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APPROVED DRUG PRODUCTS 
with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

11 TH EDITION 

CUMULATIVE SUPPLEMENT 12 

DECEMBER 1991 

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, 11 th 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 
applications as a condition of marketing, drug products with approval under Section 505 
of the Act administered by the Division of Blood and Blood Products and products that 
have never been marketed, have been discontinued from marketing or that have had 
their approvals withdrawn for other than safety or efficacy reasons.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 contains 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 
with Approval under Section 505 of the Act Administered by the Division of Blood and 
Blood Products lists. 

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient 
name. For those products with multiple active ingredients, only the first active 
ingredient (in alphabetical sort) will appear. In addition, the trade name will be displayed 
to the right of the active ingredient name for each product, along with the application 
number and product number (FDA's internal file number). All patents with their 
expiration dates are displayed for each application number. Use patents are indicated 
with the symbol "U" followed by a number representing a specific use. Exclusivity 
information for a specific drug is indicated by an abbreviation followed by the date upon 
which the exclusivity expires. Refer to the Exclusivity Terms section in the Patent and 
Exclusivity Information Addendum for an explanation of all codes and abbreviations. 
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Because all parts of the publication are subject to changes, additions, or deletions, the 
List must be used in conjunction with the most current Cumulative Supplement. Users 
may wish to place an asterisk (*) to the left of the ingredient(s) in the List to indicate 
that changes to that entry appear in the Cumulative Supplement. 

Drug product information is provided in each Cumulative Supplement for completeness 
to assist in locating the proper place in the List for the revision. [Strength(s) which 
already exist in the List will not be repeated for context.] 

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

Additions new to the Prescription Drug Product List, aTC Drug Product List, and the 
Patent and Exclusivity Data are indicated by the symbol >ADD> to the left of the line 
on which new information exists. The > ADD> symbol is then dropped in subsequent 
Cumulative Supplements for that item. A newly approved product is also identified by 
a lozenge (1& ) to the right of its strength which remains throughout all Cumulative 
Supplements for this edition. 

Deletions new to the Prescription Drug Product List, aTC Drug Product List, and the 
Patent and Exclusivity Data are indicated by the symbol> DLT> (DELETE) to the left 
of the line containing overstruck print. The > DLT> symbol is dropped in subsequent 
Cumulative Supplements for that item. The overstruck print remains in the Prescription 
Drug Product List and aTC Drug Product Lists in all Cumulative Supplements for this 
edition. However, the overstruck print in the Patent and Exclusivity Data is dropped in 
subsequent Cumulative Supplements. 

Products that have never been marketed, have been discontinued from marketing or that 
have had their approvals withdrawn for other than safety or efficacy reasons, will be 
flagged in this Cumulative Supplement with the " 41 " symbol to designate their 
non-marketed status. All products having a " ~ " symbol in the 12th Cumulative 
Supplement of the 11th Edition List wiH then be added to the "Discontinued Drug 
Product List" appearing in the 12th Edition. 
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1.2 PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL 

Drug products in this category (1) initially received approval only on the basis of safety 
before effectiveness studies were required, or (2) were conditionally approved under the 
temporary exemption that allowed these products to be marketed while effectiveness 
studies were being conducted. Listed below are those drugs which are now required 
to revise their labeling and provide additional information necessary for full approval on 
the basis of requirements 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 

Federal Register Reference 

SEP 7, 1984 (49 FR 35428) 
SEP 7, 1984 (49 FR 35428) 
JUL 5, 1985 (50 FR 27688) 
MAR 22, 1984 (49 FR 10708) 

1.3 CHANGE OF A THERAPEUTIC EQUIVALENCY CODE FOR A DRUG ENTITY 

Methylphenidate Hydrochloride: 

In Cumulative Supplement 4 of the Approved Drug Products with Therapeutic 
Equivalence Evaluations, 11 th Edition, the Agency proposed to change the therapeutic 
equivalence code for methylphenidate hydrochloride oral tablets from a drug product not 
presenting a bioequivalence problem AA to a drug product with a potential 
bioequivalence problem BP. 

The Agency solicited comments from interested persons to be received no later than 
60 days from the first day in Cumulative Supplement 4 or April 1, 1991. The 
proposal did not elicit any comments from the readers. 

The therapeutic equivalence code for the drug entity in this dosage form will be changed 
to reflect it has a potential for a bioequivalence problem. An acceptable bioequivalence 
study, among other things, will be required before an approval is granted for a 
methylphenidate tablet application. 

As mentioned in the 4th Cumulative Supplement proposal for a change in the code for 
methylphenidate hydrochloride oral tablets, the Agency commissioned a bioequivalence 
study under its extramural contract research program to study the two approved 
methylphenidate oral immediate-release tablets. The study demonstrated that the two 
drug products were bioequivalent. This supplement will reflect that finding by coding 
the two products as AB. 
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1.4 THE 8* THERAPEUTIC EQUIVALENCE CODE 

Drug products requiring further FDA investigation and review to determine 
therapeutic equivalence. 

The code 8* is assigned to products that were previously assigned an A or 8 code 
if FDA receives new information that raises a significant question regarding 
therapeutic equivalence that can be resolved only through further Agency 
investigation and/or review of data and information submitted by the applicant. 
The 8* code signifies that the Agency will take no position regarding the 
therapeutic equivalence of the product until the Agency completes its investigation 
and review. 

1.5 APPLICANT (NAME) CHANGES 

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

APPLICANT (NAME) CHANGES 

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

CORD LABORATORIES INC GENEVA PHARMACEUTICALS INC GENEVA 

FOREST LABORATORIES INC FOREST LABORATORIES INC FOREST LABS 

FOREST PHARMACEUTICALS INC FOREST PHARMACEUTICALS INC FOREST PHARMS 

GIST BROCADES BROCADES PHARMA bv BROCADES PHARMA 

ICI PHARMACEUTICALS PR INC IPR PHARMACEUTICALS INC IPR 

KENDALL MCGAW PHARMACEUTICALS GENSIA PHARMACEUTICALS INC GENSIA 
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FORMER APPLICANT (NAME) 

PHARMACIA LABORATORIES 
DIV PHARMACIA INC 

REID ROWELL INC 

APPLICANT (NAME) CHANGES 

NEW APPLICANT (NAME) 

KABI PHARMACIA 

SOL V A Y PHARMACEUTICALS 

1.6 REVISED TRADE NAME SELECTION CRITERIA 

ABBREVIATED NAME 

KABI 

SOLVAY 

The following is a revision to the main volume of the Approved Drug Products with 
Therapeutic Equivalence Evaluations, 11th Edition's Section 1.4, Practitioner's 
Responsibilities. 

To relate trade name (proprietary name) information on a product label 
to that on the List, the following should be noted: if the applicant is 
the marketer, its name appears on the List and on the label; if the 
Agency is aware of a corporate relationship between the applicant and 
the marketer, the trade name (proprietary name) of the drug product 
(established drug name if no trade name exists) appears on the List. 
If a corporate relationship exists between an application holder and a 
marketer and both firms are distributing the drug product, the FDA 
reserves the right to select the trade name of either the marketer or the 
application holder to appear on the List. If there is no known corporate 
relationship between the applicant and the marketer, the established 
drug name appears on the List. 
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1.7 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 1990) 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 acornbination product 
provided in a specific dosage form and strength for a given route of administration with approval for marketing by 
a firm under a particular generic or trade name. 

New Molecular Entity 

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

COUNTS CUMULATIVE BY QUARTER 

CATEGORIES COUNTED DEC 1990 JUN 1991 SEP 1991 DEC 1991 

DRUG PRODUCTS LISTED 10123 9900 9869 9584 
SINGLE SOURCE 2030 (20.1%) 2110 (21.3%) 2103 (21. 4%) 2187 (22.8%) 

MULTI SOURCE 8093 (79.9%) 7790 (78.7%) 7766 (78.6%) 7397 (77 .2%) 
THERAPEUTICALLY EQUIVALENT 7222 (71.3%) 6937 (70.1%) 6914 (70.0%) 6580 (68.7%) 

NOT THERAPEUTICALLY EQUIVALENT 752 ( 7.4%) 702 ( 7.1%) 706 ( 7.2%) 664 ( 6.9%) 
EXCEPTIONS' 119 ( 1. 2%) 151 ( 1. 5%) 146 ( 1. 4%) 153 ( 1. 6%) 

NEW MOLECULAR ENTITIES APPROVED 4 3 17 
NUMBER OF APPLICANTS 400 417 418 430 

'Amino acid-containing products of varying composition (see Introduction, page 1-8 of the List). 
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PRESCRIPTION DRUG PRODUCT LIST 
11 TH EDITION 

CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - nEC'91 

ACETAMINOPHEN; CODEINE PHOSPHATE 

CAPSULE; ORAL 
l'i"dd#.':' '#51 

I~AI 7$9~YAJ7 1~~~cl~;l~cl§l 
a SOLVAY 325MG;30MG 
lti':'£Hd':"~)'cdD£t~51 

IAAI1J~~~~9~~~7--- 11~~cl~;~~cl~1 
a JOHNSON RH 300MG;30MG 

IfjJa~~~~~~~~~Pttt1t/t1~.: ~;~.dMM ~~M¢I 
a JOHNSON RH 300MG;60MG 

TABLET; ORAL 
ACETAMINOPHEN AND CODEINE PHOSPHATE 

MIKART 650MG;60MGn 

> DLT > IAdttA~tHd~HtH'AHD'cdDttH£'~HdsPHAttJHd:'11 
> DLT >/Aal 7A~7~~RAP7----------71~O~Il~~ ----
> DLT > 
----- IAal IAM/~t~API 1506cl~;!~cl~/ 

>..A!llL> 
> ADD > 

a AM THE RAP 

Ql 

300MG;15MG 

300MG;15MG 

> DLT > IAd£tA~tHd~H£~HD'cdD£tH£'PHdsPHAtt'Hd:'31 
> DLT >/Aal -7A~7~tPA~7 -------7300MG;~~~/-------
> DLT > 
> DLT >/~M 150oclM~ 
>-.Q1L> 
> ADD > a AM THERAP 300MG;30MG 
>--AQJL> 
>--AQJL> Ql 300MG;30MG 
> ADD > 

~ ~~~ ~/A~I /A7~A~~~~~~jtl~atlD'ddQt7~~~~~~~~g1tJHd:'41 
> DLT > 
> DLT >/aM 110dclM~oM§I 
>-.Q1L> 
>..A!llL> 
>..A!llL> 
>--AQJL> 
>--AQJL> 

a AM THE RAP 300MG;60MG 

a 300MG;60MG 

ACETAMl:HOPHEH W/ CODaHE PHOSI='HATE 

IAa/ I~A~~t7pA~t~7 7~~~~;~~cl~7 
Ql HARNER CHILCOTT 300MG;60MG 

1t1~~~~~Hdf./ 
N85685 001 

It1M(t#l.d.df./ 
N87422 001 

1t1~.1(tttl.d.df./ 
N87421 001 

N89363 001 
SEP 2S, 1991 

/M~~'~;}'{~:g~ 
/M~~':~i17f:~~J~ 

N89478 001 
MAR 03, 1987 

N89481 001 
MAR 03, 1987 

;:i~~I~ 
N89479 001 

MAR 03, 1987 
N89482 001 

MAR 03, 1987 

/M~~':~i11f~~g~ 
/M~~nj1;f~~J~ 

N89480 001 
MAR 03, 1987 

N89483 001 
MAR 03, 1987 

1t1~Hd~/.d.df./ 
N87306 001 

ACETAMINOPHEN; CODEINE PHOSPHATE 

TABLET; ORAL 
l~tHdL'W)'cdD£tHtl 

~~~~/J~~~$~~7p~7 -

a JOHNSON RH 
Ql 
a 
a 

15~SM[Hi~sf 
Il2~MiH3 I 

~~~~~:~~~~'I 
325MG;7.5MG 
325MG;15MG 
325MG;30MG 
325MG;60MG 

ACETAMINOPHEN; HYDROCODONE BITARTRATE 

TABLET; ORAL 
HYDROCODOHE BrTARTRATE AHD ACETtlMIHOJlHEH 

!A MIKART 500MG;2.5MG 

AA SOOMG;7.5MG 

/~M Ip~A~M/"pA#¢~/ 

B* PHARM BASICS 

AA WATSON 

AA 

AA 

V:tCODXH ES 
AA KNOll 

/t..d.dM¢}t.:t.r1¢/ 

/ t..6 ~M¢.! j.: 'Pr1¢/ 

l~ilit;'~M 

500MG;5MG 

500MG;2.SMGn 

50 OMG ;.L.a!:LGn 

750MG ; 7 . SMGn 

750MG;~ 

1.1~.dMMj.:t.M¢/ 

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE 

CAPSULE; ORAL 

IfjJ~~~~a~~~~/ /~tt.r1¢,;t.r1¢/ 

Ql JOHNSON RH 32SMG;SMG 

1 

I~i~~ 
N85056 001 
N8S0S6 002 
N8S0S6 003 
N8S0S6 004 

N89698 001 
AUG 2S, 1989 

N89699 001 
AUG 2S, 1989 
It1M~9~l.d.df./ 

/ ,(jj~~t~.: / .t.~;5.~ / 
I A6¢A~:1%~~~~ 
1r1~~'1~:17~~~9~ 

N89291 001 
MAY 29, 1987 

N81079 001 
AUG 30, 1991 

N81080 001 
AUG 30, 1991 

N81083 001 
AUG 30, 1991 

N89736 001 
DEC 09, 1988 
/t1Mj~M.dP.t1 

Ipt¢l.d9.;jj.9~M 

/t1~~'~~1%;~~~ 
N88246 001 

NOV 08, 1984 



RX DRUG PRODUCT LIST / CUHULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

ACETAHINOPHENi PROPOXYPHENE NAPSYLATE 

TABLET; ORAL 
PROPO>O'PHEHE HAPSYLATE AND ACETAMn«)P'HEH 

I AM l"6pt-Ap.j 13~5M;'~6r~§/ 

laM 1~~~!1~,;'i.~dMfu' 

Ci) BOLAR 

Ci) 

> DLT > 1"6~1 1¢~tt-~tAI 
> DLT > . 
> DLT > I~H 
>-.!ll:L> 

ACETAZOLAMIDE 

TABLET; ORAL 
ACETAZOLAMID E 
Ci) ALRA 

IA'4l /~~~~~~~7/ 
Ci) BOLAR 

ACETIC ACID, GLACIAL 

SOLUTION/DROPS; OTIC 
Id:$.LEX/ 

lat! -j~PR~t¢~/tAfP~1 
Ci) NORWICH EATON 

325MG;50MG 

650MG;100MG 

1"J~~M¢.1~.6M¢1 

I ~~ ~M¢.; ;(6.6M¢ I 

250MG 
l#dM¢1 
li~~~§1 

250MG 

/i-&I 
2% 

ACETIC ACID, GLACIAL; HYDROCORTISONE 

SOLUTION/DROPS; OTIC 
/dRLElt '~C/ 

I ail 7~PR~J¢~1 tAtPtV I i-&.i 1.-&/ 
Ci) NORWICH EATON 2%;1% 

~~~~i~~~ji~ 
N70398 001 

DEC 18, 1986 
N70399 001 

DEC 18, 1986 

t~~II~~J~ 

N83320 001 

~~~~~~~~~:~~~ 
N84498 002 

1~t>~M~/.d.dtl 
N86845 001 

IttMMM.d#1 
N86844 001 

ACETOHEXAMIDE 

TABLET; ORAL 
AC ETOHEXAt1l:D E 

I aM Ip~AP.fV~kJ#M 

lAM 
B* PHARM BASICS 

B* 

ACETOPHENAZINE MALEATE 

/fA"6IM'~!'1RAt/ 
/"6P/lf/~¢~~Rt~¢1 

Ci) SCHERING 

ACETYLCYSTEINE 

li~~MS/ 

1~~6M§I 

250MG 

500MS 

/#111)1 
20MG 

SOLUTION; INHALATION, ORAL 
ACElYLCYSTEIHE 

IAHI 1~~pI Ild?1 
liHI 1~6?1 

Ci) ~UAD 

Ci) 

ACYCLOVIR 

TABLET; ORAL 
ZOVIRAX 

10% 

20% 

BURROUGHS I~ELLCOME 400MGll 

ALBUTEROL SULFATE 

SOLUTION; INHALATION 
ALB\1TEROL SULFATE 

AN COPLEY 

800MGfI 

EQ 0.5% BASEII 

2 

/M.dj~"J/.&.dj'/ 

1~~~~:~~i~7~~~~ 
/~(Jy 1.6"J:/f..4ppl 

N70753 001 
NOV 03, 1986 

N70754 001 
NOV 03, 1986 

/~t#~!'t/ ~.6j.1 
N12254 002 . 

IA9~~~~li~~~1~ 
I AI)¢/h: 1t.4f>.1I 

N71740 001 
AUG 11, 1987 

N71741 001 
AUG 11, 1987. 

N20089 001 
APR 30, 1991 

N20089 002 
APR 30, 1991 

N73307 001 
NOV 27, 1991 
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ALSUTEROL SULFATE 

>--'ll,L>/~rjf 
> DLT > 
> DLT >/~rJ/ 
>--'ll,L> 
>2Q!L> 
>2Q!L> 
>2Q!L> 
>2Q!L> 

AB 

AS 

AS 

AB 

AB 

AB 

AB 

AB 

TABLET; ORAL 
ALBUTEROL SULFATE 

I AtV:tHtRAPI 

@ AM THE RAP 

@ 

COPLEY 

DANBURY 

MYLAN 

WATSON 

ALCOHOL 

INJECTABLE; INJECTION 

I tlt~~cl~":~8~U 
Itg":4cl@..:§~~tl 

EQ 2MG BASE 

EQ 4MG BASE 

EQ 2MG SASE~ 

EQ 4MG BASEn 

EG 2MG BASE'" 

EQ 4~lG BASE'" 

EQ 2MG BASE'" 

EQ 4MG BASE", 

EQ 2MG BASE'" 

EQ 4MG BASDt 

'p IA7Lgg~~~;7~~..:t~":Qg~tR2~g7'f~~jiddML IBJ W .. !=-r< ________ J 
@ CUTTER 511L/100i1L 

ALGLUCERASE 

INJECTABLE; INJECTION 
CEREDASE 

GENZYME 80 UNITS/MDt 

INHftft.9/.0.#1 
Ift~/.d1..:!f..9MI 

IN.1~ft~.d/.d.o 1.1 
IftM.o1..:!f.9MI 

N72449 001 
FEB 01, 1989 

N72450 001 
FEB 01, 1989 

N72966 001 
NOV 22, 1991 

N72967 001 
NOV 22, 1991 

N72629 001 
JAN 31, 1991 

N72630 001 
JAN 31, 1991 

N72893 001 
JAN 17, 1991 

N72894 001 
JAN 17, 1991 

N72764 001 
AUG 28, 1991 

N72765 001 
AUG 28, 1991 

INMM>Ho.ojJ 
N83483 001 

m0057 003 
APR 05, 1991 

ALLOPURINOL, 

TABLET; ORAL 
A lLO P\.IRI:!--l:> L 

14M I~Pi-;"RI 

@ BOLAR 

>--'ll,L>/~~1 I¢Hti-$tA/ 
> DLT > 
> DLT >14"M 
>--'ll,L> 
>2Q!L> @ CHELSEA 
>~> 
>~> @ 

> ADD > 
----- IA~I 1~~Rt~A¢1 

I~M 

@ PURE PAC 

@ 

ALPRAZOLAM 

TABLET; ORAL 
XANAX 

NNr)PHNI 
UPJOHN 

AMANTADINE HYDROCHLORIDE 

SYRUP; ORAL 
~11AHTA!JY.HE HCL 

AA CO?LEY 

130~tl@/ 

300MG 

/i,~~clrJ/ 

/~~QclM 

100MG 

300t'IG 

/i,~Qcl@1 

/30~clM 

1001'lG 

30011G 

ItM¢/ 
2MG 

5011G/5ML", 

AMILORIDE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE 

TABLET; ORAL 
AMILO~J:DE HCL AHD H'fDOOCHLOR011-f:1:AZInE 
I~;"RR/ /~clM~.Qcl~1 

h1j.~~41./.d.dt/ 
/NP9 I J.f>:: I J.9f/t1 

N18241 002 
NOV 16, 1984 
/N1.f,.1~~ Hd 1./ 

/~7~{~~i~7:~~1~ 
/#P/M>.:/J..9MI 

N18785 001 
SEP 28, 1984 

N18785 002 
SEP 28, 1984 
IM.d~.19 1.0.0 jJ 

~~~~~1~11~~~~~ 
N70579 001 

APR 14, 1986 
N70580 001 

APR 14, 1936 

/N8~7~~:~%:~~~~ 
N18276 004 

NOV 27, 1985 

N73115 001 
AUG 23, 1991 

/M~~;i~~7~:~~~~ >--'ll,L>/~rJ/ 
>--'ll,L> 
>~> AS 
>~> 

BARR EQ 5MG ANHYDROUS;50MG N71111 001 
MAY 10, 1988 
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AMILORIDE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE 

TABLET; ORAL 

>...JJ1L>/a~1 
>...JJ1L> 
> --8illL. > AB 
> ADD> 
> DLT >nM 
>...JJ1L> 
> --8illL. > AB 
> ADD > 
> DLT >/~rjj 
>...JJ1L> 
> --8illL. > AB 
> ADD > 
> DLT >/~rjl 
>...JJ1L> 
> --8illL. > AB 
> --8illL.> 

AMl:LOJ(J:DE HCL AHD HYDROCHLOOOTHrAZ!:nE 
I~j.¢¢~f.ffl ISMcHS6~lGI 1t17,6j9t>/~~f..1 

--- -- I ,J!JfJj.t>,: 1t,~f,.7 I 
BIOCRAFT Eli! 5MG ANHYDROUS;50MG N70795 001 

l¢tt1tyA/ 
GENEVA 

IMft.At11 
MYLAN 

1~~f¢tI 

ROYCE 

HYDP-O-RXDE 

JUL 15, 1937 
15cl1;sdM~1 lt1j~~~.7/~~jl 
- --- 1t1¢Y/7.f:It,~,9U 
Eli! 5MG ANHYDROUS;50MGll N73357 001 

NOV 27, 1991 
I 5cl~,; sot1r¥1 11-1.7#0,9/.6#1 
- -- 1¢¢f/~f..:lf.,9.~U 
Eli!' 5t1G ANHYDROUS ;50MGll N73209 001 

OCT 31, 1991 
ISMS;SOMSdI 1t17~~~4/ddjl ---, ----. 1,J0Jjj.<j,:if..§jjl 

Eq 5MG ANHYDROUS;50MGll N73334 001 
JUL 19, 1991 

>...JJ1L>/Aftl IPARI Is~lcHsdM~1 /t1.1,dfAHd,dU 
- ,- IA0¢/.0{:It.~~U >...JJ1L> 

>-A!llL> AB PAR Eli! 5MG ANHYDROUS;50MG N70347 001 
> --8illL.> AUG 06, 1986 

MOJ)U~ET:tC 5-50 
> ...JJ1L>1 ~Jjf 1,4f,pl 1~~~,;'.~dtl~1 1~j.~7.~j./.d,6j/ 
> --8illL.> AB MSD Eg 51'lG ANHYDROUS;50MG N18201 001 

> --8illL.> 
>..!JllL> 
> --8illL.> 
>..!JllL> 
>..!JllL> 
> --8illL.> 

AMINO ACIDS 

INJECTABLE; INJECTION 
AMINOSYN II lOX IN PLASTIC CONTAINER 

ABBOTT 10~ 

AMINOSYN II 15% IN PLASTIC CONTAINER 
ABBOTT 15/~ 

AMINOCAPROIC ACID 

INJECTABLE; INJECTION 
AMI:HCCAPIWIC ACJ:D 

1M) I~API ntdMS)Mb/ 

Gl QUAD 250MG/ML 

N20015 001 
DEC 19, 1991 

N20041 001 
DEC 19, 1991 

IM~~~~~~%~~~~ 
N70694 001 

MAR 04, 1986 

AMINOHIPPURATE SODIUM 

INJECTABLE; INJECTION 
AMJ:HCt!J:I'r:'VRATE SOliDJM 

1M} IMf,pl 
MSD 

IM.I I~Apl 

Ol QUAD 

AMINOPHYLLINE 

INJECTABLE; INJECTION 
AI'ti.~ 10 l'HY L L'!.HE 

AP GENSIA 

IMI 1j.~ft.IMtpj.¢Atj.9~1 

IMJ 
Ol INTL MEDICATION 

Ol 

lAY 1f,~t.~p#1 

Ol SOLOPAK 

TABLET; ORAL 
AMrHO PlffLLl:HE 

>J}ll>/fJ.'M /p0~,~Mtd! 
> OLT > 
> DLT >/~rJ/ 
>--1?1L> 
>.....!Q.Q....> Ol DURAt1ED 
>2Q!L> 
>-A!!!L> Gl 
>....!lliL> 

BD LANNETT 
BD 

~Z~ 

4 

1i.Q?J IN,6~~f..9/.6#1 
20X N05619 001 

nd?1 /t-i~9~7.U,d,df./ 
I ,J0 t.I f..(t,: If.9~M 

20% N89821 001 
JUL 14, 1988, 

25MG/MLr. N81142 001 
SEP 25, 1991 

/i,.'~cl~ Itf'/~f,j /Pf;U 
I i~J~rjhf(J 

hlp~ jj.,6,:/f.,~MI 
j/~,,7~~M.o.cf-l I (J,';/f.,6,:/f..,~(3~1 

25MG/ML N87867 001 
NOV 10, 1983 

25MG/ML N87868 001 
NOV 10, 1983 

n~~~b/ /t-1f,f,~1-9 /.6 fd I 
111M N,d,:/f...9~t>1 

2511GIML N88429 001 
MAY 30, 1985 

I!~~MM Ir1~~'~11%~:~~ 
1i~~r,M IM~~'~117{~~~~ 

100MG N88182 001 
MAR 31, 1983 

200MG N88183 001 
MAR 31, 1983 

100MG N84588 001 
200MG N84588 002 

If..d.6j1¢1 
1#6f~¢1 ~~~~~~~~:~~~~ 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUt'lBER 12 / JAN' 91 - DEC' 91 

AMITRIPTYLINE HYDROCHLORIDE 

TABLET; ORAL 
I~Mj:ttrJI 

I~~I 7~?i)J~M lidt1rV 
I-,l n5~GI 
IA I /t,oM~1 
JA?I /B:'lal 
18~1 n~~tlM 

@ SQUIBB lot1G 
@ 25MG 
@ 5ot'lG 
@ 75MG 
@ 100MG 
Al'tITRl:PTYLIHE HCL 

11.8/ I~ARRI liONGI 
IA?I n5"MGI 
/AS! /sOMGI 
lAB! /1t>tral 
I~~I 11~~ti§J 

I~M li~~Mrf.1 

@ BARR 10MG 
@ 25~IG 
@ 50MG 
@ 75t-1G 
@ 100HG 

@ 150MG 

AMITRIPTYLINE HYDROCHLORIDE; CHLORDIAZEPOXIDE 

TABLET; ORAL 
CHLORD:tAZEPO>CIDE AHD AMrTRJ:PTYUHE Hel 

I~M 1.P~ARM/~#t¢$1 It~Lii":~cl~~~~~MtclM 

I ~M I t~L~~t:1~~~~~tf!~clM 
B* PHARM BASICS EQ 12.5MG B~SE;5MG 

B* EQ 25MG BASE; 10~lG 

It~~~4~4I.d.dt1 
l~lM,4~Md#1 
/N;3~,4~4/.d.d~1 
INM4~4I.d,d4! 
IM64~4I.d.d~1 

N36454 001 
N86454 002 
N86454 003 
N86454 004 
N86454 005 

IN~~,14Yd,djJ 
hWf,t.1I.Mj-f 
hl~~.14~/,d,djJ 
114~~ ,1!+ ~ Nd jJ 
INf>~.1M/.d#1 

Ir~fif fj.j..: fj.,1f,jJ 
IN?>.'i4t~/d,dj.1 

Ift~fj..1,:fj.,~M I 
N85744 001 
N85627 001 
N85745 001 
N85743 001 
N85742 002 

MAY 11, 1982 
N89423 001 

FEB 17, 1987 

N1.c!+.1.1 /.d.d j.j 
I JINj.~:fj.9~M 

/tV.d,4.1M,d,o'f-/ 
I JAN/ 'f-t.: I 'f-,~~M 

N70477 001 
JAN 12, 1988 

N70478 001 
JAN 12, 1988 

AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZINE 

TABLET; ORAL 
PERPHENAUHE t.HO AMrrRIPn"LTHE MCl 

I~M Ipr)f-ARI 1!~M;tcl@1 

/ ~M I l~t1rJ; ~clM 

I AM I i~clrH ~!1M 
lAM li=~.cl~,;~~M 

I~~I 1~~cl~;~cl~1 

@ BOLAR 10MGi2MG 

@ 10MG;4MG 

@ 25MG;2MG 

@ 25MG;4MG 

@ 50MG;4MG 

> -.illl > I~H 1r;~tt#A/ n,6M¢#r.¢1 
> DLT > 
> DLT > I~N n.dr~¢J(~¢1 
> DLT > 
> DLT > I~H I#M¢,;~M¢I 
> DLT > 
> DLT > I¢H I#M¢,;~¢I 
>-.illl> 

I¢H tt>.dM¢.;~¢1 

@ CHELSEA 50MG;4MG 

AB ROYCE 10MGi2MGR 

AB 10MG;4MGR 

AB 25t1G; 2MG:t 

AB 25MG;4MGR 

5 

INNJ1~l.d,6jJ 
I f..\,Jr; I ~t>,: fj. ,96(, I 

!tV~ J1 t> 1.6 ,0 'j-f 
/A~¢lt~.:/f9~~/ 

IN.1.d ~,1!+ld ,6 jJ 
I /.i)¢1 #,: j).,~M I 

IM.of,.1f,/.d.0j.j 
I f.0¢/~~,: jj.,~~~1 

ItV,o ,3.1,1 /.6,0 j.j 
/NP,v /d!t,: I 'f-,~M I 

N70373 001 
AUG 25, 1986 

N70375 001 
AUG 25, 1986 

N70374 001 
AUG 25, 1986 

N70376 001 
AUG 25, 1986 

N70377 001 
NOV 04, 1986 

Itl~~)M~7~:~~~~ 
lti..1~>f,f,I#jJ 

INP://'d{: jj.!J{1f,1 
IN.1fj~~ /.6.0 j.j 

/~M /.0>,: jj..~MI 
1~1j.f,M /.d.djJ 

;~~~~~!11{~~~~ 
N71558 001 

MAR 02, 1987 
N73007 001 

OCT 17, 1991 
N73009 001 

OCT 17, 1991 
N73008 001 

OCT 17, 1991 
N73010 001 

OCT 17, 1991 
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AMOXAPINE 

TABLET; ORAL 
e.MOXAnHE 

AB GENEVA 

AB 

AB 

AB 

AMPICILLIN SODIUM 

INJECTABLE; INJECTION 
~nc:rLUH snDnIM 

25MGJ. 

50MGlS 

100MGlS 

12Q!:LGlS 

lafl It~ftIMtDt¢Aftp~1 ItQ~!~cl~~4~tl~t4bl 

IMI It~t@cl~~a~E)vt~'1 

~ INTL MEDICATION EQ IGM BASE/VIAL 

~ EQ 2GM BASE/vIAL 

POLYc:ILUH-H 
AP BRISTOL Eg 10GM BASE/VIAL 

AMPICILLIN/AMPICILLIN TRIHYDRATE 

CAPSULE; ORAL 
/PEHMtttHI 

12il -7~JlfH7Aftp$fl 
I_J 

~ I'lYETH AYERST 
~ 

IEQ~~StlMs'BASEI 
IE!C~QQ~~[~~~U 

EQ 250l-IG BASE 
EQ 500MG BASE 

N72943 001 
JUN 28, 1991 

N72944 001 
JUN 28, 1991 

N72878 001 
JUN 28, 1991 

N72879 001 
JUN 28, 1991 

/~p#~Md#1 

~~~~~~1Jf~~~~ 
N62634 002 

JAN 09, 1987 
N62634 003 

JAN 09, 1987 

N61395 006 

~~~:~l~~~~~~~ 
N60908 001 
N60908 002 

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL. 
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PYRIDOXINE; 
RIBOFLAVIN PHOSPHATE SODIUM; THIAllINE j VITAMIN A; VITAMIN E 

NJ'CTION 'd~~oNiA<1! }~td<'1 INJ'CT~~~i; ~YOPHrLlZED lidd"~~a~~~~~~, 
IW H)~MJlJJJlI ~;~!.~~jN#1 

~!~~~'~~CT I At)¢/.6~.,/j..9~p/ 

> -ill:.L..> 
> -ill:.L..> 
> -ill:.L..> 
>-1l.bI....> 
> -ill:.L..> 
>-1l.bI....> 
> DLT > 
>..!QJL> 
>...!Q!L> 
>..!QJL> 
>...!Q!L> 
>~> 

ASCORBIC ACIDj BIOTINj CYANOCOBALAMIN; DEXPANTHENOLj 
ERGOCALCIFEROL; FOLIC ACIO; NIACINAMInEi PYRIDOXINE; 
RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE; VITAMIN Aj VITAMIN E 

INJECTABLEi INJECTION 
M.V,X.-1Z LYOPHXLXZED 

AP ASTRA 100MG/VIALiO.06MG/VIALi 
0.005MG/VIALi15HG/VIALi5UGM/VIALi 
O. 4MG/VIAL i401'IG/VIAL ;4MG/vIAL i 
3. 6MG/VIAL;3MG/VIAL iH1G/VIALi 
10tiG/VIAL N18933 002 

AUG 08, 1985 

ASCORBIC ACIDj BIOTIN; CYANOCOBALAMINj DEXPANTHENOL; 
ERGOCALCIFEROL; FOLIC ACIDj NIACINAMIDE; PYRIDOXINE 
HYDROCHLORIDE; RIBOFLAVIN PIIOSPHATE SODIUI1i THIJ\MINE 
HYDROCHLORIDE; VITAMIN A PALMITATE; VITAMIN E 

Ij~~,~~~~~~;~7~)t¢fjP~1 

@ ROCHE 

l~dl'1¢!Mt.rd.:.d ~r-l¢/Mt.f d.:.d #~r-l¢!MtJ / 
/j:~M¢!Mt;j.66Ito)M';6:tH¢)M';1 
1#1'1¢!r-lt.;,tl"l¢/l"lt:;, j..:~~1¢/ML j.j~¢)r1t.; I 
Jj..;P~.d/tI)!Mt.;~ /t!.VM{./ Nf~~~:!%~~~~ 

50MG/ML;0.03MG/ML;0.0025MG/ML; 
7. 5MG/ML i 100 IU/t-IL i O. 211G/11L; 
20MG/MLi2MG/MLil.8MG/MLil.5MG/MLi 
1,650 IU/MLi5 IU/ML N0607l 003 

OCT 10, 1985 

ASCORBIC ACID; BIOTINi CYANOCOBALAMINj DEXPANTHENOLj 
ERGOCALCIFEROL j FOLIC ACID; NIACINA~IIDE ~ PYRIDOXINE 
HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAt-lINE 
HYDROCHLORIDE; VITAMIN Aj VITAMIN E 

INJECTABLEi INJECTION 
M,V,X,-lZ 

>-..!Q.!L> AP ASTRA 10Mt,,/ML; 0 . 006MG/ML i 0 . 5UGM/ML; 
>~> 
> -..!Q.!L> 
> ADD > 
> ADD > 
> DLT >/~ 1~$11 
> -1l.bI....> 
> -ill:.L..> 
> OLT > 
> -1l.bI....> 

1. 511G/ML; 20 IU/Mt iO. 04MG/11L i4MG/ML i 
o .4~lG/ML ;0. 36MG/ML ;0. 3t1G/ML; 
330 UNITS /ML; 1 IU/tiL N08809 004 

AUG 08, 1985 
l:(d~r.;ML;d '666M(V~1L;d:sdGMJMLU 
1r.5M~}~·L;~rIil}MCT6:d4~SJtlLT 4MS)ML; I 
Id74M~}~(';O:56MCVM'L;O:3MaJML'O-----
15$O'ilHtIs'}Mc;1'xil)Mc7--7N~,~6~/6d41 --- - --- /A~r;J.6f,:;jj.:9~~/ 

,'" 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOLj 
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDEj PYRIDOXINE 
HYDROCHLORIDEj RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE 
HYDROCHLORIDEj VITAMIN Aj VITAMIN E 

INJECTABLE; INJECTION 
MIIC PLUS 

I MJ I).$r;(rff lidMr.}ML;d:dd6M~}ML;d:5U~~}ML;1 
/l:'~i1GJMi.:;io-'iil/Ml·r6:'"34iJ.~/MlT4Mr.)Ml ;1 
1(r?~t:lG/ML ;O:'S"lf.lS/M-L;O:'$MG/Ml-0-----. 
1~~~=yiljl~-,/2b;r!!fl~kT-7~JM.3.4ld.dU 

I APr), 1#.: If. ,4~~ I 
AP STERIS 10MG/MLiO.006MG/ML;0.5UGM/ML; 

1. 5MG/ML; 20 IU/~lL iO. 04MG/t·1L i4MG/~lL; 
O. 4MG/t1L; O. 36MG/11L i O. 3MG/ML; 
330 UNITS /11L;1 IU/ML N18439 002 

ASPIRIN; BUTALBITAL; CAFFEINE 

CAPSULE; ORAL 
InutAlattAl'W)'ASPIRIH'AHn'OAFFEIHEI 

lanl -7~~~~$~A7------------7~1~B~J~~3~;~~cl~1 

BUTALBrTAL. ASPI:R:IH AND CAFFErHE 
AB CHELSEA 32511G;50MG;40MG 

TABLET; ORAL 
lautAlBItAL 'w} 'AS~:tltiH 'A~ld 'OAFFEIHE/ 

lanl -7~Ml~$~A'------------7~1~a~J~~~~;~dMB/ 

BUTAI.BrTAL. ASPI:R:tH AHD C.l"FFEXHE 
AB CHELSEA 325MGi50MG;40MG 

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE 

TABLET; ORAL 
HO~GEs:IC 

> DLT >/a~/ I.3MI /!g~cl~;3dcl~;i5M~/ 
> DLT > 
>~> 3M 385MG;30MG;25MG 
>~> 

HORGEs:IC FORTE 

>~>/aDI I.3MI 111dclfr;6dclfr;~~cl~1 
>~> 

>~> 3M 770NG,60HG,50HG 
>~> 

AUG 08, 1985 

1f~~~1~17i:~~~~ 
N86231 002 

FEB 12, 1985 

/~~6H1ld.djJ 
IMAR/7..3.: 1f..4MI 

N86237 002 
MAR 23, 1984 

/¢~~7~jJ'i:~:~~ 
N13416 003 

OCT 27, 1982 

/t'rjj(tf-M.d.d41 
N¢"f / 7..7_: If.jM./ 

N13416 004 
OCT 27, 1982 

ASPIRIN; CAFFEINE; ORPHENADRINE CITRATE 

TABLET; ORAL 
> OLT > I¢RP~t~¢t$j¢1 
>~> Ip~1 /PARI 1.3~;5r~M .3.011r),.; 7.~Mr),1 
> DLT > 
> DLT > 16RPH~~¢~~tc/fpRt~/ 
>~> Ip~/ IPAR/ !.1.1~rar),.; p.6~r),.; ~.dr-lr), I 
>~> 

ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE 

CAPSULE; ORAL 
COMPOUND 65 
@ ALRA 

1~/pA~r1A~1 

ASPIRIN; CARISOPRODOL 

389MG;32.4HG;65HG 

I .3MMM#.: ~¢.; 6~r1¢1 

TABLET; ORAL 
IO&Rt~dpRdddL'odMPduHdl 

/~~I -7~P~AR7------------- 11~~Mr.;~~Qcl~1 

@ BOLAR 325MG;200HG 

ASPIRIN; HEPROBAI1ATE 

TABLET; ORAL 
> DLT > IM~~RdSAMAtt'AHd'ASPIP.tH/ 
> DLT >/a~1 -7PA~7----------------7jijcl~;td6cl~1 
>~> 

>~> 

>~> 

@ PAR 

ATENOLOL 

TABLET; ORAL 
ATEHOLOL 

>~> AB DANBURY 
> --AQ.!L> 
>~> AB 
> ADD > 

325MG;200MG 

50~1G:l 

100~lGJJ 

7 

/J0~;~~1%~~J~ 
N1J64.3/#f./ 

IJ~N/t.3.:IJ.4MI 

N84553 002 
AUG 17, 1983 

I ,{0~'1~~'~:~~~~ 

/N~~M4ld.dJ/ 
/(Jr:-"f /.6.3.: /f..4~~1 

N88809 001 
OCT 03, 1985 

INM#61d.6JI 
f,{0~/J.4.:/f..4MI 

N89126 001 
AUG 19, 1986 

N73352 001 
DEC 27, 1991 

N73353 001 
DEC 27, 1991 
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ATENOLOL 

AB 

AS 

> ADD > AB 
>....!Q.!L> 
>....!Q.!L> AS 
> ADD > 

TABLET; ORAL 
ATEHOLOL 

GENEVA 

LEDERLE 

50MGlt 

100M~ 

50MGlt 

100MGlt 

ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE 

TABLET; ORAL 
Dl:FHEtroXYLATE HCL AND AT~Pl:HE SULFATE 

NA/ /~tA:tHt~/ / ~: dtl1~~.rg: tr·lrj! 
~ HEATHER 0.025MG;2.5MG 

/r.dr,lO.,J.Mt/ 
/AA/ ~~~RP! /d:dt~cl~;g:tM~/ 

leNOX 
AA CORD 0.025MG;2.5MG 

ATROPINE SULFATE; EDROPHONIUM CHLORIDE 

INJECTABLE; INJECTION 
ENLON-PLUS 

ANAQUEST 

AZITHROMYCIN 

CAPSULE; ORAL 
ZITHROMAX 

PFIZER 

0.14MG/ML;10MGIMLa 

o • 14MG/t1L ; 10MG/MLa 

250MGlt 

N73025 001 
SEP 17. 1991 

N73026 001 
SEP 17. 1991 

N73542 001 
DEC 19, 1991 

N73543 001 
DEC 19. 1991 

/tl#.1.~~l.d.d f./ 
N86798 001 

/tl~~"Jj..~l.d#/ 

N85311 002 

Nl9677 001 
NOV 06. 1991 

N19678 001 
NOV 06. 1991 

N50670 001 
NOV 01. 1991 

BACITRACIN 

INJECTABLE; INJECTION 
BACXT~Ac:.tH 

> DLT >/M./ 
> DLT > 
> DLT >//fP.I 
> DLT > 
>....!Q.!L> 
>....!Q.!L> 
>-AillL> 
>...!illL> 

/~Ap/ 

~ QUAD 

~ 

BA~ 

TABLET; ORAL 
BACLeFEH 

AB DANBURY 

AS 

/AJj/ /p~A~rV'PA#¢M 

/AJV 
B* PHARM BASICS 

B* 

BENAZEPRIL HYDROCHLORIDE 

TABLET; ORAL 
LOTENSIN 

CIBA 

BENOXINATE'HYDROCHLORIDE 

/!~;ddd'utl~)~tAb/ 

/~6;66d'u~ItS)Vt.Ab/ 

10.000 UNITS/vIAL 

50.000 UNITSIVIAL 

10MGlt 

20MGlt 

/~rj/ 

/g~clrj/ 

10MG 

20MG 

EQ 5MG BASE~ 

EQ 10MG BASER 

EQ 20MG BASE~ 

EQ 40MG BASER 

> DLT > /~p~0jtptl/D~P~~;lp~H:tHAtMt¢/ 
> DLT > /BEHd~tHAtE'M6r./ 
> DLT >/Atl ~~~R~t~!~J~D! /d:~Z/ 
>....!Q.!L> ~ SOLA BARNES HIND 0.4% 

8 

/ A~~'1~:1%:~~1~ 
1A~~~~~~%~:.1~ 

N62696 001 
APR 17. 1987 

N62696 002 
APR 17. 1987 

N72824 001 
SEP 18. 1991 

N72825 001 
SEP 18. 1991 
/~.1~~{d/.d.o~/ 

/~~~1~i~~~~/ 
IrV.jf.df,.: A.9~~~ 

N71260 001 
,MAY 06,1988 

N71261 001 
MAY 06, 1988 

N19851 001 
JUN 25. 1991 

N19851 002 
JUN 25. 1991 

N19851 003 
JUN 25, 1991 

Nl,9851 004 
JUN 25. 1991 

/~Mj.M/.dpf./ 
N84149 001 
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BENZTROPINE MESYLATE 

TABLET; ORAL 
BEtaTROF.INE MESYLATE 

I~~I IPHARM/¢A~j¢~1 

I~M 

I~M 

B* PHARM BASICS 

B* 

B* 

BERACTANT 

1~~~clM 

l!cl'J/ 
licl@1 
0.5~lG 

IMG 

2MG 

SUSPENSION; INTRATRACHEAL 
SURVANTA 

ROSS 25MG/MLIl 

BETHANECHOL CHLORIDE 

INJECTABLE; INJECTION 
IB£tHAH~CHdL'CHLd~td£1 

I~~I -!~AP!------------- I~MS)M11 

@ QUAD 5MG/ML 

URECHOL.I:HE 

IMI IM,!>pl 1~!1Ql.!1bl 
MSD 5~lG/ML 

TABLET; ORAL 
BETHAHEaiOL CHLO!?l:DE 

IAA! l(JrJtAR! ISMsl 
1~J"j !llMSI 
I~M /2?~M 
I~M I~Qtl~1 

@ BOLAR 5MG 
@ 10MG 
@ 25t1G 
@ 50MG 
DlNO:rD 

IAA! IN~R~j¢HltAf~NI lioMr},1 
1~1./ !2st'1r};1 
I~A! /t?-~I 
IAA! li~tl~1 

I )6~~1~~7i:~~~~ 
IN~.9?'#/.d.oil 

1)~~g1i~7~~1~ 
I )0NjjA.:rj.9~N 

N89211 001 
JUN 14, 1988 

N89212 001 
JUN 14, 1988 

N89213 001 
JUN 14, 1988 

N20032 001 
JUL 01, 1991 

1A~~'j~~%~~~~ 
N89815 001 

APR 12, 1988 

Nd~~j,~/.d.6f../ 
N06536 001 

IN~~ij,.d /.0.0 il 
~~~~~~~~:~:~i~ 
1~~.1M.1 !.d.d)J 

N85230 002 
N85228 001 
N85229 001 
N87397 001 

~1~rJ~~~ 

BETHANECHOL CHLORIDE 

TABLET; ORAL 
DWOJ:D 

AA ROBERTS 
AA 
AA 

BRETYLIUM TOSYLATE 

IMl 

INJECTABLE; INJECTION 
BR Ell'LD..t'! TOSYLATE 

I~API 

10MG 
25MG 
50MG 

I ~dt:lrjl.cl';J 

N86262 001 
N86263 001 
N85882 003 

IN1f.:J.MJo.of./ 
Itt~n~.:n9~M 

N71181 001 
FEB 16, 1988 

BRETYLIUM TOSYLATE IN DEXTROSE 5/.: IN PLASTIC CONTAINER 

@ QUAD 50MG/ML 

I A¢¢rJff I I ~.d.dr1¢!;(6~~tl I A~~7:i~:~'~~~~~ 
@ ABBOTT 800MG/I00ML N19008 001 

BROMPHENIRAMINE MALEATE 

IAA! 
I~M 

TABLET; ORAL 
BIWMFtlEH'IRAMJ:I:!E MALEATE 

IPARI !~cl~1 
@ PAR 4MG 
lyjfARfNtl I~clrjl 

@ VITARINE 4MG 

APR 16, 1986 

IN¢N.o.9/.d.df..f 
N87009 001 

IN~~~~.d/.d.df./ 
N85850 001 

BROMPHENIRAl1INE MALEATE; PHENYLPROPANOLAMINE HYDROCHLORIDE 

IU#NU6RAtI 
1¢7~~~~~%A~j¢$/ 

@ PHARM BASICS 

1~¢!~r1t.;#M¢!~r1tl 

4MG/5ML;25MG/5ML 

BLJPRENORPHINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
BUPRENEX 

IN9R}ol;t¢Hi tANM I t.Q/.d.: ~J1¢/(J,(#;r1J:I 
RAND C EQ 0.3MG BASE/HL 

INf,f,~M/.ddf./ 
1#P/#.:tf..9{3(tj 

N88687 001 
SEP 26, 1984 

IM.fA.c-J./.d.of.J 
N18401 001 
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BUPROPION HYDROCHLORIDE 

TABLET; ORAL 
I'lELLBUTRIN 
1~~~~~~¢~$/~tt~¢~Mtl I?~M¢I 

@ BURROUGHS I'lELLCOME 50MG 

BUTABARBITAL SODIUM 

TABLET; ORAL 
BUTAMRBI:TAL SODJU1 

ID~~J~~1'if:~~~~ 
N18644 001 

DEC 30. 1985 

IAAI /¢P~D/ I~~!W 

1~~clrJ/ If~~~~l~~~~~~~ lAM 
@ CORD 1511G 

@ 30MG 

N84292 003 
FEB 09. 1982 

N84272 002 
lAM /~~jft/f~~~tlpAP~$t~II~SM@1 1~~"J~~?/.6.67.! 

