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APPROVED DRUG PRODUCTS 

with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

9th EDITION 

CUMULATIVE SUPPLEMENT 12 

DECEMBER 1989 

1.0 INTRODUCTION 

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to 
the Approved Drug Products with Therapeutic Equivalence Evaluations, 
9th Edition (the List). The List is composed of four parts: approved 
prescription drug products with therapeutic equivalence evaluations, 
over-the-counter' (OTC) drug products that require approved appl ications 
as a condition of marketing. drug products in the Division of Blood and 
Blood Products approved under Section 505 of the Act, and products 
discontinued from marketing or products which have had their approval 
withdrawn for other than safety or efficacy reasons. 

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

The Patent and 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 narne will be displayed to the right of the 
active ingredient name for each product, along with the application number 
and product number (FDA's intel"nal 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 follo~~ed by the date upon which the exclusivity expires. 
Refer to the Exclusivity Terms section in the Patent and Exclusivity 
Information Addendum for an explanation of all codes and abbreviations. 
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Because all parts of the publ ication 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 earl iest date a product may be marketed) appears, when appropriate, 
to the left of the approval date. 

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

Addit ions new to the Prescri pt i on Drug Product Li s t, OTe Drug Product 
List, Drug Products in the Division of Blood and Blood Products Approved 
Under Sect i on 505 of the Act List and the Patent and Exc 1 us i vity Da ta are 
indicated by the symbol > ADD_> to the 1 eft of the 1 ine on which new 
information exists. The >....!mL> symbol is then dropped in subseqlJent­
Cumulative Supplements for that item. A newly approved product is a\50 

identified by a lozenge (Ie) to the right of its strength which remail\ 
throughout all Cumulative Supplements for this edition. 

Deletions new to the Prescription Drug product List, OTC 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 >.JU.L> (DELETE) to the left of the" 
containing overstruck print. The >..Rll...> symbol is dropped in subsequ1 

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 Apprl 
Under Section 505 of the Act List and the Patent and Exclusivity Qata 
be dropped in subsequent Cumulative Supplements. 

Products discontinued from marketing or products which have had I 

approval withdrawn for other than safety or effectiveness reasons, wi' 
flagged in this Cumulative Supplement with the II 0111 symbol to desi 
their non-marketed status. All products having a II 01" 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 

l: 

) 



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 
conditi ona 11 y approved under the tempora ry exempti on that allowed these 
products to be marketed while effectiveness studies were being conducted. 
Listed below are those drugs which are now required to revise their 
labeling and provide additional information necessary for full approval on 
the basis of requirements listed in the Federal Register. As approval is 
granted by the Agency for a specific product, based on additional 
information submitted by the applicant, the product will be included in 
the appropriate Drug Product List. 

Products 

Nitroglycerin (capsule, controlled release;oral) 
Nitroglycerin (tablet, controlled release;oral) 
Nitroglycerin (tablet, controlled release;buccal) 
Tranylcypromine Sulfate 

1.3 APPLICANT (NAME) CHANGES 

Federa 1 

SEP 7 • 
SEP 7 , 
JUL 5, 
MAR 22, 

Register Reference 

1984 ( 4 9 FR 35428) 
1984 (49 FR 35428) 
1985 (50 FR 27688) 
1984 (49 FR 10708) 

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 appl i cant, or when an appl i cant changes 
its name, the cumulation of these transfers and name changes will be 
identified in this section only. Where only partial approved product 
lines are transferred between applicants, each approved product involved 
will appear as an applicant name change in the Cumulative Supplement. 

FORMER APPLICANT (NAME) 

DUPONT CRITICAL CARE SUB 
EI DUPONT DE NEMOURS & 
COMPANY INC 

INTERNATIONAL PHARMACEUTICAL 
PRODUCTS INC 

MAURRY BIOLOGICAL CO INC 

NORBROOK AMERICA INC 

3M RIKER 

APPLICANT (NAME) CHANGES 

NEW APPLICANT (NAME) 

DUPONT PHARMACEUTICALS 
DIV EI DUPONT DE NEMOURS & 
CO INC 

NORBROOK AMERICA INC 

NORBROOK AMERICA INC 

AKORN INC 

3M PHARMACEUTICALS 

v 

NEW ABBREVIATED NAME 

DUPONT PHARMS 

NORBROOK AM 

NORBROOK AM 

AKORN 

3t~ PHARMS 



FORMER APPLICANT (NAME) 

MCNEIL PHARMACEUTICAL 
DIVISION OF MCNEIL 
LABORATORIES INC 

ORTHO PHARMACEUTICAL CORP 

SCHERING CORP 

APPLICANT (NAME) CHANGES 

NEW APPLICANT (NAME) 

RW JOHNSON PHARM 
RESEARCH INST 
DIV MCNEILAB INC 

RW JOHNSON PHARM 
RESEARCH INST 
DIV ORTHO PHARM CORP 

SCHERING CORP SUB 
SCHERING PLOUGH CORP 

1.4 CORRECTIONS TO THE 9TH EDITION 

NEW ABBREVIATED NAME 

RW JOHNSON 

RW JOHNSON 

SCHERING 

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 locator tabs for the "Drug Products Hhich 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." 

1.S RESCISSION OF APPROVAL LETTERS 

On August 3, 1989, the Agency, in separate letters to Par Pharmaceutical and 
American Therapeutics, Inc. (ATI), rescinded the approval letters of June 5 and 
June 23, 1989, respectively, for chlorzoxazone SOOmg tablets. The approvals 
were rescinded because of substantial deficiencies in 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 Paris and ATIls manufacturing 
practices with regard to these ANDAs. An opportunity for hearing, as required 
by Section S05(c)(1), will be provided should the Agency determine it cannot 
approve these applications. 
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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. 

vii 



REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

COUNTS CUMULATIVE BY QUARTER 

CATEGORIES COUNTED DEC 1988 JUN 1989 SEP 1989 DEC 1989 

DRUG PRODUCTS LISTED 10091 10137 10153 10123 
SINGLE SOURCE 1983 (19.7%) 1982 (19.6%) 1978 (19.5%) 2030 (20.1%) 
MUL TISOURCE 8108 (80.3%) 8155 (80.4%) 8175 (80.5%) 8093 (79.9%) 

THERAPEUTICALLY EQUIVALENT 7242 (71.8%) 7341 (72.4%) 7350 (72.4%) 7222 (71. 3%) 
NOT THERAPEUTICALLY EQUIVALENT 748 ( 7.4%) 701 ( 6.9%) 709 ( 7.0%) 752 ( 7.4%) 
EXCEPTIONS 1 118 ( 1.1%) 113 ( 1.1%) 116 ( 1.1%) 119 ( 1. 2%) 

NEW MOLECULAR ENTITIES APPROVED 4 2 13 
NUMBER OF APPLICANTS 374 394 397 400 

lAmino acid-containing products of varying composition (see Introduction, page 1-7 of the List). 
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PRESCRIPTION DRUG PRODUCT LIST 
9TH EDITION 

CUMULATIVE SUPPl.EMENT NUMBER 12 / JAN'89 - DEC'S9 

ACETAMINOPHEN; BUTALBITAL; CAFFEINE 

CAPSULE; ORAL 
> ~> ACETl!Ml:HOI'HEH. BUTALBrTAL AND CAFFElHE 
>~> AB GILBERT LABS 325MG;50MG;40MG 
> ADD > 
> DLT > ItSGIQI 
>~>/~~I 7~t~¢tRt/~A¢~1 13 i~cl~.; ~~cl~.; ~.Qcl~1 
>~> 

TABLET; ORAL 
>~> ACETAM:tHOPHEH t BUTALBrTAL AHD CAFFEXHE 
>~> AB GILBERT LABS 325MG;50tlG;40MG 
> ADO > 
> DLT > ItSGIQI 
>~>/~§I 7~t~¢tRt/~A¢~1 1~~~clM~~clM~~!:l~1 
>~> 

ACETAMINOPHEN; CODEINE PHOSPHATE 

TABLET; ORAL 
ACETAMI:HCPHEH AHD CODEJ:HE PHOSPHATE 

I~M Ip0RAMtdlp~ARM~1 1~~~clMl~BM-

14M 1~~~!:l§.;~Q~~1 

I~M 1~~QB~;~Q!:lM 

@ DURAMED PHARMS 300MG;15MG 

@ 300MG;30MG 

@ 300MG;60MG 

AA PUREPAC PHARM 300MG;30MG 
300MG;6Ot'lG 
50 OtiG ; 15MG.It 

AA 

16M 

I~M 

ROXANE LABS 

500MG;30M~ 

500MG;60MGJl! 

ACETAKIHOPHEH w/ CODEINE IPHOSPHATE 

Ir¢t! 1~~.Qtl~.;~~~~1 

I ~.QQ!'l~.; ~QclM 
@ PBI 300MG;30MG 

@ 300MG;60MG 

N88825 001 
DEC OS, 1984 

/~MM~/.d,dfJ 
IPt¢1.6~.; /f..4MI 

N87629 001 
NOV 13, 198<1· 

INM~~Hd.df-l 
INP:J /j.j,.: /j..4f,,4/ 

IN~~~~~l.d,dU 
I ft¢l.d~.; /j.,4MI 

!t1~~~~:~/.d.df.1 
if t(3l.d~: /)..4441 

hI46~~Yd.dll 
In~l.d~.: /j.,4~,,41 

N88353 001 
FEB 06, 1984 

N88354 001 
FEB 06, 1984 

N88355 001 
FEB 06, 198<i­

N86681 001 
N86683 001 
N89511 001 

APR 25, 1989 
N89512 001 

APR 25, 1989 
N89513 001 

APR 25, 1989 

I tlM,41. .4/.d.6fJ 
00NI #: 1f-.4M/ 

INM9~,d/ ~.df.1 
I J0tV #: 11.,4M/ 

N87919 001 
JUN 22, 1982 

N87920 001 
JUN 22, 1982 

ACETAMINOPHEN; CODEINE PHOSPHATE 

TABLET; ORAL 
ACETAI't\:!{()PHEH W/ CODEIHE PHOSI"HATE 

II-A! Ip0RepA¢/p~A~rV 13ad~Ir4;36r~G7 
!~~I 1$66MG;~dM~1 In/ 1~~;(ttl1l-l/pA0~~tV I~U~~~~~~~/ 1 __ / 1 _____ . ____ I 

@ HHITE TN PAULSN 300MG;3ot1G 
@ 300MG;60MG 

I~~I 1~~~~~~~~~~~~7~6tt~6HD~1j~!~~J~~~~j~1 
@ lCN PHARMS 300MG;30MG 

/PAPA":D~:tH~'f:~/ 
/ ~M 7YAN~A~DnA~~1 1~~~cl~.;~.QclM 

@ VANGARD LABS 

IPAPA":O~:tHt'441 
I~A/ -7YAN~ARP7~A~~/ 

@ VANGARD LABS 

300MG;30MG 

I ~ d .Qcl~.; ~~tlM 

300MG;60MG 

ACETAMINOPHEN; HYDROCODONE BITARTRATE 

AA 

CAPSULE; ORAL 
ALLAY 

LUCHEM PHARMS 500MG;5~1~ 

HYDROct>DOHE BrTARTRATE AHD ACETAMI:HOPHEH 
AA 

AA 

AA 

AA 

MIKART 

TABLET; ORAL 
AHOCSJ:A 

AA BEECHAM LABS 

AHEXs:r:.A '.5/650 
AA BEECHAM LABS 

IAHt~S:tI-":D/ 
I~~I -7~ll~HA~/~~~~/ 

500MG;5M~ 

500MG;5MGlt 

500MG;5M~ 

500MG;5M~ 

500MG;5MG 

650MG;7.5MG 

I~QQ!'lM~tl~1 

1 

IN~~tM/.d.dtl 
IN6~f>f,j,I.d.6fJ 
/Nf,,4f,~d/.d,d1.1 
INf,~M1 /.d,dfJ 

N84360 001 
N85607 001 

/N6~M~/.d.dfJ 
N85896 001 

IN66M1 Hdt! 
Ir.AR/#;I1.9~4/ 

N88037 001 
MAR 20, 1984 

INMlj.~/.d.dfJ 
IMAR/#:/1..4M/ 

N88715 001 
MAR 20, 1984 

N899D7 001 
JAN 13, 1989 

N81067 001 
NOV 30, 1989 

N81068 001 
NOV 30, 1989 

N81069 001 
NOV 30, 1989 

N81070 001 
NOV 30, 1989 

N89160 001 
APR 23, 1987 

N89725 001 
SEP 30, 1987 

ItiMf.~,d/.d,dfJ 
IApR/H:/j..4MI 



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

ACETAMINOPHEN; HYDROCODONE BITARTRATE 

TABLET; ORAL 
HYDROCODO~E BITARTRATE AHD ACETAMI:HOPHEH 

14M l~tt~~lAMI .L#~I I ~~~cl~.; 1: ~cl~1 
MIKART 500MG;2.5M~ 

500MG;7.5M~ 

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE 

CAPSULE; ORAL 
OXYCODOHE AHD ACETAMI:HOPHEH 

AA HALSEY DRUG 500MG;5M~ 

TYLOl< 
AA ~1CNEIL PHARM 500MG;5MG 

TABLET; ORAL 
I~X:{~~PPNtJf-.:~)f..pf..p/~.d.dl 

Ip0p~Nt Ip~lf..RM~1 1~.d.dM~.;f-.:~M~1 
@ DUPONT PHARMS 500MG;2.5MG 

IdxyeodoHt'S)APAP'td61 
I ~M -7p~p~tff7PHA~i1$T--- I M1cl~.;' ~cl~1 

@ DUPONT PHARMS 500MG;5MG 
RO)(!CET 5/500 

I aM IR~XANtJ.LA~~1 1~.Q.Q.!:l@.;~tl!W/ 

ROXANE LABS 500MG;5MGJf 

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE; OXYCODONE 
TEREPHTHALATE 

CAPSULE; ORAL 
TYLOX 

1~/M~Ntj..L/.LA~~1 
@ RH JOHNSON 

1~.d.dM~.;4.:~M~.f.6.:>~M~1 
500MG;4.5MG;0.38MG 

ACETAMINOPHEN; PROPOXYPHENE HYDROCHLORIDE 

TABLET; ORAL 
Pnol'Ol<YPHEHE HCL AHD ACETAMl:HOPHEH 

AA CORD LABS 650MG;65M~ 

INMjf-~/.6.dt1 
l#p/>.d.:Jj..~~.11 

N89698 001 
AUG 25, 1989 

N89699 001 
AUG 25, 1989 

N89994 001 
MAY 04, 1989 

N88790 001 
DEC 12, 1984 

/~M j ;(6 /.d.d f.J 
N85910 001 

1t-l¢Mf.f./.d.df./ 
N85911 001 

INMii~/.d.6tJ 
I )At-l/f.f-.:1;i.9MI 

N89775 001 
JAN 12, 1989 

INf,~>.1~/.6.df./ 
N85375 001 

N89959 001 
JUL 18, 1989 

ACETAZOLAMIDE 

TABLET; ORAL 
ACETAZOLAMXDE 

la~1 I#N~ARD/t.f.~M ItMcl~1 

>~> 
>~> 

>~> 

>-A.QJL> 

(j) VANGARD LABS 250MG 

ACETRIZOATE SODIUM 

1$~~~~!~~~;:::~~ttRj.~t/ /~>t./ 
@ RH JOHNSON 53% 

ACETYLCYSTEINE 

SOLUTION; INHALATION, ORAL 
ACETYLC'I'ST EJ:HE 

AN DUPONT CRI CARE 10~ 

AN 20~ 

MUCOM'fST 
AN MEAD JOHNSON 10% 
AN 20% 

ACYCLOVIR 

SUSPENSION; ORAL 
ZOVIRAX 

BURROUGHS HELLC 

ADENOSINE 

INJECTABLE; INJECTION 
ADENOCARD 

ME DCa RES 

200MG/5MLU 

3MG/MLn 

2 

Jt~~%~~7~~~~~ 
N87654 001 

FEB 05, 1982 

N6.4.6.6M P.6f./ 
N09008 001 

N71364 001 
MAY 01, 1989 

N71365 001 
MAY 01, 1989 

N13601 002 
N13601 001 

N19909 001 
DEC 22, 1989 

N19937 002 
OCT 30, 1989 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 3 

ALBUMIN, CHROMATED CR-S1 SERUM ALBUTEROL SULFATE 

INJECTABLE; INJECTION TABLET; ORAL 
CHROMALBIN ALBUTEROL SULFATE 

ISO TEX DIAGS 100 UCI/vIAL N1783S 001 >~> AB LEDERLE LABS EQ 2MG BASE .. N728S9 001 
@ 250 UCI/VIAL N1783S 002 >~> DEC 20, 1989 
@ SOD UCI/VIAL N1783S 003 >~> AB EQ 4MG BASE" N72860 001 
l~r~Jj.~~/pf-A~~1 If..d,d/0~f-Nf-M-1 ItU.1~)t>I,6,df-l >~> DEC 20, 1989 

1'/11 I~M/0~f-;-,';f-P.tl 1~f..1~)t>ld#1 AB MUTUAL PHARM EQ 2MG BASE" N72636 001 
1'/11 1t>.d.d/0~f-Nf-M-1 1~f..1~)t>/.d.d)1 DEC OS, 1989 FEB 01, 1989 

AB EQ 4MG BASE" N72637 001 
DEC OS, 1989 FEB 01, 1989 

ALBUMIN, IODINATED I-12S SERUM AB SIDMAK LABS EQ 2MG BASE" N72316 001 
DEC OS, 1989 JAN 30, 1989 

INJECTABLE; INJECTION AB EQ 4MG BASE" N72317 001 
ALBUMOTOPE 12S I DEC OS, 1989 JAN 30, 1989 
@ ISO TEX DIAGS S-SO UCI/AMP N17836 001 

l'/I/~~f-~~1 1t>;~~,d/0~f-;AMpl 1~f..1~)M.d.dj.l 
ALLOPURINOL 

ALBUMIN! IODINATED 1-131 SERUM TABLET; ORAL 
LOPUR:IH 

INJECTABLE; INJECTION lAM 1~99#/~~A~~~1 fj,~~~~1 IMf.f,~Ud.df-l 
ALBUMOTOPE 131 I IAP~/#,:1f..1MI 
@ ISO TEX DIAGS S UCI/AMP N17837 004 lAM I~QQ!'lM ItVf.f,M ld.df.1 
@ 20 UCI/AMP N17837 ODS IAj~~~N~7~~1~ O.SMCI/VIAL N17837 001 I~~I 1~9Pt~/0~M I!MclM 

IMCI/VIAL N17837 002 AB BOOTS USA 100MG N71S86 001 
@ 2MCI/VIAL N17837 003 APR 02, 1987 

~~?Qc)f-~PI 1t>/0~f-lAMpl 1t1f.,iMil.d.d41 lAM 1~~Qcl~1 1~f.M9.1ld.6~1 
n,d/0~f-;Ar1P1 1~f..1~).1ld,d~ I AB 300MG N71S87 001 
l6.:t>M~f-Nf-M-1 I ~lf..i Mi ld.df. I APR 02, 1987 
If.M~f-Nj.MI It~j..1f,),iI.6dgl @ 100MG N18297 001 

1'/11 /~M~j.Nj.M-1 l~j..1f,).1 HO)I @ 300MG N18297 002 

ALBUTEROL SULFATE AMILORIDE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE 

TABLET; ORAL TABLET; ORAL 
ALetJTEROL SULFATE AHI:LORI:DE HCL AHD HYDROa-tLOR01'HXAZIDE 

AB AM THERPTCS EQ 2MG BASE" N72449 001 lAM I~AR~/tA~$1 7 ~clM ~Qcl~1 1M j.j. 1. f.l.d.6 f./ 
DEC OS, 1989 FEB 01, 1989 I~f..f I f..d,: I f.9~M 

AB EQ 4MG BASE" N724S0 001 AB BARR LABS SMG;50MG N71111 001 
DEC OS, 1989 FEB 01, 1989 DEC 25, 1990 : MAY 10, 1988 

AB BIOCRAFT LABS EQ 2MG BASE" N72619 001 
DEC OS, 1989 APR 07, 1989 

AB fQ 4MG BASE'" N72620 001 AMINO ACIDS 
DEC OS, 1989 APR 07, 1989 

AB CORD LABS Eq 2MG BASE" N721S1 001 INJECTABLE; INJECTION 
DEC OS, 1989 MAR 23, 1969 I AMj.t-Ip~.YtVj.f-IJ:f,t.jj.~/~tA~fj.~/~p~tAf.t-ItRI 

AB rq 4MG BASE'" N72152 001 IA~~pttltAP~1 1'J:f,')./ 1t-If..44.1f.1.6.df.I 
DEC OS, 1989 MAR 23, 1989 lP~t /f..d,: /f..1~~ I 
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AMINO ACIDS 

INJECTABLE; INJECTION 
/ Ar1;iNsj~;{tV ;i;i/ ~.: ~t./ ;iN/ ~ t.A~f;i¢/ ¢sjNf A;tNt~/ 

@ ABBOTT LABS 3.5% 

AMINO ACIDS; DEXTROSE 

INJECTABLE; INJECTION 

N19491 001 
OCT 10, 1986 

/ hl;iNsj~ftV~.: ~t.f',V !J141.~sj~tJ #t.fj.N/~f-A~f;t¢/ ¢sjNf A;tNt~/ 
/ A¢¢pff /f-A¢~/ / ~.: ~t.-'#¢M!;i.6.6r1t.J /O~~711~%~~~~ 

@ ABBOTT LABS 3.5%;25GM/I00ML N19118 001 
OCT ll, 1984 

/ At1;tNsj~:hV~.: ~t.f',V l(Jt1.~sj#/ ~t./;iN/ ~f-A~f;i¢/¢PNfA;iNt~/ 
I A¢¢Mf I f-A¢$/ I ~.: ~t..;~¢t1!;L.6pt1f-! /O~~71i71i~~~~ 

@ ABBOTT LABS 3.5%;5GM/I00ML N19120 001 
OCT ll, 1984 

TRAVASOL 2.75% IN DEXTROSE 10% IN PLASTIC CONTAINER 
BAXTER 2. 75%;10GM/I00ML N19520002 

SEP 23, 1988 
TRAVASOL 2.75% IN DEXTROSE 15% IN PLASTIC CONTAINER 

BAXTER 2. 75%; 15GM/I00ML N19520003 
SEP 23, 1988 

TRAVASOL 2.75% IN DEXTROSE 20% IN PLASTIC CONTAINER 
BAXTER 2. 75%;20GM/I00ML N19520004 

SEP 23, 1988 
TRAVASOL 2.75% IN DEXTROSE 25% IN PLASTIC CONTAINER 

BAXTER 2. 75%; 25GM/I00ML N19520 005 
SEP 23, 1988 

TRAVASOL 2.75% IN DEXTROSE 5% IN PLASTIC CONTAINER 
BAXTER 2. 75%;5GM/I00ML N19520001 

SEP 23, 1988 
TRAVASOL 4.2S% IN DEXTROSE 10% IN PLASTIC CONTAINER 

BAXTER 4. 25%;10GM/I00ML N19520 007 
SEP 23, 1988 

TRAVASOL 4.2S% IN DEXTROSE 15% IN PLASTIC CONTAINER 
BAXTER 4. 25%; 15GM/IOOML N19520 008 

SEP 23, 1988 
TRAVASOL 4.25% IN DEXTROSE 20% IN PLASTIC CONTAINER 

BAXTER 4. 25%;20GM/I00ML N19520 009 
SEP 23, 1988 

TRAVASOL 4.25% IN DEXTROSE 25% IN PLASTIC CONTAINER 
BAXTER 4. 25%; 25GM/I00ML N19520 010 

SEP 23, 1988 
TRAVASOL 4.25% IN DEXTROSE 5% IN PLASTIC CONTAINER 

BAXTER 4. 25%;5GM/I00ML N19520 006 
SEP 23, 1988 

AMINO ACIDS; MAGNESIUM ACETATE; POTASSIUM ACETATE; SODIUM 
CHLORIDE; SODIUM PHOSPHATE, DIBASIC 

/t1~~~~j~~1j~~0:1%~/~~~W~~~~~~f~!;Lt~g~Z61~g~~~/ JS.6;L/ 
/ A¢¢sjff IJ-A¢$I It#M¢!;L.6.6M.L) {~,.l? .. /O~f/ ;i~., n.~;3~ / 

. 128MG/I00t1L; 3 5"'32MG/I00ML, N19493 001 . ~, MG/I00ML @ ABBOTT LABS 222MG/I00ML;49 OCT 16, 1986 

AMINOPHYLLINE 

TABLET; ORAL 
AMINOPHYLLINE 

I¢pl l¢sjRP/f-A¢~1 
~ CORD LABS 

n.6pt1¢1 
100MG 

AMITRIPTYLINE HYDROCHLORIDE 

TABLET; ORAL 
AM::tTRl:PTYUHE HCL 

!fAl 1¢~tt.~O./t-A¢~1 1~~.!1cl~1 
~ CHELSEA LABS 150MG 

l~rJI It.tpt~f-tlf-A¢$I /fArlrJ/ 

l~rJI If&clM 

lAM 1~~cltJ/ 

IAIiI 11~cl~/ 

I flJJI lid~clrJI 

la~1 1~~~cl~1 

~ LEDERLE LABS 10MG 

~ 25MG 

~ SOMG 

@ 75MG 

@ 100MG 

a 150MG 

IN;3~#j./.6.6f,/ 
N85261 003 

/N;3~;3t;i/ppU 
N85821 001 

I J~~'~~~%:~~~~ 
INMHd 1.6.6;i/ 

1r1~~~:~Ni7~~i~ 
I JAN/.64.:n9M/ 

/N;3.tf,f,.~ /.6.6 U 
I J~~~:~;i~7:j~1~ 
IM~~~:~1:i~7:j~i~ 
I JAN!.64.: n9;3t1 

N87366 001 
JAN 04, 1982 

N87367 001 
MAY 03, 1982 

N87181 001 
JAN 04, 1982 

N87369 001 
JAN 04, 1982 

N87368 001 
MAY 03, 1982 

N87370 001 
JAN 04, 1982 



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

AMITRIPTYLINE HYDROCHLORIDE 

TABLET; ORAL 
AMrTRXPTI'UME HCL 

lAM Ip'6)J I~~clrjf IM1.1.1~ 1.6.6 U 
Ift'6l)..d;Ij..,4~t! 

@ PBI 25MG N87775 001 
FEB 10, 1982 

II.BI Ip¢#~tl f-l .. '6M lidHrf.1 IN~~j..441.d.dj..1 
17.91 n~M-a1 hMpj..4~ 1.6.dj..1 
lidl l~dMM 11~~~j..4:'/.doj..1 
lAsI !1~M~ IN~~f..4.1 I.o,oj../ 
lAB/ !i~d ·rf.1 ~~~~i~~:~:~i~ I~~I 11~~~M 

@ ROXANE LABS lotlG N86144 001 
@ 25MG N86145 001 
@ 50MG N86143 001 
@ 75MG N86147 001 
@ 100MG N86146 001 
@ 150MG N86148 001 

lAM I#N~APphA'6M I!~~M INf,j~:'~/.ddj../ 

lAM 
Ift'61.6j.;fj.,9M/ 

If~clrJ/ INM~.1.dl.d,oU 

lAM I~~MM 
Ift'6/#.: fj..4M/ 

/t-lM~ j.~ l.oMI 

lAM tUcl~1 
If t'61.6~.: /)..46U 

111M ~ j...1 /.d.d j.f 

lAM IfA~clM 
Ift'61.6~.;/HM/ 

It-lM~M/.d.oj..1 
Iftr3l.o¢:fj.jpt! 

@ VANGARD LABS 10MG N87632 001 
FEB 01, 1982 

@ 25MG N87570 001 
FEB 08, 1982 

@ 50MG N87616 001 
FEB 08, 1982 

@ 75MG N87617 001 
FEB OS, 1982 

@ 100MG N87639 001 
FEB 08, 1982 

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE 

TABLET; ORAL 
PERPHEHAZl:HE AHD IlM:rTRXPTI'UHE HCL 

AB DANBURY PHARMA 10MG;2MGR 

AB 10MG;4MGR 

AB 25MG;2MGR 

AB 25MG;4MGR 

AB 50MG;4MGR 

AMMONIUM LACTATE 

LOTION; TOPICAL 
LAC-HYDRIN 
l'6pj.'/if¢f-IMtp'/il 

I'lESTI'lOOD PHARMS 

AMOXAPINE 

TABLET; ORAL 
AMOXAI'XHE 

AB I'lATSON LABS 

AB 

AB 

AS 

ASEHDXH 
AS LEDERLE LABS 
AS 
AS 
AS 

AMOXICILLIN 

CAPSULE; ORAL 
AMO>O:CXLUH 

AB LEMMON 

AB 

f(~/U1./A¢j.PI 

EQ 12% ACID 

25MGR 

50MGR 

100MGR 

150MGR 

25MG 
50MG 
100MG 
150MG 

250MGR 

500MGR 

5 

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 

1r4f...4j..~~ 1.6 ,6 U 
I APP/ ~4.; fj.9~~ / 

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 
ANOXIc:I:LL.:rH 

AB 

/:fA¢/ptlAPI~~1 /7.~.6M¢f!1 

1~.d.6M¢f!1 

POWDER FOR RECONSTITUTION; ORAL 
A!10XICXLL.:rH 

NOVOPHARM 2S0MG/SMLn 

AMPICILLIN/AMPICILLIN TRIHYDRATE 

POWDER FOR RECONSTITUTION; ORAL 
AMPT-c:I:LL.:rH 

AB CLONMEL CHEMS EQ 12SMG BASE/SMLn 

AB EQ 2S0MG BASE/SMLn 

IfA¢Uf.:/~tl¢~A¢U';/(JpMJ 

1P~~~~~§a{~fA¢M l¢rjlf-#~l¢I¢A~¢I 
@ BRISTOL LABS EQ 12SMG BASE 

ASPIRIN; BUTALBITAL; CAFFEINE 

>--.!!1L>/a§! 
> --.!!1L> 
>~> 

>~> 

TABLET; ORAL 
BVTALBrTAL ASPJ:RXH AHD CAFFOHE 

/'~Ar-l:tYMI ptlARM~~ I I ~i3!:l§'; ~~cl~.; ~~clM 
@ QUANTUM PHARMCS 32SMG;SOMG;40MG 

BVTALBrTAL w/ ASPl:Rl:H & CAFFOHE 

I~§! 1¢~~fMt-A¢~1 l.~i~clM~~cl!i.;,c;dMM 

AB PHARMAFAIR 32SMG;SOMG;40MG 

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE 

TABLET; ORAL 
H()RGEs:IC 

AB 3M RIKER 

11>Mlpj#PI 

38SMG;30MG;2SMG 

I 1>~~M¢.;' >'6M¢.; #M¢f!1 

I r-l~ 1>.6 >.6 /.6 #-1 

1t7~~~~i~7~~1~ 
It¢~/ #.:If-.~;3.~1 

N63001 001 
JAN 06. 1989 

N62982 001 
FEB 10, 1989 

N62982 002 
FEB 10, 1989 

1~~.d.611>I.d.6jJ 
NS0093 001 

1~;3MH/.d.djJ 
I J~~If-;3.:If-.~;3~1 

N8897Z 001 
JUN 18, 1985 

ID~~%:~~~:~~3~ 
N87048 002 

DEC 09, 1983 

N13416 003 
OCT 27, 1982 
1~f.1>M.f,f.d.d>1 

1~~f/~.1.:1f.1~U 

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE 

TABLET; ORAL 
HOP-GEs::IC FORTE 

AB 3M RIKER 

/1>Mlpj#PI 

ORPHEHADRXHE CXlHPOUHD 

770MG;60MG;SOMG 

1.1.1~M¢.'~.6M¢.;~~M¢f!1 

laM lyj:fAPjr-ltl I~§~cl~;~~cl~;~~~/ 

BX VITARINE 38SMG;30MG;25MG 

ORPHEHADRXHE CXlHPOUHD DOUBLE STREHGnl 

laM NjfAPjr-ltl 111~clM ~~cl~.; ~d~M 

BX VITARINE 770MG;60MG;50MG 

ORPHEHGEs::IC 

14IV IPAPIPtlAPM! I !§~~~.; ~dM~.; ~~MM 
BX PAR PHARM 38SMG;30MG;25MG 

ORPHEHGEs:IC FORTE 

larJl /PAPlPtlARtv Illicl~.;' ~~!:lG.; ~d~!sl 

BX PAR PHARM 770MG;60MG;SOMG' 

ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE 

CAPSULE; ORAL 
IPRdpdxip~~Ht'~dL'~)'AsptRtH'AHO'dAFF~tHtl 

laal -7~~t~~tA7~~~7-------7j§2~;j~74~~;~~~al 

Gl CHELSEA LABS 389MG;32.4MG;65MG 

ASPIRIN; CARISOPRODOL 

TABLET; ORAL 
CARXSOPRODOL AHD ASPl:Rl:H 

AB PAR PHARM 325MG;200MGn 

6 

N13416 004 
OCT 27, 1982 

1~~~7~;1'f:~~1~ 
I J6~;~~1X~~~~ 

N71S64 001 
JUN 23, 1988 

1;6~;g1~f~~~~ 
N71565 001 

JUN 23. 1988 

1;~~;1;1%~~J~ 
N71642 001 

JUN 23. 1987 

f)6~;~~1'f~~~~ 
N71643 001 

JUN 23, 1987 

1~;3M>Hd#1 
l#pl.d>.:1f.9MI 

N85732 002 
SEP 03. 1984 

N89594 001 
MAR 31, 1989 



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

ASPIRIN; MEPROBAMATE 

TABLET; ORAL 
> DLT > Ig~G~SI61 
> DLT >/~~I 7~A~J0Mlp~ARM~~1 
>~> 

>~> 

>~> 

OJ QUANTllM PHARMCS 

ATENOlOL 

IN.JECTABLE; INJECTION 
TENORtnN 

ICI PHARM 

TABLET; ORAL 
TEHORMXH 

AB ICI PHARM 
AS 

I~I 1~f0ARflpMARMjl 
I_j 

I ~4~!:lrM iMtl~1 
325MG;200MG 

0.5MG/Mln 

50MG 
100MG 

IsotfJr'i1 
n~~~M 

ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE 

TABLET; ORAL 
DXPHEH'OXYLATE HCL AHD ATROPXHE SYLFATE 

AA CHELSEA LABS 0.025MG;2.5MG 
/MI IJ'.tptRJ'.tIJ'.f.~$1 1.~;M~cl~;i..:~tlM 

@ LEDERLE LABS D.025MG;2.5MG 
AA PHARt1AFAIR 0.025~1G;2.5MG 

D:II't!ENOXYLATE HCL IV ATROI":tHE SULFATE 

/1.6./ I~MU$tAlJ'.A~$1 lo:62St1cH2:S~GI 
I~M Ip~f.I 1~~~~~~~;~~~!3~1 

Ql PBI 0.025MG;2.5MG 

AA 1 !i7~~3~~;~~~~,~LMgM7~~~~~~~~l7~r1G 
/ -j ILd:'fridL/ ------- -_.---1 
I ~6/ 7YAN~ARP/;:'A~$/ / ~":M~tl~; t~~rlM 

