENDALL MCGAW 300MG/100ML 3 MAY 16, 1989 : APR 26, 1989
900MG/100ML N18722 004 B EQ_2MG_BASEN N72921 001
NOV 09, 1982 ‘ MAY 16, 1989 : APR 26, 1989
AB EQ 5MG_BASEM N72992 001
X ‘ MAY 16, 1989 : APR 26, 1989
PRALIDOXIME CHLORIDE /88/  [ZENLIH/CABS/ /Ed 1¥d 'BASE/ / Séﬁ /i 5 /;/( ; ﬁé;
JTRBLELS [aRAL/ AB ZENITH LABS EQ 1MG BASE N7199¢ 001
/PRATIPAN/CHLGRXEE/ " MAY 16, 1989 : SEP 12, 1988
TRYEIH/AYERST/LABS/  /8d8His/ /N14122/862/ /48/ /Ed "2vid "BASE/ /N71995/4d1/
2 WYETH AYERST LABS  500MG Nl4122 ooz J3ER/12. 11888/
AB EQ_2MG_BASE N71995 001
148/ T T T )
PRAZOSIN_HYDROCHLORIDE
JSER/1E. 11988/
CAPSULE; ORAL AB EQ BMG BASE N71745 001
PRAZOSIN HCL MAY 16, 1989 : SEP 12, 1988
AB AM THERPTCS EQ 1MG BASEM N72782 001
MAY 16, 1989 : APR 11, 1989
aB EQ 2MG BASEM N72783 001
MAY 16, 1989 : APR 11, 1989
AB EQ 5MG BASEM N72784 001

MAY 16, 1989 : APR 11, 1989



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

PREDNISOLONE
SYRUP; ORAL
PRELONE
MURO PHARM BMG/SMLK
TABLET; ORAL
/B/ P?Eﬁ?ﬁ?ﬁkﬁ?ﬁéﬁ/ /ere/
78R/ /5Mg/
a CHELSEA LABS 5MG

5MG

> DLT > /ﬁX/ /éUANfUﬁ/PHAﬁH¢$/ /5rigf

>_ADD

QUANTUM PHARMCS EMG

/éX/ /MHifﬁlfﬂ/PAULSN/ /5rie/

@ WHITE TN PAULSN EMG

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM

SUSPENSION/DROPS; OPHTHALMIC

SULPHRTH
AT BAUSCH & LOMB 0.5%;10%
/8% /YURA/PHARN/ /08.525162/

PREDNISOLONE SODIUM PHOSPHATE

SOLUTION/DROPS; OPHYHALMIC
/BREdRTSILANE ‘SErTUM ‘BHdSAHATE/

J3IPRORRY/BISI) 7?37373//PH¢$PﬁK*£/
PREDHISOLONE SODIUM
AT NORBROOK AM EQ 5. 5% PHOSPHATE

PREDNISONE

SOLUTION; ORAL
PREDNISONE INTENSOL
ROXANE LABS 5MG/ML

P et s
RSZANE/LABS/ /et ML/

N89654 001
JAN 17, 1989

/Ngsd41s/dd1/
/Ngsat1é/dd1/
N85415 001
N85416 001

/Ngdezs/ddl/

N80625 001

/NBd342/481/

N80342 001

N88089 001
DEC 28, 1982

/HBAdad/dd1/
[BEC/28./1382/

/N83358/dd2/

HN83358 002

88810 001
FES 20, 1985

[Ra881d/dd1/
[FEB/2d) /iéﬁé/

PREDNISONE

TABLET; ORAL

DELTASONE

AB UPJOHN
8%/

PREDNISONE
z_g%%_>/éé/ [ AR/ ERPACS/
> DLT >/Ad/
> DLT >
>_DLT >/Ad/

AM THERPTCS

AB CORD LABS

AB HALSEY DRUG

fgﬁf /WANTN/ PrARNCS/
/By

>
>

ADD > 2 QUANTUM PHARMCS
>

)
TRORANE/LABS/

@ ROXANE LABS

/B [YANSARDS/LABS/
/8%

@ VANGARD LABS

3

/B8] [RHESE/ TN/ PRUESH/

B
o
B

e -t N -
NN

@ WHITE TN PAULSN
9
3

50MG

/36/
/2vig/
/168/

/¢dvis/

MG

/eris/
/2dris/
5MG
20MG
/1dve/
/2 ors/

/oris/
/2dis/

2.5MG
5MG
10M6

20MG

47

N09986 008

/Nd3386/ 448/

/NB3387/4d1/
/Nd¢/66 /idéﬁ/
/NBAAS 441/
st
/Ngy/d¢,/1988/
N89387 001
NOV 06, 1986
N89388 001
NOV 06, 1986
N89389 001
NOV 06, 1986
N89983 001
JAN 12, 1989
N89984 001
JAN 12, 1989
/iAg1dd/ 441/
/N8dad1/dd1/
/M8sa11/8d1/

N80491 001
N85811 001

/Ng7833/dd1
/ﬁﬂf/dé /iéﬁé;

N87833 001
MAY 046, 1982

Jis1as 1/
wE
JIRRTLE T1382]
N87682 001
JAN 15, 1982
N87701 001
JAN 15, 1982

/Ngdd28/dd1/
YAV WET /iééé/
et
/N84d13/88%/
N84913 001
N80343 001
N89028 001
JUL 24, 1986
N84913 002



RX DRUG PRODUCT LIST ~/ CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

PREDNISONE

TABLET; ORAL

3
/ﬁX//ﬁﬁfﬁéﬁgﬁﬁ/Lﬂﬁﬁ/ /éng/

LEDERLE LABS

PROCAINAMIDE HYDROCHLORIDE

CAPSULE, ORAL
ROCATNAMIDE HCL

/ 48/ ——VXﬁEZ§B7i3337‘ /£56vid/
/48/ /586vd/
3 VANGARD LABS 250MG
3 500MG

INJECTABLE; INJECTION
PROCATHAMIDE HCL

/48/  PHARNAF LR/ /1486 i/

/48/ /888ua L/
@ PHARMAFAIR 100MG/ML
? 500MG/ML

TABLET> EXTENDED RELEASE; ORAL
PROCATHAMIDE HCL
AB INWOOD LABS 500MGx

PROCHLORPERAZINE EDISYLATE

INJECTABLE; INJECTION
PROCHLORPERAZINE EDISYLATE
AP ELKINS SINN

PROGESTERONE

INJECTABLE; INJECTION

P ESTERON
Tt - proey,

9 LILLY 25MG/ML

EQ 5MG BASE/Mix

/NBd223/481/

N80223 001

/N87643/dd
138

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

ddza/dd1/
/ngﬁ il i/

,/i éS

ddt/
Né97éd /1988/

N8ssgz4 001
NOV 20, 1985
N88830 001
NOv 20, 1985

N89840 001

MAR 06, 1989

N8990X 001
AUG 29, 1989

/Hiddzas/dds/

N09238 002

1/
/Hid787s/4d é%
JIUN/81, 71982/

PROMETHAZINE HYDROCHLORIDE

INJECTABLE, INJECTION

Vil
/£8/ 7KL7KﬁK/ [és e/
/a ALTANA 25ME/ML
788/ ‘7KETZﬁK/ /888 4L/

@ ALTANA 50MG/ML

TABLET; ORAL
PROMETHAZINE HCL

/3/Bag1s/PrARHS/ 12 .srHis/
13/ é5ﬁé/
/56

2 BOOTS USA 12. 5

2 25M6

2 50MG
/BB/  [eHELSER/LABS/ /ié SHs/
/Bp/ /2nid/
18P/ /3818/

9 CHELSEA LABS 12.5MG

2 25MG

2 50MG

PROPAFENONE HYDROCHLORIDE

TABLET; ORAL
RYTHMOL
KNOLL PHARM 150MGx

200MGH
PROPOFOL
INJECTABLE; INJECTION
DIPRIVAN

ICI AMERICAS 10MG/MLx

PROPOXYPHENE HYDROCHLORIDE

CAPSULE; ORAL
PROPOXYPHENE HCL

/884/ /¢H£LS£A/LA§$/ /égvg/
65MG

@ CHELSEA LABS

/N83997/4d1/

N83997 001

/N83997/482/

N83997 002

/NE41£d/ ds i/

INB41Le/ddL/

/1ig4839/881/
N84160 001
N84166 001
N84539 001

iadse)4st)

/Hidsg84/dd1/
N85986 001
N85684¢ 001
N85664 001

N19151 001
NOV 27, 1989
N19151 002
NOV 27, 1989

N19627 001
ocT 02, 1989

/N8s19d/d8d1/

N85190 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

PROPRANOLOL HYDROCHiORIDE

CAPSULE, EXTENDED RELEASE; ORAL
IHDERAL LA

AB WYETH AYERST LABS 60MG
AB 80MG
AB 120M6
AB 160MG
PROPRANOLOL HCL
AB INWOOD LABS 60MGx
AB 8OMGK
AB 120MGx
AB 160MGH

SOLUTION; ORAL
PROPRANOCLOL HCL

AA PBI 20MG/5MLx
Y 40MG/5ML§
AA ROXANE LABS 20MG/5ML
AA GOMG/EML

TABLET; ORAL
PROPRANOLOL HCL

/88/  JLEPERLE/LABS/ /18u6/

/48/ /48de/
/88/ /4dvs/
/48/ /édvs/
3 LEDERLE LABS 10M6
3 20MG
a GOMG
3 80MG

Ni8553 004
MAR 18, 1987
N18553 002
APR 19, 1983
N18553 003
APR 19, 1983
N18553 001
APR 19, 1983

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

N71984 GOL
MAR 03, 1989
N71985 001
MAR 03, 1989
N70979 001
MAY 15, 1987
N70690 001
MAY 15, 1987

éiif/
23,/1
72118/
23,71
72119/1
23 /i
21zd
/30872371988
N72117 001
JUN 23, 1988
N72118 001
JUN 23, 1988
N72119 001
JUN 23, 1988

N72120 001
JUN 23, 1988

a1/
s/
c/
g1/
ﬁé/
ddi/
/

PROPRANQLOL HYDROCHLORIDE

TABLET; ORAL
PROPRANOLOL HCL

j4] CIRARTECIPARY  /1edy
188/ e,
48/ /461ty
/481 146/
148/ e,
@ MARTEC PHARM 10MG
] 20MG
@ 4O0MG
2 60MG
3 80MG
AB MYLAN PHARMS 60MG
PROPYLIOQDONE
T
JeLARS) 1381/
@ GLAXO 50/,
PROPYLTHIOURACIL
TABLET; ORAL
PROPYLTHIOQURACIL
I3IRSSTSIARIST  Jseies
@ BOOTS USA BOMG
1981 ICRECSERTIARS)  JRdnd/
@ CHELSEA LABS BOMG

PYRIDOSTIGMINE BROMIDE

INJECTABLE; INJECTION
MESTIHON
ICN PHARMS - EMG/ML

/ZE/ /RICHES eV

/AU¢/d6,i1455

49

Y\\

QM’O\H‘O\H‘O\H
‘f\kv U SR, SRV, N

&QO-CLQCLO-O.