> ADD > 
>...A!m...> 
>...A!m...> 
> ADD> 

@ I'lHITE TOWNE PAULSEN 15MG 

BUTORPHANOL TARTRATE 

SPRAY. METERED; NASAL 
STADOL 

BRISTOL MYERS SQUIBB IMG/IN~ 

CALCITONIN, SALMON 

INJECTABLE; INJECTION 
CALc:l:MAR 

AP RHONE POULENC RORER 200 IU/ML 
MIACALCI:H 

AP SANDOZ 200 IU/MLR 

N83325 0·02 

N19890 001 
DEC 12. 1991 

Nl7769 001 

N17808 002 
MAR 29. 1991 

CALCIUM CHLORIDE; DEXTROSE; GLUTATHIONE DISULFIDE; MAGNESIUM 
CHLORIDE; POTASSIUM CHLORIDE; SODIUM BICARBONATE; SODIUM 
CHLORIDE; SODIUM PHOSPHATE 

SOLUTION; IRRIGATION 
ass PWS 

AT ALCON 0.154MG/ML;0.92MG/Ml;0.184MG/Ml; 
O. 2MG/ML ; 0 . 38I-1G/Ml; 2 . IMG/~IL; 
7.14MG/MliO.42MG/ML N18469 001 

CALCIUM CHLORIDE; DEXTROSE; GLUTATHIONE DISULFIDE; MAGNESIUM 
CHLORIDE; POTASSIUM CHLORIDE; SODIUM BICARBONATE; SODIUM 
CHLORIDE; SODIUM PHOSPHATE 

SOLUTION; IRRIGATION 
EHOO~L PWS 

AT ENTRAVISION 0.154MG/ML;0.92MG/ML;0.184MG/ML; 
O. 2~lG/ML ;0. 38MG/ML; 2 . 1MG/ML; 
7 . 14~lG/ML; O. 42HG/MLJI N20079 001 

NOV 27. 1991 

CALCIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM 
CHLORIDE 

'~~Hma%~:tl~~~?1~/~m~~~~A$r~~tM~m'1~~§~~~J{' /r1¢¢A~/ / M6rJ.¢If..6.6r.J../ 1~r)Y /7.9.: fj.9~7.! 
ML·380MG/100ML. 20MG/100ML;30MG/100 • N18725 001 

@ MCGAI'l 600MG/100ML NOV 29. 1982 

CALCIUM GLUCEPTATE 

INJECTABLE; INJECTION 
CALCZUM GWCEPTATE 

I~ /Ad~3jfl It~~cl~~~~f~t~~)scl'l 
@ ABBOTT EQ 90MG CALCIUM/5ML 

CARBAMAZEPINE 

TABLET; ORAL 
CAF'BAMAZEPJ:IfE 

I~DI /P~ARr1/~A~$1 

B* PHARM BASICS 

CARBIDOPA; LEVODOPA 

/ill~/ 

200MG 

TABLET, EXTENDED RELEASE; ORAL 
SINE MET CR 

MSD 50MG;200HGR 

/~~"Jf.~9/.6.6f.1 
N83159 001 

/r.~~j~~:~7{:~~~~ 
N70300 001 

MAY 15. 1986 

N19856 001 
MAY 30, 1991 
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CARISOPRODOL 

TABLET; ORAL 
CARl:SOPRODOL 

/ AM !r30tAP./ 
Cil BOLAR 

AA ~IUTUAL PHARM 

CEFADROXIL 

CAPSULE; ORAL 
ULTP.ACEF 

IAnl Ir3Ri$f3tl 
Cil BRISTOL 

11~~cl~1 
3SOt·1G 
3SOM~ 

Itg'sd~clG'BA~t1 

EQ SOOMG BASE 

POWDER FOR RECONSTITUTION; ORAL 
ULT~ACEF 

IAnl Ir3Ri$fotl It~~cl~'nA~tl~cl~1 

IAnl Itg~~~cl~~~A~tlsM11 

lAM 
Cil BRISTOL 

Cil 

Cil 

TABLET; ORAL 
ULTRACEF 

IAnl Ir3Ri$totl 
Cil BRISTOL 

CEFAZOLIN SODIUM 

INJECTABLE; INJECTION 

Itg'sddclS'BA~tl~clhl 

EQ 12SMG BASE/SML 

EQ 2S0MG BASE/SML 

EQ SOOMG BASE/SML 

ItgJ~cl~:eA~U 

EQ IGM BASE 

ANCEF IN PLASTIC CONTAINER 
BAXTER EQ 10MG BASE/M~ 

EQ 20MG BASE/MLn 

INf,~(t~f-/.6.61.1 
N8S433 001 
N89346 001 

OCT 17, 1991 

I~(' tf-.1 ~ /.d.6 j,/ 
It1A~1 1.~.: f;£.4f,7/ 

N62378 001 
MAR 16, 1982 

hl~~~U:!~~~~~~ 
IMt.~1 ;£~.; f;£.4f,U 

1~~t"{j~/.d.6~1 
It1A~/H;I1.9~U 

N62376 001 
MAR 16, 1982 

N62376 002 
MAR 16, 1982 

N62376 003 
MAR 16, 1982 

I ~(,j.4.6 f, /.6.01. I 
I A0r;/f-1..:f;£.4MI 

N62408 001 
AUG 31, 1982 

N63002 001 
MAR 28, 1991 

N63002 002 
MAR 28, 1991 

CEFAZOLIN SODIUM 

INJECTABLE; INJECTION 
CEFAZOLiH SODXUM 

>~> AP HANFORD EQ SOOHG BASE/YIALn 
>~> 
>~> AP 
>~> 
>~> AP 
>~> 
>~> AP 
>~> 
>~> AP 
>~> 

EQ SOOMG BASE/vIALn 

EQ IGM BASE/vIALU 

EQ IGM BASE/vH.Ln 

EQ 10GM BASE/YIALn 

CEFPROZIL 

>-AQ!L> 
>-AQ!L> 
>~> 
>~> 
>~> 
>~> 

POWDER FOR RECONSTITUTION; ORAL 
CEFZIL 

BRISTOL MYERS SQUIBB 12SMG/SML~ 

2S0MG/SMLn 

>~> 

>~> 

TABLET; ORAL 
CEFZIL 

>~> BRISTOL MYERS SQUIBB 2S0M~ 
>~> 
>-AQ!L> SOOMGU 
>~> 

CEPHALEXIN 

>~> 

>~> 

>-"!!''=L> 
>-AQ!L> 
>~> B* 
>~> B* 

CAPSULE; ORAL 

~~~~~~~~1~~~t10~OHfP~Aft~l~~~~~~~~~~~~~ 
CEPHALEXIN MONOHYDRATE 

YITARINE EQ 2S0MG BASE 
EQ SOOMG BASE 

POWDER FOR' RECONSTITUTION; ORAL 
CEPHALEXYH 

AB SQUIBB MARK EQ 12SMG BASE/SMLn 

11 

N63214 001 
DEC 27, 1991 

N63216 001 
DEC 27, 1991 

N63207 001 
DEC 27, 1991 

N63208 001 
DEC 27, 1991 

N63209 001 
DEC 27, 1991 

NS066S 001 
DEC 23, 1991 

NS066S 002 
DEC 23, 1991 

NS0664 001 
DEC 23, 1991 

NS0664 002 
DEC 23, 1991 

1~('1-;f.~9/.#U 
1~~t1.~9/.6#1 

N621S9 001 
N621S9 002 

N62986 001 
APR 18, 1991 
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CEPHALOTHIN SODIUM 

INJECTABLE; INJECTION 
ICtp~ALdt~!HI 

I~~I -7J~r~7~tPJ¢Aft~~1 It~'iGcl~4~t)yt4~1 

I~~ Itg~2Gcl~~A~tlyt~bl 

IAPI It~~M~~4~t)yt411 

It~/~ppM¢/~A~t/ytAtl 

a INTL MEDICATION EQ 500MG BASEIVIAL 

a EQ IGM BASE/VIAL 

a EQ 2GM BASE/VIAL 

/~~~~#1.6.#/ 

~~~ii~!i~ 
/M?~~~~i~7~~1~ 
/MM /.6 ~.; jj.9~~ / 

N62426 001 
MAY 03, 1985 

N62426 002 
MAY 03, 1985 

N6Z426 003 
MAY 03, 1985 

a EQ 4GM BASE/VIAL N62426 004 
MAY 03, 1985 

CEPHALOTHIN SODIUM H/ DEXTROSE IN PLASTIC CONTAINER 
BAXTER EQ 20MG BASE/MLn N62422 005 

CEPHRADINE 

CAPSULE; ORAL 
NtLOSEF'~2S6~/ 

I~~I -7fR~A~A7-
a ERSANA 

NtLOSEF '~s66~1 
lAM ~fR~A~A'----

. a ERSANA 

JUL 16, 1991 
EQ 40MG BASE/ML~ N62422 006 

JUL 16, 1991 

It~~cl§1 1~~.6~M>I.d.6jJ 
250MG N50548 001 

156oM§/ 1~~.6~M>/.6#1 
500~lG N50548 002 

CHLORDIAZEPOXIDE HYDROCHLORIDE 

CAPSULE; ORAL 
Ct-llORD::rt\"lEPO>O:DE HCl 

I~M /~~pt~PH#MI I~M§/ 

It.~/ liocl§/ 
I~M It~M@1 

a SUPERPHARM 5MG 

a 10MG 

a 25MG 

LYGEN 
a ALRA 5MG 
a 10MG 
a 25MG 
~~/~A~~#I 

I~ 
~~~~,/ 
17.~t1¢1 

CHLOROTHIAZIDE 

TABLET; ORAL 
CHLCR01lD".AZID E 

~~l~ 1~~tf..~7 !isotS.G/ 
I~~~M~/ 

a BOLAR 250MG 
a 500MG· 

I~N I¢Htt#A/ 1~.6.6MM 

a CHELSEA 500MG 

CHLOROTHIAZIDEi RESERPINE 

TABLET; ORAL 

I~P/¢%~~~~tAttPt/~1 l~t#,~a~~~JP.:#~M¢1 
a BOLAR 500MG;0.125MG 

. ,,; 

_. ----

12 

IA~~'~~1j~~~~~ 
I A~~~~~1~~:!~~~ 
I APP./ ~~1jj.9~~~ 

N88987 001 
APR 25. 1985 

N88986 001 
APR 25, 1985 

N88988 001 
APR 25, 1985 

N85107 001 
N85009 001 
N85108 001 

IM~t.6j l.6.6jJ 
~~~~~~~~:~:~i~ 

1~~~~~~/.6.~jJ 

I~~~'~~~%~~~~ 
N85165 001 
N84026 001 

SEP 01, 1982 

I A~~'~l~~~~:i~ 
N86796 001 

AUG 15, 1983 

I,J~~'~~~%~~~~ 
N88151 001 

JUN 09, 1983 
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CHLORPHENIRAMINE MALEATE 

INJECTABLE; INJECTION 
CHLORFHEtll:RAMINE MALEATE 

IAfl 7ttMMp~1 It~cl§lcl11 
AP STERIS 10MG/ML 

TABLET; ORAL 
IAHtAGdHAt~1 

IAAI -7~J~~~7 - l~cl@1 
@ MILES 4MG 
CHLORIlHEH:IRAMIHE MALEATE 

> ADD > @ ELKINS SINN 4MG 
> DLT > 1~/.Q0A~f0MlpHA~Mj¢$1 IM~I 

IAAI lyjfA~j~tl I~_@I 
@ VITARINE 4MG 

I PthtH~t~dHI 
lAAI -7~A~~l111 l~cl@1 

@ LANNETT 4MG 

CHLORPROMAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
CHLORPRC1MAn:HE HCL 

I MI 7 ttMi~P~7 I i~cl§lclhl 
AP STERIS 25MG/ML 

CHLORPROPAMIDE 

TABLET; ORAL 
CHLORPROPAMIDE 

lAM l~ptARI 

lAM 
@ BOLAR 

@ 

> DLT >/A~I Ip~~AMtpI 
> DLT > 
> DLT >/AM 
> DLT > 
>~> @ DURAMED 
>~> 
> ADD > (j) 

> ADD > 

/i,ddclrjl 
li~~cl@1 

100MG 

250MG 

I!Mcl@1 
lis6clM 

100MG 

250MG 

1~~;5M;5/~.df..1 
N83593 001 

1~~;5;5Ml.d.df..1 
N83381 001 

N80938 001 

~~~~~~~~:~:~i~ 
N85837 001 

N~#~~l.d.df..1 
N80846 001 

1~~~~.~j.f.d.df..1 
N85591 001 

1~~~~#l.d.dj.f 

IAj~~~~i~7~M~ 
I APR/f..:t.:/f...~t341 

N88608 001 
APR 12, 1984 

N88568 001 
APR 12, 1984 

I p~~~1~~%:~~~~ 
IN~~.~f..H.d.dj.f 

lP¢f If..p.: /f..9t341 
N88918 001 

OCT 16, 1984 
N88919 001 

OCT 16, 1984 

CHLORPROPAMIDE 

TABLET; ORAL 
CHLORPROPAMJ:DE 

IA~I IPHARM/~A$j¢$1 

lAM 
B* PHARM BASICS 

B* 

CHLORTHALIDONE 

TABLET; ORAL 
CHLO~U:DOHE 

I~f IdptA~1 I_j 
@ BOLAR 
@ 

IA~I 1$~pt~PHARMI 

@ SUPERPHARM 

CHLORZOXAZONE 

TABLET; ORAL 
CHLORZOXAZOHE 

AA DANBURY 

Ii.~~clrjf 

I~~~M§I 

100MG 

250MG 

IfSMG/ 
I~~~~I 

25MG 
5011G 

/1,flcl@1 
25MG 

500MGJ:l 

/ A~~~~~i~~:!H~ 
I Ar)r;/;5~.:1j.9MI 

N88708 001 
AUG 30, 1984 

N88709 001 
AUG 30, 1984 

/~M.df,Ho.df../ 
I~M.oi9/.d.6f..1 

N87050 001 
N87029 001 

/ t1~.1(.t.1 j. /.0.0 j.f 
IFtr./.O.~.;/f..9~j.1 

N87473 001 
FEB 09, 1983 

N81019 001 
JUL 29, 1991 

CITRIC ACID; GLUCONOLACTONEi MAGNESIUM CARBONATE 

SOLUTION; IRRIGATION 
RENACIDIN 

>~> GUARDIAN LABS 
>~> 
>--AQJL> 
>...QhL> 1~~jftp/¢r)A~pjA~/ 
>...QhL> 
>...QhL> 

6.602GM/I00ML;0.198GIVI00ML; 
3.177GM/I00ML N19481 001 

OCT OZ, 1990 

~f~~J~~~i:~:~~Z;·d.:f...~~~Mi~~~~~~~7f~:~~~ 
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CLARITHROMYCIN 

TABLET; ORAL 
BIAXIN 

ABBOTT 250MGIl 

500MGIl 

N50662 001 
OCT 31, 1991 

N50662 002 
OCT' 31, 1991 

CLEMASTINE FUMARATE; PHENYLPROPANOLAMINE HYDROCHLORIDE 

TABLET, EXTENDED RELEASE; ORAL 
TAVIST D 
Ip(J~~f:J/ It!vj.~¢Ir.!'#Jjt>~¢1 

SANDOZ EQ 1MG BASE;75MG 

CLINDAMYCIN HYDROCHLORIDE 

CAPSULE; ORAL 
CLl:HDAM'I"CZH HCL 

.@ DANBURY 

AB 

CLINDAMYCIN PHOSPHATE 

INJECTABLE; INJECTION 
CLl:HDAM'I"CZH PHOSPHATE 

EQ 75MG BASE .. 

EQ 150MG BASE .. 

IMI 
IAPi 

>..lJ!L>IW 
>..lJ!L> 
>...AQ!L> 

/.Ltl'ft1r)~7 I~MS'OaSt)M":1 

> ADD > 
AI! 

AI! 

I~I.PI 

a .QUAD 

STERIS 

Itd'!tdMS'O&St)ri":/ 

It~'!tdMS'OASE~ 

EQ 150MG BASE/ML 

EQ 150MG BASE/ML 

EQ 150MG BASE/ML 

Ip~~7~~11~~~~~ 
N18298 001 

DEC 15. 1982 

N63082 001 
JUL 31. 1991 

N63083 001 
JUL 31. 1991 

I ;Ql~a~:~%~~~~ 
IM~~~~~:~)i~~1~ 
IM~~'j.~:~)ij~1 

N62877 001 
MAR 15, 1988 

N62900 001 
JUN 08, 1988 

N63079 001 
MAR 05, 1990 

CLIOQUINOLj HYDROCORTISONE 

CREAM; TOPICAL 
VIOFORM-HYDROCORTISONE 

CIBA 

OINTMENT; TOPICAL 
VlOFORM-HYDROCORTISONE 
CiI ClBA 

CLOFIBRATE 

CAPSULE; ORAL 
CLOFZBRATE 

.@ NOVOPHARM 

CLONIDINE HYDROCHLORIDE 

TABLET; ORAL 
CLOHID%HE HCL 

11.01 1r.(JtJ.i41 

IA~ 

11.01 
CiI BOLAR 

CiI 

CiI 

I~ Ip~~!.Mtpl 

11.01 

laD! 
CiI DURAMED 

CiI 

CiI 

3%;0.5% 
3%;1% 

3%;0.5% 
3%;1% 

500MGIl 

l~rW 

I~ 

I~ 

O.lMG 

0.2MG 

O.3MG 

I~MSI 

ILirW 
1~:5MSI 

O.lMG 

0.2MG 

O.3MG 

14 

N10412 002 
N10412 001 

N10412 004 
N10412 003 

N72600 001 
JUL 25, 1991 

IM~~~~~~~~~~~~ 

~IJWJn~ 
N70395 001 

MAR 23, 1987 
N70396 001. 

MAR 23, 1987 
N70397 001 

MAR 23, 1987 

1!.~~~~~17q~g~ 
I !.~~A~·~~i9~g~ 

IMxJ.'6ilddj.f 
I !.lJ¢ltt;: n~~f.1 

N71103 001 
AUG 14. 1986 

N71102 001 
AUG 14, 1986 

N71101 001 
AUG 14. 1986 
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CLORAZEPATE DIPOTASSIUM 

CAPSULE; ORAL 
CLORAZEPATE DZPOTASS7U'1 

> DLT >/~M I AiVfHtRI.N /'h1~clrJl 
I )~~~1~i~~:!~1~ > DLT > 

> DLT >/aDI It;.~~ 
> DLT > I JAN/ ~~.: /f.9M I 
> DLT >/~M /i,~~IrJ/ INi j'(t ~ JJ.d.d JJ 
>-11..bL> I )AN/#.: I ;i,~~,1 / 
>~> @ AM THE RAP 3.7SMG N71429 001 
> ADD > JAN 08, 1987 
>~> Ql 7.SMG N71430 001 
>~> JAN 08, 1987 
>~> Ql lSMG N71431 001 
>-AQQ...> JAN 08, 1987 

11&1 Ip~ARrVrM#¢M 13:1~cl@/ I Ni ;iHt1.f .d.d;i I 

lAM 1i.':'~cl@1 ~:~~J~~1~~:~~~~ 
I~~I 1i.~M@1 / tV;i Ht!+ /.6 ,6;i / 

/r1All ~,6,; I ;i,9t,1 I 
B* PHARM BASICS 3.7SMG N71242 001 

MAY 20, 1987 
B* 7.SMG N71243 001 

MAY 20, 19137 
B* lSMG N71244 001 

MAY 20, 1987 
I~ftl IplJRtPA¢1 13:1~MrV IA~~j~~17f~~~~ 

Ql PUREPAC 3.7SMG N71924 001 
APR 2S, 1988 

lAM I#ARt.tI 13:1~clrJl N1;ii f1/.6.6;i1 

It&! 11:~rlrJl 'D'~~1~i~7:~~1~ 
I~DI 1i.~clrJ/ 'D7~~1~i~7:~~1~ 

IDt¢/f.~.:/;i,~M / 
Ql SEARLE 3.7SMG N71727 001 

DEC 18, 1987 
Ql 7.SMG N71728 001 

DEC 18, 1987 
@ 15MG N71729 001 

DEC 18, 1987 

CLORAZEPATE DIPOTASSIUM 

TABLET; ORAL 
CLORAZEPATE DZPOTASS7U'1 

lAM IAr1/fHtRAP/ /j;jjMGI 1N1;i141jd6;i1 

I~ftl 1i.~MGI ~~~~~J~!~ I~M I!~MGI 

@ AM THE RAP 3.7SMG 

@ 7.5MG 

@ lSMG 

CLOTRIMAZOLE 

CREAM; VAGINAL 
GYHE-LOTRlMIH 

>-AQQ...> BX SCHERING 1% 
MYCELEl<-G 

> ADD > BX MILES 1% 
>-11..bL> tJ."/'1 

TABLET; VAGINAL 
GYHE-LOTRlMIH 

>~> BX SCHERING 100MG 
MYCELEX-G 

>-AQ!L> BX MILES 100MG 
>-11..bL> 1J.,d,dMfPI 

CODEINE PHOSPHATE; PSEUDOEPHEDRINE HYDROCHLORIDE; 
TRIPROLIDINE HYDROCHLORIDE 

SYRUP; ORAL 
H:tSTAFED C 

>-AQ!L> AA CENCI 
>-AQ!L> 
> ADD > 

>~>/~ It.ittlt.A~$1 
>-11..bL> 
>-11..bL> 

COLCHICINE; PROBENECID 

TABLET; ORAL 

10MG/SML;30MG/SML; 
1. 25MG/SML 

l~p/P'~~~~~liDhV 1¢l5t.¢~i¢i~~~~r1¢,;'M6r1¢1 

N71747 001 
JUN 09, 1987 

N71748 001 
JUN 09, 1987 

N71749 001 
JUN 09, 1987 

N18052 001 

N18230 001 
IN;iM~ M,6 MI 

Nl7717 001 

N18l82 001 
IN;i~j.~1.f.6.6;i1 

N89018 001 
JUL 23, 1986 

I )0~11~~1f:~~~~ 

IN~~#;i/.6.6;i1 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

COLCHICINE; PROBENECID 

TABLET; ORAL· 
Ip~~~t~t¢tp/~/I¢~t¢~t¢t~tl 
a BOLAR 0.5MG;500MG 

COPPER 

INTRAUTERINE DEVICE; INTRAUTERINE 
COPPER T MODEL TCU 380A 

N83221 001 

>-AQ1L> 
> ADD > 
> ADD > 
> DLT > 
> DLT > 
> DLT > 

POPULATION COUNCIL APPROX 309MG COPPE~ N18680 001 
NOV 15, 1984 

It1~~~~~j~~~B~~~~~f7~~~~~a~~i~~~¢I¢~PPt~1 IA~~7~~11~~~~~ 
CORTISONE ACETATE 

INJECTABLE; INJECTION 
CORTISONE ACETATE 

~~~~ IttMM~~1 
BP STERIS 
BP 

TABLET; ORAL 
CORTISONE ACETATE 

> ADD > a ELKINS SINN 
> DLT > 1~/~A~~Mlp~A~Mt¢~1 

CYANOCOBALAMIN 

INJECTABLE; INJECTION 
COBAvrT'E 

~2~ la/4/4~iV 

AP STERIS 
AP 

CYAHOCOBAL.AMI:H 
AKORN 

~2~~ IttMM~~1 

~n~ Itjp~~MtP/ 

lAY 
a LYPHOMED 
a 
a 

AP STERIS 
AP 

~~~~~~~~ 
25MG/ML 
50MG/ML 

25MG 
n~M¢I 

16:i~G)~':'1 
n~~/Mtr 
O.lMG/~IL 

IMG/ML 

IMG/ML 

16:il'l~hf':'l 
/iMa/Mtr 
/d:03HiV~':'1 
/O:IiJJs/H?7 
I!~t.r;r;r 

0.03MG/ML 
O.lMG/ML 
IMG/ML 
O.lMG/ML 
IMG/ML 

~~~~~~~~l~~~ 
N85677 001 
N85677 002 

N80836 001 
1~~M4U,6.6j..1 

~~~l~~~~~:~i~ 
N83013 001 
N83064 001 

N87969 001 
NOV 10, 1983 

r~~i~j~ 
N80510 003 
N80510 001 
N80510 002 
N83120 001 
N83120 002 

CYANOCOBALAMIN 

INJECTABLE; INJECTION 
jd60tCA!'1:ttV 

IAt! -7A~~~~ 11~G;~':'1 

CYCLOBENZAPRINE HYDROCHLORIDE 

TABLET; ORAL 
CYCLOBEHZAPRl:HE HCL 

AB GENEVA 10MGa 

AB MY LAN 10MGa 

AS NATSON 10MGal 

CYCLOPENTOLATE HYDROCHLORIDE 

SOLUTION/DROPS; OPHTHALMIC . 
AK-PEHTOLATE 

AI ICi~~~~~~t6':'Att'H¢':'1 1% 
I tJJ -7A~~~ 11;&1 

CYCLOPEHTOLATE HOL 
>~>IAtI 7dA~~t~7~j~dl 11;J/ 
>...!Q.!L> a SOLA BARNES HIND 1% . 

AT STERIS 1~ 

CYPROHEPTADINE HYDROCHLORIDE 

SYRUP; ORAL 
CYPnoHEPTADXHE HCL 

laM liVl#.M 
Gl NASKA 

TABLET; ORAL 
CYPROHEPTAD:IHE HCL 

I aty lr3pt.K~1 
Gl BOLAR 

>~>/aal Ip~RAMtpl 
> DLT > 
>....!QJL> Gl DURAMED 
>...AQ.!L> 

I~'" 
2MG/SML 

I~~M 
4MG 
I~I 

4MG 

r .. 

16 

1~~~1:~%~~j~ 

N72854 001 
NOV 19, 1991 

N73144 001 
MAY 31, 1991 

N73143 001 
NOV 27, 1991 

N85S55 001 

Itt~f,~~~/~.6jJ 

1~~(.j..~,dN~j../ . 
N841S0 001 
N89162 001 

JAN 24,1991 

Ip'~'1117~~~9~ 
N89021 001 

DEC 21, 1987 

1~~~j.(t~1.6#1 
N85245 001 

litt/~~i~/it~·6~11 ~~f j.f". ~.~, 
N88232 001 

OCT 25, 1983 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

CYTARABINE 

INJECTABLE; INJECTION 
C'l'TARAB:EHE 

1M.! 7!iJ~~7 

1M.! 
GI QUAD 

GI 

DACARBAZINE 

INJECTABLE; INJECTION 
DACARBAZJ:HE 

IMI I~AD7 

IMI 
GI QUAD 

GI 

GI 

DANAZOL 

CAPSULE; ORAL 
>~> IPAt4AtrJtl 
> DLT > I~~I IAM/~t~API 
>~> 
>...!J!!L> GI AM THE RAP 
>...!J!!L> 

DANOCRINE 
>~>/aDl IMt~~tt4¢1 
>...!J!!L> STERLING 

DAUNORUBICIN HYDROCHLORIDE 

INJECTABLE; INJECTION 
CERUBID7HE 

li66MSJVt~~1 

156~cl@JVt~ 

100MG/vIAL 

500MG/vIAL 

li6dMSJVtALI 
/i,d6MSJVt~ 

100MG/vIAL 

200MG/vIAL 

1~,d.6M¢Ntf..t.1 

500MG/vIAL 

17..6.dM¢/ 
200MG 

1j..d.dM¢1 
200MG 

>~>/AfI I~HP~tIPpIJ~tt4¢1 It~~~clrj~rJA~tl~tA(/ 
>...!J!!L> AP RHONE POULENC RORER EQ 20MG BASE/VIAL 

~SERPIDINEj METHYCLOTHIAZIDE 

TABLET; ORAL 
ENDURONYL 

ID~~~H~~:!~1~ 
l~pI IA~~Mfl /.6.:j.~~¢,;~M¢1 

ABBOTT 0.25MG;5MG 
ENDURONYL FORTE 

IDt¢/~,6,;n.4Mj I~PI IA~~rJffl /.d,:~M¢,;~M¢1 
N71248 001 ABBOTT 0.5MG;5MG 

DEC 30, 1987 I~PIIM7~~~~jAttDtIA~D/P7~~~~~~J~~~1 N71249 001 
DEC 30, 1987 

l~pl /.6,:~J'1¢,;~M¢1 

d BOLAR 0.25MG;5MG 

GI 0.5MG;5MG 

1t41.6$5j.U.d.6f.1 
'rJ~~~~~ii7:~~~j DESIPRAMINE HYDROCHLORIDE 
Ip('1 /.d,4,:n9~t1 

N70821 001 TABl.ET; ORAL 
OCT 09, 1986 DE5:rPRAKl:HE HCL 

N70822 001 1~D1 n~lRiV~~#¢M I!~I 
OCT 09, 1986 
N1~~pj./.dpf.l 

IMAi 1#,: n.4$5M 
laM l~clrJI 

N71563 001 IArJl I~Mrjl 
MAY 06, 1988 

IArJl I!~rjf 

B* PHARM BASICS 25MG 

B* 50MG 

IM~f,~Yd,6U B* 75MG 
Ipt(,/~~,; n,9M I 

N71569 001 B* 100MG 
DEC 30, 1987 

lt4t1f,f,1/.6#/ 
N17557 002 

/~~t~1p/.d,6U 
N61876 001 

17 

IN~j.J.1~/.6,6j.j 
N12??5 001 

1~f.7..1.1~ /.6 #1 
N12??5 002 

1~$5$5~~/.6,6U 
I AJ)t;n,d,;n9MI 

1~$5$54;'f./.6 ,d j,/ 
I AIJ¢lJJ:rJ.,4MI 

N88486 001 
AUG 10, 1984 

NS8452 001 
AUG 10, 1984 

IMt~~(tf,d.d'J./ 
I#P/.d9,:17~~1' 
l~k~~~~~'i7:~~l 
I~~~j~~~~ 19~9j 
ItlU~~1 /.d.dU 

l#p/.69,:/f.,4M I 
N71864 001 

SEP 09, 1987 
N71865 001 

SEP 09, 1987 
N71866 001 

SEp 09, 1987 
N71867 001 

SEP 09, 1987 
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DESIPRAMINE HYDROCHLORIDE 

TABLET; ORAL 
DES:IPRAMIHE HCL 

> ADD > AB VITARINE 
> ADD > 
> ADD> § 
> ADD > 
> .-!Q!L > AB 
> ADD > 
> ADD > AB 
>.-!Q!L> 
>~> 
> DLT > 
>~> 

>~> 
> DLT > 
> DLT > 
> DLT > 
> DLT > 

11;1 
11;1 
11;1 
11;1 

DESMOPRESSIN ACETATE 

SOLUTION; NASAL 
CONCENTRAI0 

~ 

50MG 

75MG 

100MG 

IH>M¢I 
1-P.dMM 
fj-pM¢1 
n.d.dMM 

BX FERRING 0.01% 

I.d.:.dtt.1 
DDAVP 

BX RHONE POULENC RORER O.OlX 

DEXAMETHASONE 

TABLET; ORAL 
DEXAMETHASONE 

I~PI 1~(Jt.~~1 
Gl BOLAR 

I~PI 1¢~~pl 
Gl CORD 

/.6.:#1.1 

Ip.:j-PM¢I 
0.75MG 

19.:.1pM¢1 
0.75MG 

DEXAMETHASONE SODIUM PHOSPHATE 

N71601 001 
JUN 05, 1987 

N71588 001 
JUN 05, 1987 

N71602 001 
OCT 05, 1987 

N71766 001 
OCT 05, 1987 

IJ~~~1~J~~~~1~ 
/J~~/fJ-P.; n~~1~ 
'~~~~~~i7~:~~j~ 
I~~~/~-p,,/dt~ ... ' j~.1 

N19776 001 
DEC 26, 1990 

IP~~7~~~%~~~~ 
N17922 001 

l~tj.4#/pptl 

I~M~pjl.d.dtl 
N84457 001 

l~f..d{4jl.d.dtl 
N80399 001 

INJECTABLE; INJECTION 
IDtXACE~.!V. 

lill 7~t~~A~/P~~~M~1 It~cl~'PHds~dAtt)~(1 I~~~~~tlp~tl 
~ CENTRAL PHARMS EQ 4MG PHOSPHATE/ML N8434Z 001 
DEXAMETHASOHE SOD:tU1 PHOSPHATE 

Iat! 7tiMM~ It4:4~a;PHdsPHAtt~ 1~~~~pp/~~tl 

DEXAMETHASONE' SODIUM PHOSPHATE 

INJECTABLE; INJECTION 
DEXAMETl1ASOHE SOD:tU1 PHOSPHATE 

1M} 14Jf,.pl 1~4'4~S;p~d5P~Att)~'1 I~~jt~d/ddtl 
- IM~~/t~,ltj~11 

1M.! ItQ'id~s'pdd~p~Att)~'1 1~~jt~tlpd~1 

It~~'p~dSP~At~)~ 'M?~~~~~~7:~1~ lill 
1;~'24~S'Pdd5PHAtt~ '~'~~~~j~7:~1~ lill 

Ir1AMt~,; njMI 

AP 

lill 

Gl QUAD EQ 4MG PHOSPHATE/ML 

Gl EQ 10MG PHOSPHATE/ML 

Gl EQ 20MG PHOSPHATE/ML 

a EQ 24MG PHOSPHATE/ML 

STERIS E~ 4MG PHOSPHATE/ML 
HEXADROL 
I~R¢f,.~~~1 It~~td~s'PH~SPHA1t)cl'l 

ORGANON EQ 20MG PHOSPHATE/ML 

SOLUTION/DROPS; OPHTHALMIC 
DEKAIR 

AI BAUSCH AND LOMB EQ O.lX PHOSPHATE 

IAt! Ip~~~~~f~t~1 Itd'6:ii'PH6spdAttl 
> DLT > /DtXA~t~~s6~t'sddtu~'PHdsPHAtt/ 
> DLT >/M.! 7iJ~~~~7~:ttflJT /irJ:H~Md~ttl 
> ~>IM.I . I~ .., "'l?~~~dMV 
> ADD> Gl SOLA BARNES HIND EQ 0.1% PHOSPHATE 
> ADD> Gl EQ 0.1% PHOSPHATE 

N89280 001 
MAR 18, 1987 

N89281 001 
MAR 18, 1987 

N89282 001 
MAR 18. 1987 

N89372 001 
MAR 18. 1987 

N84355 001 

l~tMjM.d.dM 
N14694 004 

N88433 001 
DEC 15. 1983 

IP~~11~JJi~~~~ 
~~~~H~{~~~~ 

N84170 001 
N84173 001 

DEXTROMETHORPHAN HYDROBROMIDE; PROMETHAZINE HYDROCHLORIDE 

SYRUP; ORAL 
> D.LT > liRd~t1~Ait~t'~1 
>~>/aA/lp~~~7iJ~:t~~1 I!~~s)$~';~~" l~f.~~~~/d6tl 

- I )AtVp~.:n~~pl >~> 

>...AQ!L> PROME'Tl1AZ:ttfE N/ DEKTROMETHORPHAH 
> ADD > AA 
> ADD > 

PHARM BASICS 15MG/5ML;6.25MG/5ML N88864 001 
JAN 04. 1985 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

DEXTROSE 

INJECTABLE; INJECTION 
DEXTROSE 10'/. I:H PLASTI:C COHTAIHER 

IA!! 1~~jjt~7 7t~~~l1Q~~bl 
@ CUTTER 10GM/I00Ml 
DEXTROSE SO'/. I:H PLASTI:C COHTAINER 

AP BAXTER 50GM/I00ML~ 

> DLT > IOEx1ROSE'6dzl 
> DLT >/a~1 -7~~~A~7----
> DlT > 
>....bQJL> 
>....bQJL> 

I~Q~~l1.QQclbl 

@ MCGAH 60GM/l00ML 

DEXTROSE 60'/. I:H PLASTI:C COHTAINER 
AP BAXTER 60GM/I00Ml~ 

>~>/~~I IM~¢A~I I~Q~cl)iQQclbl 
>....bQJL> @ MCGA~ 60GM/I00Ml 

DEXTROSE 70'/' I:H PLASTI:C COHTAINER 
AP BAXTER 70GM/I00Ml~ 

DEXTROSE; POTASSIUM CHLORIDE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 

INf.~~,6(t1.6,6U 
N18504 001 

N20047 001 
JUL 02, 1991 

1~f..19,~~1.6#./ 
1$t.P1#,:/f.,~~U 

N17995 002 
SEP 22, 1982 

N20047 002 
JUL 02, 1991 
I ~f..1.~ ,9 ~ 1.6.6f./ 

N17995 001 

N20047 003 
JUL 02, 1991 

DEXTROSE 5"/., SODXU'! aiLORI:DE 0.4S/. AND POTASSJ:U'oI aiLORI:DE 
0. ZZZ I:H PLASTI:C COHTAIHER 

I~!! 7M¢¢/(~1 I s~fViddML;' Hdr-lSJiddML;'f 
1~~~~~l106clb7---------' 1~f.~t~~/~~tl 

MCGAH 5GM/I00Ml;220MG/I00Ml; 
450MG/I00ML N18268 002 

DEXTROSE; SODIUM CHLORIDE 

INJECTABLE; INJECTION 
DEl<TROSE 5"/. AND SOD:IU1 aiLORI:DE O,2Z I:H PLASTJ:C COHTAINER 

I ill 1¢~jjt~7 7~~cl.l!QQcl~,;tQQcl~liQQrlbl 1~f.M991.6.6f./ 
@ CUTTER 5GM/I00Ml;200MG/I00ML N18399 001 
DEXTROSE 5"/. AHD SODl:U1 aiLOR:rOE 0,3% :tH PLA5T.[C COHTAINER 

IA!! /A.~~r)jfl 1~~cll1QQclb.;jQQclfi.ltJ~clbl 1~f..1.19,91.6.6f.1 
ABBOTT 5GM/I00ML;300MG/I00Ml N17799 001 

I MI 1¢~jjt~1 1~~cll!QQtK;'~Q.Qcl~l!QQclbl 1~f.~~.6f.IMd./ 
@ CUTTER 5GM/I00ML;300MG/I00ML N18501 001 
DEXTROSE S% AND SODlU'I CHLORI:DE O,liS/. :tH PLAST:r:C COiiTAIHER 

IMI R~jjt~7 1~~]:Vi~~!1b}~~.Qcl~l!~~clY 1~f.6M6/.6.6U 
@ CUTTER 5GM/I00Ml;450MG/I00~1L N18400 001 

DIATRIZOATE MEGlUMINE; DIATRIZOATE SODIUM 

INJECTABLE; INJECTION 
lotAt"dt:tof.1t:'6dl 

I MI 7~~J~7~~p~~AJ;t¢N1 I ~Z,; ~V 
@ INTL MEDICATION 52%;8% 

DIATRIZOATE SODIUM 

INJECTABLE; INJECTION 
IMD:'~dl 

fA!! -7~A~t;t~¢~~¢pjf 15d~1 
@ MALLINCKRODT 50% 

DIAZEPAM 

INJECTABLE; INJECTION 
D:tAZEPAM 

IMI IttMrld~1 l~lMLI 

IMI 1ID:l~)Mbl 

lill l~cl~}MbI 

AP STERIS 5MG/ML 

AP 5HG/ML 

AP 5MG/ML 

TABLET; ORAL 
DXAZ E PAM 

>...JlJL>f~rJ/ I¢HU#I.I I~Mrjl 
> DLT > 
> DLT >/A"M ISMrjl 
> OLT > 
> DLT >f~rJ/ lidclrj/ 
>...JlJL> 
>....bQJL> @ CHELSEA 2MG 
>....bQJL> 
>~> @ 5MG 
>~> 
>~> @ 10MG 
>~> 

19 

1~~M~~/.d.df.1 
1.)t)~If..1.: 1f..9~ f, I 

N88166 001 
JUN 17, 1983 

1~f,j,6.1~1.6,6U 
N87075 001 

1M ~ ,trj.f.1.6.6f.1 

~~i~~~m~ 
N70911 001 

AUG 28, 1986 
N70912 001 

AUG 28, 1986 
N70930 001 

DEC 01, 1986 

fN~~~:~~i~~~~~~ 
IN~~~:~~i~~:~~~ ~ 
1t1(J'N,6f..: I f.9~~ I 

N70456 001 
NOV 01, 1985 

N70457 001 
NOV 01, 1985 

N70458 001 
NOV 01, 1985 
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DIAZEPAM 

TABLET; ORAL 
D:rAZEPAH 

>....!JJL>IW 1~~~Ai'1tpl I~Mrjl 
> DLT > 
> DLT >/ADI ISMsI 
> DLT > 
> DLT >/I!DI lidMrjl 
>....!JJL> 
> ADD > Ci) DURAMED 2MG 
>...!.!m...> 
> ADD > Ci) 5MG 
> ADD > 
>...!.!m...> Ci) 10MG 
> ADD > 

1t-1'$t)pt~PtM~MI I~M¢/ 

It-I I~M¢I 

It-I 1t.6M¢1 

DICLOFENAC SODIUM 

SOLUTION/DROPS; OPHTHALMIC 
VOLTAREN 

CIBA 0.1~ 

DICYCLOMINE HYDROCHLORIDE 

CAPSULE; ORAL 
DXCYCLOMrHE HCL 

IW lr5dtA~1 
Ci)BOLAR 

TABLET; ORAL 
DXCYCLOMrHE HCL 

I ~DI lirJUM 
a BOLAR 

l!oMsI 
10MG 

lilirjl 
20MG 

IM6M4/6~U 
I /.t)¢JH:Jt:4~~1 
/M6M~/d.dt1 

//.i,Jrf,lif: H4~~ I 
/M6M~/d.dt/ 

/ Ai,J¢/~l: /l96~/ 
N70894 001 

AUG 27, 1986 
N70895 001 

AUG 27, 1986 
N70896 001 

AUG 27, 1986 

;~~J~~i~~ 
/r5t~;;&:A~~l 

N20037 001 
MAR 28, 1991 

If'~'~n%~~~~ N83179 001 
FEB 12, 1986 

/f'~'~~1Jf:~:~~ 
N84361 001 

FEB 06, 1986 

DIDANOSINE 

POI'lDER FOR RECONSTITUTION; ORAL 
VIDEX 

BRISTOL MYERS SQUIBB 10MG/ML" 

TABLET, CHEI'lABLE; ORAL 
VIDEX 

100MS/PACKEn. 