@. VANGARO LABS 0.025MGi2.5MG 

It'lM14fJl.d~t! 
I J0Nl.d~.: n.964/ 

N88740 001 
JUN 01, 1984 

N19058 001 
SEP 13, 1989 

N18240 001 
N18240 002 

IMM4,dl.d,dU 
1t'lf..M4.d!,d,dU 

N85876 001 
Al~~.9~,d/d.df..l 

N86950 001 
N85035 001 

IN~~M~ld.dt! 
IN~.7~,4Ud,of..l 

IMAR/N:/f...9MI 
N87842 001 

MAR 29, 1982 

IN~~,d>~ld.df..l 

hl~Md:~ /06 f..I 
friAR! i~:lHfJ;S/ 

N88009 001 
MAR 25, 1983 

AZTREONAM 

INJECTABLE; INJECTION 
AZACTAM IN PLASTIC CONTAINER 

SQUIBB 10MG/ML~ 

BACLOFEN 

TABLET; ORAL 
MCLaFEN 

I~M Nf..fARJt'ltl 

I~M 

BX VITARINE 

BX 

BENDROFLUMETHIAZIDE 

TABLET; ORAL 

20MG/MLJlI 

40MG/MLJlI 

It~!:lrM 

li~>JrJI 

10MG 

20MG 

IN;\:NRt:t;tN~i.:~1 
1$~j..~M H:~r.¢1 

@ SQUIBB 2.5MG 

BENZONATATE 

CAPSULE; ORAL 
TESSALON 
Ip0pPt~f !p~;\RM$1 /f..,d,dM¢1 

FOREST LABS 100MG 

BENZTROPINE MESYLATE 

TABLET; ORAL 
BEH'ZTROPl:HE MESYLATE 

AA INVAMED O.5MGn 

Ail.. IHGn 

AA 2MGn 

7 

N50632 003 
MAY 24, 1989 

N50632 002 
MAY 24, 1989 

N50632 001 
MAY 24, 1989 

IMHMl.d.dj.'/ 
I APR f HJJ..4~M 

1t'l.7"j,4.d7JdM./ 
1 MR/f..~.:fj.,9~M 

N71901 001 
APR 13, 1988 

N71902 001 
APR 13, 1988 

INf..#~,4ld,d f..I 
N12164 001 

I'M f..i f...d {dM) 
N1l210 001 

N72264 001 
FEB 27, 1989 

N72265 001 
FEB 27, 1989 

N72266 001 
FEB 27, 1989 



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

BENZTROPINE MESYLATE 

TABLET; ORAL 
BEtaTROP:IHE MESYLATE 

> DLT >/AAI 
> DLT > 

/,QP,.{t-lJljrV P~ARM~$ 1 I~;'~clfil 

/lclrJI 
licl~1 

> DLT >IMl 
> DLT > 
> DLT >/l!!M 
>~> 

>~> 

>~> 
>~> 
>~> 

>~> 

>~> 

@ QUANTUM PHARMCS 

@ 

@ 

BETAMETHASONE DIPROPIONATE 

CREAM; TOPICAL 

/~~/p7~~~~~1~~/ 
/p;t~R~Ut-lt/Af/ 

/~~/ /$~HtR;tt-l¢/ 

0.5MG 

1MG 

2MG 

/t~/.d~·~t>'/./~A$tI 

It.~/.d.:.dt>t./~A$tI 

CREAM, AUGMENTED; TOPICAL 
DIPROLENE 

SCHERING EQ 0.05% BASE 

DIPROLENE AF 
SCHERING EQ 0.05% BASE 

LOTION; TOPICAL 

/~~/lp7~~~~~1~~/ /t.~/.d.:.dt>'/./~A#I 

LOTION, AUGMENTED; TOPICAL 
DIPROLENE 

SCHERING EQ 0.05% BASE 

OINTMENT; TOPICAL 
/P;tPR~ttt-lt/ 

/~~I 1$¢HtR;tt-l¢/ /t.~/.d.:.dt>'/.!~A#/ 

IN~~~ f.(t/.d.df-l 
/ JA~V~f..: fj.9MI 

/N~~~1..6/.d.dfJ 

1 J~~~~M~7:~~1~ 
/ JAN/~1..;I1..~f/t/ 

N88514 001 
JAN 31, 1984 

N88510 001 
JAN 31, 1984 

N88511 001 
JAN 31, 1984 

IN1.9(t~N~djJ 
/ JAt-101..: /f..~~M 

Irl1..~~~~ /.6.6 1.1 
/ APR! ~.1.; 1 1..~~.1 1 

N19408 001 
JAN 31, 1986 

N19555 001 
APR 27, 1987 

Irl1..~.1f.p /.6.6 1.1 
/Ai)¢I#.;1f.9~N 

N19716 001 
AUG 01, 1988 

Irl1.M1f.l6.61.1 
1 Ji)tll1.:1f.9~~1 

>~> 
>...AQJL> 
>~> 

>~> 

BETAMETHASONE DIPROPIONATE 

OINTMENT, AUGMENTED; TOPICAL 
DIPROLENE 

SCHERING EQ 0.05% BASE 

BETAXOLOL HYDROCHLORIDE 

SUSPENSION/DROPS; OPHTHALMIC 
BETOPTIC S 

ALCON LABS EQ 0.25% BASE~ 

TABLET; ORAL 
KERLONE 

LOREX PHARMS 10M~ 

20M~ 

BETHANECHOL CHLORIDE 

TABLET; ORAL 
BEll1AHECHOL CHLOR'.IDE 

I~~I !~Htt$tA/~A~$1 
IAl 

/tMrV 
IIoi1!V 
n~~51 I_J 

iii CHELSEA LABS 
@ 

@ 

5MG 
10MG 
25MG 

BRETYLIUM TOSYLATE 

INJECTABLE; INJECTION 
BRETYLIUM TOSYLATE 
7tfp~¢Mip7 /1.d~M¢IM~/ 

@ LYPHOMED 100MG/ML 

8 

N18741 001 
JUL 27, 1983 

N19845 001 
DEC 29, 1989 

N19!507 001 
OCT 27, 1989 

N19507 002 
OCT 27, 1989 

Irl~~M1./.6.6U 

~~~~~;~~:~:~i~ 
N85B41 001 
N85B42 001 
N85B39 001 

ItVU9N.6d1./ 
If t'Mf.J: 1f.1f,.1/ 

N71298 001 
FEB }3;, 1987 



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

BRETYLIUH TOSYLATE 

INJECTABLE; INJECTION 
IBREtiLIU~'1dsiL~tE'IH'DEXtRdsE'~),1 

I~~I -7A~~PJJ7~A~~7-- ----~~~~~~ll~~MLI 

IA~I I~QQcl~llQQclbl 

IMI I~QQcl~llQQclbl 

@ ABBOn LABS 200MG/I00ML 

@ 400MG/I00ML 

I~Hd.d~l.d.dU 

I "j~g~:J~7:~~~~ 
I "FRfj.~.: 1t.4~~1 

INH.d.d~l.d.dj.J 
I I<PRfj.~.:fj.9~~1 

N1900S 002 
APR 16, 1986 

N1900S 003 
APR 16, 1986 

@ 800MG/I00HL N1900S 001 
APR 16, 1986 

BRETYLlU"I TOSYLATEl:H DEXTROSE 5'/. l:H PLAST:rC COHTA'IHER 
AP BAXTER 200MG/I00MLn N19837 002 

APR 12, 1989 
AP 400MG/I00MLn N19837 001 

APR 12, 1989 

BROMPHENIRAMINE MALEATE 

ELIXIR; ORAL 
BROMPHEHl:RAM:rHE MALEATE 

14M I~XRRt/~Afa I~cl~l~clhl IN~~.4#l.d.dj.J 
@ BARRE NATL 2MG/St1L N86936 001 

I~M !PMI li!:l~l~ll!J IrJ.M9~.4I.d.d j.f 
/JA~I ~~.: fj.9~tl 

@ PBI 2MG/SML N87964 001 
JAN 25, 1983 

TABLET; ORAL 
BROMPHEta:RAM:rHE MALEATE 

I~M /~Htf-#Alf-#$I l~clrjJ IN~~H41.dd.il 
@ CHElSEA LABS 4MG N85769 001 

!fAI I~PRP/~A~~I l~cl@1 I t!l~ f,i j.~ I.dd jJ 
@ CORD LABS 4MG N83215 001 

BROMPHENIRAMINE MALEATEi CODEINE PHOSPHATEi 
PHENYLPROPANOLAMINE HYDROCHLORIDE 

SYRUP; ORAL 
In:tPH~t&HE'DCI 

14AI -7p~t7------ I~H~)tML;!dMG)tHL;1 
11~~~~~2~b7----- 1~6M.d!+ldMJ 

Ift~/tj..:lr~?>~/ 

BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE; 
PHENYLPROPANOLAMINE HYDROCHLORIDE 

AA 

SYRUP; ORAL 
M't'PHETAHE DC 

PBI 2MG/SML;10MG/SML; 
12. St1G/SML N88904 001 

FEB 21, 1985 

BROMPHENIRAMINE MALEATE; DEXTROMETHORPHAN HYDROBROMIDEj 
PSEUDOEPHEDRINE HYDROCHLORIDE 

SYRUP; ORAL 
/I!.RdM~ED:.At I 

1~41 -7~~~p7p~ARMI 

BROHFED-DM 
AA MURO PHARM 

BUPROPION HYDROCHLORIDE 

1#~~tf.UORA~1 

~~7g~~~~~~~/~t~~r;.1 
I~I 

I~I 

TABLET; ORAL 
HI;LLBUTRIN 

BURROUGHS WELLC 

BUTABARBITAL SODIUM 

TABLET; ORAL 
BUTAMRBl:TAL SODl:U'1 

11.1./ 
I~M 

I¢Mt~#'\/f-A~~1 

@ CHELSEA LABS 
Cil 

I~MG)tML;!dMG)tML;1 
Ij~~l~Mb7-------

2MG/SMLil0MG/SML; 
30MG/SML 

1~.dr.~1 

/.1~M~1 

jj..d.dr.~1 

SOMG 

75MG 

100MG 

/iSMG/ 
1~~il~1 
lS~1G 

30MG 

I~MtM./.d.df../ 
!ljtr;./#:Ij..4~N 

N89681 001 
DEC 22, 1988 

INj.~~!+!+/.d.dj.1 
/Dtr;./~.r~.; fj..4~~1 

IM~!~44/.d.dU 
Iptr:J!>.d:fj..4~~1 

1t-lj.~!~44I.ddf,1 
Iptr;.;-J6.:fj.9~~1 

N18644 001 
DEC 30, 1985 

N18644 002 
DEC 30, 1985 

N18644- 003 
DEC 30, 1985 

1~6M~4I.d.dU 
I t-l6 ~.1.1 t/.d.d j.f 

N85764 001 
N85772 001 



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

BUTABARBITAL SODIUM 

TABLET; ORAL 
BVTABAR!3rTAL !roDlU1 

I~~I I~Htft/~/PA0t~~/ 1~~cl~1 I ~~.3.3.3.1 /.d.d1../ 
@ HHITE TN PAULSN 3ot1G N83337 001 

CALCITONIN, SALMON 

INJECTABLEi INJECTION 
CALCIMAR 
IpPRtRlpHARMI 1~~~/t0!~tA~1 

@ RORER PHARM 400 IU/VIAL 
ItHHj,1/.d~U 

N17497 001 

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

INJECTABLE; INJECTION 
ISOLYTE E H/ DEXTROSE 5% IN PLASTIC CONTAINER 
Nt~pMt/r1¢¢A~/ 1.3~¢!j ~ ~rK;' ~¢rV;(d ,Or1(; .3~r1¢! j.~ ~M.L.; I 

/.14ti¢!j,d,6rK;MdM¢!j.,d,dr1t.;~.d.dM¢!j.d.dr1.L.fl 

/.14ti¢!f-.6.dMtl IJ~~;1J1}{~~3~ 
KENDALL MCGA~ 35MG/100ML;5GM/IOOML;30HG/IOOHL; 

74MG/100ML,640MG/100MLi500MG/100ML; 
74MG/IOOML N18269 002 

JAN 17, 1983 

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

AT 

IMI 

SOLUTION; INTRAPERITONEAL 
DXAHEAL PD-l H/ DEXTROSE l,S? XH PLAST.IC CONTAiHER 

BAXTER 18.3MG/100ML;l,5GM/100ML; 
5,08MG/IOOML;538MG/IOOML; 
448MG/IOOt1L N17512 004 

1~~:1~d;idd~(;i:~dM/i6dM(;1 
jt':3$tBJl36HL ;t~a~aI100HL;' I 
1~~§~~2!~~ah7' -----------/~j..1~j.j/~~41 

CALCIUM CHLORIDE; MAGNESIUM CHLORIOE; POTASSIUM CHLORIDE; 
SODJUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE 

INJECTABLE; INJECTION 
ISOLYTE E IN PLASTIC CONTAINER 

KENDALL MCGA~ 35MG/IOOML;30MG/100ML;74MG/IOOML; 
640MG/100MLi500MG/IOOMLi 
74MG/IOOM~ N19718 001 

SEP 29, 1989 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE 

SOLUTION; IRRIGATION 
RZHGER"S XH PLA5T.I:C COHTAXHER 

IAtl IA~~PTTltA~~1 13~MG;i66M(f36MG;i66M(fl 
--" 1§~~tl~l!~~~b7--------- I~j~~j/~~jl 

@ ABBOTT LABS 3311G/lOONL; 30MG/lOOML; 
860MG/100ML N1846,2 001 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; SODIUM 
LACTATE 

INJECTABLE; INJECTION 
LACTATED RXNGER"S XH PLAsnc COHTAXHER 

I Mi 1¢l)tftR/~tptl ~i1~~~21~~~i'~cl~;iMclh;' &~~~f&~i~~~:~{1 
@ CurrER BIOL 20MG/l00ML i30MG/100ML;600MG/100~lL; 

310MG/100ML N18417 001 

SOLUTION; IRRIGATION 
LACTATED RXHGER"S XH PLAST.J:C COHTAXHER 

AT BAXTER 20t1G/100ML;30MG/100ML;600MG/100ML; 

CARBOPLATIN 

INJECTABLE; INJECTION 
PARAPLATIN 

BRISTOL SQUIBB 

1d6dddbi4stl 

310MG/IOOML" N19933 001 

50MG/vIAL" 

150MG/VIAL" 

450MG/vIAL" 

AUG 29. 1989 

N19880 001 
MAR 03, 1989 

N19880 002 
MAR 03, 1989 

N19880 003 
MAR 03, 1989 

I ;l~~,~~1~~~~~~~Jt¢f;tP~1 If-~ ~,: j~r1¢/~A#lMtl l~j..1.4M /.6,6 jj 

CARBOPROST TROMETHAMINE 

INJECTABLE; INJECTION 
HEBAMATE 

UPJOHN EQ 0.25MG BASE/ML N17989 001 



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

CARISOPRODOL 

TABLET; ORAL 
CAR:tSOPRODOL 

AA CORD LABS 

CARTEOLOL HYDROCHLORIDE 

TABLET; ORAL 
CARTROL 
/f..~~~f1/~Af>M 

@ ABBOTT LABS 

CEFADROXIl 

AS 

AS 

CAPSULE; ORAL 
CEFADROl<l:L 

BlOCRAFT LABS 

PUREPAC PHARM 

350MGI:l 

n.dt1~/ 

10MG 

E9 500MG BASE" 

EQ 500MG BASE~ 

POWDER FOR RECONSTITUTION; ORAL 
C!::FADnox::rL 

AB BlOC RAFT LABS E9 125MG BASE/5HL~ 

AS E9 250MG BASE/5ML~ 

AB Eg 500MG BASE/5ML~ 

ULTRACEF 
AB BRISTOL LABS Eg 125MG BASE/5ML 
AB Eg 125MG BASE/5ML 

AB [g 250MG BASE/5ML 
AS Eg 250MG BASE/5ML 

N81025 001 
APR 13, 1989 

/NHld.4/.6.6"J/ 
/pt~/j.6.;/"j..~~M 

N19204 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 001 

MAR 16, 1982 
N62334 002 
N62376 002 

MAR 16, 1982 

CEFAZOLIN SODIUM 

INJECTABLE; INJECTION 
CEFAZOUH SODnk1 

AP LEMMON 

AP 

AP 

>~> AP 
>~> 

>~> AP 
>_AOO > 
>~> AP 
> ADD > 
>~> AP 
>~> 

>~> AP 
>~> 

>~>AP 

>~> 

MARSAM PHARMS 

IfA¢/p~A~M$1 

CEFlXIME 

Eg 250MG BASEIVIAL~ 

Eg 500MG BASEIVIAL~ 

Eg IGM BASEIVIALU 

E9 250MG BASEIVIALn 

Eq 500.MG .BA,SEIVI}!.!:u 

Eg 1GM BASE/VIALn 

Eg 5GM BASEIVIALn 

EQ 10GM BASEIVIALU 

Eg 20GM BASEIVIALn 

/ tfj/ j.~.6t1¢/~AMNj.Mp/ 

/t¢/~~~t1¢/~A$t/~j.A~p/ 

/t~/f..~t1/f>A$t/~j.A~pl 

POWDER FOR RECONSTITUTION; ORAL 
SUPRAX 

LEDERLE LABS 100MG/5MLn 

TABLET; ORAL 
SUPRAX 

LEDERLE LABS 

>~> CEFMETAZOLE SODIUM 

>~~> INJECTABLE; INJECTION 
>~> ZEFAZONE 
>~> 

>~> 

>~> 
>~> 

UPJOHN 

200MGIlI 

400MGI:l 

EQ 1GM BASEIVIALU 

EQ 2GH BASE/VIALu 

11 

N63016 001 
M,/IR 14, 1989 

N63016 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 
/N~).6f..~1.6.dj'/ 

ItV~.R / f..4.: If.. 9M / 

/t1,~~~~i~~~~~~ 
/MI~RIf..(t.: 1f...~M/ 

N50622 001 
APR 28, 1989 

N50621 001 
APR 28, 1989 

N50621 002 
APR 28, 1989 

N50637 001 
[lEC 11, 1989 

N50637 002 
DEC 11, 1989 



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

CEFPIRAMIDE SODIUM CEPHALEXIN 

INJECTABLE; INJECTION CAPSULE; ORAL 
CEFPIRAMIDE SODIUM CEPHALEKIH MOHOHYDRATE 

WYETH AYERST LABS EQ 1GM BASEIVIALn NS0633 002 11.1i1 I#ff..~j~tl Itl:~t61'1~ 'lil.~f It¥#MI.6.6J./ 
JAN 31, 1989 liil It, _iJiJj;lG~~~ I I~~#M/~#I 

EQ 2GM BASEIVIALn NS0633 003 BX VITARINE EQ 2S0MG BASE N621S9 001 
JAN 31, 1989 BX EQ SOOMG BASE N62159 002 

EQ 10GM BASEIVIALn NS0633 OOS 
JAN 31, 1989 POHDER FOR RECONSTITUTION; ORAL 

CEPHALEKIH 
AB LEMMON E~ 12SMG BASE/SML N62873 001 

CEFTAZIDIME SODIUM HAY 23, 1988 
AB E~ 2S0MG BASE/SML N62867 001 

INJECTABLE; INJECTION APR IS, 1988 
FORTAZ IN PLASTIC CONTAINER AB SQUIBB MARK E~ 2S0MG BASE/SMLn N62987 001 

GLAXO EQ 10MG BASEIMLn NS0634 001 JUL 2S, 1989 
APR 28, 1989 IA"M 1ff..¢I'/Jttf.,~~~1 It~t~tl'1~'IiI.~tl~" 

'~~~~~~~~:i1~ EQ 20MG BASEIMLn NS0634 002 
APR 28, 1989 IMjI I~..:.g~~~ '''~~" EQ 40MG BASEIMLn NS0634 003 

~~~~?iI APR 28, 1989 IA"M Nj.ff..~j.~f-I It~~g~I'1~'IiI.~t)sl'1'l 

IW Itd'~S~G'IiI.~t)sl'1'l 
CEFUROXIME SODIUM IrJt~1 #.:/J.(Jf,i/ 

BX VITARINE EQ 12SHG BASE/SML N62779 001 
INJECTABLE; INJECTION DEC 22, 1987 

ZINACEF IN PLASTIC CONTAINER BX EQ 2S0MG BASE/SHL N62781 001 
GLAXO EQ lSMG BASEIMLn NS0643 001 DEC 22, 1987 

APR 28, 1989 
EQ 30MG BASEIMLn NS0643 002 TABLET; ORAL 

APR 28, 1989 CEPHALEKIH 
AB BIOCRAFT LABS EQ 2S0MG BASEn N63023 001 

JAN 12, 1989 
CEPHALEXIN AB E~ SOOMG BASEn N63024 001 

JAN 12, 1989 
CAPSULE; ORAL IAJiI Nj.f~j.~f-I l~s6M~'lil.s£l 

'~{}/d~ CEFAHEX 
AB BRISTOL MYERS E~ 2S0MG BASEn N63063 001 IAJiI /.~~66cl~'Ii~ 

SEP 29, 1989 

~~~~~~~~,~~~~~ AB EQ SOOMG BAS En N63063 002 IA"M ItOGI'1'lil.st! 
SEP 29, 1989 

CEPHALEXZH BX VITARINE EQ 250MG BASE N62863 001 
AB LEMMON E~ 2S0MG BASE N62821 001 AUG 11, 1988 

FEB OS, 1988 BX EQ SOOMG BASE N62863 002 
AB E~ 500MG BASE N62823 001 AUG 11, 1988 

FEB OS, 1988 BX EQ IGM BASE N62863 003 
lAM 1ff..¢lfttf..~~~1 It~~~clG~JiA~tl 

~:iw:~~~~ 
AUG 11, 1988 

IAJiI It~Mcl~'IiA~tl 



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

CEPHRADINE CHLORDIAZEPOXIDE HYDROCHLORIDE 

CAPSULE; ORAL CAPSULE; ORAL 
CEPHRADl:HE CHLORD:tA2EPO>CtDE HCL 

IBM /YUAR,tt4tl liMclM 1t4~#tf,l.dMI IBM l~tr1t19M l~clM I~Mj.d~l.dMI 

lAM 1~~~cl~1 If 7~~~~i~7:~~~ j IBM tMcl~1 IJ~~~MJ~7~~~j 
/F t'6n~.: n9~N 

lAB! li.srJ.GI 
I JAt4/tf,.:n9f,~~ 

BX VITARINE 250MG N62813 001 

IJ~~~~l:;]{~~~~ FEB 25, 1988 I~M /l~tl~1 
BX 500MG N62813 002 

FEB 25, 1988 ~ LEMMON 5MG N88705 001 
JAN 18, 1985 

@ 10MG N88706 001 
CERULETIDE DIETHYU,MINE JAN 18, 1985 

@ 25MG N86494 001 
I ,tt4Jt~.tA'6~t.; I ,t~Jt~!.t,t9t41 @ 25MG N88707 001 

I.t~~~~~ .LA'6~1 I.d.:#f'l¢/f'l.L1 
JAN 18, 1985 

l~tM.96I.dMI IA~ 1~/.Lf..'6M ISH~ 

~~~H~~~l~~~ @ ADRIA LABS 0.02MG/ML N18296 001 ~~iI~ /lorGI 
!1~~?1 

/Ant IR9#~tI~A~~1 /sMG7 It4MfdUd.dj./ 
CHLORDIAZEPOXIDE HYDROCHLORIDE !AM /toNGI I ~M.1.d.d /.d.dj./ 

I~DI n~~~1 I~Mfd~/.d.dj.'/ 
CAPSULE; ORAL @ ROXANE LABS 5~lG N84706 001 
IA':pdx:toltl @ 10MG N84700 001 

I~~/ -7A~~~JJ/.LA'6~/ ISMS/ 1t4f,~M.11.d.dU @ 25t1G N84705 001 

~AP..~ l"[i1s/ It4M~H /.d.dt/ I~M 1#~¢ARD/~'6~1 l~cl~1 1~f,M~.9I.dMI 
/to"MG! It~f,~.4.4.1 /.d.dU 1t1?~~~~i~7:~~1~ /Aft /lot'1G! 11~f,~~~M.d~!./ IBM 1i,~cl~1 

I~l /1s"MG/ /~~$(t(d Ip.d~1 /f'l?~~~~~~7:~~1~ I_J n~~~1 1t4f,~~~·>l.dMI I~~I li~clM 
@ ABBOTT LABS 5MG N85447 001 It1ARI #.:rj.jf,~1 
@ 5MG N85517 001 @ VANGARD LABS 5MG N88129 001 
@ 10MG N85447 002 MAR 28, 1983 
@ 10MG N85518 001 @ 10MG N88010 001 
@ 25MG N85447 003 MAR 28, 1983 
@ 25MG N85513 001 @ 25MG N88130 001 
CHlORD:rAZEPOJaOE HCL MAR 28, 1983 

AB FERRANTE 5M~ N85118 001 
AB 10~ N85119 001 
AS 25MG N85120 001 CHLORO~UINE HYDROCHLORIDE 

/1.11 /.LtDtR.Ltlt.A'6~/ jS!1GI !t1f,.1~~4/.ddU 
I~~I /loNGI 1t4M.df,j l.d~J./ /,tt4J t~.t A'6~t.; / ,t~Jt~.t,t9t4/ 
/..!J n~~M It4Mf-~j../.d.dJ./ ~~'~j~~f,tt4¢/PR~¢/ /t~/.4pt1¢I'6A~t/t1.L/ /~#.d#l.d.dU @ LEDERLE LABS 5MG N87234 001 

@ lOMG N87037 001 
@ 25HG N87231 001 INJECTABLE; INJECTION 

ARALEN HCL 
STERLING DRUG EQ 40MG BASE/ML N06002 002 



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

CHLORPHENIRAMINE MALEATE 

TABLET; ORAL 
CHLORPHEtrc~M1l:HE MALEAT,E 

1~/S99t$/PMARM$/ I~¢I 
/~M /(;~t.J'.$tA/tAr,~/ /~cl51 

@ CHELSEA LABS 4MG 
I~~I /ttptRttltAS~/ l~cl@1 

@ LEDERLE LABS 4MG 
@ PHARMAFAIR 4MG 

>~>/A~I /,Q0A~t0M/p~ARM¢$1 /~cl~1 
>~> @ QUANTUM PHARMCS 4MG 

Ir~M1~M~,dU 
1~(J~jj9I.d~U 

N85139 001 
I ~(Jf, ,4 Ml.d ,d ~ / 

N86941 001 
N83753 001 

I~M4f,M,6,6U 
N80938 001 

CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 
CHLORPHEtaRAM:tHE MALEATE A~m PHEHYLPROPAtfOLAMl:HE HCL 

Is¢/ /¢~t.J'.$tMtAf>M /;i~M¢,U~r1¢1 /N~~f,~;i1.6,dU 
I#N~9,:/;i9MI 

@ CHELSEA LABS 12MG;75MG N88681 001 
SEP 29, 1987 

AB CORD LABS 12MG;75MGq N88940 001 
JAN 26, 1989 

ORHADE 
AB SK&F LABS 
/r,¢1 

12MG;75MG 
/;i~t1¢}.1~M¢1 

N12152 004 
IN;i~;i~H.d.d(t1 

CHLORPIiENIRAMINE POLISTIREX; HYDROCODONE POLISTIREX 

SUSPENION, EXTENDED RELEASE; ORAL 
TUSSIONEX 

FISONS EQ 8MG MALEATE/5ML; 

lJit~~~Mtl 

EQ 10MG BITARTRATE/5ML N19111 001 
DEC 31, 1987 

It9!~M¢!MAttAtt)~M(;1 
It.QI;i.dM¢/r,j.fARfrMft)~Mtl 1~;i.4;i;i;il.d,dU 

Ipt¢1 f,;i,: /;i,4M I 

CHLORPROMAZINE HYDROCHLORIDE 

TABLET; ORAL 
CHLORPRO~IAZINE HCL 

~~~r,9Pf$IP~ARM$1 

~~~ 
I~I 

/;i,dM¢1 
/t~r~¢1 
1~,dM¢1 
n,d,dr1¢1 
IMdM¢1 

~~~~~{~~~~1~ 
INM(t~il.6,dU 
IM(t(t;iM,6,6;i1 

CHLORPROMAZINE HYDROCHLORIDE 

TABLET; ORAL 
CHLORPROMAZINE HCL 
@ BOOTS USA 
@ 

@ 

@ 

Cil 

~~;~ 1¢~tt~tA/tA~~1 

~~;~ 
I~JiI 

@ CHELSEA LABS 
@ 

@ 

@ 

Cil 

I~JiI I~A~¢A~p/tA~~1 

1~f'1 
I~N 

a VANGARD lABS 

Cil 
@ 

CHLORPROPAMIDE 

TABLET; ORAL 
CHLORPROPAMIDE 

laDI 1¢~tt~tA/tA~~1 
@ CHELSEA LABS 

CHLORTHALIDONE 

TABLET; ORAL 
CHLORTHALJ:DOHE 

la~1 If'A~~t/pAYj.$7 

laM 
laDI I~AN¢ARP/tA~~1 

laDI 
a VANGARD LABS 

a 

10MG 
25MG 
50MG 
100MG 
200~IG 

~~~~!~ n~,dM~1 
1#~r1¢1 

lOMG 
25MG 
50MG 
100MG 
200MG 
n~M¢1 

~~~~~~ 
10MG 

25MG 
50MG 

1i,~~Mrjl 
250MG 

n.~MrJ/ 

l~dMrjl 

1.t~MrJ/ 

l~dMrjl 

25MG 

50MG 

14 

N84414 001 
N84415 001 
N84411 001 
N84412 001 
N84413 001 

l~j~;J~ 
N85959 001 
N85956 001 
N85960 001 
N85957 001 
N85958 001 

/i(6~~1~J%~~~~ 
~~~~~~~~~l~ 

N88038 001 
AUG 16, 1982 

N87645 001 
N87646 001 

I~f,f,~f,f, /.6,# I 
N86866 001 

I~M~;i~/.6.dU 
I JA~/t(t,:n9~f,1 

INM~;if,l.d,6;i/ 

1t'~~~:~ii7~~1~ 
j)l)tn:+':/;i,4~H 

IM~~'~~:~7~:~~~~ 
N88012 001 

JUL 14, 1982 
N880n 001 

MAR 25, 1983 



>~> 

CHLORTHALIDONE 

TABLET; ORAL 
a-ILORTIiAl.l:DOHE 

AB HARNER CHILCOTT 

AB 

CHLORZOXAZONE 

TABLET; ORAL 
CHLORZO><AZOHE 

/~~/ /AM/fHtPPf¢3/ 
I~~I I¢Ht~$tA/~A~$/ 

@ CHELSEA LABS 

/~~I /PAP/PHA~MI 

AA PIONEER PHARMS 

A~ 

AA ROYCE LABS 

CHOLESTYRAMINE 

POHDER; ORAL 
QUESTRAN 
/~p;i$fP~/r1,ytp~/ 

CHYMOPAPAIN 

INJECTABLE; INJECTION 
CHnlODIACTIN 
ISAxftRI 

BOOTS USA 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 15 

25MG 

50MG 

/~~~cl~/ 

1i~~clrJl 

250MG 

IM~cl!?/ 

250MGJ( 

500MGJ( 

500MGlt 

/tGJ./~¢rVpt$;ttJ,!PA¢Ktf/ 

/4.:,d.d.dfi)Nj.f~Nj.MI 

/f..d.:.d.d,dNN;if~N;iMI 

4,000 UNITS/VIAL 

10,000 UNITS/vIAL 

N87515 001 
JAN 24, 1983 

N87516 001 
FEB 09, 1983 

1tJ,{3,9,9j:f..ld,d j./ t t 
f)i)tJ,/f.!..: 1'f..9M I 

1tJ,~~,9~ld.dj./ 
/ Ai)¢ld,9.: 1'f...9{3U 

N86948 001 
AUG 09, 1982 
ItlMM{3f,d.oj./ t t 

/ Ji)tJ,ld~; /f.,9{3,9 I 
N89592 001 

JAN 06, 1989 
N89948 001 

JAN 06, 1989 
N81040 001 

AUG 22, 1989 

/tJ,).~,df..9ld.6j-f 

nH~~~)lO,dU 
I A0r;,1 j).; 1f..9MI 

It!rf-e~ ~ Hod jJ 
IMx/f..o:/j,9M.1 

N18663 002 
AUG 21, 1984 

N18663 001 
NOV 10, 1982 

CHYMOPAPAIN 

INJECTABLE; INJECTION 
/pj.$¢A$tl 

/~PPf$/PH"Pr1$/ /#.;~,d,d/!Jt1tf$Nj.j.i/ 

@ BOOTS USA 12,500 UNITS/vIAL 

CLAVULANATE POTASSIUMj TICARCILLIN DISODIUM 

INJECTABLE; INJECTION 
TIMENTIN IN PLASTIC CONTAINER 

BEECHAM LABS EQ 100MG ACID/100ML; 

/MM~~/.d.df./ 
IJ"tJ,/M:/f.9MI 

N18625 001 
JAN 18, 1984 

>~> 

> ADD .> 
>~> 

>~> 

EQ 3GM BASE/100MLn N50658 001 

CLINDAMYCIN HYDROCHLORIDE 

CAPSULE; ORAL 
CLIHDAMYc:IH HCL 

AB BlOC RAFT LABS 

AB 

/~M 

/~M 

BX 

BX 

Nj.flRj.~tI 

VITARINE 

CLINDAMYCIN PHOSPHATE 

INJECTABLE; INJECTION 

EQ 75MG BASE .. 

EQ 150MG BASE .. 

/tLt~!:l~.Ji~~t/ 

/tQ'i.S~cl~~8A~U 

EQ 75MG BASE 

EQ 150MG BASE 

DEC 15, 1989 

N63027 001 
SEP 20, 1989 

N63029 001 
SEP 20, 1989 
/~U9)'.dI,dM/ 

/ J%~1~i~7:~~~j 
f)i)J..ld~.: /f.9{3{3f 

N62910 001 
JUL 05, 1988 

N62910 002 
JUL 05, 1988 

CLEOc:r.:H PHOSPHATE :rH DE)('l'ROSE S'/. :rH PLA5T.EC COtrrAXHER 
>~> AP 
>~> 

>~JL> AP 
>~> 

AP 

AP 

>~> AP 
>~> 

UPJOHN EQ 6MG BASE/ML N50639 001 
AUG 30, 1989 

EQ 12MG BASE/ML N50639 002 

Cl.l:HDAMYc:IH PHOSPHATE 
ASTRA PHARM EQ 150MG BASE/ML .. 

DUPONT eRI CARE EQ 150MG BASE/MLn 

KENDALL MCGAH EQ 150MG BASE/MLn 

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 

CLINDAMYCIN PHOSPHATE 

INJECTABLE; INJECTION 
CL.:r:HDAM'YCl:H PHOSPHATE 

AP LEDERLE PARNTLS EQ 150MG BASE/MLn 

> ADD > CL.:rHDAM'YCJ:N PHOSPHATE :EH DEXTROSE S'/. 
>--.AQJL> AP LYPHOMED EQ 900MG BASE/lOOM~ 
>--.AQJL> 
> .-AQ.IL > AP EQ 12MG BASE/MLn 

N63068 001 
AUG 28, 1989 

N50635 001 
DEC 22, 1989 

N50636 001 
> ADD> 
>--.AQJL> 

DE 22, 1989 
CL.:rHDAM'YCl:H PHOSPHATE :EN DEXTROSE S"/. :IH PLAsn::C COHTA:IHER 

> --.AQJL > AP 
> ADD > 

BAXTER EIQ 6MG BASE/MLn N50648 001 
DEC 29, 1989 

> -A!!!L. > AP 
>--.AQJL> 

E'Q 900MG BASE/lOOMLn N50648 003 
DEC 29, 1989 

> ADD > AP 
> ADD> 

EQ 12MG BASE/MLn N50648 002 

LOTION; TOPICAL 
CLEOCIN T 

UPJOHN EQ 1% BASEn 

SOLUTION; TOPICAL 
CL.:r:HDAM'YCl:H PHOSPHATE 

AT COPLEY PHARM EQ 1% BASEn 

AT LEt'I.MON EI~ 1% BASEn 

>~> CLOMIPRAMINE HYDROCHLORIDE 

>...A!llL> CAPSULE; ORAL 
> ADD > ANAFRANIL 
> --AQ!L> CIBA PHARM 2J5MGn 
> --AQ!L> 
>-A!!!L.> 50MGn 
>--AQ!L> 
> ADD > 75MGn 
> ADD > 

CLONIDINE 

> DLT > 

If 7~,~~~~~,~t~~~~ttA~t.; I~:~;~~;~::~~I >~> 

>~> 
>...Q1L> 
>~> 

>~> 1¢~~~~~~7j~~~~;' I P.'~ ;!t1¢);!~~1 
>~> 

DEC 29, 1989 

N50600 001 
MAY 31, 1989 

N62944 001 
JAN 11, 1989 

N62930 001 
JUN 28, 1989 

N19906 001 
DEC 29, 1989 

N19906 002 
DEC 29, 1989 

N19906 003 
DEC 29, 1989 

N~~7~~:~7f~:~~ 
IP~~7~~:~7f~~~~ 

CLONIDINE 

> DLT > 
> DLT > 
>-'l1L> 
>-'l1L> 

If%~~~~~i~~~~~~7ttA~t.;I;;~:~;~::~~1 
>...AlliL> FILM, EXTENDED RELEASE; TRANSDERMAL 
> --AillL> CATAPRES-TTS-l 
>...AlliL> BOEHR INGEL 
;> --AillL> 
>~> CATAPRES-TTS-2 
> ADD > BOEHR INGEL 
> -A!!!L.> 
>--AillL> CATAPRES-TTS-3 
>--AillL> BOEHR INGEL 
>--AillL> 

CLONIDINE HYDROCHLORIDE 

>-'l1L>/AM 
> DLT > 
> DLT >/AM 
> DLT > 
> DLT >/A~I 
> DLT > 

TABLET; ORAL 
CLOtaDXNE HCL 
IAM/~t~~t¢~1 

>--AillL> BX AM THERPTCS 
> --AillL> 
>-A!!!L.> BX 
> --.AQJL> 
>--AQ!L> BX 
> --AillL> 

CLORAZEPATE DIPOTASSIUM 

CAPSULE; ORAL 

0.lMG/24HR 

0.2MG/24HR 

0.3MG/24HR 

I ~;:J.~rJI .. 