B T~ O

ddi
985
dd1
5
ddi
988
dd1
6
ddt

/
/

/

/

/

/

/

il /
/
N70120 001
AUG 06, 1985
N70121 00l
AUG 06, 1985
N70122 001
AUG 06, 1985
N70123 001
COCT 29, 1986
N70124 001
AUG 06, 198&5
N72275 00}
JUN 09, 1989

/N89343/881/

N09309 001

/Ni84dis/dd1/

N84075 001

/Migetdi/dd1/

N85201 001

N09830 001

/Nd$834/dd1/



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

PYRIDOSTIGMINE BROMIDE

SYRUP; ORAL

MESTINON
ICN PHARMS 60MG/EML
/RICHE/ /690680
TABLET; ORAL
MESTINON
ICN PHARMS 60MG
JROCHE/ /64g/
TABLET, EXTENDED RELEASE; ORAL
MESTINON
ICN PHARMS 180MG
/RICHE/ /18drig/

QUINIDINE GLUCONATE

INJECTABLE; INJECTION
QUINIDINE GLUCONATE

JELLLYS /88risr/

LILLY 8OMG/MLx

QUINIDINE SULFATE

TABLET; ORAL
QUINXDINE SULFATE
MUTUAL PHARM 100MGx

lh

k&
I
=]
[=]
=
¥

&
N
=]
o)
=
¥

/48/  /PBt/ /2ddvs/
3 PBI 200MG
> DLY >/48/  /QUANTUN/PHARNCS/  /2ddvd/
>_ADD > 3 QUANTUM PHARMCS 200MG
/887 [AHETE/TN/PAOESN/  /246vid/
® WHITE TN PAULSN 200MG

RESERPINE

TABLET; ORAL
RESERPINE

/BB JRORANE/LRBS/ /8. 25vis/

@ ROXANE LABS 0.25MG

N15193 001

/N1s1d3/dd1/

N09829 002

/NS$823/482/

N11é665 001

/N11665/481/

/Ng7823/481/
N07529 002
FEB 10, 1989

N81029 001
APR 14, 1989
N81030 001
APR 14, 1989
N81031 001
"Ittty
JRPR/14, 71982/

N87837 001
APR 14, 1982

/N83622/dd1/

N83622 001

/Higsda4/d811

N85G44 001

/Nddged/dd2/

N09859 002

RESERPINE
TABLET; ORAL
J8R RN L ABS ey
BB/ ' /8 38/
@ ZENITH LABS 0.1MG
] 0.25MG
RIFAMPIN
CAPSULE; ORAL
/48 ToRR/PARYS/ /44088
; yierid,
AB MERRELL DOR TOOMG
150MG
INJECTABLE; INJECTION
RIFADIN
MERRELL DOW 600MG/VIALK
> ADD > RUBIDIUM CHLORIDE RB-82
> ADD > INJECTABLE:; INJECTION
> ADD > CARDIOGEN-82
> ADD > SQUIBB DIAGS N/ Axt
> ADD >
SAFFLOWER OIL
AL A
s
TR sy 118/
e o
TREGRe s /484
2 ABBOTT LABS 204
SCOPOLAMINE
S DT > JREL RO R EASE L PR TANESS
T Gy ey
TR iy /8808 44

50

185/4d1/
eierr

N11l1s5 001
N11185 002

Bds2d/dd1
eI
N504620 001
N62303 001

N50627 001
MAY 25, 1989

N19414 001
DEC 29, 1989

/N18243/dd1/

N18203 001

/Nigets/ed1/

N1l86l4 001

/Ni#8#4/dd1/



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'S89 - DEC*89

SCOPOLAMINE
>_&aho > FILM, EXVENDED RELEASE; TRANSDERMAL
>_ADD > TRANSDERM-SCOP
>_ADD > CIBA PHARM

SECOBARBITAL SODIUM

CAPSULE; ORAL
SECORARBITAL SODTUM
/447 JWHITE/TN/PAOLSH/
9 WHITE TN PAULSN
SODIUM_SECOBARBITAL

JA&/  [CHELSEA/LABS/

@ CHELSEA LABS

SECRETIN

INJECTABLE; INJECTION
SECRETIN-FERRING
FERRING LABS

/SECRETIN-KABL/
JPRARMACIA/ LB/

SELEGILINE HYDROCHLORIDE

TABLET; ORAL
ELDEPRYL
SOMERSET PHARMS

SELENOMETHIONINE, SE-75

INJECTABLE; INJECTION

0.5MG/ 2GHRX

/186v6/
100MG

100MG

75CU/VIAL

[7eCU/91AES

EMGu

SELENOMETHIONINE SE 75

/RALL NGRSO T/

@ MALLINCKRODY

/MEBL/PHISECS/

@ MEDI PHYSICS

SILVER SULFADIAZINE

CREAM; TOPICAL

§SD
/88/  [BOSIS/FLANT/

AB BOOTS USA

/1dd/uct ir/

100 UCI/ML

/25810t

250 UCI/ML

112/

1

N17874 001

/Nigs798/d81/

N85798 001

/Ngs792/881/

N85792 001

N18290 001

/NI8236/881/

N19334 001
JUN G5, 1989

/17ddg/dd1/

N17098 001

/1725778817

N17257 001

/N1gs74/dd1/
/¥EB/25,/1982/

N18578 001
FEB 25, 1982

SILVER SULFADRIAZINE

DRESSING; TOPICAL
SILDIMAC
MARION LABS 1k

SINCALIDE

INJECTABLE; INJECTION
KINEVAC

/3188/

SQUIBB DIAGS

/8. d8ris/V1AL/

0.005MG/VIAL

SODIUM CHLORIDE

INJECTABLE; INJECTION

SODTUM CHLCRIDE 0,457 IN PLASTXC CORTATHER

/68/ JCUTTER/BEL/  /asdrs/idd

@ CUTTER BIOL 450MG/100ML
SoDTWUM CHLORIDE 0,97 IN PLASTIC CONTAINER

/48/  [CUTTER/BIdL/

3 CUTTER BIOL

900MG/100ML

/4488¢{dddL/

2 CUTTER BIOL 900MG/100ML

SODIUM IODIDE, I-123
CAPSULE; ORAL

SODIUM_TODIDE X 123
AA BENEDICT NUCLR 200_UCI
54 MALLINCKRODT 100 UCIm
AA 200 UCIN

SODIUM PHOSPHATE, P-32

SOLUTION; INJECTION, ORAL

Hg 1
/p¢§§sigﬁgpﬁl 11891 IVEAL/
2 SRUIBB 1-8MCI/VIAL

51

N19608 001
NOV 30, 1989

/RL7697/481/

N17697 001

/N188d3/661/

N18503 001

/niged2/dd1/

N18502 001

/1824778617

N18247 001

Ni8671 002
MAY 27, 1982
N71909 001
FEB 28, 1989
N71910 001
FEB 28, 1989

/Ri18d27/4d1/

N10927 001



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

SODIUM POLYSTYRENE SULFONATE

POWDER; ORAL, RECTAL
SODITUM POLYSTYREHE SULFONATE
AA CAROLINA MED 454GM/BOTH

SOMATREM

INJECTABLE; INJECTION
PROTROPIN

GENENTECH 10MG/VIALK

SOMATROPIN, BIOSYNTHETIC

INJECTABLE; INJECTION
HUMATROPE

JEEEEY/

@ LILLY

Vi Ta2 13V

2MG/VIAL

SPIRONOLACTONE
TABLET; ORAL
SPIRONOLACTONE

/88/  [VARGARB/LABS/ /2ss/

3 VANGARD LABS 25MG

SULCONAZOLE NITRATE

CREAM; TOPICAL
SULCOSYN

[SIRIER/LABS/ [178/

WESTWOOD PHARMS 17n

SULFACETAMIDE SODIUM

SOLUTION/DROPS; OPHTHALMIC
SULTEN-10
AT BAUSCH & LOMB 107

N89910 001
JAN 19, 1989

N19107 002
OCT 24, 1989

[N19e4d/dd1/
/Jﬂﬁ;éi /1981

N19640 001
JUN 23, 1987

1e48/dd1/
15381

N87648 001
FEB 01, 1982

INL8737/4d1/
IFEB/#8,/1483/
N18737 001
FEB 28, 1989

N87818 001
FEB 03, 1983

v
T

\%
3>

v
b

SULFACETAMIDE SODIUM

SOLUTION/DROPS; OPHTHALMIC

SULTEN-10
1182/

/811 ARGTPrARY/

SULFINPYRAZONE

CAPSULE; ORAL
SULFINPYRAZON

/48/ /VANSAﬂﬁ/LAﬁgl /2ddvig/

@ VANGARD LABS 200MG

SULFISOXAZOLE

TABLET; ORAL
SULFISOXAZOLE

/3/8091 3/ PrARs/

@ PHARMAFAIR

/8ddnis/
500MG

SUTILAINS

OINTMENT; TOPICAL
TRAVASE

/BARTER/

BOOTS USA

/182888 /0t 1s o/

82,000 UNITS/GM

TECHNETIUM TC~99M FERPENTETATE KIT

JIJECTABLE S/ N JECTIoN/
i

9 SQUIBB

/RS
(7

JECHNETIUM TC-99M PENTETATE KIT

INJECTABLE> INJECTION
TECHNESCAN DTPA KXT
MS&D RES LABS N/AX

v VYV
&

52

814/481/
/fégﬁdiiﬁidﬁil

Aol dd
Wi
N88666 001
FEB 17, 1984

/NBa3ds/dd1/

N84385 001

/N12828/881/

N12828 001

/N17d45/dd1/

N17045 001

N18511 001
DEC 29, 1989
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v
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 53

TECHNETIUM TC-99M PYROPHOSPHATE KIT TEMAZEPAM
INJECTABLE; INJECTION CAPSULE; ORAL
J&M-pERdrEd/ > DLT > /1EnéZ/
/&8/ 7213703/ JH24/ /Ridd34/4d1/  >"app > 2 QUANTUM PHARMCS 15MG N70564 001
JION/A8, /14847 >_ADD > OCT 15, 1985
a CIS US N/A N19039 001 > ADD > I I0MG N70547 001
JUN 30, 1987 > ADD > OCT 15, 1985
TECHNETIUM TC-99M SODIUM PERTECHNETATE TETRACYCLINE HYDROCHLORIDE
SOLUTION; INJECTION, ORAL CAPSULE; ORAL
F Vs oy 7y YN JRiFA1 7461/ FAIRSTSTRARRS, . Jasaney J1882/481/
: : CUAy | 4 { R 13
/887 Jdanct i/ INL7321/8d27 /5/ /58drig/ /Ne18d2/882/
/887 Ja8né L/ JRIF321/683/ a BOOTS USA 250MG N61802 001
e ZaC1 7521 002 148 /eSS /ddey N61163/481/
3 SOMCTAML Ni7301 003 fres, 7230/ oo,
[SAMA/OLAS/ 1 ABS/  J18-E8RCE AL/ /Lite/d81/ 2 CHELSEA LABS 250MG N62103 001
HMALLINCKRODT 10-60MCI/ML N17725 001 @ 500MG N62103 002
> DLT_>/48/ ~ /eUANTUM/PHARNCS/  /426ve/ /Hgddsd/dd1/
> ADD > @ QUANTUM PHARMCS 250MG N60059 001
TECHNETIUM TC-99M SULFUR_COLLOID /88  [YITARINE/ /&86vi8/ /Ng1471/dd1/
BX VITARINE 250MG N61471 001
SOLUTION; INJECTION, ORAL BX 500MG N61471 002
TECHNETIUM TC 99M SULFUR COLLOID SEP 06, 1988
[SAMNA/BLAS/LABS)  [ANSEAL/ [Rl7424/d81/
MALLINCKRODT IMCI/ML N177246 001
THALLOUS CHLORIDE, TL-201
TECHNETIUM TC-99M SULFUR COLLOID KIT INJECTABLE; INJECTION
THALLOUS CHIORIDE TL 201
/i§§§¢§éé#5é;égJﬁgzé?N/ AP SQUIBB DIAGS 1IMCI/ML ) N18548 001
L L EC 30, 1982
/e1s/ds/ /NRS /Nitds8/dd1/
SOLUTION; INJECTION, ORAL THECPHYLLINE
AN-SULFUR COLLOID
CIsS Us N/A N17858 001 CAPSULE; ORAL
7B/ E;éégig§7t;25/ /18drg/ /N@ps48/dd1/
TERAsERA v oy bl
CAPSULE, ORAL o /IUL/3L 71384/
DLT > BX FOREST LABS 100MG N85545 001
>/ &g/ 7aﬁﬂﬁfﬂﬁ/FHAﬂH¢$/ /18vd/ /Nidséa/ddi/ JUL 31, 1984
DLT > ddt/18 /14487 8X 200MG N8Z921 001
>/ &8/ /3848/ /Nids4t/dd1/ JUL 31, 1984
DLT > fact/is /148s/f