167MG/PACKE~ 

250MG/PACKEn. 

375MG/PACKEn. 

BRISTOL MYERS ~UIBB 25M~ 

DIETHYLSTILBESTROL 

TABLET; ORAL 
STILBESTROL 

IJ;Spl /f/.~tj~/.p$1 
TABLICAPS 

lJ;Sp/M~fjt!;il 1r5P/ 1~!'t">Jt.'tJpI 
I~PI 

Ci) SQUIBB 
Cil 
Ci) 
Ci) 
Ci) 

50M~ 

100M~ 

150M~ 

Id;~M¢1 
0.5MS 

1d.:~Mr)1 

~~1~~ 
11~~~ttl~ll· ••• ~;>p¢ 

O.lMS 
0.25MS 
0.5MG 
1MS 
5MG 

N20156 001 
OCT 09, 1991 

N20155 003 
OCT 09, 1991 

N20155 00.4 
OCT 09, 1991 

N20155 005 
OCT 09, 1991 

N20155 006 
OCT 09, 1991 

N20154 002 
OCT 09, 1991 

N20154 003 
OCT 09, 1991 

N20154 004 
OCT 09, 1991 

N20154 005 
OCT 09, 1991 

1~~$.6Ml.6.6U 
N83004 001 

~~:~~:~~I ~.~~II 
IM4d~/lif"OI 
11{6{6~~/6~lI 
I~M·.6~U dj..jf 

N04056 007 
N04056 017 
N04056 008 
N04056 009 
N04056 010 

-------_.- ----- ---- - ------ -- -- - ------
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>-AQ!L.> 
>-AQ!L.> 
>-AQ!L.> 
> -AQ!L.> 
>-AQ!L.> 
>-AQ!L.> 
>-AQ!L.> 

DILTIAZEM HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 
CARDIZEM CD 

MARION MERRELL DOH 180MGU 

INJECTABLE; INJECTION 
CARDIZEM 

24-0M~ 

300MGU 

MARION MERRELL DOH 2SMG/vIAL~ 

DIMENHYDRINATE 

INJECTABLE; INJECTION 
DlMEtflYDRJ:HATE 

SOMG/vIAL~ 

I~~I l~iMMpNI l~dM~lclbl 
AP STERIS SOMG/ML 

LIQUID; ORAL 
DIMENHYDRINATE 
@ ALRA 12.SMG/4-ML 

/~/~ANMk!J n~.:~M¢!(tMtJ 

IfA~~~~~~~~~~~At£ 
IAA/ 1-7~~t~~tA7--~1 1~~cl~1 

@ CHE LSEA S0I1G 

TABLET; ORAL 
DlM Etfl'I"DRJ:HA T E 
@ HEATHER SOMG 

DIPHENHYDRAMINE HYDROCHLORIDE 

CAPSULE; ORAL 
DXPHEHHYDRAMXHE HCL 
@ ALRA 
@ 

2SMG 
SOMG 

1~/~A~r1f..XI 
>~>/AAI l~ptARI 
>~>/A~I 

~~'~~~~ 
/~~~~I 

>-AQ!L.> @ BOLAR 
>-AQ!L.> @ 

25MG 
SOMG 

N20062 002 
DEC 27, 1991 

N20062 003 
DEC 27, 1991 

N20062 004-
DEC 27, 1991 

N20027 001 
OCT 24-, 1991 

N20027 002 
OCT 24-, 1991 

IN~f,~f,j./.d,dU 
N83S31 001 

N8071S 001 
IN~pjf-~/.d.df./ 

1~~~f.~~/.d,dU 
N8S166 001 

N8084-1 001 

N80S19 004-
N80S19 003 

1~~,d~f.9/.d.df,1 

~~~l~l~~:~:~~~ 
N83797 001 
N83797 002 

> -AQ!L.> 
> -AQ!L.> 
>~> 

>.Jl1L> 

DIPHENHYDRAMINE HYDROCHLORIDE 

I~M 

CAPSULE; ORAL 
DXPHEHHYD~AMXHE HCL 
@ ELKINS SINN 
@ 

~~~,~A~~r1/PMARMj¢~/ 

ELIXIR; ORAL 
DXPHEHHYDRAMXHE HCL 

I~yl 
@ KV 

INJECTABLE; INJECTION 
DXPHEKi"l"D~AM:tHE HCL 

2SMG 
50MG 

~~~~~~ 

1!~:5MGl~Mbl 
12.SMG/SML 

/A~I It~~jN$/~jNNI I ~dr,lGlclbl 
@ ELKINS SINN SO~lG/ML 

IMJ IUMMpNI Il~MG)Mbl 
AP STERIS 

DIPYRIDAMOLE 

TABLET; ORAL 
D:IP'fRl:DAMOLE 

AB GENEVA 

AB LEDERLE 

AB 

AB 

DISOPYRAMIDE PHOSPHATE 

CAPSULE; ORAL 
DXSOl'Y~AMXDE PHOSPHATE 

10MG/ML 

2SMGU 

2SMGU 

SOMGU 

7SM~ 

I~~I /~ptARI l~cl~~Astl 

IABI /t~5dclG~~~ 

@ BOLAR EQ 100MG BASE 

@ EQ 150MG BASE 

21 

N8S701 001 
N85701 002 

I~~~ .1,d f.l.d ,d U 
I ~f>t>.1.df. /.6 #1 

1~~~~t.f./.d,df.1 
N35621 001 

/r-tf>f,f.~f,I.6.dU 
N83183 001 

1~f,f,~f,f,/.d.df.1 
N83533 001 

N86944 002 
APR 16, 1991 

N88999 001 
FEB 05, 1991 

N89000 001 
FEB AS, 1991 

N89001 001 
FEB as, 1991 

I r~~~:~t1f:~~~~ 
Ir~~j~~1K~~~~ 

N7024-0 001 
FEB 02, 1986 

N70241 001 
FEB 02, 1986 
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DISOPYRAMIDE PHOSPHATE DOXEPIN HYDROCHLORIDE 

CAPSULE; ORAL CAPSULE; ORAL 
Dl:SOPYRAM:J:DE PHOSPHATE DOXEPl:H HCL 

B* CHELSEA EQ 100MG BASE N71020 001 IAIiI 7~M~1 ItQ~~cl§~IiASEI l~jj.~#/.ddj.1 
DEC 01, 1986 Itt~fj.~:: 1t4~M 

B* EQ 150MG BASE N71021 001 I~M 1~~'B!'Stl 1~.1f.~~-;/d.d j.f 
DEC 01, 1986 1t7~~~~~~7-~~1~ I~"/.I 1t~fj..d~M¢I~f..#1 'P~~~M1%~~~~ lliM IE~'t~~~'g~SEI 

I~'/.I It~fj.~.dM¢/~f..#1 I/~;~~~%~·df lliM It~'!dd~~'a!.st/ 1t7~~1~ii7~~~~ 
lAB! lMi("f..M Itd'!ddM~~~~tl 'f0m~~~ 

Itt~/J.~.:fj.~~M 
a BARR EQ 25MG BASE N71502 001 

FEB 18. 1988 
I~~I It~~M~'Ii~~t/ CiI EQ 50MG BASE N71653 001 

I ,J1)~fj.(t.: fj..4~f, I FEB 18, 1988 
CiI MYLAN EQ 100MG BASE N70138 001 CiI EQ 75MG BASE N71654 001 

JUN 14, 1985 FEB 18. 1988 
CiI EQ 150MG BASE N70139 001 CiI EQ 100MG BASE N71521 001 

JUN 14, 1985 FEB 18. 1988 
I~'!I I¢~tt.#f../ It~j.~M¢/~f..#/ I/~;:~~%~·d~~ 

DOBUTAMINE HYDROCHLORIDE I~'!I It~i~M¢/~f..~t/ ~~1~~~.3/6~~1 
IMf..'1nt> :H4~M 

INJECTABLE; INJECTION I~H It~/~.6M¢/~f..#1 1~~~~·6~~'i~~#1 DOBUTREX . j.{ ~f>f,/ 
LILLY EQ 12.5MG BASE/ML N17820 002 I~'!I It~I.1~~¢I¢'f..#1 

It~/i~~M¢/~f..$t!9jf..("1 1~j.j~#1.6#1 1t'~jaiJ~~:~~ 
1~f.1 It~j..d.dM¢/~I.#1 M~~j~~1%:~:~1 

DOPAMINE HYDROCHLORIDE I~f./ It~fj.f,.6r.¢/~f..#1 I IMj..1~(t/6d-l 
1tt.~/.d9.: fj.~~M 

INJECTABLE; INJECTION . CiI CHELSEA EQ 10MG BASE N70952 001 
DOPAM:J:HE HCL MAR 04, 1987 

AP GENSIA 40MG/MLJI N72999 001 CiI EQ 25MG BASE N70953 001 
OCT 23, 1991 MAY 15, 1986 

AP 80MG/MLJI N73000 001 CiI EQ 50MG BASE N70954 001 
OCT 23, 1991 MAY 15. 1986 

I~il l$p(..pt51.J1..1 14dM~)M~1 
I 1.0~~~:~]7i~~~~ CiI EQ 75MG BASE N71763 001 

FEB 09, 1988 
CiI SOLOPAK 40MG/ML N70011 001 CiI EQ 100MG BASE N70955 001 

AUG 29. 1985 MAY 15. 1986 
CiI EQ 150MG BASE N71764 001 

FEB 09. 1988 
DOXACURIUM CHLORIDE Iloal 1t5I)~tt5I.¢1 It4'1~M~'af,,~tl tj~~~p?.6t1 

INJECTABLE; INJECTION IAIiI It!Li~s'Ii~~tl I ~ ~~#~~ /~~1~ 
NUROMAX /$~N.6~.;/f.~~M 

BURROUGHS HELLCOME EQ IMG. BASE/MLJI N19946 001 CiI PURE PAC EQ 75MG BASE N72386 001 
MAR 07. 1991 SEP 08, 1988 

CiI EQ 150MG BASE N72387 001 
SEP 08, 1988 

~---.--- - ------ -- --- - ------- -



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / ~AN'91 - DEC'91 23 

DOXEPIN HYDROCHLORIDE DOXYCYCLINE HYCLATE 

CAPSULE; ORAL INJECTABLE; INJECTION 
DO)(EPZH HCL DOXYCYCLINE HYClATE 

AB ROYCE E~ 10MG BASE .. N72985 001 >..Jl1L>IMJ I?iJADl Itg~id~cl~~E)~tALI 

1f,~~i~1~~~~1~ MAR 29, 1991 > DLT > 
AB E~ 25MG BASE .. N72986 001 > DLT >IM! It,g..:Mdr-tG 'sA~t.Ni.MJ 

MAR 29, 1991 >..Jl1L> If t.r-lf.-J: If..t!Jf,(.1 
AB E~ 50MG BASE .. N72987 001 > .Jill.!L. > Ci) QUAD EQ 100~1G BASE/vIAL N62643 001 

MAR 29, 1991 > .Jill.!L. > FEB 13, 1986 
> .Jill.!L. > Ci) EQ 200MG BASE/vIAL N62643 002 
> .Jill.!L. > FEB 13, 1986 

DOXORUBICIN HYDROCHLORIDE 
TABLET; ORAL 

INJECTABLE; INJECTION DOXYCYCL.I:HE HYClATE 
ADRXAMYCZH PFS 1!tAI 1¢~U#Al 1t.9,'id6MG'aASt! 1r1~~~~;1%~~~~ AP ADRIA 2MG/ML N50629 001 

DEC 23, 1987 Ci) CHELSEA EQ 100MG BASE N62392 002 
AP 200MG/100ML N50629 002 MAR 31, 1983 

MAY 03, 1988 
AP 2MG/ML .. N63165 001 

JAN 30, 1991 DOXYLAMINE SUCCINATE 
AP 200MG/100ML .. N63165 002 

JAN 30, 1991 11~~~$~~~~~~~S~CCI~ 1~r1¢)r1.LI 1r1~~~~~1j~:~~~~ IAAI -7~~p~tJ7- -- l~cl~1 N~~'~::~%~~~~ DOXORUB:ICZH HCL 
AP CETUS BEN VENUE 2MG/ML N62975 001 

MAR 17, 1989 
DROPERIDOL 

DOXYCYCLINE HYCLATE INJECTABLE; INJECTION 
DROPERZDOL 

CAPSULE; ORAL 1M! lMfi4Al 1~~MGlclY I~i##/.d.dj'/ 
DOXYCYCL.I:HE HYClATE I~¢t If.9.:lf.9f,M 

I~M /$~pt~p~Mi'V lEg 'SdMG 'SASt! 

~~~~~il~ 
CiI ASTRA 2.5MG/ML N72020 001 

OCT 19, 1988 
lAM 1t.~.1:ddclG'BAsE/ laH I~ADI I~G)MY 

I A6~~jj17~:~~~~ 
Ci) SUPERPHARM EQ 50MG BASE N62469 001 CiI QUAD 2.5MG/ML N71942 001 

OCT 31, 1984 AUG 17, 1988 
CiI EQ 100MG BASE N62469 002 AP STERIS 2.5MG/ML" N73520 001 

OCT 31, 1984 NOV 27, 1991 
AP 2.5MG/ML" N73521 001 

NOV 27, 1991 
AP 2.5MG/M~ N73523 001 

NOV 27, 1991 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

EDETATE DISODIUM 

INJECTABLE; INJECTION 
DZSODIUM EDETATE 

1M.! IUt1I'1~~J li.sd~~f.rJ,LI 

>...A.Q!L> 

> ADD > 
> ADD > 
> ADD > 
> ADD > 
>..!Q.!L> 
>...A.Q!L> 

AP STERIS 

ENOXACIN 

TABLET; ORAL 
PENETREX 

PARKE DAVIS 

150MG/ML 

200MGU 

400MGU 

EPINEPHRINE; LIDOCAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
LIDOCAINE HCL.W EPINEPHRINE 

/~/t-tMM~~1 Ip,:ptM¢IMt-.;tt.1 
~ STERIS O.OlMG/ML;lX 

ERGOLOID MESYLATES 

TABLET; ORAL 
ERGOLo:tD MESYLATES 

IAft! /~~tt~J /iM~ 

a BOLAR IMG 

AB MUTUAL PHARM IMGU 

TABLET; SUBLINGUAL 
/Ot.I.{lP:f'(.':'stl 

/A6/ ~~t~JP~J~jt~~/~~J~~/!~~/ 
a BRISTOL MYERS SQUIBB IMG 
ERGOLo:tD MESYLATES 

11.1./ /~pt-A~J 
1M! 

~ti~ 

a BOLAR 
~ 

/~-;/ 

a KV 
a 

Id:sMs/ 
l~~T 

0.5MG 
IMG 
/d:SM~ 
/1~J 

0.5MG 
IMG 

I~~(' ~t.f> /fJ ,6 1./ 
N84356 001 

Nl9616 004 
DEC 31, 1991 

Nl9616 005 
DEC 31, 1991 

/~~t.(.p~/pp1./ 
N85463 001 

1~~~~J1Ji~~~~ 
N86433 001 

MAY 27, 1982 
. N81113 001 

OCT 31, 1991 

/tl.~t.#PlP#/ 
N85020 002 

~~:;i~:~~~:~i~ 
N84930 001 
N85177 001 

~~:~~~~~~:~j~ 
N86265 001 
N86264 001 

ERYTHROMYCIN 

CAPSULE, DELAYED REL PELLETS; ORAL 
ERYC SPR:tHKLES 

>~>/~I Jf~tpj~¢l li~SMG/ 
>~> 
>..!Q.!L> FAULDING 125MG 
> ADD> 
> DLT > ItBy6'i~sl 
> DLT >/A§/ IP~~JDA-;J~I Ii&~~ 
> DLT > 
> ADD > 
> ADD > 

a PARKE DAVIS 

GEL; TOPICAL 
E/GEL 
lfiJt-t~tl.l 

EMGEL 
AT GLAXO 

ERYGEL 
AT HERBERT 

SOLUTION;, TOPICAL 
ERYlt!ROMYCZH 

1 25MG 

1!.t.p.1 

2~ 

2X 

AT CLAY PARK 2~ 

IAt! It-Jt-t-j/ It?/ 
a LILLY 2X 

ERYTHROMYCIN ETHYLSUCCINATE 

SUSPENSION; ORAL 
ERY'IliROMYCZH mtYLSUcc:IHATE 

I~I I~$KAI Jt4'4dd~G'B4st.)~L/ 

ca NASKA EQ 400MG BASE/5ML 

24 

/,J~~7~~~1i~:~~ 
N50593 001 

JUL 22, 1985 

1~~~~~~17~~~~~ 
N62648 001 

OCT 24. 1985 

I A~~~~~:~~i;:~1~ 
N63107 001 

AUG 23. 1991 

N50617 001 
OCT 21. 1987 

N63038 001 
JAN 11. 1991 
/tl.t.pt.~U.d.d1./ 

N50532 001 

IM~~~i~:~%;~1~ 
N62674 001 

. MAR 10. 1987 
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ERYTHROMYCIN LACTOBIONATE ESTROGENS z CONJUGATED 

INJECTABLE; INJECTION TABLET; ORAL 
ER'l'THROM'I"Cl:H LACTOBmHATE CONJUGATED ESTROGENS 

> DLT >IM.I I#lJArJ! IEd'5ddM~'BASt)Vt~ 

1~~~~~~i~~~~1~ ~~~P~j~Aftlt~~MI I.d,:f.#M,1 1~f>~~~(t/~.6~1 
> DLT > 

~~:~~~~, I~f> ~~,~:t~l~l~ > DLT >IM.I ItQ"::(~!i:~ASOvtA.!J I~P/~~tt~jftV > DLT > I~~,v 1 :t,ft.:! ;(~M 1 1.6,.~M¢1 ~~~~~~~l.6.d;i1 
>-.!QJL> (j) QUAD EQ 500MG BASE/vIAL N62660 001 1~~~~~jj~7:~~t~ > ADD > NOV 24. 1986 

~~~~ ~f~~~~'1 >-.!QJL> (j) EQ 1GM BASE/vIAL N62660 003 IM-;f,.d;i/.d,d;i/ 
>-.!QJL> NOV 24. 1986 /:t,:~M¢1 1~f>-;f.#/.6.6;i1 

a ZENITH 0.3MG N88569 001 
NOV 29. 1984 

ESMOLOL HYDROCHLORIDE (j) O.625MG N83373 001 
(j) 1. 25MG N83601 001 

INJECTABLE; INJECTION CiI 2.5MG N83602 001 
BREVIBLOC 
IrJl-l.p~~fl /;i.6.6M¢!MtJ /~;i,~~~f,f.6.6~/ 

/0 tr-l-;;i.: / ;i9f>f,/ fSIR()GENSLJ:Qt-IJUG~TED; MEPROBAMATE 
(j) DUPONT 100MG/ML N19386 003 

DEC 31. 1986 TABLET; ORAL 

/~$//M7~~~~~~~1~/ /.6,: ~~M¢J #,6M¢/ I~;i;i,d~~ 1.6.6:tJ 
ESTRADIOL CYPIONATE (j) HALLACE 0.45MG;200MG Nl1045 002 

INJECTABLE; INJECTION IMjt~~~~~i1.6/ I~$I I~ tJ.. 1~,:!l~M¢.i~~,6M¢1 I~;i;i,d~~/ {J,d;i/ 
ESTRADmL CYP':rOHATE (j) HALLACE 0.45MG;400MG Nll045 001 

IA~ /.ijjAB! l~cl~)M1/ 1t~~1~~1%~~J~ PMB 200 
I~$I l~ft~/Aft~$fl /.6,: ~~M¢.; :t.6.6M¢I 1~;i,d,~,1;il.d.6~1 

(j) QUAD 5MG/ML N89310 001 HYETH AYERST 0.45MG;200MG NI0971 005 
FEB 09. 1987 PMB 400 

I~$/ l~ft~/Ajt~~fl 1{J,:~~M¢.;M6M¢1 /~;i{J,~j;i/.6,d-;1 
I'NETH AYERST O.45MG;400MG NI0971 003 

ESTROGENS. CONJUGATED 

TABLET; ORAL ESTROGENS z ESTERIFIED 
CONJUGATED ESTROGENS 

~~~~ /~~U$tM ~l~~~~'1 I~~~~.df../.d,d;i/ TABLET; ORAL 

~~~~~~~~~~l~ ~~~~~~I 1~~-;;tf,f,J {J,6H 

t:m 
Iff,~~?¢1 ~~:~~~~~'I ~fi~~~'1 ~~~~~~~~~:~~~ ~~~~~~~~l~~~ 

(j) SQUIBB 0.625MG N83266 002 
1;t,:~M¢1 1t-lf>~HfJd,o;i1 (j) 1. 25MG N83266 003 

~f~~~AM ~~~~1:~~~~:~1~ 
(j) 2.5MG N83266 004 

~~~ /~~/t'~~~~j~%a~m~¢t~M /:t,:~r1¢1 n,:;t~t1G1 ~~g~~:~;~:~:~l~ 1~f>~.4.d,1 I.d,o;il 

~1~~tml'l!l ~f~~~~¢/ (j) PRIVATE FORM 2.5MG N85907 001 

~~~~i~~~:~~~ /;i,~;t~M¢/ 
/:t,.~r1¢1 
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> DLT > 
> -.!ll.I...> 
> ADD > 
>..AQ!L> 

ESTROGENS, ESTERIFIED 

TABLET; ORAL 

1f5~/t~t%:tt~/ I~~I ~ 
GI SYNTEX 
GI 

1f5~llf7~~i~~ftlfP~~1 
GI PRIVATE FORM 

ESTROPIPATE 

TABLET; ORAL 
~ 

AB ABBOTT 
~ 

ORntO-EST 
AB JOHNSON RH 

!!! 

ETHANOLAMINE OLEATE 

INJECTABLE; INJECTION 
ETHAMOLIN 
lf5tp¢K/p~JJ¢1 

REED AND CARNRICK 

~f~~~~71 
0.625MG 
1. 25MG 

Id.:~f.%~¢1 
0.625MG 

~ 
!..:2tl2 

~ 

1.5M~ 

l%dr.¢/~tI 

50MG/ML 

ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE 

TABLET; ORAL-21 
DEMJLEH 1/35-21 

~~~ii9~~:~~~~ 
N84215 001 
N83376 002 

1~~%.6jPlddt/ 
N85076 001 

N83220 001 
N83220 002 

N89567 001 
FEB 27, 1991 

N89582 001 
JUL 17. 1991 

'P'~7~~1}i~~~~ 
N19357 001 

DEC 22. 1988 

> ADD> AB SEARLE 0.035MGilMG N18168 001 

>..AQ!L> ~ 
>..AQ!L> 
> ADD > ~ 
> ADD > 
>..AQ!L> 
> ADD > !!! 
> ADD > 

DEI'lILEH 1/50-21 
SEARLE ~;lMG N16927 001 

ElH'I"HODZOL D:u.CETATE AHD rna:H't'L ESTRADZOL 1/35-21 
HATSON 0.035MG;lM~ N72720 001 

DEC 30; 1991 
ElH'I"HODZOL D:u.CETATE AHD E'Tl«HYL ESTRADZOL 1/50-21 

HATSON 0.05MG;lM~ N72722 001 
DEC 30. 1991 

TABLET; ORAL-28 
DE2'IJLEH 1/35-2.8 

> ...A!!!L > !!! SEARLE O.035MG;!!12 N18160 001 

ETHINYL ESTRADIOL; ETHVNODIOL DIACETATE 

TABLET; ORAL-28 
DE2'IJLEH 1/50-2.8 

> ADD > AB SEARLE 0.05MS;lMG N16936 001 
> ADO > ElH'I"HODZOL D:u.CETATE AHD m«K't'L EsrRADmL 1/35-2.8 
>..AQ!L> AB HATSON 0.035MG;!tl-~ N72721 001 
> ADD > 
>...A!llL> 

DEC 30. 1991 
ElH'I"HODZOL D:u.CETATE AHD ETKIHYL ESTRAOZOL 1/50-lB 

> ADD > AB HATSON 0.05MG;lM~ N72723 001 
>...A!llL> DEC 30. 1991 

ETHINVL ESTRADIOL; NORETHINDRONE 

TABLET; ORAL-21 
I~P.tttt:tHD~IAHD'tfti:tHi('t~:fif!<D:td(1 

lAD! 1~~t~~~7 ----- ~~~;O:$~G'AHD'!~~ l~jid4~/~dil 
. . IAMldf:Ii~~~1 

HORE"I1itHDRONE AND rnmrt'L ESTRADZOL (10/11) 
AB WATSON 0.035MG;0.5MG AND 1MG N71043 001 

APR 01. 1988 
NORETHINDRONE AND ETHINYL ESTRADIOL (7/14) 

HATSON 0.035MG;0.5MG AND IM~ N71041 001 
SEP 24. 1991 

TABLET; ORAL-28 
IHdRt1H:tHDRdHt'AHO'tt~:tH ('tStR~D:td'/ . 

I AD! 7~Al~P~7· . 7 :OiSr.1iHO:Stl"s' A!'tO 'iilit/ IHjj.M('/~fj.1 
- IA~~/#.:lJ.~~~1 

HORE"I1itHDROHE AHD rnmrt'L ESTRADZOL (10/11) 
AB WATSON 0.035MG;0.5~~ AND IMG N71044 001 

APR 01. 1988 
NORETHINDRONE AND ETHINYL ESTRADIOL (7/14) 

HATSON 0.035MGiO.5MG AND IM~ N71042 001 

ETHINYL ESTRADIOL; NORETHINDRONE ACETATE 

I:tAf5tt~J/p~Atf#1 ?d 
IH~~~~~m~~~11 I /.6.:.6?M¢JiM¢1 

TABLET; ORAL-28 
NORLESTRIN 28 1/50 
a PARKE DAVIS 0.05MG;lMG 

SEP 24. 19CJl 

ItU~jf.~/.6dil 

N16723 001 
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ETODOLAC FENTANYL CITRATE 

CAPSULE; ORAL INJECTABLE; INJECTION 
LODINE FENTANYL c:r1'RATE 
~YETH AYERST 200MGJl N18922 002 AP STERLING E~ O. 05MG BASE/MlJC N72786 001 

JAN 31, 1991 SEP 24, 1991 
300MGJl N18922 003 

JAN 31, 1991 
FIBRINOGEN! 1-125 

FELODIPINE INJECTABLE; INJECTION 

TABLET, EXTENDED RELEASE; ORAL /;l'~~~~$~ArV n~MI)r;j.Nj.A{'/ 1~j. .. M.1:~lo.dj'/ 
PLENDIL Gl AMERSHAM 154 UCI/VIAL N17879 001 

MSD 5MGR N19834 001 
JUL 26, 1991 

10MGll N19834 002 FLOXURIDINE 
JUL 26, 1991 

INJECTABLE; INJECTION 
HLdJtu~:tO:tHtl 

FENOPROFEN CALCIUM IAii -7~AP7---- ISodt,I~Nj,MJ 1A0~j~~~7i:~~9~ 
CAPSULE; ORAL Ol QUAD 500MG/VIAL N71055 001 

FEHOPROFEH CALCDUM AUG 24, 1987 
> DLT >/~M I;'M/lltt~AN ItQJddclG 'BA~t1 1~.1tJo.lI.0.6.i/ FUDR 
> DLT > /Ai)¢/#.:Jt~MM /M..! mr;~tJ /~~~cl.@NiAY /Nj.~.4~j/ P.6f./ 
> DLT >/AM /td'~doI'1G'eAStJ 

/ A0~~~1~%~~~~ ROCHE 500MG/VIAL N16929 001 
>....Q1.L> 
>~> Gl AM THE RAP EQ 200MG BASE N72307 001 
>...AQ!L> AUG 22, 1988 FLUDARABINE PHOSPHATE 
> .....!!2!:L> Gl EGI 300MG BASE N72308 001 
> .....!!2!:L> AUG 22, 1988 INJECTABLE; INJECTION 

AB DANBURY E~ 200MG BASE~ N72981 001 FLUDARA 
AUG 19, 1991 BERLEX 50MG/vIAlJC N20038 001 

AB E~ 300MG BASE~ N72982 001 APR 18, 1991 
AUG 19, 1991 

AB ~ARNER CHILCOTT E~ 200MG BASE~ N72946 001 
APR 30, 1991 >....AQJL> FLUMAZENIL 

AB E~ 300MG BASE~ N72472 001 
APR 30, 1991 >....AQJL> INJECTABLE; INJECTION 

>....AQJL> MAZICON 
TABLET; ORAL > ...AQ.!L> ROCHE O.lMG/MlJI NZ0073 001 

FEHOPROFEH CALCDUM >.-!QJL> DEC 20, 1991 
>....Q1.L>/AB/ 7!.iVlltt~AP7 ItQ~~ddcl~'BAst/ IN.1 j:JO .4/.0.0 j./ 
> DLT > 1)~n~:n9~M 
> .-!QJL> Ql AM THE RAP EQ 600MG BASE N72309 001 FLUOCINOLONE ACETONIDE 
> ADD > JUN 16, 1988 
- IAB/ /p~A~M/r-A$j.r;$1 /td'6ddM§~A~U /)0~}i~17i~:~~ CREAM; TOPICAL 

/~LlJdctt/ 
Gl PHARM BASICS EGI 600MG BASE N72362 001 /At! -7tfr1~7 /6:d1 .. V /)~~'~~17~~~~~ JUN 16, 1988 

. ...:......,,::...-...~ 
"--. 

,~ 
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FLUOCINOLONE ACETONIDE FLUOROURACIL 

CREAM; TOPICAL INJECTABLE; INJECTION 
FLUOc:r:HOLOHE ACETOta:DE FLUOROURAc:r:L 

AT Nt1C 0.01%' N88361 001 /til J!W\d/ /$dMIVa~/ 1f'~1~:51%'~:~~ JAN 16. 1984 11'1~~~' ~/'d#1 /tel ItdMrVa~1 Iftf,I#5/f.~MI 
FLUOCINONIDE :i) QUAD SOMG/ML N89368 001 

FEB 03. 1987 
CREAM; TOPICAL :i) SOMG/ML N89455 001 

FLUOc:r:HOta:D E FEB 03. 1987 
@ TARO 0.05%' N19117 001 lill 1~r.Jt.r.J~Ar<1 /Sdr1rfs),s.~1 Ip~~1~~1%~:~~ JUN 26. 1984 
AB TICAN 0.05%' N72494 001 :i) SOLOPAK SOMG/ML N88766 001 

JAN 19. 1989 DEC 28. 1984 
N-'jSOdtlSd/ 

laD! tA~~7 /d:df41 /~~J~~~~~~:~~ FL!!QXETINJ:_ HYDIlOJ;HLORIDE 
/'JASdd~R;'tl 

IW 7n~A~ Id:~~&/ 1(l1~441t/66jJ SOLUTION; ORAL 
/ ,J/'(l/j.9:;/J.:4~~/ PROZAC 

LILLY EQ 20MG BASE/SMUg N20101 001 
0INTMENT; TOPICAL APR 24. 1991 

>...A.!llL> FLUOc:r:HOta:D E 
>...A.!llL> @ LEMMON 0.05%'l1 N73481 001 
>...A.!llL> DEC 27. 1991 nUOXYMESTERONE 

~ 
> ...A.!llL > AB SYNTEX 0.05%' N16909 002 TABLET; ORAL 

FLUOXYMESTERONE 
1r,~1 1r,r.Jt.I.fl.1 /~,s.¢/ /p~~~~~~%~~~~ FLUOROURACIL 
/r,(ll I~~¢/ 11'1~~~~~/.d.6j.f 

INJECTABLE; INJECTION /P7~h1~':~7~~:5~ ADRUc:r:L /r,~/ /j.IJ~r)/ /Pt¢'~~:11j.~~~1 AP ADRIA 50MG/MLa. N40023 001 
OCT 18, 1991 :i) BOLAR 2MG N88260 001 

AP 50MG/MLa. N81222 001 DEC 06. 1983 
JUN 28. 1991 CiI 5MG N88265 001 

AP 50MG/MLa. N81225 001 DEC 06. 1983 
AUG 28. 1991 :i) 10MS N88309 001 

FLUOROURAc:r:L DEC 06 '. 1983 
>...A.!llL> AP ABIC 50MG/ML N88929 001 > DLT > /r.J~/.~ft~tfl.ft./ 
> ADD > MAR 04. 1986 > DL T > /r,~1 1~'rSJj.r,~f ~~~~~ ~~~~~~~~~~~~ > DLT >/W /Ar<r.J~(l/ /~dM!VM(J l(l~~~%dd;i/ > --'llL> /¢~I 
>.Jll:L> /rJ.I.fS./.6 .. : j.~~M > ADD > Gl SQUIBB 2MG Nl1359 001 

> ADD > Gl SMG N1l3S9 002 
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FLUPHENAZINE DECANOATE FLURAZEPAM HYDROCHLORIDE 

INJECTABLE; INJECTION CAPSULE; ORAL 
FWPHEHAZtHE FWRAZEPAM Hel 

IAdl /.®API liSMG~hl /t~~;~:~~7i:~~2~ IW 1j3~f..Rl'V~I<#¢# 11..sclM 
I )~~~~~i~~:!~~~ Gl QUAD 25MGIML N70762 001 IW IlliJM 

FEB 20, 1986 I )!ltI.6.9.: /)..9".1/ 
B* PHARM BASICS 15MG N70562 001 

JUL 09, 1987 
FLUPHENAZINE HYDROCHLORIDE B* 30MG N70563 001 

JUL 09, 1987 
CONCENTRATE; ORAL 

FWPHEJiAZ[HE Hel 
AA COPLEY 5MG/MLa N73058 001 FOSCARNET SODIUM 

AUG 30, 1991 
INJECTABLE; INJECTION 

INJECTABLE; INJECTION FOSCAVIR 
FWPHEJiAZ[HE HCl ASTRA 24MGIMLa N20068 001 

1M! I.riJABI li:sMGlclhl 
I )6~n~:~%~~~~ SEP 27, 1991 

Gl QUAD 2.5MGIML N89800 001 
JUN 08, 1988 FOSINOPRIL SODIUM 

TABLET; ORAL TABLET; ORAL 
FWPHEHAZIHE Hel MONOPRIL 

I~M l~ptk~J licl.GI 
IP,~~l;i~~:~~i~ 

BRISTOL MYERS SQUIBB 10MGa N19915 002 
MAY 16, 1991 

I~M n:sMGI 20MGa N19915 003 
I P t¢ /f.~.: /f..9M I MAY 16, 1991 

II!M l~clM 

~:~~j~~~ii~~ l~rJI li~cl~1 FURAZOLIDONE 

Gl BOLAR 1MG N88555 001 SUSPENSION; ORAL 
DEC 18, 1987 FUROXONE 

Gl 2.5MG N88544 001 >...Q1L> l~pp.,1t¢tt/t,(fPtV 1-;'.6Mrf./j.-;'Mt.1 1~j.j.#"J/.6#1 
DEC 18, 1987 >...AQ.!L> ROBERTS 50MG/15ML N1l323 002 

Gl 5MG N88527 001 
DEC 18, 1987 TABLET; ORAL 

Gl 10MG N88550 001 FUROXONE 
DEC 18, 1987 >...Q1L> l~pp.,1t¢~/t,(:fptV /)..6.6M¢1 1~j.j.~j.6/.6#1 

>...AQ.!L> ROBERTS 100MG N1l270 002 

FLURAZEPAM HYDROCHLORIDE 
FUROSEMIDE 

CAPSULE; ORAL 
FW~AZEPAM HCl INJECTABLE; INJECTION 

AB GENEVA 15MGa N71716 001 FUROSEM1:DE 
JUL 31, 1991 IMI l</.pt.pp#1 1~1Hh1 IM6#"J/.6.6j.f 

AB 30MGa N71717 001 In~/.d-;'.:/)..9{3f,1 
JUL 31, 1991 Gl SOLOPAK 10MGIML N70023 001 

FEB 05, 1986 
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FUROSEMIDE 

AP 

AA 

INJECTABLE; INJECTION 
FUROSEMIDE 

STERLING 

SOLUTION; . ORAL 
FUROSEMJ:DE 

PHARM BASICS 

Ir1iRdst.H'fdt.1 
I~AI -7P~AP~7~~t¢~1 

GALLIUM NITRATE 

INJECTABLE; INJECTION 
GANITE 

FWISAHA 

GENTAMICIN SULFATE 

INJECTABLE; INJECTION 
GEHTAMICZH SULFATE 

AP GENSIA 

10MG/ML .. 

10MGIML 

l!dMrJ~(J 

25MGIML .. 

EQ 10MG BASEIML-. 

AP EQ 40MG BASE/ML-. 

SOLUTION/DROPS; OPHTHALMIC 
GEHTAMICIH SULFATE 

IAtI /pA¢dl ItQ'5M~'BASt)M~1 

Cil PACO 

GENTIAN VIOLET 

If~~~~~~~~¢t~Atl 
I lI<t.flp~f..pMM 

Cil KEY PHARMS 

EQ 3MG BASEIML 

I~M¢I 
5MG 

N72080 001 
AUG 13. 1991 

N70655 001 
OCT 02. 1987 

IM6p~~/66U 
1(J¢f/6l:ll~~.1I 

N19961 002 
JAN 17, 1991 

N63149 001 
NOV 21, 1991 

N63106 002 
NOV 21, 1991 

l~ij"J%d~jf 
I~(J. /.6.1.: j.~~~1 

N62932 001 
NOV 07, 1988 

1~~~.6j.jf.6.6j.f 
N85017 001 

GLUCAGON HYDROCHLORIDE 

IW 
1M} 

INJECTABLE; INJECTION 
GWCAGOH 
IttttfJ 

LILLY 
1~f..~1 

Cil ~UAD 

GLUTETHIMIDE 

Itd'!dMS'8a~t.)~A&/ 
E~ 10MG BASEIVIAL 

It~'!6riG'84st)~~1 

EQ 10MG BASE/VIAL 

TABLET; ORAL 
IDdR'fdt.~1 

·/Ag/ ~~~~llp(J~tt.~¢/p(Jpt.pII~56MGI 
liAt 1~~~Mal 

Cil RHONE POULENC RORER 250MG 
Cil 500MG 
GLUTETHlMtDE 

I~ 7¢~tt~t.f..1 15ddM~1 
Cil CHELSEA 500MG 

GLYCOPYRROLATE 

INJECTABLE; INJECTION 
GLYCOPYRROLATE 

AP GENSIA 0.2MGIML .. 