16:~clrJ/ 

I~MGI 

O.IMG 

0.2MG 

O.3MG 

CLORAZEPATE D:EPOTAS5l:UM 
I~~I 1¢~tt~tAltA~~1 /5:1tclrJI 

IA~I 11~~clrJI 

I~~I 1~~clrJI 

ca CHELSEA LABS 3. 75MG 

Cil 7.5MG 

Cil 15MG 

16 

l~j~MjN.6"J1 
Ip¢flJ..6.;fjjMI 

N18891 001 
OCT 10, 1984 

N18891 002 
OCT 10, 1984 

NIce9l 003 
OCT 10, 1984· 

IM~~;~~17i~~~~ 
1~.1.6~!!U.6.6j1 

It'JAfl7.1.;fj9~M 
IM.6~~f,/.6.6jf 

IMkJ 17.1.: fj.9~M 
N70881 001 

MAY 27, 1986 
N70882 001 

MAY 27. 1986 
N70883 001 

MAY 27, 1986 

IMj.~.1M.6.6jf 
ItM~fj~.: fj9~M 

1t1,~~~!i~~~~t~ 
It1A~fj~.: fj.9~M 

N71878 001 
MAR 15, 1988 

N71879 001 
MAR 15, 1988 

N71860 001 
MAR 15, 1988 
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CLORAZEPATE DIPOTASSIUM 

CAPSULE; ORAL 
CLORAZEPATE D:IPOTASSllR'I 

> ...J11L > J~i'/ /.Q0ANf0M/PHARM¢$/ /~.·:j~M¢/ 
> DLT > 
> DL T >/~~/ /j.:~M¢/ 
> DLT > 
> DLT >/~~/ /f.:~M¢/ 
>...J11L> 
>~> d QUANTUM PHARMCS 3. 75MG 
>~> 

>~> @ 7.5MG 
>~> 

>~> @ 1!5MG 
>~> 

TABLET; ORAL 
CLORAZEPATE D:IPOTASSllR'I 

/~M /f-tptRf-t1f-I'-.~$7 /t~t~clrJ/ 

/~M /t.~clrJ/ 

/~M /!!~cl~/ 

@ LEDERLE LABS 3. 75MG 

d 7.5MG 

@ l'5MG 

>...J11L>/~X/ /.~A~1YM/PHARM¢~/ /~.:j~M¢/ 
> DLT > 
> DLT >/~X/ 1.1.: "t>M¢ / 
> DLT > 
> DLT >/~~/ /;f.;~M¢/ 
>...J11L> 
>~> @ QUANTUM PHARMCS 3.75MG 
>~> 

>~> @ 7.5MG 
>~> 

>~> @ 15MG 
>~> 

CLOXACILLIN SODIUM 

POHDER FOR RECONSTITUTION; ORAL 
CLOXACI:LLXH SOD::rut1 

AA NOVOPHARM E§ 125MG BASE/5ML~ 

/N.ff.~ {416.df./ 
/$tPlj.~; /i.4M/ 

/N.jj.~~.dld.dj./ 

~ '$7~~i~i~7:~~1~ 
/#P/f.t.:/f..9i3N 

N71549 001 
SEP 12, 1988 

N71550 001 
SEP 12, 1988 

N71522 001 
SEP 12, 1988 

/N.1t.d j.~ /.d.d j./ 
/pt~/j.~:/f..9M/ 

/t1Hdj.41.d.dj./ 

'P7~~~~i~7~~i~ 
/p t¢/ ;f.~.; / ;f.9M / 

N720B 001 
DEC 15, 1987 

N72014 001 
DEC 15, 1987 

N72015 001 
DEC 15, 1987 
/~.1;f.j~.dld.d;f./ 

/ ~¢f / 7.~.: n.9M / 
/Mj.j~j.Jd.dj./ 

N¢f / 7.~.: / ;f..9~.1 / 
/N.1;f..1.#ld.d;f./ 

/~¢fn~.:/f..9M/ 
N71730 001 

OCT 26, 1987 
N71731 001 

OCT 26, 1987 
N71702 001 

OCT 26, 1987 

N62978 001 
APR 06, 1989 

CLOZAPINE 

TABLET; ORAL 
CLOZARIL 

SANDOZ 25MGA 

100MGR 

N19758 001 
SEP 26, 1989 

N19758 002 
SEP 26, 1989 

COBALT CHLORIDE! CO-60 z CYANOCOBALAMIN z CYANOCOBALAMIN! 
CO-60 z INTRINSIC FACTOR 

ItVAU~/M 
IR0~RAf~pt~~~/~tf/ 
/$~t~~/ /~/MN/M~/A;'~/M /~;f.~.d.9~/~.dj.1 

@ SQUIBB N/A ;WA ;N/A ;WA N16090 001 

CORTISONE ACETATE 

TABLET; ORAL 
CORTISONE ACETATE 

>...J11L> /~p/ /.~A~f0M/PHARM¢~/ /7."t>M¢/ /~M?>~~/.d.6U 
>~> @ QUANTUM PHARMCS 25MG N80836 001 

/~p/ /~Htft/~/pA0f-$~/ /#M¢/ /~M ~M/.d.6;f./ 
@ HHITE TN PAULSN 25MG N80341 001 

CROMOLYN SODIUM 

>~> CAPSULE; ORAL 
>~> GASTROCROM 
>~> FISONS 100MGA N19188 001 
>~> DEC 22, 1989 

CRYPTENAMINE ACETATES 

It~Jt¢fA~f-t.;'/tt-1Jt¢ft~M 
Nt-1;tft~I#M 

/~Af-f-A¢t1f-A~$/ /7.~~/¢$R/~;tf$/Mf-/ /~#M416.dU 
@ HALLACE LABS 260 CSR UNITS/ML N08814 001 

CYANOCOBALAMIN 

INJECTABLE; INJECTION 
/RIfOISt1..:/ 

/ M/ -7r1~~D7 /i,clrjl.clb/ N6~~~M.6f..d/ 
@ MS&D 1MG/ML N06668 010 
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CYANOCOBALAMIN 

INJECTABLE; INJECTION 
lyt~tw~(1 

lafl -7~l~~l~/~A~~1 Ilcl~)~'1 
@ BERLEX LABS 1MG/ML 

CYCLOPHOSPHAMIDE 

INJECTABLE; INJECTION 
HEOSA!? 

AP ADRIA LABS ZGM/vIAL~ 

CYSTEINE HYDROCHLORIDE 

fj~Jt~:tA~U.;I;t~Jt~:t;t~~1 
l¢f~:tt;t~t1t1¢~1 

NA~;t:.(;t~0rV 11.:#1.1 
@ KABIVITRUM 7.25% 

CYTARABINE 

INJECTABLE; INJECTION 
CYTARABIHE 

AP CETUS BEN VENUE 

AP 

100MG/vIALR 

500MG/VIALR 

DEMECLOCYCLINE HYDROCHLORIDE 

1~%~~i8~~~J~1 
l£tptR~t/~A~'J/ I1~M¢!~M~1 

@ LEDERLE LABS 75MG/SML 

1~.6.1.6 #/.6.6f-l 
N0701Z ooz 

N8744Z 005 
MAR 30, 1989 

1~~~~tJ/.6.6f./ 
1¢¢:t/#.;/~.~~~1 

N195Z3 001 
OCT ZZ, 1986 

N71471 001 
AUG 02, 1989 

N71472 001 
AUG 02, 1989 

1t-l~#~.1 /.6.6jf 
NS02S7 001 

DESIPRAMINE HYDROCHLORIDE 

TABLET; ORAL 
DEs:tPRAMIHE HCL 

la~1 lyjfARj~tl 

I~M 

laM 
16M 
laM 
laM 

BX VITARINE 

BX 

BX 

BX 

BX 

BX 

Il~clrJl 

/!'~clrJ/ 

/~~~rJ/ 

11~clrJ/ 

Il~~clrJ/ 

Il~~clrJ/ 

10MG 

25MG 

50MG 

75MG 

100MG 

l50MG 

DESOXYCORTICOSTERONE ACETATE 

1;t~B3~~~~~tJI;tt-lJt¢f;t~t-l1 
I~R¢A~~~I I~M¢!Mtl 

@ ORGANON 5MG/ML 

DEXAMETHASONE 

SUSPENSION/DROPS; OPHTHALMIC 
D EXAME1l1ASOHE 

AT STERIS LABS 0.1%R 

MAX:rDEX 
AT ALCON LABS 

TABLET; ORAL 
DEXAMETHASONE 

~~~~ /¢t1t~~tA/~A~~1 
@ CHELSEA LABS 
@ 

0.1% 

~t~~~~/ 
0.7SMG 
1.5MG 

18 

1f,~~i!J~~~~1~ 
~~~~f~i~~ 
/9¢f /.6~.: /f..~~.11 

~:~:~~~~~ii~ 
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 

/~.6jf..6(t/.6.6 jf 
NOll04 001 

N89170 001 
MAY 09, 1989 

N13422 001 

1~~~MMddf./ 
/t-l~~~(+.6/.6.6f.1 

N858l8 001 
N85840 001 
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>-A~> 

DEXAMETHASONE 

TABLET; ORAL 
DEXAMETHASONE 

BP DANBURY PHARMA 
BP 
BP 
BP 

I~I 

~~~ 
I~I 

0.25MG 
O.5MG 
0.75MG 
1.5t1G 

/.d,.'i~t1~1 
Id,:~r1~1 
/.d.,'i~r1¢1 
jj.,:~r1¢1 

N85455 001 
N85458 001 
N80968 001 
N85456 001 

!tl~~4~~lddU 
IN~~4~Mddj./ 
/t!lM~~Mooj./ 
INf;~4~~lrJdj../ 

DEXAMETHASONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE 

OINTMENT; OPHTHALMIC 
HEOtrrCIH AHD POL't'HY)C[H a SULFATES AHD DEXAHEniASOHE 

AT E FOUGERA O.l%;EQ 3.5t·1G BASE/GM; 
10,000 UNITS/GHa N62938 001 

JUL 31, 1989 

DEXTR9METHORPHAN HYDROBROMIOEi PROMETHAZINE HYDROCHLORIDE 

SYRUP; ORAL 
FHEHERG~H W/ DEXTROMETHORPH~H 

>~> AA HYETH AYERST LABS 15t1G/5ML ;6. 25MG/5ML~ N1l265 002 
APR 02, 1984 >-P,DD / 

Qf:XTROSE 

INJECTABLE; INJECTION 
!)EJ(TIWSE S()"'/. :tN PLASTJ:C COHTAXHER 

>~> AP ABBOTT LABS 50GM/IOOML~ N19894 001 
DEC 26, 1989 > ....AQ.IL> 

DEXTROSE 70'"/' :IN I'LASTI:C COHTA:rI~ER 
>~> ~ ABBOTT LABS 70GM/IOOML~ N19893 001 

DEC 26, 1989 >~QQ...> 

DEXTROSE; POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 0.037% IN DEXTROSE 5% IN PLASTIC 

CONTAINER 
KENDALL MCGAW 5GM/lOOML;37MG/100MLn N19699 001 

SEP 29, 1989 
F'OTASSl:UM aiLORIDE 0,07S'/. XH DEXTROSE 5'/. Di PLASTIC 

CCHTAI:HER 
AP KENDALL MCGAH 5GM/IOOML;75MG/100ML~ N19699 002 

SEP 29, 1989 

DEXTROSE; POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 0.11% IN DEXTROSE 5% IN PLASTIC 

CONTAINER 
KENDALL MCGAW 5GM/I00MLill0MG/100MLn N19699 003 

SEP 29, 1989 
POTASs:ruM aiLOR'l:DE O,lS? :nI DEXTROSE S'/. rH PLASTJ:C 

exlHTAI:HER 
AP KENDALL MCGAH 5GM/I00MLi150MG/100MLn N19699 004 

SEP 29, 1989 
POTASSIUM CHLORIDE 0.22% IN DEXTROSE 5% IN PLASTIC 

CONTAINER 
KENDALL MCGAH 5GM/100ML;220MG/I00MLR N19699 005 

SEP 29, 1989 
POTASs:tU'I aiLORXDE 0,37. :nI DEXTROSE 5'/. :nI PLASTJ:C 

COHTA:r:HER 
AP KENDALL MCGAH 5GM/I00ML;300MG/I00MLn N19699 006 

SEP 29, 1989 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 
ID6!~d$£ 'S-J.: 'sddtVM 'CHld~tD~ 'd:t;s-J. 'AM 'pd11!sstllM 'CHLd~:tdltl 
Ti.tlM~a'iH-'pi:Ast1(rCOHTAtHE~r------------------------

1M} 7~~~n~r---------7~~~~~~~~~~~cl~l~~~clhf! ;£ dd lod 

M ' I ~~~~~~6M~~~~dMG)id6ML / A~~A~::'l~~~~ 
CfJ ~~~Q~~l:U~clbr--------' I 1~;£Md~/.d.dM 

/AFR/#.;/J,4M./ 
/D~xtRd5i~ '~J.: 'sodiUM 'CHLOrl:trlE 'd:t;s-J. '~HD 'pdTAs~tUM 'CI~L6~:triE/ 
7is'l~a'-':ttl-'pL:A51ic-'c6i:rf~tiH~1-------------------------.-

j M / 7~A;H~'R7-----------r~~M):(6dML; ti~~lrV:(ddML; I 
--' /4soMaII60ML7---------' 10i~dd~/ddj/ 

l~l~~~~~l~~~~~~~~~~~~~~~n~~~~'~~~4tlQ~E~t~~~;tift!~~cl1~8;td!U 
IAP/ 7~A~TtR7 ----------7SGMJlaoMl;$d6M~;:(6dMl;/ 
--' /4soi1an30't1Lr--------· /N;£Mdf,jddj./ 

Id6!1Rd~E 'S-J.: 'sdotdM 'c~floiEo~-,tl74s_1't\tlD 'pdtAss:iuM'ci-fldliti:ftl 
72i3M~a-?ttrpL:"A~'H(r'aOHTa!H~RT------------------------

I ~~/ 7~A~n!RT-----------7!~~~~~~~~i~H~cl~l~~~cl.b.;' I "1 d df,j d d 1 
/ ------------ IA~~A~:; H~~~~ 

/OE>ttRO:;:~ 's-J.: 'soo:tlJM 'CHLdRtoE '6: t;s-J. 'AHd 'PotAss:tuM 'CHLORto£/ 
7~OM£a'ttl7pLASH(r7cdHt;Hi:rit~T------------------------

IM/ 7~~XnRr----------7!~~~a~~~~~~'~cl~)i~~cl';'/ ~odf,jod 
I ---------- I ,4~~7 ~~:; f;£:~~~~ 
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DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 
/DtKtRdst'~).;'sdDtucl'6H'dRtDt'd:4Si'AHD'pdtASStu~'6H'dRtDt/ 
77.d~Etfrlif'p'A~tI(r'cOiHAtHEr?']-------------------

/At! 7~~TlR7-- ------7sa~}iddM';5ddMG)iddM';/ 
-. /7.S0MGnOOMi:r------- /~jMdMdM/ 

----------- /AP~/~~::/j9~~/ 
IDtXtR6st'~).~sdDtU~'6H'dRtDt'd:4~).'AHD'pdtASStu~'6H'C~tDt/ 
7SME~·-'(KI'tN . P(ASIIC'CdMTAttfER7---------------------

IAP/ 7~A~T~R7------ ---7SGM/13dHL;i~dMG)iddM';/ 
--. /4!r6Ma/IOOt~i:r-------- /t1jMdNdd4/ 

IDtxtRdst'&).~'sdotuM'6~'a~Itl~'o77.~t'AHD'pdtAsstuM'6H(oRtd~j /SMEa'IH'p(ASTIC'CdHTAlHEa7----------------------------
I ~t! 7~A~nR7-------------~~~f~~~~~~~t~~ll~~clb.; I /~jMd~/.d#/ 

~ BAXTER 5GM/IOOML;224MG/I00ML; 
450MG/I00ML N18008 003 

~ BAXTER 5GM/I00ML;300MG/I00ML; 
450MG/I00ML N1800S 001 

~ BAXTER 5GM/100ML;75MG/I00ML; 
450MG/I00ML N18008 002 

POTASSD.R1 CHLORXDE lOMEg :m DEKTROSE SO/' AND SOD:tuH 
CHLORXDE O,4-SO/' :EN PLASTI:C OOHTA:EHER 

AP BAXTER 5GM/l00HL; 751·1G/I00ML; 
450MG/IOOML N18008 005 

APR 28. 1982 
AP 5GM/I0DtlL ;150MG/IOOML; 

450MG/I00ML N18008 006 
APR 28. 1982 

POTASs:IlM'I CHLORIDE ZOMEg :EN DEKTROSE SO/' AND SOD:tuH 
CHLORl:DE O,4S/' :EN PLASTJ:C cotrTAIllER 

AP BAXTER 5GM/I00ML;150MG/I00ML; 
450MG/I00ML N18008 007 

APR 28, 1982 
POTASs:tUM CHLORl:DE 30MEQ :EH DEXTROSE S'/' AND SODDJM 

r.tILORl:DE O,liS/. :EN PLASTXC COHTA."tHER 
AP BAXTER 5GM/I00ML;224MG/I00ML; 

450MG/IOOML N18008 008 
APR 28. 1982 

POTA5s:J:Uo1 CHLOR:[DE 4-OMEg :EN DEXTROSE S"/. AND SODI:IA'I 
CHLOR:[DE O.4-SO/. :EN PLASTJ:C COHTA:tHER 

AP BAXTER 5GM/IOOML;300MG/I00ML; 
450MG/I00ML N18008 009 

APR 28. 1982 
POTASs:tUH CHLOR:[DE SMEQ :EN DEXTROSE SO/. AND SOD:ruM CHLOR:[DE 

O.4-SO/. :EN PLASTJ:C COHTA:tNER 
AP BAXTER 5GM/100ML;150MG/I00MLj 

450MG/IOOI1L N18008 004 

DEXTROSE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 
DEXTROSE SO/. AND SODl:U'I CHLOR:[DE 0 ?'/, :rH PLASTJ:C COHTA:rHER 

/ M/ /¢0ftt~/~tdJ:] 7 ~~cll!~~lK;~Mcl~li~~tl'/ 7tlj~~~~/ ~.dU 
@ CUTTER BIOL 5GM/I00ML;900MG/IOOML N18500 001 

>~> DEZOCINE 

>~> 

>~> 

>~> 
>~> 
>~> 

> --AQ.!L> 
>~> 

>~> 

INJECTABLE; INJECTION 
DALGAN 
~YETH AYERST LABS 

DIATRIZOATE MEGLUMINE 

INJECTABLE; INJECTION 

5MG/MLR 

10MG/MLA 

15MG/MLR 

/¢~~~1~~~rttl/ /~~7./ 
@ SQUIBB 85% 

DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM 

INJECTABLE; INJECTION 
HYPAQUE-M 
/~ft~tttl¢lp~0¢1 /6#.;~.d7./ 

~ STERLING DRUG 60%;30% 
MD-76 

AP MALLINCKRODT 66%;10%A 

DIAZEPAM 

TABLET; ORAL 
DXAZ E PAM 

/A~/ /MA~jt¢/~~~~M/ /i.~cl~/ 

@ MARTEC PHARM 10MGn 

N19082 001 
DEC 29. 1989 

N19082 002 
DF:C 29. 1989 

N!.9082 003 
DEC 29, 1989 

/tljj6#/.d#/ 
N1l620 002 

/tlj##/.d#/ 
NI0220 002 

N19292 001 
SEP 29. 1989 

/M~(t#/.d.dj/ 
/AP~/~~.;/j.~M/ 

N72402 001 
APR 25, 1989 
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DIAZEPAM DICLOFENAC SODIUM 

TABLET; ORAL TABLET, DELAYED RELEASE; ORAL 
D:rAZEPAM VOLTAREN 

II!M 1.s0rtRPHARrV l~clrJI N1.d~Ml.d.dU 1¢j.~AlrHARrV I#M¢I 1~t.4 ~.d jJ,d.d jJ 
Ipt¢If..f..;fj..4~~1 

1~.dM¢1 I J~M~1:~i7~~1~ I~M l~rlrJ/ ItV.o t (t f> /#rj,/ 

I~M /l~clrj! /P7~~~~i~7:~~~/ fj~r1¢1 I J~M~~:~{7~~~~ 
/0 t¢fj.f...: /f...4~~~ 1J00#.:/f..9f>M 

BX SUPERPHARM 2MG N70642 001 
DEC 11, 1985 

BX 5MG N70643 001 DICYCLOMINE HYDROCHLORIDE 
DEC 11, 1985 

BX lONG N70644 001 CAPSULE; ORAL 
DEC 11, 1985 OJ:CYCLOMJ:HE HCL 

Q-PAM AB PIONEER PHARMS 10MGl1I N89361 001 
>~>/~X/ /~ANf0r1/Pt-lARr1¢~/ I7-ti¢/ IN7.0(t;t;3/0.df../ JAN 10, 1989 
> DLT > 10t¢If..~:t!d~~/ 
> DLT >/J3~/ i7-r1¢1 /N7~(tf>f../d.dj-l 
> DLT > / APRi ~.4.: /f...9M! DIETHYLCARBAMAZINE CITRATE 
> DLT >!f1~/ /~~¢/ lrl1d4:i4Id.df../ 
> DLT > /rjt~! f..~: f;f..9¢;', / TABLET; ORAL 
> DL T .>/s'lJ l~r1¢/ Nt ~ 4 ;3Hd.df-l HETRAZAN 
> DLT > / APR17-.9:f;f..94¢i /~/~tptptt/tA~.s/ 1~.or1¢1 1t-l.d~4M/o.df..1 
> DL T >jrt.'/.I if...dti¢/ /Nfd.4~~/d.d,1/ LEDERLE LABS 50MG N06459 001 
> DLT > Ipt¢/f..~.:tJ..9M/ 
> DL T >/~~I /f...dti¢1 N1~(tf»/.d.df../ 
>~> IMR/7.9:/f...9MI DIETHYLPROPION HYDROCHLORIDE 
>~> @ QUANTUM PHARMCS 2MG N70423 001 
>~> DEC 12, 1985 TABLET; ORAL 
>~> @ 2MG N72431 001 DXETHYLPROPXOH HCL 
>~> APR 29, 1988 /~M /¢t-ltt.stAltA~.s; li~clrJI 1~~~.1M/,d.df..1 
>~> @ 5MG N70424 001 @ CHELSEA LABS 25MG N85741 001 
>~> DEC 12, 1985 
>~> @ 5MG N72432 001 
>~> APR 29, 1988 DIETHYLSTILBESTROL 
>~> @ 10MG N70425 001 
>~> DEC 12, 1985 SUPPOSITORY; VAGINAL 
>~> @ 10MG N72433 001 >~> /~7~f~t~~tib~E~tR~b/ 
>~> APR 29, 1988 >~>/I.t/ )... )...J-.. Id:iMGI /~.d4Md/.d.6f../ 

>...JllJ.....>/~IJ /ir:'~~~1 /~.d(t.d4.d/.d#/ 
>~> DXETHYLSTILBESTROL 

DIClOFENAC SODIUM >~> @ LILLY O.lMG N04040 001 
>~> @ 0.5MG N04040 002 

TABLET, DELAYED RELEASE; ORAL STILBESTROL 
VOlTAREN >.JJJJ......>/At/ /.srilj.rt.~1 jd:lI'lG/ It-l.d4d~Ud.df../ 

GEIGY PHARMS 25MG N19201 001 >~>nI! I~~~~M /t1.d4.d~Ud#1 
JUL 28, 1988 >~> SQUIBB O.lMG NOC,056 001 

50MG N19201 002 >~> 0.5MG N04056 002 
JUL 28, 1988 

75MG N19201 003 
JUL 28, 1988 



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

DIETHYLSTILBESTROL 

TABLET; ORAL 
DIETHYLSTILBESTROL 

>~> I~~I Itjttfl 
>~> I~N 
>~> BP LILLY 
>~> @ 

>~> @ 

/.6,:f.Mr;1 
/.6,.'~Mr;1 

5HG 
O.lHG 
0.5HG 

TABLET, DELAYED RELEASE; ORAL 
DIETHYLSTILBESTROL 

>~> I~t./ I~j~~fl /.6,.'~Mr;/ 
>~> @ LILLY 0.5HG 

DILTIAZEM HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 
CARDIZEM SR 

MARION LABS 60MGn 

90MGn 

120MGn 

@ 180MGn 

DIPHENHYDRAMINE HYDROCHLORIDE 

CAPSULE; ORAL 
DT.PHEHHYDRAHZHE HCL 

laM 1¢~t~$t,4.j~,6.~~1 li~clM 
@ CHElSEA LABS 25t1G 

> DLT >/AA/ 
> DLT >/~~I 

1,Q0ANf0Mlp~ARM¢~1 li-sM.I 
I~~~~/ 

>~> @ QUANTUM PHARMCS 2511G 
> -.AQ.!L> @ 50MG 

I~M NANr;ARP/tA~$1 It~tl~1 

I~M 1~~cl~1 
@ VANGARD LABS 25MG 

@ 50MG 
I~M 1~~tftltNlpA0t~NI l~dHrJI 

@ HHITE TN PAULSN 50MG 

ElIXIR; ORAL 
!D:t~H~HI 

lAM 7p~J.7 I!t~~cl~l~clbl 
@ PBI 12.5MG/5ML 

IN,6 4,6 41./.6.61./ 
IN,64.6M/.d.6~1 

N04041 005 
N04041 002 
N04041 003 

IN,d4.6JN6,6JI 
N04039 003 

N19471 001 
JAN 23, 1989 

N19471 002 
JAN 23, 1989 

N19471 003 
JAN 23, 1989 

N19471 004 
JAN 23, 1989 

IN~~f.J~/.6,6f./ 
N85138 001 

1t1¢~f6f./'o#1 
IN~~jfJf./PP~/ 

N85701 001 
N85701 002 

INM6J4/.6,6f.1 
N¢t I n.: /f.,4~~1 

IN!3.1M6/.d,df./ 
N88034 001 

OCT 27, 1982 
N87630 001 

IN¢,dMd/.6.6fJ 
N80800 001 

INMtf,4,6/4,6f./ 
N84640 001 

DIPHENHYDRAMINE HYDROCHLORIDE 

ELIXIR; ORAL 
DXPHEtI1YDRAM7HE HCL 

AA CENCI LABS 

lAM IUptRUltA~~1 
@ LEDERLE LABS 

lAM ItfHltA~~1 

lAM IPRNAftIfM~tN$1 
@ PRIVATE FMLTNS 

DISULFIRAM 

TABLET; ORAL 
DISULFIRAM 

I~~I 1¢~tt$tAltA~~1 

I~~I 

@ CHELSEA LABS 

@ 

DIVALPROEX SODIUM 

12.5MG/5ML 

l!t~~!:lrJl~cl'l 
12.5MG/5ML 

/i,i,~~cl~l.~clbl 

I!t~~cl~l~clhl 
12.5HG/5ML 

1~~,6Mr;1 

1~,6,6Mr;1 

250MG 

500MG 

CAPSULE, DELAYED REL PELLETS; ORAL 
DEPAKOTE 

ABBOTT LABS EQ 125MG BASE~ 

DOPAMINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
DOPAMXHE HCL 

AP ABBOTT LABS 

AP 

AP HARNER CHILCOTT 
AP 

@ 

40MG/Ml~ 

80MG/ML~ 

40MG/ML 
40MG/ML 

80MG/ML 

22 

N87941 001 
DEC 17, 1982 

IN!3P,4J.1 /.6#1 
N86937 001 

IP,~~j1i~}~~~~ 
N85287 001 

IM1.4.1f, /.6,6 f./ 
I A0r;1 p~.;/f.1~jl 

I N~ .1,4.141.6.6 f./ 
I A0r;/.6~.: /f.,4~JI 

N87973 001 
AUG 05, 1983 

N87974 001 
AUG OS, 1983 

Nl9680 001 
SEP 12, 1989 

N70656 001 
JAN 24, 1989 

N70657 001 
JAN 24, 1989 

N18B8 001 
N70558 001 

SEP 20, 1985 
N70559 001 

SEP 20, 1985 



DOPAMINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
IOOPAStAtI 

I~$I -7P~RKt7PAyj~1 
I_J 

IMI 

DOXEPIN HYDROCHLORIDE 

CAPSULE; ORAL 
DOXEPIN HCL 

>~>/~~I 1.~AN1YMlp~ARM¢~1 
>~> 

>~>/~U 
>~> 

>~>/~'l.1 
>~> 

>~>/~'l.1 
>~> 

>~>/~'l.1 
>~> 

>~>/~U 
>~> 

>~> 
>~> 

>~> 
>~> 

>~> 

>~> 
>~> 

>~> 

>~> 
>~> 

>~> 

>~> 

@ QUANTUM PHARMCS 

<il 

<il 

@ 

@ 

@ 

DOXORUBICIN HYDROCHLORIDE 

INJECTABLE; INJECTION 
ADRl:AMYCXH PFS 

AP ADRIA LABS 

AP 

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

l~d~G)MLI 
1~~tl~ltl~1 

l~dM~lclb/ 

I t~~~clrtJj~~t/ 

It~~~cl~~~~t/ 

It~~~cl~'B.4~t/ 

It!Li~cl~~~~t/ 

ItO~~clJt:~~~tpl 

ItO~~cl!L~A~tpl 

EQ 10MG BASE 

EQ 25MG BASE 

EQ 50MG BASE 

EQ 75MG BASE 

EQ 100MG BASEn 

EQ 150MG BASEn 

2MG/ML 

2MG/ML 

INf..Mf,M,d.df./ 
N1d~~~ /.d.d j../ 

l~tp/#.;n.9~~1 
IM.6~~HdM'/ 

l#pI#.:n,9~~1 

I ~~~;~:~:~%~~1~ 
IN.1.6,9.1f,/.d,6 j../ 

l~tN7..9.:n.9MI 
IN.1.6 ,9 f, ~ /.6 ,6 j../ 

I#N7.,9:n1MI 
I M,d ,9 ~ 7. 1.6.d j../ 

I #N 7.,9.: n,9M I 
IM7.f,,1~/.dMI 

IMARn~,:n1MI 
IN.17. f,.1 61.6.6 j../ 

IMARn~.:n,9MI 
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 

N50629 001 
DEC 23, 1987 

N50629 002 
MAY 03, 1988 

>~> 
>~> 

>~> 
>~> 

DOXORUBICIN HYDROCHLORIDE 

INJECTABLE; INJECTION 
ADRXAMYc::tH RDF 

AP ADRIA LABS 10MG/vIAL 
AP 20MG/VIAL 

AP 50MG/vIAL 
DOXORUBXCXH HCL 

AP CETUS BEN VENUE 2MG/MLn 

AP 10MG/vIAUI 

AP 20MG/VIALn 

AP 50MG/vIALn 

RUBE)( 

AP BRISTOL MYERS 10MG/vIALn 

AP 50MG/vIAU, 

100MG/vIALn 

DOXYCYCLINE 

CAPSULE; ORAL 
DOXYCYCLINE MONOHYDRATE 

MEDICOPHARMA EQ IDOMG BASEn 

DOXYCYCLINE HYCLATE 

CAPSULE; ORAL 
DOKYCYCLXHE HYCLATE 

IA~I lyjtARjNtl It~~cl~~~~tl 

I~~I It~~~dM~~A~tI 
BX VITARINE EQ 50MG BASE 

BX 

INJECTABLE; INJECTION 
DOKYCYCUHE HYCLATE 

AP LEDERLE PARNTLS 

AP 

EQ 100MG BASE 

EQ 100MG BASE/vIALn 

EQ 200MG BASE/vIALn 

23 

N50467 001 
N50467 003 

MAY 20, 1985 
N50467 002 

N62975 001 
MAR 17, 1989 

N629Z1 001 
MAR 17, 1989 

N629Z1 002 
MAR 17, 1989 

N629Z1 003 
MAR 17, 1989 

N62926 001 
APR 13, 1989 

N629Z6 002 
APR 13, 1989 

N629Z6 003 
APR 13, 1989 

N50641 001 
DEC 29, 1989 

IN6#r"dN,dj../ 

1A~~~gi~7:~~~~ 
N62780 001 

APR 12, 1988 
N62227 001 

N62992 001 
FEB 16, 1989 

N6299Z 002 
FEB 16, 1989 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / ~AN'89 - DEC'89 24 

DOXYCYCLINE HYCLATE 

TABLET; ORAL 
DOXYCYCLINE HYCLATE 
/(.tttt.~tMt.f..r5~/ 

Gl CHELSEA LABS 

DOXYLAMINE SUCCINATE 

>.JllL>/,M1 
>.JllL> 
>-AmL> 
> ADD > 
> DLT >/MJ 
> DLT > 
> ADD > 
> ADD > 

TABLET; ORAL 
DOXYI..AMl:HE SUCc:rHATE 

7~p.p,t¢1/h'l#~1 

COPLEY PHARM 

1~f..N~/ptt~M¢~1 

a QUANTUM PHARMCS 

/t~/t>.6~¢/r5f..~t/ 

EQ SOMG BASE 

Itf(1,G! 
ZSMG 

it§MrJ/· 
2SMG 

DROPERIDOLj FENTANYL CITRATE 

INJECTABLE; INJECTION 
FEtrrAHYL CITRATE AHD DROPERXDOL 

Ae ASTRA PHARM 2.5MG/ML; 
EQ Q.05MG BASE/M~ 

AP 2.5MG/ML; 

Ae 

ERGOCALCIFEROL 

CAPSULE; ORAL 
vrTAMIH D 

/MJ 7¢ttA~t7¢ttt~/ 
a CHASE CHEM 

ERGOLOID MESYLATES 

~w 

TABLET; SUBLINGUAL 
ERGOLo:tD MESYLATES 

7 t.t~t~~'i.7t#M 
a LEDERLE LABS 
a 

EQ 0.05MG BASE/M~ 

2.5MG/ML; 
EQ O. 05MG BASE/MUI . 

/~~~YI 
. 50,000 IU 

~~?IV 
O.SMG 
IMG 

/~~%11%:~~j~ 
N62392 001 

MAR 31, 1983 

/NI,Mdo /06i1 
/Or;.'l/Q~~'Ii~MI 
. 'N88900 '001 

OCT 08, 1985 

/f..~~'~~1%~~~~ 
N88603 001 

AUG 07, 1984 

N72026 001 
APR 13, 1989 

N72027 001 
APR 13, 1989 

N72028 001 
APR 13, 1989 

/~f,#(.j/~6j.f 
000747 001 

~~~~:~~~~~i~ 
N86984 001 
N86985 001 

ERGOLOID MESYLATES 

/~M 

/~M 

TABLET; SUBLINGUAL 
ERGOLOXD MESYLATES 

Nf..N¢f..~P/{"f..p$/ 

Gl VANGARD LABS 

Gl 

ERYTHROMYCIN 

/~~M~/ 

/i~~/ 

0.5MG 

ING 

CAPSULE, DELAYED REL PELLETS; ORAL 
ERYTHROMYc:rH 

AB BARR LABS 250M~ 

ERYTHROMYCIN ESTOLATE; SULFISOXAZOLE ACETYL 

SUSPENSION; ORAL 
IlOSONE SULFA 

/~f,f>.6 jj/.6.6fJ 

/~7~~~M~7:~1~ 
/~tpn.6.;n.4M'/ 

N88013 001 
SEP 20, 1982 

N88014 001 
SEP 20, 1982 

N63098 001 
MAY 04, 1989 

/{..j.{..t.f/ 
~~~~a~~~~~~~~~~~~J~ /~~~~~~1j~~~~~ 

LILLY EQ 12SMG BASE/5NL; 
EQ 600MG BASE/SNLa N50599 001 

ERYTHROMYCIN LACTOBIONATE 

INJECTABLE; IN~ECTION 
ERYTHrnlMYc:rH LACTOBJ:OHATE 

AP lEDERlE PARNTlS EQ 500MG BASE/vIALa 

AP EQ IGM BASE/vIAlR 

ESMOlOl HYDROCHLORIDE 

IN~ECTABlE; IN~ECTION 

BREVI BLOC 
EI DUPONT 100NG/Ml 

SEP 29, 1989 

N62993 001 
NAY 09, 1989 

N62993 002 
NAY 09, 1989 

N19386 003 
DEC 31. 1986 



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

> OLT > 
> --.!!.bL> 
>...Q1L> 
>...Q1L> 
>...Q1L> 
>...Q1L> 

>~> 

> ADD_> 
>~> 
>. ADD )-. 
>...AQQ...> 
> ...AQ.!L> 

ESTRADIOL 

/t;ttr1.;/tXft~tD/~t.t.tA.$t.;/pt~¢!JfA~t~!J$/ 
/t$fRADt~'V 

/¢;t~Alp~A~MI /.d.:.d~tl¢li~~/ 

/.d.: .ir1¢;~41R/ 

FILM, EXTENDED RELEASE; TRANSDERMAL 
ESTRADERM 

CIBA PHARM O.05MG/24HR 

O.lMG/24HR 

ESTRADIOL VALERATE; TESTOSTERONE ENANTHATE 

INJECTABLE; INJECTION 
jOElhrhJl'lcl-lE 'dB! 

I ,,9./ -7$QiJj~~r--- / ~cl~Lclb.; ~@~cl~lclb/ 
@ SQUIBB 8MG/ML;lSOMG/ML 

ESTROGENS, CONJUGATED 

TABLET; ORAL 
CONJUGATED ESTROGENS 

BP CHELSEA LABS 0.625MG 
BP 1.25MG 
BP 2.5f·lG 

/~$/ /.d.: ('~~M~I 