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89

THEOPHYLLINE THIORIDAZINE HYDROCHLORIDE
CAPSULE , EXTENDED RELEASE; ORAL TABLET; ORAL
SLO-BID THIORTIDAZINE HCL
BC RORER PHARM 75MGn N89539 001 88/  JOHELSEA/LABS/ J18M4¢/
MAY 10, 1989
BC 125MGn N89540 001 ? CHELSEA LABS 15M6

MAY 10, 1989
THEO-~-DUR SPRINKLE

BC KEY PHARMS 7EMG N88015 001
SEP 10, 1985 THIOTHIXENE HYDROCHLORIDE
ELIXIRS ORAL CONCENTRATE 3> ORAL
ELIXOPHY THIOTHIXENE HCL
/84 RO TABS/ ey JRBS184/481/ PACO AES EQ 1MG BASE/MLR
FOREST LABS 80MG/15ML N85186 001
SUSPENSION; ORAL INJECTABLE; INJECTION
ELIXICON NAVANE
JRERYEA/LABS/ J1888P4AL JR88542/881) TeoeRts/ T4/ EASE ML
FOREST LABS 100MG/5ML N85502 001 ROERIG ) EQ 10MG BASE/VIAL
TABLET; ORAL
QUIBRON-T TIMOLOL MALEATE
BRISTOL MYERS I00MG N88656 001
R Ay “Tbeie iai T BLocapReN
BLOCADREN
| IR0 55 158) e e
AB 10MG
TABLET, EXTENDED RELEASE; ORAL AB 20MG
QRUIBRON-T/SR TIMOLOL MALEATE
BC BRISTOL MYERS 300MG N87563 001 AB BOLAR PHARM EMQH .
JBE/ JHERSLIHNSY /3608 iy AR T 1908
AB 10MGK
ey, aPR 11, 1989 :
THEO-DUR AB 20MGas
AB KEY PHARMS 100MG N85328 001 APR 11, 1989
Jee /f“”a/ Js38/d81) £ LS =
T vty L s Lomese
THESPHYLELTHE
AB INWOOD LABS O0OMG N88320 001 AB 20MGK
FEB 21, 1985
AB 200MG N§8321 001 AB PBI BMEN
FEB 21, 1985 APR 11, 1989 :
Jée /18847 iy . Lovest
[FEB/EL. 1485/ APR 11, 1989
/B¢/ /2ddns/ /NB8321/dd1/ AB 20MEx
JFEB/21./1388/ APR 11, 1989 :

5¢

2/dd1
ke

N88562 001
MAY 11, 1984

N71917 0Ol
SEP 20, 1989

/N16984/8d2/

N16904 002

N18017 001
N18017 002
N18017 004

N72269 001
MAR 14, 1989
N72270 001
MAR 14, 1989
N72271 001
MAR 14, 1989
N72550 001
APR 13, 1989
N72551 001
APR 13, 1989
N72552 001
APR 13, 1989
N72001 001
JAN 10, 1989
N72002 001
JAN 10, 1989
N72003 001
JAN 10, 1989
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JIMOLOL MALEATE

TABLET3 ORAL

/B [ WANIN/ PHARCS/

@ GUANTUM PHARMCS

[BX]  /OANTIN/ PrARES/

@ QUANTUM PHARMCS

/B /ORNTON/ PHARNCS/

@ QUANTUM PHARMCS

TIMOLOL MALEATE

JOBRAMYCIN SULFATE

EYHES

& 5
© b

S

INJECTABLE; INJECTION

NEBCYHN
LILLY

TOBRAMYCTN SULFATE

MARSAM PHARMS

JOLBUTAMIDE

TABLET; ORAL

TOLRUTAMIDE

/88/  /YANGARD/LABS/

@ VANGARD LABS

TOLMETIN SODIUM

TABLET; ORAL

TOLECTIN 600
MCNEIL PHARM

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 -~ DEC'89

/etign/
5MGx

/1dniee/
10MGM

/¢8ign/

20MGr

EQ _10MG BASE/ML
EQ 10MG BASE/ML
EQ_10MG_BASE/ML

EQ 40MG BASE/ML

EQ 10MG BASE/MLm

EQ 4OMG BASE/MLX

EQ 600MG BASER

IN#2464/841/
/PAY /14713837
N72466 001
MAY 19, 1989
IN7Zaci/dd1/
/HAY/19,/1483/
N72467 001
MAY 19, 1989
IN#24ga/dd1/
/HRY/14.71989/
N72468 001
MAY 19, 1989

N50477 005
N62008 004
N62707 001
APR 29, 1987
N62008 001

N62945 001
AUG 09, 1989
N629a5 002
AUG 09, 1989

INB7876/4d1/
JRPR/E8, 11482/

N87876 001
APR 20, 1982

N17628 002
MAR 08, 1989

TRAZODONE HYDROCHLORIDE

TABLET; ORAL

TRAZODOHE HCL

aB LEMMON 50MGEn
AB 100MGH
:_%%$_Z/5X/ [QUANTUR/PHARNCS,  /1ddrig/
> ADD > 3 QUANTUM PHARMCS 100MG
>_ADD >
TRIALODINE
: DLT >/ﬁX/ [UANII/ PHARNCS/  /8drig/
> ADD > 3 QUANTUM PHARMCS 50MG
>_ADD >
TRIAMCINOLONE
TABLET3 ORAL
TRIAMCINOLONE
/BP/  /CHELSER/LABS/ /4g/
9 CHELSEA LABS 4MG

TRIAMCINOLONE ACETONIDE

CREAM; TOPICAL

TRIAMCTHOLONE ACETONIDE

AT TOPIDERM 0.025/n
AT 0.17m
AT 0.5/m
TRICHL ORMETHIAZIDE
TABLET; ORAL

TRICHLORMETHIAZIDE
/BB/  [CHELSEA/LABS/ /&vis/

9 CHELSEA LABS 2M6

JRIHEXYPHENIDYL HYDROCHIORIDE

ELIXIR; ORAL
ARTANE
AA LEDERLE LABS

ZMG/EML
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N72192 001
FEB 02, 1989
N72193 001
FEB 02, 1989
/149517441
JBES/81,71388]
N70921 001
DEC 01, 1986

/N#d442/4d1/
/BEC/81, /éééé/

N70942 001
DEC 01, 1986

/iges34a/d81/

N85834 001

N89274 001
FEB 21, 1989
N89275 001
FEB 21, 1989
N89276 001
FEB 21, 1989

/Niggass/dd1/

N86458 001

N0O6773 009




OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'S89 - DEC'89
PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE

CAPSULE > EXTENDED RELEASE; ORAL
TRIPROLIDINE AND PSEUDOEPHRINE HCL
KV PHARM 120MG;5MGxy N71798 001
MAR 16, 1989

SYRUP; ORAL

/ﬁfﬁégf JAORSPBALSLIEANAIEAY)  INBALIE/ 41/
o JRART 471883/
a PBI I0MG/BML 1. 26MG/EML N88116 001

MAR 06, 1983

PSEUDOEPHEDRINE POLISTIREX

SUSPENION, EXTENDED RELEASE; ORAL

PSEUDO-12
FISONS EQ 60MG HCL/BML N19¢01 001
JPERALT/ JRAIOR IR PN Niscaitanty
: e SR/ 18:7198%)
SODIUM MONOFLUOROPHOSPHATE
> LT > JRRSIEL/BERTAL/
T /ﬁ§§§§§§§§53§57/“1ﬁ/ /144 JRISE18/881)
>DLT > o JJUN/ 8371887/
> ADD > @ CHESEBROUGH 1.27 N19518 001
> ADD > JUN 03, 1987
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DRUG PRODUCTS IN THE DIVISION OF BLOOD AND
BLOOD PRODUCTS APPROVED UNDER SECTION 505 OF THE ACT LIST

PERFLUORODECALIN; PERFLUQROTRI-N-PROPYLAMINE
INJECTABLE; INJECTION
FLUOSOL
ALPHA THERPTC 17 .5GM/100ML;7.5GM/100ML N 860909

DEC 26, 1989

61



ORPHAN DRUG DESIGNATIONS

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A
SPONSOR'S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A "DESIGNATED ORPHAN DRUG." SECTION 527 OF THE ACT
ESTABLISHES A PROCESS WHEREBY A SPONSOR MAY RECEIVE SEVEN YEARS OF EXCLUSIVE APPROVAL STATUS IF THAT SPONSOR
IS THE FIRST TO ACHIEVE NEW DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT APPROVAL FOR A DESIGNATED ORPHAN DRUG FOR
THE DESIGNATED INDICATION(S). THE EXCLUSIVE APPROVAL MAY BE REVOKED BY WRITTEN CONSENT OF THE SPONSOR OR BY
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF
SUFFICIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED ORPHAN INDICATION(S).

THE “CUMULATIVE LIST OF ORPHAN DRUG PRODUCT DESIGNATIONS," ISSUED AS AN ADDENDUM TO THE 9TH EDITION OF
APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, IS CURRENT THROUGH MARCH 31, 1989. THIS
SECTION OF THE CUMULATIVE SUPPLEMENT WILL SERVE AS AN UPDATE TO THAT ADDENDUM AND WILL REPLACE THE FORMER
SECTION ENTITLED “ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL." THE NDA NUMBER/LICENSE NUMBER, APPROVAL
DATE, DOSAGE FORM, ROUTE OF ADMINISTRATION, AND STRENGTH THAT APPEARED IN THE FORMER SECTION MAY BE FOUND

ELSEWHERE IN THIS PUBLICATION FOR APPROVED DRUGS; FOR LICENSED BIOLOGICALS, THIS INFORMATION WILL NO LONGER BE
DISPLAYED.

WHEN A PRODUCT IS GRANTED ORPHAN DRUG DESIGNATION, IT WILL APPEAR IN THIS SECTION, ONCE A BIOLOGICAL OR DRUG
PRODUCT IS LICENSED/APPROVED FOR MARKETING, IT WILL BE LISTED IN THIS SECTION AND ASTERISKED, AS APPROPRIATE,

TO DENOTE MARKETING/EXCLUSIVE APPROVAL STATUS. IN ADDITION, THE EXCLUSIVITY EXPIRATION DATE WILL BE DISPLAYED
FOLLOWING THE APPROVED DESIGNATED INDICATION(S).