/Ail I~~I Id:~rishta 

Cil QUAD 0.2MGIML 

TABLET; ORAL 
GLYCOPYRROLATE 

I~AI 7~(Jtf..pI 1f,clrJ/ 
Cil BOLAR 1MG 

30 

1~j.##/## 
N12122 002 

1~~;~~1'i~:j~ 
N71023 001 

MAR 04, 1987 

~~:~~~j~~:~:~~~ 
N09519 002 
N09519 005 

1~~~jp"J/#j.1 
N85763 001 

N81169 .001 
SEP 10, 1991 

Ir-lM"J.4j IMU 
/~t.¢/dj.:lf..jf>p/ 

N89397 001 
DEC 09, 1986 

I~~~~p# d.6j.f 
N85562 001 
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GONADOTROPIN, CHORIONIC 

INJECTABLE; INJECTION 
aiORIOHXC GOHADOTROPJ:H 

IAii IQPAPI 1~~~~'UHtt~lyt~£/ 

IA~I 1~~d6~~tlttslyt~bl 

l~iI I!~~dd'u~tt~)vt~bl 

I~~I I!~~~~ytltt~lyt~bl 

I~fl li~~~~~~ytltt~lytAbl 

Q) QUAD 5,000 UNITS/VIAL 

@ 5,000 UNITS/vIAL 

@ 10,000 UNITS/vIAL 

Q) 10,000 UNITS/VIAL 

@ 20,000 UNITS/VIAL 

GUANETHIDINE MONOSULFATE 

TABLET; ORAL 
IGUAH~tHtOtH~MdHdSUL~AtEI 

la~ -7~~~AR7--- ---------/~g~!~cl~~~ybfAtt/ 

IA~I It~~clG'~yb~Attl 

Q) BOLAR EQ 10MG SULFATE 

@ EQ 25MG SULFATE 

:ISMELl:H 
IABI 
n~1 

/¢j.~M 1£~dMG'SUL~At£1 
I~ '1~M~:~~~f~I~1 

CIBA EQ 1011G SULFATE 
EQ 25MG SULFATE 

HALOBETASOL PROPIONATE 

CREAM; TOPICAL 
ULTRAVATE 
Ir3Rj.~fpt.IrVtR~1 ~.~;ir3~ I d .:.ot4'/ 

HESTWOOD SQUIBB 0.05% 

Ip~~n~]7{~~~~ 
1~~.91>f.>/ #1.1 

Ipt~l.o(t.: If.9~~1 

IP~~n~]%~~~~ 
Ip~~n~]%:~~~~ 

ItlM~f.Ud.6f./ 
Ipt¢l.d(t.: /f..9~~/ 

N89312 001 
DEC 04, 1986 

N89313 001 
DEC 04, 1986 

N89314 001 
DEC 04, 1986 

N89315 001 
DEC 04, 1986 

N89316 001 
DEC 04, 1986 

IM~~'~~]X~~~~ 
h~~~'~~]X~~~~ 

N86113 001 
MAR 26, 1985 

N86114 001 
MAR 26, 1985 

~~1g~~~l~~~ 
N12329 001 
N12329 002 

1~f..99~.1 /.0.61.1 
Ipt¢1 ~.1.; 1f..9.9.dl 

N19967 001 
DEC 27, 1990 

HALOBETASOL PROPIONATE 

OINTMENT; TOPICAL 
ULTRAVATE 
I~Rj.~fpt.lr1:ItR~ I ~.~j.~~1 P.:.6~t.1 
HEST~OOD SQUIBB 0.05% 

HALOPERIDOL 

TABLET; ORAL 
HALOPER:IDOL 

I~~ /~M.ARI Id:~cl~/ 

lAM 11cl~1 

111M licl11 
lAM l~clM 

1~rJ/ 11~clM 

IAal It~clM 

@ BOLAR 0.5MG 

@ IMG 

Q) 2MG 

@ 5MG 

@ 10MG 

@ 20MG 

AB DANBURY 10M~ 

AB 20M~ 

31 

Ip~~71:~1%~:~~~ 
N19968 001 

DEC 17, 1990 

I )0~}~~}7f:~~a~ 

I J~~~1i:~~~:!~1~ 
I )0tV.o>.:lf..9~M 

I tl1f. f..j(t 1.0.01. I 
I )l)tV d J: /f. }~M 

IMf.>'1~l.d.df./ 

I J~~.~1M~7:~~1~ 
01)141.6 >.: 1f.9~M 

N71571 001 
JUN 03, 1988 

N71572 001 
JUN 03, 1988 

N71573 001 
JUN 03, 1988 

N71374 001 
JUN 03, 1988 

N71375 001 
JUN 03, 1988 

N71376 001 
JUN 03, 1988 

N72113 001 
AUG 27, 1991 

N72353 001 
AUG 27, 1991 
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HALOPERIDOL HALOPERIDOL 

TABLET; ORAL TABLET; ORAL 
HALOPERXDOL HALOPER:tDOL 

> DLT >/1.0/ 7DJj~Ar1tp7 /d:~/ 

/p,~~~~i~~~~i~ 
>.JJJ,L>/~rJ/ 7t.tA~t.t7 /~W 

> DLT > > DLT > 
> DLT >/~'M /!MM >- DLT >/~'M /irJ.~/ 
> DLT > /Pt~~ii~7~~i~ > DLT > 
> DLT >/1.0/ /J,M~/ > DLT >/~/ /i.M§! 
> DLT > /P~¢J~(t.; Jj.9~M > DLT > 
> DLT >/~rJ/ tAW /P~~~~~i~i~~~~ > DLT >/1.0/ /5MS/ 
> DLT > > DLT > 
> DLT >/1.0/ /idcl'M > DLT >/~M /f.M!J/ > DLT > ;IF~~j~ > DLT > 
> DLT >/A'M /t~M > DLT >/Ii'M /~ 
>.JJJ,L> >....Q1L> 
> ADD > Cil DURAMED 0.5MG N71216 001 
>...!.!!!L> DEC 04, 1986 
> ADD > Cil 1MG N71217 001 HALOPERIDOL LACTATE· 
>...!.!!!L> DEC 04, 1986 
> ADD > Cil 2MG N71218 001 CONCENTRATE; ORAL 
> ADD > DEC 04, 1986 HALOPERXDOL 
>...!.!!!L> Cil 5MG N71219 001 > ...!.!!!L > AA SCHIAPPARELLI SEARLE EQ 2MG BASEIML 
> ADD > DEC 04, 1986 > ADD > 
> ADD > Cil 10MG N71220 001 > DLT >/liM /#A~t.tI /g~ '~MS '!i,{St)Ma 
>...!.!!!L> JUL 07, 1987 > DLT > 
> ADD > Cil 20MG N71221 001 
> ADD > JUL 07, 1987 INJECTABLE; INJECTION 
> DLT >/~'M /PA~/ jJ,dMS/ /J6~;~:J;i~~~~ HALOPERXDOL 
> DLT > /M.! /UMtlptV /t~'~MS'~~St)M'/ 
> ADD > Cil PAR 20MG N71328 001 
> ADD > JUL 20, 1987 /aP.! /t~'~~s'~l.st~/ 
> ADD > AB SCHIAPPARELLI SEARLE 0.5HG N70720 001 
>...!.!!!L> JUN 10, 1986 /AP.! /td'5MS'8~/ 
> ...!.!!!L > .@ IHG N70721 001 
> ADD > JUN 10, 1986 lill I.~ApI It~'~~S'8~S~ 
> ...!.!!!L > AB. 2HG N70722 001 
> ADD > JUN 10, 1986 Cil QUAD EQ 5J:1G BASE/ML 
> ...!.!!!L > AB 5MG N70723 001 
> ADD > JUN 10, 1986 IAPI 1$~t~pAl<I It(t'SMG~IfAStJr.~a 
>...!.!!!L> AB 10MG N70724 001 
> ADD > JUN 10, 1986 Cil SOLOPAK EQ 5MG.BASEIML 
> ADD > AB 20MG N70725 001 
>...!.!!!L> JUN 10, 1986 AP STERIS EQ 5MG BASE/ML 

AP EQ 5MG BASE/ML 

AP EQ 5MG BASEIML 

-"-._---- -------

32 

Ittf.d~?6il6~~ 
/,J~~~~#i/~~;(f 
/,J~~4a1i~;~~~~ 

;Jr«~i~ 
I /tt.1~~~./liYI ,.,!.lM", .. , ~. ~p 

I f~~.1f.·6~~~/~~UI ~tt/ .. ' Jj.(JU 

N70726 001 
JUN 10, 1986 

/)~~1~~'i~~~~ 

N11?~;V~·6~~ 
/t1~~~~7j~7~~;(f 
1t1~~~Mi~7~~~ 
1~~~1~~~2~~~~ 
I JAW ~~.;If.:~M I 

N71082 001 
JAN 02, 1987 

. IM6~6j./d6j/ 
Ipt¢/t',,; /f./I~.1/ 

N70802 001 
DEC 14, 1987 

N70713 001 
MAY 17, 1988 

N70714 001 
MAY 17, 1988 

N70744 001 
MAY 17, 1988 
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HEPARIN SODIUM 

I~ECTABLE; IN~ECTION 

HEPARIH LOCK FLUSH 
IAii li~ji7Mtpj¢Aji3~ 

@ INTL MEDICATION 

-@ 

IAii 1$~t~PA~1 

CiI SOLOPAK 

HEPARIH SODZUM 

1!~'UHJt~h:l'1 
10 UNITS/ML 

1~#I!J~jj$!Mt.I 
500 UNITS/ML 
l!d6'UHlts~1 

100 UNITS/ML 

IAil 7ijp~3Mtp7 1~~~d'dclttslcl'l 
@ LYPHOMED 5,000 UNITS/ML 
IH~PARIH'SdDIU~ddd'yHItS'IH'DExtRdS~'~),1 

IAil -7A~~BJf'---- IO;ooo~~ttsJloo~7 

@ ABBOTT 10,000 UNITS/I00ML 

1~f-~~M/.6MI 
N86357 001 

1~~~"J~.1/~~~1 
N86357 002 
I~M.4~416MI 

/AP~/#;H9f-"JI 
N87959 001 

APR 20, 1983 

1~~.1#.4/.6#1 
N17029 002 

I J~~7~:~]7{~~~~ 
N18911 006 

~AN 30, 1985 
IH~PA~IH'sdDlu~'~5ddd'uHltS'Itl'SdDIU~~Ld~ID~'d:9-),'INI 
7PL~sttc~co~t~t~~~-- ------

IAil 7~~~AH7-------- I~~ 'Utl~~l1~.!J 1~~9~~~/.6.6t/ - -- ~~~M 
@ MCGAH 5,000 UNITS/100ML N19135 001 

>....M!Q...> HISTRELIN ACETATE 

>....M!Q...> IN~ECTABLE; I~EeTION 

>....M!Q...> SUPPRELIN 
>....M!Q...> ~OHNSON RH EQ 0.2MG BASE/MLn 
>....M!Q...> 
>....M!Q...> EQ 0.5MG BASE/ML~ 
>....M!Q...> 
>....M!Q...> EQ 1MG BASE/ML~ 
>....M!Q...> 

HYDRALAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
HYDRAl.AZ.IHE HCL 

IA~I 1$~i~PAK7 I~~M~;~LI 

I API Iid~~h:l.!J 

@ SOLOPAK 20MG/ML 

@ 20MG/ML 

MAR 29, 1985 

N19836 001 
DEC 24, 1991 

N19836 002 
DEC 24, 1991 

N19836 003 
DEC 24, 1991 

IA~~1~~1;i~~~~ 
I A~~'~~1'i:~~~~ 

N88517 001 
AUG 22, 1985 

N88518 001 
APR 20, 1984 

HYDRALAZINE HYDROCHLORIDE 

TABLET; ORAL 
HYDRAl.AZ.IHE HCL 

IAA! 1¢~ti~tAI l~clrjJ 

15dMGI IMI 
@ CHELSEA 25MG 

@ 50MG 

HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE 

CAPSULE; ORAL 
HYDRALAZXHE HCL AHD HYDROCHLOROTHrAZJ:DE 

IADI 7ddt~7 I~~~{~~I 

I AM I 5dr~§.;' $dl'!rV 

IA§I l~a;'~1 

@ BOLAR 

@ 

@ 

TABLET; ORAL 
APRESOLXHE-EsrDRIX 

25MG,25MG 

50MG,50MG 

100MG,50MG 

lAD! l¢j~AI li~~§.;'!5~G! 
elBA 25MG;15MG 

I~P!!~~~~7~~~~tAttDt/~/~~~~11~~~~tl 
@ BOLAR 25MG;15MG 

!M~~1~~~'{:~~~~ 
/M~~'~~1'~~~~~ 

N85532 002 
MAY 24, 1982 

N85533 002 
MAY 25, 1982 

I~~~~~~}~~~~ 
IM~~~~~i~7~~1~ 
It1A~/.6(t.;! ~9M-I 

N85457 001 
MAR 04, 1982 

N85446 001 
MAR 04, 1982 

N85440 001 
MAR 04, 1982 

/~~##/.6.67./ 
N12026 002 

!ttf-~"J.1"J!#t/ 
N85373 001 

HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE 

TABLET; ORAL 

I~p /~~~~~~7¢~~~#t;lptl~/ ~~~~~~1~~~1~~~~f~AtAt;ltt%f-"J.1.1.61 p.6t/ 
@ BOLAR 25MGi15MG;0.lMG N83770 001 

----------
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HYDROCHLOROTHIAZIDE 

TABLET; ORAL 
HYDROCHLORO'THIAZ[DE 
(j) ALRA 
(j) 

1~/~A~MA1'/ 

IAB/ 1'J~~r)t.A~1 
~I~~ 

>....AQ.!L> 
>.J!1L> 

(j) BOLAR 
(j) 

(j) 

(j) ELKINS SINN 
l'J/~A~jpMlp~A~Mi¢~1 

25MG 
50MG 

It~Mrj./ 

I~~~~ 15~1 
~1-a~M~/ 

25MG 
50MG 
100MG 
50MG 

1~.6Mrj.1 

HYDROCHLOROTHIAZIDE; METHYLDOPA 

TABLET; ORAL 
ME'T11Y'LDOPA AHD HYDROCHLOROTHI:AZI:DE 

lagl 1~~tA~1 7it~a;t~~cl~" 

I~gl n~MG;'tsdcl§l 

laM 130MS;'~cl§l 

lagl I SOMS.;' s6~cl§I 

(j) BOLAR 15MGi250MG 

(j) 25MGi250MG 

(j) 30MGi500MG 

(j) 50MGi500MG 

HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE 

TABLET; ORAL 
> DLT > ItRdpRA~d~d~'~c~'i'~id~c~~dRd1HtAit~ 
> DL T >1 aM . IPP~~7 7nM~;46M~r-
> DLT > 
> DLT >/agl 1~:5Ma;§dMSI 
> DLT > 
>....AQ.!L> 
> ADD > 
> ADD > 
> ADD > 

(j) DURAMED 25MGi40MG 

(j) 25MGi80MG 

N86369 001 
N83554 001 

~~~~!~i~:~:~~~ 
~~~~~~~~:~:~J~ 

N83458 001 
N83456 001 
N85099 001 
N85152 002 

1~~~j.~U.o.dU 

IM~~~1~1~~~~~~ 
IA~~;~~1'~~~~~ 

Nj.dj.~.1 I.d.df.! 
IM~~~Mi~7~~~~ 
I AP~Jj.~.; Jj..4~U 

N70365 001 
MAR 19, 1986 

N70366 001 
APR 16, 1986 

N70367 001 
MAR 19, 1986 

N70368 001 
APR 16, 1986 

M~~.1~~~M~.6V 
I 1~~#~~7:6~~~ 
IMA~/.6t..;Jj.~~.1 I 

N71126 001 
MAR 02, 1987 

N71127 001 
MAR 02, 1987 

HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE 

TABLET; ORAL 
PROPRAHOLOL HCL AHD HYDROCHLORO'i'IirAZtDE 

>....AQ.!L> AB DANBURY 25MGi40MGII 
> ADD > 
>....AQ.!L> AB 25MGi80MGII 
> ADD > 

HYDROCHLOROTHIAZIDE; RESERPINE 

TABLET; ORAL 
HYDROCHLOROTHIAZIDE HI RESERPINE 

IISPII 1~r)t.A~1 1#1'1~.~.~.~~.5I'1~/ 
pP /~.61'1?,'JJ .. ,s.I'-~M?1 

(j) BOLAR 25MGiO.125MG 
(j) 50MGiO.125MG 
RESERPINE AND HYDROCHLOROTHIAZIDE 

l~pI 1¢r)~DI . 1.5.dM¢.;~.:j.i.~r.¢1 

(j) CORD 50MGiO.125MG 

HYDROCHLOROTHIAZIDE; SPIRONOLACTONE 

TABLET; ORAL 
SPl:ROHOLACTOHE AHD HYDROCHLOROn«AZJ:DE 

/ag/ 7~~pi~p~ARM7 I~;i~ 

(j) SUPERPHARM 25MGj25MG 

SPl:ROHOLACTOHE tv HYDROCHLOROTHI:AZI:DE 

/ag/ /~~lA~/ 7g~~;,i~cldI 
(j) BOLAR 25MG;25MG 

HYDROCHLOROTHIAZIDE; TRIAMTERENE 

AB 

AB 

> DLT >/AM 
>..Q1L> 
> ADD > 
>....AQ.!L> 

CAPSULE; ORAL 
DYAZXDE 

SKF 25MG;50MG 
TRl'AHTEREHE AHD HYDROCHLOROno:A2l:DE 

GENEVA 25MG;50MGII 

TABLET; ORAL 
TRl:AMTEREHE AHD HYDROctiLOROnEEAZ1:DE 

71J.7ftlt~M7 ~rtftw 

jj) AM THE RAP 50MG;75HG 

34 

N71498 001 
DEC 18, 1991 

N71501 001 
DEC 18, 1991 

~~~~~~~~~:~J~ 
NBS317 001 
N83666 001 

I )~~'~~:11~~~~~ 
N88200 001 

JAN 31, 1984 

IA~~'~~~~~~:~~ 
N89137 001 

AUG 26, 1985 

1~f,.5.4.1(+/.6#1 
N85974 001 

N16042 002 

N73191 001 
JUL 31, 1991 

1~~;~~~7i~~1~ 
N72022 001 

NOV 03, 1987 

.. ----~-
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HYDROCHLOROTHIAZIDE; TRIAMTERENE 

TABLET; ORAL 
TRl:AMTEREHE AHD HYDROa-ILOROlHIAZ[DE 

>~> I~'!I I~AR! IMI'1¢.i#I'l¢! 
> DLT > 
> ADD > B* VITARINE 50MG;75MG 
> ADD > 
>~> 
>~> 

l'f,l 

HYDROCORTISONE 

CREAM; TOPICAL 
AHUSOL He 

AT PARKE DAVIS 

Id,:,cdJS.tl 
latl !~~A~~~/A~~~~I 

@ PHARMS ASSOC 
IHC'.i/ 

IMI -7~JUM 
@ MILES 

Idc'aftl 
IMI !~l.UM 

Cil MILES 
HYDROCORT.[SOH E 

AT BAUSCH AND LOMB 

1t>~~¢.;jt>~¢1 

2.5% 

1~;.tJI 
0.5% 

Id:tJI 
0.5% 

fj;JI 
1% 

1% 

IMI I~A~~AI I!~ 

latl 
latl 

latl 

1M) 

IMI 

Cil NASKA 1% 

1~~AR~AtAjRI I iii 
1~~jftlf~~Nt/PA0t~t~ll!il 

@ WHITE TOHNE PAULSEN 1% 
PEHECORT 
IPARKi7pAyt~1 It;.tJI 

SYHACORT 
I#MOI 16:trJI 

@ SYNTEX 0.5% 

LOTION; TOPICAL 
HYDROCORTXSOHE 
It1A#M jj;JI 

@ NASKA 1% 

Nj~f,f,j I#f./ 
I~kf I f."J..: /f..4~N 

N71360 001 
DEC 08, 1987 

IP~~;~~~1~~~J~ 

N88250 001 
JUN 06, 1984 

1~~f>~~f,1.6.6fJ 
N86823 001 

1~~.6(tf,M#jJ 
N80438 001 

1~~.6(tf,~1.6#1 
N80438 002 

N87838 001 
JUL 28, 1982 

1~~~~n1%~~~~ 
N89706 001 

MAR 10, 1988 
I~M~f,~1.6.6jJ 

I J%~~~:i~7:~~~~ 
N80496 002 

I)G~'~Z~%~~~~ 
/~~j4t>9 I.a.of./ 

N87459 001 

I~M1.6t>1#f./ 
IA~R/tt>.: /f..4f>M 

N89705 001 
APR 25, 1988 

HYDROCORTISONE 

It~~~~~~~~~~j~Atl 
lat! 1~~~~PE~~ARtl 

OINTMENT; TOPICAL 
HYDROCORTXSOHE 

I M.J 1~#/"/4 

Cil NASKA 

SOLUTION; TOPICAL 
PEHECORT 

AT HERBERT 

TEXACORT 
AT GENDERM 

TABLET; ORAL 
HYDROCORTISONE 

> ADD > @ ELKINS SINN 
----- I~~I I~PRtpA~1 

@ PUREPAC 
>.J!1I....> l'f,/~A~fPM/~~AR~t~~1 

n;zl 

Ii.~ 

1% 

1% 

1% 

20MG 
I#M¢I 

20MG 1#t1¢1 

1~~~Mt>1 ~.6f./ 

1~~~1t~:~ji:~~~~ 
N89704 001 

MAR 10. 1988 

N88214 001 
JUN 06. 1984 

N80425 001 

N80624 001 
I~f>.d {4t> 1.6 ~ f./ 

N80395 001 
1~~.6(,~(t1 ~.6f./ 

HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE 

SOLUTION/DROPS; OTIC 
OTOCORT 

lat! Ittr1~~~1 

AT STERIS 

SUSPENSION; OTIC 
OTOCORT 

I~tl !ttl'1r1P~1 

AT STERIS 

HYDROCORTISONE ACETATE 

lii;E~'3:SM~'8ASE)M(;1 
1~~i~0'~iltH2M~T- 1~f>~j>'61 ~#I 

l%;EQ 3.5MG BASE/ML; 
10,000 UNITS/ML N60730 002 

lii;E~'3:SMG'eASE)ML;1 
I~e d~il~t~)M~! INf>it>~j/~~jl -- -- I JPf.'/jj.:/f.9~t>1 

l%;EQ 3.5MG BASE/ML; 
10,000 UNITS/NL N62521 001 

JUL 11, 1985 

CREAM; TOPICAL 
HYDROCORT.tSOHE ACETATE 

AT CENCI 1% N80419 001 
JAN 25, 1982 
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HYDROCORTISONE ACETATE 

CREAM; TOPICAL 
trr'DROCORTl:SOHE ACETATE 

IAtI 7ttfilt~$1 11Zl 

INJECTABLE; INJECTION 
HYDROCORTISONE ACETATE 

~~~~ Itt~MP~1 ~~~~~~~~~ 
BP STERIS 25f1G/ML 
BP 50MG/ML 

HYDROCORTISONE BUTYRATE 

CREAM; TOPICAL 

~~~~~1'~tt$~~t/~!ltfR,{t%.:f:l.1 

It~a~~~~¢,{tPt~~'{1 1P.:f.f.1 
LOCOID 

BROCADES PHARMA 0.1% 

iil OHEN GALDERMA 0.1% 

SOLUTION; TOPICAL 
IHiDRdcd8ttsdHE'd~tjR~1 

IAil 7~j~J7 Id;i?1 
l'd6d101 

IAt! -7~l~/¢,{tpt~~'{1 I~ 

~ 
BROCADES PHARMA 0.1% 

iil OHEN GALDERMA 0.1% 

liA~,~~}j~~~~~ 

l~t;JjMI.6#1 
l~r,f,j~!J1.6#1 

N83759 001 
N83759 002 

1~~~7~~~7i~~l~ 
1~f.t>1.9~/66f.1 

IJ,{~/.6t:/f.~~f;/ 

N18514 001 
MAR 31, 1982 

N18795 001 
JAN 07, 1983 

1f'~71~1'f~~~~ 
1$'~71~1ji~~~~ 

N19116 001 
FEB 25, 1987 

N19819 001 
SEP 15, 1988 

HYDROCORTISONE SODIUM PHOSPHATE 

INJECTABLE; INJECTION 
IdtDRdc~~d~E'sdDi~M'P~d~p~~fEI 

I!J./ 7?lilp,- ~8AStlclY' 

iil QUAD EQ 50MG BASEIML 

trr'DROCORTOHE 

I!J./ 71'1$~1 It~'SdMG'D!~t~ 
MSD EQ 50MG BASEIML 

HYDROCORTISONE SODIUM SUCCINATE 

INJECTABLE; INJECTION 
trr'DROtoRT.ISOHE SODXUoI SUCC%HATE 

I!J./ Itjp~~l'1tp7 l~dd~a'BAsE;~~'1 

IAil It~d~G'aAst;~tA'1 

IAil 1~~S~MG'dAsE;YiA'1 

IAil Itt4'S6~~st;Y1~'1 

IAil Itt4'i§M'BAit;~tA" 

iil LYPHOMED EQ 100MG BASEIVIAL 

Q) EQ 100MG BASEIVIAL 

iil EQ 250MG BASEIVIAL 

iil EQ 500MG BASE/VIAL 

iil EQ IGM BASEIVIAL 

HYDROFLUMETHIAZIDEi RESERPINE 

TABLET; ORAL 
HYDROFLUMETHIAZIDE AND RESERPINE 

B* PHARM BASICS 50MG;0.125MG 

l~pI l~p~Jd.:#~~1 

----------------- -- -----------

36 

1~t,~~tJj./ ddf.! 
IJV..f /#.: /f.~t>.1I 

N89581 001 
MAY 28, 1987 

1~f.M~?/d#1 
N12052 001 

1.0~;~~1%;:~~ 
I J~~,~~~7i:~~~~ 
J.lt>t>f,f,j/ PP f!J 

I ~~~~~~~7~~l 
IJ~~/.d~lf.~~f 
I J!l~'~j3:;%~:l 

N88667 001 
JUN 08, 1984 

N88712 001 
JUN 08, 1984 

N88668 001 
JUN 08, 1984 

N88669 001 
",UN 08, 1984 

N88670 001 
JUN 08, 1984 

N88195 001 
OCT 26, 1983 

1~~~~~~~7i~~~~ 
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HYDROFLUMETHIAZIDE; RESERPINE 
1 

HYDROXYZINE HYDROCHLORIDE 

TABLET; ORAL IN~ECTABLE; IN~ECTION 

1~~II~jg~~~~~Mt1HjAtjDt/~!I'~~~~1~~~~~M¢1 H'l"DROX'l'Zl:HE HCL 
1~~M.-~H6MI IAPI 1(EI'lMdtV 1~~l'1tVMLI ~~~J~:~~~:~:~~~ 1"f>P1 1~.6M¢I6.:~~~M¢1 IM~R~~ii~7:~~~~ I~V 1~~MG2Mhl 

IMA~/#:nj~~1 AP STERIS 25~lG/ML N87274 001 
AP 50MG/t1L N87274 002 

@ BOLAR 25MG;0.125MG N88127 001 
MAR 22, 1983 TABLET; ORAL 

@ 50MG;0.125MG N88110 001 H'l"DF!Ol<Y'nHE HCL 
MAR 22, 1983 I~M I~ARn Ijjrlrjl 

1~~~~~~1~~~~1~ SALUTENSIN-DEMI 
1~P1 I~Rj$f(JJ./ I ~~M¢.f.6.: j.~~M¢1 1~j.~p~N.6.6M I~M lisMrjl 

BRISTOL 25MQ;0.125MG N12359 004 
I A~~~~~i~7'~~1~ I~M It6M@1 

HYDROXOCOBALAMIN IA§! 1i.~~1 I A~~~1~i~7:~~1~ 
I A~Rnr..; If..jr. j.f 

IN~ECTABLE; IN~ECTION @ BARR 10MG N88409 001 
H'l"DROCOBAl.AMJ:H ~OV. :t5, 1983 

IMI l~tMMP~1 li.clrJ'M(j 1~~~~#/.6.6j.1 @ 25MG J .~ $~~57 001 
AP STERIS 1MG/ML N85528 001 APR'18, 1983 .. 50MG N87860 001 

APR 18, 1983 
HYDROXY AMPHETAMINE HYDROBROMIDE @ 100MG N87862 001 

APR 18, 1983 
SOLUTION/DROPS; OPHTHALMIC laM 1~~AP.MI"f>A~j~M IjjMS! 

~~~ii~~ii~~ PAREDRINE 
>--AQ!L> PHARMICS 1% N00004 004 113M I~~~rjf 
>...Q1L> I#f/ /f."/./ I~M6.6(t/.d.dM 

ItJM IAdMGI /~~'1~]Ji:~~~~ 
HYDROXYPROGESTERONE CAPROATE B* PHARM BASICS 10MG N89121 001 

MAR 20, 1986 
IN~ECTABLE; IN~ECTION B* 25NG N89122 001 
NudA~Lut:tHI MAR 20, 1986 

IAdl 7~JtRj~7- 1i2~(VMLI ~~U~l~~:~:~~~ B* 50MG N89123 001 
/~~I 1t~~tl~JMU MAR 20, 1986 

H'l"DROXYI'ROGESTEROHE CAPROATE 
/~M I~AD7 1i.1~.t1~lrlbl INMp~.6Id.d~1 

/ JAtV.di.:n9MI HYDROXYZINE PAMOATE 
1M! li~~cl@lclb/ / J~~1:~~17f~~3~ CAPSULE; ORAL 

@ QUAD 125MG/ML N89330 001 H'l"DROXYU:HE PAMOATE 
~AN 02, 1987 IA8/ /d(J~ARI It!'~~I'lS't-1CL/ /~~f>f>9M.6.6U 

@ 250MG/ML N89331 001 /7."8/ /£ ""50Mir'~(/ ~~~~~~~~~:~i~ ~AN 02, 1987 la~/ Ii ""I66~G""~L/ 
AO STERIS 125MG/Ml N17439 001 @ BOLAR EQ 25MG HCL N86698 001 
AD 250MG/Ml N17439 002 @ EQ 50MG HCL N86695 001 

@ EQ 100MG HCL N86697 001 
AB DANBURY Eg 25MG HCLSl N81165 001 

~UL 31, 1991 
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HYDROXYZINE PAMOATE HYDROXYZINE PAMOATE 

CAPSULE; ORAL CAPSULE; ORAL 
H'l'DROX'l'2IHE PAMOATE H'l'DROl<Y'ZIHE PAMOATE 

~I~}j~ 
> OLT >/aM 7P~RAt1tpI It~tM~'t1Ca 

/I,~~~:~~}~~t~ 
laM 1$~ptM~Mt17 It~'gSMS't1.Q.!J 

> OLT > 
> OLT >/aM It~'tdMG't1CLI lagl I«:SdMS'HmJ 
> DLT > /ltrV~9.;/~4f/t1 
> OLT >II.BI 1t.~'iddclG'tiCLI la!il I~~~ ',J~'~~1'i~~1~ > DLT > /I~~'~~~7;l~~~~ 
>....!Q.!L> ~ DURAMED EQ 25MG HCL N88593 001 ~ SUPERPHARM EQ 25MG HCL N89031 001 
>....!Q.!L> FEB 29. 1984 JAN 02, 1987 
>....!Q.!L> ~ EQ 50MG HCL N88594 001 iii EQ 50MG HCL N89032 001 
>....!Q.!L> FEB 29. 1984 JAN 02. 1987 
>....!Q.!L> ~ EQ 100MG HCL N88595 001 iii EQ 100MG HCL N89033 001 
>....!Q.!L> FEB 29, 1984 JAN 02; 1987 

AB GENEVA E~ 25MG HClJ( N81127 001 Iloal NAt1¢ARPI 1~~'~t~~'~CLI ,~~~'1~:~7i~~3~ JUN 28. 1991 
AS E~ 50MG H~L" N811Z8 001 ~ VANGARD EQ 25MG. HCL N88392 001 

JUN 28. 1991 SEP 19, 1983 
AS E~ 100MG HClJ( N811Z9 001 

JUN 28, 1991 
>.Jll.L>/AM IpARI It~ '~tl~!D:JcLI f,J~~'l~~'i:~~~~ IBUPROFEN 
> DLT > 
> DLT >/aM Ita:.ttr-JG'tiCLI 1t1~~n117f~~~~ SUSPENSION; ORAL 
> DLT > RUFEN 
> DLT >/~I It.g'$dMS'dmJ ,;6~i~~;f~~~~ BX BOOTS 100MG/5ML N19784 001 
> DLT > DEC 18, 1989 
> DLT >II.BI 1~~clG'ti2bl 1t1~~'j115f~~~~ > DLT > TABLET; ORAL 
> DLT >/aM 1t.4'iddcl.@'tiCL/ 1,J~~%~~'f~~~~ IBUPROFEN 
>.Jll.L> I~'H 1r;~tt.#AI 1'.6.6t1¢ I 

'~~~~:~1i~~~~~ >....!Q.!L> ~ PAR EQ 25MG HCL N87656 001 
>....!Q.!L> JUN 11,1982 I~'H IPMt1¢1 
>....!Q.!L> ~ EQ 25MG HCL N89145 001 1$7~~~~B7~~~~ >-AillL> MAR 17. 1986 I~'!I IMpt1¢1 
>....!Q.!L> ~ EQ 50MG HCL N87657 001 I pr;j I;l'~.: /f..4~.1 I 
>....!Q.!L> JUN 11. 1982 ~ CHELSEA 400MG N70038 001 
>....!Q.!L> Gl EQ 50MG HCL N89146 001 SEP 06. 1985 
> ADD > MAR 17. 1986 ~ 600MG N70041 001 
>....!Q.!L> Gl EQ 100MG HCL N87658 001 SEP 06, 1985 
>....!Q.!L> JUN 11. 1982 ~ 800MG N71911 001 

OCT 13, 1987 
I~~I 1~~pt~p~A~t11 l(tppt1¢1 1A~~~~~:1'i~~~ 
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IMIPRAMINE HYDROCHLORIDE INDOMETHACIN 

TABLET; ORAL CAPSULE; ORAL 
lMIPRAMIHE Hct :IHDOMETliAC:IH 

IABI I~~f-{'~I 1f.6rJ.s! Itl?>f>#.dl ddt! lAM 8p~t~pt1~i'V l~srJ.G! 

,~~~~r:~f~~~~ lAB! /25IJ.af ~~~;~~~~:~~~~ fAil I~~~f I~I ItoMsl Ip~j/~r:A:4~M (j) BOLAR 10MG NS5220 001 
(j) 25MG N84252 002 (j) SUPERPHARM 25MG N70487 001 
(j) 50MG N85221 001 OCT 10, 1986 
PRAMINE (j) 50MG N70488 001 
(j) ALRA 10MG N83827 001 OCT 10, 1986 
(j) 25MG N83827 002 
(j) 50MG N83827 003 CAPSULE, EXTENDED RELEASE; ORAL 

~~~~A~~I ~~~~!~ ~~~!~~~~l~i~ 
INDOMETHACIN 

> ADD > B* VITARINE 75MG N71531 001 
>...AQ!L> JUL 21, 1987 
> DLT > I~I Ij~~¢1 

I ;~~j~~17f:~~9~ > DLT > 
INDOMETHACIN 

CAPSULE; ORAL IOPAMIDOL 
:IHDOMETliAC:IH 

lAM l~pa~1 ltAMrJ/ 

~jii~i~~ 
INJECTABLE; INJECTION 

ISOVUE-M 200 
lAM IsoMsI SQUIBB 41% N18735 001 

DEC 31, 1985 
(j) BOLAR 25MG N70784 001 ISOVUE-200 

AUG 20, 1986 If,siJt'P~1 IMt.1 Itlj.M~M6dt! 
(j) 50MG N70785 001 l(Jt¢/#.:fj.9~f>1 

AUG 20, 1986 SQUIBB 41% N18735 006 
AB DANBURY 25MGU N72996 001 JUL 07, 1987 

JUL 31, 1991 
AB 50MGU N72997 001 

JUL 31, 1991 ISOETHARINE HYDROCHLORIDE 
> DLT >/AM 1(J0~{'r-1tlil l~sMrJ/ 1P~~;1~~'i~~~~ > DLT > SOLUTION; INHALATION 
> DLT >/~I I~MSI :ISOETliAR:IHE HCL 
>...QhL> I p~~~1~1~i:~~f> I I~I 11<~1'1diJ~7 I~I /J~~~~~1~~:~:~{~ > ADD > (j) DURAMED 25MG N70326 001 
>...AQ!L> OCT 18, 1985 I~I I~I 

~~fJ~i~~ 
> ADD > (j) 50MG N70327 001 
>...AQ!L> OCT 18, 1985 IAtjl I~I lAM l~p'IJ.~tI li~clrJ/ 

~~~ir~~~ ltili/ 10: ~t;);D.I 
lAM I~~I I ;!1Nfj.~.:fj..4.4V /.6.:##p.1 1;0~1~17f~~j.~ (j) ROXANE 25MG N70353 001 

JUN 18, 1985 
(j) 50MG N70354 001 

JUN 18, 1985 
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ISOETHARINE HYDROCHLORIDE >....AQ!L> ISOSORBIDE MONONITRATE 

SOLUTION; INHALATION > ADD > TABLET; ORAL 
%SOETHAJaHE HCL > ADO > ISMO 

AN ASTRA 0.125%)l N89615 001 >....AQ!L> WYETH 20MGU N19091 001 
JUN 13, 1991 >....AQ!L> DEC 30) 1991 

AN 0.167%)l N89616 001 
JUN 13, 1991 

AN 0.2%n N89617 001 KANAMYCIN SULFATE 
JUN 13, 1991 

AN 0.25%)l N89618 001 INJECTABLE; INJECTION 
JUN 13, 1991 KAHAM'rC%H SULFATE 

0.062%)l N89614 001 IMJ 7J~ttIMtdi¢Afj~/ /t4'566~s'BA~ /~,~,~~~~~~~~ JUN 13, 1991 

"Y /t4'iG~'8~$tJ;M~/ ';J~~~i~A~~~~ 
ISOETHARINE MESYLATE 3 INTL MEDICATION EQ SOOMG BASE/2ML N62466 001 

SEP 30) 1983 
AEROSOL, METERED; INHALATION Gl EQ 1GM BASE/3ML N62466 002 

BRONKOMETER SEP 30, 1983 
/~~/ /'f,tt~tj.~¢/ / ~.:'J(.fS.¢/~A#ij.~/ /~#'J'J.41.6.6j / > -1ll.L >/ MJ /~A~/ /t~'t5MG'BASt~ If~a~~~·~$f~~ BN STERLING 0.34MG/INH N12339 007 > OLT > 

> DLT >/IAY /t~do~d'BA$tlt~'/ ~ 'J. ~# 
> DLT > /ftJV~t7~l~1 

ISONIAZID > DLT >/MJ /t4'iGH'i~$tl~~~1 1~~M4~/6~'J1 
> DLT > 1ft.~/~J:lJJUI 

INJECTABLE; INJECTION >....AQ!L> 3 QUAD EQ 75MG BASE/2HL N62642 001 
%SOl«AZID >....AQ!L> FEB 03, 1936 

/6Y l!W.dl /t.dOMSM(J /~~~,~~~%~~~~ > ADD> 3 EQ SOOMG BASE/2HL N62642 002 
> ADD > FEB 03, 1986 

Gl QUAD 1DOMG/ML N89816 001 >....!ruL> Gl EQ 1GH BASE/3HL N62642 003 
OCT 28, 1988 >--A!!!L> FEB 03, 1986 

H'l"DRAZED 

/IJ./ 8iID~M /lddl'lsJl'1b/ /t3.#~~U~~H 
SQUIBB 100MG/ML N08662 001 KETAHINE HYDROCHLORIDE 

SYRUP; ORAL INJECTABLE; INJECTION 

/ MJ /R7~~~~~~ KETALAR 
/~MGJ~L/ Nd¢,(t# / ~.6f./ 

~~ 
NMI'J./~k}j.M I~JM~/ 't3.~~¢,~~~~i~ Gl ROCHE SOMG/SML N08420 001 ~ L ~~ ~j~~j~l~~'J/ 

TABLET; ORAL PARKE DAVIS EQ 10HG 8ASE/ML N16812 001 
%SOH:rAZID EQ 50MG BASEM N16812-002 

~ti~ IddtA~1 ~~~~~~ ~~~~t~~~:~~j~ EQ 100HG BASE/ML N16812 003 

iii BOLAR 100MG NS0401 001 
iii 300MG N83178 001 

AA ZENITH ~ N83610 001 
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KETAMINE HYDROCHLORIDE LEUCOVORIN CALCIUM 

INJECTABLE; INJECTION INJECTABLE; INJECTION 
KETN«HE HCL LEUCOVORI:H CALCJ:U1 

IMI 1.®l.pl 1~~~.aSEhla lt1j~.4(t41 d.d ~I IM.I 74J/>.pl IE~'~G'ftAitlM'1 

1~~~~~~:1~~~~1~ lill It~~~~§ASt)M'1 ;~~~1~~ IMI I~~'BASEIM'I 

IM.I It066MG'BA~~Y lill IE~'t6MG~~E)~IA(1 IP7~~~~i~7~~1~ 
Cj) QUAD EQ 10MG BASE/ML N71949 001 IMI 1~':i66MG~lit.ay ~:f~,~~~~i~~~~ APR 11, 1988 
Cj) EQ SOMG BASE/ML N719S0 001 Cj) QUAD EQ SMG BASE/ML N89S03 001 

APR 11, 1988 OCT OS, 1987 
Cj) EQ 100MG BASE/ML N719S1 001 Cj) EQ SMG BASE/ML N89S04 001 

APR 11, 1988 DEC 22, 1987 
dl EQ SOMG BASE/vIAL N89496 001 

MAR OS, 1987 
KETOCONAZOLE Ql EQ 100MG BASE/vIAL N89636 001 

DEC 24, 1987 

1$~~;~~~~~~~~~~Atl NELLCOVORI:H 

1/...6.6r.¢!~r.f-! 1t11.dj~j 1.6.6/"1 
IAPI /d0~~p0¢~~/~ttt¢9r.t/ /~G'BA~~Y /~~;1~1~~~~l~ 

/t19f/.d.1.:/f..4~~/ BURROUGHS HELLCOME EQ 5MG BASE/ML N87439 001 
Cj) JANSSEN 100MG/SML N70767 001 OCT 19, 1982 

NOV 07, 1986 
TABLET; ORAL 

LEUCOVORI:H CALc:rut1 
KETOROLAC TROMETHAMINE > DLT >/.aM /PA~7 /t~~~~A~tI 

;~~~'(~~~ > DLT > 
>-AmL> TABLET; ORAL > DLT >/AM /tO~'BASt.1 
>-AmL> TORADOL > --.illL..> 
>-AmL> SYNTEX 10MGJI N19645 001 >....!Q!L> dl PAR EQ 5MG BASE N71600 001 
>....!Q!L> DEC 20, 1991 >-AmL> OCT 14, 1987 

>-AmL> Cj) EQ 2SMG BASE N71S98 001 
>-AmL> OCT 14, 1987 

LEUCOVORIN CALCIUM 

INJECTABLE; INJECTION LEVODOPA 
LEUCOVORI:H CALc:rut1 

> ADD > AP ABIC E~ 3MG BASE/ML N89352 001 CAPSULE; ORAL 
>....!Q!L> JUN 01, 1988 DOPAR 
>....!Q!L> AP E~ SOMG BASE/vIAL N89353 001 >--.illL..> I¢pl /~9~~;t¢~/tAf9t11 ~l~:~~~~ ~~ii~i~~l~~~ > ADD > JUN 01, 1988 > --.illL.. > I ~p I 
> DLT >IM/ IA~9~~! It~~~G'B~~tlcly 

;{~)J#~~~~ 
> --.illL.. > !~p I !~.6.6M¢/ 

> DLT > > ADD > NORHICH EATON 100MG N16913 003 
> DLT >!M! It~~clG'BA~t)~IA'1 

--
>....!Q!L> 250MG N16913 001 

> DLT > >....!Q!L> 500MG N16913 002 
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LEYQ!!QEA LIDOCAINE HYDROCHLORIDE 

CAPSULE; ORAL SOLUTION; TOPICAL 
> DLT > /f-;'~(J~(Jf'A/ L1:DOCAXHE HCL 
> DLT > I~~/ /~(J¢~t/ ~~~~~~~ ~i~~U~~~l~ 

/MJ !P;.¢M /W /J~~'~~1%~:~~ > DLT > I~p/ 
>-'llL> I~pl /~#M¢/ Gl PACO 4% N89688 001 
> ADD > Gl ROCHE 100MG N16912 002 JUN 3D, 1989 
>-..AQ.!L> Gl 250MG N16912 001 
> ADD > Gl 500MG N16912 006 

LINCOMYCIN HYDROCHLORIDE 

LEVONORGESTREl INJECTABLE; INJECTION 
L1:HCOHYCl:H HCL 

IMPLANT; IMPLANTATION >...JllL>/I,!/ /!!Jf..P/ /~J:1G'Iij{SOM" IM~~'i~17~~:~~ /f-7~~~7~1~~§~~f~ftM/I~~M¢/tMf'f-;'~f/ 
/~'~71~1'~~~~~ 

> DLT > 
> ADD > Cil QUAD EQ 300MG BASE/ML N62784 001 
> ADD > MAR 14. 1988 

NORPLANT SYSTEM Af STERIS E2 300MG BASE/MlJ( N63180 001 
HVETH AYERST 36MG/IMPLANT N20088 001 APR 16. 1991 

DEC 10, 1990 

LINDANE 
>-..AQ.!L> LEVORPHANOL TARTRATE 

LOTION; TOPICAL 
> Aim> INJECTABLE; INJECTION GAMENE 
>-..AQ.!L> LEVO-DROMORAN >...JllL> /~/~;'~tltf;/~t~/ n1-1 /~M.4M/~.6t/ 
> ADD > ROCHE 2MG/MlJ( N08719 001 > ADD > Gl SOLA BARNES HIND 1% N84989 001 
>-..AQ.!L> DEC 19, 1991 

SHAMPOO; TOPICAL 
> ADD > "'(ABLET; ORAL GAMENE 
>-..AQ.!L> LEVO-DROMORAN > DLT > /~/~;.~~t~/~t~1 lJ.t.1 1~~M~~/.d.6t/ 
>-..AQ.!L> ROCHE 2MGU N08720 001 >-..AQ.!L> Gl SOLA BARNES HIND V. N84988 001 
>-..AQ.!L> DEC 19, 1991 

LIOTHYRONINE SODIUM 
LIDOCAINE HYDROCHLORIDE 

> ADD > INJECTABLE; INJECTION 
INJECTABLE; INJECTION > ADD > TRIOSTAT 

L1:DOCAXHE HCL > ADD > SMITHKLINE BEECHAM EQ O.OlNG BASE/ML~ N20105 001 

~~ /¢~ffl~/ li"'-I ~~~:~2~~~~~~ >...!Q.!L> DEC 31, 1991 
n~1 

CiI CUTTER 1% N80414 001 TABLET; ORAL 
CiI 2% N80414 002 C"l'TOMEL 

IA~/ /tf-J<t~M~t~~/ Id:~Y /~~~~tI~.dtl /~/ /#.17 /t~'6:6t$MG'IiA~t/ 1~j..d~j9 /.d#./ 
1M! 1r-J7 I~. ~/. ~tI SKF EQ 0.025MG BASE NI0379 002 

Gl ELKINS SINN 0.5% N85l31 001 l(j~~~6~~t'~6dtdM/ 
Gl 4% N84626 001 lAD! ~ 7 It~'d:dt~MG'B4stl /J~~~~~%~:~~ ~lltMM(J~/ ~~~ ~~~~~~~~~~ Gl BOLAR EQ 0.025MG BASE N85755 001 
Cil STERIS 1% N83627 001 JAN 25, 1982 
Gl 2% N83627 002 

------ ------ - --------- - -- - ---
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LITHIUM CARBONATE LORAZEPAM 

CAPSULE; ORAL TABLET; ORAL 
t..:rnm.t1 CARBONATE LORAZEPAM 

laDl 1f>3tf..iU 15661'1cV 1~~~j1~:~j~~~~j 1~'f.1 I AMlflttrM.fS I /~.:f,~¢1 

~I~~~~i~~ Cil BOLAR 300MG N70407 001 1~'f.1 n~¢1 
MAR 19, 1987 

laD! /.fStM~rV~A~t¢~1 15661'1~1 If~~j~~1%:~~~j 1f>'f.I nM¢1 
1r1f..~/.6}: n:9?,~ I 

B* PHARM BASICS 300MG N72542 001 Cil AM THE RAP 0.5MG N70727 001 
FEB 01, 1989 MAR 07, 1986 

Gl IMG N70728 001 
MAR 07, 1986 

LOPERAMIDE HYDROCHLORIDE Cil 2MG N70729 001 
MAR 07, 1986 

CAPSULE; ORAL AS MUTUAL PHARM .2...:.a!:LGJ:I N72553 001 
IMODlU'i MAR 29, 1991 

AB ~ANSSEN 2MG N17694 001 AB IMGn N72554 001 
I~I 1~j.i~.9.6/.6.6U 

-> DLT > MAR 29, 1991 
> ADD > Cil 2MG N17690 001 AB 2MGn N72555 001 

LOPERAKIDE HCL MAR 29, 1991 
AB MY LAN 2MGn N72741 001 lAD! 1.fS~~M/f>f..~j.¢# I~~I 

~:~~~~i~!~~~ SEP 18, 1991 
AB NOVOPHARM ~Gn N73122 001 laD! 1~1'1~ 

AUG 30, 1991 
AB ROXANE 2MGn N73080 001 B* PHARM BASICS 1MG N70539 001 

NOV 27, 1991 DEC 22, 1986 
B* 2MG N70540 001 

DEC 22, 1986 
>..!Q.!L.> LORACARBEF AS ROYCE 0.5MGJI N72926 001 

OCT 31, 1991 
> ADD > CAPSULE; ORAL AB 1MGn N72927 001 
> ADD > LORABID OCT 31, 1991 
> ADD > LILLY 200MGJI N50668 001 AB 2MGJ:I N72928 001 
> ADD > DEC 31, 1991 OCT 31, 1991 

> ADD > PO~DER FOR RECONSTITUTION; ORAL 
>-.AQQ...> LORABID LOVASTATIN 
>-.AQQ...> LILLY 100MG/5MUf N50667 001 
>-.AQQ...> DEC 31, 1991 TABLET; ORAL 
>-.AQQ...> LORABID MEVACOR 
>-.AQQ...> LILLY 200MG/5MUf NS0667 002 MSD 10t1GJ:1 Nl9643 002 
> ADD > DEC 31, 1991 MAR 28, 1991 

LORAZEPAM MANNITOL 

CONCENTRATE; ORAL INJECTABLE; IN~ECTION 
LORAZEPAM INTENSOL MAHHITOL 10"/. 