~~~~ 1.i,:~~r1~1 
n,.'~r1¢1 

BP DURAMED PHARMS O.3MG 
BP 0.625MG 
BP 1. 25~lG 
BP 2.5MG 

1'[3$1 /.d,:f,0¢1 
1r3$1 /.d,: (,#M¢! 
1'[3$/ ~f~~~71 1r3$/ 

BP ZENITH LABS 0.3MG 

BP 0.625MG 
BP 1.25MG 
BP 2.5MG 

1~f;1 /.d,:~~l¢1 

Ir3M J.d..' p?~M¢/ 
1r3f;/ ~lJ~g;1 1r3f>/ 

/~.i9~M/.d#/ 
/#PI.i.d.:n1~M 

/~j...9#j..ld.d~/ 
If;tp jj..d.:!.i.9t3~/ 

N19081 002 
SEP 10, 1986 

N19081 003 
SEP 10, 1986 

IM9~:t~l.d.o~! 
N09545 002 

N85800 001 
N85801 001 
N85826 001 

/N~~Md/.6.dU 
INP~~.d.il.d.dU 
/~~~Mpld.df./ 

N86492 001 
N83272 001 
N83294 001 
N83295 001 

ItlM:t,9~ld.dj..1 
Itl~H1H,dMI 
I Nt3 ~?,9:t /.d.d U 
1~~~?,9~ldMI 

N88569 001 
NOV 29, 1984 

N83373 001 
N83601 001 
N83602 001 

IN{3f,~p,9 ldM.j 
I~MH9:n.9f,.41 

1r1~f,~.1.3/.d.dj'/ 
IM~p.dj../.d.6jJ 
1t-1f,~(,.#1.6.dU 

ESTROGENS, CONJUGATED 

TABLET; ORAL 
PREMARIN 

BP HYETH AYERST LABS 
BP 
BP 
BP 

1r3f;1 
li~f;1 
1r3f;1 

1r3f>1 
/~$I 

SQUIBB 

ESTROGENS, ESTERIFIED 

TABLET; ORAL 
FEMOGEN 

1r3$/ IPR;tYAft/tMtf~f;1 
(j) PRIVATE FMLTNS 

O.3MG 
0.625MG 
1.25MG 
2.5MG 

/.d,:~M¢/ 
/.d,:('~~M¢/ 
ld,:,9M¢/ 

1.i,:~~M¢/ 
/?.:~M¢/ 

0.9MG 

/?',:~M¢I 
2.5MG 

ETHINYL ESTRADIOL; NORETHINDRONE 

TABLET; ORAL-21 
HORCEPT-E 1/35 21 

AB GYNOPHARMA 

TABLET; ORAL-28 
HORCEPT-E 1/35 Z8 

AB GYNOPHARMA 

o . 0 35MG ;lMGU 

O.035MG;lMGJI 

>~> ETHINYL ESTRADIOL; NORGESTIMATE 

>~> 

>~> 
> AD!L> 
>...AQ.!L> 

)-~> 

>...AQQ...> 
>~> 
>....AQQ...> 

TABLET; ORAL-21 
ORTHO CYCLEN-21 

RH JOHNSON 

TABLET; ORAL-28 
ORTHO CYCLEN-28 

RH JOHNSON 

0.035t1G;O.25MGU 

O.035MG;O.25MGJI 

25 

N04782 003 
N04782 004 
N04782 001 
N04782 002 

N d:t.1Mld.d ~I 
Illd {7 f,?/.d .dM 
/~.d{jMld.d~1 

f)A~I?(': !.i,9M/ 
/~~:tlf,H,d,dj../ 
/N,d!t.1f,H,d#/ 

N04782 005 
JAN 26, 1984 

/~f,M.d.1 ldM.j 
N85007 001 

N71545 001 
FEB 09, 1989 

N71546 001 
FEB 09, 1989 

N19653 001 
DEC 29, 1989 

Nl9653 002 
DEC 29, 1989 



RX DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'S9 

FENOPROFEN CALCIUM 

CAPSULE; ORAL 
FENOPROFEN CALCIUM 

>~>/~~/ /.Q0ANt0~/~~A~~¢~/ 
> OLT > 
> OLT >/r,X/ 
>...Q1L> 
>~> 
>~> 

>~> 

>~> 

@ QUANTUM PHARMCS 

@ 

TABLET; ORAL 
FEHOPROFEH CAlCXUM 

>~>/~~I /.Q0ANt0M/~~AR~¢$/ 
>...Q1L> 
>~> @ QUANTUM PHARMCS 
>~> 

FERROUS CITRATE, fE-5~ 

/(rj/ #.OM¢/r,A#/ 
/t~/~f;f;M¢/r,A~t1 

EQ 200MG BASE 

EQ 300MG BASE 

/t~-':~Mcl~-':~~~U 

EQ 600MG BASE 

/jNJt¢.tA~~(;/jNJt~:tjOtV 
IftRR00~/¢j.tRAftlft/MI 

IMA~~jN¢KROP.t/ /i~/0¢tlM~/ 
@ MAlLINCKROOT 25 UCI/NL 

FLUOCINOLONE ACETONIDE 

/¢71{0~~~a7M/ 
/~tRr,tRf/~A~$/ / f;.: f; i~1./ 

@ HERBERT LABS 0.025% 

FLUOCINONIDE 

CREAM; TOPICAL 
FLUOc:rHOI«D E 

AB LEMMON O.05~ 

AB O.05%Q 

VASODERM E 
AS TICAN PHARM 0.05%Q 

16~1 I1J/p.(JA¢r)/ /~~~!FI 

/N1#i/t/.6.oU 
/ APR/ ;i4.: /;i.4j36/ 

/Nf;i.1f.Mf;f;f./ 
/MR/;i4.:1f..4~N 

N72214 001 
APR 14, 1988 

N71738 001 
APR l{b 1988 

/ A~~j1~:~7~~~~~ 
N72194 001 

APR 14, 1988 

1~;i('iH/.d.dU 
N16729 001 

INMMo/.o.o;i/ 
/MA.f/if:/;ijM/ 

N87300 001 
MAY 27, 1982 

N72488 001 
FEB 06, 1989 

N72490 001 
FEB 07, 1989 

N72494 001 
JAN 19, 1989 

/ ,J~~;1j·%LtW--· 

FLUOCINONIDE 

GEl; TOPICAL 
FlUOc::tHOKIDE 

AB LEMI10N 0.05~ 

ll:DE)( 
AS SYNTEX LABS 0.05% 

SOLUTION; TOPICAL 
FlOOCJ.:HOI«D E 

AT LEMMON 0.O5~ 

AT THAMES PHARMA 0.05~ 

FLUOROMETHOLONEi SULFACETAMIDE SODIUM 

SUSPENSION/DROPS; OPHTHALMIC 
FML-S 

ALlERGAN PHARMS 0 .1% ;l0~ 

FLUOROMETHOLONE ACETATE; TOBRAMYCIN 

SUSPENSION/DROPS; OPHTHALMIC 
TOBRASONE 

ALCON LABS 0.1%;0.3%n 

fLUOXYMESTERONE 

TABLET; ORAL 
ANOROID-F 

I~~/ I~RorltV~~A~rV 
BP ICN PHARMS 

FLUOXYMESTERONE 
I~~I I~R(J~~/~~ARMI 

BP leN PHARMS 

I"MM¢I 
10MG 

fj~M¢1 

10MG 

... ".'-"'" "". 

26 

N72537 001 
FEB 07, 1989 

N17373 001 

N72511 001 
FEB 07, 1989 

N72857 001 
AUG 02, 1989 

N19525 001 
SEP 29, 1989 

N50628 001 
JUL 21, 1989 

/ttMf..1~N~;i1 
N87196 001 

Itt~~#;i/.6.6;i/ 
IMM I ~~.; I ;(~~ > I 

N8822l 001 
MAY 05, 1983 



FlYRAZEPAM HYQROCHl.ORIDE 

CAPSULE; ORAL 
IFLURAZEPAM HCL 

!::&. CHELSEA l.ABS 

AS 

f1.i)TAMIDE 

CAPSULE; ORAl 
EULEXIN 

SCHERING 

FOLIC _AUQ 

neSLET; ORAL 
Foue ACl:1I 

1~/~OOf$/PMARM~1 
@ BOOTS USA 

If.:M /¢H~~$tAltAe$1 
@ CHELSEA LABS 

lAM jp~jJ 

@ PSI 

1441 lyA~~ARP/tA~~/ 

@ VANGARD LABS 

/PAl Irlt-1t:tt/:ftVpA0~$iV 
@ NHITE TN PAULSN 

GANCICLOVIR SODIUM 

INJECTABLE; INJECTION 
CYTOVENE 

SYNTEX LABS 

£.EMFIBROZlL 

CAPSULE; ORAL 
lOPIO 
/ pA~Kt/Dlyj~1 

@ PARKE DAVIS 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'S9 - DEC'89 

15M~ 

30MGlli 

1 25MGJol 

/1.fi'f,j 
H1G 

/i,fJrj/ 
IMG 

/f,clsH 

IMG 

/i.,rlM 

1MG 

11AM 
IMG 

EO 500NG BASE~!IAL~ 

n.o,6Mrf,/ 
200r1G 

N72368 001 
MAR 3(), 1989 

N'!2369 001 
MAR 30, 1989 

NW554 (JOI 
JtH~ 2?, 1989 

h1~M'?Uddf'/ 
N84158 001 

IN~~tMl.d.dU 
N85141 002 

IN.B.1f3ZM.o.o j.f 
IMA.f /1..;: /f..9~U 

N87828 001 
MA'{ 13, 1982 

ItMMJd/.d.d.il 
/MXRnj:jj..9~~1 

N88730 001 
MAR 23, 1984 
/~M~.9jl.o.6U 

N80691 002 

N19661 001 
JUN 23, 1989 

jp-i¢'+#i#j,/ 
N18422 001 

> ADD_> 

0> -"'.P.lL. 0> 

>. tl.j)~> 
> ADD_> 

GEMFIBROZIl 

TABLET; ORAL 
LOPIO 

PARKE DAVIS 600l1G 

GENTAMICIN SULFATE; PREDNISOLONE ACETATE 

OINTMENT; OPHTHALMIC 
PREO-G 

ALLERGAN PHARMS 

GLYCOPYRROLATE 

TABLET; ORAL 
Gl YCOI'Y!'!ImLATE 

EQ Q,3i: BASE;O.6/.)1i 

I~~I -i~Mt~~tA/~A~~1 licl~1 
@ CHELSEA LABS 2~lG 

GONADORELIN ACETATE 

INJECTABLE; INJECTION 
LUTREPULSE PUHP KIT 

RW JOHNSON 0.8MGIVIAL~ 

GONADOTROPIN, CHORIONIC 

INJECTABLE; INJECTION 
CHORIONIC GONADOTROPIN 

3. 211GIVI A Lilt 

I~:ttp'j.jl f-A~jf I ~.;,6,o.6NNj:f~Nj.MI 

@ STERIS LABS 2,000 UNITSIVIAL 

> ADD > GOSERELIN ACETATE 

> .1lJl]L> 
>_,I.!.,r,.p_> 
>_ AOO_> 
> ADIL> 

IMPLANT; IMPLANTATION 
ZOL.ADE>{ 

IMPERIAL CHEM EQ 3. 6~jG BASE~ 

27 

Nl8422 003 
NOV 20, 1986 

N50612 001 
DEC 01, 1989 

/ M~ 1. # /.d.d;if 
N86178 001 

N19687 001 
OCT 10, 1989 

N19687 002 
OCT 10, 1989 

I ~j..j.6 f.(Jo.d H 
/p~r;/l1.;1f..9MI 

N17016 009 
DEC 27, 1984 

N19726 001 
DEC 29. 1989 



HALOPERIDOL 

TABLET; ORAL 
HALOPERXOOL 

AB LEDERLE LABS 

AB 

AB 

AB 

AB 

AB 

>.JJJ:.L>/ft,rj/ f~A~1PM/~~A~~¢~/ 
> DLT > 
> DlT >/ft,M 
> DLT > 
> DLT >/aM 
> DLT > 
> DLT >/a'll/ 
>.J!1L> 
> ADD> ~ QUANTUM PHARMCS 
> -..AQJL> 
>-AQ!L> Ql 

>-AQ!L> 
>-AQ!L> Ql 

>-AQ!L> 
>-AQ!L> Ql 

>-AQ!L> 

HALOPERIDOL DECANOATE 

INJECTABLE; INJECTION 

/~~~~~~~~7~~~~~jt/ 
HALDOL DECANOATE 50 

RH JOHNSON 

HEPARIN SODIUM 

INJECTABLE; INJECTION 
HEPARJ:H SOD:n.t1 

AP STERIS LABS 
/~/ 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 28 

0.5MGn N72727 001 
SEP 19, 1989 

IMGn N72728 001 
SEP 19, 1989 

2MGn N72729 001 
SEP 19, 1989 

5MGrc N72730 001 
SEP 19, 1989 

10MGn N72731 001 
SEP 19, 1989 

20MGn N72732 001 
SEP 19, 1989 

/~~~cl~/ 

~:fim~~~~~~ /tM~/ 

/tcl~/ 

1f,~~U1~~:!~~~ /~tlrj/ 
Ift~/t.1.:fj..9M / 

0.5MG N71255 001·· 
FEB 17, 1987 

IMG N71269 001 
FEB 17, 1987 

2MG N71256 001 
FEB 17, 1987 

5MG N71257 001 
FEB 17, 1987 

/t~/~~~¢/~A~t!~t/ /J~~71~:~7i:~~~~ 
EQ 50MG BASE/ML N18701 001 

JAN 14, 1986 

40,000 UNITS/ML N17064 006 
/!f~.:.d.d.dl~N.t#)MtJ /Nf..7.dp(tfd.dp/ 

HEPARIN SODIUM 

INJECTABLE; INJECTION 
HEPARJ:H SODJ:UM 1000 UHrTS :IH SOO1U1 CHLOR:IDE 0.9"/. :IH 

PLAST.IC COHTAl:HER 
AP ABBOTT LABS 200 UNITS/I00MLn N18916 010 

JUN 23, 1989 
HEPARJ:H SODnR1 20,000 UHrTS AND DEXTROSE 5'/. :IH PLAST.IC 

COHTAXHER 
AP BAXTER hlOO UNITS/l00l1L N18814 001 

OCT 31, 1983 
HEPARJ:H SODllJIM ZO,OOO UHrTS XH DEXTROSE 5'/. :IH PLAST.IC 

COtfTA:tHER 
AP ABBOTT LABS 4,000 UNITS/lOOMLn N19805 001 

JAN 25, 1989 
HEPARJ:H SOODJH ZOOO UHrTS J:H SODllJM CHLORJ:DE 0, ?'/. :rtf 

PLAST.IC COHTAl:HER 
AP ABBOTT LABS 200 UNITS/I00MLn N18916 011 

JUN 23, 1989 
HEPARl:H SODllJM Z5,OOO UHrTS :IH DEXTROSE 5'/. J:H PLAST.IC 

COHTAXHER 
AP ABBOTT LABS 5,000 UNITS/I00MLn N19805 002 

JAN 25, 1989 
/~t~A~f-N/~~Df-~/~.d.d.d/~Nj:f~/AND/~~Df-~~/¢~t~~f-Dtl.d.:~r/./f-N/ 

/~g~~~~~~¢~NfAf- t~/ /~~~/~f-f~!f.~~~t/ /A~~7~~1j~~~~~ 
Ql BAXTER 500 UNITS/I00ML N18609 003 

APR 28, 1982 

1;~~~~f~3~~~~¥~~~~~~~tts~~~S~~t~M'C~(d~~t~:rJ.~t~/ 
/~!/ 7K~~DA~~7~~~A~7-- /i~~6'UHltslt66~(/ /~~~7i~17{~~;~ 

Ql KENDALL MCGAH 1,000 UNITS/I00ML N19042 004 

HEXOCYCLIUM METHYLSULFATE 

1ff..~t~f.U~~f..t/ 

/1IjAg'~ff/tA~# 
Ql ABBOTT LABS 

H~M¢/ 
25MG 

MAR 29, 1985 

/~f..6M~fd.djf 
N10599 001 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 29 

HYDRALAZINE HYDROCHLORIDE HYDROCHLOROTHIAZIDE 

TABLET; ORAL TABLET; ORAL 
H'l'DRALAZ:rHE HCL HYDROCHLOROnaAZtDE 

I~M l¢tttt~tMo.~~J 1~~clM 1~~~~~Hd.dU I~I l~pp#JJ-I..~M l~tMGI I~~(.#~/.ddtl 
1~f..fn('.;/f..4MI ~"l.a~ /so~a; 1~~4~~(.ld.dU 

IAA! 1~~clM 1~f,~~~Hd#1 l¢tttt.~t!'/i-A~~1 j1."Sts.r:.1 1~f,~~~Hd#1 
I~f..f n~.; 1f9MI I"l.a! l"So~1 1~~~~~~/.d.dU 

CHELSEA LABS 2SMG N85532 002 1"1.8/ l"So~al 

~~~~~~~~~~{~ MAY 24, 1982 I"l.al l"So'Mr:.1 
SOMG N8SS33 002 lAD! Ij~~i:lM 

MAY 2S, 1982 a CHELSEA LABS 2SMG N8S232 002 
I~M Ip'Pf./ 1~~clM I ~f,.1j f>.d /.d.of.! a SOMG N8S233 001 

l~fi~/i.4.; Ij..4f,H @ SOMG N86087 001 
1M.! I~~MGI I~M.1~U.d,df../ @ SOMG N86S94 DOl 

1r1f.~1 ~.4.; I f..9MI @ 100MG N87002 001 
@ PBI 2SMG N87780 001 I~M Ip~f./ 1~~clM I~MM.1/.ddf../ 

MAR 29, 1982 I f.P~1 f..9.; /f.9MI 
@ SOMG N877S1 001 I~M l~dMrJI 

I f.~~'1:~1?f:~~~j MAR 29, 1982 
:>-'!.bL:>/~M 1~f.~fPMlpttf.~r1¢$1 1i,~clM I Nf,f,~.1 j.f.d.d f../ a PBI 2SMG N87827 001 
:> DLT :> I~Af 1M; 1f...4f,.4I APR 19, 1982 
:> DLT :>/~M 1~~clM INf,f,~~.1 /.d.df../ @ SOMG N877S2 001 
:> DLT :> 

I J~~~~i~7:~~1~ APR 19, 1982 
:> OLT >/~M 1~~clM AB PHARMAFAIR 25MG N8432S 001 
:> DLT > 

1r~~~~~~i~7~~1~ AB 50MG N84324 001 
> DLT :>/I!M 1i,~~clrJl :>-'!.bL>/~1 1~f.~fPMlpttf.~M¢~1 H!1clM 1~f,~f..~H.d.d'/J 
> -'!.bL> IMA:f /.df..:lf...1f,41 > --AQ.!L:> @ QUANTUM PHARMCS SOMG N8S152 002 
>_ ADD_> @ QUANTUM PHARMCS 10MG N88671 001 11.8/ Nfi~¢f.p'rjlf-Ar,~1 11.tr-lGI I~M~~M.d.df..1 
:>~> MAY 01, 1984 lAD! 1~~i:l~1 I~M~f...dld.df.J 
>~> @ 2SMG N88657 001 @ VANGARD LABS 2SMG N87638 001 
> --AQ.!L> JUN 15, 1984 @ SOMG N87610 001 
> -AlliL> a 50MG N88652 001 11.8/ l~jjt/~/pf.~f-~NI 11.tMGI 1~f,~M4/.d#1 
>~> MAY 08, 1984 /ABI l"Sotl.~ 1~f,~f,.d9/.d.df..1 
:>~> @ 100MG N88686 001 lAD! Ij~~-rjf I~f,~ ~4.1 /.d.d f../ 
:>~> MAY 01, 1984 @ HHITE TN PAULSN 25MG N83809 002 

I~M Nf.~¢f.~rjlf-f.r,~1 1~~clM INM 9.df, /.d.d f../ @ SOMG N83809 001 
I~f.f /.d .1.: I f..9MI @ 100MG N85347 001 

@ VANGARD LABS SOMG N87908 001 
MAY 07, 1982 

HYDROCHLOROTHIAZIDEi LISINOPRIL 

HYDRALAZINE HYDROCHLORIDE~HYDROCHLOROTHIAZIDE; RESERPINE TABLET; ORAL 
PRINZIDE 12.S 

TABLET; ORAL HS&D RES LABS 12.SMG;20MGal N19778 001 
'PP IttfD~ f.f-f.~j~t.: IttfD~p¢ttf-p~p:tttjf.;tjrj tI~! I~t~tp'pj~tl FEB 16, 1989 

I I l¢ttt.L$ !'/.Lf.~~1 1#~¢.;f..~~¢.;.d,:f..~¢1 INf,f,.1jj.ld.df../ PRXHZtDE 25 
@ CHELSEA LABS 2SMG;lSMG;0.lMG N8S771 001 AB MS&D RES LABS 2SMG;20MGJI N19778 002 

FEB 16, 1989 
ZESTORETXC 20/25 

AB IMPERIAL CHEM 2SMG;20MGJI N19888 002 
JUL 20, 1989 



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

HYDROCHLOROTHIAZIDE; METHYLDOPA 

TABLET; ORAL 
ME'llfI"LDOPA AHD HYDROCHLOROTlirAZIDE 

AB DANBURY PHARMA 15MG;250MGQ 

AB 25MG;250MGQ 

AB 30MG;500MGQ 

AB 50HG;500MGll 

AB LEDERLE LABS 15MG; 250~IGQ 

AB 25MG;250MGQ 

AB 30MG;500MGQ 

AB 50MG;500MGQ 

HYDROCHLOROTHIAZIDE; RESERPINE 

TABLET; ORAL 
I~.:~.: ;'~.61 

I~f'/ IH~;tft/~/N!l.L$tV /~.6MM.6.::i;t~M¢1 
@ HHITE TN PAULSN 50MG;0.125MG 
HYDROCHLOROTHIAZIDE H/ RESERPINE 

~~~{~~~~~r~~~~~~~~~ ~i~~!Jt1~~~i~ 
@ CHELSEA LABS 25MG;0.125MG 
@ 50MG;0.125MG 
@ PHARMAFAIR 50MG;0.125MG 

HYDROCHLOROTHIAZIDE; SPIRONOLACTONE 

lAM 
lAM 
laM 

TABLET; ORAL 
SPl:ROHOLACTOHE N/ HYDROCHLOROTlirAZIDE 

1~~t.L$t!'/.LA~$/ J.g~!1M~~cl~1 
@ CHELSEA LABS 25MG;25t1G 
N~;tl 1~~clM~~clM 

@ PBI 25MG;25HG 
NAtl¢A~DI .LAPM li~clM ~~cl@/ 

@ VANGARD LABS 25MG;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 

1~~~'JJM.6.6:i1 
N85338 001 

~~~~;~:~~:~~~~ 
1~~~~~:i/.6.6U 

N86330 002 
N86331 001 
N85420 001 

1~~~.6#I.6.6U 
N86026 001 
I~M~~:i/.6#1 

N87651 001 
I~M~~~/.6.6U 

N87655 001 

HYDROCHLOROTHIAZIDE; TRIAMTERENE 

CAPSULE; ORAL 
TRI:AMTEREHE AHD HYDROCHLOROTlirAZIDE 

lAM 1~~tA~/P~AF!M! 1~~clMMclM 

BX BOLAR PHARM 25MG;50MG 

N;tfM1:j.t1t1 I#M¢J~dM¢1 

TABLET; ORAL 
TRI:AMTEREHE AHD HYDROCHLOROTHl:AZIDE 

IADI IpA~/p~ARMl I~;~cl~l 

BX PAR PHARM 

>~> I~~I I~A~~/p~ARM¢~1 
>~> 
>-.!QJL> @ QUANTUM PHARMCS 
>-.!QJL> 

lAM Nj.fARj.~tl 

BX VITARINE 

HYDROCORTISONE 

CREAM; TOPICAL 
HYDROCORTl:SOHE 

50MG;?5MG 

1~.6M¢Jj~M¢1 

50MG;75MG 

1~~cl~J1~cl~1 

50MG;75MG 

AT NMC LABS 2.5~ 

AT TOPIDERM 1~ 

TABLET; ORAL 
HYDROCORTISONE 

>~> l~pI 1.~A~f!lM/p~ARM¢~1 
> ADD > @ QUANTUM PHARMCS 
----- ~~~~ IH~;tft/~/pA!lt~~1 

@ HHITE TN PAULSN 
@ 

HYDROCORTISONE ACETATE 

I#M¢I 
20MG 

~~~~~~ 
10MG 
20MG 

CREAM; TOPICAL 
HYDROCORT.[SOHE ACETATE 

AT PARKE DAVIS 1~ 

30 

/A6~)~11~i~:~~ 
N71845 001 

AUG 21, 1987 

/t~~~J~1~i~~~~ 

1~~~i1~~i~~~~ 
N72337 001 

MAY 11, 1988 

/tf~jaj11i~:~~ 
N71980 001 

FEB 01, 1988 

ID~~~~~1i~:1~ 
N71360 001 

DEC 08, 1987 

N89754 001 
FEB 01, 1989 

N89273 001 
FEB 17, 1989 

I~M~;tM.6.6:i1 
N80624 001 

~~~:~~~~~:~:~~~ 
N80344 001 
N80344 002 

N89914 001 
JAN 03, 1989 



RX DRUG PRODUCT LIST / CUMULATIVE SU PLEMENT NUMBER 12 / JAN'S9 - DEC'S9 31 

HYDROCORTISONE ACETATE; PRAMOXINE HYDROCHLORIDE HYDROXYZINE HYDROCHLORIDE 

I#ROMt.;/Rt¢tMI INJECTABLE; INJECTION 
IPRO¢NfOAr1/t-1¢1 HYDROXYZtHE HCL 

IRttp/JI¢ARNRj¢~1 /1.'/.';-J.1./ 1~~pf...4~/#f..1 IMI Ipt-lAR~AfAjRI It~~Ucl'l IN~~~M/.6.6f..1 

AEROSOL; TOPICAL IMI I t~clGJr.lbl It 7~~~1:~~~~M~ 
EP:t:FOAM It7~~~1:~~7~~~~ I~ti IRttp/tl¢ARNRj¢~1 n:J':i:JI IN~P.4~.1 /dMI 1M! I~.dt\~lclbl 

BX REED & CARNRICK 1%;1% N86457 001 Ift~Jj.4.;/f.9f,M 
HYDROCORT.ISOHE ACETATE V- AHO I'Rt>MOlCIHE HCL V- @ PHARMAFAIR 25MG/ML N88862 001 

IMI l¢opUflpMARr11 li:Jri:JI INf, 944.6 I ~.6 j./ FEB 14, 1986 
Ir-lM I U: /1..4f,f,/ @ 25MG/ML N89106 001 

BX COPLEY PHARM 1%;1% N89440 001 FEB 14, 1986 
MAY 17, 1988 @ 50MG/ML N89l07 001 

PROCTOFOAM HC FEB 14, 1986 
BX REED & CARNRICK 1%;1% N86195 001 

TABLET; ORAL 
HYDROl<'/'Zl:HE HCL 

HYDROCORTISONE SODIUM SUCCINATE >--.!!1L>/~M I.~AN:f0rV P~ARM¢~I 11AclrJI I t~f,f,~4.6/.0.6j,/ 
> DLT > iO¢t I #.: 1.i.4f,~ I 

INJECTABLE; INJECTION > DLT >16.M 1.t~clrJ/ /02~,g~7{~~~j A-HYDROCORT > OLT > 
AP ABBOTT LABS Eg 100MG BASE/vIAL~ N89577 001 > OLT >/~M 1~~clrJ/ INMt>t9/.O.6 j./ 

APR ll, 1989 > --.!!1L> lo¢tl#';lJ..4t,~1 
AP EQ 250MG BASE/VIAL~ N89578 00: > ADD_> @ QUANTUM PHARHCS 10MG N88540 001 

APR ll, 1989 >~> OCT 22, 1985 
AP EO. 500MG BASE/VIAL~ N89579 001 >~> @ 25MG N88551 001 

APR 11, 1989 >~> OCT 22, 1985 
AP Eg IGM BASE/vIAL~ N89580 001 >~> @ 50l1G N88529 001 

APR 11, 1989 >~> OCT 22, 1985 

HYDROFLUMETHIAZIDE HYDROXYZINE PAI10ATE 

TABLET; ORAL CAPSULE; ORAL 
HYDRO F LUMETl«AZl:D E HYDROXY'ZIHE PAMOATE 

I~M 1¢~t~#A/~A~~1 1~~clM I Nf,f,~ # /.6.6 f./ 16.M 1¢~t~~tAl~A~~J ItOd6t\s'HQb/ INM.itM.d.df.1 
1A0¢fj.~.;1f..9MI 10(.1/.6;'.:1f...4f,U 

@ CHELSEA LABS 50MG N88528 001 @ CHELSEA LABS EQ 100MG HCL N86728 001 
AUG 15, 1984 OCT 05, 1982 

HYDROXOCOBALAMIN IBUPROFEN 

INJECTABLE; INJECTION SUSPENSION; ORAL 
HYDROXOCOBA I.AMl:H CHILDREH"S ADVZL 

IM.I I(ypt-lor-ltp I l:LtlrJltlkl INM4tf.! ~.6i./ /6.M !~t-1jtt~Mt/~A~~1 1i.d.dtlG~clgil INf...9~"JH6~U 
@ LYPHOMED 1MG/ML N84921 001 l#pn.4.:/f..9MI 

BX HHITEHAlL LABS 100MG/5MUI N19833 002 
SEP 19, 1989 



IBUPROFEN 

SUSPENSION; ORAL 
PED:rA PROFEH 

IADI IM¢NtjtJ¢~~~~t~1 

BX MCNEI L CONSUMER 

TABLET; ORAL 
ZBUPROFEH 

IADI Id~~#I(J.rjM 

I-JI 
AB BOOTS USA 

AB 

GI 

I~~I 1¢t1tt.#l./tl-~M 

GI CHELSEA LABS 

RUFEH 
12~1 ~f$lfJt1I-~M~1 
1- I 
II!~I 

II!M 
lAD! 
II!~I 

AB BOOTS USA 
AB 

AB 

AB 

Cil 

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

IMIPRAMINE HYDROCHLORIDE 

TABLET; ORAL 
lMIPRAMINE HCL 

lillH~~~pl 1~~~71~17~~:~~ 110M 1¢~tt.M.MtArj# ~6I'1GI 

~2~~ SMG! 
100MG/5MlJI N19842 001 llaMaI 

SEP 19, 1989 GI CHELSEA LABS 10MG 
GI 25MG 
GI 50MG 

I~~I IfJrjU /1,~M~1 
II!~~H~I IMd~~MddjJ 

I )0~/f/t.;fj:4~~1 GI PBI 25MG 
I"MMrt.1 1)0~~~~17~~~~~ II!~I NI-~rt.I-~Jjltl-rj$1 It61'1~1 

400MG N70083 001 
FEB 22, 1985 II!~I It~MrJI 

600MG N70556 001 
JUN 14, 1985 I~~I 1~~clrJI 

800MG N71264 001 
JUL 25, 1986 GI VANGARD LABS 10MG 

11~~clrJI IDf~~M1'~:~:~~ GI 25MG 
300MG N71338 001 

DEC 01. 1986 Cil 50MG 

/46d1'1GI 1~f.M..4.1 /.6.djJ 
1~~~tl@1 IM.d#Hd.df.! 

1f7~~~ii~7:~~~~ > ADD > INDECAINIDE HYDROCHLORIDE 
1~~~MrJ/ 

'M~~~:~~i~7~~1~ > ADD > TABLET, EXTENDED RELEASE; ORAL 
Il!ddMrJI > ....8Q.!L.> DECABID 

Iftr,IM:/f.~MI > ....8Q.!L.> ELI LILLY EQ 50MG BASE .. 
l~ddclrJI IM~~~1l~ji:~~~~ > ADD > 

> ADD > EQ 75MG BASE .. 
l~clrJI 

I )0~~1~1%:~~~~ > ADD> 
> ....8Q.!L.> EQ 100MG BASE" 

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 ZHDOMrntAc:tH 
600MG N18197 002 II!M Nj.fA~j.~tI It~GI 

MAR 05, 1984 
II!M I~HrJI 

BX VITARINE 25MG 

BX 50MG 

32 

~~~~~~~~t~i~ 
N85875 001 
N85878 001 
N85877 001 

Iff~'1:~:~%~~~~ 
N87776 001 

FEB 10, 1982 
ItlM.d")Ud.djJ 

1~~Y/.d~;/f..~~H 
1~f,.1~f..~/d.df.1 

1f7~~~~ii7:~~ij 
IJI-tl/.d(t.: /f..~MI 

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 003 
DEC 29, 1989 

IJ0~~~J17~~~~~ 
IJ0~~a~1%~~~~ 

N71711 001 
JUL 05, 1988 

N71712 001 
JUL 05, 1988 



RX DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NUMBER lZ / JAN'89 - DEC'59 

INDOMETHACIN 

CAPSULE, EXTENDED RELEASE; ORAL 
:IHDOHETHAc:IH 

AB IN~lOOD LABS 75M~ 

I~§I /yjfARj~tl /i.~clrjf 

BX VITARINE 

;rOHEXOL 

INJECTABLE; INJECTION 
OMNIPAQUE 210 

STERLING DRUG 

/;tNJt~fh3U.;ljI'lJt~fj~~1 

IP~~~~~~~~7~~~~1 
/ PriN.IpAr.hlU ;{d.d I 

l$ftR~.IN¢/pR0~1 

IPM~~;tpAr1,JU~~.6I 
l$ftR~jN~/pRP~1 

75MG 

45.31:la 

I~f..:~'/.I 

1(, {:.1?1 

11~.:~'iJ 

SOLUTION; INJECTION, ORAL 
OMNIPAQUE 240 

STERLING DRUG 51.8% 

Or1NIPAQUE 300 
STERLING DRUG 64.7% 

OMNIPAQUE 350 
STERLING DRUG 75.S/. 

>~> IOTROLAN 

>~> INJECTABLE; INTRATHECAL 
>~> OSMOVIST 
>~.> BERLEX LABS EQ 190MG !OD!NE/Ml~ 
>~> 

>~> 
>~> 

EQ 240MG IODINE/Mln 

N72410 001 
MAR 15, 1989 

IJ6~;~~1%~~}j 
N71531 001 

JUL 2:l> 1987 

N18956 006 
JUN 30, 1989 

!1'lf.M~U6#1 
Ipt~/#.:fj..4~~1 

ID~~~~~~%~~~~ 
INf.M~(' /.6.6.4/ 

!pt¢/#.:/f..4~~1 

N18956 002 
DEC 26, 1985 

N18956 003 
DEC 26, 1985 

N18956 OOc. 
DEC 26, 1985 

1'119580 001 
DEC 07, 1989 

N19580 002 
DEC 07, 1989 

ISOETHARINE HYDROCHLORIDE 

SOLUTION; INHALATION 
J:50ETHAR'l:HE HCl 

lAtA! I~A~ftR/ 

If..HI 
Cil BAXTER 

01 

Cil 

ISONIAZID 

TABLET; ORAL 
:ISOtaAZ[D 

14~1 /~Ht~$tA/~A~~/ 
fILl 

@ CHELSEA LABS 
Cil 

!a~1 /~.Ift/~/pA0~$1'l1 
@ HHITE TN PAULSN 

KANAMYCIN SULFATE 

INJECTABLE; INJECTION 
KANAMYCIN SULFATE 

AP HARNER CHILCOTT 

KETOROLAC TROMETHAMINE 

INJECTABLE; INJECTION 
TORADOL 

SYNTEX LABS 

16:6§z! 

1~:~~lJ 

0.08% 

1.6.: f.(t"/./ 
0.14% 

0.25% 

/idoMS/ 
/j~~~~/ 

100MG 
300MG 

1!~~clM 
100MG 

EQ IGM BASE/3MLJIl 

15MG/MLn 

30MGIMlU 

33 

IN~MM/.d.6 f./ 
/JIXI?9.: 1f..4~>1 

INMf.M>l.d.df../ 
I AI)~l.dJ: 1f..4~~1 

N88144 001 
JUl 29, 1983 
I 1'l!>{3f.:t ~ I.d.d f./ 

IM~~/ #.: if.9MI 
N88145 001 

MAR 26, 1984 
N88146 001 

AUG 01, 1983 

!1'lf,M.4.d1.d.df./ 
IN~~.1~M.d.df.l 

N85790 001 
N85784 001 

IM.df1dl.d#1 
H801Z0 002 

N630n 001 
OCT 11, 1989 

Nl9698 001 
NOV 30, 1989 

N19698 002 
NOV 30, 1989 
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lACTULOSE 

SYRUP; ORAL 
DUPHALAC 

AA REID ROHELL 

SYRUP; ORAL, RECTAL 
LACTUL05E 

I~M IPt;tp/pOI-lUtl 
@ REID ROHELL 
I'ORTALAC 

AA REID ROHELL 

LEUCOVORIN CALCIUM 

INJECTABLE; INJECTION 
LEUCOVORIN CALCIUM 

LEDERLE LABS 

WELlCOVORZH 

10GM/1SMLn 

1!~.c.{cll!~cl11 
10GMl15ML 

10GM/15MLn 

EQ 350MG BASE/vIAl~ 

N72372 001 
MAR 22, 1989 

IN;f..1.~.6U6.dj'/ 
N17906 001 

N72374 001 
MAR 22, 1989 

N08107 005 
APR 05, 1989 

AP BURROUGHS HELLe EQ 50MG BASE/vIALn N89465 001 
JAN 23, 1989 

AP EQ lO0l1G BASE/VIAL:. N89834 001 
JAN 23, 1989 

EQ 25MG BASE/vIAL~ N89833 001 

lEUPROLIDE ACETATE 

INJECTABLE; INJECTION 
lUPRON DEPOT 

TAKEDA ABBOTT 7.StiG/vIAllll! 