REFER BACK TO THE ADDENDUM TO APPROVED DRUG PRODUCTS, 9TH EDITION FOR A FULL LISTING OF ORPHAN DRUG PRODUCTS
INCLUDES DESIGNATIONS THROUGH MARCH 31, 1989. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

THE FOLLOWING DRUGS AND BIOLOGICALS HAVE BEEN GRANTED ORPHAN DRUG DESIGNATION PURSUANT TO SECTION 526 OF THE
FOOD, DRUG, AND COSMETIC ACT AS AMENDED BY THE ORPHAN DRUG ACT [PUBLIC LAW 97-414].
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NAE OF BIOLOGICAL

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

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

63

SPONSOR NAME AND ADDRESS

GENERIC: ANCROD
TRADE: ARVIN

GENERIC:  ANTIHEMOPHILIC FACTOR
(RECOMBINANT)

TRADE: NOT ESTABLISHED

GENERIC: ANTITHROMBIN III (HUMAN)
TRADE: ATNATIV*/**

GENERIC: (D4, HUMAN RECOMBINANT SOLUBLE
TRADE: RECEPTIN

GENERIC: CD4, HUMAN TRUNCATED-369 AA POLYPEPTIDE
(RECOMBINANT CHO CELLS)

TRADE: SOLUBLE T4

GENERIC: GRANULOCYTE MACROPHAGE-COLONY
STIMULATING FACTOR,
RECOMBINANT E. COLI [RGM-CSF]

TRADE: NOT ESTABLISHED

FOR USE AS AN ANTITHROMBOTIC IN PATIENTS
WITH HEPARIN-INDUCED THROMBOCYTOPENIA OR
THROMBOSIS, WHO REQUIRE IMMEDIATE AND
CONTINUED ANTICOAGULATION.

PROPHYLAXIS AND TREATMENT OF BLEEDING IN
INDIVIDUALS WITH HEMOPHILIA A OR FOR PROPHYLAXIS
WHEN SURGERY IS REQUIRED IN INDIVIDUALS WITH
HEMOPHILIA A.

HEREDITARY AT-III DEFICIENCY IN CONNECTION
WITH SURGICAL CR OBSTETRICAL PROCEDURES OR
WHEN THEY SUFFER FROM THROMBOEMBOLISM.
[DEC 13, 1996]

TREATHENT OF ACQUIRED IMMUNODEFICIENCY
SYNDROME (AIDS).

TREATMENT OF ACQUIRED IMMUNODEFICIENCY
SYMDROME (AIDS).

TREATMENT OF SEVERE THERMAL INJURIES IN PATIENTS
WITH GREATER THAN 40% FULL OR PARTIAL THICKNESS
BURNS.

TREATMENT OF PATIENTS WITH MYELODYSPLASTIC
SYNDROME.

TREATMENT OF APLASTIC ANEMIA.

TREATMENT OF NEUTROPENIA ASSOCIATED WITH

BONE MARROW TRANSPLANT (BMT).

KNOLL PHARMACEUTICALS
30 NO. JEFFERSON RD
WHIPPANY, NJ 0798I

MILES, INC.
CUTTER BIOLOGICAL
ELKHART, IN 46515

KABI VITRWM, INC.
160 INDUSTRIAL DR.
FRANKLIN, CA 45005

BIOGEN, INCORPORATED
14 CAMBRIDGE CENTER
CAMBRIDGE, MA 02142

SMITH KLINE & FRENCH
LABORATORIES

1500 SPRING GARDEN STREET
PHILADELPHIA, PA 19101

SCHERING CORPORATION
2000 GALLOPING HILL ROAD
KENILWORTH, NJ 07033



NAME_OF BIOLOGICAL

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

DESIGNATED USE [EXCLUSIVITY £XPIRATION DATE]

SPONSOR NAME AND ADDRESS

GENERIC:
TRADE:

GENERIC:
TRADE:
GENERIC:

TRADE :
GENERIC:
TRADE:
GENERIC:
TRADE:
GENERIC:
TRADE:
GENERIC:
TRADE :

GENERIC:
TRADE

HUMAN IGM MONOCLONAL ANTIBODY
(C-58) TO CYTOMEGALOVIRUS (CMV)
CENTOVIR

HUMAN IMMUNODEFICIENCY VIRUS (HIV-1)
IMMUNE GLOBULIN (HUMAN) 1.V,
NOT ESTABLISHED

HUMAN T-LYMPHOTROPIC VIRUS

TYPE IIT gpl60 ANTIGENS,
RECOMBINANT VACCINE, ALUM ABSORBED
VAXSYN HIV-1

INDIWM IN 111 MURINE MONOCLONAL
ANTIBODY B72.3
ONCOSCINT 0v103

INDIWM IN 111 MURINE MONOCLONAL
ANTIBODY FAB TO MYOSIN
MYOSCINT

INTERFERON ALFA-2A (RECOMBINANT)
ROFERON-A

IODINE I 131 MURINE MONOCLONAL
ANTIBODY IGG2A TO B CELL
IMMURAIT, LL-2-I-13

MELANOMA VACCINE
MELACCINE™

TREATMENT OF CYTOMEGALOVIRUS (CMV)
INFECTIONS IN BONE MARROW TRANSPLANT
PATIENTS.

PROPHYLAXIS OF QMV INFECTIONS IN BONE
MARROW TRANSPLANT PATIENTS.

TREATMENT OF ACQUIRED IMMUNODEFICIENCY
SYNDROME (AIDS)

TREATMENT OF ACQUIRED IMMUNODEFICIENCY
SYNDROME (AIDS).

DETECTION OF OVARIAN CANCER.
DIAGNOSING MYOCARDITIS.

TREATMENT OF CHRONIC MYELOGENOUS LEUKEMIA (CML).
FOR USE IN COMBINATION WITH FLUOROURACIL FOR THE
TREATMENT OF ESOPHAGEAL CARCINOMA.

TREATMENT OF B-CELL LEUKEMIA AND
B-CELL LYMPHOMA.

TREATMENT OF STAGE III-IV MELANOMA,

CENTOCOR, INC.
244 GREAT VALLEY PRUMY
MALVERN, PA 19355

ABBOTT LABORATORIES
DIAGNOSTICS DIVISION
ABBOTT PARK, IL 60064

MICROGENESYS, INC.
400 FRONTAGE ROAD
WEST HAVEN, CT 06516

CYTOGEN CORPORATION
201 COLLEGE RD. EAST
PRINCETON, NJ 08540

CENTOCOR, INC
244 GREAT VALLEY PKWY
MALVERN, PA 19355

HOFRMAN-LA ROCHE
340 KINGSLAND STREET
NUTLEY, No 07110

IMMUNOMEDICS, INC.
150 MT. BETHEL RD.
WARREN, NJ 07060

RIBI IMMUNOCHEM RESEARCH, INC.
553 OLD CORVALLIS RD.
HAMILTON, MT 59840



NAYE OF BIOLOGICAL

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

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]
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SPONSOR NAME AND ADDRESS

GENERIC: MONOCLONAL FACTOR IX
TRADE:  NOT ESTABLISHED

GENERIC:  PEG-L-ASPARAGINASE
TRADE: NOT ESTABLISHED

GENERIC: RICIN (BLOCKED) CONJUGATED MURINE
MONOCLONAL ANTIBODY (ANTI-MY9)
TO MYELOID CELLS (CD-33)
TRADE: ANTI-MY9-BR

GENERIC: TECHNETIUM TC 99M MURINE MONOCLONAL
ANTIBODY TO HUMAN ALPHA-FETOPROTEIN
TRADE: IMMURAID, AFP-TC9M

GENERIC: TECHNETIUM TC 99M MURINE MONOCLONAL
ANTIBODY TO HUMAN CHORIONIC
GONADOTROPIN (HCG)

TRADE:  IMMURAID, HCG-TCO%M

REPLACEMENT TREATMENT AND PROPHYLAXIS OF
HEMORRHAGIC COMPLICATIONS OF HEMOPHILIA B.

TREATMENT OF ACUTE LYMPHOCYTIC LEUKEMIA (ALL).

TREATMENT OF MYELOID LEUKEMIAS.

DETECTION HEPATOCELLULAR CARCINGMA AND
HEPATOBLASTOMA.

DETECTION OF ALPHA-FETOPROTEIN (AFP)
PRODUCING GERM CELL TUMORS.

DETECTION OF HCG PRODUCING TUMORS
SUCH AS GERM CELL TUMORS AND
TROPHOBLASTIC CELL TUMORS.

ARMOUR PHARMACEUTICAL COMPANY
920A HARVEST DRIVE

SUITE 200

BLUE BELL, PA 19422

ENZON, INC.
300-C CORPORATE COURT

- SOUTH PLAINFIELD, NJ 07080

IMMUNOGEN, INC.
148 SIDNEY STREET
CAVBRIDGE, MA 02139

IMAUNOMEDICS, INC.
150 MT. BETHEL RD.
WARREN, NJ 07060

IMMUNOMEDICS, INC.
150 MT. BETHEL RD.
WARREN, NJ 07060



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

NAYE OF DRUG DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME AND ADDRESS
GENERIC: ADENOSINE FOR USE IN CONJUNCTION WITH BCNU IN THE MEDCO RES INC.
TRADE: NOT ESTABLISHED TREATMENT OF BRAIN TUMORS. 8733 BEVERLY BLVD.
SUITE 404

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:
TRADE:

BETHANIDINE SULFATE
NOT ESTABLISHED

BROMHEXINE HCL
NOT ESTABLISHED

CALCIUM ACETATE
NOT ESTABLISHED

(-) CARBVIR
NOT ESTABLISHED

CITRIC ACID, GLUCONO-DELTA-LACTONE,
AND MAGNESIUM CARBONATE
RENACIDIN

FOR THE PREVENTION OF THE RECURRENCE OF
PRIMARY VENTRICULAR FIBRILLATION.

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

TREATMENT OF HYPERPHOSPHATEMIA IN END STAGE RENAL
DISEASE " (ESRD).

TREATMENT OF PERSONS WITH AIDS AND IN THE
TREATMENT OF PERSONS WITH SYMPTOMATIC HIV
INFECTION AND A CD4 COUNT OF LESS THAN 200/M43.

TREATMENT OF RENAL AND BLADDER CALCULI OF
THE APATITE OR STRUVITE VARIETY.

LOS ANGELES, CA 90048

MEDCO RESEARCH, INC
8733 BEVERLY BLVD. SUITE 404
LOS ANGELES, CA 90048

- BOEHRINGER INGELHEIM

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

PHARMEDIC COMPANY
130 EXMOOR COURT
DEERFIELD, IL 60015

GLAXO INC.