ROXANE 2MG/MUf N72755 001 IIJ./ 1¢l)fft~1 l~fiM[1;66m;1 Itlj.~(t.1U#U 
~UN 28, 1991 Cil currER 10GWI00ML N16472 002 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 44 

MANNITOL MECLOFENAMATE SODIUM 

INJECTABLE; INJECTION CAPSULE; ORAL 
MAHHITOL IS? MECLOFE~~TE SODIUM 

1M! 1¢l,Jfli~7 Il~Gl'lllddl'l(1 1~j.f,(tjf-/.6.6f,1 > DLT >/arJI 7¢~##'f..! 1~~G'81.~EI 1A~~i~11~~~~~ ~ CUrrER 15GM/l00ML N16472 005 > DLT > 
MAHHITOL ZIY/. > DLT >/arJI IttA':(ddI'lG'8~ 1~1X{Atl66jJ 

IMI 7¢l,Jflt~7 ndsclll~dM!J /tlj.(,(tjf-/.6 ~M >...Q.bL> I f..iJ¢/j .. !.:;/f.'9M I 
~ CurrER 20GW100ML N16472 004 >~> ~ CHELSEA EQ 50MG BASE N71640 001 

>~> AUG 11. 1987 
> ADD> ~ EQ"100MG BASE N71641 001 

MAPROTILINE HYDROCHLORIDE > ADD > AUG 11, 1987 
> DLT >/ArJI Ipf..~1 1t.~'tdl'l~'81.~tl IMf-oj.1l6r1jJ 

TABLET; ORAL > DLT > 1r1f..~/f.d ;rl9~M 
MAPROT:rUHE HCL > DLT >IW It.t:illcl~1 1~#6j~/MjJ 

> DLT >/arJl lAiVittt~M7 Il.tl'lsl l~j#f-.9/.6~3~ > DLT > lr1jll/f.~:; /f.'9~M 
> DLT > > ADD> ~ PAR EQ 50MG BASE N72077 001 
> DLT >IW l~dM~ 1;f..~~;iji~,t~6jJ > ADD> MAR 10, 1988 
> DLT > ;t~~J~~ > ADD > ~ EQ 100MG BASE N72078 001 
> DLT >IMI Ittl'leV > ADD> MAR 10. 1988 
> DLT > -IW Ip~f..~r1/~f.#.¢$1 It~'~d~G'8~~tJ 

1~~~~1~}~~~~ >~> ~ AM THE RAP 25MG N72129 001 
>~> JAN 14, 1988 IW IttA'iddl'l¢'rJl.t.tl 1r1~~A~Jf9~M > ADD > ~ 50MG N72130 001 
> ADD > JAN 14, 1988 B* PHARM BASICS EQ 50MG BASE N71007 001 
> ADD > ~ 75MG N72131 001 MAR 25, 1988 
> ADD > JAN 14. 1988 B* EQ 100MG BASE N71008 001 
- larJl 1~(Jt.f.~1 It~MGI IM;i94~/6.6;i1 MAR 25, 1988 

IMI It.dMSI ~~~~~1~~~~g~~ IMl94~/ddtl MEGESTROL ACETATE 
larJI llsl'l¢1 

I~ t¢j~~:; /f.'9~.1/ TABLET; ORAL 
Ci) BOLAR 25MG N71943 001 MEGESTROL ACETATE 

DEC 30, 1987 B* PHARM BASICS 20MG "N70646 001 
Ci) 50MG N71944 001 OCT 02, 1987 

DEC 30, 1987 B* 40MG N70647 001 
Ci) 75MG N71945 001 OCT 02. 1987 

DEC 30, 1987 I~U 1#r.¢1 IP~~1~~1%~~~~ 
1~'f.1 f(t~r1r;1 IM~M.1/~.6;i1 

MECLOFENAMATE SODIUM 1(J¢jf#.:/f..9f>.1I 
CAPSULE; ORAL 
MECLOFE~~TE SODIUM 

> DLT >IW 7f.rVttJ.t~f..N 1t.~¢.Jil.stl 

;:it~~~~ > DLT > 
> DLT >/arJI It~'i~dclG'rJl.stl 
> DLT > 
> ADD > ~ AM THERAP EQ"50MG BASE N71362 001 
>~> FEB 10, 1987 
> ADD > Ci) EQ 100MG BASE N71363 001 
>~> FEB 10, 1987 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

MEPERIDINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
MEP.EFr.IDXHE HCL 

IMI /£~Ktt-liV~t~~J 

IMI 

1M.! 

IMI 
Cil EiLKINS SINN 

Cil I 

Cil 

Cil , 

MEPROB~MATE 

TABLET; ORAL 
BAMATE 
Cil ALRA 
Cil I 

~l~~A~~AM 
MEPROBAMATE 

> DLT >IW J~M'#.f1 
TReiHMEP 

> DLT >/W J~pl'#.fl 
> ADD > Cil ,OLVAY 

MESTRANOL; NORETHYNODREL 
I 

If~~~ati~~~~~i7tl 
I~tp.~t.tl 

Cil jEARLE 

METAPRdTERENOL SULFATE 

1~~MCVMlI 

I~MGJt.\bl 

1.t~cl~/Ml/ 

liddr-lrVMlI 
25MG/ML 

50MG/ML 

75MG/ML 

100MG/ML 

200MG 
400MG 

~~~:~~~~ 
l~clM 

1~~~cl~1 
400MG 

/.6.: tMM 7..: ~M¢ I 
0.lMG;2.SMG 

SYRU~; ORAL 
METAPROTEREHOL SULFATE 

AA COPLEY 10MG/SMLU 

1t-l~M..1H.6.df../ 

~~~,~i~~f~~~~ 
~li¥J~ 

N88279 001 
JUN 15, 1984 

N88280 001 
JUN 15, 1984 

N88281 001 
JUN 15, 1984 

N88282 001 
JUN 15, 1984 

N80380 001 
N80380 002 

~~~~~~~~:~:~~~ 
1~f/tf,~.9/.6#1 

1~~(tf,~.9/.6.6jj 
N84369 001 

lM·.6.9j~ 1.6.6.7 I 
NI0976 007 

N73034 001 
AUG 30, 1991 

METAPROTERENOL SULFATE 

TABLET; ORAL 
METAPROTEREHOL SULFATE 

I~ IA~/~tRAPJ I~ 

la~1 li~cl~1 

Cil AM THERAP IDMG 

Cil 20MG 

AB DANBURY 10M~ 

AB 20MGa 

laM 1~~AF.~l~A~t¢# It~~1 

I~ ItdrS.M 

B* PHARM BASICS 10MG 

B* 20MS 

METARAMINOL BITARTRATE 

INJECTABLE; INJECTION 
METARAM:rHOL BJ:TARTRATE 

lafl 1~~j~fp~1 ItQ'idrS.G'da~tlribl 
AP LYPHOMED EQ 10MG BASE/HL 

METHADONE HYDROCHLORIDE 

1f#~tf.:ltfFt~1t~t~f.;/PRAt-I 

1~'~~~1~~1 ~I 

Cil VITARINE 2.SMG 
Cil SMG 
@ 10MG 
Cil 40MG 

METHANTHELINE BROMIDE 

TABLET; ORAL 
BAHTKtNE 

AA SCHIAPPARELLI SEARLE SOHG 

45 

1tt7i.6~4/.6.6 jJ 

~~~~}ii~~i~i~~ 
N720S4 001 

JUN 23, 1988 
N72055 001 

JUN 23, 1988 
N73013 001 

JAN 31, 1991 
N72795 001 

JAN 31, 19<11 

~:~~~~f£ 
N7l013 001 

JAN 25, 1988 
N7l014 001 

JAN 25, 1988 

1~~.6(tf,t/.6M.I 
N80431·001 

~~i~;i~J~ 
Nl7l08 001 
Nl7l08 002 
Nl7l08 003 
Nl7l08 004 

N07390 001 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER l2 / JAN'91 - DEC'91 tt6 

METHANTHELINE BROMIDE METHOTREXATE SODIUt1 

TABLET; ORAL INJECTABLE; INJECTION 
BAHTi-!:IH E METliOTR EXATE 

laM l~tARt.tI IsoclM N6 j;',9,6 /.6#-1 IM.I It.tptR;t/ Igg,,:i.: ~r:j!L~6~)Uclbl hlf-f-jf.,9 lv.oM 
LEDERLE EQ 2. 5t1G BASE/ML Nll719 004 

ME"niOT!<In<ATE SOD:tU"l 
METHOCARBAMOL IMJ I t.:fp~¢j1tpl Itg":~:Ecl~'BA~glclbl II·iM~7->/.d.df./ 

INJECTABLE; INJECTION IMI Igg":~~1~":~4~glclbl I )~~~~~j~7:~~1; 
MEnlO~A~BAMOL I )1)IVf.~.:If.jf,~1 

>....!!!!L> AP MARSAM 100MG/MLn N89849 001 Q) LYPHOMED EQ 2.5MG BASE/ML NS9323 001 
>....!!!!L> DEC 27, 1991 JUN 13, 1986 

Q) EQ 25NG BASE/ML N89322 001 
TABLET; ORAL JUN 13, 1986 

METHOCARMMOL IMI I~/'DI ItQ":~SM@":~A~t)~b/ INt.9 j, #> /.d.O"fJ 
>~>/~M I/.rV-MtrJ.I.pl 1~~6MM 

~~i~~~~~~ 
I )0t.11-.ri.: 11-.9~~ I 

> DLT > IMI Igg't~~~~~E}cl~1 l~f/I"J6.4 /.6.6 1-1 
> DLT >/~M IzsoclrJl I )0t.11-.6.:/f..9tM 
> DLT > IMI Itg,,:gQM~":BA~t)vt~'1 ItV'/)1..<!;j, /.6.0 fJ 
>....!!!!L> Q) AM THE RAP 500MG N89417 001 

I )~~g~:~~7:~~~~ >....!!!!L> FEB 11; 1987 IMI Ig~":~~U~~~~E)vt~11 
>....!!!!L> Q) 750MG N89418 001 I )i)U1-.d.:/f..9:'>t! 
> ADD > FEB 11, 1987 IM.I 1~..:!~~I~~'n~~~)vt~bl /tl~.9?,9~ /.d !jf./ 
- IAA! l~rJt.A~1 IMoMr/;1 ~~~~~:~~~:~:~~~ j)t,J{..n.O.: I ;i.9~~ I· 

I~~I J1t,~~@1 IMl ItQ..:i~~cl~,,:~~stj~t&~1 Itl?'i7..4~ /.d:' J/ 
Q) BOLAR 500~!G N83605 001 I )!)t.If-~.; 1f-9M I 
Q) 750MG N83605 002 Q) QUAD EQ 25MG BASE/Ml N89308 001 

JUL 10, 1936 
Q) EQ .25MG BASE/11L N89309 001 

METHOTREXATE SODIUM JUL 10, 1986 
@ EQ 20MG BASE/VIAL N89293 001 

INJECTABLE; INJECTION JUL 10, 1986 
ABrI'REXATE @ EQ 50t1G BASE/vIAL NS9294 001 

> ADD > AP ABIC EQ 25MG BASE/ML N89161 001 JUL 10, 1986 
>....!!!!L> MAR 10, 1987 Q) EQ 100MG BASE/vIAL N89295 001 
> ADD > AP Eg 50MG BASE/VIAL N89354 001 JlIL 10, 1986 
> ADD > JUl 17, 1987 @ EQ 250MG BASE/vIAL N89296 001 
>....!!!!L> AP Eg 100MG BASE/VIAL N89355 001 JuL 10, 1986 
>....!!!!L> JUL 17, 1987 
>....!!!!L> AP E~ 250MG BASE/VIAL N89356 001 
> ADD > JUL 17, 1987 METHYCLOTHIAZIDE 
> DLT >IMI l#rJ~~1 It~~clG 'B4~£lcl~f, 

IM~~~~~i~~~~1~ > DLT > TABLET; ORAL 
> DLT >IM.I It~~cl~,,:~~~gl~tfbl METHYCtOna:A.?:r:D E 
> DlT > I )i)f-I1-f.;/~,9M I 14M l~pt./,p.I n,~~0.Q/ Itl~~~M /.6.0 U 
> DLT >IMl It~66cl~":~4~tlvtA11 

I )~~~~~i~~:~~~~ lAM' 
Ir..A(l.1 ~t.; n~I#.1 

> DLT> I~.,!:M /M~(tjU6.d1-1 
> DLT >IMl Itg":~~~MG":~~~tj~tA~1 If,f..pl 1-1-.: 11-.9;57./ 
> DLT > I )1)t.lf..j,: I 1-j~.1 I Q) BOLAR 2.5MG N85487 001 

FOLEX PFS MAR 11, 1982 
AP ADRIA Eg 25MG BASE/MLn N81242 001 Cil 5MG N35476 001 

AUG. 23, 199·1 MAR 11, 1982 

----- -- ----- ------------- -_. - - - - ------- --



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 47 

METHYCLOTHIAZIDE METHYLDOPA 

TABLET; ORAL TABLET; ORAL 
MrniYCL.On«AZI:D E MEiHYLDOPA 

lAM Ip~ARi'1/i3#;t¢$1 l~clrJI IM~~~~11%~~~~ laM fRP#tltl 1i:J.~clrJI 

;~~t~l~ B* PHARM BASICS 5MG N88745 001 IltM It~~rI§l 
MAR 21, 1985 

lAM 1~~~MrJI 

METHYLDOPA (j) ROXANE 125MG N70192 001 
APR 25, 1986 

TABLET; ORAL Gl 250MG N70193 001 
MrniYLDOPA APR 25, 1986 

16M f~ptARI Itg~clrJI IM#(+~/.dMI Gl 500MG N70194 001 
Ifti3/#:lf..~?>pI APR 25, 1986 

lAM /is6MrJI 

It'~~~~~~:!~~~ laM IM~rJI METHYLDOPATE HYDROCHLORIDE 
Ifti3/#.:/f..~~pI 

Gl BOLAR 125MG N70245 001 INJECTABLE; INJECTION 
FEB 25, 1986 MET1-I'I"LDOPATE HCL 

(j) 250MG N70246 001 AP GENSIA 5011G/MLn N72974 001 
FEB 25, 1986 NOV 22, 1991 

(j) 500MG N70247 001 lloPl I~Apl l~rJlcl'l l~tf.#M.d.df./ 
FEB 25, 1986 I #P /f.?>.: /f.9M I 

>~>/AJjI 1~~t~#AI lti~clrJ/ 

~~J;~~!i1~ 
(j) QUAD 50MG/ML N71024 001 

> DLT > SEP 18, 1986 
> DLT >/aM /is6clrJI 
> DLT > 
> DLT >/aM Is66clrJI METHYLPHENIDATE HYDROCHLORIDE 
>~> I )p~1 tA.: I ;(~?>~I 
> ADD> Gl CHELSEA 125MG N70260 001 TABLET; ORAL 
>-AQJL> JUN 24, 1985 MrniYLPHEKIDATE HCL 
>-AQJL> (j) 250MG N70261 001 > DLT >/AA/ fi'lI3IP~ARt1/ ISMsl 

~~i~1~~~~:~~~ >-AQJL> JUN 24, 1985 >liLT>/'AAI /lo'Msl 
>-AQJL> (j) 500MG N70262 001 > DLT >/'AAI 120MM 
> ADD > JUN 24, 1985 >-AQJL> AB MD PHARM 5MG N86429 001 
> DLT >/AM IpPRAMtp/ 1~61'trJ/ 

~~~~;~i~~ 
>-AQJL> AS 10MG N85799 001 

> DLT > > ADD > AB 20MG N86428 001 
> DLT >/aM 1~~dl'trJI RXTAUH 
>~> > DLT >/AAI 1¢tf3A1 Isl'tsl IM..df.M /.d.6-;1 
>-AQJL> (j) DURAMED 250MG N71006 001 >liLT>/AA/ /llJ'MG/ ~~iM~~~:~1~~ >-AQJL> DEC 16, 1986 > DLT >/~~I n~M~1 
> ADD > (j) 500MG N71009 001 >~>AS CIBA 5MG NI0187 003 
>-AQJL> DEC 16, 1986 >-AQJL> AB 10MG NIOl87 006 

>-AQJL>' AB 20MS NIOl87 010 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

METHYLPREDNISOLONE ACETATE 

INJECTABLE; INJECTION 
METHYLPREDNISOLONE ACETATE 

~!~tt~~~/· ~~~~i~~~ 
~ STERIS 20MG/ML 
~ 40MG/ML 
~ 80MG/ML 

METHYLPREDNISOLONE SODIUM SUCCINATE 

INJECTABLE; INJECTION 
A~E11iAPRED 

Af 'ABBOTT EQ 40MG BASEIVIAUq 

Af 

AP 

Af 

1M! 

1M} 

1M! 
1M} 

IMl 
IMI 

EQ 125MG BASEIVIALR 

EQ 500MG BASEIVIAUq 

EQ IGM BASE/VIALR 

HEniYLPREDHI:SOLOHE SOD%U1 SUCc:tHATE 
7tn~~~t~7 7~rni:!IL8Asvv:tA(1 

~ LYPHOMED 

Ql 

~ 

~ 

~ 

~ . 

It~~~S~S'BI.Stl.Y.tMJ 

It~'sddl'1s~l.st)V:tI..Id 

It~'sdru:J§~l.st)V:tI." 

1~~~l.st)v:tA(1 

It~'isM'BAst~ 

EQ 40MG BASEIVIAL 

EQ 125MG BASEIVIAL 

EQ 500MG BASEIVIAL 

EQ 500MG BASEIVIAL 

EQ IGM BASEIVIAL 

EQ IGM BASE/VIAL 

~~~~~~~~~~~ 
N87248 001 
N85374 001 
N8G507 001 

N89573 001 
FEB 22, 1991 

N89574 001 
FEB 22, 1991 

N89575 001 
FEB 22, 1991 

N89576 001 
FEB 22, 1991 

I~~~~.~U~#I 
IJ~~p~j?:~i' 
IJIlt-l/M'It-4'&41

1 
I~~p{j~?:d~il . 

I JIlt-l1 #.: 1t.4MI 

1~~n~1%'~~~~ 
/J~~~~~:~%M~~ 
IM~~'~~1'ij~~~ 

NSS676 001 
JUN 08,1984 

N88677 001 
JUN 08, 1984 

N8S678 001 
JUN 08, 1984 

NS9186 001 
MAR 28, 1986 

NSS679 001 
JUN OS, 1984 

NS918S 001 
MAR 2S~ 1986 

METHYLPREDNISOLONE SODIUM SUCCINATE 

INJECTABLE; INJECTION 
HEniYLPREDHI:SOLOHE SOD%U1 SUCc:tHATE 

I MI 14J/.PI It~ i4dclit:M~tlvtA(1 

I Ml It~~M§..:DA~tlYOO 

IAPI It~'sddl'1G'BAStlYtMJ 

I Ml lto§M 'BI.~t)VtMJ 
G) QUAD EQ 40MG BASE/VIAL 

~ EQ 125MG BASE/VIAL 

~ EQ 500MG BASE/VIAL 

~ EQ IGM BASE/VIAL 

METHYLTESTOSTERONE 

TABLET; BUCCAL/.SUBLINGUAL 
Il'1ttl.~ORtHl 

lAB/ -7~j~A7- ISMsI 
I~I Ila~§1 

G) CIBA 5MG 
G) lONG 
METHYLTESTOSTERONE 

l~pl Ip~A~M/~A~i¢~1 Ij~M¢1 
~ PHARM BASICS 10MG 

TABLET; ORAL 

~~ h~'~'~t'w 
~ CIBA 
Q) 

METHYPRYLON 

TABLET; ORAL 
NOLUDAR 
/~~¢tttl 

~ ROCHE 

lid,s,[!o/ 
In~§1 

10MG 
25MG 

1f..dM¢1 
50MG 

48 

/J~'~~~j'~~~~ I~Mt~f.7~~U 
/J~~~~~i~7:~~~ 
I JA~~~t,: ~j~~M 
IJ~~/~~~Aj~~~ 

N89264 001 
JAN 22, 1986 

N89265 001 
JAN 22,.1986 

NS9266 001 
JAN 22, 1986 

NS9267 001 
JAN 22, 1986 

~~:~~~~~~l~~~ 
N03240 004 
N03240 005 

/~~#.1j../.d.6U 
N80271 001 

~~:~~~~~~:~:~3~ 
N03240 001 
N03240 003 

IM~~~M.d.6U 
N09660 002 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

METRONIDAZOLE HYDROCHLORIDE 

INJECTABLE; INJECTION 
FLAGYl :t.V. 

> ADD > AP SCHIAPPARELLI SEARLE EQ ~OOMG BASE/VIAL 
> DL T >/-0./ /~t.p.p.t.t/ IttL_~~dilD~~VJ:t~~1 

MICONAZOLE NITRATE 

CREAM; VAGINAL 
MONISTAT 7 

>~> JOHNSON R~ 2% 

SUPPOSITORY; VAGINAL 
MONISTAT 7 

>~> JOHNSON RW 100MG 
>~> 

MILRINONE LACTATE 

/j~~~~~~~a~~~~~2~~~~~~/ 
/-;jt.~t.j~r;/ /t.~/JM¢/~A-;t.!Mt./ 

QI STERLING EQ IMG BASE/ML 

HINOCYCLINE HYDROCHLORIDE 

CAPSULE; ORAL 
MIHOCYCL:tHE HCl 

>~> AB DANBURY Eq 50MG BASEn 
> ADD > 
>~> ~ Eq 100MG BAS En 
>~> 

MINOXIDIl 

TABLET; ORAL 
MIHOX:tD:tl 

/a~/ /P~AP.M/dA~j¢~/ 

B* PHARM BASICS 

/1.:'4MM 
2.5MG 

N18353 001 
/t1j?>"jt>"j/~.6f./ 

N17450 001 

N18520 001 
MAR 15, 1982 

1P~~7jfJ'f~~~~ 
N19436 001 

DEC 31, 1987 

N63181 001 
DEC 30, 1991 

N63065 001 
DEC 30, 1991 

N1"Jt>J1/#fJ 
/pt¢If~.; !j9?>?>1 

N71537 001 
DEC 16, 1988 

------

>~> 

>~> 
>~> 
>~> 
>-AQJL> 
> ADD > 
>~> 

> .J:!lL> 
>.J:!lL> 
>~> 
>~> 

MORPHINE SULFATE 

INJECTABLE; INJECTION 
INFUMORPH 

ELKINS SINN 

MORPHINE SULFATE 
AP STERIS 

AP 

AP 

AP 

10MG/MLn 

25MG/MLn 

0.5MG/MLn 

0.5MG/MLn 

IMG/MLn 

IMG/MLn 

TABLET, EXTENDED RELEASE; ORAL 
MS CONTIN 

BC PURDUE FREDERICK 30MG 

BC 60MG 

BC 100MG 

ORAMORPH SR 
BC ROXANE LABS 30MGal 

Be 60MGal 

BC 100MGal 

NABUMETONE 

TABLET; ORAL 
RELAFEN 

SMITHKLINE BEECHAM 500MGal 

750MGal 

NAFARELIN ACETATE 

SPRAY, METERED; NASAL 
SYNAREL 
/$~jt~/ /t~/~M¢/~p.$t!Mt./ 

SYNTEX EQ 0.2MG BASE/INH 

50 

N18565 003 
JUL 19, 1991 

N185 .. 5 004 
JUL 19, 1991 

N73373 001 
SEP 30, 1991 

N73375 001 
SEP 30, 1991 

N73374 001 
SEP 30, 1991 

N73376 001 
SEP 30, 1991 

N19516 001 
MAY 29, 1987 

N19516 002 
APR 08, 1988 

N19516 004 
JAN 16, 1990 

N19977 001 
AUG 15, 1991 

N19977 002 
AUG 15, 1991 

N19977 003 
AUG 15. 1991 

N19583 001 
DEC 24, 1991 

N19583 002 
DEC 24, 1991 

Jt'~7j~1'~:~~~~ 
N19886 001 

FEB 13, 1990 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 49 

METOCLOPRAMIDE HYDROCHLORIDE METOCURINE IODIDE 

INJECTABLE; INJECTION INJECTABLE; INJECTION 
METOCLOPRAMrDE HCL Iclt~d~Ht'idDtDtl 

Af ABBOTT Eg 10MG BASE/2M~ N73117 001 1M! 7. if- ItclIUclbl 
I .0~~17'~~~~~ JAN 17, 1991 

Af Eg 10MG BASE/2ML~ N73118 001 Q) QUAD 2MG/ML N89443 001 
JAN 17, 1991 JUN 01, 1988 

Af GENSIA Eg 10MG BASE/2ML~ N73135 001 MEn.lBXHE :toDXDE 
NOV 27, 1991 IMl It.#t.fi ncl§)rIJ.:J lI{o~~"JU.d.6"J/ 

1M! I~A-PI lto.ID:f§~illtclbl IM~lI~~:~~~:~~ LILLY 2MG/ML N06632 003 

Q) QUAD EQ 10MG BASE/2ML N70671 001 
MAY 27, 1986 METRONIDAZOLE 

1M! 1~~t.~p#1 . 1~~llitb;1 IM~~j:~~~7i~~J~ INJECTABLE; INJECTION 
Q) SOLOPAK EQ 10MG BASE/2ML N70622 001 FLAGYL XlVI RnI ZH PLASTXC COHTA:rHER 

MAR 02, 1987 >...!Q!L> AP SCHIAPPARELLI SEARLE 500MG/lOQML N18353 002 
> ADD > AP 500MG/I00ML N18657 001 

SYRUP; ORAL > DLT >/H' l~tAf$.t.t./ ~~IHli~~ ~~l~~~~~::i~ METOCLOI'1RAH:J:DE HCL > DLT >/_!I 
laAl N#Pl ItQ'~rIJ~'dASt~ ,-Pf~j~~1~i~~~~ METROHJ:DAZOLE 

1M! /i~ft/MtDi¢Aft~~1 l!fdm:l§)!ddrIJ(1 IM~~j~~:17i~~~~ Q) PACO EQ 5MG BASE/SML N7166S 001 
DEC 05, 1988 Q) INTL MEDICATION 500MG/I00ML N70004 001 

AA PHARMS ASSOC Eg SMG BASE/5ML~ N72744 001 MAY 08, 1985 
MAY 28, 1991 Af STERIS 500MG/I00ML N70042 001 

DEC 20, 1984 
TABLET; ORAL METRYLXV 

I~M 
METOCLOPRAMtDE HCL 
1~f..rfr$.1 1~§'d4stJ Iff~j~~11i~:1~ 

1M! IMM#I l~cl~~1 Ip'~~t7~~~~~ 
GI BARR EQ 10MG BASE N70660 001 TABLET; ORAL 

FEB 10, 1987 METROHXDAZOLE 
I~M 1r.~t.ArV 1«':~.ID:ft.:D"stl l~j6"JP% 6.M'/ >..JlJ:L>IW 1¢~tt.#A/ n~dcl§1 1~71M9/6.6t1 

IMf..~!6t.: ~:9~.1 / > DLT > I#p ~f:1t4f,# 
G) BOLAR EQ 10MG BASE N70363 001 > OLT >/arJ/ l§ddrIJ~/ 1f'~7~~:1~i~:~~ MAR 02, 1987 >..JlJ:L> >..JlJ:L>/Mj/ l¢tftt.~f.AI 1~!1MS'd"~tl /)6~j~tJJ{~:~~ >..AillL.> G) CHELSEA 250MG N18599 001 

> DLT :- >...!Q!L> SEP 17, 1982 
>...!Q!L> Q) CHELSEA . EQ· 10MG BASE N70453 001 >-.!!!!L> Q) 500MG N18599 002 
>...AQ!L> JUN 06, 1986 > ADD > FEB 13, 1984 

M! LEDERLE Eg 10MG BASE .. N72639 001 - 140/ /~~pt~ptfA~M/ n~d~s/ IMdd6~/66f../ 

IMNS.ft.¢1 
MAY 09, 1991 l-pt¢lll;!l9~ftI 

I~I ItrJ'idr-ls'SASt./ 1f'~j:~~1'~:~~J~ 14rJI 15d!1M~1 ,-Pf~j~1:1J~~~~~ 
I~/ IptfAf$.M/r.A~t¢$/ /t~'!dr-l¢'d"st/ 

I J6~j~~1~{~~~~ G) SUPERPHARM 250MG N70008 001 
DEC 11, 1984 

B* PHARM BASICS EQ 10MG BASE N70339 001 G) 500MG N70009 001 
JUL 29, 1985 DEC 11, 1984 

AB SCHERING Eg 10MG BASE N70S98 001 
FEB 02, 1987 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN' 91 - D,EC' 91 51 

NALBUPHINE HYDROCHLORIDE NANDROLONE DECANOATE 

INJECTABLE; INJECTION INJECTABLE; INJECTION 
HALBUPHl:HE HAHDROLOHE DECAHOATE 

1M} /¢iJAp/ lidMG[MLI /M,6~.~7J.6.di-l lAM I¢iJAPI l~dMG)Mh/ 

;Ii~i~~ 
/MMIi~,;n.~~M 

I!~~cllih!hl IMJ li~cl~[clhl IM~~j~~:~'i~~~~ la~1 

Q) QUAD 10MG/ML N70692 001 laM li6dMrUMhl 
MAR 25, 1986 

Q) 20MG/ML N70693 001 Ci) QUAD 50MG/ML N89248 001 
MAR 25, 1986 JUN 25, 1986 

Ci) 100MG/ML N89249 001 
JUN 25, 1986 

NALOXONE HYDROCHLORIDE Ci) 200MG/ML N89250 001 
JUN 25, 1986 

INJECTABLE; INJECTION AO STERIS 50MG/ML N87598 001 
HALOXOHE OCT 06, 1983 

IMJ ltt~i~M#~tV I ~~cllih!h/ 1~.1.d49~ld.6jJ AO 50MG/ML N88554 001 
N~fl#,:If..~~~1 FEB 10, 1986 

Ci) ELKINS SINN 0.4MG/ML N70496 001 AO 100MG/ML N87599 001 
OCT 22, 1985 OCT 06, 1983 

HALOXOHE HCL 
IMI /t#~dl'1tp/ l!cl~lMhl ,p~~j~~:~7i:~~~~ NANDROLONE PHENPROPIONATE 

Q) LYPHOMED IMG/ML N71604 001 
DEC 16, 1988 INJECTABLE; INJECTION 

IMI lQ)/>.pl 1~~iMG[clhl IM.6pjM.6.6f.1 HAHDROLCHE PHEHPROPmHATE 

./P7~~~~:i~7:~~~~ IAdl lQ)Ap/ /i~cl~[clhl 

~~~~i~~~l~ IAPI Id:4cl~[MLI 
I~~cl~[rlhl 

~:~~~~~11i~~~~ 
laM 

IMJ I!cl~[clhl 
Q) QUAD 25MG/ML N89297 001 

Ci) QUAD 0.02MG/ML N70678 001 OCT 01, 1986 
DEC 18, 1986 Q) 50MG/ML N89298 001 

Q) 0.4MG/ML N70679 001 OCT 01, 1986 
DEC 18, 1986 I Q) IMG/ML N70680 001 
DEC 18, 1986 NEOMYCIN SULFATE 

TABLET; ORAL 
NANDROLONE DECANOATE HEOMYCJ:H SULFATE 

lAM 1p'(J#~t7 Itg~~~cl~~~6.$tI 1~~#jtIMf.1 
INJECTABLE; INJECTION Ci) ROXANE EQ 350MG BASE N62173 001 

HAHDROLOHE DECAHOATE 
lill Itti'1MdM I~MG)MLI INMMM.6.6f.1 

1(J7~~~~i~7:~~~~ NIACIN 
lAM l~dM~lclhl 

If7~~~~i~7~M~ TABLET; ORAL 
IA~I I!~~cl~lclhl taACl:H 

N~f /.6p.:n9~'j1 >.Jl1L>/AM Ir,Pi.AP.I 1~~~tl~1 1~~tf.'jp/~.6f./ 
>~> Ci) BOLAR 500MG N83136 001 

----.~--.. ~ 



RX DRUG PRODUCT LIST I CUMULATIVE SUPPLEMENT NUMBER 12 I JAN'91 - DEC'91 52 

NIACIN NITROFURAZONE 

TABLET; ORAL CREAM; TOPICAL 
taAC%H FURACIN 

/~M hfffl/~f..~p/ /~ddMG/ /ti~~.1j.M p.dJ.l /tipR~;t~Mtf..;fpt1/ N.:#/ /t1~).1MN#/ 
Gl HEST HARD 500MG N83718 001 ROBERTS 0.2% N83789 001 

DRESSING; TOPICAL 
NICOTINE > DLT > IAJ1IH~HI 

> DlT >IAtI ¢~l$l~~p~~~/pPt1P~1 Id:~~1 ltij.j1>(t~/.d.6j.1 
FILM, EXTENDED RELEASE; TRANSDERMAL >-A!llL> Gl SHERHOOD 0.2% N17343 001 

HABITROL 
BC CIBA GEIGY 7MG/24H~ N20076 001 POHDER; TOPICAL 

NOV 27, 1991 FURACIN 
BC 14MG124H~ N20076 002 lt1p~~;t~~/t,(fpt11 N.:#I ltit,!>j9j.fpdJ.l 

NOV 27, 1991 ROBERTS 0.2% N83791 001 
BC 21MG/24H~ N20076 003 

NOV 27, 1991 
NICODERM NITROGLYCERIN 

BC MARION MERRELL DOH 7MGI24H~ N20165 001 
NOV 07, 1991 INJECTABLE; INJECTION 

BC 14MG124H~ N20165 002 KITRO-B:tD 
NOV 07, 1991 IMJ IMA~jp~/~t~~ttt/pp~/ /~~MG)M~/ Iff~;2~1J~:~:~~~ BC 21MG/24H~ N20165 003 
NOV 07, 1991 MARION MERRELL DOH 10MG/ML N71159 001 

FEB 28, 1990 
KITROGlYCERXH 

NIFEDIPINE /iJ./ l~n~dr1tpl I~§)MLI IMj.2.d~/66j./ 
I~fd/ d~:: I J.:9M I 

CAPSULE; ORAL Gl LYPHOMED 5MG/ML N71203 001 
ta:FED:EPXHE MAY 08, 1987 

AB CHASE 20M~ N73421 001 1iJ./ 1~f..pI /~clG)M'/ 

~t~~t.~li~ JUN 19, 1991 
AB SCHERER 10M~ N73250 001 1iJ./ If.dcl~ 

OCT 08, 1991 
Gl QUAD 5MG/ML N71094 001 

JUL 31, 1987 
NITROFURANTOIN Gl 10MG/ML N71095 001 

JUL 31, 1987 
TABLET; ORAL /~pJ l~ptPpf..~/ I~M§lMy J)0~;~~1%:~~~~ NITROFURANTOIN 

>-.!illL> Gl ELKINS SINN 50MG N80003 001 Gl SOLOPAK 5MG/Ml N70634 001 
>-.!illL> Gl 100MG N80003 002 JUN 19, 1986 
> DLT > ~~~~f..ti~/P~A~~;t~1 ~~~~~~I /tiM6.d~/#j./ IHXrOL/ 
>.J!1L.> ltif,p.d.dHd#/ /~!I -7 Rl~t~~/~~~f..til / d: sr1.Ucl'/ 

I ,J~~7~~:~7i~~~~ 
Gl RORER 0.8MGIML N18774 001 

>-.!illL> N!TROFURANTOINi NITROFURANTOIN z MACROCRYSTAlLINE JAN 19, 1983 
KITROSTAT 

> ADD > CAPSULE, EXTENDED RELEASE; ORAL /iJ./ 7Pf..p.J<ajjf..oj;t~/ /d:§M§JMY /tij.~~t,~I.d.dJ.l 
>-.!illL> MACROBID PARKE DAVIS 0.8MG/ML N18588 001 
> ADD > NORWICH EATON 75MG;25M~ N20064 001 
>-!Q.!L> DEC 24, 1991 

~ --- - ----- --------



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91' 

NORFLOXACIN 

SOLUTION/DROPS; OPHTHALMIC 
CHIBROXIN 

MSD 0.3~ 

NYSTATIN 

CREAM; TOPICAL 
1~l.ttDt~1 

1141 7MJ~t.~1 
CiI MILES 

SUSPENSION; ORAL 
HYSTATZH 

> ADD > AA ROXANE 
> ADD > 

ONDANSETRON HYDROCHLORIDE 

INJECTABLE; INJECTION 
ZOFRAN 

GLAXO 

ORPHENADRINE CITRATE 

lid~ddd'UHtt~l~cl/ 
100,000 UNITS/GM 

100,000 UNITS/ML" 

EQ 2MG BASE/MlJl 

TABLET, EXTENDED RELEASE; ORAL 
HORFLEX 

I ADI n~7 Ii. d dMM 
3M 100MG 

IdR£dtttI.DR~tRAttl 
IADI -7~~~A~7 Ii.~~ 

CiI BOLAR 100MG 

N19757 001 
JUN 17, 1991 

I~f> f.M..d 1.6.6 f./ 
N61810 001 

N62832 001 
DEC 27, 1991 

N20007 001 
JAN 04, 1991 

/~f.#t>.1I#f./ 
N12157 001 

1~~(.~.dj.N.df./ 
N84303 001 

--_._----------- ----- - -

OXACILLIN SODIUM 

INJECTABLE; INJECTION 
OXAc:ELLl:H SOD:tU1 

>.-M!.!L> AP APOTHECON 
> ADD > AP 
>-A!2.JL> AP 
>-A!2.JL> AP 
>-A!2.JL> 
> ADD > AP 
>-A!2.JL> 
>-A!2.JL> AP 
>-A!2.JL> 
>-A!2.JL> CiI 
>-A!2.JL> CiI 
>-A!2.JL> ;;) 

> .....!Q.!L> CiI 
> ADD > CiI 

IM/ It.L~.t~~/~.t~~1 

1M} 
lill 
IM.I 
IM/ 
IMI 

CiI ELKINS SINN 

CiI 

CiI 

CiI 

CiI 

CiI 

53 

E~ 250MG BASEIVIAL N61490 001 
E~ 500MG BASEIVIAL N61490 002 
E~ IGM BASEIVIAL N61490 003 
E~ IGM BASE/VIA!. N62737 001 

DEC 23, 1986 
E~ 2GM BASEIVIAL N62737 002 

DEC 23, 1986 
E~ 10GM BASE/VIAL~ N61490 006 

MAY 09, 1991 
EQ 250MG BASEIVIAL NS0195 001 
EQ 500MG BASE/VIAL N50195 002 
EQ IGM BASEIVIAL N50195 003 
EQ 2GM BASE/VIAL NS0195 004 
EQ 4GM BASE/VIAL N50195 005 
It~~~clG'B~~t)~tA" 

If,~~i~i~~:!~~~ Itg'tddclG'Ba~tlYtA~1 

Itg~i.Gcl~~A~tlYtA'1 If7~~~~iiJ~~j~ 
Itg~~~~tLYil.'l If 7~~~~i~7:~~~~ 
It~Gcl'Bl.st)~tI.LI ;;~i~~~U~~ It~~M'BA~t)v~1 

Iftr.l.dj..;/f.~MI 
EQ 250MG BASE/VIAL N62711 001 

FEB 03. 1989 
EQ 500MG BASE/VIAL N62711 002 

FEB 03. 1989 
EQ 1GH BASE/VIAL N62711 003 

FEB 03. 1989 
EQ 2GH BASEIVIAL N62711 004 

FEB 03, 1989 
EQ 4GM BASEIVIAL N62711 005 

FEB 03, 1989 
EQ 10GM BASEIVIAL N62711 006 

FEB 03, 1989 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 54 

OXACILLIN SODIUM OXAZEPAM 

INJECTABLE; INJECTION CAPSULE; ORAL 
>~> /~dS14P~LtH/ OXAZEPAM 
> DLT >/4~1 ~~j~j~~7 It '~sd~~'d4SE)vt4LI 

~J~j~ 
B* CHELSEA 10MG N71661 001 

> DLT >/i I Il ~~o~Bi~lJvti(1 MAR 02, 1988 
> DLT >/2P/ Il '~ooMa'9islJvti(1 B* 15MG N71662 001 
> DLT >/ PI Il '~oo~s'Bis£Jvtill MAR 02, 1988 
>DLT>/API Il '1S~'BAslJvtil7- B* 30MG N71663 001 
> DLT >/jpl I ~S~BAs£JVIALI MAR 02, 1988 
> DLT >1 1.1 IE "'I~~9AsEJv~~Y 

ID~~'~11~~:~~~~ Ir--xl /t~rJ,¢1 ItV#M../.d,d~1 
> DLT > 
> DLT >IMI IE~'~~M'd4st)vi4LI Ir-'IJ /j..~rJ,¢1 1rJ,~~~#.;~7~~ ~ I ~,d.~ ,d,:t ,j..~~ "dj.. 
>~>/iY IE "'i~H.::BA~~}vIID /D~~'~~1~~~g~~ Ir--xl 1~.drJ,¢1 1rJ,~~~~~~~7~~~~ > DLT > 
> DLT >/APl /t~~~M'p~SE)vt~1 1~~.dj..j~1 ~.d~1 /rJ,A~I.#.;Ij..j#/ 

OXANDROLONE OXTRIPHYLLINE 

If~~~~tl~~,(tI TABLET, DELAYED RELEASE; ORAL 
CHOLEDYL 1'/i/~t,(~t.tI 1f..:~rJ,¢/ 1~j..'Jjj..M~~j..1 ~2~~ NM~t7Dklj.~/ 11..6dM~1 ~~:~~~~~~:~:~~~ 1~:ao[;i~1 

TABLET; ORA,L PARKE DAVIS 200MG N09Z68 007 
OXANDRIN 100MG N09Z68 003 

GYNEX 2.SMG N13718 001 Idlt~Rtp~iLLtHtl 
/~/ -7 ~~A~7-- /id6~~/ IA0~'1~1'f~:~~ OXAZEPAM /~gl IUdrJ,@/ IAb~'~~1%~~~1 

CAPSULE; ORAL Ci) BOLAR 100MG N87866 001 
OXAZEPAM AUG 25, 1983 

> DLT >/~M 7i<tv:tttt~AP / /~cl@1 1rJ,~~)~i1~f~~~~ GI 200MG N87835 001 
> DLT > AUG 25, 1983 
> DLT >/~g/ /i.s~G/ 

;$~~~~~~ > DLT > 
> DLT >/A~I If.dW OXYBUTYNIN CHLORIDE 
>~> 
> ADD > GI AM THERAP 10MG N71955 001 TABLET; ORAL 
> ADD > MAR 03, 1988 OXYBlJTYKIH CHLORXDE 
> ADD > GI 15MG N71956 001 I~M l~dtMI 

( 

I~cl@/ 1A~~Jit:7i~~~~ > ADD > MAR 03, 1988 
> ADD > Ol 30MG N71957 001 Ol BOLAR 5MG N7Z485 001 
>....AQ!L> MAR 03, 1988 APR 19, 1989 

> DLT >/4BI IJi~A~rJ,/r-,(~j.¢'$1 ISM~/ ~~;~~~i~~~~ >...Q!.L.> Ir. ~ .. ,1. ~ 
> ADD> B* PHARM BASICS 5MG N70746 001 
>-AQ.!L> MAR 10, 1988 



PAMIDRONATE DISODIUM 

INJECTABLE; INJECTION 
AREOlA 

CIBA GEIGY 

PANCURONIUM BROMIDE 

INJECTABLE; INJECTION 
PAHCUROtaU-I BROMI:DE 

IMJ /.(jjltdl 

1M.! 
Cil QUAD 

Cil 

PENTOBARBITAL SODIUM 

CAPSULE; ORAL 
SODnJM PEtn'OBARBrTAl 

laal 1¢~tt~tAI 
@ CHelSEA 

> ADD > @ ELKINS SINN 
>~> 1~/~A~f0M/~~A~Mj¢$1 

IAal l~jtfHIAjt~$jl 
Cil I'NETH AYERST 

PENTOSTATIN 

INJECTABLE; INJECTION 
NIPENT 

PARKE DAVIS 

PERPHENAZINE 

TABLET; ORAL 
PERPHENAZINE 

B* CHELSEA 

1151.1 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 

30MG/vIALa 

l!clJUcl-'1 

Itcl.iilcl-'I 
1MG/ML 

2MG/Ml 

n~~clM 
100MG 
100MG 

fj..d.dM~/ 
1i,~~clrJ/ 

100MG 

10MG/vIALI1I 

8MG 

I~M~I 

N20036 001 
OCT 31, 1991 

IM#.d.4/.d.dtl 

~~~~~~i:~,t~~~~ 
N72209 001 

JUN 03, 1988 
N72208 001 

JUN 03, 1988 

1~~~1~j./.6#1 
N85791 001 
N83368 001 

~~~~1~~~:~M~ 
N83239 001 

N20122 001 
OCT 11, 1991 

N89700 001 
DEC 23, 1987 

Ip~~n}~%~~~~ 

PHENDIMETRAZINE TARTRATE 

CAPSULE, EXTENDED RELEASE; ORAL 
PHENDIMETRAZINE TARTRATE 

BC VITARINE 105MG 

I~¢/~~~~~~~~~~ ~:;;::~ 
@ SOLVAY 105MG 

TABLET; ORAL 
> ..!Q.!L > BOHTR%L PDM 
> ADD > AA CARNRICK 35MG 
>~> -- I~H~HDIMttRAitH~~At~ 
> DLT >/AA/ -7¢PRP7 ------ -~5tM~1 IAAI 1i5~al 

PHEHDlMETRAZIHE TARTRATE 
Cil CORD 35MG 

AA MIKART 35MGa 

PHENTERMINE HYDROCHLORIDE 

>~>/Mi 
>~> 

>..!Q.!L> 
>..!Q.!L> 

CAPSULE; ORAL 
PHEHTERMtHE HCl 
/PlJ~Al'ltpl 

@ DURAMED 

/56MGI 

30MG 

PHENYTOIN SODIUM 

INJECTABLE; INJECTION 
PHEHYTOZH SODnJM 

IAfl 1$3t~PA~J It6cl~lM'l 

@ SOLOPAK 50MG/ML 

PINACIDIL 

CAPSULE, EXTENDED RELEASE; ORAL 
PINDAC 

LEO 12.5MG 

25MG 

55 

N18074 001 
ItV.M1;'t/.d.d jJ 

Ipf~'~~i7~:~~~~ 
N88024 001 

DEC 22, 1982 

N85272 001 