IfANpIMRt~$1 f:j.:~Mr};Nj.A.L1 

lEVOBUNOlOl HYDROCHLORIDE 

SOLUTION/DROPS; OPHTHALMIC 
BETAGAN 

AlLERGAN PHARMS O.25%h 

I h' ~~ t tl iddMldCSdd tYtl:~ ~11jJ ut B9t1;tt1C~Q~ iYcli 

IfA~.LtN/r:JpA.L1 

It~~~~2%~J~1 /.6.:.6"J~M6.:.6.6.1~t1¢1 

JAN 23, 1989 

N19732 001 
JAN 26, 1989 
Nrj..~i)U#fJ 

N19814 001 
JUN 28, 1989 

1~;f.pp~.d/.6.d;f.f 

/ h' ~~ ttl ig~MtrJCSdd tYtl ~~ h tl11Ll.ta~t1ttlC'iQ~ lYcli 

If~~~~~~~~~~~;t;1 
~:6~~~i~~~j;t$/ 

IpAR~t/DA'i;t# 

~~~~~~~/~~AR~I 
LIDOCAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
L.:IDOeAI:HE HCL 

Id.:.6p~¢.;d.:d;f.~~¢1 

l6.:;f.7-M¢.;{J.:.6"J~¢1 

1~.:;f.~~M6.:.6~~¢1 

l6.:#t1¢.i.6.:.6p;t~r1¢f 

fail I;tNft/~t~j~/;f;1 f~zl 
@ INTL MEDTN SYS 4% 
XYLOCAI:HE 

AP ASTRA PHARM 1% 

INJECTABLE; SPINAL 
U:DOCA:rHE HCL AND DEXTROSE 7.S"/. 

AP ABBOTT LABS 5% 
-- l(iodcdtHt'HCL'W)'DEX1~o~f 

I~EI -7A~~~JJ7~A~~7--------7~&1 

SOLUTION; TOPICAL 
IlA~Y~Gd1~AC~EAl'AHEst~EstA'JttI IAtl -7Kl~PA~~7------------7~Z7~ 

@ KENDALL 4% 

i..J:DOCA:tHE HCl 
AT PACO RES 4%h 

lIOTRIX (T4; T3 ) 

TABLET; ORAL 
EUTHROID-0.5 

PARKE DAVIS 
EUTHROID-l 

PARKE DAVIS 
EUTHROID-2 

PARKE DAVIS 
EUTHROID-3 

PARKE DAVIS 
THYROLAR-0.25 

RORER PHARM 

0.03MG;O.0075MG 

0.06MG;0.015MG 

0.12MG;0.03MG 

O.18MG;0.045MG 

0.0125MG;O.0031MG 

34 

Itlj.f>p~ (J I # 7-1 

IN;f.PP~.61.6.d)f 

1~j.~~~.6I.6.6(.J 

1~;f.~MJ.1 ld.6P/ 

1~;f..1.1#fd#1 
Nl7702 002 

N16801 005 
JAN 19, 1988 

N83914 001 

1~f>M;f.('ld.6;f.f 

IJG~~~~1%~~~~ 
N87931 001 

JUN 10. 1983 

N89688 001 
JUN 30. 1989 

N16680 001 

N16680 002 

N16680 003 

N16680 004 

N16807 001 



lIOTRIX (T4; n ) 

TABLET; ORAL 
THYROLAR-O.5 

RORER PHARM 
THYROLAR-l 

RORER PHARM 
THYROLAR-2 

RORER PHARM 
THYROLAR-3 

RORER PHARM 
THYROLAR-5 
Ql RORER PHARM 

LISINOPRIL 

TABLET; ORAL 
PRJ:tav.tL 

AB MS&D RES LABS 

ZESTRXL 
AS IMPERIAL CHEN 

LITHIUM CARBONATE 

AS: 

CAPSULE; ORAL 
.!J:11ID..IM CAROOt-Urn;; 

PBI 

I,ORAZEPAM 

:> DLT :.> 

>_.Ql T >/MI 
> Dl T :.> 

> Dl~T·· >!~M 
> DLT )-

> DLT .>/M/ 
> .-!2.~:L. :.> 
> ADD > 
:.> ADD> 
> ..l,QQ....> 
:.>~> 

>. ADO > 
:.> ADO :.> 

TABLET; ORAL 
/ld'dkiJ 
-7~ANf0MltHARM¢$1 

@ QUANTUM PHARMCS 

@ 

@ 
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0.025MG;O.00625MG 

O. 05MG; O. 0125~lG 

0.lMG;O.025MG 

0.15MG;0.0375MG 

0.25MGiO.0625MG 

40MG 

40MG 

~..9.Qt:!~ 

J~~~r1rJ! 

j~~rJl 

licl~1 

O,5MG 

IMG 

211G 

N16807 005 

N16807 004 

N16807 002 

N16807 003 

N16807 006 

N19558 004 
OCT 25, 1988 

N19777 004 
MAY 19, 1988 

N72542 DOl 
FEB 01. 1989 

hl1.d,i#ld~t/ 
I A0~ /.d .4.: I ;f..9~~· / 

NNiMi.6oj./ 
! />.0~1.6.~:/,f..9~f,1 

/~fd~.di/.d.djJ 
IAlj~ld.9:1j..9~~l 

N70200 001 
AUG 09, 1985 

N70201 001 
tl.UG 09, 1935 

N70202 D()l 
AUG 09, 1985 

LORAZEPAM 

TABLET; ORAL 
LORAZEPAM 

>...mJ......>/~M I AtV:ttltRP:t~~1 1h..~1 

nclrJf 

l.tcl~1 

IM.6H.1l.d#./ 
1r1;"'~l.d.7.: tJ..~?>(J 

1t1.7.d.?iM.d#./ 
> DLT > 
> DlT >/~!iI 
> DLT > 

> DLT >/~!iI IM~~~:~;i~7~~~~ 
IMAR/.d.1.: n9~M > ..l!.1I...> 

>~> 

>~> 
>~> 
>~> 
>...AQQ...> 
>...AQ..!L> 

ax AM THERPTCS 

BX 

BX 

0.5MG 

IMG 

2MG 

N70727 001 
MAR 07, 1986 

N70728 001 
MAR 07, 1986 

N70729 001 
MAR 07, 1986 

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE, 
MONOBASIC; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATEj 
SODIUM PHOSPHATE, DIBASIC 

INJECTABLE; INJECTION 
ISOLYTE S PH 7.4 IN PLASTIC CONTAINER 

KENDALL MCGAW 30MG/I00ML;37MG/IOOMLiO.82MG/IOOML; 
370MG/I00ML;530MG/I00Ml; 
500MG/IOOML;12MG/IOOML~ N19696 001 

SEP 29, 1989 

MAGNESIUM CHLORIDE i POTASSIUI1 CHLORIDE; SODIUM ACETATE i 
;>ODIUM CHLORIDE; SODIUM GLUCONATE 

INJECTABLE; INJECTION 
X50I.:rn: 5 :m p~sT:tc roHTAl:HE~ 

~E KENDALL tlCGAH 30MG/IOOML ;37MG/IOOML ;370MG/lOOML. 
530MG/IOOML; 
50Of-1G/100MLn N19711 001 

SEt" 29, 1989 

ON' IRRIGATION 4'\~~1 , d~'" S/~~:t~tPi~~/;tNIP~k~f;t¢/¢1~~~~/j~ dt'l(;J1M¢/;i.o.drK; i#rl¢/)..d. "p I 
1~/A~~pftl~A~M 1~~~M¢Hd.d~~/;/ IrriMdUd.d7.1 

/~#tl¢lt.d.dl1)" / J0~/#: /;i.9MI 
PHYSIOSOL PH 7.4 IN PLASTIC CONTAINER 

ABBOTT LABS 30MG/I00ML;37MG/IOOML,222MG/IOOMl; 
526MG/IOOMl; 
502MG/IOOML N18406 002 

JUL 08, 1982 
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MALATHION MECLOFENAMATE SODIUM 

LOTION; TOPICAL CAPSULE; ORAL 
OVIDE MECLODIUM 

GENDERM 0.5% N18613 001 > ...Jl1L>/~xl /~~~1P~/~~~M¢~/ /t~/~~r.r)/~~#/ 

~~r~~~~~ AUG 02, 1982 > DLT > 

/~~~,~~~~~~~;:~~~/ 
> DLT >/tSxl / t.dfj..6.6r.r) /~~~tI >...Jl1L> 
>-AmL> ~ QUANTUM PHARMCS EQ 50MG BASE N71380 001 

N.:~t.1 1~0~7~~1'i~~~~ >-AmL> JUL 14, 1987 
>-AmL> ~ EQ 100MG BASE N71381 001 
>-AmL> JUL 14, 1987 

MECLOFEHAMATE SOD:nJM 
MANNITOL AB BARR LABS E~ 50MG BASE .. N72848 001 

MAR 20, 1989 
SOLUTION; IRRIGATION AB E~ 100MG BASE .. N72809 001 

/~7~i~a~~~7~¢¢~~1 MAR 20, 1989 
1~¢r.!;i.6.6r.tI 1~#.1.6('f.6#1 IA~I Nj:ff..Pt~tl /t~~cl~~A~U / M;i j;i.6l.6 M'/ 

~ KENDALL MCGAH 5GM/100ML N16704 002 

~~~~~~i~1i~~i~ laM It06dM~~a~tl 

MEBENDAZOLE BX VITARINE EQ 50MG BASE N71710 001 
JUN 15, 1988 

TABLET, CHEHABLE; ORAL BX EQ 100MG BASE N71684 001 
VERMOX JUN 15, 1988 
/;~~~~t~/~~~~r.~/ fj.p.dMr)/ /~;ii(tl,;i/.d.6;i/ 

JANSSEN RES 100NG N17481 001 
MEFENAMIC ACID 

MECLIZINE HYDROCHLORIDE CAPSULE; ORAL 
MEFENAMIC ACZD 

TABLET; ORAL I~M /#f~~t~fJ It~~clrj/ IMi;ij~/~~;i/ 
MECl..lZIHE HCL / ~~~n;i.: 1f..4M/ 

AA CORD LABS 12.5MGJI N84843 002 BX VITARINE 250MG N72179 001 
MAY 22, 1989 APR 21, 1988 

AA 25MGI:f N84092 003 
MAY 22, 1989 

I~M N~~¢~~~/fj.~~/ /t~~~clrjj /NMM.7/.6.dJ./ MEFLOQUINE HYDROCHLORIDE 

lAM /~~cl~1 
/ A~p./1-.6.; /j.j6U 

/)~~%~~~f:~~~~ TABLET; ORAL 
LARIAM 

a VANGARD LABS 12.5MG N878?? 001 ROCHE 250MGn N19591 001 
APR 20, 1982 MAY 02, 1989 

~ 25MG N8?620 001 MEFLOQUINE HCL 
JAN 04, 1982 iil HALTER REED 250MGn N19578 001 

MAY 02, 1989 
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MEPERIDINE HYDROCHLORIDE MESNA 

INJECTABLE; INJECTION INJECTABLE; INJECTION 
MEPERXDJ:HE HCL MESNEX 

AP ASTRA PHARM 25MG/MLA N89781 001 /~~t~fr)':'/~~t~~/ 1t.6 ~rJ.¢;r.f-I /~'~7j:17i~:~~ MAR 31, 1989 
AP 50MG/MLn N89782 001 

MAR 31, 1989 
AP 50MG/MLA N89783 001 METAPROTERENOL SULFATE 

MAR 31, 1989 
AP 50MG/MLA N89784 001 SOLUTION; INHALATION 

MAR 31, 1989 jrJEi:'odsE/ 
AP 75MG/MLA N89785 001 /~~/ -76~j7~~~/ /tA/ 

/ A~~~1~:~7i~~J~ MAR 31, 1989 
AP 100MG/MLA N89786 001 /oEi:'':'dtE/ 

MAR 31, 1989 /~~/ -76~f7~~~/ /6:4# 

/A~~~~~~~~~~~~ AP 100MG/MLA N89787 001 
MAR 31, 1989 /~~/ /6:1.~/ 

AP 100MG/MLA N89788 001 /A~~~i~i~7~:1~ MAR 31, 1989 N.:f.f.t./ 

/.6.:~t./ / A~~~1~:~~7:~~1~ 
MEPROBAMATE / AI)¢/.d~.; 1t.~~M 

METAPROTEREHOL SULFATE 
TABLET; ORAL AN DEY LABS 0.4% N71786 001 

MEPROBAMATE AUG 05, 1988 

I~~I /~~~~~{~,~~t~~~~ ~~:~~~ /~~M~~/.d.dU AN 0.6% N70804 001 
It~~~n.~/.d.djJ AUG 17, 1987 

CiI CHELSEA LABS 600MG N85719 001 AN 5% N70805 001 
I~M /,:.tpt~':'U':'A~~1 1~~~clM 1~~~~.~Yd.djJ AUG 17, 1987 

CiI LEDERLE LABS 400MG N86299 001 0.33% N71806 001 
CiI PHARMAFAIR 400MG N84153 001 AUG 05, 1988 

> DLT >/1.1../ I.~A~jI)Mti~A~rJ.¢~/ 1~6dMr1./ l~jPd~/.d#1 0.5% N71805 001 
> DLT >/"AM /~~~tl~1 l~jPt# /.6.6j,/ AUG 05, 1988 
>~> CiI QUANTUM PHARMCS 200MG N15426 002 
> ADD > CiI 400MG N15426 001 
-lAM I,#~¢A~P/J..A~~/ /~~~tlM 

/ )~t'1~]7i:~~~~ METHIXENE HYDROCHLORIDE 

CiI VANGARD LABS 400MG N880n 001 TABLET; ORAL 
JUL 14, 1982 TREST 

/1.1./ /~tft/~/tiAI)':'~~1 /1.ddMG/ 1~~~~f,.d/.6MI /~/pr)~#:lI':'A~# ItrJ.M /~j.f,4#l.d.6jJ 
I~M I~~~~/ /~~f,44Hd.dj./ CiI SANDOZ PHARMS IMG N13420 001 

CiI WHITE TN PAULSN 200MG N83830 001 
CiI 400MG N83442 001 

METHOCARBAMOL 

MESNA TABLET; ORAL 
METHOCARBAMOL 

INJECTABLE; INJECTION 1~/~r)r)f#~~A~rJ.# /~.6.6rJ.¢/ /~~Mf,j.f.6M/ 
MESNEX /~/ /.1~.dr1¢1 I~M4.1j.l.d.6j.1 

ASTA PHARMA 100MG/ML N19884 001 CiI PHARMAFAIR 500MG N84231 002 
DEC 30, 1988 CiI 750MG N84471 001 



METHOTREXATE SODIUM 

INJECTABLE; INJECTION 
MrniOTREXATE SOD:n.t1 

IMI l.LjJJ~~MtpI 

1M} 
IMI 

CiI LYPHOMED 

CiI 

CiI 

MEXATE-A~ 

I~!I 1~~j~f~~/~A~j~1 

AP BRISTOL MYERS 

MEXATE-AQ PRESERVED 
AP BRISTOL MYERS 

METHYCLOTHIAZIDE 

TABLET; ORAL 
MEnf'I'CLOnaAZI:DE 

I~DI /~~t.L$tA/.LA~~1 

CiI CHELSEA LABS 

METHYLDOPA 

TABLET; ORAL 
MEnf'I'LDOPA 

AB SUPERPHARM 

AB 
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It~6~~~a~t~t~(1 

It~~~M~~Da~t)~ta" 

Itd'!66~G'dASt)~t~(1 

EQ 20MG BASE/vIAL 

EQ 50MG BASE/vIAL 

EQ 100MG BASE/vIAL 

It~~MG'D~~t)~'1 

E~ 25MG BASE/ML 

E~ 25MG BASE/M~ 

Ig;!IM~1 

2.5MG 

250MGII 

500MGJI 

~'Ilr~ N88935 001 
OCT 11, 1985 

N88936 001 
OCT 11, 1985 

N88937 001 
OCT 11, 1985 

If~~1~~1%~~~~ 
N88760 001 

FEB 14, 1985 

N89887 001 
APR 14, 1989 

1$'~'~~~1~:~~~~ 
N88750 001 

SEP 06, 1984 

N70669 001 
JUN 23, 1989 

N70670 001 
JUN 23, 1989 

METHYLPREDNISOLONE 

TABLET; ORAL 
MEnf'I'LPREDHISO~HE 

AB CHELSEA LABS 

I~JiI 

I~JiI 

CiI 

4MG 

1(.fS.¢1 
If.p~¢1 

16MG 

METHYLPREDNISOLONE; NEOMYCIN SULFATE 

NS6161 001 
FEB 09, 1982 

1f,~~i1i~}:!~~~ 
Ift~/.6.4.; fj.~M'/ 

N86159 001 
FEB 09, 1982 

> DLT > 
> DLT > 
> DLT > 
> ADD > 

1~7~~~j~~~~~~~A~j~1 
/.6.:f.t..ft~lJ.:~~¢/~A$tl¢rV l~p~p,~1 ~.6f.1 

CiI UPJOHN O.l%;EQ 3.5HG BASE/GM N60645 001 

METHYLPREDNISOLONE ACETATE 

It~A~~~~~'~fA.LI 
10Ji)~~~1 1,~~¢tf5~fl 

CiI UP JOHN 40MG/BOT 

METHYLTESTOSTERONE 

TABLET; BUCCAL 
ANDROID 5 
1~~~~/Ji~A~M I~~¢I 

ICN PHARMS 5MG 

TABLET; ORAL 
AHDRCXI:D 10 

IADI 1~~~I$1lJi~A~~1 Ii.d~~ 
AB ICN PHARMS 10MG 

AHDRCXI:D 25 
laDI 1~~~i'li11Ji~A~rV If~MGI 

AB ICN PHARMS ~ 

>~> METIPRANOLOL HYDROCHLOIDE 

> ADD > SOLUTION/DROPS; OPHTHALMIC 
> ADD > METIPRANOLOL HCL 
> ADD > BAUSCH & LOMB 0.3%)1 
> ADD > 

1~f.~f.~U.6.6f.1 
NlS102 001 

1~~jl.#/.6~f./ 
N87222 001 

I~M'~~/~.6f.1 
N86450 001 

I~Mf.ft.1I#f.1 
NS7147 001 

N19907 001 
DEC 29, 1989 
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HETOCLOPRAMIDE HYDROCHLORIDE 

INJECTABLE; INJECTION 
METOCLOPRAHXDE HCL 

AP ABBOTT LABS 

~ 

AP BULL LABS 

AP DUPONT CRI CARE 

TABLET; ORAL 
> DlT :> ItLdp~AI 
> DLT >/~§I -7~~~fYMlfMARM~~1 
> DLT > 
> DLT :>/~M 
>~> 
>~> 

>~> 

~ QUANTUM PHARMCS 

>~> @ 

> ADD > 
>DL:T > leLdp~AJIY£LLOW-11 
> 0 L T > I ~M 7~~~Nt17PM~Ri1¢~1 
>~> 
>~> 

>~> 

>~> 

AS 

@ QUANTUM PHARMCS 

METOCLOPRAHXDE ~CL 
INVAMED 

IA~I IMAPtt~/PMAPMI 

~ MARTEC PHARM 

METOPROLOL FUMARATE 

EQ 10MG BASE/2MLn 

EQ 10MG BASE/2HLn 

EQ 10MG BASE/2MLn 

EQ 10l1G BASE/2HLn 

I t~L~clIt:~~~t! 

It011clG'B~~tl 

EQ 5MG BASE 

EQ lONG BASE 

I ttLl11cl~..Jt4sU 
EQ 10MG BASE 

EQ 5MG BASEn 

I t~Ll~cl~~~~~t1 
EQ lONG BASE 

>~> 
>~> 

>~> 

>~> 

>~> 

>~> 
>~> 

>~> 

>~> 

>~> 

TABLET, EXTENDED RELEASE; ORAL 
LOPRESSOR 

GEIGY PHARMS EQ 100MG TARTRATEIl1 

EQ 200MG TARTRATE~ 

EQ 300MG TARTRATEI:!l 

EQ (,DONG TARTRATEJlI 

N70505 001 
JUN 23, 1989 

N70506 001 
JUN 22, 1989 

N71990 001 
JAN 18, 1989 

N71291 001 
MAR 03, 1989 

/llji~Ml6,djJ 
/J0tVO~.:Jj..9~M 

IN.1.#94/d.dU 
/ )0~/l9.: I ;(9~~ I 

N72384 001 
JUN 02, 1988 

N70294 001 
JUL 29, 1985 

N1.6~~Ud.df./ 
!rXt I #.:Jj..9~~/ 

N70632 001 
OCT 28, 1985 

N72436 001 
JUN 22, 1989 
INi.O~.9M.d.df../ 

/Ft~/#.;Jj..9f,.j / 
N70598 001 

FEB 02, 1987 

N19786 001 
DEC 27, 1989 

N19786 002 
DEC 27,1989 

N19786 003 
DEC 27, 1989 

N19786 004 
DEC 27, 1989 

NETOPROLOL TARTRATE 

TABLET; ORAL 
LOPRE550R 

AS GEIGY PHARMS 
AB 

METOPROLOL TARTRATE 
AS HENRY SCHEIN 

AS 

METRIZA.MIDE 

INJECTABLE; INJECTION 
AMIPAQUE 

50MG 
100MG 

50MGJ:I 
DEC 21, 1993 

100MGJ:I 
DEC 21, 1993 

/~tt~~.tN¢/ppp¢/ n.:~¢MN.t(;'~1 

@ STERLING DRUG 2.5GWVIAL 

MICONAZOlE NITRATE 

TAMPON; VAGINAL 
MONISTAT 5 

RH JOHNSON 100~ 

MINOXIDIL 

TABLET; ORAL 
MINODYl 

>~>/~~/ /~ANtPM/PMA~~~/ 
> DLT > 
> DLT >/~~/ 
>~> 

>~> 
>~> 

@ QUANTUM PHARMCS 

>~> @ 

>~> 

MOMETASONE FUROATE 

LOTION; TOPICAL 
ELOCON 

SCHERING 

n.:~M¢/ 

n.dM¢/ 

2.5MG 

10MG 

O.l%)a 

39 

N17963 001 
N17963 002 

N71690 001 
FEB 08, 1989 

N71691 001 
FEB 08, 1989 

/Nf.f9f,U,d.d~1 
I~t~ If.f-.: n.9f,f,1 

N17982 003 
SEP 12, 1983 

N18592 001 
OCT 27, 1989 

/~.1fJ.~H6.6fJ 

/ J%~Ui0:~~1~ 
/Mfip/;f..9.:/).9MI 

N72153 001 
JUL 13, 1988 

N71534 001 
MAR 19, 1987 

N19796 001 
MAR 30, 1989 
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MORPHINE SULFATE NALOXONE HYDROCHLORIDE 

TABLET. EXTENDED RELEASE; ORAL INJECTABLE; INJECTION 
MS CONTIN NALOXOHE HCL 

PURDUE FRDRK 15MGn N19516 003 AP ASTRA PHARM 0.02MG/MLn N72081 001 
SEP 12, 1989 APR 11. 1989 

AP 0.02MG/MLn N72082 001 
APR 11, 1989 

NAFCILLIN SODIUM AP 0.02MG/MLn N72083 001 
APR 11. 1989 

INJECTABLE; INJECTION AP 0.02MG/MLn N72084 001 
NALLPEN IN PLASTIC CONTAINER APR 11. 1989 

BAXTER EQ 20MG BASE/MLn N50655 001 AP 0.02MG/MLn N72085 001 
OCT 31, 1989 APR 11, 1989 

EQ 40MG BASE/MLn N50655 002 AP 0.4MG/MLn N72086 001 
OCT 31, 1989 APR ll, 1989 

AP 0.4MG/MLn N72087 001 
APR 11, 1989 

NALBUPHINE HYDROCHLORIDE AP 0.4MG/MLn N72088 001 
APR 11, 1989 

INJECTABLE; INJECTION AP 0.4MG/MLn N72089 001 
HALBUPHIHE HCL APR 11, 1989 

AP ABBOTT LABS 10MG/MU, N70914 001 AP 0.4MG/MLn N72090 001 
FEB 03, 1989 APR 11, 1989 

AP 10MG/MLJI N70915 001 AP IMG/MLn N72091 001 
FEB 03, 1989 APR 11, 1989 

AP 20MG/MUI( N70916 001 AP IMG/MLn N72092 001 
FEB 03. 1989 APR 11, 1989 

AP 20MG/MLr4 N70917 001 AP IMG/MLn N72093 001 
FEB 03, 1989 APR 11, 1989 

AP 20MG/MLali N70918 001 >.-illL>IMI /f.tVt./r'ltDftV~jM I d : 4cl~Jr.l!d' t4tHMf..1I.6.6t/ 
FEB 03, 1989 > DLT > I rH/.6~.:I;f..~~~1 

AP ASTRA PHARM 1 OMG/MLlII N72070 001 > DLT >IMl I!tl~lclbl IA~~;~~~%~~~~ APR 10, 1989 >.-illL> 
AP 10MG/MUI N72071 001 >-AQL> @ INTL MEDTN SYS 0.4MG/ML N70417 001 

APR 10, 1989 > ADD> NOV 06, 1985 
AP 10MG/MUli N72072 001 >~> @ IMG/ML N72115 001 

APR 10, 1989 >-AQL> APR 27, 1988 
AP 20MG/MLr4 N72073 001 

APR 10, 1989 
AP 20MG/MLJlI N72074 001 NAPHAZOlINE HYDROCHLORIDE 

APR 10, 1989 
AP 20MG/MUI N72075 001 SOLUTION/DROPS; OPHTHALMIC 

APR 10, 1989 MURO"S OPCOH 

latl IM0~M~~A~IV I~V 1~f>j~#/~.dt/ 
IOPCOH 

AT BAUSCH & LOMB 0.1% N87506 001 



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

NEOMYCIN SULFATE 

TABLET; ORAL 
I~EOMYCJ:H SULFATE 

I~M -8~j:f3M 
;~ SQUIBB 

NIAC:rn 

TAHLET; ORAL 
liXACJ:H 

/~~/ -/~~t~$tA/~A~$1 
;~ CHE LSEA LABS 

NIFEIHPINE 

CAPSULE; ORAL 
jH:IFEDXPXHE 

AB CHASE LABS 

AB PURE PAC PHARM 

AS 

PROCARD:IA 
AS PFIZER 
AB 

lAB! 
!p'?1! 

Ipfj:tt~/~!.~$1 

It~~~.6cl~~~~tI 1~6.6$~~1.6.djJ 
EQ 350MG SASE N60365 001 

I ~.6~clM 1~~t>f..1'1-1.6.6 jJ 
500MG N85172 001 

10MGIe N72409 001 
JUL 04, 1990 JUL 10, 1989 

10MGIe N72579 001 

20MGIe 

lO~fG 

20MG 

/1.6MSI 
n~~~1 

APR 28, 1989 
N72556 001 

APR 28, 1989 

N18482 001 
N18482 002 

JUL 24, 1986 

~~i:~~~l~i~ 
1 J0U t:+.: 1 t.4~61 

TABLET, EXTENDED RELEASE; ORAL 
PROCARDIA XL 

PFIZER 30MGIe 

NITROFURANTOIN 

IA~ IAJ 

TABLET; ORAL 
HrTROFURAHTODf 

1¢~tt$tUtfl.~M 

Cil CHELSEA LABS 
Q) 

60MGJC 

90MGIe 

1~6MM 
li~~tfM 

50MG 
100MG 

t DELllYED EFFECTIVE DATE PENDING COURT DECISION 

Nl9684 001 
SEP 06, 1989 

Nl9684 002 
SEP 06, 1989 

Nl9684 003 
SEP 06, 1989 

/~~~.H11.6.6jJ 
IN~~.1.4~ /.6.6 ~I 

N85797 001 
N85796 001 

NITROFURANTOIN 

TAB.LET; ORAL 
MITROFURAHTOZH 

>...J}J;L>/AB/ 
>-.!!!:L>/~§! 
>...AQ.!L> 

Ia0A~1YM/~~A~M¢$/ 

~ QUANTUM PHARMCS 
@ 

1~6MS/ 
!Io~~/ 

50MG 
100MG > ...AQ.!L> 

NITROFURANTOIN, MACROCRYSTALLINE 

CAPSULE; ORAL 
NITROFURANTOIN MACROCRYSTALLINE 

> -'21L> I~'!.I /~~.LARIP~APM/ /~.6M¢/ 
> OLT > 
> OLT > /~'!./ n.6.6M¢/ 
>-'21L> 
> ...AQ.!L> 
>~> 

> -AQIL> 
> -AQIL> 

>~> 

>~> 
>...AQ.!L> 
> ...AQ!L> 
>...AQ.!L> 
>...AQ.!L> 
> ADD > 
>~> 

> ...AQ.!L> 

;;1 BOLAR PHARM 50MG 

;;1 lOOMG 

NITROGLYCERIN 

INJECTABLE; INJECTION 
NITROGLYCERIN 100NG IN DEXTROSE 5% 

BAXTER 40MG/I00MLn 

NITROGLYCERIN 25MG IN DEXTROSE 5% 
BAXTER ImfG/lOOMDI 

NITROGLYCERIN 50NG IN DEXTROSE 5% 
BAXTER 20MG/I00MDlI 

'~7~~~i~~~~~j~~.L1 

OINTMENT; TRANSDERMAL 
NITROGLYCERIN 

ALTANA 

1#/ 

2% 

41 

INM6.6H6#/ 
/N~M6f,1 ~.6U 

N80003 001 
N80003 002 

/J~~~~1~~~~1~ 
/J~~n:t.:n.4M/ 

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 

I~Mf,~~/.6.6jJ 
1 )~.L1.6~.:n.''/~M 

N87355 001 
JUL 08, 1988 
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!:!Y2.~ 

POWDER; ORAL 
BARSTATJ:H 100 

AA BAR LAN PHARMA 

T~IBLET; ORAL 
HYSTATJ:H 

>...JJ!L>/I.AI 
>-1!.bL> 
>-..AQ!L> 
>-..AQ!L> 

1.~A~fBM/~~~M¢~/ 

a QUANTUM PHARMCS 

TABLET; VAGINAL 
HYSTAT.IH' 

/Atl /¢~tt~tA/tA~~/ 
a CHElSEA LABS 

>...JJ!L>/Atl I~A~fYM/~A~M¢~/ 
>...JJ!L> 
>-..AQ!L> 
>-..AQ!L> 

a QUANTUM PHARMCS 

OMEPRAZOLE. 

100% 

/~~~~ddd'u~~/ 

500.000 UNITS 

/i,~~~M~":~Htt~/ 
100,000 UNITS 
/id~~~6 'UHtttl 

100,000 UNITS 

CAPSULE. DELAYED REL PELLETS; ORAL 
LOSEC 

MS&D RES LABS 20M~ 

OXACILLIN SODIUM 

INJECTABLE; INJECTION 
BACTOCILL IN PLASTIC CONTAINER 

BAXTER EQ 20MG BASE/MLn 

EQ 40MG BASE/MLn 

1000CILL:l:H SODXU1 
AP ELKINS SINN EQ 250MG BASE/vIALn 

AP EQ 500MG BASE/vIALn 

AP EQ 1GM BASE/vIALn 

AP EQ 2GM BASE/VIALn 

AP EQ 4GM BASE/VIALn 

AP EQ 10GM BASE/vIALn 

N62489 001 
APR 27, 1988 

N~~~~~7~~~~~~ 
N62525 001 

OCT 29, 1984 

/~(,tJ..1('/.d.df../ 
N62176 001 

/~(,~~.6~/~.6f../ 
/ APR 1.6-;.: /J..9~M 

N62509 001 
APR 03, 1984 

N19810 001 
SEP 14, 1989 

N50640 001 
OCT 26, 1989 

N50640 002 
OCT 26. 1989 

N62711 001 
FEB 03, 1989 

N62711 002 
FEB 03, 1989 

N62711 003 
FEB 03, 1989 

N62711 004 
FEB 03, 1989 

N62711 005 
FEB 03, 1989 

N62711 006 
FEB 03, 1989 

OXANDROLONE 

/f~~~~t;~~RM/ 
/#ARf-t/ 

d SEARLE 

OXAZEPAM 

CAPSULE; ORAL 
ZAXOPAM 

>~>/~~/ /~A~fYM/~~ARM¢~/ 
> DLT > 
> DLT >/~~/ 
> DLT > 
> DLT >/~XI 
>~> 
> --AQ!L> 
>--AQ!L> 
>--AQ!L> 
>~> 

>-AQ!L> 
>~> 

~ QUANTUM PHARMCS 

~ 

a 

OXYBUTYNIN CHLORIDE 

TABLET; ORAL 
Ol<YeurYtaH CHLORl:DE 

!j..:f,M¢/ 
2.5MG 

/J..6M¢/ 
/f.f.M¢/ 

/J.6M¢/ 
10MG 

15MG 

30MG 

AB BOLAR PHARM 5M~ 

> DlT >/~§/ /~A~fYM/~~A~M¢~/ /~cl~ 
>.Jl1L> 
>-..AQ!L> a QUANTUM PHARMCS 5MG 
>-..AQ!L> 

OXYTOCIN 

INJECTABLE; INJECTION 

/P7~~~a§~~~~~~'~/~jf~/7~~B§~)B~~}~~~~Mt/ 
/~/~~~/~~jf~!j.~~MJ./ 

OJ ABBOTT LABS 1 USP UNIT /lOOML 

a 2 USP UNITS/100Ml 

42 

/~j.J.1j.M~.dt/ 
N13718 001 

~~j~W~J 
/MAR/.6f..:/f.~~M 

N70650 001 
MAR 01, 1988 

N70640 001 
MAR 01, 1988 

N70641 001 
MAR 01, 1988 

N72485 001 
APR 19, 1989 

/~~~~~~~~~:~~~~ 
N72296 001 

DEC 08, 1988 

/M~~~~~i~~~~i~ 
/MAR/l9.:/f..9~~/ 

N19185 004 
MAR 29, 1985 

N19185 003 
MAR 29. 1985 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 I JAN'S9 - DEC"89 

OXYTOCIN 

INJECTABLE; INJECTION 
/~X.f1~¢.tN/~.6/0jpNt-l;if~/tN/Dt;{~~f,U~7J 

/ #~p),f/f-f..~~1 I ~N~~Nri;t.t~/,t.d.dM.l1 
2! ABBOTT LAbS 2 USP UNITS/lOOI'IL 

Ip~jf~¢.t~/~/0$pI0~ttjltN/ptx~6~t/~t.1 
I A~~rJfj /f-A~'f>1 nN'!>N0t-lj.j tJ..6.6MU 

@ ABBOTT LABS 1 USP UNIT /lOOMl 

PANCURONIUM BROMIDE 

AP 

AP 

INJECTABLE; INJECTION 
PAHCUROtmJM BROMl:DE 

ABBOTT LABS 

PARAMETHADIONE 

l,!>pf-0:t;lp~;'/pRAf-1 
IpARAp;lp~U 
1A~~pffhA~~1 

@ ABBOTT LABS 

PENBUTOLOL SULFATE 

TABLET; ORAL 
LEVATOL 
It.j.f-(I/ 

REED & CARNRICK 

PENICILLIN G BENZATHINE 

IMGIMLn 

2MG/MLn 

I>'d.d~~!rlf-I 
300MG/ML 

I;(drl¢/ 
10MG 

/,!>0,!>pt~$;lp~.;'fPRAL/ 

1J3;~}~~~~ftR$:t If-A~$I /~.d.d.;.d.d.d/~j.:f~8rlf-l 
@ WYETH AYERST LABS 300,000 UNITS/SML 

1t{f.9~6~ld#1 
IMA~n.~.:tJ..9~~1 

N19185 002 
MAR 29, 1985 

1~f..9j.~~l.d.dJ./ 
1tV..Rn.9.;jj..96~1 

N19185 001 
MAR 29, 1985 

N72320 001 
JAN 19, 1989 

N72321 001 
JAN 19, 1989 

/~.d~Mol.d#1 
N06800 002 

/~;f.M.1~ /.0.0 f./ 
/pt~/{0;1f..9MI 

N18976 001 
DEC 30, 1987 

/~~.df.f-Ud#1 
NS0126 002 

PENICILLIN V POTASSIUM 

POWDER FOR RECONSTITUTION; ORAL 
PEMICIlLXH V~TASSZUM 

AA CLONMEl CHEMS EQ 125MG BASE/5ML~ 

ft.A EQ 250~1G BASEl5Ml~ 

PENTAMIDINE ISETHIONATE 

PO~DER FOR RECONSTITUTION; INHALATION 
NEBUPENT 

LYPHOMED 300MGIVIALn 

PENTOBARBITAL SODIUM 

CAPSULE; ORAL 
PEHTOBARBrrAl SODIlJ'I 

/aa/ /HH;lftl1N/PA~f-'!>~/ /i~~cl~/ 
@ WHITE TN PAULSN 100MG 
SODD.t1 PEHTOMRBrrAL 