5 MOORE DRIVE

RESEARCH TRIANGLE PARK, NC
27709

UNITED GUARDIAN, INC.
230 MARCUS BLVD.
HAUPPUAGE, NY 11788



NAE OF DRUG

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

DESIGNATED USE [EXCLUSIVITY EXPIRA{ION DATE]

SPONSOR NAME AND ADDRESS

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:
TRADE:

GENERIC:
TRADE:

GENERIC:

TRADE :

GENFRIC:
TRADE:

DIHEMATOPORPHYRIN ETHERS
PHOTOFRIN

ENISOPROST
NOT ESTABLISHED

ETHIOFOS
ETHYOL

FLUDARABINE PHOSPHATE

NOT ESTABLISHED

FLUOROURACIL
NOT APPLICABLE

GANCICLOVIR (DHPG)
CYTOVENE* /**

USE FOR THE PHOTODYNAMIC THERAPY OF PATIENTS WITH
PRIMARY OR RECURRENT OBSTRUCTING (EITHER PARTIALLY
OR COMPLETELY) ESOPHAGEAL CARCINOMA.

USE IN THE PHOTODYNAMIC THERAPY OF PATIENTS WITH
TRANSITIONAL CELL CARCINOMA IN SITU OF THE
URINARY BLADDER.

FOR CO-ADMINISTRATION WITH CYCLOSPORINE IN ORGAN
TRANSPLANT RECIPIENTS TO REDUCE ACUTE TRANSPLANT
REJECTION.

FOR CO-ADMINISTRATION WITH CYCLOSPORINE IN ORGAN
TRANSPLANT RECIPIENTS TO DIMINISH THE
NEPHROTOXICITY INDUCED BY CYCLOSPORINE,

USE AS A CHEMOPROTECTIVE AGENT FOR CISPLATIN AND
CYCLOPHOSPHAMIDE IN THE TREATMENT OF OVARIAN
CARCINCMA.

USE AS A CHEMOPROTECTIVE AGENT FOR CISPLATIN

IN THE TREATMENT OF METASTATIC MELANOMA.

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

FOR USE IN COMBINATION WITH INTERFERON ALFA-2A
RECOMBINANT FOR THE TREATMENT OF ESOPHAGEAL
CARCINOMA.

TREATMENT OF CYTOMEGALOVIRUS (CMV) RETINITIS
IN IMMUNOCOMPROMISED PATIENTS WITH

ACQUIRED ITMMUNODEFICIENCY SYNDROME.
(AIDS)*/**, [JUN 23, 1996]

QLT PHOTOTHERAPEUTICS, INC
NORTH MIDDLETOWN RD.
PEARL RIVER, NY 10965

G.D. SEARLE & (0.
4901 SEARLE PARKWAY
SKOKIE, IL 60077

U.S. BIOSCIENCE, INC
920-B HARVEST DRIVE
P.0. BOX 220

BLUE BELL, PA 19422

TRITON BIOSCIENCES
1501 HARBOR BAY PARKWAY
ALAMEDA, CA 94501

HOFFMAN-LA ROCHE INC
340 KINGSLAND STREET
NUTLEY, NJ 07110

SYNTEX (U.S.A.), INC.
3401 HILLVIBA AVENUE
PALO ALTO, CA 94304



NAME OF DRUG

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

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

SPONSOR NAVE AND ADDRESS

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:
TRADE:

GENERIC:
TRADE :

GENERIC:
TRADE:

GENERIC:

TRADE :

GENERIC:
TRADE:

HUMAN GROWTH HORMONE, RECOMBINANT
NOT ESTABLISHED

HUMAN GROWTH HORMONE RELEASING FACTOR
NOT ESTABLISHED

ILOPROST
NOT ESTABLISHED

L-CARNITINE
VITA CARN

L-CYCLOSERINE
NOT ESTABLISHED

LYSINE ACETYLSALICYLATE

ASPEGIC

MULTI-VITAMIN INFUSION-NEONATAL FORMULA
NOT ESTABLISHED

TREATMENT OF CHILDREN OF SHORT STATURE ASSOCIATED

WITH CHRONIC RENAL FAILURE.

FOR THE LOI\G TERM TREATMENT OF CHILDREN WHO HAVE
GROWTH FATLURE DUE TO A LACK OF ADEQUATE:
ENDOGENOUS GROWTH HORMONE SECRETION.

TREATMENT OF RAYNAUD'S PHENCMENON SECONDARY TO
SYSTEMIC SCLEROSIS.

PREVENTION OF SECONDARY CARNITINE DEFICIENCY
IN VALPROIC ACID TOXICITY.

TREATMENT OF SECONDARY CARNITINE DEFICIENCY
IN VALPROIC ACID TOXICITY.

TREATMENT OF GAUCHER'S DISEASE.

TREATMENT OF PAIN AND FEVER SECONDARY TO SICKLE
CELL DISEASE CRISIS..

FOR THE ESTABLISHMENT AND MAINTENANCE OF TOTAL
PARENTERAL NUTRITION IN VERY LOW BIRTH WEIGHT
INFANTS (LESS THAN 1500 GRAMS).

GENETECH, INC.
460 PT SAN BRUNO BLVD.

SOUTH SAN FRANCISCO, CA 94080

HOFFMAN-LA ROCHE, INC.
340 KINGSLAND ST.
NUTLEY, NJ 07110

BERLEX LABORATORIES
110 EAST HANOVER AVE
CEDAR KNOLLS, NJ 07927

KENDALL - MCGAW
LABORATORIES, INC
2525 MCGAW AVENUE
IRVINE, CA 92714-5898

THE CITY COLLEGE

CITY UNIVERSITY OF
N.Y. MEDICAL SCHOOL
CONVENT AVE. @ 138 ST.
N.Y., NY 10031

G.D. SEARLE & CO.
4901 SEARLE PKWY
SKOKIE, IL 60077

ARMOUR PHARMACEUTICAL
920 A HARVEST DRIVE
SUITE 200

BLUE BELL, PA 19422



DRUG DESIGNATIONS
[Approved for Marketing*]
[Exclusive Approval**]
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NAE OF DRUG DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME AND ADDRESS
GENERIC: NG-29 FOR THE ASSESSMENT OF THE CAPACITY OF THE FERRING LABORATORIES
TRADE: NOT ESTABLISHED PITUITARY GLAND TO RELEASE GH IN CHILDREN MONTEBELLO PARK

GENERIC:

TRADE:

GENERIC:
TRADE :

GENERIC:
TRADE:

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:
TRADE:

OVINE CORTICOTROPIN
RELEASING HORMONE (oCRH)
NOT ESTABLISHED

PENT/MIDINE ISETHIONATE (INHALATION)
NEBUPENT /s
(FORMERLY PENTAM 300)

POLOXAMER 188, N.F.
RHEOTHRX COPOLYMER

POLYMER IMPLANT CONTAINING CARMUSTINE
BIODEL™ CONTAINING BCNU

RIFABUTIN
NOT ESTABLISHED

RIFA4PIN
RIFADIN I.V.*/**

OF SHORT STATURE POSSIBLY DUE TO GH DEFICIENCY.

USE IN DIFFERENTIATING PITUITARY AND ECTOPIC
PRODUCTION OF ACTH IN PATIENTS WITH ACTH-
DEPENDENT CUSHING'S SYNDROME.

PREVENTION OF PNELMOCYSTIS CARINII PNELMONIA (PCP)
IN PATIENTS AT HIGH RISK OF DEVELOPING THIS
DISEASE. [JUN 15, 19961

TREATMENT OF SICKLE CELL CRISIS.

FOR THE LOCALIZED PLACEMENT IN THE BRAIN FOR THE
TREATMENT OF RECURRENT MALIGNANT GLIOMA.

FOR THE PREVENTION OF MYCOBACTERILM AVIUM COMPLEX
(MAC) DISEASE IN PATIENTS WITH AIDS AND IN PATIENTS
WITH CD4 COUNTS LESS THAN 200/MM3,

FOR THE TREATMENT OF DISSEMINATED MYCOBACTERIUM
AVIUM COMPLEX (MAC) DISEASE.

ANTITUBERCULOSIS TREATMENT WHERE USE OF
THE ORAL FORM OF THE DRUG IS NOT
FEASIBLE. [MAY 25, 19%]

75 MONTEBELLO RD.
SUFFERN, NY 10901

FERRING LABORATORIES
IMCORPORATED
MONTEBELLO PARK

75 MONTEBELLO RD.
SUFFERN, NY 10901

LYPHOMED, INC.
2020 RUBY STREET
MELROSE PARK, IL 60160

CYTRX CORPORATION

150 TECHNOLOGY PARKWAY
TECHNOLOGY PARK/ATLANTA
NORCROSS, GA 30092

NOVA PHARMACEUTICAL
CORPORATION

6200 FREEPORT CENTER
BALTIMORE, MD 21224-2788

ADRIA LABORATORIES
P.0. BOX 16529
COLUMBUS, OH 43216

MERRELL DOW RESEARCH INST.
2110 E. GALBRAITH
CINCINNATI, OH 45215



NAME OF DRUG

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

DESIGNATED USE [EXCL‘USIVITY‘EXPIR'ATION DATE]
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SPONSOR NAME AND ADDRESS

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:
TRADE :

GENERIC:
TRADE:

GENERIC:
TRADE :

GENERIC:
TRADE:

SELEGILINE HCL
ELDEPRYL* /**
(FORMERLY DEPRENYL)

SOMATROPIN
SAIZEN

SYNTHETIC SURFACTANT
EXOSURF

TROLEANDOMYCIN
NOT ESTABLISHED

T4 ENDONUCLEASE V,
LIPOSOME ENCAPSULATED
TANS

3'AZIDO-2', 3'DIDEOXYURIDINE
NOT ESTABLISHED

ADJUNCT IN THE MANAGEMENT OF PARKINSONIAN PATIENTS
BEING TREATED WITH LEVODOPA/CARBIDOPA WHO EXHIBIT
DETERIORATION IN THE QUALITY OF THEIR RESPONSE

TO THIS THERAPY*/**, [JUNE 05, 1996]

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

PREVENTION OF HYALINE MEMBRANE DISEASE (HMD),
ALSO KNOWN AS RESPIRATORY DISTRESS SYNDROME (RDS),
IN INFANTS BORN AT 32 WEEKS GESTATION OR LESS.
TREATMENT OF ESTABLISHED HMD AT ALL GESTATIONAL
AGES.

TREATMENT OF SEVERE STEROID-REQUIRING ASTHMA

T0 PREVENT CUTANEOUS NEOPLASMS AND OTHER SKIN
PENORMALTTIES ASSOCIATED WITH PATIENTS
DIAGNOSED WITH YERODERIA PIGHENTOSLM (XP).

TREATMENT OF ACQUIRED IM'UM)DEFICIENCY
SYNDROME (AIDS).

SOMERSET PHARMACEUTICALS
ONE OLDE TOWNE COURT
BERNARDSVILLE, NJ 07924

SERONO LABORATORIES
100 LONGWATER CIRCLE
NORWELL, MA 02061

BURROUGHS WELLCOME

3030 CORNWALLIS RD
RESEARCH TRIANGLE PK, NC
27709

STANLEY SZEFLER, MD
NATIONAL JEWISH CENTER
FOR IMMUNOLOGY AND
RESPIRATORY MEDICINE
1400 JACKSON STREET
DENVER, €O 80206

APPLIED GENETICS, INC.
205 BUFFALO AVENUE
FREEPORT, NY 11520

TRITON BIOSCIENCES
INCORPORATED

1501 HARBOR BAY PKIY
ALAVMEDA, CA 94501



NAME OF DRUG

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

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE]

SPONSOR NAME AND ADDRESS

GENERIC:
TRADE :

GENERIC:
TRADE :

4-PMINOSALICYLIC ACID
NOT ESTABLISHED

4-HYDROPEROXYCYCLOPHOSPHAMIDE (4~HC)
NOT ESTABLISHED

FOR USE IN PATIENTS WITH MILD TO MODERATE
ULCERATIVE COLITIS WHO ARE INTOLERANT TO
SULFASALAZINE.