~~~~g~~~:~:~1~ 
N86365 001 
N89452 001 

OCT 30, 1991 

IA~~11~11~~~~~ 
N88948 001 

APR 25, 1986 

1~f,~~tj./.d.dj.1 
/Pt¢Ij.~.; fj..4~(t1 

N88521 001 
DEC 18, 1984 

N19456 001 
DEC 28, 1989 

N19456 002 
DEC 28, 1989 
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> ..1!.!.L.> 
>.J!ll...> 
>--AlliL> 
>--AlliL> 

PINACIDIL 

CAPSULE. EXTENDED RELEASE; ORAL 
PINDAC 

It.-J.t-(.:JI I#.:~M¢I 

PIPECURONIUM BROMIDE 

INJECTABLE; INJECTION 
ARDUAN 

n~M¢1 

Ip~¢A~P~1 IjM¢~t.1 

ORGANON 10MGIVIAL 

PIPERAZINE CITRATE 

SYRUP; ORAL 
nPERAZl:HE C%TRATE' 

,pf~7~i~%~~1~ 
Ipf~7~~~%~~~1 

1)~~7~1%~;~~ 
N19638 001 

JUN Z6. 1990 

IW 7d/..f1.~l! Itg'5ddM~'B4stl5Ma 1~~~jj(tfMjJ 
a BARRE EQ 500MG BASE/SML 

POLYETHYLENE GLYCOL 33S0; POTASSIUM CHLORIDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE 

POHDER FOR RECONSTITUTION; ORAL 
NULYTElY 

N80774 001 

BRAINTREE 4Z0GM/BOT;1.48GM/BOT;5.7ZGM/BOT; 
11.ZGM/BOTR N19797 001 

APR ", 1991 

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

POHDER FOR RECONSTITUTION; ORAL 
COlYTE 

lill 1~#PlA~p/¢~~~j.¢~1 li~1:1~M)~~C~E:t{i:8iSMli~C~HJ/ 
/6. 36~/mKEt}~3~liAQKE ,I 
/tI7sG~]PAC~E - - 7~1~~~A/~~~1 

/p¢f/~~:fj.4Mt/ 
AA REED AND CARNRICK Z27.1GM/BOT;Z.8ZGM/BOT;6.36GM/BOT; 

5.53GM/BOT;21.5GM/BOTR N18983 010 
JAN 31. 1989 

a ZZ7.1GM1PACKET;Z.8ZGM/PACKET; 

COlYTE-FLAVORED 
!A REED AND CARNRICK 

M 

GlYCOPREP 
AA GOLD LINE 

/aa/ /~p~t~~~A~MI 

POTASSIUM CHLORIDE 

INJECTABLE; INJECTION 
POTASSIUM CHLORXDE 

> DLT >/M/ 
> DLT >/l!"P./ 

n~d(Jff/ 

> --AlliL > a ABBOTT 
>--AlliL> a 
>...Q1L> 
> -.AQ.!L> a 
>...Q1L> 
> ADD > a 
-IM/ l¢pfft~1 /J,"(JI 

/1.p/ 
a CUTTER 
a 
a 

/Ml Itt.~j.~#~j.~~/ 
a ElKINS SINN 

6. 36GMlPACKET;5.53GM/PACKET; 
Zl.5GMlPACKET N18983 004 

OCT Z6. 1984 

227.1GM/BOT;Z.82GM/BOT;6.36G~VBOT; 

5. 53GM/BOr; Z1. 5GM/BOTR N18983 008 
NOV 14. 1991 

?40GM/BOT;Z.98GM/BOT;6.7ZGM/BOT; 
5.84GMlBOT;ZZ.72GM/BOTR N18983 009 

'NOV 14. 1991 

236GM/BOT;2.97GM/BOT;6.74GM/BOT; 
5.86GM/BOT;ZZ.74GM/BOT N7Z319 001 

DEC 23. 1988 
/i!~GM)BCt{i:'1G~)8dt{~:1~G~8Ct{/ 
/S786GM18of1it:14Gij}Botz-7~ jl9/~dj/ 

/pt¢ ~-;.:Jj~~N 

/1Mt~)Mll 
IlMi 2~?/ 

1MEQ/ML 
1MEQ/ML 

/t..:~t.~MU 
Z.4MEQ/ML 

/j,.:~Mt.~MU 
3.ZMEQ/ML 

t E 1M? 11MEi'MlI 
~3S~ 2~~ 

IMEQ/ML 
ZMEQ/ML 
3MEQIML 

/t~!Ucl!;/ 
ZMEQ/ML 

~~~~~~~~:~~~~ 
N80Z0S 003 
N8334S 003 

1~r-#.d~/.d.6(tf 
N80205 004 

/~r-~#~/.d~~/ 
N80205 005 

~~~~}~!~}~i~ 
N80195 002 
N80195 001 
N80195 003 

I~M#j,/.d.djl 
N80Z03 001 
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POTASSIUM CHLORIDE PRAZOSIN HYDROCHLORIDE 

IN~ECTABLE; IN~ECTION CAPSULE; ORAL 
POTASSIU-I aiLORl:DE PRAZOSl:H HCL 

~H~ JUMMi3tV I~MltrMLI ~~~~~~~~l~~~ 
> DLT >/~ If,.M/ftliRAP! It~~~~'BA~tl 1~#.1M./.6.6jJ 

/5~E }~LI > DLT > IAj~~~~J~7~~1~ I pi It.tt.t.:l1 n~g 2~LI > DLT >/~M ItOcl~~~~tl 
(j) LILLY 2MEQ/ML N07865 002 > DLT > 

~~~~~~1~1~~~~~ AP STERIS 2MEQ/ML N86208 001 > DLT >/~M Iltd'5MG'B~~U 
AP 3MEQ/ML N86210 001 >.JLbL.> 

>..AQ.!L> (j) AM THE RAP EQ IMG BASE N72782 001 
>--AQ.!L> APR 11, 1989 

PRALIDOXIME CHLORIDE > --AQ.!L> @ EQ 2MG BASE N72783 001 
> --AQ.!L> APR 11, 1989 

IN~ECTABLE; IN~ECTION >--AQ.!L> @ EQ 5MG BASE N72784 001 
PRALl:DO>a:ME aiLORl:DE >..AQ.!L> APR 11, 1989 

IMI 14JAP/ 1!~~mA'1 1~~~~~~17i:~~3~ 
@ QUAD 1GWVIAL N72224 001 PREDNICARBATE 

NOV 23, 1988 
PROTOPAM aiLORl:DE OINTMENT; TOPICAL 

IMI IMtftl/kft~M7 1!~~Nt~'1 l~t~:j:!>M.6.6~1 DERMATOP 
HYETH AYERST IGM/VIAL N14134 001 HOECHST ROUSSEL O.l%){ N19568 001 

SEP 23, 1991 

PRAVASTATIN SODIUM 
PREDNISOLONE 

TABLET; ORAL 
PRAVACHOL TABLET; ORAL 

BRISTOL MYERS SQUIBB 10MGq N19898 002 PREDNISOLONE 
OCT 31, 1991 >..AQ.!L> @ ELKINS SINN 5MG N80625 001 

20MGq N19898 003 >.JLbL.> 1~/.Q0A~fYMlp~ARMj¢$1 I~M¢I 1~f,#tN6.df./ 
OCT 31, 1991 

PREDNISOLONE ACETATE 
PRAZEPAM 

IN~ECTABLE; I~ECTION 

CAPSULE; ORAL PREDNISOLONE ACETATE 
PRAZ E PAM l~pI l¢t~fRAt.lp~ARM~1 1~~M¢!Mt.1 I~M.1tj/.6.6~1 

I~M 7P~MMJ~A#¢~1 l~cl~1 1~~~~:~;1~i:~~~~ @ CENTRAL PHARMS 25MG/ML N84717 001 

I~§I l!dM~1 
l~pI IUMM~~I ~~~~~~~~~ INf;>('~M.6.6jJ 

IN1.64#/.6.6f./ I~PI /N~~.1M/.6.6~/ 
l~rJj/#.: / ~.4M / BP STERIS 25MG/ML N83654 001 

B* PHARM BASICS 5MG N70427 001 BP 50MG/ML N85781 001 
NOV 06, 1987 

B* 10MG N70428 001 
NOV 06, 1987 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'91 - DEC'91 58 

PREDNISOLONE SODIUM PHOSPHATE PREDNISONE 

SOLUTION/DROPS; OPHTHALMIC TABLET) ORAL 
PREDKISOLOHE SOD:n.t'I PHOSPHATE PREOtasoHE 

>~>IAtI I~AR~~7~j~d7 IE~'d:ii2'PHdSPHA17' 

I~~~~ 
> DLT >/~§/ JljIlRA~tp7 I~I 1~66'J~(tf.d#1 

> DLT > /oJI Il. 7~~?'~~J > DLT > I~¢f !J5~~n.461~ > DLT > I~/ ~~~~:~:~~~~~~~~~~~~~~ > DLT >/~§/ I~ '~~~'~t~i:~!f > DLT > 1M > DLT > 
> ADD > a SOLA BARNES HIND EQ 0.11% PHOSPHATE N84171 001 > DLT >IW I~ Ip~~6~~~~/.d. l >...AQ!L> a EQ 0.9% PHOSPHATE N84168 001 > DLT > ff. . . ,jj.~r, 
>...AQ!L> a EQ 0.9% PHOSPHATE N84169 001 >...AQ!L> a DURAMED 5MG N88394 001 
> ADD > a EQ 0.9% PHOSPHATE N84172 001 >...AQ!L> OCT 04, 1983 

AI STERIS E~ 0.11% PHOSPHATE~ N81043 001 >...AQ!L> a 10MG N88395 001 
OCT 24, 1991 > ADD > OCT .04, 1983 

AI E~ 0.9% PHOSPHATE~ N81044 001 > ADD > a 20MG .N88396 001 
OCT 24, 1991 > ADD > OCT 04, 1983 

>...AQ!L> a ELKINS SINN 5MG N80491 001 
> ADO > a 20MG N858ll' 001 

PREDNISONE > DLT > ~~~~A~~~/~~~~j¢~1 ~~~~~I ~~~~~1i~l~i~ >....Q.!,.L.> 
TABLET) ORAL AB ROXANE .Y:!§ N87800 001 

1~~I'~~~l~~g~~t' APR 22, 1982 
I~~¢I 1~6.d~9'JI P.dtl AI! 2.5MG N87801 001 

a MILES 5MG N80293 001 APR 22, 1982 
PREDKICEH-l1 AB 10MG N84122 001 

AB CENTRAL PHARMS 5MG N84655 001 AB 20MS N87342 001 
n~1 I~I 1~6~~~/~MI AB 50MG N84283 001 

PREDKISOHE n~lloJI ~~¢I /tlj.jt.d9f.d.dl' 
I~~I 7AMl~t~~~1 I~~¢I I~~~'·~~~ji~~~~ I A~~'1~'~1i'~~~~ 
I~~I 1t.6~¢1 1~6~'J#/d~tI loJI II..:~~ I~Mf.·dj. "dM./ 

IAPRa£;A<S6H 
I~# IM~¢I 1~~~~~~~7~~~~ loJI IJIJra¢ . 1~6(tf.#/~.df.1 

I~p. 1#.;1f.~6~1 a QUANTUM PHARMICS 20MG N17109 001 
a AM THE RAP 5MG N89387 001 ~~~ ~~;~ ~~~~~~~~~:~i~ . NOV 06, 1986 
Ci) 10MG N89388 001 

NOV 06, 1986 
a 20MG N89389 001 PRHIIDONE 

I~# I~ARRI 1~.6~¢1 
NOV 06, 1986 
1~6('M('f.6.6t1 TABLET) ORAL 

a BARR 50MG N86596 001 Ptm-a:DOHE 
laDI ·/~dt.A~7 11.5d~1 1~6~~~I./P.dtl 

Gl BOLAR 250MG N85052 001 

-------- --._--- ---_. 
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PROCAINAMIDE HYDROCHLORIDE 

CAPSULE; ORAL 
PROCAl:HAMtDE HCL 

IAft 
I~I 

7~(JtA~7 11.tdM~1 
I~~~M~I 

., BOLAR 250MG ., 500MG 

INJECTABLE; INJECTION 
PROCAl:HAMtDE HCL 

IM/ I®API I!ddM~lclbl 

IMI IM~cl~lclbl 

., QUAD 100MG/ML 

Gl 500MG/ML 

IMI I~A~~t~/¢~jt¢(Jffl 1!~~M~)Mbl 

1M.! 15d~cl~)Mbl 

Gl WARNER CHILCOTT 100MG/ML 

QI 500MG/ML 

TABLET, EXTENDED RELEASE; ORAL 
PROCAl:HAMtDE HCL 

lAM 7d~tA~1 I!~I 

QI BOLAR IGM 

PROCAH SR 

I~~I 1P1.~~UpMjM I!~cll 

PARKE DAVIS IGM 

PROCAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
PROCAl:HE HCL 

IMI 
n~1 

1¢t)fft~7 li?1 
n~1 

QI CUTTER 1% 
(j) 2% 

IApl 
I~~I 

Ittr-ft1(J~1 li?1 
I~~I 

AP STERIS 1% 
AP 2% 

~~~~~~;~~:~J~ 
N83795 001 
N84357 001 

IM'~~~1i~~:!~~~ 
IMAf 1~.6.;1;f..4~~1 

N89Z56 001 
MAY 30, 1986 

N89257 001 
MAY 30, 1986 

IM~~':d~1%:~~~~ 
I~M~~HMjJ 

IMAf/.6~.;n~~M 
N89528 001 

MAY 03, 1988 
N89529 001 

MAY 03, 1988 

I~M~#/~#I 
IJA~n~.;n~MI 

N89520 001 
JAN 15, 1987 

IJ~~11~jf~~~~ 
N88489 001 

JAN 16, 1985 

~~~~~j~~:~:~~~ 
N80415 001 
N80415 002 

1~~~~~f>/.6.6f'/ 
1~~~~-;f>/.6#1 

N83535 001 
N83535 002 

PROCHLORPERAZINE EDISYLATE 

1¢~~~~~~,~i~~~i~~/t~j~j~~~f~M¢/~A~t/Mtl 
(j) PHARM BASICS EQ 10MG BASE/ML 

INJECTABLE; INJECTION 
PROCHLORPERAZIHE ED%SYLATE 

IAfl I~API ItdjtM~'BAselclbl 

IAfl Itg~tl~'B~~~)Mb/ 

(j) QUAO 

(j) 

SYRUP; ORAL 
COMPA2IHE 

EQ 5MG BASE/ML 

EQ 5MG BASE/ML 

I~~I I~Kfl It~~~~~tl~clbl 
SKF EQ 5MG BASE/5ML 

IPRdcH(dR~ER~itHE'Edt~~ttJ 
I~I -7P~I.~M7dA~j~~7----- 1~~M~'B~~t)5clbl 

(j) PHARM BASICS 

PROCHLORPERAZINE MALEATE 

TABLET; ORAL 
IfRdcH(dRP~RAitHEI 

I~BI 7~P'A~7-~-----
lAM J-
/ABI 

Ql BOLAR 
(j) 

(j) 

EQ 5MG BASE/5ML 

It.EtM~'B~SE/ 
E 'iOifcf'BAse ~i t~M~'~~~~ 
EQ 5MG BASE 
EQ 10MG BASE 
EQ 25MG BASE 

59 

1¢~~1~~:~'f:~~~~ 
N88598 001 

OCT 25, 1984 

If~~':d~1~f:~~~~ 
/f~~1:d~1'f~~~~ 

N89637 001 
FEB 01, 1988 

N89638 001 
FEB 01, 1988 

Itlf..f..f..~M.6.df./ 
Nlll88 001 

I¢~gn~:~~f:~~~~ 
N88597 001 

OCT 25, 1984 

~~~~~~~~:~:~~~ 
It~~~.19/.d.df..1 

N85580 001 
N85178 001 
N85579 001 
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PROCHLORPERAZINE MALEATE 

TABLET; ORAL 
PROCHLORPERAZl:HE MALEATE 

IAgI Ip0RAMtBJ ItQ't~G'dA~1 

IAgI 
laD! 

B* DURAMED 

B* 

B* 

PROMETHAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
PROME"nfAZIHE HCL 

I A~I h-'tMMdM 
/~y 

A£ STERIS 
AP 

SUPPOSITORY; RECTAL 

1~~;'P'~~~~~~t/~¢tl 
PROMETHEGAN 

BR G AND H 

PROPANTHELINE BROMIDE 

TABLET; ORAL 
PRO-BAHT'KIHE 

I~Od~~":gA~~1 

It~~G 'dA~il 

EQ 5MG BASE 

EQ 10MG BASE 

EQ 25MG BASE 

l~tro1G)~(1 
IS~~G2M~1 
, 25MG/ML· 
50MG/ML 

1~.dM¢1 

50MG 

>-AmL> M 
> ADD > AA 
> ""'DLT > /ll/ 
> DLT >/'Ail 

SCHIAPPARELLI SEARLE ~ 
15MG 

l~tA~ttl ~~" 

/t-1M~4/ddjJ 
1,J,(WM:~79~jl 
f,J~~1~~~;(~~~~ 
l,Jk~n~,~~:~~ 

N89484 001 
JAN 20. 1987 

N89485 001 
JAN 20. 1987 

N89486 001 
JAN 20. 1987 

~~~~~~~~:~~~ 
N83532 001 
N83532 002 

1A6~'1~1%~~~~ 
N87165 001 

AUG 14. 1987 

N08732 003 
N08732 002 

~~~~~~~~~:~~~ 

PROPARACAINE HYDROCHLORIDE 

SOLUTION/DROPS; OPHTHALMIC 
> OLT > /PRdpARACAIHt'HC(/ 
> OLT >/At/ ~~~~~~7~j~ij7-­
> OLT >/lJ/ 
>-AmL> ~ SOLA BARNES HIND 
>...!Q.!L> ~ 

Id:'5-).1 
1~~"t"JI 

0.5% 
0.5% 

PROPOXYPHENE HYDROCHLORIDE 

CAPSULE; ORAL 
PROPOXYPHENE HCL 
~ ALRA 

1~/~A~MA'iJ 

PROPRANOLOL HYDROCHLORIDE 

INJECTABLE; INJECTION 
PROPRANOLOL HCL 

65MG 
IppM¢1 

IAiI 7$~t~AKJ li~G/~'1 

~ SOLOPAK IMG/ML 

SOLUTION; ORAL 
PROPRANOLOL HCL 

laA! Ip~f.~M/~k#¢M It!1cl~l~'' 

IAA! I!td~G)§mJ 

~ PHARM BASICS 20MG/5ML 

~ 40MG/5ML 

IAA! /~(J'#~tI It!1cl~)t~(f 

IW I~~~b/ 

ROXANE 20MG/5ML 

40MG/5ML 

60 

~~~~f~t~:~:f~ 
N84144 001 
N84151 001 

N83184 001 
Itlf>'Jt~('I.d.djJ 

IA~~j1~1~~~~~~ 
N70135 001 

APR 15. 1986 

/t-1.if..4f,(.fd#/ 
IM~~~1~i~7:~1~ 
1r1'(~/(Jf>.; /f.j~.41 

N71984 001 
MAR 03, 1989 

N71985 001 
MAR 03. 1989 

IM~~~1~~%~~~~ 
l~jdf,'~d/6 6~1 

IMf..f/~p:;/;(4MI 
N70979 001 

MAY 15. 1987 
N70690 001 

MAY 15, 1987 
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PROPRANOLOL HYDROCHLORIDE PROPRANOLOL HYDROCHLORIDE 

TABLET; ORAL TABLET; ORAL 
PROPRANOLOL HCL PROPRAHOLOl HCl 

I~M I~~t/"~I 1f.6MGI Itli.o"JiM.6.dU >-1!1L>/AM IP0~AtltpI 1f.~MrJ/ /~i.6JdU.o.o;('1 

Itl~~~M:~~7:~M~ > OlT > 1~7P~:~j'~~7~~~~ I~M 11.6clrJI > DlT >/~M /~~cl~1 

1~7~~~jB7:~~~~ ItlARfj.9.: f)..~f,.1I > DlT > 
/~M 1!f~clrJ/ 

Itl~~~~~1~~~~~~ 
> DlT >/~M 190clM 
> DlT > Ir;j~t 1.6t.:lf.9f,?/ 

I~M 1~6MrJ/ > OlT > I~,!/ / (t.otlrj./ 

;i~j~~l~~~ 
/tlAR/t.~.:/t9f,i / > DlT > 

I~M 1~~clrJ/ / M.o "JM-1.0.0 t I > OlT > /~:fl /?otlrf./ 
/tlARf)..~.: f).9f,.1 / > OlT > 

G) BOLAR 10MG N70378 001 > OLT > /~~I / f>.otlrf./ 
MAR 19, 1987 > ....Q1.L.> 

G) 20MG N70379 001 >~> G) DURAMED 10MG N70306 001 
MAR 19, 1987 >~> S~P 09, 1985 

G) 40MG N70380 001 >~> G) 20MG N70307 001 
MAR 19, 1987 >~> SEP 09, 1985 

G) 60MG N70381 001 >~> G) 40MG N70308 001 
MAR 19, 1987 >~> SEP 09,. 1985 

G) 80MG N70382 001 >-AQ.!L> G) 60MG N70309 001 
MAR 19, 1987 >-AQ.!L> OCT 01, 1986 

> DLT >/13DI 1~~t~#AI liAr&1 Itli#(t.d/.6.6U >~> G) 80MG N70310 001 
> DlT > I )0tJ~.d.:n9f,~/ > ADD > SEP 09, 1985 --
> DlT >/~M 1~~cl~1 /J~~;~t7~~~~~ >-..AQQ...> G) 90MG N71327 001 
> DlT > >-AQ.!L> OCT 01, 1986 
> OLT >/AM 1t±6MGI /tl:t.oMHo.oU Il.al ItlA~tt~1 1f.~rjM 

;:~lm~~~ 
> DLT > 

I J%~~~i~7:~~~~ > DLT >/13"M 1~~cl~1 I~DI I~MGI 
> DlT > I )Atlfj.~.; f)..~f>i I 
> DLT >/AM 1§~r&1 

I )0~;~~17~:~~~~ IAD/ N:~M 
> DLT > 

;Z~l~~m~ > ADD > Ql CHELSEA 10MG N70140 001 I~M 166MGI 
>....!!!JL> JUL 30, 1985 
>....!!!JL> G) 20MG N70141 001 lAM I~.M 

I A0~/d(,7A:~~t>1 >....!!!JL> JUl 3D, 1985 
> ADD> G) 40MG N70142 001 AB SCHERING 10MG N70120 001 
>....!!!JL> JUl 30, 1985 AUG 06, 1985 
>....!!!JL> G) 60MG N70143 001 AB 20MG N70121 001 
> ADD> JAN 15, 1987 AUG 06, 1985 
>....!!!JL> G) 80MG N70144 001 AB 40MG N70122 001 
> ADD > JUL 3D, 1985 AUG 06, 1985 

AB 60MG N70123 001 
OCT 29, 1986 

AB 80MG N70124 001 
AUG 06, 1985 
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PROPRANOLOL HYDROCHLORIDE PYRILAMINE MALEATE 

TABLET; ORAL TABLET; ORAL 
PROPRAHOLOL HCL P'l'R:rLAMIHE MALEATE 

1"1 7$~~t~Ji~A~t17 I~~I I)~~~a~~~~~:~~ IMI 7¢~U#A/ IgtrJ.sl 1~~~~-;f./~M'/ 
Q) CHELSEA 25HG N85231 001 

/I~DI I§~rjl IJ~~}~~1~~~~~~ IMi I~;i¢~t~/ I~~I 1~~##/~~f./ 
RICHLYN 25HG N80808 001 

GI SUPERPHARM 40MG N71517 001 
JUN 08, 1988 

GI 80MG N71518 001 QUAZEPAM 
JUN 08, 1988 

TABLET; ORAL 
DORAL 

PROTAMINE SULFATE BAKER CUMMINS 7.5HG N18708 003 
FEB 26, 1987 

INJECTABLE; INJECTION 15MG N18708 001 
PROTAMINE SULFATE DEC 27, 1985 
/~Ap/ 1~~M¢Nj.At.1 /~M-;~1/66f./ /P~~~~~~%~MM;i~~/ /MAf /J6.;If.:9~PI Ij.:~M¢1 1f~~7~~'~;~:~1~ Q) QUAD 50MG/vIAL N89307 001 

MAY 30. 1986 /f.~M¢1 ID~~7~j:~7{~~~~ 
PSEUDOEPHEDRINE HYDROCHLORIDEi TERFENADINE 

gUINAPRIL HYDROCHLORIDE 
TABLET, EXTENDED RELEASE; ORAL 

SELDANE-D TABLET; ORAL 
MERRELL DOH 120MG;60MGJI N19664 001 ACCUPRIL 

AUG 19, 1991 PARKE DAVIS EQ 5HG BASE" N19885 001 
NOV 19, 1991 

EQ 10MG BASE .. N19885 OP2 
PYRIDOSTIGMINE BROMIDE NOV 19, 1991, 

EQ 20MG BASE .. N19885 003 
TABLET; ORAL NOV 19, 1991 

PYRIDOSTIGMINE BROMIDE EQ 40MG BASE .. N19885 004 
KALI DUPHAR 30MG N89572 001 NOV 19, 1991 

NOV 27, 1990 
Ip~~tpA¢1 I-;~M¢/ I~M~i.H6.6f.1 

I~r,j-; nJ, /f.!I!I.6/ QUINESTROL 

TABLET; ORAL 
PYRIDOXINE HYDROCHLORIDE ESTROVIS 

PARKE DAVIS O.lHG N16768 002 
INJECTABLE; INJECTION 

P'l'RXDO><XHE HCL 
IMI lttt1M~1 /~~~clrjlcl'l 1~~-;jp.6/.6~f./ gUINIDINE GLUCONATE 

AP STERIS 100MG/ML N83760 001 

ItA~~~.U~'AtI 
I. I~t~~#/ f.jrr:~ ~~~~~~~~;;~~ 
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QUINIDINE GLUCONATE 

1:f~~l~~~~'MI 
(j) BERLEX 
(j) 

266MG 
400MG 

TABLET. EXTENDED RELEASE; ORAL 
IgutHAttl'1tl 

I~M 7~~~A~7 
(j) BOLAR 
~to:D:tHE GWCOHATE IABI ¢~A~JU 

(j) ROXANE 

QUINIDINE SULFATE 

TABLET; ORAL 
~D:tHE SULFATE 

IA~/ ~¢ARpl 

(j) VANGARD 

GlUZHORA 

I~DI l~tIIP~ARM~1 
(j) KEY PHARMS 

RAMIPRIL 

CAPSULE; ORAL 
ALTACE 

HOECHST ROUSSEL 

l~l,5:MrJI 
324MG 

1~1.4MrJI 

324MG 

IM~MrJI 

200MG 

IM~MrJI 
200MG 

1. 25MGlI 

2.5MGlI 

5MGlI 

10MGlI 

N85978 001 
N86099 001 

I~M(t~/~.6fJ 
N87448 001 

1,J~~~~~1%~~~~ 
N88431 001 

JAN 06. 1984 

I ,JG~nl~jf:~~l~ 
N87909 001 

JUL 13, 1982 

I~M~.1U,MjJ 
N83576 001 

N19901 001 
JAN 28. 1991 

N19901 002 
JAN 28. 1991 

N19901 003 
JAN 28, 1991 

N19901 004 
JAN 28. 1991 

RANITIDINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
ZANTAC IN PLASTIC CONTAINER 
l¢t~~1 It~/~~M¢/~A~t!j~~Mtl 

QI GLAXO EQ 50MG BASE/I00ML 

EQ IMG BASE/MlJ:( 

RAUWOLFIA SERPENTINA 

TABLET; ORAL 
RAUWOLFIA SERRENTINA 

BP DANBURY 50MG 
I~I /~,6M¢/ 

RESERPINE 

TABLET; ORAL 
RESERPINE 

>~> (j) ELKINS SINN O.lMG 
> ADD> QI 0.25MG 
> DLT > 1~/'~A~fPM/~~ARM;f¢M /.6,:jM¢1 
> DL T > I~/' /.6,:#M¢1 

~~~~ 1~~;fftlf~l-l~tI~AYt#~/~f~~~~1 
(j) WHITE TOWNE PAULSEN O.lMG 
(j) 0.25MG 

nr.¢1 
QI IMG 

RITODRINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
RrrODR:tHE HCL 

AP ABBOTT 10MG/MLA 

AP 15t1G/MLA 

IAtI I~Apl 1!~MrJlclbl 

QI QUAD 15MG/ML 

Ipf~7j~:~'f~~~~ 
N19593 001 

DEC 17, 1986 
N19593 002 

SEP 27. 1991 

N80907 001 
/~~,69,6.1 /.6.dj/ 

N83145 001 
N33145 002 

INMj(t~/.6.6j/ 
Itl~j.j4~/.6.67-1 
IN)3,6.1j.f. /.6,6 jJ 
I~Mjt~/~#/ 

N80723 001 
N80723 002 

IN~,6.1tf.1 ~~j.1 
N80723 003 

N71618 001 
FEB 28, 1991 

N71619 001 
FEB 28. 1991 

I ~~~~:~~:~%:~~~~ 
N70701 001 

OCT 06, 1986 
RITODRINE HCL IN DEXTROSE 5% IN PLASTIC CONTAINER 

ABBOTT 30MG/I00MLA N71438 001 
JAN 22. 1991 
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SECOBARBITAL SODIUM 

CAPSULE; ORAL 
SECOBARBrrAL SOD:nJ1 

laal 7~Jt~/Ajt~~f7 I~~~I 
a WYETH AYERST 100MG 

SELENIUM SULFIDE 

LOTION/SHAMPOO; TOPICAL 
SELEH:nJ1 SULF.EDE 

AT CLAY PARK 2.5~ 

>~> SERTRALINE HYDROCHLORIDE 

>~> TABLET; ORAL 
> ADD > ZOLOFT 
>~> PFIZER EQ SOMG BASE .. 
> ADD> 
>~> EQ 100MG BASE .. 
>~> 

>-AQ!L> a EQ 150MG BASE .. 
>~> 

>~> a EQ 200MG BASE .. 
>~> 

>-AQ!L> SIMVASTATIN 

>...AQ!L> TABLET; ORAL 
>-AQ!L> ZOCOR 
>-AQ!L> MSD 5MGa 
>-AQ!L> 
>...AQ!L> 10MGa 
>-AQ!L> 
>-AQ!L> 20MGa 
> ADD> 
>-AQ!L> 40MGa 
>...AQ!L> 

SODIUM NITROPRUSSIDE 

INJECTABLE; INJECTION 
. SOD:nJ1 im'ROPRUSs:tDE 

fat! 7tfP~dMtp7 f~Ms/~t~ 

a LYPHOMED SOMG/vIAL 

1t-tf,p~j.6/.6.6j.f 
N86390 001 

N89996 001 
JAN 10, 1991 

N19839 001 
DEC 30, 1991 

N19839 002 
DEC 30, 1991 

N19839 003 
DEC 30, 1991 

N19839 004 
DEC 30, 1991 

N19766 001 
DEC 23, 1991 

N19766 002 
DEC 23, 1991 

N19766 003 
DEC 23, 1991 

N19766 004 
DEC 23, 1991 

f)~~~~~1~;~~~ 
N70031 001 

JAN 17, 1985 

SPIRONOLACTONE 

TABLET; ORAL 
SP%ROHOLACTOHE 

laD! 7~3i.f..~7 n~1 

>...AQ!L> 
> DLT > 

>~> 

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

a BOLAR 

SUCCIMER 

CAPSULE; ORAL 
CHEMET 

MCNEIL 

SUCRALFATE 

TABLET; ORAL 
CARAFATE 

BLUE RIDGE 

2SMG 

100MGa 

IGM 
fMA~t9~/Mt~~ttt/p9~/ It¢Mf 

SULFABENZAMIDE. SULFACETAMIDE. SUlF~THIAZOLE 

CREAM; VAGINAL 
SULTRZH 

JOHNSON RW 3.7%;2.86%;3.42% 

IM~~~~1:1~~;~~~ 
N86898 002 

MAR 02, 1982 

N19998 002 
JAN 30, 1991 

N18333 001 
f~tf,~~-;/.6#1 

.~:N05794 001 

SULFABENZAMIDE; SULFACETAMIDE; SULFATHIAZOLE; UREA 

CREAM. VAGINAL 
> DLT > fs~'1R~1 
> DLT >IAtI ~~~~3~~/~~1 f5:1z{~:g6Z{5:'tz{~ 1~~~j9,/~~tl 
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SULFACETAMIDE SODIUM 

SOLUTION/DROPS; OPHTHALMIC 
SODDUM SULFACETAMXDE 

> DLT >/~11 IdA~~t~7~j~~1 
> DLT >/-a1! 
>DLT>/-arl 
> DLT >/~Y 
>..MllL> 
> ADD > 
> ADD > 
>....A!!JL> 

a SOLA BARNES HIND 
a 
a 
a 

SULFAMETHOXAZOLE 

TABLET; ORAL 
SULFAMEntOXAZOLE 

lAD! 7erjf-A~1 
a BOLAR 

/,£d-)'I 
lid?/ 
lid?1 
I~~~I 

101. 
101. 
301. 
301. 

l~d~MGI 
50ot1G 

SULFAMETHOXAZOLEi TRIMETHOPRIM 

INJECTABLEi INJECTION 
COTInM 

IAii Ijtt~j~1 1~~MG/Mh;i6cls)ML 

ISULF~MEttl~P~IMI 
IAii -7~AP7 ---- 18dMslML;1~G)MLI 

a QUAD 80MG/MLi16MG/ML 

~~~~~~~~:~J~ 
~~~~J~~:d:~J~ 

N84143 001 
N84145 001 
N84146 001 
N84147 001 

1~~~.6~~/.d.6fJ 
N85053 001 

1~.1j.~~6 /#d../ 
/rJt¢lJ..1.;f).9M / 

/A0~jM1;i~~J~ 
N71341 001 

AUG 07. 1987 

SULFAMETHOXAZOLEi TRIMETHOPRIM 

AP 

AP 

AB 

INJECTABLE; INJECTION 
SULFAMEntOXAZOLE AHD TRIMETHOPInM 

GENSIA 80MG/ML;16MG/MLn 

STERIS 

SUSPENSION; ORAL 
COTInM PEDZATR%C 

LEMMON 

80MG/ML;16MG/ML 

200MG/5ML;40MG/5ML 

N73303 001 
OCT 31, 1991 

N71556 001 
DEC 17. 1987 

N70028 001 
OCT 29, 1985 

ISULF~M~tHdx~tdL~'AHo~~tM~tHdpRtMI 
IADI 7p~AiUl~r- -- naOM~2E;~m1Gl~MLI 1~.1.6.6#/d.dfJ 

- Irj¢tn.~.:l/~~~I 

lAD! 
I~BI 

B* 

B* 

AB 

AB 

TABLET; ORAL 
SULFAMEntOXAZOLE AHD TInMEntOPInM 

IP~ARMeA~j¢~1 /466MMMiiI 
1~~dMMHdMG/ 

1~~~;:~~1Ji:~~~~ 
I~~~;:~~:~X:~~~~ 

N70203 001 
NOV 08, 1985 

N70204 001 
NOV 08. 1985 

N72768 001 
AUG 30, 1991 

SULFAMETHOXAZOLE AHD TInMEntOPR:01 DOUBLE STREHGnt 

PHARM BASICS 400MG;80MG 

800MG;160MG 

ROXANE ~;§Q!L.Gn 

ROXANE LABS ~;160MGn N72769 001 
AUG 30, 1991 

SULFANILAMIDE 

CREAM; VAGINAL 
SULFAHl:LAMXDE 

AT LEMMON 

ItJAsitRd!J 
IMI -7U~PtV 

SULFASALAZINE 

TABLET; ORAL 
SULFASALAriHE 

151: 

li.tH 

N88718 001 
SEP 19. 1985 

1~~~1~:~]1i:~~~~ 

>~>/AD! /erjt~1 IM~cl@/ 1~~M~4/ppj.1 
>....A!!JL> a BOLAR 500MG N84964 001 

-----. 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER lZ / JAN'91 - DEC'91 66 

SULFASALAZINE TEMAZEPAM 

TABLET, DELAYED RELEASE; ORAL CAPSULE; ORAL 
AZULF.ID%HE EH-TABS RESTORIL 

KABI 500MG N07073 002 SANDOZ 7.5MGI:C N18163 003 
APR 06, 1983 OCT 25, 1991 

IADI lJi~A~MA¢j.AI l~tl.GI 1~6161"J16#1 TEMAZEPAH 

l~tll~~~~~~~7Atj.~tl 
IAJi~/6~:: Il4f>"J1 111M Jd(JU.~1 11.~tl.GI IJ4j~~~"J/~:V 

1t>.6.6M¢1 IM~~;~~~7i~:l~ 11.81 156M~1 IM~~~~j~~td#~ 
IMA~/t."J.:A:4MI 

Ci) BOLAR 500MG N88052 001 Ci) BOLAR 15MG N70383 001 
MAY 24, 1983 MAR 23, 1987 

Cil 30MG N70384 001 
MAR 23, 1987 

SULFISOXAZOLE > DLT >/ArJ/ Ip!l~'(Mtpl l~tl.GI 1J4jj..1.6M~:U 
> DLT > 1$7~~il~~j.~.6~~ TABLET; ORAL > DLT >11.81 156tl.GI 

SOXAZOLE > DLT > I#PlM:A~ul 
Cil ALRA 500MG N80366 001 >....!QlL> Ci) DURAMED 15MG N71708 001 

I~/~A~MA'/.I 1t>~~M¢1 1t1f>~'Jf,f,N#1 >....!QJL> SEP 29, 1988 
>....!QlL> Cil 30MG N71709 001 
> ADD > SEP 29, 1988 

SULINDAC -/~M lJitM~M/~,(~j.¢M I~§I ';0~~~~~~~~i~ TABLET; ORAL lAM IjoM§! 
SUL%HDAC I ;0~/fl;A1f>f,1 

AB GENEVA 150MGI:C N72712 001 B* PHARM BASICS 15MG N70489 001 
AUG 30, 1991 JUL 07, 1986 

AB 200MGI:C N72713 001 B* 30MG N70490 001 
AUG 30, 1991 JUL 07, 1986 

@ LEDERLE .!2Q!:LGI:C N73261 001 
SEP 06, 1991 

AB 200MGI:C N73262 001 TERCONAZOLE 
SEP 06, 1991 

AB MUTUAL PHARM 150MGI:C N72050 001 CREAM; VAGINAL 
APR 17, 1991 TERAZOL 3 

AB 200MGI:C N72051 001 JOHNSON RH 0.8~ N19964 001 
APR 17, 1991 FEB 21, 1991 

AB WARNER CHILCOTT 150MGI:C N72710 001 
MAR 25, 1991 

@ 200MGI:C N72711 001 TESTOSTERONE CYPIONATE 
MAR 25, 1991 

INJECTABLE; INJECTION 
TESTOSTERONE C'tP:tOHATE 

TECHNETIUM TC-99M RED BLOOD CELL KIT Il.dl l~ti'1Md~1 lidol'1~)I'l(1 ~~~~~~~~:~~~ I~~ nti'cj;lS}i1(J 
INJECTABLE; INJECTION 

ULTRATAG 
MALLINCKRODT N/AJI N19981 001 

JUN 10, 1991 
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TESTOSTERONE CYPIONATE 

11,91 
lAM 

AO 
AO 

INJECTABLE; INJECTION 
TESTOSTERONE CYPmNATE 

l~ADl 1166~Gl~'1 

a QUAD 

a 

STERIS 

I illM~lcl.!J 
100MG/ML 

200MG/ML 

100MG/ML 
200MG/ML 

TESTOSTERONE ENANTHATE 

INJECTABLE; INJECTION 
> DLT > 1~~'At~St,i'l 
> DLT >/AM 7$~~~~ It~~M~lcl~1 
> ADD > a SQUIBB 200MG/ML 

IAdl 
~lli 
lAM 

AO 
AO 

TESTOSTERONE ENAN11iATE 
lttMMd~7 116d~G)~'1 

/iOOMSJMLI 
I~API lia~tl~JML/ 

a QUAD 

a 

STERIS 

/illM~lcl.!J 

100MG/ML 

200MG/ML 

100MG/ML 
200MG/ML 

TESTOSTERONE PROPIONATE 

~~~ 
~2~ 

AD 
AD 
!Q 

INJECTABLE; INJECTION 
TESTOSTERONE PROPmNATE 

IttMM3~7 7~!~G)~'/ 
ISOMaJML/ 
/looMsJM'1 

I~API 11~G2M~1 

a QUAD 

STERIS 

100MG/ML 

25MG/ML 
50MG/ML 
100MG/ML 

~:mii~Ji~ 
N89326 001 

OCT 28,1988 
N89327 001 

OCT 28, 1988 
N84401 001 
N84401 002 

1~~(Jj~f,/.6.6U 
N09165 001 

I~~~}~~!~~ 
/~tp fj.P.:fj..~f,P/ 

N89324 001 
SEP 16, 1986 

N89325 001 
SEP 16, 1986 

N83667 001 
N83667 002 

~~~~~:~:~~:~:~~~ 
1~f,~Mf,/.6.d~/ 

/~~~':~11%~~~~ 
N89283 001 

NOV 03, 1986 
N85490 001 
N85490 002 
N83595 003 

>-AJllL> 

TETRACYCLINE HYDROCHLORIDE 

CAPSULE; ORAL 
TETRACYCUNE HCL 
a ELKINS SINN 250MG 

> DLT > 
>-AJllL> AB 
> DLT > 

/~/~A~jpMlp~A~Mj¢~1 
VITARINE 

I~/ 

nf,.dM¢/ 
250MG 
I~/ 

> DLT > 
>-AJllL> 

P~DER FOR RECONSTITUTION; TOPICAL 
TOPICYCLINE 
IplA~/¢1 n.:~M¢!Mf.1 

ROBERTS 2.2MG/ML 

THEOPHYLLINE 

CAPSULE; ORAL 

1~~II~~~~~~~~,i~ffl IJ.6.6M¢/ 
I~~I 1#.6M¢/ 
NXI nf,.6M¢1 

a FISONS 100MG 

jj) lOOMG 

jj) l50MG 

THEOPHYLLINE 
/~M 1~¢~t~t~1 IJ.6.6,~¢1 

/~~I I#~M¢/ 

/~~I np~M¢1 

jj) SCHERER 100MG 

jj) lOOMG 

a 250MG 

CAPSULE, EXTENDED RELEASE; ORAL 

/~¢/I~J~~~~~~'~~I IJ~f,M¢/ 

jj) JOHNSON RW 125MG 

67 

N60059 001 
/tl.MdM/.d.dU 

N61471 001 
/~M.(t1jl.d.6f./ 

1~f,.dMH6.dU 
N50493 001 

/t,~~~~i~~~~i~ 
/t7~~9~i~7:~~~~ 
/tt~/ ~~.:IJ(Jf,f,/ 

N87155 001 
FEB 25, 1985 

N87155 002 
FEB 25, 1985 

N87155 003 
FEB 25, 1985 

~;~~r~~i~ 
/tl.()'N{Ji.;IJ.~f,~/ 

N84731 002 
NOV 07, 1986 

N84731 001 
NOV 07, 1986 

N84731 003 
NOV 07, 1986 

/t~~'~~%:~~~~ 
N86480 001 

FEB 08, 1985 
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THEOPHYLLINE THIORIDAZINE HYDROCHLORIDE 

CAPSULE. EXTENDED RELEASE; ORAL TABLET; ORAL 

1~~t'~~~~~~~7~~~~~~1 naoR%DA2IHE HeL 
1tf.~~¢1 I~~~~~M.~~~~ lAD! mU~7 lid'cl§l 1$'~~~7f.i~~~~ 

I~~I IJ~.6~r)1 1f7~~~'> ~76.6;l/ IADI lJ;§tJM ./tl~~M~!66jJ Ift~nf.11j.~~~1 f,JIJ '/#';n4~~1 
a CENTRAL PHARMS 125MG N88654 001 lAD! 1i~§1 1/~1~~1'~~~~~ FEB 12. 1985 ~~~ #~l66j.f a 250MG N88689 001 lAD! I~dcl~ IJ!J'/~ ;n4~,)1 FEB 12. 1985 
THEOPHYLLINE-SR lAD! /fJ~1 1/~~~~1M~~~~ I~~I 1~~~t~t~1 tJA.6~r)1 IJ~~'~~~~i~:~~ lAD! I~cl§l ~/f.~. fj.'66X/ 
a SCHERER 300MG N88255 001 ,~~~~1%~~f JUN 12. 1986 lAD! It66cl§1 1~~'~~17~~M~ 