>~>/aa/ I~A~f0rllpHARrl~$1 /i~~cl~/ 
>~> @ QUANTUM PHARMCS 100MG 

PERMETHRIN 

CREAM; TOPICAL 
ELIMITE 

BURROUGHS WELLC 

PHENDIMETRAZINE TARTRATE 

5%n 

TABLET; ORAL 
/Dt~M~tR£X/ 

/aa/ -7PRJYAt~/t~f-1N$/ /j~cl~/ 
@ PRIVATE FMLTNS 35MG 
FHEHDXMETRAZrHE TARTRATE 

IAA/ /~Htt$tAlf-A~$1 13~MGI 
/AA! /~~MG/ 
IAA/ /!~HG/ 
IA~I /~~~~I 

@ CHELSEA LABS 35MG 
@ 35MG 
@ 35MG 
@ 35MG 

43 

1'162981 001 
FEB 10, 1989 

Nb2981 002 
fEB 10, 1989 

N19887 001 
JUN 15, 1989 

/~~~~~~/.d.df./ 
N83338 001 

/~~~~~M.d.d;f./ 
N83368 001 

N19855 001 
AUG 25. 1989 

/~~~~ ~M.o.df./ 
N85698 001 

~~;~~~~~~~~~ 
/~~~.1N/.d.of./ 

N85767 001 
N85768 001 
N85770 001 
N85773 001 
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PHENDIMETRAZINE TARTRATE 

TABLET; ORAL 
PHEHDIMETRAZZHE TARTRATE 

/~/ 1~~j1Aft/fMt~1 /j~H~/ 
~ PRIVATE FMLTNS 35MG 

PHENTERMINE HYDROCHLORIDE 

CAPSULE; ORAL 
PHEtn'ERMIHE HCL 

/aA! /¢~tt~tA/tfi~$1 

~ CHELSEA LABS 

TABLET; ORAL 
PHEtn'ERMIHE HCL 

/aA! /¢~tt$tA/tfi~~7 
Gl CHELSEA LABS 

PHENTERMINE RESIN COMPLEX 

/~~/ 

30MG 

/~H~/ 
8MG 

CAPSULE, EXTENDED RELEASE; ORAL 
ml'W1:IH-30 

> DLT >jMJ/ J~~~f..Jtl l.tg/~~IBA'F./ 
>..A!l!L> PENNWALT PHARM EQ 30MG BASE 
> DL T > /JWttlftBcli~t 'IftsiH~ 
> OLT >jA!1l 7~~I'lM17P;:JARM¢~I- /t~ '$6MG 'BAst! 
>.Jll,L> 
>....!illL> 
>....!illL> 

~ QUANTUM PHARMCS 

PHENYL AMINQSALICYLATE 

jP~~~~~~~~~'~~a~~?j~j 
. iil PURDUE FROM 

/fA~tt'ff/~~Atj 

/P~~tl~~~~'~~a~~?j~/ 
iil PURDUE FRDM 

EQ 30MG BASE 

/~.6t./ 
50X 

/~.6.6M¢/ 
500MG 

/~~pj..4.4/.6.6"f./ 
N85199 001 

/M~~'~~1%~:~~ 
N86740 001 

MAR 21, 1985 

/~~pfJ.4 /.6.6 j./ 
N85739 001 

/~#~t'lfJp~1 
NUllLJlOZ 

/t1Mj.#/ ~.6j./ 
It tM.6 (t.: /j..4~M 

N89120 001 
FEB 04, 1988 

/t1j.j.p.4p/.6.dj,/ 
N1l695 002 

/~j.j.p.4p/.d.6~/ 
N1l695 003 

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE HYDROCHLORIDE 

SYRUP; ORAL 
FtiEHERGAH YC 

AA HYETH AYERST LABS 5MG(5ML;6.25MG/5ML N08604 003 
APR 02, 1984 

PHENYLEPHRINE HYDROCHLORIDE; PYRILAMINE MALEATE 

SOLUTION/DROPS; OPHTHALMIC 
PREFRIN-A 

ALLERGAN PHARMS 0.12%;0.1% 

PHENYTOIN SODIUM, PROMPT 

CAPSULE; ORAL 
PHENYTOIN SODIUM 

/~/~~~f~/~~A~M~/ 
Gl PHARMAFAIR 

jj.MM¢/ 
lOOMG 

N07953 001 

/t1~p(t~t>/.6.6j./ 
N85435 001 

> ADD > PINACIDIL 

> ADD > 
>...!Q!L> 
> ADD > 
>...!Q!L> 
>...!Q!L> 
>...!Q!L> 

CAPSULE, EXTENDED RELEASE; ORAL 
PINDAC 

ELI LILLY 12.5MGa 

25MGa 

N19456 001 
DEC 28, 1989 

N19456 002 
DEC 28, 1989 

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

POWDER FOR RECONSTITUTION; ORAL 

/¢~~~~J~~tt/tA~$/ 
~~~~~~~'~~jJi~~~~~'~J~~~~~1i~}~~:~~ 



>~> 

>~> 
>~> 

>~> 
>~> 

>~> 

>~> 

>~> 
>~> 
>~;. 

>~> 

>-AQJL> 
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POLYETHYLENE GLYCOL 3350; POTASSIUM CHLORIDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE, ANHYDROUS 

AA 

POWDER FOR RECONSTITUTION; ORAL 
COLYTE 

REED & CARNRICK 240GM/BOT;2.98GM/BOT;6.72GM/BOT; 

/pUp/ t/~XP~!Rj¢K/ 

~ REED & CARNRICK 

/Rttp/t/¢XPNRj~K/ 

/pUp / t/~Xp~!P;l¢IV 

CiI REED & CARNRICK 

GOLYTELY 

5.84GM/BOT;22.72GM/BOT N18983 007 
JUN 12, 1987 

~~?~~~~~~~~~~fJ~~~~~~~~~~~~f';l 
/;i;i.:~~~M;~A¢~t:t / N~~7~~1X~~~~ 

120GM/PACKET;1.49GM/PACKET; 
3.36GM/PACKET;2.92GM/PACKET; 
11. 36GM/PACKET N18983 005 

OCT 26, 1984 
/ ~~.d~M;~pN ~.:.~~~rV~p:t.;' ~.:n~M;~pN / 

;;~::~;:~;;~:~~:;:;~~;~~~~{~~1X~~:~~ 
/ ;i.d.:.d~~M;~A¢Ktf.;';1.: H~rVpA¢Ktf.;' / 
I~~.: #~M;~A¢Kt:t I N~~7~~17i:~~~~ 

360GM/PACKET;4.47GM/PACKET; 
10.08GM/PACKET;8.76GM/PACKETj 
34.08GM/PACKET N18983 006 

OCT 26, 1984 

AA BRAINTREE LABS 236GM/BOT;2.97GM/BOT;6.74GM/BOT; 
5.86GM/BOT;22.74GM/BOT N19011 001 

JUL 13, 1984 

POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 
POTASSlU1 a-tLORJ:DE 

/~~! /~j~~pMtDI 
I_J 

CiI LYPHOMED 
@ 

POTASSIUM CHLORIDE 
BAXTER 

/2M~~)MLI 
n~~~l~h/ 

2MEQ/ML 
2MEQ/ML 

10MEQ IN PLASTIC CONTAINER 
14.9MG/MLa 

POTASSIUM CHLORIDE 20MEQ IN PLASTIC CONTAINER 
BAXTER 29.8MG/MLa 

POTASSIUM CHLORIDE 30MEQ IN PLASTIC CONTAINER 
BAXTER 2. 24GM/lOOMLa 

POTASSIUM CHLORIDE 40MEQ IN PLASTIC CONTAINER 
BAXTER 2. 98GM/100Mla 

~~~~:~i~~:~:~i~ 
N86713 001 
N86714 001 

N19904 001 
DEC 26, 1989 

N19904 002 
DEC 26, 1989 

N19904 003 
DEC 26, 1989 

N19904 004 
OEC 26, 1989 

POTASSIUM CHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 
K-DUR 10 

/~¢/ /~tj/~~A~~~/ /~~~t~/ /tl;i!l~~.4/~#/ 
/ J!JtV;i"J.:/;i.~~~/ 

BC SCHERING 

K-DUR 20 
Ntj/~M~~M 

SCHERING 

lOMEQ 

/#~t~/ 

20MEQ 

N19439 002 
JUN 13, 1986 

I J0~7j~Jji:~~~~ 
N19439 001 

JUN 13, 1986 

POTASSIUM CHLORIDE; SODIUM CHLORIDE 

AP 

AP 

1M! 

INJECTABLE; INJECTION 
POTASSIUM CHLORIDE 0.037% IN SODIUM CHLORIDE 0.9% IN 

PLASTIC CONTAINER 
KENDALL MCGAW 37MG/100ML;900MG/100MLa N19708 001 

SEP 29, 1989 
POTASSIUM CHLORIDE 0.075% IN SODIUM CHLORIDE 0.9% IN 

PLASTIC CONTAINER 
KENDALL MCGAW 75MG/100ML;900MG/100MLa N19708 002 

SEP 29, 1989 
POTASSIUM CHLORIDE 0.11% IN SODIUM CHLORIDE 0.9% IN 

PLASTIC CONTAINER 
KENDALL MCGA'" 1l0MG/l00ML; 

900MG/100MLa N19708 003 
SEP 29, 1989 

POTASsn.t1 CHLORJ:DE O,lS'/. XH SOD1U1 CHLORJ:DE air/. XH 
PLASTXC COtrrA:IHER 

KENDALL MCGAW 150MG/100ML; 
90Dt1G/l00MLa N19708 004 

SEP 29, 1989 
POTASSIUM CHLORIDE 0.22% IN SODIUM CHLORIDE 0.9% IN 

PLASTIC CONTAINER 
KENDALL MCGAW 220MG/100ML; 

900MG/100MLa N19708 005 
SEP 29, 1989 

POTASs:tU1 CHLORXDE 0.3'"/. XH SODllR'I CHLORJ:DE 0.9'/. XH FLASTXC 
COtrrA:IHER 

KENDALL MCGAW 300MG/100ML; 
900MG/100MLa N19708 006 

SEP 29, 1989 
SOD:IlR1 CHLORJ:DE O,9'/. AHD POTASs:IU'1 CHLORJ:DE G,01S'/. XH 

PLASTXC COHTAJ:HER 

1~A'/.ftR7 1.t~cl~)l~~!'K;' .2~~cl~l!~~M-'/ /tlf.i~~ld.dM 
@ BAXTER 75MG/100ML;900MG/IOOML N17648 004 
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POTASSIUM CHLORIDEi SODIUM CHLORIDE PRAZOSIN HYDROCHLORIDE 

INJECTABLE; INJECTION CAPSULE; ORAL 
SODllR1 'CHLOR'l:DE 0.9'/. AHD "POTASs:nJM CHLORl:DE 0.07's''/. l:H PRAZOSl:H HCL 

lill It<t/'lpi.{.l.lIt1¢~A~7 lniiH(jdcl.6.;mcl~lt6(jcl~1 IMM#/.6~U AB CORD LABS Eq IMG BASE .. N72576 001 
l/'lpYl.d .4": fj..4~t/ MAY 16. 1989 APR 10. 1989 

Cil KENDALL MCGAW 75MG/100ML;900MG/100ML N18722 001 AB Eq 2MG BASE .. N72577 001 
NOV 09. 1982 MAY 16. 1989 APR 10. 1989 

SOD:IU1 Q1LORl:DE Q,,"9'/. AHDPOTASs:nJM CHLORl:DE O.lSZl:H AB Eq 5MG BASE .. N72578 001 
PLAST.IC CONTtcrHER MAY 16. 1989 APR 10. 1989 

lAP.! NttlD.(L.l/tl¢~A~1 IH6~tVi6d~( ;j AB DANBURY PHARMA Eq 1MG BASE .. N72352 001 
12~~a~Il~~~~ Itl~~~~?%~~~~ MAY 16. 1989 JAN 11. 1989 

AB EQ 2MG BASE .. N72333 001 
Cil KENDALL MCGAW 150MG/100ML; MAY 16. 1989 JAN ll. 1989 

900MG/100ML N18722 002 AB EQ 5MG BASE .. N72609 001 
NOV 09. 1982 MAY 16, 1989 JAN 11. 1989 

SOD:IU1 CHLORl:DEO. 9"~ ~tm" POTA5Sl:\8 CHLOR:tDE O.2ZZ l:H AB LEDERLE LABS EQ 1MG BASE .. N72705 001 
PLAST.IC CONTtcrHER" MAY 16. 1989 MAR 15. 1989 

lill Nt~DM.l/tl¢~A~1 I ~~dM~)id6~L;j AB EQ 2MG BASE .. N72706 001 
1~~a~ll~~tlLj' l/'l~~~~?%~~~~ MAY 16, 1989 MAR 15. 1989 

AB EQ 5MG BASE .. N72707 001 
Cil KENDAll MCGAW 220MG/I00ML; MAY 16. 1989 MAR 15. 1989 

900MG/100ML N18722 003 AB MYLAN PHARMS EQ 1MG BASEl( N72573 001 
NOV 09. 1982 MAY 16, 1989 FEB 28. 1989 

SOD:IU1 CHLORl:DE o.n AHD POTASs:nJM CHLOIUDE O.3"/. :IN AB EQ 2MG BASEl( N72574 001 
PLAST.IC CONTtcrHER MAY 16, 1989 FEB 28. 1989 

lAP.! NttlP.(L.l/tl¢¢A~l 136dr-1~)idd~( ;j AB EQ 5MG BASEl( N72575 001 
12~~tl~ll~~HLI Itl~~~~1%:~~~~ MAY 16. 1989 FEB 28. 1989 

AB PURE PAC PHARM EQ IMG BASE .. N72991 001 
Cil KENDAll MCGAW 300MG/I00ML; MAY 16, 1989 APR 26. 1989 

900MG/I00ML N18722 004 AB EQ 2MG BASE .. N72921 001 
NOV 09. 1982 MAY 16. 1989 APR 26. 1989 

AB EQ 5MG BASE .. N72992 001 
MAY 16. 1989 APR 26. 1989 

PRALIDOXIME CHLORIDE IAftl ItttlJ:ftV .It.:~~1 ltOcllLDA~tl I~~~~~::j~:~~~~ 
If~,~ajB~~~~Z~.lP~jDtl AB ZENITH LABS Eq 1MG BASE N71994 001 

MAY 16. 1989 : SEP 12, 1988 
l~jtfH/Ajt~~fl.lAS~1 1~.d.6tl~1 ItltM·#/.d#1 lAM l~s'BA~ 1~~~)1~:~%:~~~~ Cil WYETH AYERST LABS 500MG N14122 002 

AB Eq 2MG BASE N71995 001 
MAY 16. 1989 : SEP 12. 1988 

PRAZOSIN HYDROCHLORIDE lAM ItrJ'~M~'BAstl 1~~~)1~1%~~~~ 
CAPSULE; ORAL AB EQ 5MG BASE N71745 001 

PRAZ05J:H HCL MAY 16, 1989 : SEP 12. 1988 
AB AM THERPTCS EQ 1MG BASEl( N72782 001 

MAY 16. 1989 APR 11. 1989 
AB EQ 2MG BASE .. N72783 001 

MAY 16. 1989 APR 11. 1989 
AB EQ 5MG BASE .. N72784 001 

MAY 16. H89 APR 11. 1989 



RX DRUG PRODUcT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 47 

PREDNISOLONE PREDNISONE 

SYRUP; ORAL TABLET; ORAL 
PRE LONE DELTASOHE 

HURO PHARM 5MG/5MLA N89654 001 AB UPJOHN 50MG N09986 008 
JAN 17, 1989 I~xl I~I Nd.4.4!5~/.d.dM 

PREDta:50HE 
TABLET; ORAL >~>/aM I ArVftltRP:t~;V /~rJ/ Itf~~n~1~i~~~~ PREDNISOLONE > DLT > 

I~xl I ~Htt.'f,tA/ (j.~'; I 1~~rf.1 Itf!5~M~/.d.df./ > DLT >/aM 1i.~clrJ/ I tfM "$!5!5 /.d.d f./ /r,xl 1~~rf.1 Itfj3~M~/.d.df"/ > DLT > Itf~~{~~~~7:~~~~ Cil CHELSEA LABS 5MG N85415 001 > DLT >/aM l~cl~1 
Cil 5MG N85416 001 >~> Itfpy /.6~.: tH!5M 

> --.ml> 1f,'X! IqwAtff0M/~HARrl~$1 I~Mrf.1 ItfM~~~/.d.d"jJ > -.AQ!L > BX AM THERPTCS 5MG N89387 001 
>~> @ QUANTUM PHARMCS 5MG N80625 001 >~> NOV 06, 1986 

I~xl IHHjftl:ttf/~A0~.;tfl l~rlrf.1 Itf~.d"$!+H.d.dU >...}.DD > BX 10MG N89388 001 
Cil HHITE TN PAULSN 5MG N80342 001 >~> NOV 06, 1986 

>~> BX 20MG N89389 001 
> -.AQ!L> NOV 06, 1986 

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM AB CORD LABS 10MGal N89983 001 
JAN 12, 1989 

SUSPENSION/DROPS; OPHTHALMIC AB 50MGal N89984 001 
SULPHRl:H JAN 12, 1989 

AT BAUSCH & LOMB 0.5%;10% N88089 001 AB HALSEY DRUG 5MG N80300 001 -- Ir,xl 
~!~I 

INM-j,.d.d/.d.dU DEC 28, 1982 
IAt! 1r10~P1PHARrll l~tJJ!~?1 1~!5!5.dM /.d.d jJ >~> If,XI IqwAtff0M/~HARrl~~1 IN~.d4.4f./.d.dU 

IDt~/#.:/f..4!5U >--..!1..!l> Ir,xl IN!5~Mf./.d.df./ 
>~> @ QUANTUM PHARMCS 5MG N80491 001 
>~> Cil 20MG N858ll 001 

PREDNISOLONE SODIUM PHOSPHATE IRPXANtI(j.~$1 n~~rf.1 Irl~~%~11{~~~~ 
SOLUTION/DROPS; OPHTHALMIC Cil ROXANE LABS 25MG N87833 001 
IPR~OHtsdLdH~'SrlOtUM'PHdsPHA1E/ MAY 04, 1982 
1~7~A0RRJ7~Jo~7--------7lq7~~91.lpHP';PMA:ttl ItfM"$~M.d#/ I~xl NANrf.ARD/~$1 l~rlrf.1 INM~~Hd.dU 

PREDta:SOLOHE SOD:ruM PHOSI>HATE /,J~~~~~:~i7:~~1~ AT NORBROOK AM EQ 0.9% PHOSPHATE N83358 002 I~xl 1.#rlrf.1 
I JAtflf.->.: /f.9MI 

Cil VANGARD LABS 5MG N87682 001 
PREDNISONE JAN 15, 1982 

Cil 20MG N87701 001 
SOLUTION; ORAL JAN 15, 1982 

PREDNISONE INTENSOL laM l~j:ttl:ttflpA0~$NI li.dM~1 INM#M.d.df./ 
ROXANE LABS 5MG/Ml i~88810 001 / J~~~~~i~7:~~~~ FEB 20. 1985 ~~~~ ~~~~~rf./ IMdj4j/~MI 

/';f#0p.UrJRMI Ir,xl I#Mrf.1 INM.4f.Hd.d'J./ 
I~RtDNj~rJNt/jtf:tttf$rJtl Cil HHITE TN PAULSN 2.5MG N84913 001 
IRPxANtltA~~1 1~~rf./rl~1 IN!5~M.6/ ~.df.1 Cil 5MG N80343 001 

Iftf,! t.6.:lf.9~~1 Cil 10MS N89028 001 
JUL 24, 1986 

20MG N84913 002 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 48 

PREDNISONE PROMETHAZINE HYDROCHLORIDE 

TABLET; ORAL INJECTABLE; INJECTION 

1~~11~7~~a~~~~t~~~1 {pM¢1 1~f>.6#"Jl.d.6f./ 
/i:J.p(ut:''l.tl 

1 Ml 7A~JAWJ It~cl~lH~1 1~f>"J.4.4j 1.6#1 
Cil LEDERLE LABS SMG N80223 001 Cil ALTANA 2SMG/ML N83997 001 

It.tpl.tt:.t6/ 
1M! 7A~JA~AI l~dM~lcl-'1 1~~M9j 1.6.6H 

PROCAINAMIDE HYDROCHLORIDE Cil ALTANA SOMG/ML N83997 002 

CAPSULE; ORAL TABLET; ORAL 
PROCA:IHAMJ:DE HCL PROMETHAZINE HCL 

IArM 1#~¢~~p/J1..~1 It~6M~ 

~jj~~~ ~!~~99f~/~~A~M~1 ~~~~~¢I ~~~~~~~~~~~~ IArM I~~~~ 
Cil BOOTS USA 12.SMG N84160 001 

a VANGARD LABS 2S0MG N87643 001 Cil 2SMG N84166 001 
JUN 01, 1982 iii SOMG N84539 001 

iii SOOMG N8787S 001 ~!~~ 1~~tt~tA/tA~~1 ~~~~i~¢' 
1~f>MM/pdfJ 

JUN 01, 1982 ~~~~~~~~:~:~i~ 
INJECTABLE; INJECTION Gl CHELSEA LABS 12.5MG N85986 001 

PROCA.'tHAM:ID E HCL Ol 25MG N8S684 001 
/lit.! /~~A~MM/fj.~7 Il~~)M'1 Ity;M4/t1 ~.6t1 Cil SOMG N8S664 001 

1M.! 1~66cl~)Mll 1~9~~~~i~7:~~~~ 1t41n.6.;fj..4~f.1 PROPAFENONE HYDROCHLORIDE 
Cil PHARMAFAIR 100MG/ML N88824 001 

NOV 20, 1985 TABLET; ORAL 
Cil SOOMG/ML N88830 001 RYTHMOL 

NOV 20, 1985 KNOLL PHARM 150MGn N19151 001 
NOV 27, 1989 

TABLET. EXTENDED RELEASE; ORAL 300MGn N191S1 002 
PROCA.'tHAM:IDE HCL NOV 27, 1989 

AS INWOOD LABS 500MGn N89840 001 
MAR 06, 1989 

PROPOFOL 

PROCHLORPERAZINE EDISYLATE INJECTABLE; INJECTION 
DIPRIVAN 

INJECTABLE; INJECTION ICI AMERICAS 10MG/MLJe N19627 001 
PROCHLORPERAZrHE ED%SYLATE OCT 02, 1989 

AP ELKINS SINN E~ 5MG BASE/MLJe N8990~ 001 
AUG 29. 1989 

PROPOXYPHENE HYDROCHLORIDE 

PROGESTERONE CAPSULE; ORAL 
PROPOXYPHEHE HCL 

lAY 1(,~t.t~tMtA~M 1~~cl~1 1~~f.j.9~/~frf'/ 
iii CHELSEA LABS 65MG N85190 001 

1f.-PM¢lMtl IM9f."JM.d.6H 
25MG/ML N09238 002 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'89 - DEC'89 49 

PROPRANOLOL HYDROCHLORIDE PROPRANOLOL HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL TABLET; ORAL 
:IHDERAL LA PROPRAHOLOl HCl 

AS ~YETH AYERST LABS 60MG N18553 004- lAM ItlAR:tt~/pHA~tV /idclrJ/ IM,df.~d/d,dU 
MAR 18, 1987 /A.I)r. /,0(,,: /f.,4~~ I 

AS 80MG N18553 002 I~JjI I~~clrjl I tV.df. ~ f. /.d.df. I 
APR 19, 1983 I AI)r.l.d(,,: /f.,4~~ I 

AB 120MG N18553 003 I~M 1~~.tlM N1,df.#/.o,dU 
APR 19, 1983 I AI)r./.d(,,: /f.9~-;;1 

AS 160MG N18553 001 l~rJ! 1~~t!~1 IM.df.~~/.d,df.i 
APR 19, 1983 /(J~:t n§: 1f.,4!5(,f 

PROPRAHOLOl HCl lAM /~~.tl~! I t'4.1.d f. ~ (tf.d.d f./ 
AS I~OOD LABS 60MGU N72499 001 I AI)r.l.d(',: /f.,4~-;;1 

APR ll, 1989 @ MARTEC PHARM lONG N70120 001 
AB 80MGi( N72500 001 AUG 06, 1985 

APR ll, 1989 @ 20MG N70121 001 
AS 120MGU N72501 001 AUG 06, 1985 

APR ll, 1989 @ 40MG N70122 001 
AB 160MGU N72502 001 AUG 06, 1985 

APR ll, 1989 @ 60MG N70123 001 
OCT 29, 1986 

SOLUTION; ORAL @ BOMG N70124 001 
PROPRANOLOL HCl AUG 06, 1985 

All. PBI 20MG/5MLa. N71984 001 AB MYLAN PHARMS 60MGU N72275 001 
MAR 03, 1989 JUN 09, 1989 

All. 40MG/5MLa. N71985 001 
MAR 03, 1989 

All. ROXANE LABS 20MG/5ML N70979 001 PROPYLIODONE 
MAY 15, 1987 

All. 40MG/5ML N70690 001 SUSPENSION; INTRATRACHEAL 
MAY 15, 1987 IP~~~~~a7IA,~tPI)$1 

1~.d1.1 IM4~,d,4Id.df.1 
TABLET; ORAL @ GLAXO 50% N09309 001 

PROPRANOLOL HCl 

I~M If-tDtp.f-tlt~~M 1t~.tlM /JGU~~1~f~~~~ PROPYLTHIOURACIL 
lAM l~dclM It'4Hf-f-M,d,df.! 

I JI)t'4/~{:!f..4~M TABLET; ORAL 
IArJI 1~~clM N1~f.f..4I.d,df.1 PROPYLTHIOURACIL 

lAM 
I JI)NI #: /f.,4~M 1~/~~~:t$lpHARt!$1 I-;;,dtlr.! IN~{O.1~ /.d.d f./ 

IMtlM N1~f.~,dl.d,df.1 @ BOOTS USA 50MG N84075 001 
I JI)t'4n{:If.,4MI I~DI I~Mf-$tAlf-A~$1 I~,dtl¢l 1t'4~#d f./.d.df.1 

@ LEDERLE LABS 10MG N72117 001 @ CHELSEA LABS 50MG N85201 001 
JUN 23, 1988 

@ 20MG N72118 001 
JUN 23, 1988 PYRIDOSTIGMINE BROMIDE 

@ 40MG N72119 001 
JUN 23, 1988 INJECTABLE; INJECTION 

@ 80MG N72120 001 MESTXUOH 
JUN 23, 1988 AP ICN PHARMS 5MG/ML N09830 001 

lID IP.P~HtI licl~)i'1bl 1t'4,d,4~"J,o/.d.df./ 
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PYRIDOSTIGMINE BROMIDE RESERPINE 

SYRUP; ORAL TABLET; ORAL 
MESTINON RESERPINE 

ICN PHARMS 60MG/5ML N15193 001 ~~~~ Itt~j~/tAS$1 /.d.:f.~¢1 ~~ni~~~:~:~~ IR¢¢HtI Ip.d~¢;~~tI /~f.~f..'~~/.6.df./ /.d.:#~¢1 
Q) ZENITH LABS O.lMG Nlll85 001 

TABLET; ORAL Q) 0.25MG Nll185 002 
MESTINON 

ICN PHARMS 60MG N09829 002 
IR¢¢HtI lP.dM¢1 1~.d.~~~.~/.6.df-l RIFAMPIN 

TABLET, EXTENDED RELEASE; ORAL CAPSULE; ORAL 
MESTINON Rl:FAD:IH 

ICN PHARMS 180MG N1l665 001 IAfil Ip¢I'l/~HAR~$1 l~ddMGI ~~~~J~~~::i~ IR¢¢HtI /f.~.d~¢1 1~f.f.pp~/.d.6f./ /J~~~~I 
AB MERRELL DOH ~ N50420 001 

150MG N62303 001 
QUINIDINE GLUCONATE 

INJECTABLE; INJECTION 
INJECTABLE; INJECTION RIFADIN 

QUINIDINE GLUCONATE MERRELL DOH 600MG/VIAl.J¥ N50627 001 
ItUtil I ~d~¢;~t'/ l~dj~~~/~#1 MAY 25, 1989 

LILLY 80MG/MLlI N07529 002 
FEB 10, 1989 

> ADD > RUBIQIUM CHLORIDE RB-82 

QUINIDINE SULFATE >-A!llL> INJECTABLE; INJECTION 
>-...AQ!L> CARDIOGEN-82 

TABLET; ORAL >-...AQ!L> SQUIBB DIAGS N/AJI N19414 001 
QUZHIDXHE SULFATE >-...AQ!L> DEC 29, 1989 

AB MUTUAL PHARM !QQ!LGn N81029 001 
APR 14, 1989 

AB 200MGn N81030 001 SAFFLOHER OIL 
APR 14, 1989 

AS 300MGn N81031 001 Ij~Jt¢fAstt.flj~Jt¢fj~1 
APR 14, 1989 

'tJ~~~~f7~~'$1 1f.~t.1 lAM Ipsjl I~~~cl~/ I~M#l Hdf.1 1~f.~ld~/.6.df.1 / APR/f.(+.;jj9~f-I Q) ABBOTT LABS 10% N18203 001 
Q) PBI 200MG N87837 001 / tjP¢$:ftV ~.dt./ 

APR 14, 1982 IA~~¢jj/tA~$1 I#'/.I 1~f.Mf.(+I.6.df.1 >.JJ!L>/~M /~A~t0r1lpHAR~¢$/ /iMcl~/ I~~~p#/.d~f./ Q) ABBOTT LABS 20% N18614 001 
> ADD > Q) QUANTUM PHARMCS 200l1G N83622 001 
-lAM IHHtjt/~/PA0t$~1 /i~~cl~1 /~~~M(t/.d.6U 

Q) WHITE TN PAUlSN 200MG N85444 001 SCOPOLAMINE 

> ....!1.1L.> It7~;~~a~~~~~~~~7ttA~t.;IPtR¢!1fA~tP0~1 RESERPINE >.J2bL> 
>.J2bL> l¢j~Alf!HAf5.rV /.d.:~r1¢):t~Rp.1 1~;f.#l(tl.d.d"j'/ TABLET; ORAL 

RESERPINE 
I~P/ /RrJ'XANtltf..S$/ /.6.: #Mr; I 1~.d.~~~9/.d.ofJ 

Q) ROXANE LABS 0.25MG N09859 002 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT ~UMBER 12 / JAN'S9 - DEC'89 

> -.!Jl!L> 
>~> 

>~> 

SCOPOLAMINE 

FILM, EXTENDED RELEASE; TRANSDERMAl 
TRANSDERM-SCOP 

CIBA PHARM 

SECOBARBITAL SODIUM 

CAPSULE; ORAL 
SECOBARBITAL SODXUM 

0.5MG/24HR)I 

16~1 I~Mtft/~/PA0~$~1 li~~cl~/ 
@ WHITE TN PAULSN 100MG 
SODruM SECOBARBITAL 

fAA/ /~Mt~$tA/~AS$1 I!~~cl~/ 
@ CHELSEA LABS 100MG 

SECRETIN 

INJECTABLE; INJECTION 
SECRETIN-FERRING 

FERRING LABS 75CU/vIAL 
l$t~Rtftt-l~t<AIHI 

IPHARMA~f.A/~AS$/ Ijt>~~;~j.A~1 

SELEGIlINE HYDROCHLORIDE 

TABLET; ORAL 
ElDEPRYL 

SOMERSET PHARMS 5MGD 

SELENOMETHIONINE, SE-75 

INJECTABLE; INJECTION 
SELENOMETHIONINE SE 
Ir1Mtj.t-I~t<RPP:t1 

@ MALLINCKRODT 
lr1tpj.fPHf$j.~$/ 

@ MEDI PHYSICS 

SILVER SULFADIAZINE 

CREAM; TOPICAL 
SSD 

IA~/ ~~~t$/f~j.t-It/ 

AB BOOTS USA 

75 
/J..d.6/~~j.!r1tl 

100 UCI/ML 
//'~N~~j.;r1~/ 

250 UCI/ML 

/i;~/ 

1% 

N17874 001 

It-I?>t>.1.~M.o~j.f 
N85798 001 

/t-I~t>.1.4Ho.6f./ 
N85792 001 

N18290 001 

1t-IJ.M.9.0 /.6.df./ 

N19334 001 
JUN 05, 1989 

I t-IJ..1.d .9~ /.6.dfJ 
N17098 001 

It-IJ.1;!.t>.1 /'oM.! 
Nl7257 001 

/t-IJ.~~.1M.o.dJ./ 
It t'P/ ;!.t>.:rf..~~;!'! 