FOR USE IN THE EX VIVO TREATMENT OF AUTOLOGOUS
BONE MARROW AND SUBSEQUENT REINFUSION IN PATIENTS
WITH ACUTE MYELOGENOUS LEUKEMIA (AML), ALSO
REFERRED TO AS ACUTE NONLYMPHOCYTIC

LEUKEMIA (ANLL).

WARREN L, BEEKEN, M.D.
GIVEN C-317
UNIVERSITY OF VERMONT
BURLINGTON, VT 05405

NOVA PHARMACEUTICAL
CORPORATION

6200 FREEPORT CENTRE
BALTIMORE, MD 21224



NO DECEMBER 1989 ADDITIONS

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

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

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 9TH EDITION FOR A FULL LISTING
OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

DRUG NAME (DOSAGE FORM) DATE REVISED DATE
ALBUTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER - IN VITRO) AUG 25, 1988 JUN 27, 1989
ALBUTEROL ; METAPROTERENOL SULFATE (METERED DOSE INHALER - IN VIVO) AUG 25, 1988 FEB 09, 1989
GEMFIBROZIL (CAPSULE) JUN 23, 1989

TOLMETIN SODIUM (CAPSULE AND TABLET) APR 20, 1989



ANDA SUITABILITY PETITIONS

74

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).

ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY.
IN FDA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857.

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

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 9TH EDITION FOR A FULL LISTING OF

ANDA SUITABILITY PETITIONS DATA.

DRUG NAME
DOSAGE FORM; ROUTE

ACETAMINOPHEN;
BUTALBITAL;
CAFFEINE
CAPSULE; ORAL

ACETAMINOPHEN;;
HYDROCODONE BITARTRATE
TABLET; ORAL

CARMUSTINE, STERILE
INJECTABLE; INJECTION

CYCLOPHOSPHAMIDE
INJECTABLE; INJECTION

HALOPERIDOL
CONCENTRATE; ORAL

STRENGTH
(CONTAINER SIZE)

500MG
50MG
40MG

650MG
10MG

200MG/VIAL

20MG/ML
(250ML/CONTAINER)

EQ 0.5MG/5ML

ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

PETITIONS APPROVED

DOCKET NUMBER

89 P-0345/CP

88 P-0416/CP

88 P-0410/CP

88 P-0379/CP

89 P-0088/CP

PETITIONER

MALLARD

MORAVEC

QUAD PHARMS

BAXTER

UDL LABS

REASON FOR
PETITION

NEW DOSAGE
FORM

NEW STRENGTH

NEW STRENGTH

NEW DOSAGE
FORM
NEW STRENGTH

NEW STRENGTH

STATUS

APPROVED
0CT 27, 1989

APPROVED
MAR 01, 1989

APPROVED
FEB 13, 1989
APPROVED
MAR 01, 1989

APPROVED
MAY 11, 1989



DRUG NAME
DOSAGE FORM; ROUTE

HALOPERIDOL DECANCATE
INJECTABLE; INJECTION

HYDROCORTISONE VALERATE
LOTION; TOPICAL

HYDROCORTISONE VALERATE
SOLUTION; TOPICAL

MORPHINE SULFATE
CAPSULE, EXTENDED
RELEASE; ORAL

PENTETATE PENTASODIUM;
STANNOUS CHLORIDE
(TECHNETIUM TC-99M
PENTETATE KIT)
INJECTABLE; INJECTION

POLYETHYLENE GLYCOL 3350;

POTASSTUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE

IN PLASTIC CONTAINER
POWDER

FOR RECONSTITUTION; ORAL

STRENGTH
(CONTAINER SIZE)

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

0.2%

0.2%

30MG

10MG
0.55MG

59GM/PACKET
0.7425GM/PACKET
1.685GM/PACKET
1.465GM/PACKET
5.685GM/PACKET

ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DOCKET NUMBER

88 P-0411/CP

89 P-0028/CP

89 P-0029/CP

89 P-0071/CP

89 P-0113/CP

88 P-0419/CP

PETITIONER
QUAD PHARMS
MCKENNA, CONNER &

CUNEO

MCKENNA, CONNER &
CUNEQ

OXFORD RES INTL

CADEMA MED PRODS

GUIDELINES

REASON FOR
PETITION

NEW STRENGTH

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW DOSAGE
FORM

NEW STRENGTH

NEW STRENGTH
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STATUS
APPROVED
FEB 13, 1989

APPROVED
MAY 10, 1989

APPROVED
MAY 10, 1989

APPROVED
MAY 10, 1989

APPROVED
JuL 14, 1989

APPROVED
MAR 01, 1989
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ANDA SUITABILITY PETITIONS

PETITIONS APPROVED

DRUG NAME STRENGTH REASON FOR
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS
PREDNISONE MG 88 P-0391/CP ASCHER NEW DOSAGE APPROVED
CAPSULE; ORAL 2. 5MG FORM MAR 01, 1989
5MG
10MG
20MG
25MG
50MG
THIOTEPA, STERILE 30MG/VIAL 88 P-0412/CP QUAD PHARMS NEW DOSAGE APPROVED
INJECTABLE; INJECTION 60MG/VIAL FORM - MAR 01, 1989

NEW STRENGTH




77
ANDA SUITABILITY PETITIONS

PETITIONS DENIED

DRUG NAME STRENGTH REASON FOR
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS
ALLOPURINOL SODIUM 500MG 89 P-0103/CP BURROUGHS WELLC NEW DOSAGE DENIED
INJECTABLE; INJECTION (30ML/VIAL) FORM JuL 14, 1989

NEW INGREDIENT

(NEW SALT)

NEW ROUTE OF

ADMINISTRATION
PHENYLPROPANOLAMINE 150MG 88 P-0265/CP BIO AMERICAN NEW DOSAGE DENIED
HYDROCHLORIDE FORM 0CT 07, 1988
FILM, EXTENDED NEW INDICATION

RELEASE; PERCUTANEOUS NEW STRENGTH



78
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, 9TH EDITION FOR A FULL LISTING
OF EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW
CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

REFERENCES
NEW DOSING SCHEDULE

CONTINUOUS,INTRAVENOUS'INFUSION
NEW INDICATION

FOULICULAR BTIMBLATION IN IR YITR® FERTILIZATION

STIMULATE THE DEVELOPMENT OF MULTIPLE FOLLICLES/OOCYTES IN OVULATORY PATIENTS PARTICIPATING
IN AN IN VITRO FERTILIZATION PROGRAM

ADJUNCTIVE THERAPY TO DIET TO REDUCE THE RISK OF CORONARY ARTERY DISEASE

SELECTIVE ADULT VISCERAL ARTERIOGRAPHY

METASTATIC BREAST CANCER IN PREMENOPAUSAL WOMEN AS AN ALTERNATIVE TO OCPHORECTOMY

OR OVARIAN IRRADIATION

TREATMENT OF TINEA PEDIS

CONTRAST ENHANCEMENT AGENT TO FACILITATE VISUALIZATION OF LESIONS IN THE SPINE AND ASSOCIATED
TISSUES

PEDIATRIC MYELOGRAPHY

ORAL USE OF DILUTED OMNIPAQUE INJECTION IN ADULTS FOR CONTRAST ENHANCED COMPUTED TOMOGRAPHY
OF THE ABDOMEN

ORAL USE IN ADULTS FOR PASS-THROUGH EXAMINATION OF THE GASTROINTESTINAL TRACT

PEDIATRIC CONTRAST ENHANCEMENT OF COMPUTED TOMOGRAPHIC HEAD IMAGING

ARTHROGRAPHY OF THE SHOULDER JOINTS IN ADULTS

RADIOGRAPHY OF THE TEMPOROMANDIBULAR JOINT IN ADULTS

CONTRAST ENHANCEMENT AGENT TO FACILITATE VISUALIZATION OF LESIONS OF THE CENTRAL NERVOUS
SYSTEM IN CHILDREN (2 YEARS OF AGE AND OLDER)

TREATMENT OF ACUTE MYOCARDIAL INFARCTION

PRIMARY NOCTURNAL ENURESIS




EXCLUSIVITY TERMS

REFERENCES
PATENT USE CODE

METHOD FOR TREATING PROSTATIC CARCINOMA COMPRISING ADMINISTERING FLUTAMIDE

METHOD FOR TREATING PROSTATE ADENOCARCINOMA COMPRISING ADMINISTERING AN ANTIANDROGEN INCLUDING
FLUTAMIDE AND AN LHRH AGONIST

REDUCING CHOLESTEROL IN CHOLELITHIASIS PATIENTS

REDUCING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREOF

DISSOLVING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREOF

CEREBRAL, CORONARY, PERIPHERAL, VISCERAL AND RENAL ARTERIOGRAPHY, AORTOGRAPHY AND
LEFT VENTRICULOGRAPHY

CT IMAGING OF THE HEAD AND BODY, AND INTRAVENOUS EXCRETORY UROGRAPHY

CEREBRAL ANGIOGRAPHY, AND VENOGRAPHY

INTRA-ARTERTAL DIGITAL SUBTRACTION ANGIOGRAPHY

PALLIATIVE TREATMENT OF PATIENTS WITH OVARIAN CARCINOMA RECURRENT AFTER PRIOR CHEMOTHERAPY,
INCLUDING PATIENTS WHO HAVE BEEN PREVIOUSLY TREATED WITH CISPLATIN

TREATING VIRAL INFECTIONS IN A MAMMAL

TREATING VIRAL INFECTIONS IN A WARM BLOODED ANIMAL

TREATING CYTOMEGALOVIRUS IN A HUMAN WITH AN INJECTABLE COMPOSITION

METHODS OF TREATING BACTERIAL ILLNESSES

METHOD OF TREATING GASTROINTESTINAL DISEASE

TREATMENT OF PAROXYSMAL SUPRAVENTRICULAR TACHYCARDIA

ANBIRA/VYDLARBIAL/ IRFARETION

ANGINA PECTORIS

ACUTE MYOCARDIAL INFARCTION

METHOD OF TREATMENT OF BURNS

METHOD OF TREATING CARDIAC ARRHYTHMIAS
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>ADD>

v VvV Vv
EEE
o0Io
v Vv v

>ADD>
>ADD>
>ADD>

APPL/PROD

NUMBER

19909
19937
19729
18207
18240

18240

19058
19459
19716
19279
19507

19507
19845

18644
18644
18644
18469

19880
19880
19880
19204
19204
19204
17939
19537
19537
19537
19906
15906
19506

001
002
001
gar
001

002

007
001
001
001
0071

002
001

001
002
003
001

001
002
003
001
002
003
002
002
003
004
001
002
003

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

ACYCLOVIR; ZOVIRAX
ADENOSINE; ADENQCARD
AMCINONIDE; CYCLOCORT

ANIVORIBY WYORGCHYORIDE; WMOUURETIC 3430

ATENOLOL; TENORMIN

ATENOLOL; TENORMIN

ATENOLOL; TENORMIN

AVOBENZONE; PHOTOPLEX

BETAMETHASONE OIPROPIONATE; DIPROLENE
BETAXOLOL HYDROCHLORIDE; BETOPTIC
BETAXOLOL HYDROCHLORIDE; KERLONE

BETAXOLOL HYDROCHLORIDE; KERLONE
BETAXOLOL HYDROCHLORIDE; BETOPTIC S

BUPROPION HYDROCHLORIDE; WELLBUTRIN
BUPROPION HYDROCHLORIDE; WELLBUTRIN
BUPROPION HYDROCHLORIDE; WELLBUTRIN
CALCIUM CHLORIDE; BSS PLUS