TABLET; ORAL CiI BOLAR 10MG N88412 001 

I~~II~~~~~~~/~~~~~~I SEP 12, 19.83 
ItAA~¢1 1~~~-;~-;/.6#1 CiI 15MG N88345 001 

a CENTRAL PHARMS 100MG N85353 002 JUL 28. 1983 

I~~II~~~~~~~/~~~~~$I a 25MG N88296 001 
I#JA~¢I . I~~~-;~-;IA#I JUL 28. 1983 

a CENTRAL PHARMS 200MG N85353 001 CiI 50MG N88323 001 
JUL 28. 1983 

a 100MG N88284 001 
THIAMINE HYDROCHLORIDE AUG 25. 1983 

CiI 150MG N88410 001 
INJECTABLE; INJECTION MAR 05. 1984 

n«AMIHE HeL CiI 200MG N88381 001 

~~ 
7UI'1i'1~tV lid~fM(1 ~~~~~~~~:~~~ MAR 14. 1984 

I 7J ~I 1!tJ/ l~p~tI I~I I~~~'~~~%~:~~ . It:I~~p~t~1 I17J7JHm.!J Itt~.6~.6H6.6j.1 
a LYPHOMED . 100MG/ML N80509 001 lAD! I~I ,~~~~~~57i!i~~ Af STERIS 100MG/ML N83534 001 

AP 200MG/ML N83534 002 lAD! I~ 1,J~A~1%~~M 
lIN lillcl§l 1f'~}1~~i~~~~ THIORID~INE HYDROCHLORIDE 

3. ROXANE 10MG N88663 001 
CONCENTRATE; ORAL MAR 15, 1984 

naoRXDAZZHE HeL 3 25MG N88664 001 > ...JllL>1 M.I 7MJ~t.J 15d~r.4)Ma n~~'1~5~i~~~~ MAR 15. 1984 
>.J2.bL> 3 50MG N88665 001 
>...AQIL> CiI BARRE 30MG/ML N87766 001 MAR 15. 1984 
>...AQIL> APR 26. 1983 3 100MG N89048 001 

FEB 26. 1985 
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THIOTHIXENE TICLOPIDINE HYDROCHLORIDE 

CAPSULE; ORAL TABLET; ORAL 
THEOTHD<EHE TIC LID 

lAD! nrVjllE~MI lJ.MrY 
'A9~~~ii~}~~1~ 

SYNTE)( 2S0MG!I N19979 002 
OCT 31, 1991 

lAD! liM~1 
1A0¢1#:1f..9f,:'t1 

> DLT >/AD! l~clrY l~nf,f,M.d.dt! TIMOLOL MALEATE 
> DLT > IA~~~1~i~7~~~~ - IAIlI IJ.d~GI TABLET; ORAL 

I A0~/f.~'~{7~~~~ T.IJ'lOLOL MAl.EATE 
> DlT >/AD! li~M~1 lAD! l~ptA~1 l~clrY ItV#('~/~~f.1 
>.J!.bL> Ip~~~itll9M I 

IMM~I IMA~4f.!t·;/7~~1~ Q) AM THE RAP IMG N71884 001 IkJl 
IM~~~U:~f7:~~1~ AUG 12, 1987 

Q) 2MG N71885 001 lAD! I~I 
AUG 12, 1987 IMA~n!t.; 1f..9M I 

>-A!!JL> Q) SMG N71886 001 Q) BOLAR 5MG N72269 001 
>-A!!JL> AUG 12, 1987 MAR 14, 1989 

Q) 10MG N71887 001 Cil 10MG N72270 001 
AUG 12, 1987 MAR 14, 1989 

>-A!!JL> @ 20MG N72200 001 @ 20MG N72271 001 
> ADD > DEC 17, 1987 MAR 14, 1989 
> DLT >/kJl l~tftt.~tAl liclrY 

I J~~~~~1%:~~~~ AB DANBURY 5MGN N72917 001 
> DLT > JUL 31, 1991 
> DLT >/kj/ l~clrY IMj.(.j.j /.ddt! AS 10MGN N72918 001 
> DLT > I J0~1 j.~.:If..9M I JUL 31, 1991 
> DLT >/AD! IJ.~rY 

I J~~~~~1%:~~~~ AS 20MGJl N72919 001 
> DLT > JUL 31, 1991 
> ADD > @ CHELSEA 2MG N71626 001 lAD! IPtf~IV~A~t~~1 l~cl§1 l~j#dU~.dt! 
>-A!!JL> JUN 25, 1987 I JAtVf.~.; 1f..4M I 
> ADD > @ 5MG N71627 001 lAD! I~~/ 

I J~~~U~~}:!~1~ >-A!!JL> JUN 25, 1987 
> ADD > Q) 10MG N71628 001 IADI /~dclM 
>-A!!JL> JUN 25, 1987 I JA~/M:/f.~r,.9/ 

B* PHARM BASICS SMG N72001 001 
JAN 10, 1989 

THIOTHIXENE HYDROCHLORIDE B* 10MG N72002 001 
JAN 10, 1989 

CONCENTRATE; ORAL B* 20MG N72003 001 
no:ont:IXEHE HeL JAN 10, 1989 

laM l}i/>.¢PI It~cl~'BA~tlM11 1~1jAM/ddf.1 

It~/j.M¢/~A~t;Mtl Ip7~~1~B7:~~~~ TIOCONAZOLE 
l~tpI#.:/f..9MI 

Q) PACO EGI SMG BASE/ML N71939 001 OINTMENT; VAGINAL 
Q) DEC 16, 1988 > DLT > ~~';011~1~AI EGI IMG SASE/ML N71917 001 > DLT > 1('.:~t.I /p~~7j~~7f:~~~~ SEP 20, 1989 > .J!.bL> 

>-A!!JL> VAGISTAT-l 
> ADD > BRISTOL MYERS 6.S/. N1935S 001 
> ADD > DEC 30, 1986 

----- ----- - -- ----
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TOBRAMYCIN SULFATE TOLAZAMIDE 

INJECTABLE; INJECTION TABLET; ORAL 
TOBRAMYCIH SULFATE TOLAZAMJ:DE 

M! ABBOTT E~ 10MG BASE/ML~ N63080 001 >JJJL>/~rJ/ 7p~~k1tp7 li66MG/ I )~~j~~~~I.~~~~ APR 30, 1991 > DlT > IN~dX~n. dt/ M! E~ 10MS BASE/M~ N63112 001 '> DlT >/~D/ /~~/ I)A~tdai~~1 APR 30, 1991 > DlT > 
M! E~ 40MG BASE/Ml~ N63111 001 > DlT >IW l~ddt~M I 1dl1/d. tI 

APR 30, 1991 >JJJL> I )AtV~~.;lj)~U 
M! E~ 40MG BASE/Ml~ N63161 001 > ADO > GI DURAMED lOOMS N70165 001 

MAY 29, 1991 >...!Q!L> JAN 10, 1986 
M! ELKINS SINN E~ 10MS BASE/M~ N63128 001 >...!Q!L> CiI 250MG N70166 001 

NOV 27, 1991 >...!Q!L> JAN 10, 1986 
M! E~ 40MG BASE/Ml~ N63127 001 > ADD> GI 500MG N70167 001 

NOV 27, 1991 > ADD > JAN 10, 1986 
M! LEDERLE E~ 10MG BASE/M~ N63113 001 -/~ Ip~~r4.M/r!>~t¢~1 1iJ.~clM f)~~~1~~i:~!~~ APR 26, 1991 
M! E~ 40MS BASE/M~ N63117 001 IAD/ ItM~1 IA~~/~~~~~~Z~ APR 26, 1991 
AP E~ 40MG BASE/ML~ N63118 001 I~W Is66~/ 1~7dj.~4/6.6j.1 

JUL 29, 1991 / /..pM#.;ij.~~u 
B* PHARM BASICS lOOMS N71355 001 

JAN 11. 1988 
TOLAZAMIDE B* 250MG N70168 001 

APR 02. 1986 
TABLET; ORAL B* 500MS N70169 001 

TOLAZAMJ:D E APR 02, 1986 
/~D/ 7~dtt..~7 /illMJV / ~~~~:~~17~~~~~ 
/W If56MGI /A~~~:~ii~~~~i~ 

TOLBUTAMIDE 

/~ Is66M~1 TABLET; ORAL 
/ f..~~/dtA:4~p~ TOLBUTAI'«D E 

Ci) BOLAR 100MG N7D242 001 CiI ALRA 500MG N86141 001 
AUG 01. 1986 /~ I~~'~~~~? ~~~~~~~ ~~~~~1~~l~1~ Ci) 250MG N70243 001 
!lUG 01, 1986 

I~fll Is66MS/ /MkJ/~~.;n~~1~ Ci) 500MG N70244 001 
IM~~n~]7i~M' AUG 01. 1986 

>JJJL> 1r!>~1 I¢~tt~t/../ fj.#M¢1 /tVd#~/d.6j.1 Ii) BOLAR 250MG N89110 001 
> DLT > f)~N/.d9.; fj."4~pl MAY 29. 1987 
> DLT > I~~I fj.~~M¢/ /)~~~:~:%~!~~ GI SOOMG N89111 001 
> DLT > MAY 29. 1987 
> DLT > Ir!># /~#M¢I 
> DLT > 1)f..Ni~~.J~~~~~ 

TOLMETIN SODIUM 

CAPSULE; ORAL 
TOLECTJ:H DS 

.@ JOHNSON RH EQ 400MG BASE N18084 001 

---------- - ------
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TOLHETIN SODIUM TRETINOIN 

CAPSULE; ORAL GEl; TOPICAL 
TOLHET.tH SODn.t1 RET.tH-A 

A§ MUTUAL PHARM E~ 400MG BASE. N73311 001 IMJ lJjj~~$Pt-1/~~1 16:6(-&1 IM.ft4.4/.d.d/>1 
NOV 27, 1991 

A§ NOVOPHARM E~ 400MG BASE. N73290 001 
NOV 27, 1991 TRIAMCINOLONE ACETONIDE 

TABLET; ORAL AEROSOL, METERED; NASAL 
TOLECT%H NASACORT 

AB JOHNSON RH E~ 200MG BASE N17628 001 RHONE POULENC RORER 55UGM/INH. N19798 001 
TOLHETJ:H SODn.t1 JUL 11, 1991 

AB MUTUAL PHARM E~ 200MG BASE. N73310 001 
NOV 27, 1991 CREAM; TOPICAL 

111..t.~A61 
lAiI -7fliS.?1 16 : 6 1.t-1../ 

;~Wl~?~~~ TRAZODONE HYDROCHLORIDE 
IAt! 16:i-&1 

TABLET; ORAL 
TRAZODOHE HCL TRl"AMCJ:HOLOHE ACETOtaDE 

> DLT >IW fi.rvit4t~AN ItdMM 

N~~~i11~~:~~~~ 
AT G AND H 0.025XIC N89797 001 

> DLT > MAY 31, 1991 
> DLT >IW liddMGI AT 0.1:0. N89798 001 
> DLT > Ijj¢t n9.:n.4~pI MAY 31, 1991 
>....!!!!L> Cil AM THERAP 50MG N71139 001 AT NMC 0.025% N87797 001 
>....!!!!L> OCT 29, 1986 JUN 07, 1982 
> ADD' > Cil 100MG N71140 001 AT 0.1% N87798 001 
> ADD> OCT 29, 1986 JUN 04, 1982 
-laD! l~jjt!.~1 ItdMM IMf.f.f.Hd.oj.,/ IAtl N~~rV~k#¢f.1 IL~~J/ 

8,~~~li,~~~i~ lAM lill~M ~~~~~n~,~:i~~~ IMI ILl?1 
Cil BOLAR 50MG N71112 001 IMJ I~:t-).I ~:~~,~i~~~~~i~ NOV 17, 1986 
Cil 100HG N71113 001 CiI PHARH BASICS 0.025% N88094 001 

NOV 17, 1986 SEP 01, 1983 
> DLT > I~~I 1¢~ttf.t!.1 1~.dM¢1 

;1~~J~~~ 
CiI 0.1% N88095 001 

> DLT > SEP 01, 1983 
> OLT > I~~I /J.d~M¢1 Cil 0.5% N88096 001 
> OLT > SEP 01, 1983 

A§ MY LAN 50MGIC N71405 001 
FEB 27, 1991 1¢7~~~~~~~~~7' AB 100MGIC N71406 001 
FEB 27, 1991 Ittpt~ttl /.6.: f."!.I It!l~/>~~.dl Mf.! 

laDI I ~!.P.rV~!.f.t¢f. I I~ 1!.~~~~~17~~:J~ Cil LEDERLE 0.1% N83380 001 

laDI li66MG.I OINTMENT; TOPICAL 
I !.~~/~~:~7f:~:J~ ARl:STOCORT A 

B* PHARH BASICS 50MG N70491 001 IMJ 7t.tpt~tt.7 lLEY 1~~'~~17f~~~~ APR 29, 1987 
B* 100HG N70492 001 CiI LEDERLE 0.5% N88781 001 

APR 29, 1987 OCT 05, 1984 
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TRIAMCINOLONE ACETONIDE 

OINTMENT; TOPICAL 

lat! IK~~g~ I~V 

TRrAMc:tHOLOHE ACETOHJ:DE 

AI NMC O:li~ 

161.1 Ip~~rVpAM,¢M 16:61.tJ/ 

1tJ./ 16:,£-&1 

lliJ./ 16:t-J./ 
~ PHARM BASICS 0.025% 

~ O.v. 

~ 0.5% 

TRIAMCINOLONE DIACETATE 

INJECTABLE; INJECTION 
TRIAMCINOLONE DIACETATE 

Ippl Itt~~~~1 1~4~¢!~tl 
BP STERIS 40MGIML 

TRICHCORMETHIAZIDE 

TABLET; ORAL 
TRICHLORMETHIAZIDE 

Ippl Ip~t~1 I~¢I 
CiI BOLAR. 4MG 

TRIFLUOPERAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
STELAZl:HE 

IA!! 1#.11 
SKF 

ItRtF'dd~tt~6'1 IA!! --7~AP7 -
~ QUAD 

It~~~G'DA~tlclbl 
EQ 2MG BASE/ML 

It~G'DA~t)M'1 

EQ 2MG BASEIML 

/,J~~~:~~~jf~~~~ 
N87799 001 

JUN 07, 1982 

l~f~~~~1%-~~~~ 
I ~'~~~~1j.,i~~~,' 
. 1~&&6'4,{/d6j.1 

l#l;~l:ij.:4~'J1 
N88090 001 

SEP 01, 1983 
N88091 001 

SEP 01, 1983 
N88092 001 

SEP 01, 1983 

1~f>~~j.,4 /.6.6 j.f 
N85529 001 

1~f>'JM>j.f Mf.I 
N83462 001 

1~j.j.~t.j./.6~~1 
N11552 005 

1~~~~l~:~'i~~~~ 
N89893 001 

OCT 17, 1988 

TRIFLUOPERAZIN~DROCHLORIDE 

TABLET; ORAL 
TRIFLUOPERAZINE HCL 

IW IplJt).i$.l I~G~tl 

lAM 1~~tJt.:DA~1 

laDI It!Ucl~~gl 

IW IttA''£6~G'dAW 

~ BOLAR EQ IMG BASE 

~ EQ 2MG BASE 

~ EQ 5MG BASE 

~ EQ 10MG BASE 

>-21I-> I~~I 1~~~~~t~1 It~ItM¢/p~#1 
> DLT > 
> DLT > Ip~1 It~j.~¢lpA~tI 
> DLT > 
> DLT > 1~tl:1 It~~~¢lpl.~tI 
> DLT > 
> DLT > 1~tl:1 lt~j.,6M¢/~A~tI 
> DLT > 
> ADD> ~ DURAMED EQ IMG BASE 
>-AmL.> 
> ADD > ~ EQ 2MG BASE 
> ADD > 
>-AmL.> ~ EQ 5MG BASE 
> ADD > 
> ADD > CiI EQ 10MG BASE 
> ADD> 

TRIHEXYPHENIDYL HYDROCHLORIDE 

TABLET; ORAL 
TRDiEXYPHEHJ:DYL HCL 

~22~ 1¢~t~M 
~'BOLAR 
~ 

II.~GI 
I~~I 

2MG 
5MG 

72 

IJ~~~~~~f~~j.~ ~f,Mjf>l6ll /,Jr~j.~.; ~f~~1 
I J~~'~~10:/j.J 

Itlf>Mj. 1 6~~ 
I J~tl/t~.:IUUI 

N85975 001 
JUN 23, 1988 

N85976 001 
JUN 23, 1988 

N85973 001 
JUN 23., 1988 

N88710 001 
JUN 23, 1988 

IA~~~~~~i~#1 ~ t., ~~I 
I l.~l~~~~i,6/1 ~j.l4 ~ ,sl 
IA~~A~~A~~~ 
I 1.~~~~.41,1/.~~f.I I ~., I., 'PI 

N88967 001 
APR 23, 1985 

N88968 001 
APR 23, 1985 

N88969 001 
APR 23, 1985 

N88970 001 
APR 23, 1985 

~~~~~~~~:~~~~ 
N85117 001 
N85105 001 
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TRIMEPRAZINE TARTRATE TRISULFAPYRIMIDINES 

SYRUP; ORAL SUSPENSION; ORAL 
TEMAR%L l~dr:.Fostl 

laM 7M~~t~fl It~~~~'d~~tl~~ Il'ltt-;t~/.6.6)1 la~ 7~jljM/Ajt~~fl 1~~~M~~Mbl II'l~Mt-;lp#1 
HERBERT EQ 2.5MG BASE/5ML N11316 003 Ol HYETH AYERST 500MG/5ML N800n 002 

ItRt~tPRAtt~t~A~ttI 
lAa! 7F~Aiftl7~A~1 7 It~m.ts~osl'1r:.1 IA~~;1i1%~~~~ TABLET; ORAL 

Isdr:.FOSt! 
a PHARM BASICS EQ 2.5MG BASE/5ML N88285 001 I~DI ~~jljM/AjtR~jl l~cl~1 II'l~.6Pt-;lpPU 

APR 11, 1985 Ol HYETH AYERST 500MG N800n 001 

TRIMETHOB~NZAMIDE HYDROCHLORIDE VALPROATE SODIUM 

INJECTABLE; INJECTION > DL T > 1~~~.u~~At/ 
TRn1En1OBEHZAMI:OE HCL > DLT > I tPAKt~tl 

IMI 7~dt.d~N<7 li.Q6M~)Mr:.1 1A~~;~~1Jf~~~~ > DLT >/~~I A~~PI11 It,g'is~~tl~b/ Il'lt~p#/.6pU 
> DLT > IMYPRdic'Actdl 

Ol SOLOPAK 100MG/ML N89043 001 > DLT >/AAI -7~AR~7~A~1~~1 1~~.QM~'dA~t)SMr:.1 IJ~~~~~1%~~~~ APR 04, 1986 >-.!!1L> 

TRIMIPRAMINE MALEATE VALPROIC ACID 

CAPSULE; ORAL CAPSULE; ORAL 
TRlMIPRAM%HE MALEATE VALPROXC AC:I:D 

lAM 7 ~~A~,.Va/Gi~M I~M~'BASt! 

~~~rf~~i~ 
AB SCHERER 250MGR N73229 001 

OCT 29, 1991 
I~D! ltU.Q~G 'B~~U 

> ADD> SYRUP; ORAL 
laD! lto.Q6"'~'BA~tl > ADD> DEPAKEHE 

>-AQ.!L> AA ABBOTT 2S0MG/SML N18082 001 
B* PHARM BASICS EQ 25MG BASE N71283 001 >-AQ.!L> MYPROI:C AC:I:D 

DEC 08, 1987 > ADD > AA PHARM BASICS 250MG/SML N70868 001 
B* EQ SOMG BASE N71284 001 >-AQ.!L> JUL 01, 1986 

DEC 08, 1987 
B* EQ 100MG BASE N71285 001 

DEC 08, 1987 VANCOMYCIN HYDROCHLORIDE 

INJECTABLE; INJECTION 
TRIPROLIDINE HYDROCHLORIDE VAHCOMYCXH HCL 

> DLT >IMl 14JA~1 It~~~66cl§L~~~tlytAb/ 

~jjl~~~ TABLET; ORAL > DLT > 
TR%PROLI:OZHE HCL > DLT >/~P.1 Itd'is~~~tlYtAr:.1 

laAl 7dA~a0~f7 It;,SMSI II'l~~p.4(t/.6.6U > DLT > 
DANBURY 2.SMG N85094 001 > ADD > Ol QUAD EQ SOOMG BASE/vIAL N62845 001 

laAl f'jUAP.tl'lti /i:sMrJI II'l~~~t.61 P.6U >-AQ.!L> JUL 15, 1988 
a VITARINE 2.SMG N8S610 001 > ADD > Ol EQ IGM BASE/vIAL N6284S 002 

>-AQ.!L> JUL IS, 1988 
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VERAPAMIL HYDROCHLORIDE VINBLASTINE SULFATE 

INJECTABLE. INJECTION INJECTABLE. INJECTION 

I M.! 1J~1~~~~ttl V%HBLAST%HE.SULFATE 
ILSH~)!o1(1 Ir~~~~~'~~~ I ~~~~ 1M.! l!W.pl l~rJIM(1 IM~~~~~~~f~~~~ J . .• n. . If,.pl 1~~~dN1.I.(1 Gl SEARLE 2.SMG/ML N1892S 001 

IA~~A~1%;~p~ MAR 30, 1984 
VERAPAMJ:L HCL Q) QUAD IMG/ML N89311 001 

lAY 1!W.~1 IU!o1d~ IM~~~:~~:~7f~~~~ MAR 23, 1987 
Gl 10MG/vIAL N8936S 001 

Gl QUAD 2.SMG/ML N70672 001 AUG 07, 1986 
MAR 07, 1986 

1M.! l~rJtrJ~""'1 /i.:S!o1d)!o1(1 1,J~~~~~1~f~~J~ VINCRl.S.IlNE_SULFATE 
Gl SOLOPAK 2.SMG/ML N70697 001 

JUL 31, 1987 INJECTABLE; INJECTION 
YXHCR:J:ST%HE SULFATE 

TABLET; ORAL >-A!llL> !e ABIC ~ N70873 001 
VERAPAMJ:L HCL > ADD> FEB 19, 1987 >...ID:L>II&I ~U#Al ft,.d!o1al IA~~~~l1jf~:M > DLT >/ail IAI<rJp-tV I~)M(I lf~j1~'?f'~1~ >...ID:L> > DLT > A ~~f.~~~Jj #1 B* CHELSEA 80MG N70421 001 -IM.I 1~l)ttl I~N!.A(I 

SEP 17, 1986 I j~'t1f..:~f.~~~~ B* 120MG N70422 001 l!Jil I LrJ.G)oJf.!J~1 IAPP-lJ.~1A~f>~1 SEP 17, 1986 
I~'/.I If>drJ.¢1 I $~~~1~?f.f·~:~~ BULL IMG/VIAL N71S59 001 

/tV6{t~ ·66f.1 
APR 11, 1988 

I~'/.I 1f.~drJ.¢I 2MG/vIAL N71560 001 
1#1'/1.7.: A:4~PI APR 11, 1988 

>...AQ!L> Gl 40MG N72799 001 IW I~API I~~)M(I 
I A~~~~~~g~:2~ > ADD > APR 28, 1989 

IW I~I ,~~~.1~1~1/~:~~ TABLET, EXTENDED RELEASE; ORAL 
1f.!o1SN#.(j .~. .' f.96 ISOPTIN SR IMI IM~~~1?~f~~~~ KNOLL 120MGa N19152 003 

I j~#~f6.6f.1 MAR 06, 1991 IMI I ~rJ)!J1.f,.(I 
IrVl/6.1 :H4f>M 

IIJ1.1 1~).J1.!J(I 1~~~)M1~f;:~~ VINBLASTINE SULFATE 
Gl QUAD IMG/ML N70777 001 

INJECTABLE; INJECTION APR 29, 1986 
YXHBLAsn:tfE SULFATE Q) IMG/ML N70778 001 

lail 7U~~dl'1t~1 It~ 
I A~~n~~~f:~:J~ MAY 01, 1986 

Gl IMG/VIAL N71222 001 
LYPHOMED IMG/ML N89515 001 . ./ MAR 07, 1988 

APR 29, 1987 G) 2M.G/VIAL N71223 001 
MAR 07,1988 

Q) SMG/vIAL N71937 001 
MAR 07, 1988 
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VITAMIN A XENON. XE-133 

GAS; INHALATION >--1ll,L> 
> DLT > 
>.J!!.L.> 

It~~fr~~~~~~;t¢tt~~1 
I~M~ 1~6;666'iU;g(1 Itt##!>/.6.6f,'/ .Jll.L IK'~ltKt..:1.ii .~ ~.Jll.L~/W tltp17~~I~t~~/,' IIJd2tl:1iA(J 

> ADD > • MEDI PHYSICS 10MCI/vIAL 

VITAMIN A PALMITATE 
~ 

CAPSULE; ORAL 
/V:t~Dd~~r IW -7MlJ. ~ Itd't6;666'~HttS'D~~gl 

POHDER; ORAL 
IttM9.1H6.6t1 XYLO-PFAH 

CiI MILES EQ.5~,OOO UNITS BASE N80972 001 AA ADRIA 25GM/BOT 
I#¢'V~MI 

INJECTABLE; INJECTION XYLOSE 
>~> AP AIilUASOL A AA LYNE 25GWBOT 
>~> ARMOUR PHARH E9 50£000 UNITS BASEIHL N068Z3 001 

VITAMIN A PALHIIAI~ I~I I#¢tl/~tl 
> ADD > AP BEL MAR LABS E9 50 000 UNITS BA§E/HL N80819 001 
>.J!!.L.> I~H/N-p./~1#>1 ~~/~9!PP9/~JT~/~~~~jJlN$P~!'IPPil 

HARFARIN SODIUM 

TABLET; ORAL 
HARFARl:H SODllJH 

I~'/.I 7~~tJ.~7 nwt.! 
I~'XI 1~.:f,tl¢1 

/~'/./ /f,tl¢/ 

/~'/./ 1.1.: f,tl¢ / 

/~'/.I 1t.6tl¢/ 
I AI)r;.fJ...1.;fJ..~M. 