N18578 001 
FEB 25, 1982 

SILVER SULFADIAZINE 

DRESSING; TOPICAL 
SILDIMAC 

MARION LABS l%b 

SINCALIDE 

INJECTABLE; INJECTION 
KINEVAC 
/$.~tSS/ 1.0.:.o.ot>M¢Nf.M-/ 

SQUIBB DIAGS 0.005MG/VIAL 

SODIUM CHLORIDE 

INJECTABLE; INJECTION 
SOD:rut1 CHLORXDE O,~S-/. :EH PLA5T.IC COHTAZHER 

I~~/ 1~~fftRIsj.~tl 1~~~cl~l1~~cl1/ 
@ CUTTER BIOL 450MG/IOOML 
SOD:nJM CHLORXDE O,~/. J:H PLA5T.IC COHTAZHER 

lail 1~~fftRlsf.~tl f2~~cl~l1~~cl11 
@ CUTTER BIOl 900MG/I00ML 

SOLUTION; IRRIGATION 
IsddtUM'CHLd~to~~Asttc'c6HtAtH~gl 

!~tI -7~0JJl~7~j~~7 7i~~~~}I~~~17 
@ CUTTER BIOl 900MG/I00ML 

SODIUM IODIDE, 1-123 

CAPSULE; ORAL 
SODZUM DODJ:DE X 123 

AA BENEDICT NUCLR 200 UCI 

AA MALLINCKRODT 100 UCliII 

AA 200 UCln 

SODIUM PHOSPHATE, P-32 

SOLUTION; INJECTION, ORAL 

/P~~~~~~~Ptl /J.~~~~f.i~j.~t/ 
@ SQUIBB 1-8MCI/VIAL 

51 

N19608 001 
NOV 30, 1989 

1~J.j~9j/'o.oJ./ 
N17697 001 

/t-IJ.~~.d~/.d.6J./ 
N18503 001 

/t-IJ.~~.6;!./.6.dJ./ 
N18502 001 

IMM/t.1l6MI 
N18247 001 

N18671 002 
MAY 27, 1982 

N71909 001 
FEB 28, 1989 

N71910 001 
FEB 28, 1989 

/t-IJ.~1U I.O.OJ.! 
NI0927 001 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'S9 - DEC'S9 

SODIUM POLYSTYRENE SULFONATE 

POWDER; ORAL. RECTAL 
SODZUM POLYSTYREHE SULFONATE 

AA CAROLINA MED 454GM/BO~ 

SOMATREM 

INJECTABLE; INJECTION 
PROTROPIN 

GENENTECH 

SOMATROPIN , BIOSYNTHETIC 

INJECTABLE; INJECTION 
HUMATROPE 

10MGIVIALII 

Itjttfl I~M~/~jAtl 

~ LILLY 2MGIVIAL 

SPIRONOLACTONE 

TABLET; ORAL 
SP:IROHOLACTOHE 

IAgI /~A~¢A~p/tA~~1 

~ VANGARD LABS 

SULCONAZOLE NITRATE 

CREAM; TOPICAL 
SULCOSYN 
/'$.ffiftU tA~M 

WESTWOOD PHARMS 

SULFACETAMIDE SODIUM 

/I,~rJ.r!i/ 

25MG 

Ij:/.(1.1 
1~ 

SOLUTION/DROPS; OPHTHALMIC 
SULTEH-10 

AT BAUSCH & LOMB 10% 

N89910 001 
JAN 19. 1989 

N19107 002 
OCT 24. 1989 

1)6~7~~1%~:~~ 
N19640 001 

JUN 23. 1987 

/t~~%~"i~~l~ 
N87648 001 

FEB 01. 1982 

/t~~7~~1]~:~~~~ 
N18737 001 

FEB 28. 1989 

N8781S 001 
FEB 03. 1983 

SULFACETAMIDE SODIUM 

SOLUTION/DROPS; OPHTHALMIC 
SULTEH-10 

IAtI /M~~~/p~A~MI It~~/ 

SULFINPYRAZONE 

CAPSULE; ORAL 
SULF.IHI'YRAZOHE 

/A~ /~A~~ARp/tA~~1 /l,dd~r!il 

Cil VANGARD LABS 

SULFISOXAZOLE 

TABLET; ORAL 
SULFISOXAZOLE 

1~/~~~f$lp~A~M'$1 
(,) PHARMAFAIR 

SUTILAINS 

OINTMENT; TOPICAL 
TRAVASE 
/~#'ft~/ 

BOOTS USA 

200MG 

1~.6,6M¢1 
500MG 

/ #: M6IJJtljf$/~IV 
82.000 UNITS/GM 

TECHNETIUM TC-99M FERPENTETATE KIT 

Ij~)t¢fA~tt,;lj~)t¢fj~/ 

I~'~~~~~I INIAl 
(,) SQUIBB NlA 

TECHNETIUM TC-99M PENTETATE KIT 

INJECTABLE; INJECTION 
>~> TECHHESCAH DTPA KIT 
>~> AP MS&D RES LABS N/AII 
>~> 
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/t~~'~'1%~~3~ 