CARBOPLATIN; PARAPLATIN

CARBOPLATIN; PARAPLATIN

CARBOPLATIN; PARAPLATIN

CARTEOLOL HYDROCHLORIDE; CARTROL
CARTEOLOL HYDROCHLORIDE; CARTROL
CARTEQLOL HYDROCHLORIDE; CARTROL
CIMETIDINE HYDROCHLORIDE; TAGAMET
CIPROFLOXACIN HYDROCHLORIDE; CIPRO
CIPROFLOXACIN HYDROCHLORIDE; CIPRO
CIPROFLOXACIN HYDROCHLORIDE; CIPRO
CLOMIPRAMINE HYDROCHLORIDE; ANAFRANIL
CLOMIPRAMINE HYDROCHLORIDE; ANAFRANIL
CLOMIPRAMINE HYDROCHLORIDE; ANAFRANIL

PATENT
NUMBER

4199574
4673563
4158055
3781430
3934032
3836671
3836671
3663607
3934032
3836671
3836671
3663607
3836671
4387089
4775529
4252984
4311708
4252984
4311708
4252984
4342783
4311708
4252984
3885046
3885046
3885046
4550022
4443432
4657927
4657927
4657927
3910924
3910924
3910924
3950333
4670444
4670444
4670444

PATENT

EXPIRES

APR
JUN
JUN
pEC
JAN
SEP
SEP
MAY
JAN
SEP
SEP
MAY
SEP
JUN
ocT
AUG
JAN
AUG
JAN
AUG
AUG
JAN
AUG
MAY
MAY
MAY
ocT
APR
APR
APR
APR
oCT
ocT
ocT
APR
JUN
JUN
JUN

22,
16,
12,
23,
20,
17,
17,
16,
20,
17,
17,
16,
17,
07,
04,
30,
19,
30,
19,
30,
03,
19,
30,
20,
20,
20,
29,
17,
14,
14,
14,
07,
07,
07,
13,
02,
02,
02,

1997
2004
1996
1999
1993
1991
1991
1989
1993
1991
1991
1989
199

2002 .

2005
1999
1999
1999
1999
1999
1999
1999
1999
1994
1994
1994
2002
2001
2004
2004
2004
1994
1994
1994
1993
2004
2004
2004

USE
CODE

U-56
u-34

U-5
u-57
U-58
U-5

U-57
U-58

U-5
U-5

u-18.

uU-18
u-18

U-50
U-50
U-50

U-54
U-54
U-54

EXCLUS
CODE

NCE
NCE

I1-96

I-96
NOF
NCE
NP
NCE
NCE
NDF
NCE
NDF

NCE

NCE
NCE
NCE
NCE
NCE
NCE
D-16
NCE
NCE
NCE
NCE
NCE
NCE

EXCLUS

80

EXPIRES

MAR
ocT

SEP

SEP
SEP
SEP
AUG
AUG
AUG
ocT
AUG

-0CT

AUG

MAR
MAR
MAR
DEC
DEC
DEC
NOV
ocT
ocY
0cT
DEC
DEC
DEC

29,
30,

13,

13,
13,
30,
01,
30,
30,
27,
30,
27,

30,

03,
03,
03,
28,
28,
28,
13,
22,
22,
22,
29,
29,
29,

1992
1994

1992

1992
1992
1993
1991
1990
1990
1992
1990
1992

1990

1994
1994
1994
1993
1993
1993
1992
1992
1992
1992
1994
1994
1994



>ADD>
>DLT>
>DLT>

>ADD>
>ADD>
>ADD>

APPL/PROD
NUMBER

17613 002
17619 002
18813 002
19758 001
19758 002
19188 001
17827 881
17827 642
71611 001
17922 001
19082 001
19482 002
19082 003
19231 001
19201 002
19201 003
194771 001

19471 002
19471 €03
19471 004

19386 003
19653 001
19653 002
18554 (01

19596 001
19661 001

18422 001
18422 002
18422 003
19687 001
19687 002
19726 001

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

CLOTRIMAZOLE; LOTRIMIN AF

CLOTRIMAZOLE; LOTRIMIN AF

CLOTRIMAZOLE; LOTRIMIN AF

CLOZAPINE; CLOZARIL

CLOZAPINE; CLOZARIL

CROMOLYN SODIUM; GASTROCROM
CYCYPRYNZAPRINE AYDRACHYARIBY ; FYEXERIY
CYCYPBYHZAPRINE WYBROCAYORIBE; FYEXPRIV

CYCLOBENZAPRINE HYDROCHLORIDE; CYCLOBENZAPRINE HCL

DESMOPRESSIN ACETATE; DDAVP
DEZOCINE; DALGAN

DEZOCINE; DALGAN

DEZOCINE; DALGAN ’
DICLOFENAC SODIUM; VOLTAREN
DICLOFENAC SODIUM; VOLTAREN
DICLOFENAC SODIUM; VOLTAREN
DILTIAZEM HYDROCHLORIDE; CARDIZEM SR

DILTIAZEM HYDROCHLORIDE; CARDIZEM SR
DILTIAZEM HYDROCHLORIDE; CARDIZEM SR
DILTIAZEM HYDROCHLORIDE; CARDIZEM SR

ESMOLOL HYDROCHLORIDE; BREVIBLOC
ETHINYL ESTRADIOL; ORTHO CYCLEN-2]
ETHINYL ESTRADIOL; ORTHO CYCLEN-28
FLUTAMIDE; EULEXIN

GADOPENTETATE DIMEGLUMINE; MAGNEVIST
GANCICLOVIR SCOIUM; CYTOVEME

GEMFIBROZIL: LOPID

GEMFIBROZIL; LOPID

GEMFIBROZIL; LOPID

GONADORELIN ACETATE; LUTREPULSE PUMP KIT
GONADORELIN ACETATE; LUTREPULSE PUMP KIT
GOSERELIN ACETATE; ZOLADEX

PATENT
NUMBER

3705172
3705172
3705172

4395421
38827148
3882748

3652762
3652762
3652762
4721619

4721619
4721619
4721619
4387103
4027019
4027019
4474813

4472382
4329364

4507305

4423050 -

4355032
3674836
3674836
3674£36

4100274

PATENT

EXPIRES

DEC
DEC
DEC

JuL
HAY
NRY

MAR
MAR
MAR
JAN
JAN
JAN
JAN

JUN
MAY

MAY

NOV
JAN
MAY

ocT
ocT

ocT
JAN
JAN
JAN

JuL

05,
05,
05,

26,
a8,
#8,

19,

19,
04,
04,
04,

1989
1989
1989

2000
1392
1392

1991
1991
1991

, 2005

2005
2005
2005

2000
1994
1994
1993
2003
2002

1999
1999

1999
1993
1993
1993

1995

USE EXCLUS
CODE CODE

u-42
U-41

U-53
U-52

U-51

NCE
NCE

PC
1-97
NCE
NCE
NCE
NCE
NCE
NCE
NCE

NCE
NP
NCE
NP
NCE

NCE
NC

NCE

EXCLUS

81

EXPIRES

SEP
SEP

NOV
NOV
DEC
DEC
DEC
JUL
JuUL
JuL
NOV
JAN
NOV
JAN
NOV
JAN
NOV
JAN
DEC
DEC
DEC
JAN

APR
AUG

JUN
JUN
JAN
JAN
JAN
0CcT
0CT
DEC

26,
26,

15,
28,
29,
29,
29,
28,
28,
28,
05,
23,
05,
23,
05,
23,
05,
23,
31,
29,
29,
27,

1994
1994

1989
1992
1994
1994
1994
1993
1693
1993
1992
1892
1992
1992
1992
1992
1992
1992
1991
1992
1992
1994

1992
1992

1996

. 1994

1992
1992
1992
1992
1992
1994



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

>ADD>
>ADD>

APPL/PROD

NUMBER

19778
19778
19888
19771
19833
19842
19763

19763
19693

19693

19693

18956
18956

18956

18956

18956

18735
19580
19580

001
002
002
001
002
001
001

002
001

002

003

001
002

003

004

006

003
001
002

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

HYDROCHLOROTHIAZIDE; PRINZIDE 12.5
HYDROCHLOROTHIAZIDE; PRINZIDE 25
HYDROCHLOROTHIAZIDE; ZESTORETIC 20/25
IBUPROFEN; COADVIL

IBUPROFEN; CHILDREN'S ADVIL
IBUPROFEN; PEDIA PROFEN

IFOSFAMIDE; IFEX

IFOSFAMIDE; IFEX
INDECAINIDE HYDROCHLORIDE; DECABID

INDECAINIDE HYDROCHLORIDE; DECABID

INDECAINIDE HYDROCHLORIDE; DECABID

IOHEXOL; OMNIPAQUE 180
IOHEXOL; OMNIPAQUE 240

TOHEXOL; OMNIPAQUE 300

TOHEXOL; OMNIPAQUE 350

IOHEXOL; OMNIPAQUE 210

TOPAMIDOL; ISOVUE-370
IOTROLAN; OSMOVIST
IOTROLAN; OSMOVIST

PATENT
NUMBER

4472380
4374829
4472380
4374829
4472380
4374829

4788220

3732340
3732340
4452745
4389393
4197313
4452745
4389393
4197313
4452745
4389393
4197313

4021481

4021481

4396597
4250113
4021481

4239747
4239747

PATENT

EXPIRES

SEP
DEC
SEP
DEC
SEP
DEC

NOV

MAY
MAY
JUN
JUN
APR
JUN
JUN
APR
JUN
JUN
APR

MAY

MAY

JUL
DEC
MAY

DEC
DEC

18,
30,
18,
30,
18,
30,

29,

08,
08,
05,
21,
08,
05,
21,
08,
05,
21,
08,

03,

03,

14,
26,
03,

16,
16,

2001
2001
2001
2001
2001
2001

2005

1992
1992
2001
2000
1997
2001
2000
1997
2001
2000
1997

1994

1994

1998
1999
1994

1997
1997

USE EXCLUS
CODE CODE

u-60

u-60

U-60

NCE
NC
NCE
NC

NCE
NC

NDF
NOF
ODE
ODE
NCE

NCE

NCE

1-89
I1-90
NR

1-92
1-93
1-85
1-90
NR

1-94
I-92
1-85
NR

1-90
I-91

I-93
NS
I1-55
NCE
NCE

EXCLUS

82

EXPIRES

DEC
FEB
DEC
FEB

DEC
SEP
SEP
SEP
DEC
DEC
DEC

DEC

DEC

JUN
JUN
JUN
Jut
JUL
MAR
JUN
JUN
JUL
JUL
MAR
JUN
JUN
JUN

JUL
JUN
ocT
DEC
DEC

29,
16,
29,
16,

29,
19,
19,
19,
30,
30,
29,

29,
29,

30,
30,
30,
28,
28,
31,
30,
30,
28,
28,
31,
30,
30,
30,

28,
30,
04,
07,
07,

1992
1992
1992
1992

1992
1992
1992
1992
1995
1995
1994

1994

1994

1992
1992
1992
1992
1992
1992
1992
1992
1992
1992
1992
1992
1992
1992

1992
1992
1992
1994
1994



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

APPL/PROD

NUMBER

19710

19710
19710
19698
19698
19698
08107

16732

19219
19814
19777
19860
19578
19591
17646
17646
19884
19786

19786
19786
19786
18592
19268
19625
19796

19516
19599

19488
19488

001

002
003
00
002
003
005

001

002
001
004
001
001
001
001
002
001
001

002
003
004
001
001
001
001

003
001

001
002

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

IOVERSOL; OPTIRAY 320

IOVERSOL; OPTIRAY 240

IQVERSOL; OPTIRAY 160

KETOROLAC TROMETHAMINE; TORADQL
KETOROLAC TROMETHAMINE; TORADOL
KETOROLAC TROMETHAMINE:; TORADOL
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM

LEUPROLIDE ACETATE; LUPRON DEPQOT

LEVOBUNOLOL HYDROCHLORIDE; BETAGAN
LEVOBUNOLOL HYDROCHLORIDE; BETAGAN
LISINOPRIL; ZESTRIL

LOPERAMIDE HYDROCHLORIDE; IMODIUM A-D
MEFLOQUINE HYDROCHLORIDE; MEFLOQUINE HCL
MEFLOQUINE HYDROCHLORIDE; LARIAM
MENOTROPINS; PERGONAL

MENOTROPINS; PERGONAL

MESNA; MESNEX

METOPROLOL FUMARATE; LOPRESSOR

METOPROLOL FUMARATE; LOPRESSOR
METOPROLOL FUMARATE; LOPRESSOR
METOPROLOL FUMARATE; LOPRESSOR
MICONAZOLE NITRATE; MONISTAT 5
MISOPROSTOL; CYTOTEC
MOMETASONE FUROATE; ELOCON
MOMETASONE FUROATE; ELOCON

MORPHINE SULFATE; MS CONTIN
NAFTIFINE HYDROCHLORIDE; NAFTIN

NICARDIPINE HYDROCHLORIDE; CARDENE
NICARDIPINE HYDROCHLORIDE; CARDENE

PATENT
NUMBER

4396598
4396598
4396598
4396598
40893969
4089969
4089969

4005063

3649691
3649691
4374829
3714159

4220660
3958790
3876802
3998790
3876802
3998790
3876802
3998790
3876802
3717655
3965143
4808610
4775529
4472393

4282251

3985758
3985758

PATENT

EXPIRES

0CT
ocT
ocT
ocT
MAY
MAY
MAY

JAN

MAR
MAR
DEC
JAN

DEC
DEC
APR
DEC
APR
DEC
APR
DEC
APR
FEB
JUN
FEB
oCcT
SEP

AUG

0CT
0cT

26,
26,
26,
26,
16,
16,
16,

25,

14,
14,
30,
30,

02,
21,
08,
21,
08,
21,
08,
21,
08,
20,
22,
28,
04,
18,

04,

12,
12,

2002
2002
2002
2002
1995
1995
1995

1996

1991
1991
2001
1990

1999
1993
1992
1993
1992
1993
1992
1993
1992
1990
1995
2006
2005
2001

2000

1995
1995

USE EXCLUS

CODE

U-46
U-a7
U-48
u-49

U-38

CODE

NCE

NCE
NCE
NCE
NCE
NCE
O0DE
I-79
NCE
NP

NS
NCE

NCE
NCE
I-73
I-73
0DE

NP
NP
NP

NP
NDF
NCE

NCE
NDF
NDF
NCE
1-87
NCE
NCE

EXCLUS

83

EXPIRES

DEC

DEC
DEC
NOV
NOV
NOV
AUG
AUG
APR
JAN

JUN
DEC

MAY
MAY
AUG
AUG
DEC

DEC
DEC
DEC

DEC
ocT
DEC

APR
MAR
MAY
MAR
APR
DEC
DEC

30,

30,
30,
30,
30,
30,
31,
31,
09,
26,

28,
29,

02,
0z,
23,
23,
30,

27,
27,
27,

27,
27,
27,

30,
30,
29,
01,
05,
21,
21,

1993

1993
1993
1994
1994
1994
1895
1995
1990
1992

1992
1992

1994
1994
1992
1992
1995

1992
1992
1992

1992
1992
1893

1992
1992
1990
1993
1992
1993
1993



APPL/PROD
NUMBER

19684 00

19684 002

19684 003

18869 001
19508 001
19508 002
19667 001
19667 002
19667 003
19810 001

19407 001
19887 001

19385 001
19385 002
19385 003
19855 001

18796 001
19456 001
19456 002
19151 001
19151 002
19627 001

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

NIFEDIPINE; PROCARDIA XL

NIFEDIPINE; PROCARDIA XL

NIFEDIPINE; PROCARDIA XL

NIMODIPINE; NIMOTOP

NIZATIDINE; AXID

NIZATIDINE; AXID

OCTREOTIDE ACETATE; SANDOSTATIN
OCTREOTIDE ACETATE; SANDOSTATIN
OCTREOTIDE ACETATE; SANDOSTATIN
OMEPRAZOLE; LOSEC

OXYMETAZOLINE HYDROCHLORIDE; VISINE L.R.

PENTAMIDINE ISETHIONATE; NEBUPENT

PERGOLIDE MESYLATE; PERMAX
PERGOLIDE MESYLATE; PERMAX
PERGOLIDE MESYLATE; PERMAX
PERMETHRIN; ELIMITE

PILOCARPINE HYDROCHLORIDE; PILOPINE HS
PINACIDIL; PINDAC

PINACIDIL; PINDAC

PROPAFENONE HYDROCHLORIDE; RYTHMOL
PROPAFENONE HYDROCHLORIDE; RYTHMGL
PROPOFOL; DIPRIVAN

PATENT
NUMBER

4783337
4765989
4612008
4327725
3916899
3845770
4783337
4765989
4612008
4327725
3916899
3845770
4783337
4765989
4612008
4327725
3916899
3845770
4406906
4375547
4375547
4395403
4395403
4395403
4786505
4255431

4166182
4166182
4166182
4024163

4271143
RE31244
RE31244

4798846
4056635

PATENT

EXPIRES

SEP 16,
SEP 16,
SEP 16,
MAY 04,
NOV 05,
NOV 05,
SEP 16,
SEP 16,
SEP 16,
MAY 04,
NOV 05,
NOV 05,
SEP 16,
SEP 16,
SEP 16,
MAY 04,
NOV 05,
NOV 05,
SEP 27,
MAR 01,
MAR 01,
JuL 26,
JUL 26,
JuL 26,
NOV 22,
MAR 10,

AUG 28,
AUG 28,
AUG 28,
MAY 17,

JUN 02,
NOV 08,
NOV 08,

NOV 07,
NOV 01,

2003
2003
2003
1997
1991
1991
2003
2003
2003
1997
1991
1991
2003
2003
2003
1997
1991
1991
2002
2002
2002
2002
2002
2002
2005
1998

1998
1998
1998
1996

1998
1994
1994

1994
1994

USE EXCLUS

CODE CODE

U-39

U-55

NDF

NDF

NDF

NCE
NCE
NCE
NCE
NCE
NCE

NDF
ODE
NDF
NCE
NCE
NCE
NCE
NDF

NCE
NCE
NCE
NCE

NCE

EXCLUS

84

EXPIRES

SEP

SEP

SEP

-APR

APR
/)
ocT
ocT
SEP

MAY
JUN
JUN
DEC
DEC
DEC
MAR
AUG

DEC
DEC
NOV
NOV

o)

06,

06,

06,

12,
12,
21,
21,
21,
14,

30,
15,
15,
30,
30,
30,
31,
25,

28,
28,
27,
27,

02,

1992

1992

1992

1993
1993
1993
1993
1993
1994

1989
1996
1992
1993
1993
1993
1991
1992

1994
1994
1994
1994

1994



>ADD>
>ADD>

>ADD>

>ADD>

APPL/PROD

NUMBER

50627
19414
19334

19608

19640
19640
18737

17970
19829
18321

18511
17628
19594

19594

19152
19910

001
001
001

001

001
004
001

001
001
001

001
002
001

002

002
001

PRESCRIPTION AND OTC DRUG PRODUCT
PATENT AND EXCLUSIVITY DATA

INGREDIENT NAME; TRADE NAME

RIFAMPIN; RIFADIN
RUBIDIUM CHLORIDE RB-82; CARDIOGEN-82
SELEGILINE HYDROCHLORIDE:; ELDEPRYL

SILVER SULFADIAZINE; SILDIMAC

SOMATROPIN, BIQSYNTHETIC; HUMATROPE
SOMATROPIN, BIOSYNTHETIC; HUMATROPE
SULCONAZOLE NITRATE; SULCOSYN

TAMOXIFEN CITRATE; NOLVADEX
TECHNETIUM TC-99M EXAMETAZIME KIT; CERETEC
TECHNETIUM TC-~99M OXIDRONATE KIT; OSTEOQSCAN-HDP

TECHNETIUM TC-99M PENTETATE KIT; TECHNESCAN DTPA KIT
TOLMETIN SODIUM; TOLECTIN 600
URSODIOL; ACTIGALL

URSODIOL; ACTIGALL

VERAPAMIL HYDROCHLORIDE; ISOPTIN SR
ZIDOVUDINE; RETROVIR

PATENT
NUMBER

4400358

4563184
3761590

4055652

4789736
4497744
4432963
4247534
4233284
3725295
3752826
RE30910
RE30910
RE30910
RE30910

 RE30910
RE30910

PATENT

EXPIRES

AUG

JAN
SEP

ocT

DEC
FEB
FEB
JAN
NOV
APR
AUG
JAN
JAN
JAN
JAN
JAN
JAN

23,

07,
25,

25,

06,
05,
21,
27,
1,
03,
14,
07,
07,
07,
07,

07,

2000

2003
1990

1996

2005
2002
2001
1998
1997
1990
1990
1994
1994
1994
1994
1994
1994

USE EXCLUS

CODE CODE
ODE
NCE
NCE
ODE
NP

U-59
NR
NR
NCE
NDF
I-86
NCE

U-43

U-44

U-45

U-43

U-44

U-45
NS
NCE

EXCLUS

85

EXPIRES

MAY 25,
DEC 29,
JUN 05,
JUN 05,
NOV 30,

MAY 10,
MAY 10,
AUG 30,
FEB 28,
MAR 16,
DEC 30,

DEC 15,
MAR 19,

1996
1994
1994
1996
1992

1992
1992
1990
1992
1992
1993

1992
1992



DRUG PRODUCTS IN THE DIVISION OF BLOOD AND BLOOD PRODUCTS APPROVED UNDER SECTION 585 OF THE ACT
PATENT AND EXCLUSIVITY DATA

APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS
NUMBER NUMBER EXPIRES CODE CODE
841207 001 PENTASTARCH 10% IN SODIUM CHLORIDE 0.9%; PENTASPAN ODE
860909 0017 PERFLUGRODECALIN; FLUOSOL 3911138 0CT 07, 1992 NCE

4252827 FEB 24, 1998

#U.S.GOVERNMENT PRINTING OFFICE:1990-261-208:00006

86

EXCLUS
EXPIRES

MAY 19, 1994
DEC 26, 1994