/t~~1~~~%~~~~ 
N88666 001 

FEB 17. 1984 

/t1M'J¢'~/.d.6J/ 
N84385 001 

1~f.##I.d.6J/ 
N12828 001 

1t1f..1.6!t~ /.6 ,6 J/ 
N17045 001 

N18511 001 
DEC 29. 1989 



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

TECHNETIUM TC-99M PYROPHOSPHATE KIT 

INJECTABLE; INJECTION 
IAH~PYRdt~cl 

I~~I -7~J~7~$7- I~/AI 

@ CIS US N/A 

TECHNETIUM TC-99M SODIUM PERTECHNETATE 

SOLUTION; INJECTION, ORAL 
SOD~ PERTECi1NETATE TC 99M 

lAP/ /{#!0f,1 jUMc:thIL! 
I~~! /14~t/MLI 
l~fI 1~~~12~bl 

@ CIS US 12HCI/m. 
@ 24MCI/ML 
@ 48MCI/ML 
I¢AMMA/pjA¢/~A~$1 1.l.6,":6.6M~;i;~a 

MALLINCKRODT lO-60MCI/ML 

TECHNETIUM TC-99M SULFUR COLLOID 

SOLUTION; INJECTION, ORAL 
TECHNETIUM TC 99M SULFUR COLLOID 
I¢AMMA/p;iA¢/~A~$1 I~M~;iiM~/ 

MAL LINCK ROOT 3MCI/ML 

TECHNETIUM TC-99M SULFUR COLLOID KIT 

I;iN)t~fAstt.;I;iN)t~:t;tPNI 
IAN~$0~f0~/~pttp;ipl 

1~;i$/0$1 INiAl 
SOLUTION; INJECTION, ORAL 

AN-SULFUR COLLOID 
CIS US N/A 

TEMAZEPAM 

CAPSULE; ORAL 
> DLT > It~MAil 
> DLT >/~~I -7Q0ANfPMlpMA~M~$1 
> DLT > 
> DLT >/lJr!Jl 
>~> 

Ii.~clrjl 

1~~clrJ/ 

IM§d~H6,dU 
I )0(11 ~,6.: I ;(9M I 

N19039 001 
JUN 30, 1987 

1~~.H1.j../.o.d U 
/rJ,f»1.t/#U 
1(l;f.t>1.U,d,dtl 

N17321 001 
N17321 002 
N17321 003 

1(1;(1.11.~/.d.6U 
Nl7725 001 

It-lJC1H.M,6,djJ 
Nl7724 001 

1t1f-,1~~M,d,dfJ 

Nll7858 001 

IN.7.d~~(tl.d.t!dl 
1(J~ftJ.~;/f.,9~~1 

INNM.1 /.6#1 
Ip~f jj.~,: 1f.,9f,;f,j 

TEMAlEPAM 

CAPSULE; ORAL 
>~> Ittcl~tl 
>~> @ QUANTUM PHARMCS 
>~> 

>~> @ 

>~> 

TETRACYCLINE HYDROCHLORIDE 

!I."d/ 
I~~/ 

>~>/~rJ/ 
> ADD > 
-/~M 

BX 
BX 

CAPSULE; ORAL 
TETRAC't'Cll:HE HCL 

j~/sPPff,IPrl/"Ri1f,/ 
I~I 

@ BOOTS USA 
@ 

I~Htt$tA/~s$l 

@ CHELSEA LABS 
@ 

I~At-lMlpHARM~$1 
@ QUANTUM PHARMCS 
N;ifAR;iNti 

VITARINE 

THALLOUS CHLORIDE, TL-201 

15MG 

30MG 

~~~:~~~~ 
250MG 
SOOMG 

lisOMr./ 
/~~~t1~/ 
250~IG 

500MG 
I~~~!'l~/ 

250HG 
1~~~cl~1 

250MG 
500MG 

INJECTABLE; INJECTION 
THALLOlJS CHLORXDE TL 201 

AP SQUIBB DIAGS IMCI/ML 

THEOPHYLLINE 

CAPSULE; ORAL 
ELIXOPHYLLIN 

/~X/ /stRttx/tA~$1 

I~x/ 

BX FOREST LABS 

BX 

n,d,d~1 

11..d,6r-l¢1 
lOOMG 

2DOMG 
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N70564 001 
OCT 15, 1985 

N70547 001 
OCT 15, 1985 

INM.~#I fJ,dj./ 
/N~f.~,d~l.d#1 

N61802 001 
N61802 002 

IN~f.;f.djlPdiJ 
/ N~ 1. 1. ,6 ~ I.o.df-f 

N62103 001 
N62103 002 

IN~,d.d~.9/.d,df.1 
N60059 001 

/N~H.1f.l.d.df.l 
N61471 001 
N61471 002 

SEP 06. 1988 

N18548 001 
DEC 30, 1982 

/J~~'~i1%~~~~ 
/N~·>'~1.f.l.d,d 1./ 

I )0t1j1.,;If.,9~(tf 
N85545 001 

JUL 31, 1984 
N83921 001 

JUl 31, 1984 
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THEOPHYLLINE THIORIDAZINE HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL TABLET; ORAL 
SLO-BlD THIORl:OAZrHE HCL 

BC RORER PHARM 75MGR N89539 001 /~'M / ¢~tt#AI tf,.~<jf /1~Mrj/ /M~~~~~~%~~~~ MAY 10, 1989 
BC 125MGR N89540 001 @ CHELSEA LABS 15MG N88562 001 

MAY 10, 1989 MAY 11, 1984 
THEO-DUR SPRINKLE 

BC KEY PHARMS 75MG N88015 001 
SEP 10, 1985 THIOTHIXENE HYDROCHLORIDE 

ELIXIR; ORAL CONCENTRATE; ORAL 
ELD<OPHYL L:rH THIOTHIXENE HCL 

/I!M /t3t~t-ti/t-~t3M / ~~tl~lt~clb/ /~N"f-f,U.d.dfJ PACO RES EQ 1MG BASE/MIJI N71917 001 
AA FOREST LABS 80MG/15ML N85186 001 SEP 20, 1989 

SUSPENSION; ORAL INJECTABLE; INJECTION 
ELIXICON NAVANE 
/t3t~U1JtAt!>$/ /;i.d.d1'l¢8I'lU /~~f,f,.dHd.d;i/ /~rJt~j.M /t~/f,I'l¢/t!>A$t/Mt/ /~;if,.~.dM ~.dU 

FOREST LABS 100MG/5ML N85502 001 ROE RIG EQ 10MG BASE/vIAL N16904 002 

TABLET; ORAL 
QUIBRON-T TIMOLOL MALEATE 

BRISTOL MYERS 300MG N88656 001 
AUG 22, 1985 TABLET; ORAL 

/l'ltAD/,JrJ~~$rJ~/ /Mdl'l¢/ /~~~f,f,f,f.d.d;i/ BLOCADREH 
/A0¢/#;/;i.9~f,/ AB MS&D 5MG N18017 001 

AB lOMG N18017 002 
TABLET, EXTENDED RELEASE; ORAL AB 20MG N18017 004 

QUIBRON-T/SR nMOLOL MALEATE 
BC BRISTOL MYERS 300MG N87563 001 AB BOLAR PHARM 5MGR N72269 001 

JUN 21, 1983 APR 11, 1989 : MAR 14, 1989 
/t!>¢/ /l'ltAD/,.IrJ~~$rJ~/ /Jd.61'l¢/ / ~M f,f, J /.d.d;i / AS 10MGR N72270 001 

/ ,.10M ~;i.; /;i.9~f>/ APR 11, 1989 MAR 14, 1989 
lliEO-OUR AB 20MGR N72271 001 

AB KEY PHARMS 100MG N85328 001 APR 11, 1989 MAR 14, 1989 
AB 200MG N86998 001 AB CORD LABS 5MGn N72550 001 

~2j /;i.d.dr1¢1 ~~~~~~~j:~~1j 
- - APR 13, 1989 

/#~I'l¢/ AB 10MGR N72551 001 
lli EO PH'I'L I..IH E APR 13, 1989 

AB INI"'lQOD LABS 100MG N88320 001 AB 20MGR N72552 001 
FEB 21, 1985 APR 13, 1989 

AB 200MG N88321 001 AB PBI 5MGR N72001 001 
FEB 21, 1985 APR 11, 1989 : JAN 10, 1989 

/f1¢/ /;i.d.d~¢/ /~~~f>ld/.d.d;i/ AB 10MGR N72002 001 
It tt!>/ tJ..: /;i.9~f, I APR 11, 1989 JAN 10, 1989 

/t3~1 /#,dl'l¢/ /~~~f>~;i/.d.d;il AB 20MGR N72003 001 
Ittt3/ #.;/;i.9~f,/ APR 11, 1989 JAN 10, 1989 

--------- ------- ~--- - -
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TIMOLOL MALEATE TRAZODONE HYDROCHLORIDE 

TABLET; ORAL TABLET; ORAL 
T.IHOLOl MALEATE TRAZODOHE HCl 

> --'lll > /~'/J /~ANf0M/~HA~M¢~/ /~M¢fI/ /M~~;i~~f~:~~ AB LEMMON 50MGn N72192 001 
> --'lll> FEB 02, 1989 
>~> ~ QUANTUM PHARMCS 5MGn N72466 001 AB 100MGn N72193 001 
> ADD > MAY 19, 1989 FEB 02, 1989 
> DLT > /~-X/ /.<tlANfYrVpHARM¢~/ /f.,6M¢fI/ lNii4P,l/.6.df../ >--'lll>/~'/J /,<tlANfYM/PH~M¢$1 If..6.6M¢/ /M6~iU6,6f./ 
>--'lll> /MAflf..~,:/f.,~~,~/ >--'lll> /pt¢/.6j.,:If.,~~61 
>~> @ QUANTUM PHARMCS 10MGn N72467 001 >~> @ QUANTUM PHARMCS 100MG N70921 001 
> ADD > MAY 19, 1989 >~> DEC 01, 1986 
> DLT > I~-xl 1,d0ANfYMlpHARM¢$/ li,6M¢fI/ / tll i4P M,d ,6 t/ TRIALODINE 
> --'lll> IMA:f /f.,~: /f.,~~,~/ > --'lll>/~-x/ I~AN:NMlpHARM¢$1 1~,6M¢1 INN ~:+U.6.6 j.1 
>~> @ QUANTUM PHARMCS 20MGn N72468 001 > --'lll> Ipt¢I,6j.,: jj.,~~M 
>~> MAY 19, 1989 >~> @ QUANTUM PHARMCS 50MG N70942 001 

>~> DEC 01, 1986 

TOBRAMYCIN SULFATE 
TRIAMCINOLONE 

INJECTABLE; INJECTION 
HEBc:r.H TABLET; ORAL 

AP LILLY Eg lOMG BASE/ML N50477 005 TRIAMCINOLONE 
AP Eg 10MG BASE/ML N62008 004 I~PI /¢Ht~~tA/~A~$1 1(tf.¢1 IN~~~~M,6,6f./ 
AP Eg 10~lG BASE/ML N62707 001 @ CHELSEA LABS 4MG N85834 001 

APR 29, 1987 
AP Eg 40MG BASE/ML N62008 001 

TOBRAMYCZH SULFATE TRIAMCINOLONE ACETONIDE 
AP MARSAM PHARMS Eg 10MG BASE/MD. N62945 001 

AUG 09, 1989 CREAM; TOPICAL 
AP Eg 40MG BASE/MD. N62945 002 TRXAMc:IHOLOHE ACETOKIDE 

AUG 09, 1989 AT TOPIDERM 0.025%U N89274 001 
FEB 21, 1989 

AT 0.1%U N89275 001 
TOLBUTAMIDE FEB 21, 1989 

AT 0.5%n N89276 001 
TABLET; ORAL FEB 21, 1989 

TOlBUTAMXDE 
I~'M NAN¢ARP/iA~$1 Isd~clM INMM6 /.d,6 j.f 

I APRI #,: /f.~~U TRICHLORMETHIAZIDE 
@ VANGARD LABS 500MG N87876 001 

APR 20, 1982 TABLET; ORAL 
TRICHLORMETHIAZIDE 

I~PI I¢Ht~$tA/~A~~1 liM¢1 IN~6:+~M,d,6jJ 
TOLMETIN SODIUM @ CHELSEA LABS 2MG N86458 001 

TABLET; ORAL 
TOLECTIN 600 TRIHEXYPHENIDYL HYDROCHLORIDE 

MCNEIL PHARM EQ 600MG BASEn N17628 002 
MAR 08, 1989 ELIXIR; ORAL 

ARTAHE 
AA LEDERLE LABS 2MG/5HL N06773 009 



> DLT > 
> DLT > 
>--'!!:L> 
> DLT > 
> ADD > 
>...A!llL> 

OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / ~AN'89 - DEC'89 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 
TRIPROLIDINE AND PSEUDOEPHRINE HCL 

KV PHARM 120MG;5MGn 

SYRUP; ORAL 

N71798 001 
MAR 16, 1989 

/r1j~~~~ /Mr1¢/~r1tJt.:~~r1¢/~r1t/ /r1~~~~*~%~~3~ 
CiI PBI 30MG/5ML;1.2SMG/SML N88116 001 

PSEUDOEPHEDRINE POLISTIREX 

SUSPENION, EXTENDED RELEASE; ORAL 
PSEUDO-12 

FISONS EQ 60MG HCL/5ML 

/t-t~~p.tj/ /t~/~~r1¢/~¢t/~r1t/ 

SODIUM MONOFLUOROPHOSPHATE 

/t-p.~ft {fptMM/ 
/t~~~~~~~~~~/p.jr1/ tJ..:#/ 

CiI CHESEBROUGH 1. 2%' 

MAR 04, 1983 

N19401 001 
~UN 19, 1987 

/ )Ql71~:~7i:~~1~ 

f)0~7~~~'i:~~1~ 
N19S18 001 

~UN 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; PERFLUOROTR I-N-PROPYLAMIN.E 

INJECTABLE; INJECTION 
FLUOSOL 

ALPHA THERPTC 17.5GM/100HL;7.5GH/100HL N 860909 
DEC 26, 1989 
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ORPHAN DRUG DESIGNATIONS 

SECTION 526 OF THE FEDERAL FOOD, DRUG, AND COS~1ETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A 
SPONSOR I S DRUG, ANTIBIOTIC, OR BIOLOGICAL PRODUCT AS A "DESIGNATED ORPHAN DRUG. II 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, II 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 HITH EXCLUSIVE APPROVAL. II 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 97-414J. 
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I'M OF BIOUXiICAl.. 

GENERI C: ANCROO 
TRADE: JlRV I N 

GENERIC: ANTIHEMOPHILIC FACTOR 
(REcmBINANT) 

TRADE: f()T EST JlBLISHED 

GENERIC: ANTIMCM3IN III (HLMN) 
TPJIDE: ATNATIV* /** 

GENERI C: W4, HLMA.N RECOf'IBINANT SOLl£LE 
TRJIDE: RECEPTIN 

GENERIC: CD4, HUW\N TRUf'l:ATED-369 AA POLYPEPTIDE 
(RECOt13INANT CHO CELLS) 

TPJIDE: SOLUBLE T4 

GENERIC: GRANULOCYTE MACROPHAGE-COLONY 
STIMULATING FACTOR, 
RECXl1BINANT E. COLI [RCl4-CSFJ 

mADE: f()T EST MUSHED 

BIOlOGICAl... muG DESIGNATIONS 
[J'lpproved for M:lrketing*] 

[Exclusive Approval**J 

l)ESI~TED USE [EXCLUSIVm EXPIRATION DATE] 

FOR USE PS AN ANTITHRO>1BOTIC IN PATIENTS 
WITH HEPARIN-INrJJCED THRCNBOCYTDPENIA OR 
THRCJI100SIS, WHO REQJlRE IMDIATE ,lIND 
CONTmJED ANTICOAGULATION. 

PROPHYLAXIS JlND TREATMENT OF BLEEDING IN 
INDIVIDUALS WITH HBMOPHILIA A OR FOR PROPHYLAXIS 
WHEN SURGERY IS REQUIRED IN INDIVIDJALS HITH 
HOOPHILIA A. 

HEREDITARY AT-III DEFICIENCY IN CO~ECTION 
WITH SURGICAL OR OBSTETRICAL PROCEDURES OR 
WHEN THEY SUFFER FRCl~ THR(}1BQEMBOU9<l. 
[DEC 13, 1996J 

1REA1NENT OF ACQJIRED Ir.f.UfIODEFICIENCY 
S YNDl{)foIE (AI OS ) • 

TREAMNT OF JlCQJIRED IfvttJfIODEFICIENCY 
SY~URrnE (AIDS). 

TREAMNT OF SEVERE THERMA.I... INJJRIES IN PATIENTS 
WITH ffiEATER THAN 40% FULL OR PARTIAL THICKNESS 
BURNS. 
TREA1NENT OF PATIENTS WIlH MYELODYSPLASTIC 
SYNDI{)ME. 
TREAMNT OF AFl.ASTIC MEMIA. 
TREAMNT OF NEUTROPENIA ASSOCIATED WITH 
BONE MARRGJ "TRANSPLANT (00). 
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SPONSOR NIK: JIH) PJmESS 

KNOLL PHJlRMA.CEUTI CALS 
30 f(). JEFFERSON RD 
WHIPPANY, NJ 07981 

MILES, INC. 
CUTTER BIOLOGICAL 
ELKHART, IN 46515 

KJlBI VITRLM, INC. 
160 INDUSTRIAL ffi. 
FRANKLIN, CA 45005 

BIOGEN, INCORFDRATED 
14 CftJlBRIDGE CENTER 
(JIM3RIDGE, MA 02142 

SMITH KLINE & FRENCH 
LABORATORI ES 
1500 SPRING GARDEN STREET 
PHILADELPHIA, PA 19101 

SCHERING CORPORftJION 
2000 GALLOPING HILL ROAD 
KENILl()RTH, NJ 07033 
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BIOLOOICAI... DRUG DESIGNATIONS 
[Approved for Mlrketing*] 

[Exclusive Approval**] 

NM: OF BIOLOOICAI... DESIGNATED USE [EXCLUSIVITY EXPIRATION DAlE] SPONSOR NNoE AND ADmESS 

GENERIC: HUW\N IG>1 mNOCLONAL ANTIBODY TREAMNT OF CYlDMEGALOVIRUS (00) CENlOCOR, It-(. 
(C-58) TO CYTCH:GALOVIRUS (00) INFECTIONS IN BONE t-mROvJ "TRANSPLANT 244 ffiEAT VALLEY PK\AJY 

TRADE: CENTOVIR PATIENTS. rw.VERN, PA 19355 
ffiOPHYLAXIS OF (}1V INFECTIONS IN BONE 
MJlRR(M "TRANSPLANT PATIENlS. 

GENERIC: HUMAN It4MUNODEFICIENCY VIRUS (HIV-1) TREAlMENT OF JlCQJlRED Ir.t-ruNODEFICIENCY JlBBOTT LABORATORIES 
IMMUNE GLOBULIN (HUMAN) I.V. SYNDOOME (AIDS) DIAGNOSTICS DIVISION 

lRADE: r-DT EST JlBLISHED JlBBOTT PARK, IL 60064 

(}:NERIC: HUMI\N T-L'tMPl-OlROPIC VIRUS lREAl}£NT OF JlCQJIRED Ift.tJNODEFICIEtCY ~lICROGENESYS, IM:. 
TYPE III gp160 ANTIGENS, SYt\ORM (AIDS). 400 FRONTAGE ROAD 
REcrnBINANT VACCINE, ALLM JlBSffiBED WEST HAVEN, CT 06516 

lRADE: VAXSYN HIV-1 

GENERIC: INDIl.M IN 111 r-tJRINE r.tJNOCLONAL DETECTION OF OVARIPN rAf'[ER. CYTOGEN CORPORATION 
ANTIBODY 872.3 201 COLLEGE RD. EAST 

lRADE: OM:OSCINT OV103 PRINCETON, NJ 00540 

GENERIC: INDILM IN 111 I4JRINE mNOCLOML DIAGt()SING M'fOCAADITIS. CENTOCOR, INC 
ANTIBODY FJIB TO M¥OSIN 244 ffiEAT VALLEY PKWY 

TRADE: M'rUSCINT rw.VERN, PA 19355 

GENERIC: INTERFERON ALFA-2A (REaJ.131 NANT) TREAlMENT OF CHRONIC MYELOGEt()lJS LEUKEMIA (CML). HOF~!-LA ROCHE 
TRADE: ROFERON-A FUR USE IN crnBINATION WITH FLLOROURJlCIL Fffi THE 340 KINGSLAND SlREET 

lREAMNT OF ESOPHl\GEAL CPRCItDfA. tUTLEY, NJ 0711 0 

GENERIC: IODINE I 131 MURINE MONOCLONAL TREAMNT OF B-CELL LEUKEMIA PND IMMUfO.EDICS, IM:. 
ANTIBODY IGG2A lD B CELL B-CELL L )fo1P1D1A. 150 m. BETHEL RD. 

TRADE: lfoMJRAIT, LL -2-I -1 31 WARREN, NJ 07060 

GENERIC: tv[L.I\fOt\l\ VACCINE lREA1NENT OF STJIllE III-IV r.£l.JI.f'G1A. RIBI IMMUNOCHBM RESEARCH, I~~. 
mADE: fl£LACCINElM 553 OLD CORVALLIS RD. 

HJ1MILlDN, MT 59840 



NM OF BIOUXiICAL 

GENERIC: MONOCLONAL FACTffi IX 
lMDE: NOT EST JlBLISHED 

GENERIC: PEG-L-ASPARAGINASE 
TRADE : 1'DT EST JlBLISHED 

GENERIC: RICIN (BLOCKED) CDNJUGATED ~ruRINE 
tI01'DCLONAL ANTIBODY (ANTI-t~y9) 
TO MYELOID CELLS (C0-33) 

TRADE: ANTI -My9-BR 

GENERIC: TECHNETIt.)1 TC ~ MURINE MJfIOCLONAL 
ANTIOODY TO HlJMLl.N ALPHA-FETOPROTEIN 

TRADE: IMiJRAID, AFP-TC99>1 

GENERIC: TECHNETILM TC 99\1 MURINE ~1)NOCLONAL 
ANTIBODY TO HlJMI\N CH)RIONIC 
ffiNAOOTROPIN (HCG) 

TRADE: It-MJRAID, HCG-TC9g" 

BIOI.ffiICAI... !RUG DESIGNATIONS 
[Approved for Mirketing*J 

[Exclusive Approval**J 

DESIGNAlID USE [EXCUJSIVITY EXPIRATIOO DATEJ 

REPLACEM:NT TREATMENT AND PROPHYLAXIS OF 
HEMORRHAGIC orn~PLICATIONS OF HEMOPHILIA B. 

TREAlMENT OF ACm L YMP\-K)C'ffIC LEUKEMIA (ALL). 

TREAMNT OF MYELOID LEUKEMIAS. 

DETECTION HEPATOCELLULAR CARCINOMA AND 
HEPAlOBlASlOMA. 
DETECTION OF ALPHA-mDPfrlTEIN (AFP) 
PRODUCING Grn-1 CELL nIDRS. 

DETECTION OF HCG PRODUCING TLf:URS 
SOCH AS GOO CELL rums AND 
TROPH)BLASTIC CELL TIJ.{)RS. 
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SroNSOO NfftE AND ADOOESS 

~~ PHAAMl\CEUTICAL crnPANY 
920A HARVEST DRIVE 
SUITE 200 
BLUE BELL, PA 19422 

ENZON, Ir£. 
300-C COR~TE COURT 
SOUTH PLAINFIELD, NJ 07000 

It+1UNOGEN, Ir£. 
148 SIDNEY STREET 
C,tt.1BRICGE, MA 02139 

TIMMUNOMEDICS, INC. 
1 50 MT. BETHEL RD. 
HARREN, NJ 07060 

~NOMEDICS, INC. 
150 MT. BETHEL RD. 
WARREN, NJ 07060 
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!RUG DESIGNATIONS 
[Approved for fotlrketing*] 

[Exclusive Approval**] 

NlKOFOOUG DESIGNAlED USE [EXOJJSIVITY EXPIRATION DATE] SroNSOR NfI.1E AND JI.IJrnESS 

GENERIC: ADEOOSINE FOR USE IN OONJUOCTION WITH BCNU IN lHE f.£00J RES I~. 
TRADE : OOT EST JlBL ISH ED IREAlMENT OF BRAIN TlM)RS. 8733 BEVERLY BLVD. 

SUITE 404 
LOS ANGELES, CA 90048 

GENERIC: BETHANIDINE SULFATE FOR mE PREVENTION OF mE RECURRENCE OF r.rOOJ RESEMCH, I ~ 
TRADE: flDT ESTABLISHED PRI~Y VENTRlCUIJlR FIBRILLATION. 8733 BEVERLY BLVD. SUITE 404 

LOS ANGELES, CA 90048 

GENERIC: B~EXINE HCL TREAMNT OF MILD TO f()DERATE KERATOroNJUNCTIVITIS BOEHRINGER INGELHEIM 
TRADE : f()T EST ABL ISHED SICCA IN PATIENTS WIlH SJaJREN'S SYN[R()1E. P~CEUTICALS, INC. 

90 EAST ·RHXlE 
P.O. BOX 368 
RIDGEFIELD, CT 06877 

GENERIC: CALCIUM ACETATE IREAMNT OF HYPERPI-OSA1ATEMIA IN END STAGE RENAL PHARMEDIC (D1PANY 
TRADE : OOT EST JlBL ISHED DISEASE' (ESRD). 130 EXMJOR OOURT 

DEERFIELD, IL 60015 

GENERIC: ( -) CAASOJ IR IREAlMENT OF PERSONS Wlm AIDS AND IN lHE GLAXO I~. 
TRADE: OOT EST JlBLISHED IREA1JvlENT OF PERSONS Wlm S'r1>1Pf(}1ATIC HIV 5 roJRE DRIVE 

INFECTION AND A CD4 COUm- OF LESS 1HAN 200M-P. RESEARCH TRIANGLE PMK, NC 
27709 

GENERIC: CITRIC ACID, GLUOONO-DELTA-LACTONE, TREAMm- OF RENAL AND BLADDER CALCULI OF UNIlED GUMDIAN, I~. 
AND W\(}JESIUM CARBONATE mE APATITE (R SlRUVITE VMIETY. 230 MARCUS BLVD. 

l'RJlDE: RENAC IDI N I-ll\UPPUJlGE, NY 11788 
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mUG DESI~TIONS 
[Approved for fIlirketing*J 

[Exclusive Approval**J 

N.ltEOFOOUG DESItIU\TED USE [EXCUJSIVIlY EXPIRAi100 DATEJ SroNSOO NM: AND JIDOOESS 

GENERIC: DIHEWl.lDFORPHYRIN ffilERS USE FUR TI-lE PHOlDDYNPl-1IC TI-lERAPY OF PATIENlS WITI-I QL T Pl-{)lDTI-lERAPEUTI CS , If\( 
TRADE : PI-OTO FRI N PRIMMY rn RECURRENT OBSTRl£TING (EITHER PAATIALLY t{)RTI-I MIDDLE1UIN RD. 

ffi crnPLETEL Y) ESOPHJIbEAL CAACIt{)MA. PEARL RIVER, NY 10965 
USE IN TI-lE PHOlDDYNPl-1IC TI-lERAPY OF PATIENlS WITH 
TRANSITIONAL CELL CAACIt{)MA IN SITU OF TI-lE 
URINARY BLMlDER. 

GENERIC: EN ISOPROST FUR CQ-,lIl}lINISTRATION WITI-I CYCLOSFWINE IN ffiGftN G.D. SEARLE & 00. 
TRADE: OOT ESTABLISHED TRANSPLANT RECIPIENlS TO REDUCE AOJTE TRANSPLANT 4901 SEARLE PAAIMA Y 

REJECTION. SKOKIE, IL 60077 
FOR CO-ADMINISTRATION WITI-I CYCLOSFORINE IN ORGAN 
TRANSPLANT RECIPIENlS lD DIMINISH TI-lE 
NEPI-ROlDXICITY INDUCED BY CYCLOSFORINE. 

GENERIC: ETHIOFUS USE PO A a-tOOProTECTIVE PbENT FUR CISFtATIN AND U.S. BIOSCIENCE, INC 
TRADE: ETI-lYOL CYCLOPI-OSA-IJlMIDE IN TI-lE TREA1MENT OF OVAAIAN 92O-B HARVEST DRIVE 

CARC I rotA.. P.O. BOX 220 
USE PO A a-tOOPROTECTIVE AGENT FOR CISPLATIN BLUE BELL, PA 19422 
IN TI-lE TREAMNT OF METASTATIC MELAf'.DMA. 

GENERIC: FLLUAAABINE P!{)SPHATE TREATI-1ENT OF N)N-I-U[x;KIN'S LYMftOO (NHL). TRIlDN BIOSCIENCES 
1RJlDE: I'UT ESTABLISHED 1501 HARBOR BAY PAAKWAY 

JlJ.JVr1EDA, CA 94501 

GENERI C: FLLOROURACIL FUR USE IN aJ>1BINATION WITI-I INTERFERON ALFA-2A I-{)FFMAN-LA ROCHE It(; 
TRADE: I'UT APPLICJlBLE RECXM3INANT FUR TI-lE TREA1MENT OF ESOPHJlSEAL 340 KINGSLAND STREET 

CMCIt{)MA. NUTLEY, NJ 0711 0 

GENERIC: GAf\(ICLOVIR (!l-lPG) TREA1NENT OF CYlDMEGALOVIRUS (CMV) RETINITIS SYNTEX (U.S.A.), INC. 
TRADE: CYlDVENE* /** IN UflJNQC(J.1PF{)MISED PATIENlS WITI-I 3401 HILLVIEW AVENUE 

JlCQJIRED HMJOODEFICIENCY SYNDRrnE. PALO AI... TO, CA 94304 
(AIDS)*/**. [JUN 23, 1996J 
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mUG DESIGNATIONS 
[Approved for Mlrketing*] 

[Exclusive Approval**] 

NM OF OOUG DESI(}U\TED USE [EXCLUSIVITY EXPIRATION DATE] SroNSOR NM Jl1f) I\OI:RESS 

GENERIC: HUW\N ffiOWTI-I I-OIM)NE. REaJ.1BlNANT TREATI4ENT OF CHILDREN OF SI-ORT STATIJRE ASSOCIATED GENETECH, IOC. 
"TRADE: OOT EST JlBL ISHED WITH CHRONIC RENAL FAILURE. 460 Pf SAN BRUOO BLVD. 

SOUTIi SAN FRANCISCO, CA 94000 

GENERIC: HUW\N ffiOWTI-I I-ORMONE RELEASING FACTOR FOR TIiE LOt'll rm.1 TREAlMENT OF CHILDREN WI-D HAVE I-OFFMAN-LA ROCHE, IOC. 
TRADE : OOT EST JlBLISHED ffiOOH FAILURE IlJE 10 A LACK OF .ADECUATE 340 KINGSLAND ST. 

ENDOGEOOllS ffiOWTIi I-ORM1NE SECRETION. NUTLEY, NJ 0711 0 

GENERIC: ILOPROST lREAlMENT OF RA YNAUD' S PHEffl4HDN SECONDAAY 10 BERLEX LABORA1ORIES 
lRPDE: NOT ESTABLISHED SYSTEMIC SCLEROSIS. 110 EAST HANOVER AVE 

CEDAR KNOLLS, NJ 07'J27 

GENERIC: L-CARNITINE PREVENTION OF SECOMlARY CJlRNITINE DEFICIEf\CY KENDALL·MCGAW 
TRADE: V ITA CAAN IN VALPROIC ACID 1OXICITY. LABORA1ORIES, IOC 

TREAMNT OF SECOMJAAY CARNITINE DEFICIENCY 2525 MCGAW AVENUE 
IN VALPROIC ACID 1OXICITY. IRVINE, CA 'J2714-58£8 

GENERIC: L-CYCLOSERINE lREAMNT OF GAOCHER'S DISEASE. TIiE CITY COLLEGE 
TRADE: OOT EST JlBLISHED CITY UNIVERSITY OF 

N. Y. MEDlCN. SCI-OOL 
CONVENT AVE. @ 1 ~ ST. 
N. Y., NY 1 0031 

GENERIC: L ¥SINE ACmLSALICYLATE TREAMNT OF PAIN AND FEVER SECONDARY 10 SICKLE G. D. SEARLE & CO. 
TRADE: ASPEGIC CELL DISEASE CRISIS. 4901 SEAALE PI<ltJY 

SKOKIE, IL 60077 

GENERIC: MULTI-VITJlMIN INFUSION-NEONATN. FOOMJLA FOR THE ESTABLISI-K:NT AND MAINTENAOCE OF lOTAL ARM1LR PHAAMACEUTICAL 
lRADE: t()T EST JlBL ISHED PARENTERAL NUlRITION IN VERY LOW BIRTIi WEIGHT 'J20 A HAAVEST DRIVE 

INFANTS (LESS mAN 1500 GRPMS). SUITE 200 
BLUE BELL, PA 19422 
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mUG DESIGNATIONS 
[Approved for Mlrketing*J 

[Exclusive Approva1**J 

NMOFmUG OCSI~TED USE [EXCLUSIVITY EXPIRATION DATEJ SroNSOO NM: Atf) .anmESS 

GENERIC: NG-29 FOR THE ASSESSM:NT OF THE CAPACITY OF THE FERRING LABORAlORI ES 
TRADE: f'DT EST ,!'BLISH ED PITUITARY GLAND TO RELEASE GH IN CHILDREN f1lNTEBELLO PARK 

OF SHORT STATIJRE f{)SSIBLY ruE TO GH DEFICIENCY. 75 f1lNTEBELLO RD. 
SUFFERN, NY 10901 

GENERIC: OVINE alRTICOTROPIN USE IN DIFFERENTIATING PITIJITARY AND EClOPIC FERRING LABORATORI ES 
RELEASIt£ HOFM)NE (oCRH) ffiODUCTION OF ACTH IN PATIENTS WITH ACTH- Ifl(()RPCRATED 

TRJIDE: !\oT ESTABLISHED DEPENDENT CUSHING'S SYNDROME. MJNTEBELLO PMK 
75 MONTEBELLO RD. 
SUFFERN, NY 10901 

GENERIC: PENT~IDINE ISETHIONATE (INHALATION) PREVENTION OF PNELMOCYSTIS CARINI! PNEl.M)NIA (f~p) L YPHOMED , It(;. 
TRADE: NEBUPEN"r' /** IN PATIENTS AT HIGH RISK OF DEVELOPING THIS 2020 RUBY STREET 

( FORtI£RL Y PENT ~ 300) DISEASE. [JUN 15, 1996J MELROSE PARK, IL 60160 

GENERIC: roLOXMR 188. N.F. TREAMNT OF SICKLE CELL CRISIS. CYTRX CORPCRATION 
TRJIDE: RHEOTHRX coroL YMER 150 TECHNOLOGY PPRKWAY 

TECHt{)LOGY PARK/ATLANTA 
NORCROSS, GA 30092 

GENERIC: roL MR IMPLANT alNTAINING CJlRMJSTINE FOR THE LOCALIZED PLACEMENT IN THE BRAIN FOR THE NOVA PHARMACEUTICAL 
TRADE: BIODEL 1M OONTAINING BCNU TREAMNT OF RECURRENT MALIGNAJlrr GLI<Jw1A. alRroRATION 

6200 FREEroRT CENTER 
BAL TU-DRE, MD 21224-2788 

GENERIC: RIFABUTIN FOR THE PREVENTION OF MYalBACTERILM AVILM C(}1PLEX JlDRIA L.ABORATORIES 
TRADE: NOT EST ABL ISHED (MAC) DISEASE IN PATIENTS WITH AIDS AND IN PATIENTS P.O. BOX 16529 

WITH CM alUNTS LESS THAN 200;r+13. COLlM3US, OH 43216 
FOR THE TREAMNT OF DISSEMINATED MYalBACTERILM 
AVILM aJ.1PLEX (W\C) DISEASE. 

GENERIC: RI FJt1PIN ANTITIJBERCULOSIS TREA1MHrr WHERE USE OF ~1ERRELL row RESEARCH INST. 
TRJIDE: RIFADIN I.V.*/** THE ORAL FO~ OF THE DRUG IS NaT 211 0 E. GALBRAITH 

FEASIBLE. [MAY 25, 1996J CINCINNATI, OH 45215 
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mUG DESIGNATIONS 
[Approved for t-tlrketing*] 

[Exclusive Approval**] 

NM OF mUG lBIIiU\1ED USE [EXClUSIVITY EXPIRATION DAlE] sroNSOO NM AND AIJMESS 

GENERIC: SElEGILINE HCL ADJUNCT IN lHE ML\NJIGEMENT OF PAAKINSONIAN PATIENTS SOMERSET PHARMl\CEUTICALS 
TRADE: ELDEPRYL * /** BEING TREATED WIlH LEVODOPA/CARBIDOPA WHO EXHIBIT ONE OlDE TOWNE COURT 

(FOIM:RL Y DEPRENYL) DETERIORATION IN lHE Q.lALITY OF THEIR RESPONSE BERNAADSVILLE,NJ 07924 
10 lHIS lHERAPY*/**. [JUNE aJ, 1996] 

GENERIC: SOWIJROPIN ENH.W:EMENT OF NITROOEN RETENTION IN HOSPITALIZED SEROf'D lJ1BORA1ORIES 
TRADE: SA IZEN PATIENTS SUFFERn.r; FRCJ.1 SEVERE BURNS. 100 lONG-JATER CIRCLE 

tmWELl, W\ 0206l 

GENERIC: SYNTHETIC SURFACTANT PREVENTION OF HYALINE MOORANE DISEASE (HMO), BURROUGHS WELLCOME 
TRADE: EXOSURF ALSO KN(l.JN f.S RESPIRA10RY DISTRESS SYNDR()1E (RDS) , 3030 CORNAALLIS RD 

IN INFANTS BORN AT 32 WEEKS GESTATION OR LESS. RESEAACH "TRIANGLE PK, f'[ 
TREA1MHrr OF ESTJlBLISHED 1-f4D AT ALL GESTATIOML 27709 
PbES. 

GENERIC: TROLEANDOMYCIN TREAlMENT OF SEVERE STEROID-REQUIRInJ ASTf'M/l. STANLEY SZEFLER, MD 
TRJIDE: !\oT ESTABLISHED NATIONAL JEWISH CENTER 

RlR If.MJf'DLOGYAND 
RESPIRA10RY MEDICINE 
1400 JACKSON SlREET 
DENVER, co 80206 

GENERIC: T4 ENDONLCLEf.SE V, 10 PREVENT CUTANEOUS NEOFt.ASMS AND OlHER SKIN APPLIED GENETICS, I !'C. 
L I ffiS(J1£ E!'CAPSULATED JlBNO~LITIES f.S9)CIATED WIlH PATIENTS 205 BUFFALO AVENUE 

TRJIDE: T4f\5 DIAGNOSED WIlH XERODERMA PIGMENTOSUM (XP). FREEffiRT, NY 11520 

GENERIC: 31AZIDO-2 1
, 31 DIDEOXYURIDINE lREAlMENT OF PCQ.lIRED I~MJf'ODEFItIENCY lRITON BIOSCIENCES 

TRJIDE: !\oT ESTABLISHED SYNDROt-£ (AIDS). INCORPORATED 
1501 HARBOR BA Y P~1Y 
JIlN.1E[)A, CA 94501 



NM OF IlillG 

GENERIC: 4-N-1INOSALICYLIC ACID 
TRADE: t()T EST JlBL ISHED 

GENERIC: 4-HYDROPEROXYCYCLOPI-DSPHJlMIDE (4-HC) 
TRADE: I\OT EST JlBL ISH ED 

muG DESIGNATIONS 
[f!tJproved for t-tlrketing*] 

[Exclusive f!tJprova1**] 

DESI~TED USE [EXCLUSIVITY EXPIRATION DAlE] 

FOR USE IN PATIEN1S WITH MILD 10 t-rJDERATE 
LlCERATIVE (X)l !TIS \oJl-() ME INTOLERANT 10 
SULF ASJILAZINE. 

FOR USt IN THE EX VIVO TREA1NENT OF MJTQarous 
OONE KARROW .ANDSUBSE~ENT REINRJSION IN PATIENTS 
WITH ACUTE MYELOGENOUS LEUKEMIA (JlI.1L), ALSO 
REFERRED 10 f'O PCUTE NONL'rMfWCYTIC 
LEUKEMIA (ANLL). 
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SroNSOR NM AND .IIlmESS 

WAAREN L. BEEKEN, M.D. 
GIVEN C-317 
UNIVERSITY OF VEIMlNT 
BURL I NG10N , VT 05405 

t()V A PHAAMACEUTI CAL 
CORroRATION 
6200 FREEPORT CENTRE 
BAL TIt-rJRE, t-1D 21224 



NO DECEMBER 1989 ADDITIONS 

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

72 
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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-25O"; ROOM 17B-06, 5600 FISHERS LA~OCKVILLE, MD 20857. 
COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIVISION OF 
B IOEQU IVALENCE. 

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) 

ALBUTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER - IN VITRO) 
ALBUTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER - TN VIVO) 
GEMFIBROZIL (CAPSULE) - --
TOLMETIN SODIUM (CAPSULE AND TABLET) 

DATE 

AUG 25, 1988 
AUG 25, 1988 
JUN 23, 1989 
APR 20, 1989 

REVISED DATE 

JUN 27, 1989 
FEB 09, 1989 
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ANDA SUITABILITY PETITIONS 

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED 
THAT THE REFERENCED PRODUCT: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) IS NOT SUITABLE FOR 
SUBMISSION AS AN ANDA (PETITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE ANDA 
ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY. A COpy OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC DISPLAY 
IN FDA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857. 

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

PETITIONS APPROVED 

DRUG NAME STRENGTH REASON FOR 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS 

ACET Af~ I NOPHEN; 500MG 89 P-0345/CP MALLARD NEW DOSAGE APPROVED 
BUTALBITAL; 50MG FORM OCT 27, 1989 
CAFFEINE 4ot4G 
CAPSULE; ORAL 

ACETAMINOPHEN; 650MG 88 P-0416/CP MORAVEC NEW STRENGTH APPROVED 
HYDROCODONE BITARTRATE 10MG MAR 01, 1989 
TABL ET; ORAL 

CARMUSTINE, STERILE 200MG/VIAL 88 P-0410/CP QUAD PHARMS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION FEB 13, 1989 

CYCLOPHOS PHAMI DE 20MG/ML 88 P-0379/CP BAXTER NEW DOSAGE APPROVED 
INJECTABLE; INJECTION (250ML/CONTAINER) FORM MAR 01, 1989 

NEW STRENGTH 

HALOPERIDOL EQ O.5MG/5ML 89 P-0088/CP UDL LABS NEW STRENGTH APPROVED 
CONCENTRATE; ORAL MAY 11, 1989 



DRUG NAME 
DOSAGE FORM; ROUTE 

HALOPERIDOL DECANOATE 
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; 
POTASSIUM CHLORIDE; 
SODIUM BICARBONATE; 
SODIUM CHLORIDE; 
SODIUt1 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 
O. 7 425Gr~/ PACKET 
1.685GM/PACKET 
1.465GM/PACKET 
5. 685GM/PACKET 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOCKET NUMBER PETITIONER 

88 P-0411/CP QUAD PH ARMS 

89 P-0028/CP MCKENNA, CONNER & 
CUNEO 

89 P-0029/CP MCKENNA, CONNER & 
CUNEO 

89 P-0071/CP OXFORD RES INTL 

89 P-0l13/CP CADEMA MED PRODS 

88 P-0419/CP GUIDELINES 
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REASON FOR 
PETITION STATUS 

NEW STRENGTH APPROVED 
FEB 1 3, 1 989 

NEW DOSAGE APPROVED 
FORM MA Y 10, 1 989 

NEW DOSAGE APPROVED 
FORM t~AY 10,1989 

NEW DOSAGE APPROVED 
FORt4 MA Y 10, 1 989 

NEW STRENGTH APPROVED 
JUL14,1989 

NEW STRENGTH APPROVED 
MAR 01, 1989 



DRUG NAME 
DOSAGE FORM; ROUTE 

PREDNISONE 
CAPSULE; ORAL 

THIOTEPA, STERILE 
INJECTABLE; INJECTION 

STRENGTH 
(CONTAINER SIZE) 

lMG 
2.5MG 
5MG 
lOMG 
20MG 
25MG 
50MG 

30MGjVIAL 
60MGjVIAL 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOCKET NUMBER PETITIONER 

88 P-0391jCP ASCHER 

88 P-0412jCP QUAD PHARMS 
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REASON FOR 
PETITION STATUS 

NEW DOSAGE APPROVED 
FORM MAR 01. 1 989 

NnJ DOSAGE APPROVED 
FORr~ .. MAR 01, 1989 
NEW STRENGTH 



DRUG NAME 
DOSAGE FORM; ROUTE 

ALLOPURINOL SODIUM 
INJECTABLE; INJECTION 

PHENYLPROPANOLAMINE 
HYDROCHLORIDE 
FI LM, EXTENDED 
RELEASE; PERCUTANEOUS 

STRENGTH 
(CONTAINER SIZE) 

500MG 
(30ML/VIAL) 

150MG 

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DOCKET NUMBER PETITIONER 

89 P-0103/CP BURROUGHS WELLC 

88 P-0265/CP BIO AMERICAN 

REASON FOR 
PETITION 

NEW DOSAGE 
FORM 
NEW INGREDIENT 
(NEW SALT) 
NEW ROUTE OF 
ADMINISTRATION 

NEW DOSAGE 
FORM 
NEW INDICATION 
NEW STRENGTH 
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STATUS 

DENIED 
JUL14,1989 

DENIED 
OCT 07, 1988 



EXCLUSIVITY TERMS 

DUE TO SPllCE LIMITATIONS IN THE EXCLUSIVITY COlUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER 
BACK TO THE APPROVED DRUG PRODUCTS WITH THEIt'APEUTIC E UIVALENCE EVALUATIONS, 9TH EDITION FOR A FULL LISTING 
OF EXCLUSIVITY TERMS -ABBREV lATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW 
CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 
NEW DOSING SCHEDULE 

0-16 CONTINUOUS. INTRAVENOUS INFUSION 

NEW INDICATION 

Jt7~ '0~~J~~~~~ $lJ~~~~lJ0~ J~ J" YJ1~0 'l~lJtJl~lJ0" 
1-73 STIMULATE THE DEVELOPMENT OF MULTIPLE FOLLICLESjOOCYTES IN OVULATORY PATIENTS PARTICIPATING 

IN AN IN VITRO FERTILIZATION PROGRAM 
1-84 ADJUNCTIVE THERAPY TO DIET TO REDUCE THE RISK OF CORONARY ARTERY DISEASE 
1-85 SELECTIVE ADULT VISCERAL ARTERIOGRAPHY 
1-86 METASTATIC BREAST CANCER IN PREMENOPAUSAL WOMEN AS AN ALTERNATIVE TO OOPHORECTOMY 

OR OVARIAN IRRADIATION 
1-87 TREATMENT OF TINEA PEDIS 
1-88 CONTRAST ENHANCEMENT AGENT TO FACILITATE VISUALIZATION OF LESIONS IN THE SPINE AND ASSOCIATED 

TISSUES 
1-89 PEDIATRIC MYELOGRAPHY 
1-90 ORAL USE OF DILUTED OMNIPAQUE INJECTION IN ADULTS FOR CONTRAST ENHANCED COMPUTED TOMOGRAPHY 

OF THE ABDOMEN 
1-91 ORAL USE IN ADULTS FOR PASS-THROUGH EXAMINATION OF THE GASTROINTESTINAL TRACT 
1-92 PEDIATRIC CONTRAST ENHANCEMENT OF COMPUTED TOMOGRAPHIC HEAD IMAGING 
1-93 ARTHROGRAPHY OF THE SHOULDER JOINTS IN ADULTS 
1-94 RADIOGRAPHY OF THE TEMPOROMANDIBULAR JOINT IN ADULTS . 
1-95 CONTRAST ENHANCEMENT AGENT TO FACILITATE VISUALIZATION OF LESIONS OF THE CENTRAL NERVOUS 

SYSTEM IN CHILDREN (2 YEARS OF AGE AND OLDER) 
1-96 TREATMENT OF ACUTE MYOCARDIAL INFARCTION 
1-97 PRIMARY NOCTURNAL ENURESIS 
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EXCLUSIVITY TERMS 

REFERENCES 
PATENT USE CODE 

U-41 METHOD FOR TREATING PROSTATIC CARCINOMA COMPRISING ADMINISTERING FLUTAMIDE 
U-42 METHOD FOR TREATING PROSTATE ADENOCARCINOMA COMPRISING ADMINISTERING AN ANTI ANDROGEN INCLUDING 

FLUTAMIDE AND AN LHRH AGONIST 
U-43 REDUCING CHOLESTEROL IN CHOLELITHIASIS PATIENTS 
U-44 REDUCING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREOF 
U-45 DISSOLVING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREOF 
U-46 CEREBRAL, CORONARY, PERIPHERAL, VISCERAL AND RENAL ARTERIOGRAPHY, AORTOGRAPHY AND 

LEFT VENTRICULOGRAPHY 
U-47 CT IMAGING OF THE HEAD AND BODY, AND INTRAVENOUS EXCRETORY UROGRAPHY 
U-48 CEREBRAL ANGIOGRAPHY. AND VENOGRAPHY 
U-49 INTRA-ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY 
U-50 PALLIATIVE TREATMENT OF PATIENTS WITH OVARIAN CARCINOMA RECURRENT AFTER PRIOR CHEMOTHERAPY. 

INCLUDING PATIENTS WHO HAVE BEEN PREVIOUSLY TREATED WITH CISPLATIN 
U-51 TREATING VIRAL INFECTIONS IN A MAMMAL 
U-52 TREATING VIRAL INFECTIONS IN A WARM BLOODED ANIMAL 
U-53 TREATING CYTOMEGALOVIRUS IN A HUMAN WITH AN INJECTABLE COMPOSITION 
U-54 METHODS OF TREATING BACTERIAL ILLNESSES 
U-55 METHOD OF TREATING GASTROINTESTINAL DISEASE 
U-56 TREATMENT OF PAROXYSMAL SUPRAVENTRICULAR TACHYCARDIA 
~f~7 A~~J~A/~Y0~A~~JA~/J~'A~eJ10~ 
U-57 ANGINA PECTORIS 
U-58 ACUTE MYOCARDIAL INFARCTION 
U-59 METHOD OF TREATMENT OF BURNS 
U-60 METHOD OF TREATING CARDIAC ARRHYTHMIAS 
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APPLIPROD 
NUMBER 

>ADD> 19909 001 
19937 002 
19729 001 

>DLT> IB2IJI "IJI 
18240 001 

18240 002 

19058 001 
19459 001 
19716 001 
19270 001 
19507 001 

19507 002 

>ADD> 19845 001 
>ADD> 
>ADD> 

18644 001 
18644 002 
18644 003 
18469 001 

19880 001 
19880 002 
19880 003 
19204 001 
19204 002 
19204 003 
17939 002 
19537 002 
19537 003 
19537 004 

>ADD> 19906 001 
>ADD> 19906 002 
>ADD> 19906 003 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

ACYCLOVIR; ZOVIRAX 4199574 
ADENOSINE; ADENOCARD 4673563 
AMCINONIDE; CYCLOCORT 4158055 
AHI~0RI9~ ~ygR0e~~0RI9~; H09~R~IIe S~SIJ Z7BUZIJ 
ATENOLOL; TENORMIN 3934032 

3836671 
3836671 
3663607 

ATENOLOL; TENORMIN 3934032 
3836671 
3836671 
3663607 

ATENOLOL; TENORMIN 3836671 
AVOBENZONE; PHOTOPLEX 4387089 
BETAMETHASONE DIPROPIONATE; DIPROLENE 4775529 
BETAXOLOL HYDROCHLORIDE; BETOPTIC 4252984 
BETAXOLOL HYDROCHLORIDE; KERLONE 4311708 

4252984 
BETAXOLOL HYDROCHLORIDE; KERLONE 4311708 

4252984 
BETAXOLOL HYDROCHLORIDE; BETOPTIC S 4342783 

4311708 
4252984 

BUPROPION HYDROCHLORIDE; WELLBUTRIN 3885046 
BUPROPION HYDROCHLORIDE; WELLBUTRIN 3885046 
BUPROPION HYDROCHLORIDE; WELLBUTRIN 3885046 
CALCIUM CHLORIDE; BSS PLUS 4550022 

4443432 
CARBOPLATIN; PARAPLATIN 4657927 
CARBOPLATIN; PARAPLATIN 4657927 
CARBOPLATIN; PARAPLATIN 4657927 
CARTEOLOL HYDROCHLORIDE; CARTROL 3910924 
CARTEOLOL HYDROCHLORIDE~ CARTROL 3910924 
CARTEOLOL HYDROCHLORIDE; CARTROL 3910924 
CIMETIDINE HYDROCHLORIDE; TAGAMET 3950333 
CIPROFLOXACIN HYDROCHLORIDE; CIPRO 4670444 
CIPROFLOXACIN HYDROCHLORIDE; CIPRO 4670444 
CIPROFLOXACIN HYDROCHLORIDE; CIPRO 4670444 
CLOMIPRAMINE HYDROCHLORIDE; ANAFRANIL 
CLOMIPRAMINE HYDROCHLORIDE; ANAFRANIL 
CLOMIPRAMINE HYDROCHLORIDE; ANAFRANIL 

80 

PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

APR 22, 1997 NCE MAR 29, 1992 
JUN 16, 2004 U-56 NCE OCT 30, 1994 
JUN 12, 1996 U-34 
g~e 2Z, IIJIJIJ 
JAN 20, 1993 U-5 
SEP 17, 1991 U-57 
SEP 17, 1991 U-58 
MAY 16, 1989 1-96 SEP 13, 1992 
JAN 20, 1993 U-5 
SEP 17, 1991 U-57 
SEP 17, 1991 U-58 
MAY 16, 1989 1-96 SEP 13, 1992 
SEP 17, 1991 NOF SEP 13, 1992 
JUN 07, 2002 NeE SEP 30, 1993 
OCT 04, 2005 NP AUG 01, 1991 
AUG 30, 1999 NCE AUG 30, 1990 
JAN 19, 1999 U-5 NCE AUG 30, 1990 
AUG 30, 1999 NDF OCT 27, 1992 
JAN 19, 1999 U-5 NCE AUG 30, 1990 
AUG 30, 1999 NDF . OCT 27, 1 992 
AUG 03, 1999 
JAN 19, 1999 
AUG 30, 1999 NCE AUG 30, 1990 
MAY 20, 1994 U-18 
MAY 20, 1994 U-18 
MAY 20, 1994 U-18 
OCT 29, 2002 
APR 17, 2001 
APR 14, 2004 U-50 NCE MAR 03, 1994 
APR 14, 2004 U-50 NCE MAR 03, 1994 
APR 14, 2004 U-50 NCE MAR 03, 1994 
OCT 07, 1994 NCE DEC 28, 1993 
OCT 07, 1994 NCE DEC 28, 1993 
OCT 07, 1994 NCE DEC 28, 1993 
APR 13, 1993 D-16 NOV 13, 1992 
JUN 02, 2004 U-54 NCE OCT 22, 1992 
JUN 02, 2004 U-54 NCE OCT 22, 1992 
JUN 02, 2004 U-54 NCE OCT 22, 1992 

NCE DEC 29, 1994 
NCE DEC 29, 1994 
NCE DEC 29, 1994 



APPL/PROD 
NUMBER 

17613 002 
17619 002 
18813 002 
19758 001 
19758 002 

>ADD> 191188 001 
>DLT> 178Zl "IU 
>DLT> 1782] IJllZ 

71611 001 
17922 001 

>ADO> 19082 001 
>ADD> 19082 002 
>ADD> 19082 003 

19Z0 1 001 
1n01 002 
19201 003 
19471 001 

19471 002 

19471 003 

19471 004 

19386 003 
>ADD> 19653 001 
>ADD> 19653 002 

18!S54 001 

19596 001 

19661 001 

18422 001 
18422 002 
18422 003 
19687 001 
19687 002 

>ADD> 19726 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

CLOTRIMAZOLE; LOTRIMIN AF 3705172 
CLOTRIMAZOLE; LOTRIMIN AF 3705172 
CLOTRIMAZOLE; LOTRIMIN AF 3705172 
CLOZAPINE; CLOZARIL 
CLOZAPINE; CLOZARIL 
CROMOLYN SODIUM; GASTROCROM 4395421 
eyel!:0Bi:,]4ZAPIUW~ VlYGIH!eHl!:0IUG£; PUX2:IUk: Z882Ui! 
eyel!:0B£WZAPRIW~ HYGR0eHl!:0RIg~; fl!:EX~RIl!: Z882Ui! 
CYCLOBENZAPRINE HYDROCHLORIDE; CYCLOBENZAPRINE HCL 
DESMOPRESSIN ACETATE; DDAVP 
DEZOCINE; DALGAN 
DEZOCINE; DALGAN 
DEZOCINE;; DALGAN 
DICLOFENAC SODIUM; VOLTAREN 3652762 
DICLOFENAC SODIUM; VOLTAREN 3652762 
DICLOFENAC SODIUM; VOLTAREN 3652762 
DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 

DILTIAZEM HYDROCHLORIDE; CARDIZEH SR 4721619 

OIL TIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 

DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 

ESMOLOL HYDROCHLORIDE; BREVIBLOC 4387103 
ETHINYL ESTRADIOL; ORTHO CYCLEN-21 4027019 
ETHINYL ESTRADIOL; OR THO CYCLEN-28 4027019 
FLUTAMIDE; EULEXIN 4474813 

4472382 
4329364 

GADOPENTET ATE D IMEGLU~1INE; MAGNEVI ST 

GANCICLOVIR SODIUM; CYTOVENE 4507305 

PATENT 
EXPIRES 

DEC 05, 1989 
DEC 05, 1989 
DEC 05, 1989 

JUL 26, 2000 
MAY "i!, I1Hf2 
MAY fiJl!, IIJIJZ 

MAR 28, 1991 
MAR 28, 1991 
MAR 28, 1991 
JAN 26, 2005 

JAN 26, 2005 

JAN 26, 2005 

JAN 26, 2005 

JUN 07, 2000 
MAY 31, 1994 
MAY 31, 1994 
NOV 30, 1993 
JAN 27, 2003 
MAY 11, 2002 

OCT 19, 1999 
4423050 . OCT 19, 1999 

4355032 OCT 19, 1999 
GEMFIBROZIL; LOPIO 3674836 JAN 04, 1993 
GEMFIBROZIL; LOPID 3674836 JAN 04, 1993 
GEMFIBROZIL; LOPIO 3674£36 JAN 04, 1993 
GONADORELIN ACETATE; LUTREPUlSE PUMP KIT 
GONADORELIN ACETATE; LUTREPULSE PUMP KIT 
GOSERELIN ACETATE; ZOLADEX 4100274 JUL 10, 1995 
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USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

NCE SEP 26, 1994 
NCE SEP 26, 1994 

PC NOV 15, 1989 
1-97 NOV 28, 1992 
NCE DEC 29, 1994 
NCE DEC 29, 1994 
NCE DEC 29, 1994 
NCE JUL 28, 1993 
NCE JUL 28, 1993 
NCE JUL 28, 1993 
NCE NOV 05, 1992 
NP JAN 23, 1992 
NCE NOV 05, 1992 
NP JAN 23, 1992 
NCE NOV 05, 1992 
NP JAN 23, 1992 
NCE NOV 05, 1992 
NP JAN 23, 1992 

U-16 NCE DEC 31, 1991 
NC DEC 29, 1992 
NC DEC 29, 1992 
NCE JAN 27, 1994 

U-42 
U-41 

1-88 APR 28, 1992 
1-95 AUG la, 1992 

U-53 
U-52 

ODE JUN 23, 1996 
U-51 NCE JUN 23, 1994 

1-84 JAN 17, 1992 
1-84 JAN 17, 1992 
1-84 JAN 17, 1992 
NE OCT 10, 1992 
NE OCT 10, 1992 
NCE DEC 29, 1994 



APPLIPROD 
NUMBER 

19778 001 

19778 002 

19888 002 

19771 001 
19833 002 
19842 001 
19763 001 
19763 002 

>ADD> 19693 001 
>ADD> 
>ADD> 
>ADD> 19693 002 
>ADD> 
>ADD> 
>ADD> 19693 003 
>ADD> 
>ADD> 

18956 001 
18956 002 

18956 003 

18956 004 

18956 006 

18735 003 
>ADD> 19580 001 
>ADD> 19580 002 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

HYDROCHLOROTHIAZIDE; PRINZIDE 12.5 4472380 

HYDROCHLOROTHIAZIDE; PRINZIDE 25 
4374829 
4472380 

HYDROCHLOROTHIAZIDE; ZESTORETIC 20/25 
4374829 
4472380 

IBUPROFEN; COADVIL 
4374829 

IBUPROFEN; CHILOREN'S ADVIL 
IBUPROFEN; PEDIA PROFEN 

4788220 

IFOSFAMIDE; IFEX 3732340 
IFOSFAMIDE; IFEX 3732340 
INDECAINIDE HYDROCHLORIDE; DECABID 4452745 

4389393 

INDECAINIDE HYDROCHLORIDE; DECABID 
4197313 
4452745 
4389393 
4197313 

INDECAINIDE HYDROCHLORIDE; DECABID 4452745 
4389393 

IOHEXOL; OMNIPAQUE 180 
4197313 

IOHEXOL; OMNIPAQUE 240 

IOHEXOL; OMNIPAQUE 300 4021481 

IOHEXOL; OMNIPAQUE 350 4021481 

IOHEXOL; OMNIPAQUE 210 4396597 
4250113 

IOPAMIDOL; ISOVUE-370 
4021481 

IOTROLAN; OSMOVIST 4239747 
IOTROLAN; OSMOVIST 4239747 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

SEP 18, 2001 NCE DEC 29, 1992 
DEC 30, 2001 NC FEB 16, 1992 
SEP 18, 2001 NCE DEC 29, 1992 
DEC 30, 2001 NC FEB 16, 1992 
SEP 18, 2001 
DEC 30, 2001 NCE DEC 29, 1992 

NC SEP 19, 1992 
NOV 29, 2005 NDF SEP 19, 1992 

NDF SEP 19, 1992 
MAY 08, 1992 ODE DEC 30, 1995 
MAY 08, 1992 ODE DEC 30, 1995 
JUN 05., 2001 NCE DEC 29, 1994 
JUN 21, 2000 
APR 08, 1997 U-60 
JUN 05, 2001 NCE DEC 29, 1994 
JUN 21,2000 
APR 08, 1997 U-60 
JUN 05, 2001 NCE DEC 29, 1994 
JUN 21, 2000 
APR 08, 1997 U-60 

1-89 JUN 30, 1992 
1-90 JUN 30, 1992 
NR JUN 30, 1992 
1-92 JUL 28, 1992 
1-93 JUL 28, 1992 

MAY 03, 1994 1-85 MAR 31, 1992 
1-90 JUN 30, 1992 
NR JUN 30, 1992 
1-94 JUL 28, 1992 
1-92 JUL 28, 1992 

MAY 03, 1994 1-85 MAR 31, 1992 
NR JUN 30, 1992 
1-90 JUN 30, 1992 
1-91 JUN 30, 1992 

JUL 14, 1998 
DEC 26, 1999 1-93 JUL 28, 1992 
MAY 03, 1994 NS JUN 30, 1992 

I-55 OCT 04, 1992 
DEC 16, 1997 NCE DEC 07, 1994 
DEC 16, 1997 NCE DEC 07, 1994 



APPLIPROD 
NUMBER 

19710 001 

19710 002 
19710 003 
19698 001 
19698 002 
19698 003 
08107 005 

19732 001 

19219 002 
19814 001 
19777 004 
19860 001 
19578 001 
19591 001 
17646 001 
17646 002 
19884 001 

>ADD> 19786 001 
>ADD> 
>ADD> 19786 002 
>ADD> 
>ADD> 19786 003 
>ADD> 
>ADD> 19786 004 
>ADD> 

18592 001 
19268 001 
19625 001 
19796 001 

19516 003 
19599 001 

19488 001 
19488 002 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

IOVERSOl; OPTIRAY 320 4396598 
4396598 

IOVERSOl; OPTIRAY 240 4396598 
IOVERSOl; OPTIRAY 160 4396598 
KETOROlAC TROMETHAMINE; TORADOl 4089969 
KETOROlAC TROMETHAMINE; TORADOL 4089969 
KETOROLAC TROMETHAMINE; TORADOL 4089969 
lEUCOVORIN CALCIUM; lEUCOVORIN CALCIUM 

lEUPROlIDE ACETATE; lUPRON DEPOT 4005063 

lEVOBUNOlOL HYDROCHLORIDE; BETAGAN 3649691 
lEVOBUNOlOL HYDROCHLORIDE; BETAGAN 3649691 
LISINOPRIl; ZESTRIL 4374829 
LOPERAMIDE HYDROCHLORIDE; IMODIUM A-D 3714159 
MEFLOQUINE HYDROCHLORIDE; MEfLOQUINE HCL 
MEFLOQUINE HYDROCHLORIDE; lARIAM 
MENOTROPINS; PERGONAL 
MENOTROPINS; PERGONAL 
MESNA; MESNEX 4220660 
METOPROLOL FUMARATE; LOPRESSOR 3998790 

3876802 
METOPROlOl FUMARATE; LOPRESSOR 3998790 

3876802 
METOPROlOl FUMARATE; lOPRESSOR 3998790 

3876802 
METOPROlOL FUMARATE; lOPRESSOR 3998790 

3876802 
MICONAZOLE NITRATE; MONISTAT 5 3717655 
MISOPROSTOL; CYTOTEC 3965143 
MOMETASONE FUROATE; ElOCON 4808610 
MOMETASONE FUROATE; ELOCON 4775529 

4472393 
MORPHINE SULFATE; MS CONTIN 
NAFTIFINE HYDROCHLORIDE; NAFTIN 4282251 

NICARDIPINE HYDROCHLORIDE; CARDENE 3985758 
NICARDIPINE HYDROCHLORIDE; CARDENE 3985758 
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PATENT USE EXCLUS EXClUS 
EXPIRES CODE CODE EXPIRES 

OCT 26, 2002 U-46 NCE DEC 30, 1993 
OCT 26, 2002 U-47 
OCT 26, 2002 U-48 NCE DEC 30, 1993 
OCT 26, 2002 U-49 NCE DEC 30, 1993 
MAY 16, 1995 NCE NOV 30, 1994 
MAY 16, 1995 NCE NOV 30, 1994 
MAY 16, 1995 NCE NOV 30, 1994 

ODE AUG 31, 1995 
1-79 AUG 31, 1995 

JAN 25, 1996 NCE APR 09, 1990 
NP JAN 26, 1992 

MAR 14, 1991 
MAR 14, 1991 NS JUN 28, 1992 
DEC 30, 2001 NCE DEC 29, 1992 
JAN 30, 1990 

NCE MAY 02, 1994 
NCE MAY 02, 1994 
1-73 AUG 23, 1992 
1-73 AUG 23, 1992 

DEC 02, 1999 U-38 ODE DEC 30, 1995 
DEC 21, 1993 
APR 08, 1992 NP DEC 27, 1992 
DEC 21, 1993 
APR 08, 1992 NP DEC 27, 1992 
DEC 21, 1993 
APR 08, 1992 NP DEC 27, 1992 
DEC 21, 1993 
APR 08, 1992 NP DEC 27, 1992 
FEB 20, 1990 NDF OCT 27, 1992 
JUN 22, 1995 NCE DEC 27, 1993 
FEB 28, 2006 
OCT 04, 2005 NCE APR 30, 1992 
SEP 18, 2001 NDF MAR 30, 1992 

NDF MAY 29, 1990 
AUG 04, 2000 NCE MAR 01, 1993 

1-87 APR 05, 1992 
OCT 12, 1995 NCE DEC 21, 1993 
OCT 12, 1995 NCE DEC 21, 1993 



APPl/PROD 
NUMBER 

19684 001 

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 
>ADD> 19456 001 
>ADD> 19456 002 

19151 001 
19151 002 
19627 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

NIFEDIPINE; PROCARDIA XL 4783337 
4765989 
4612008 
4327725 
3916899 
3845770 

NIFEDIPINE; PROCARDIA XL 4783337 
4765989 
4612008 
4327725 
3916899 
3845770 

NIFEDIPINE; PROCARDIA XL 4783337 
4765989 
4612008 
4327725 
3916899 
3845770 

NIMODIPINE; NIMOTOP 4406906 
NIZATIDINE; AXID 4375547 
NIZATIDINE; AXID 4375547 
OCTREOTIDE ACETATE; SANDOSTATIN 4395403 
OCTREOTIDE ACETATE; SANDOSTATIN 4395403 
OCTREOTIDE ACETATE; SANDOSTATIN 4395403 
OMEPRAZOLE; LOSEC 4786505 

4255431 
OXYMETAZOLINE HYDROCHLORIDE; VI SINE L.R. 
PENTAMIDINE ISETHIONATE; NEBUPENT 

PERGOLIDE MESYLATE; PERMAX 4166182 
PERGOUDE MESYLATE; PERMAX 4166182 
PERGOLIDE MESYLATE; PERMAX 4166182 
PERMETHRIN; ELIMITE 4024163 

PILOCARPINE HYDROCHLORIDE; PILOPINE HS 4271143 
PINACIDIL; PINDAC RE31244 
PINACIDIL; PINDAC RE31244 
PROPAFENONE HYDROCHLORIDE; RYTHMOL 
PROPAFENONE HYDROCHLORIDE; RYTHMOL 
PROPOFOL; DIPRIVAN 4798846 

4056635 

84 

PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

SEP 16, 2003 
SEP 16, 2003 
SEP 16, 2003 NDF SEP 06, 1992 
HAY 04, 1997 
NOV OS, 1991 
NOV OS, 1991 
SEP 16, 2003 
SEP 16, 2003 
SEP 16, 2003 NDF SEP 06, 1992 
HAY 04, 1997 
NOV OS, 1991 
NOV OS, 1991 
SEP 16, 2003 
SEP 16, 2003 
SEP 16, 2003 NDF SEP 06, 1992 
HAY 04, 1997 
NOV OS, 1991 
NOV OS, 1991 
SEP 27, 2002 U-39 
MAR 01, 2002 NCE APR 12, 1993 
MAR 01, 2002 NCE APR 12, 1993 
JUL 26, 2002 NCE OCT 21, 1993 
JUL 26, 2002 NCE OCT 21, 1993 
JUL 26, 2002 NCE OCT 21, 1993 
NOV 22, 2005 U-55 NCE SEP 14, 1994 
MAR 10, 1998 

NDF MAY 30, 1989 
ODE JUN 15, 1996 
NDF JUN 15, 1992 

AUG 28, 1998 NCE DEC 30, 1993 
AUG 28, 1998 NCE DEC 30, 1993 
AUG 28, 1998 NCE DEC 30, 1993 
MAY 17, 1996 NCE MAR 31, 1991 

NDF AUG 25, 1992 
JUN 02, 1998 
NOV 08, 1994 U-5 NCE DEC 28, 1994 
NOV 08, 1994 U-5 NCE DEC 28, 1994 

NCE NOV 27, 1994 
NCE NOV 27, 1994 

NOV 01, 1994 
NOV 01, 1994 NCE OCT 02, 1994 



APPL/PROD 
NUMBER 

>ADD> 50627 001 
>ADD> 19414 001 

19334 001 

19608 001 
>ADD> 

19640 001 
19640 004 
18737 001 

17970 001 
19829 001 
18321 001 

>ADD> 18511 001 
17628 002 
19594 001 

19594 002 

>ADD> 19152002 
19910 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

RIFAMPIN; RIFADIN 
RUBIDIUM CHLORIDE RB-82; CARDIOGEN-82 4400358 
SELEGILINE HYDROCHLORIDE; ELDEPRYL 

SILVER SULFADIAZINE; SILDIMAC 4563184 
3761590 

SOMATROPIN; BIOSYNTHETIC; HUMATROPE 
SOMATROPIN, BIOSYNTHETIC; HUMATROPE 
SULCONAZOLE NITRATE; SULCOSYN 4055652 

TAMOXIFEN CITRATE; NOLVADEX 
TECHNETIUM TC-99M EXAMETAZIME KIT; CERETEC 4789736 
TECHNETIUM TC-99M OXIDRONATE KIT; OSTEOSCAN-HDP 4497744 

4432963 
4247534 
4233284 

TECHNETIUM TC-99M PENTETATE KIT; TECHNESCAN DTPA KIT 3725295 
TOLMETIN SODIUM; TOLECTIN 600 3752826 
URSODIOL; ACTIGALL RE30910 

RE30910 
RE30910 

URSODIOL; ACTIGALL RE30910 
RE30910 
RE30910 

VERAPAMIL HYDROCHLORIDE; ISOPTIN SR 
ZIDOVUDINE; RETROVIR 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

ODE MAY 25, 1996 
AUG 23, 2000 NCE DEC 29, 1994 

NCE JUN as, 1994 
ODE JUN OS, 1996 

JAN 07, 2003 NP NOV 30, 1992 
SEP 25, 1990 U-59 

NR MAY 10, 1992 
NR MAY 10, 1992 

OCT 25, 1996 NCE AUG 30, 1990 
NDF FEB 28, 1992 
1-86 MAR 16, 1992 

DEC 06, 2005 NCE DEC 30, 1993 
FEB 05, 2002 
FEB 21, 2001 
JAN 27, 1998 
NOV 11, 1997 
APR 03, 1990 
AUG 14, 1990 
JAN 07, 1994 U-43 
JAN 07, 1994 U-44 
JAN 07, 1994 U-45 
JAN 07, 1994 U-43 
JAN 07, 1994 U-44 
JAN 07, 1994 U-45 

NS DEC 15, 1992 
NCE MAR 19, 1992 



DRUG PRODUCTS IN THE DIVISION OF BLOOD AND BLOOD PRODUCTS APPROVED UNDER SECTION 505 OF THE ACT 
PATENT AND EXCLUSIVITY DATA 

APPLIPROO 
NUteER 

INGREDIENT NAME; TRADE NAME 

841207 001 PENTASTARCH 10% IN SODIUM CHLORIDE 0.9%; PENTASPAN 
860909 001 PERFLUOROOECALIN.; FLUOSOL 

vU.S.GOVERNMENT PRINTING OFFICE:1990-261-208:00006 

PATENT 
NU113ER 

3911138 
4252827 

PATENT 
EXPIRES 

OCT 07, 1992 
FEB 24, 1998 

USE EXCLUS 
CODE CODE 

ODE 
NCE 

86 

EXCLUS 
EXPIRES 

MAY 19, 1994 
DEC 26, 1994 