CiI BOLAR 2MG N86123 001 
AUG 17, 1982 

CiI 2.5MG N86120 001 
AUG 17. 1982 

CiI 5MG N86119 001 
AUG 17, 1982 

Gl 7.5MG N86118 001 
AUG 17. 1982 

• 10MG N86122 001 
AUG 17, 1982 

> DLT >/AM l~tM#.tl/~A#.¢$/ ItMGI 
/;~~~~~~~~~~~~ > DLT > 

> DLT >/AD/ /i.~~M;/ 
> DLT > 

~~~~,~~~~i~~~~ > DLT >/aD/ I~MG/ 
> .J!!.L.> 
>~> B* PHARH BASICS 2MG N88719 001 
>~> JUN 27, 1985 
> ADD > B* 2.5MG N88720 001 
>~> AUG 06. 1985 
>~> B* 5MG N88721 001 
>~> JUL 02, 1985 

- _._-- --~ .. - ------ ~--------

75 

/t1tj~~jf ~.6t/ 
N17687 001 

N17605 001 
Itttj~.6f,1.6.6t1 

Nl8856 001 
MAR 26. 1987 

Itl~7~:~%~~J~ 

- -------- - -- -----
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ACETAMINOPHEN CLOTRIMAZOLE 

SUPPOSITORY; RECTAL SOLUTION; TOPICAL 
/U'tl'1r;j'! MYCELEX 
. i'~~l'1t~U ~~~~~~ ~W:J:J~~~~·~~~ MILES l/.)( N1S1Sl 002 

J..1.1 .. J. APR 01. 1991 
Gl MCNEIL 120MG Nl7756 002 
Gl 650MG Nl7756 001 TABLET; VAGINAL 

>-AmL> MYCELEX-7 
>-AmL> MILES 100MGaf N1S182 002 

CHLORHEXIDINE GLUCONATE >-AmL> DEC 26. 1991 

SOLUTION; TOPICAL 
EXIDINE DEXBROMPHENIRAMINE MALEATE; PSEUDQE~HEDRINE_~ULF~ 

/1i/'/.fflf.'JrV /#/ /p~11~1%~~~~ TABLET. EXTENDED RELEASE; ORAL 
XTTRIUM 2% N19422 001 DISOBROM 

DEC 17. 1985 GENEVA 6MG;l20MGaf N70770 001 
MICRODERM SEP 30. 1991 

JOHNSON AND JOHNSON 4XU N72255 001 
APR 15. 1991 

DOXYLAMINE SUCCINATE 
SPONGE; TOPICAL 

MICRODERM TABLET; ORAL 
JOHNSON AND JOHNSON 4%J:c N72295 001 >.Jll.L> /P~~~~'tttPfAj.P/ FEB 2S .• 1991 >.Jll.L> /J.~,s,¢/ 'J6~~:~~'i~:J~ >.Jll.L> 

>-AmL> a PAR 25MG N70156 001 
CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HYDROCHLORIDE >-AmL> JUL 02. 19S7 

DOXYLAMINE SUCCINATE 
CAPSULE. EXTENDED RELEASE; ORAL COPLEY 25MG N8S900 002 

PSEUDOEPHEDRINE HCL/CHLORPHENIRAMINE MALEATE FEB 12. 1988 
>.Jll.L> /1i/¢~A~A,s,/':'l~~/ /1-,s,r;.fJ.M,s,¢/ /~~7~~1%~~~~ >.Jll.L> 
>-AmL> GRAHAM LABS 8MG;120MG N1SS44 001 HYDROCORTISONE 
>-AmL> MAR 20, 19S5 

/r;j7~~~~~~~P~~~~~l'1t5/ 
CLOTRIMAZOLE /~. A /,s,7P . /.d.:~t./ /1'11-.d(+l.J./.d#/ 

Q) C AND M 0.5% Na04S1 001 
CREAM; TOPICAL 

MYCELEX 
MILES 1%J:c N1S1S3 002 IBUPROFEN 

APR 01, 1991 
TABLET; ORAL 

CREAM; VAGINAL IBUPROFEN 
>-AmL> MYCELEX-7 >-AmL> LUCHEM 200MGac N72901 001 
>-AmL> MILES 1XU N1S230 002 >-AmL> DEC 19, 1991 
>-AmL> DEC 26. 1991 >-AruL.> 200MGa N72903 001 

>-AmL> DEC 19, 1991 

---....... - -'----
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IBUPROFEN; PSEUDOEPHEDRINE HYDROCHLORIDE 

TABLET; ORAL 
ADVIL COLD AND SINUS 

HHITEHALL 200MG;30MG 

/¢sj~8~ttl, ' '/ / ... ",..:tt~"J..J.. /#.61'l¢.:'~.61'l¢/ 

INSULIN BIOSYNTHETIC HUMAN 

INJECTABLE; INJECTION 
NOVOLIN R 

NOVO NORDISK 100UNITS/MLa. 

INSULIN BIOSYNTHETIC HUMAN; INSULIN SUSP ISOPHANE 
BIOSYNTHETIC HUMAN 

INJECTABLE; INJECTION 
NOVOLIN 70/30 

N19771 001 
SEP 19. 1989 

/~~~71}~7~:~:~~ 

N19938 001 
JUN 25. 1991 

NOVO NORDISK 30UNITS/ML;70UNITS/MLa N19991 001 
JUN 25. 1991 

INSULIN PORK 

INJECTABLE; INJECTION 
INSULIN 
/~sj~/~~pt~~/ /,~/~~j:t~!l'lt/ 

~ NOVO NORDISK 40 UNITS/ML 

INSULIN SUSP ISOPHANE BIOSYNTHETIC HUMAN 

INJECTABLE; INJECTION 
NOVOLIN N 

NOVO NORDISK 

INSULIN ZINC SUSP BEEF 

INJECTABLE; INJECTION 
LENT!: INSULIN 

100UNITS/MLa. 

/~sj~/~sj~pj~~/ /,~/0~j:t~!l'lt/ 
a NOVO NORDISK 40 UNITS/ML 

/~t.1.~#/.6.6jJ 
N17926 001 

N19959 001 
JUL 01. 1991 

/t1tN.~M.6.6f./ 
N17998 001 

INSULIN ZINC SUSP BIOSYNTHETIC HUMAN 

INJECTABLE; INJECTION 
NOVOLIN L 

NOVO NORDISK 

MICONAZOLE NITRATE 

CREAM; VAGINAL 
MONISTAT 7 

JOHNSON RH 

SUPPOSITORY; VAGINAL 
MONISTAT 7 

JOHNSON RH 

100UNITS/MLa. 

2%11 

100MGI:I 

PSEUDOEPHEDRINE HYDROCHLORIDE 

TABLET. EXTENDED RELEASE; ORAL 
SUDAFED 12 HOUR 

BURROUGHS HELLCOME 120MGI:I 

N19965 001 
JUN 25. 1991 

N17450 002 
FEB 15. 1991 

N18520 002 
FEB 15. 1991 

N73585 001 
OCT 31. 1991 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE 

TABLET. EXTENDED RELEASE; ORAL 
TRIPROLIDINE AND PSEUDOEPHEDRINE HCL 

KV 120MG;5MGI:I N72758 001 
NOV 25. 19.91 
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DRUG PRODUCTS WITH APPROVAL UNDER SECTION 50S OF THE ACT ADMINISTERED BY THE DIVISION OF BLOOD AND BLOOD PRODUCTS LIST 
CUMULATIVE SUPPLEMENT NUMBER 12 / JAN '91 - DEC '91 

COP BLOOD BAG UNIT 

INJECTABLE; INJECTION 
COP BLOOD BAG UNIT IN PLASTIC CONTAINER 

BAXTER HLTHCARE 

HETASTARCH 6% IN SODIUM CHLORIDE 0.9% 

INJECTABLE; INJECTION 
HESPAN IN PLASTIC CONTAINER 

DUPONT MERCK 
PHARM 6GM/100ML;0.9GM/100ML 

N900224 
DEC 27, 1991 

N890105 
APR 04, 1991 

PENTASTARCH 10% IN SODIUM CHLORIDE 0.9% 

INJECTABLE; INJECTION 
PENTASPAN IN PLASTIC CONTAINER 

DUPONT MERCK 
PHARM 10GM/100ML;0.9GM/100ML N890104 

RED CELL PRESERVATION SOLUTION SYSTEM 

INJECTABLE; INJECTION 
ADSOL IN PLASTIC CONTAINER 

BAXTER HLTHCARE 

APR 04, 1991 

N900223 
DEC 27, 1991 
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ORPHAN ORUG PRODUCT DESIGNATIONS 

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

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). 

THE FOLLOWING DRUGS AND BIOLOGICALS HAVE BEEN GRANTED ORPHAN DRUG DESIGNATION PURSUANT TO SECTION 525 OF THE FOOD, DRUG, AND COSMETIC ACT AS AMENDED BY THE ORPHAN 
DRUG ACT [PUBLIC LAW 97-414J . 

NAME OF BIOLOGICAL 

GENERIC: ALPHA-GALACTOSIDASE A 
TRADE: CC-GALACTOSIDASE 

GENERIC: ANTIVENOM (CROTALIDAE) PURIFIED (AVIAN) 
TRADE: NOT ESTABLISHED 

GENERIC: BOTULINUM TOXIN TYPE A 
TRADE: OCULI NUM* /** 

GENERIC: CHIMERIC M-T412 (HUMAN-MURINE) 
IGG MONOCLONAL ANTI-CD4 ANTIBODY 

TRADE: NOT ESTABLISHED 

ORPHAN DRUG PRODUCT DESIGNATIONS 

BIOLOGICAL DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

TREATMENT OF ALPHA-GALACTOSIDASE A DEFICIENCY. 
(FABRY'S DISEASE). 

TREATMENT OF ENVENOMATION BY POISONOUS SNAKES 
BELONGING TO THE CROTALIDAE FAMILY. 

TREATMENT OF STRABISMUS ASSOCIATED WITH DYSTONIA 
IN ADULTS (PATIENTS 12 YEARS OF AGE AND 
ABOVE).*/** [DEC 29, 1995J 
TREATMENT OF BLEPHAROSPASM ASSOCIATED WITH 
DYSTONIA IN ADULTS (PATIENTS 12 YEARS OF AGE 
AND ABOVE) .*/** [DEC 29, 1996J 
TREATMENT OF CERVICAL DYSTONIA. 
TREATMENT OF DYNAMIC MUSCLE CONTRACTURE IN PEDIATRIC 
CEREBRAL PALSY PATIENTS. 

TREATMENT OF MULTIPLE SCLEROSIS. 

SPONSOR NAME 

DAVID H. CALHOUN, PH.D. 
CITY COLLEGE OF NEW YORK 

OPHIDIAN PHARMA 

ALLERGAN 

CENTOCOR, INC 



NAME OF BIOLOGICAL 

GENERIC: CLOSTRIDIUM BOTULINUM TYPE F NEUROTOXIN 
TRADE: NOT ESTABLISHED 

GENERIC: CRYPTOSPORIDIUM HYPERIMMUNE BOVINE COLOSTRUM IGG 
TRADE: NOT ESTABLISHED 

GENERIC: CYTOMEGALOVIRUS IMMUNE GLOBULIN 
INTRAVENOUS (HUMAN) 

TRADE: NOT ESTABLISHED 

GENERIC: EPOETIN ALPHA (RECOMBINANT-HUMAN) 
TRADE: EPOGEN* /** 

GENERIC: FILGRASTIM 
TRADE: NEUPOGEN 

GENERIC: HUMAN MONOCLONAL ANTIBODY AGAINST 
HEPATITIS B V1RUS 

TRADE: NOT ESTABLISHED 

GENERIC: INSULIN-LIKE GROWTH FACTOR-1 
TRADE: MYOTROPHIN 

GENERIC: INTERFERON (RECOMBINANT HUMAN, BETA) 
TRADE: R-IFN-BETA 
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ORPHAN DRUG PRODUCT DESIGNATIONS 

BIOLOGICAL DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME 

TREATMENT OF SPASMODIC TORTl'COLLI S. PORTON PRODUCTS LIMITED 
TREATMENT OF ESSENTIAL BLEPHAROSPASM. 

TREATMENT OF DIARRHEA IN AIDS PATIENTS CAUSED BY IMMUCELL CORPORATION 
INFECTION WITH CRYPTOSPORIDIUM PARVUM. 

USE IN CONJUNCTION WITH GANCICLOVIR SODIUM FOR MILES, INC 
THE TREATMENT OF CYTOMEGALOVIRUS PNEUMONIA IN 
BONE MARROW TRANSPLANT PATIENTS. 

TREATMENT OF ANEMIA ASSOCIATED WITH HIV INFECTION OR AMGEN 
HIV TREATMENT. [TREATMENT OF AZT-INDUCED ANEMIA lN 
HIV INFECTED PATIENTS.*/**] [DEC 31. 1997] 

TREATMENT OF PATIENTS WITH ACQUIRED IMMUNODEFICIENCY AMGEN, INC 
SYNDROME (AIDS) WHO, IN ADDITION, ARE AFFLICTED WITH 
CYTOMEGALOVIRUS RETINITIS (CMV RETINITIS) AND ARE BEING 
TREATED WITH GANCICLOVIR. 

PROPHYLAXIS OF HEPATITIS B REINFECTION IN PATIENTS SANDOZ 
UNDERGOING LIVER TRANSPLANTATION SECONDARY TO END- PHARMACEUTICALS CORPORATION 
STAGE CHRONIC HEPATITIS B INFECTION. 

TREATMENT OF AMYOTROPHIC LATERAL SCLEROSIS. CEPHALON, INC 

SYSTEMIC TREATMENT OF METASTATIC RENAL CELL BIOGEN 
CARCINOMA. 
SYSTEMIC TREATMENT OF CUTANEOUS T-CELL LYMPHOMA. 
SYSTEMIC TREATMENT OF CUTANEOUS MALIGNANT MELANOMA. 
INTRALESIONAL AND/OR SYSTEMIC TREATMENT OF 
AIDS-RELATED KAPOSI'S SARCOMA. 
TREATMENT OF MULTIPLE SCLEROSIS. 



NAME OF BIOLOGICAL 

GENERIC: INTERLEUKIN-l ALPHA, HUMAN RECOMBINANT 
TRADE: NOT ESTABLISHED 

GENERIC: INTERLEUKIN-l RECEPTOR ANTAGONIST, 
HUMAN RECOMBINANT 

TRADE: ANTRI L 

GENERIC: INTERLEUKIN-3, RECOMBINANT HUMAN 
TRADE: NOT ESTABLISHED 

GENERIC: LIPOSOME ENCAPSULATED RECOMBINANT INTERLEUKIN-2 
TRADE: NOT ESTABLISHED 

GENERIC: MONOCLONAL ANTIBODY PM-81 
TRADE: NOT ESTABLISHED 

GENERIC: MUCOID EXOPOLYSACCHARIDE PSEUDOMONAS 
HYPERIMMUNE GLOBULIN 

TRADE: MEPIG 

GENERIC: MYELIN 
TRADE: NOT ESTABLISHED 

GENERIC: POLY I: POLY C"U 
TRADE: AMPLIGEN 

GENERIC: RECOMBINANT HUMAN DEOXYRIBONUCLEASE 
(RHDNASE) 

TRADE: NOT ESTABLISHED 

ORPHAN DRUG PRODUCT DESIGNATIONS 

BIOLOGICAL DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

FOR THE PROMOTION OF EARLY ENGRAFTMENT IN BONE MARROW 
TRANSPLANTATION. 
FOR HEMATOPOIETIC POTENTIATION IN APLASTIC ANEMIA. 

TREATMENT OF JUVENILE RHEUMATOID ARTHRITIS. 

PROMOTION OF ERYTHROPOIESIS IN DIAMOND-BLACKFAN 
ANEMIA (CONGENITAL PURE CELL RED APLASIA). 

TREATMENT OF BRAIN AND CNS TUMORS. 

ADJUNCTIVE TREATMENT OF ACUTE MYELOGENOUS LEUKEMIA. 

TREATMENT OF PULMONARY INFECTIONS DUE TO 
PSEUDOMONAS AERUGINOSA IN PATIENTS WITH CYSTIC 
FIBROSIS. 

TREATMENT OF MULTIPLE SCLEROSIS. 

TREATMENT OF RENAL CELL CARCINOMA. 

TO REDUCE MUCOUS VISCOSITY AND ENABLE CLEARANCE 
OF AIRWAY SECRETIONS IN PATIENTS WITH CYSTIC 
FIBROSIS. 
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SPONSOR NAME 

IMMUNEX CORPORATION 

SYNERGEN, INC 

IMMUNEX CORPORATION 

ONCOTHERAPEUTICS, INC 

MEDAREX, INC 

UNIVAX BIOLOGICS, INC 

AUTOIMMUNE, INC 

HEM RESEARCH, INC 

GENENTECH, INC 



NAME OF BIOLOGICAL 

GENERIC: RECOMBINANT SECRETORY LEUCOCYTE PROTEASE 
INHIBITOR 

TRADE: NOT ESTABLISHED 

GENERIC: RICIN (BLOCKED) CONJUGATED MURINE MCA 
(ANTI-B4) 

TRADE: NOT ESTABLISHED 

GENERIC: RICIN (BLOCKED) CONJUGATED MURINE MCA 
(N901) 

TRADE: NOT ESTABLISED 

GENERIC: SARGRAMOSTIM 
TRADE: LEUKINE*/** 

GENERIC: SDZ MSL-I09 
TRADE: NOT ESTABLlS'HEO 

GENERIC: THYMOSIN ALPHA-l 
TRADE: NOT ESTABLISHED 

ORPHAN ORUG PRODUCT DESIGNATIONS 

BIOLOGICAL DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

TREATMENT OF CONGENITAL ALPHA-1 ANTITRYPSIN 
DEFICIENCY, 
TREATMENT OF CYSTIC FIBROSIS, 

FOR THE EX-VIVO PURGING OF LEUKEMIC CELLS FROM 
THE BONE MARROW OF NON-T CELL ACUTE LYMPHOCYTIC 
LEUKEMIA PATIENTS WHO ARE IN COMPLETE REMISSION, 

TREATMENT OF SMALL CELL LUNG CANCER, 

TREATMENT OF NEUTROPENIA ASSOCIATED WITH BONE 
MARROW TRANSPLANTS IN PATIENTS WITH NON-HODGKIN'S 
LYMPHOMA, HODGKIN'S DISEASE AND ACUTE LYMPHOBLASTIC 
LEUKEMIA, [MAR 5, 1998] 

PROPHYLAXIS OF CYTOMEGALOVIRUS DISEASE IN PATIENTS 
UNDERGOING SOLID ORGAN TRANSPLANTATION, 
TREATMENT OF CYTOMEGALOVIRUS RETINITIS IN PATIENTS 
WITH ACQUIRED IMMUNODEFICIENCY SYNDROME, 

ADJUNCTIVE TREATMENT OF CHRONIC ACTIVE HEPATITIS B, 
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SPONSOR NAME 

SYNERGEN, INC 

IMMUNOGEN, INC 

IMMUNOGEN, INC 

IMMUNEX 

SANDOZ PHARMACEUTICALS CORP 

ALPHA 1 BIOMEDICALS, INC 



NAME OF DRUG 

GENERIC: ALGLUCERASE 
TRADE: CEREDASE*/** 

GENERIC: AMPHOTERICIN B LIPID COMPLEX 
TRADE: NOT ESTABLISHED 

GENERIC: BERACTANT 
TRADE: SURVANTA*/** 

GENERIC: BACLOFEN 
TRADE: NOT ESTABLISHED 

GENERIC: CALCIUM GLUCONATE GEL 
TRADE: H-F GEL 

GENERIC: CYCLOSPORINE 2% OPHTHALMIC OINTMENT 
TRADE: SAND IMMUNE 

GENERIC: CYSTEAMINE HCL 
TRADE: NOT ESTABLISHED 

GENERIC: DAPSONE 
TRADE: DAPSONE 

GENERIC: DEFEROXAMINE AND DEXTRAN 
TRADE: BIO-RESCUE 

GENERIC: DESMOPRESSIN ACETATE 
TRADE: DDAVP HIGH CONCENTRATION 

ORPHAN DRUG PRODUCT DESIGNATIONS 

DRUG DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

REPLACEMENT THERAPY IN PATIENTS WITH GAUCHER'S 
DISEASE TYPE I. [APR 5, 1998J 

TREATMENT OF CRYPTOCOCCAL MENINGITIS. 

PREVENTION OF. NEONATAL RESPIRATORY DISTRESS 
SYNDROME (RDS). * /** [JUL 1. 1998J 
TREATMENT OF NEONATAL RESPIRATORY DISTRESS 
SYNDROME (RDS) .*/** [JUL 1, 1998J 

TREATMENT OF INTRACTABLE SPASTICITY DUE TO MULTIPLE 
SCLEROSIS OR SPINAL CORD INJURY. 

EMERGENCY TOPICAL TREATMENT OF HYDROGEN FLUORIDE 
(HYDROFLUORIC ACID) BURNS. 

TREATMENT OF PATIENTS AT HIGH RISK OF GRAFT REJECTION 
FOLLOWING PENETRATING KERATOPLASTY. 
USE IN CORNEAL MELTING SYNDROMES OF KNOWN OR PRESUMED 
IMMUNOLOGIC ETIOPATHOGENESIS INCLUDING MOOREN'S ULCER. 

TREATMENT OF NEPHROPATHIC CYSTINOSIS. 

PROPHYLAXIS OF PNEUMOCYSTIS CARINII PNEUMONIA. 

TREATMENT OF ACUTE IRON POISONING. 

TREATMENT OF MILD HEMOPHILIA A AND VON WILLEBRAND'S 
DISEASE. 
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SPONSOR NAME 

GENZYME 

BRISTOL MYERS SQUIBB COMPANY 

ROSS 

INFUSAID, INC 

LTR PHARMACEUTICALS, INC 

SANDOZ PHARMACEUTICALS CORP 

WARNER-LAMBERT COMPANY 

JACOBUS PHARMACEUTI CAL COMPANY 

BIOMEDICAL FRONTIERS, INC 

RORER PHARMACEUTICAL CORP 



NAME OF DRUG 

GENERIC: DEXRAZOXONE 
TRADE: ZINECARD 

GENERIC: DRONABINOL 
TRADE: MARINOL 

GENERIC: ETIDRONATE DISODIUM 
TRADE: DIDRONEL 

GENERIC: FLUDARABINE PHOSPHATE 
TRADE: FLUDARA*/** 

GENERIC: FOS PHENYTO I N 
TRADE: NOT ESTABLI SHED 

GENERIC: GALLIUM NITRATE 
TRADE: GANITE* /** 

GENERIC: GENTAMICIN IMPREGNATED PMMA BEADS ON 
SURGICAL WIRE 

TRADE: SEPTOPAL 

GENERIC: GM 6001 
TRADE: NOT ESTABLISHED 

GENERIC: HALOFANTRI NE 
TRADE: HALFAN 

GENERIC: HI STRELI N 
TRADE: NOT ESTABLISHED 

ORPHAN DRUG PRODUCT DESIGNATIONS 

DRUG DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

PREVENTION OF CARDIOMYOPATHY ASSOCIATED WITH 
DOXORUBICIN ADMINISTRATION. 

STIMULATION OF APPETITE AND PREVENTION OF WEIGHT· 
LOSS IN PATIENTS WITH A CONFIRMED DIAGNOSIS OF 
ACQUIRED IMMUNODEFICIENCY SYNDROME (AIDS). 

PREVENTION OF DEGENERATIVE METABOLIC BONE DISEASE 
OCCURRING IN PATIENTS WHO REQUIRE LONG TERM 
(6 MONTHS OR GREATER) TOTAL PARENTERAL NUTRITION. 
TREATMENT OF DEGENERATIVE METABOLIC BONE DISEASE 
OCCURRING IN PATIENTS WHO REQUIRE LONG TERM 
(6 MONTHS OR GREATER) TOTAL PARENTERAL NUTRITION. 

TREATMENT OF REFRACTORY B-CELL CHRONIC LYMPHOCYTIC 
LEUKEMIA. [APR 18, 1998] 

ACUTE TREATMENT OF PATIENTS WITH STATUS EPILEPTICUS 
OF THE GRAND MAL TYPE. 

TREATMENT OF HYPERCALCEMIA OF MALIGNANCY. 
[JAN 17, 1998J 

TREATMENT OF CHRONIC OSTEOMYELITIS OF 
POST-TRAUMATIC, POSTOPERATIVE DR HEMATOGENOUS 
ORIGIN. 

TREATMENT OF CORNEAL ULCERS. 

TREATMENT OF MILD TO MODERATE ACUTE MALARIA CAUSED 
BY SUSCEPTIBLE STRAINS OF P. FACIPARUM AND 
P. VIVAX. 

TREATMENT OF ACUTE INTERMITTENT PORPHYRIA, 
HEREDITARY COPROPORPHYRIA. AND VARIEGATE PORPHYRIA. 

--- -- -- -----

SPONSOR NAME 

ADRIA LABORATORIES 

UNIMED. INC 

MGI PHARMA, INC 

BERLEX 

WARNER-LAMBERT COMPANY 

FUJISAWA 

E. MERCK, DARMSTADT 

GL YCOMED, INC 

SMITHKLINE BEECHAM 
PHARMACEUTICALS 

KARL E. ANDERSON, M.D. 
UNIVERSITY OF TEXAS 
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NAME OF DRUG 

GENERIC: HISTRELIN ACETATE 
TRADE: SUPPRELIN*/** 

GENERIC: IDARUBICIN HCL 
TRADE: IDAMYCIN 

GENERIC: KETOCONAZOLE 
TRADE: NIZORAL 

GENERIC: LEUCOVORIN CALCIUM 
TRADE: LEUCOVORIN CALCIUM*/** 

GENERIC: L-BACLOFEN 
TRADE: NEURALGON 

GENERIC: L-LEUCOVORIN CALCIUM 
TRADE: ISOVORIN 

GENERIC: LODOXAMIDE TROMETHAMINE 
TRADE; ALOMIDE 

GENERIC: METRON I DAZOLE 
TRADE; METROGEL 

GENERIC: NlFEDIPINE 
TRADE: NOT ESTABL! SHED 

GENERIC: OFLOXACIN 
TRADE: NOT ESTABL! SHED 

ORPHAN ORUG PRODUCT DESIGNATIONS 

DRUG DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

TREATMENT OF CENTRAL PRECOCIOUS PUBERTY. 
[DEC 24, 1998J 

TREATMENT OF ACUTE LYMPHOBLASTIC LEUKEMIA (ALL) 
IN PEDIATRIC PATIENTS. 

FOR USE WITH CYCLOPORIN A TO DIMINISH THE 
NEPHROTOXICITY INDUCED BY CYCLOSPORIN IN ORGAN 
TRANSPLANTATION. 

FOR USE IN COMBINATION WITH 5-FLUOROURACIL FOR 
THE TREATMENT OF METASTATIC COLORECTAL CANCER. 
(USE IN COMBINATION WITH 5-FLUOROURACIL TO PROLONG 
SURVIVAL IN THE PALLIATIVE TREATMENT OF PATIENTS 
WITH ADVANCED COLOR ECTAL CANCER.*/** [DEC 12, 1998]) 

TREATMENT OF INTRACTABLE SPASTICITY ASSOCIATED WITH 
SPINAL CORD INJURY OR MULTIPLE SCLEROSIS. 

USE IN CONJUNCTION WITH HIGH-DOSE METHOTREXATE IN THE 
TREATMENT OF OSTEOSARCOMA. 

TREATMENT OF VERNAL KERATOCONJUNCTIVITIS. 

TREATMENT OF PERIORAL DERMATITIS. 

TREATMENT OF INTERS'TITIAL CYSTITIS. 

TREATMENT OF BACTERIAL CORNEAL ULCERS. 
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SPONSOR NAME 

RW JOHNSON 

ADRIA 

PHARMEDIC COMPANY 

LEDERLE 

MERICON INDUSTRIES, INC 

LEDERLE LABORATORIES 

ALCON LABORATORIES, INC 

CURATEK PHARMACEUTICALS 

MEDICAL CENTER 
JONATHAN FLEISCHMANN, M.D. 
CLEVELAND METROHEALTH 

ALLERGAN, INC 



NAME OF DRUG 

GENERIC: OM 401 
TRADE: DREPANOL 

GENERIC: OXANDROLONE 
TRADE: OXANDRIN 

GENERIC: PENTDSTATIN 
TRADE: NIPENT*/** 

GENERIC: POLOXAMER 331 
TRADE: PROTOX 

GENERIC: PRAMIRACETAM SULFATE 
TRADE: NOT ESTABLISHED 

GENERIC: RECOMBINANT BETA-GLUCOCEREBROSIDASE 
TRADE: NOT ESTABLISHED 

GENERIC: RECOMBINANT HUMAN SUPEROXIDE DISMUTASE 
TRADE: NOT ESTABLISHED 

GENERIC: RIBAVIRIN 
TRADE: VIRAZOLE 

ORPHAN DRUG PRODUCT DESIGNATIONS 

DRUG DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

PROPHYLACTIC TREATMENT OF SICKLE CELL DISEASE. 

ADJUNCTIVE THERAPY FOR AIDS PATIENTS SUFFERING FROM 
HIV-WASTING SYNDROME. 

TREATMENT OF PATIENTS WITH CHRONIC LYMPHOCYTIC 
LEUKEMIA. 
TREATMENT OF HAIRY CELL LEUKEMIA. (SINGLE AGENT 
TREATMENT FOR ADULT PATIENTS WITH ALPHA~INTERFERON­
REFRACTORY HAIRY CELL LEUKEMIA.*/** [OCT II, 1998]) 

INITIAL THERAPY OF TOXOPLASMOSIS IN PATIENTS WITH 
ACQUIRED IMMUNODEFICIENCY SYNDROME (AIDS). 

FOR THE MANAGEMENT OF COGNITIVE DYSFUNCTION AND 
ENHANCEMENT OF ANTIDEPRESSANT ACTIVITY ASSOCIATED 
WITH ELECTROCONVULSIVE THERAPY. 

FOR REPLACEMENT THERAPY IN PATIENTS WITH TYPES 
I, II, AND III GAUCHER'S DISEASE. 

PREVENTION OF BRONCHOPULMONARY DYSPLASIA IN PREMATURE 
NEONATES WEIGHING LESS THAN 1500 GMS. 

TREATMENT OF HEMORRHAGIC FEVER WITH RENAL SYNDROME. 
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SPONSOR NAME 

OMEX INTERNATIONAL, INC 

GYNEX, INC 

PARKE-DAVIS 

BURROUGHS WELLCOME COMPANY 

CAMBRIDGE NEUROSCIENCE, INC 

GENZYME CORPORATION 

BID TECHNOLOGY GENERAL CORP 

ICN PHARMACEUTICALS, INC 



NAME OF DRUG 

GENERIC: SERMORELIN ACETATE 
TRADE: GEREF 

GENERIC: SOMATROPIN 
TRADE: SAIZEN 

GENERIC: SUCCIMER 
TRADE: CHEMET* /** 

GENERIC: SUCRALFATE 
TRADE: NOT ESTABLISHED 

GENERIC: TESTOSTERONE PROPIONATE 
TRADE: NDT ESTABLISHED 

GENERIC: TESTOSTERONE SUBLINGUAL 
TRADE: NOT ESTABLISHED 

GENERIC: TI RATRICOL 
TRADE: TRIACANA 

GENERIC: TDREMIFENE 
TRADE: NOT ESTABLISHED 

GENERIC: URSODEDXYCHOLIC ACID 
TRADE: ACTIGALL 

GENERIC: URSODEOXYCHOLIC ACID 
TRADE: URSOFALK 

GENERIC: 3,4-DIAMINOPYRIDINE 
TRADE: DYNAMINE 

ORPHAN DRUG PRODUCT DESIGNATIONS 

DRUG DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 

TREATMENT OF AIDS-ASSOCIATED CATABOLISM/WEIGHT LOSS. 

TREATMENT OF AIDS-ASSOCIATED CATABOLISM/WEIGHT LOSS. 

TREATMENT OF LEAD POISONING IN CHILDREN.*/** 
[JAN 30, 1998J 
TREATMENT OF MERCURY INTOXICATION. 

TREATMENT OF ORAL ULCERATIONS AND DYSPHAGIA IN 
PATIENTS WITH EPIOERMOLYSIS BULLOSA. 

TREATMENT OF VULVAR DYSTROPHIES. 

TREATMENT OF CONSTITUTIONAL DELAY OF GROWTH AND 
PUBERTY IN BOYS. 

USE IN COMBINATION WITH LEVD-THYROXINE TO SUPPRESS 
THYROID STIMULATING HORMONE (TSH) IN PATIENTS WITH 
WELL-DIFFERENTIATED THYROID CANCER WHO ARE INTOLERANT 
TO ADEQUATE DOSES OF LEVO-THYROXINE ALONE. 

HORMONAL THERAPY OF METASTATIC CARCINOMA OF THE BREAST. 

MANAGEMENT OF THE CLINICAL SIGNS AND SYMPTOMS 
ASSOCIATED WITH PRIMARY BILIARY CIRRHOSIS. 

TREATMENT DF PATIENTS WITH PRIMARY BILIARY CIRRHOSIS. 

TREATMENT OF HEREDITARY MOTOR AND SENSORY NEUROPATHY 
TYPE I (CHARCOT-MARIE-TOOTH DISEASE). 
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SPONSOR NAME 

SERONO 

SERONO LABORATORIES, INC 

MCNEIL 

NASKA PHARMCAL CD 

STAR PHARMACEUTICALS, INC 

GYNEX, INC 

MEDGENIX GROUP 

ADRIA LABORATORIES, INC 

CIBA GEIGY 

INTERFALK U.S., INC 

MAYO CLINIC 



NAME OF DRUG 

GENERIC: 6-METHYLENANDROSTA-l,4-DIENE-3,17-DIONE 
TRADE: NOT ESTABL! SHED 

GENERIC: 566C80 
TRADE: NOT ESTABLISHED 
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ORPHAN DRUG PRODUCT DESIGNATIONS 

DRUG DESIGNATIONS 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] SPONSOR NAME 

HORMONAL THERAPY OF METASTATIC CARCINOMA OF THE BREAST. AORIA LABORATORIES, INC 

PREVENTION OF PNEUMOCYSTIS CARINII PNEUMONIA (PCP) IN BURROUGHS WELLCOME COMPANY 
HIGH~RISK, HIV-INFECTED PATIENTS DEFINED BY ONE OR BOTH 
OF THE FOLLOWING CRITERIA: (I)A HISTORY OF ONE OR MORE 
EPISODES OF PCP, (2) A PERIPHERAL CD4+ (T4 HELPER/INDUCER) 
LYMPHOCYTE COUNT LESS THAN OR EQUAL TO 200/MM'. 



NO DECEMBER 1991 ADDITIONS 

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

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IN VITRO DISSOLUTION TESTING AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, 
HFD-650, MPN-2 ROOM 278, 5600 FISHERS LANE, ROCKVILLE, MD 20857. COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE 
DIVISION OF BIOEQUIVALENCE. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 11TH EDITION FOR A FULL LISTING OF BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA. 
ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPpLEMENT. 

DRUG NAME (DOSAGE FORM) DATE REVISED DATE 

ESTROGENS, CONJUGATED (TABLET)" AUG 21, 1991 
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ANDA SUITABILITY PETITIONS 

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION S05(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, 11TH EDITION FOR A FULL LISTING OF ANDA SUITABILITY PETITIONS DATA. ONLY 
NEW DATA WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) 

ACETAMINOPHEN; 325MG 
BUTALBITAL; SDMG 
CAFFEINE; 4DMG 
CODEINE PHOSPHATE 3DMG 
CAPSULE; ORAL 

CARBAMAZEPINE 20DMG/SML 
SUSPENSION; ORAL 

CLOBETASOL PROPIONATE O.OS% 
LOTION; TOPICAL 

CYCLOPHOSPHAMIDE 100MG/VIAL 
INJECTABLE; INJECTION 

CYCLOPHOSPHAMIDE 200MG/VIAL 
INJECTABLE; INJECTION 

CYCLOPHOSPHAMIDE SOOMG/VIAL 
INJECTABLE; INJECTION 

CYCLOPHOSPHAMIDE 1GM/VIAL 
INJECTABLE; INJECTION 

CYTARABINE 20MG/ML 
INJECTABLE; INJECTION (100ML/CONTAINER) 

PETITIONS APPROVED 

DOCKET NUMBER 

91 P-069/ 
CP2 

89 P-0399/CP 

90 P-0198/ 
CP1 

90 P-02S0/ 
CPl 

90 P-02S0/ 
CP2 

90 P-02S0/ 
CP3 

90 P-02S0/ 
CP4 

86 P-0428/ 
CPODS 

PETITIONER 

KING & SPAULDING 

GUIDELINES 

KROSS 

PHARMACHEMIE 

PHARMACHEMIE 

PHARMACHEMIE 

PHARMACHEMIE 

ADRIA 

REASON FOR 
PETITION 

NEW 
COMB I NA TI ON 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 

STATUS 

APPROVED 
DEC 10, 1991 

APPROVED 
MAY 16, 1991 

APPROVED 
MAR 14, 1991 

APPROVED 
MAY 07, 1991 

APPROVED 
MAY 07, 1991 

APPROVED 
MAY 07, 1991 

APPROVED 
MAY 07, 1991 

APPROVED 
OCT 28, 1991 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DRUG NAME STRENGTH REASON FOR 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS 

DOPAMINE HYDROCHLORIDE 5MG/ML 90 P-0137/ ABBOTT NEW STRENGTH APPROVED 
INJECTABLE; INJECTION CP1 APR 10, 1991 

ESTRADIOL 0.067MG/24HR 90 P-0125/ NOV EN PHARMS NEW STRENGTH APPROVED 
FILM, EXTENDED RELEASE; CP1 MAR 14, 1991 
TRANSDERMAL 

ESTRADIOL 0.OB4MG/24HR 90 P-0125/ NOVEN PHARMS NEW STRENGTH APPROVED 
FILM, EXTENDED RELEASE; CP2 MAR 14, 1991 
TRANS DERMAL 

ETOPOSIDE 20MG/ML 91 P-0041/ ADRIA NEW STRENGTH APPROVED 
INJECTABLE; INJECTION (25ML!VIAL) CPl MAY 22, 1991 

LEUCOVORIN CALCIUM EQ 200MG BASE/VIAL 91 P-0235/ CETUS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION CPl DEC 10, 1991 

NIFEDIPINE 30MG 90 P-0436/ KV NEW DOSAGE APPROVED 
CAPSULE, EXTENDED 60MG CPl FORM OCT 23, 1991 
RELEASE; ORAL 90MG 

PANCURONIUM BROMIDE O.lMG/ML 91 P-0006/ LYPHQMED NEW STRENGTH APPROVED 
INJECTABLE; INJECTION CPl OCT 2B, 1991 

TECHNETIUM TC99 MEDRONATE KIT N/A 91 P-0040/ ABARIS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION CPl OCT2B, 1991 

TERFENADINE 60MG 91 P-00B7 ARTHUR A. CHECCHI NEW DOSAGE APPROVED 
CAPSULE; ORAL CP1 FORM OCT 2B, 1991 

THEDPHYLLI NE BOOMG 91 P-0209/ PURDUE FREDERICK NEW STRENGTH APPROVED 
TABLET, EXTENDED CP1 DEC 10, 1991 
RELEASE; ORAL 

--------------- -------



DRUG NAME 
DOSAGE FORM; ROUTE 

ALBUTEROL SULFATE 
CAPSULE. EXTENDED 
RELEASE; ORAL 

FUROSEMIDE 
INJECTABLE; INJECTION 

STRENGTH 
(CONTAINER SIZE) 

EQ 4MG BASE 

1MG/ML 

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DOCKET NUMBER 

89 P-0207/CP 

90 P-0313/ 
CP1 
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REASON FOR 
PETITIONER PETITION STATUS 

PARTICLE DYNAMICS NEW DOSAGE DENIED 
FORM DEC 13. 1991 

LYPHOMED NEW STRENGTH DENIED 
OCT 28. 1991 
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EXCLUSIVITY TERMS 

DUE TD SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC 
EQUIVALENCE EVALUATIONS, 11TH EDITION FOR A FULL LISTING OF EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY 
NEW CODES WILL BE ADDED TO THE,CUMULATIVE SUPPLEMENT. 

REFERENCES 
NEW DOSING SCHEDULE 

D-17 400MG EVERY 12 HOURS FOR THREE DAYS FOR UNCOMPLICATED URINARY TRACT INFECTIONS 

I-55 HYPERTENS ION 
I-56 EROSIVE GASTROESOPHAGEAL REFLUX DISEASE 
I-57 SHORT-TERM TREATMENT OF ACTIVE DUODENAL ULCER 
I-58 INITIAL TREATMENT OF ADVANCED OVARIAN CARCINOMA IN 

REFERENCES 
NEW INDICATION 

COMBINATION WITH OTHER APPROVED CHEMOTHERAPEUTIC AGENTS 
I-59 ENDOSCOPICALLY DIAGNOSED ESOPHAGITIS, INCLUDING EROSIVE AND 

ULCERATIVE ESOPHAGITIS, AND ASSOCIATED HEARTBURN DUE TO 
GASTROESOPHAGEAL REFLUX DISEASE 

1-6.0 SINGLE APPLICATION TREATMENT OF HEAD LICE IN CHILDREN TWO MONTHS TO TWO YEARS IN AGE 
1-61 FEMALE ANDROGENETIC ALOPECIA 
1-62 PREVENTION AND TREATMENT OF POSTMENOPAUSAL OSTEOPOROSIS 
1-63 ONCE DAILY TREATMENT AS INITIAL THERAPY IN THE TREATMENT OF HYPERTENSION 
1-64 PREVENTION OF SUPRAVENTRICULAR ARRHYTHMIAS 
1-65 PREVENTION OF UPPER GASTROINTESTINAL BLEEDING IN CRITICALLY ILL PATIENTS 
1-66 UNCOMPLICATED GONORRHEA 

U-44 RELIEF OF NAUSEA AND VOMITING 
U-45 TREATMENT OF INFLAMMATION AND ANALGESIA 
U-46 TREATMENT OF PANIC DISORDER 
U-47 STIMULATION OF THE RELEASE OF GROWTH HORMONE 
U-48, ANALGESIA 

REFERENCES 
PATENT USE CODE 



U-49 SYMPTOMATIC CANCER-RELATED HYPERCALCEMIA 
U-50 USE IN TREATING INFLAMMATORY DERMATOSES 

EXCLUSIVITY TERMS 

REFERENCES 
PATENT USE COOE 

U-51 BLOOD POOL IMAGING, INCLUDING FIRST PASS AND GATED EQUILIBRIUM IMAGING AND FOR DETECTION OF SITES OF GASTROINTESTINAL BLEEDING 
U-52 TREATMENT OF ADULT AND PEDIATRIC PATIENTS (OVER SIX MONTHS OF AGE) WITH ADVANCED HIV INFECTION 
U-53 HYPERCALCEMIA OF MALIGNANCY 
U-54 REVERSAL AGENT OR ANTAGONIST OF NONDEPOLARIZING NEUROMUSCULAR BLOCKING AGENTS 
U-55 TREATMENT OF PAIN 
U-56 AID TO SMOKING CESSATION 

----- ------- ---
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APPL/PROD 
NUMBER 

20089 001 

20089 002 

20057 003 

18276 001 
18276 002 
18276 003 
18276 004 

19926 001 
19155 001 
18700 001 
19677 001 
19678 001 
19851 001 
19851 002 
19851 003 
19851 004 
20032 001 

>ADD> 19845 001 
>ADD> 19890 001 

18709 001 
18709 002 
18709 003 
18709 004 
19856 001 

19880 001 
19880 002 
19880 003 
20044 001 
17920 002 
17920 003 
17920 004 
17920 005 
17924 001 
17939 002 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

ACYCLOVIR; ZOVIRAX 4199574 

ACYCLOVIR; ZOVIRAX 4199574 

ALGLUCERASE; CEREDASE 

ALPRAZOLAM; XANAX 4508726 
ALPRAZOLAM; XANAX 4508726 
ALPRAZOLAM; XANAX 4508726 
ALPRAZOLAM; XANAX 4508726 

3980789 
ALTRETAMINE; HEXALEN 
AMMONIUM LACTATE; LAC-HYDRIN 4105783 
AMRINONE LACTATE; INOCOR 4072746 
ATROPINE SULFATE; EN LON-PLUS 4952586 
ATROPINE SULFATE; EN LON-PLUS 4952586 
BENAZEPRIL HYDROCHLORIDE; LOTENSIN 4410520 
BENAZEPRIL HYDROCHLORIDE; LOTENSIN 4410520 
BENAZEPRIL HYDROCHLORIDE; LOTENSIN 4410520 
BENAZEPRII HYDROCHLORIDE; lOTENSIN 44101i20 
BERACTANT; SURVANTA 4397839 
BETAXOLOL HYDROCHLORIDE; BETOPTIC S 4911920 
BUTORPHANOL TARTRATE; STADOL 
CAPTOPRIL; CAPOZIDE 25/15 
CAPTOPRIL; CAPOZIDE 25/25 
CAPTOPRIL; CAPOZIDE 50/25 
CAPTOPRIL; CAPOZIDE SOilS 
CARBIDOPA; SINEMET CR 4900755 

4832957 
3830827 

CARBOPLATIN; PARAPLATIN 4140707 
CARBOPLATIN; PARAPLATIN 4140707 
CARBOPLATIN; PARAPLATIN 4140707 
CETYL ALCOHOL; EXOSURF NEONATAL 4312860 
CIMETIDINE; TAGAMET 3950333 
CIMETIDINE; TAGAMET 3950333 
CIMETIDINE; TAGAMET 3950333 
CIMETIDINE; TAGAMET 3950333 
CIMETIDINE HYDROCHLORIDE; TAGAMET 3950333 
CIMETIDINE HYDROCHLORIDE; TAGAMET 

---~- - -------
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

APR 22, 1997 
1-45 APR 26, 1993 

APR 22, 1997 
1-45 APR 26, 1993 
NCE APR 05, 1996 
ODE APR 05, 1998 

APR 02, 2002 U-46 
APR 02, 2002 U-46 
APR 02, 2002 U-46 
APR 02; 2002 U-46 
SEP 14, 1993 

ODE DEC 26, 1997 
OCT 26, 1995 
APR 23, 1998 U-7 NCE JUL, 31, 1994 
AUG 28, 2007 U-54 NC NOV 06, 1994 
AUG 28, 2007 U-54 NC NOV 06, 1994 
OCT 18, 2000 NCE JUN 25, 1996 
OCT 18, 2000 NCE JUN 25, 1996 
OCT 18, 2000 NCE JUN 25, 1996 
OCT 18, 7.000 NCE JUN 25, 1996 
AUG 10, 2000 NCE JUL 01, 1996 
MAR 27, 2007 

NDF DEC 12, 1994 
1-63 OCT 24, 1994 
1-63 OCT 24, 1994 
1-63 OCT 24, 1994 
1-63 OCT 24, 1994 

MAY 23, 2006 
MAY 23, 2006 
AUG 20, 1991 

NDF MAY 30, 1994 
AUG 25, 1998 I-58 JUL OS, 1994 
AUG 25, 1998 I-58 JUL OS, 1994 
AUG 25, 1998 I-58 JUL OS, 1994 
NOV 23, 2001 NC AUG 02, 1993 
APR 13, 1993 I-56 MAR 07, 1994 
APR 13, 1993 I-56 MAR 07,1994 
APR 13, 1993 I-56 MAR 07, 1994 
APR 13, 1993 1...,56 MAR 07, 1994 
APR 13, 1993 I-56 MAR 07, 1994 

1-65 NOV 13, 1994 



APPL/PROD 
NUMBER 

>ADD> 19849 001 
>DLT> 198149 IJlJI 

19082 001 

19082 002 

19082 003 

20037 001 

20154 002 
20154 003 
20154 004 
20154 005 
20155 003 
2D155 004 
20155 005 
20155 006 
20156 001 
20027 001 
20027 002 

>ADD> 20062 002 
>ADD> 20062 003 
>ADD> 20062 004 

18723 001 
18723 002 
18723 003 
19680 001 
19794 001 
19794 002 
19946 001 
19668 001 
19668 002 
19668 003 
19668 004 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

DAPIPRAZOLE HYDROCHLORIDE; REV-EYES 4252721 
~API?RAZ0~E ~Y~R0e~~0RI~E~ REY~EYEZ ItZS27Z1 
DEZOCINE; DALGAN 4605671 

4001331 
3836670 

DEZOCINE; DALGAN 4605671 
4001331 
3836670 

DEZDCINE; DALGAN 4605671 
4001331 
3836670 

DICLOFENAC SODIUM; VOLTAREN 4960779 
3652762 

DIDANOSINE; VIDEX . 4861759 
DIDANOSINE; VIDEX 4861759 
DIDANOSINE; VIDEX 4861759 
DIDANOSINE; VIDEX 4861759 
DIDANOSINE; VIDEX 4861759 
DIDANOSINE; VIDEX 4861759 
DIDANOSINE; VIDEX 4B6175q 
DIDANOSINE; VIDEX 4861759 
DIDANOSINE; VIDEX 4861759 
DILTIAZEM HYDROCHLORIDE; CARDIZEM 
DILTIAZEM HYDROCHLORIDE; CARDIZEM 
DILTIAZEM HYDROCHLORIDE; CARDIZEM CD 
DILTIAZEM HYDROCHLORIDE; CARDIZEM CD 
DILTIAZEM HYDROCHLORIDE; CARDIZEM CD 
DIVALPROEX SODIUM; DEPAKOTE 4988731 
DIVALPROEX SODIUM; DEPAKOTE 4988731 
DIVALPROEX SODIUM; DEPAKOTE 4988731 
DIVALPROEX SODIUM; DEPAKOTE 4988731 
DIVALPROEX SODIUM; DEPAKOTE CP 4988731 
DIVALPROEX SODIUM; DEPAKOTE CP 4988731 
DOXACURIUM CHLORIDE; NUROMAX 4701460 
DOXAZOSIN MESYLATE; CARDURA 4188390 
DOXAZOSIN MESYLATE; CARDURA 4188390 
DOXAZOSIN MESYLATE; CARDURA 4188390 
DOXAZOSIN MESYLATE; CARDURA 4188390 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

JAN 06, 2002 NCE DEC 31, 1995 
HI! 2M 1998 l4eE ~Ee h1~ 11JIJS 
AUG 12, 2003 
JAN 04, 1996 NCE DEC 29, 1994 
SEP 09, 1991 U-48 
AUG 12, 2003 
JAN 04, 1996 NCE DEC 29, 1994 
SEP 09, 1991 U-48 
AUG 12, 2003 
JAN 04, 1996 NCE DEC 29, 1994 
SEP 09, 1991 U-48 
OCT 02, 2007 
MAR 28, 1991 NDF MAR 28, 1994 
AUG 29, 2006 U-52 NCE OCT 09, 1996 
AUG 29, 2006 U-52 NCE OCT 09, 1996 
AUG 29, 2006 U-52 NCE OCT 09, 1996 
AUG 29, 2006 U-52 NCE OCT 09, 1996 
AUG 29, 2006 U-52 NCE OCT 09, 1996 
AUG 29, 2006 U-52 NCE OCT 09, 1996 
AU(.; 29, 2006 U-52 NCE OCT 09, 1996 
AUG 29, 2006 U-52 NCE OCT 09, 1996 
AUG 29, 2D06 U-52 NCE OCT 09, 1996 

NDF OCT 24, 1994 
NDF OCT 24, 1994 
NP DEC 27, 1994 
NP DEC 27, 1994 
NP DEC 27, 1994 

JAN 29, 2008 
JAN 29, 2008 
JAN 29, 2008 
JAN 29, 2008 
JAN 29, 2008 
JAN 29, 2008 
OCT 20, 2004 NCE MAR 07, 1996 
FEB 12, 1999 NCE NOV 02, 1995 
FEB 12, 1999 NCE NOV 02, 1995 
FEB 12, 1999 NeE NOV 02, 1995 
FEB 12, 1999 NCE NOV 02, 1995 
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l 1f) d . I.J&t~~ 11/'; < 0 98 
PRESCRIPTION AND OTC DRUG PRODUCT 

& ~/2/; t~ fYl-t u PATENT AND EXCLUSIVITY DATA 7{} 
APPL/PROD INGREDIENT NAME; TRADE NAME PATENT PATENT USE EXCLUS EXCLUS 
NUMBER NUMBER EXPIRES CODE CODE EXPIRES 

>ADD> 19616 004 ENOXACIN; PENETREX 4442101 APR 10,2001 
>ADD> 4359578 ~OV 16, . ]999 NCE DEC 31, 1996 >ADD> 4352803 GT 05, 1999 U-36 >ADD> 19616 005 ENOXACIN; PENETREX 4442101 APR 10, 2001 
>ADD> 4359578 NOV 16, 1999 NCE DEC 31, 1996 >ADD> 4352803 OCT 05, 1999 U-36 

19080 001 ESTAZOLAM; PROSOM 3987052 OCT 19, 1995 
19080 002 ESTAZOLAM; PROSOM 3987052 OCT 19, 1995 
19081 002 ESTRADIOL; ESTRADERM 1-62 OCT 24, 1994 
19081 003 ESTRADIOL; ESTRADERM 1-62 OCT 24, 1994 
19653 001 ETHINYL ESTRADIOL; ORTHO CYClEN-21 4027019 MAY 31, 1996 NC DEC 29, 1992 
19653 002 ETHINYl ESTRADIOL; ORTHO CYClEN-28 4027019 MAY 31, 1996 NC DEC 29, 1992 
18922 002 ETODOLAC; LODINE 4076831 FEB 28, 1997 U-45 

3939178 FEB 17, 1993 NCE JAN 31, 1996 
18922 003 ETODOLAC; LODINE 4076831 FEB 28, 1997 U-45 

3~FEB 17, 1993 NCE JAN 31, 1996 
19834 001 FELODIPINE; PLENDIL -- 6461 APR 28, 1998 NCE JUL 26; 1996 19834 002 FELODIPINE; PLENDIL 4Z:~, APR 28, 1998 NCE JUL 26, 1996 
18830 001 FLECAINIDE ACETATE; TAMBOCOR 1-64 OCT 23, 1994 
18830 003 Fi ,~ATN!nt ACFTATt; TAMBOCOR 1-64 OCT 23, 1994 
18830 004 FLECAINIDE ACETATE; TAMBOCOR 1-64 OCT 23, 1994 
19949 001 FLUCONAZOLE; DIFLUCAN 4404216 OCT 16, 2003 NCE JAN 29, 1995 
19949 002 FLUCONAZOLE; DIFLUCAN 4404216 OCT 16, 2003 NCE JAN 29, 1995 19949 003 FLUCONAZOLE; DIFLUCAN 4404216 OCT 16, 2003 NCE JAN 29, 1995 
19950 001 FLUCONAZOLE; DIFLUCAN 4404216 OCT 16, 2003 NCE JAN 29, 1995 
20038 001 FLUDARABINE PHOSPHATE; FLUDARA 4357324 NOV 02, 1999 NCE APR 18, 1996 

",. ODE APR 18, 1998 >ADD> 20073 001 FLUMAZENIL; MAZICON 4316839 FEB 23, 1999 NCE DEC 20, 1996 
20101 001 FLUOXETINE HYDROCHLORIDE; PROZAC 4314081 FEB 02, 2001 NCE DEC 29, 1992 19957 001 FLUTICASONE PROPIONATE; CUTIVATE 4335121 MAR 16, 2002 
19958 001 FLUTICASONE PROPIONATE; CUTIVATE 4335121 MAR 16, 2002 
20068 001 FOSCARNET SODIUM; FOSCAVIR NCE SEP 27, 1996 
19915 002 FOSINOPRIL SODIUM; MONOPRIL 4384123 MAY 17, 2000 

~3372QJ JUN 29, ]992-1 NCE MAY 16, 1996 
19915 003 FOSINOPRIL SODIUM; MONOPRIL 4384123· MAY 17; 2000 

4337201 JUN 29, 1999 NCE MAY 16, 1996 
19961 002 GALLIUM NITRATE; GANITE 4529593 JAN 17, 2005 U-49 NCE JAN 17, 1996 

ODE JAN 17, 1998 



APPl/PROD 
NUMBER 

19967 001 
19968 001 

>ADD> 19836 001 
>ADD> 
>ADD> 19836 002 
>ADD> 
>ADD> 19836 003 
>ADD> 

19784 DOl 
19580 001 
19580 002 

>ADD> 19091 001 
>ADD> 19546 001 
>OLT> lIHI~i! IHJl 
>ADD> 19546 002 
>DLT> 19S~i! 99Z 
>ADD> 19645 001 
>ADD> 19698 001 
>ADD> 19698 002 

18686 001 
18687 001 
18687 002 
18687 003 
18687 004 
18716 001 
18716 002 
18716 003 
18716 004 
19425 001 

>ADD> 08107 DOl 
>ADD> 08107 002 
>ADD> 08107 004 
>ADD> 08107 005 

20035 DOl 
20088 001 

>ADD> 20105 001 
19753 001 
19753 002 
19753 003 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

HALOBETASOL PROPIONATE; ULTRAVATE 4619921 
HALOBETASOL PROPIONATE; ULTRAVATE 4619921 
HISTRELIN; SUPPRELIN 4244946 

HISTRELIN; SUPPRELIN 4244946 

HI STRELIN; SUPPRELIN 4244946 

IBUPROFEN; RUFEN 
IOTROLAN; OSMOVIST 4239747 
IOTROLAN; OSMOVIST 4239747 
ISOSORBIDE MONONITRATE; ISMO 
ISRAOIPINE; DYNACIRC 4466972 
IZRA~I?IW~j ~YWAeIRe ,(,(i\gg7Z 
ISRADIPINE; DYNACIRC 4466972 
ZZRA~I?IW~j 3YWAeIRe ,(,(ggg7Z 
KETOROLAC TROMETHAMINE; TORADOL 4089969 
KETOROLAC TROMETHAMINE; TORADOL 4089969 
KETOROLAC TROMETHAMINE; TORADOL 4089969 
i ARFTAl OL HYDROr.HLOR TO!:; NORMODYNE 4012444 
LABETALOL HYDROCHLORIDE; NORMODYNE 4012444 
LA8ETALOL HYDROCHLORIDE; NORMODYNE 4012444 
LABETALOL HYDROCHLORIDE; NORMODYNE 4012444 
LABETALOL HYDROCHLORIDE; NORMODYNE 4012444 
LA8ETALOL HYDROCHLORIDE; TRANDATE 4012444 
LABETALOL HYDROCHLORIDE; TRANDATE 4012444 
LABETALOL HYDROCHLORIDE; TRANDATE 4012444 
LABETALOL HYDROCHLORIDE; TRANDATE 4012444 
LABETALOL HYDROCHLORIDE; TRANDATE 4012444 
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM 
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM 
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM 
LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM 
LEVAMISOLE HYDROCHLORIDE; ERGAMISOL 4584305 
LEVONORGESTREL; NORPLANT SYSTEM 3850911 
LIOTHYRONINE SODIUM; TRIOSTAT 
MORICIZINE HYDROCHLORIDE; ETHMOZINE 3864487 
MORICIZINE HYDROCHLORIDE; ETHMOZINE 3864487 
MORICIZINE HYDROCHLORIDE; ETHMOZINE 3864487 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

DEC 17, 2004 NCE DEC 17, 1995 
DEC 17, 2004 NeE DEC 17, 1995 
JAN 13, 1998 NCE DEC 24, 1996 

ODE DEC 24, 1998 
JAN 13, 1998 NCE DEC 24, 1996 

ODE DEC 24, 1998 
JAN 13, 1998 NCE DEC 24, 1996 

ODE DEC 24, 1998 
NDF SEP 19, 1992 

DEC 16, 1999 NCE DEC 07, 1994 
DEC 16, 1999 NCE DEC 07, 1994 

NCE DEC 30, 1996 
AUG 21, 2003 U-3 NCE DEC 20, 1995 
Akl~ Z1 { ZIHJ 1 l,i,£Z Wei: ~~IZ Z9{ 1995 
AUG 21, 2003 U-3 NCE DEC 20, 1995 
Akl~ Z1 { ZIJIJI l,i,£6 we~ 3~e ZIJ{ 1995 
MAY 16, 1997 U-55 
MAY 16, 1997 U-55 
MAY 16, 1997 U-55 
Allr, 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 
AUG 02, 1998 NCE AUG 01, 1994 

ODE DEC 12, 1998 
ODE DEC 12, 1998 
ODE DEC 12, 1998 
ODE DEC 12, 1998 

JUN 19, 2004 U-42 NCE JUN 18, 1995 
NOV 26, 1991 NP DEC 10, 1993 

NDF DEC 31, 1994 
FEB 04, 1994 NCE JUN 19, 1995 
FEB 04, 1994 NCE JUN 19, 1995 
FEB 04, 1994 NCE JUN 19, 1995 



APPL/PROD 
NUMBER 

19886 001 
>ADD> 20076 001 
>AOD> 20076 002 
>ADO> 20076 003 

18612 001 
19684 001 

19684 002 

19684 003 

>ADD> 20064 001 
19508 001 
19508 002 

>ADD> 19384 002 
>ADD> 

19757 001 

19735 001 
19735 OO? 
19735 003 
19715 001 
19810 001 
20007 001 

20036 001 

20122 001 

18631 001 
19456 001 
19456 002 
19797 001 
19898 002 
19898 003 
19568 001 
19627001 
19664 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

NAFARELIN ACETATE; SYNAREL 4234571 
NICOTINE; HABITROL 4597961 
NICOTINE; HABITROL 4597961 
NICOTINE; HABITROL 4597961 
NICOTINE POLACRILEX; NICORETTE 3901248 
NIFEDIPINE; PROCARDIA XL 4783337 

4765989 
NIFEDIPINE; PROCARDIA XL 4783337 

4765989 
NIFEDIPINE; PROCARDIA XL 4783337 

4765989 
NITROFURANTOIN; MACROBID 
NIZATIDINE; AXID 4382090 
NIZATIDINE; AXID 4382090 
NORFLOXACIN; NOROXIN 4639458 

NORFLOXACIN; CHIBROXIN 4551456 
4146719 

OFLOXACIN; FLOXIN 4382892 
0Fl n)(A.CIN;. FI.Ol(n~ 4382892 
OFLOXACIN; FLOXIN 4382892 
OLSALAZINE SODIUM; DIPENTUM 4559330 
OMEPRAZOLE; PRILOSEC 4255431 
ONDANSETRON HYDROCHLORIDE; ZOFRAN 4753789 

4695578 
PAMIDRONATE DISODIUM; AREOlA 4711880 

3962432 
PENTOSTATIN; NIPENT 3923785 

PENTOXIFYLLINE; TRENTAL 3737433 
PINACIDIL; PINDAC RE31244 
PINACIDIL; PINDAC RE31244 
POLYETHYLENE GLYCOL 3350; NULYTELY 
PRAVASTATIN SODIUM; PRAVACHOL 4346227 
PRAVASTATIN SODIUM; PRAVACHOL 4346227 
PREDNICARBATE; DERMATOP 4242334 
PROPOFOL; DIPRIVAN 4056635 
PSEUDOEPHEDRINE HYDROCHLORIDE; SELOANE-O 3878217 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

NOV 18, 1999 NCE FEB 13, 1995 
JUL 01, 2003 U-56 
JUL 01, 2003 U-56 
JUL 01, 2003 U-56 
AUG 26, 1992 NCE JAN 13, 1994 
SEP 16, 2003 I-55 SEP 06, 1992 
SEP 16, 2003 0-2 SEP 06, 1992 
SEP 16, 2003 I-55 SEP 06, 1992 
SEP 16, 2003 0-2 SEP 06, 1992 
SEP 16, 2003 I-55 SEP 06, 1992 
SEP 16, 2003 0-2 SEP 06, 1992 

NDF DEC 24, 1994 
MAY 03, 2000 U-18 I-59 JUL 26, 1994 
MAY 03, 2000 U-18 I-59 JUL 26, 1994 
JAN 27, 2004 1-66 NOV 26, 1994 

0-17 NOV 26, 1994 
NOV 05, 2002 
MAR 27, 1998 NDF JUN 17, 1994 
MAY 10, 2002 
"!AY 10, 2002 
MAY 10, 2002 
AUG 04, 2004 NCE JUL 31, 1995 
MAR 10, 2000 I-57 JUN 12, 1994 
JUN 28, 2005 U-44 NCE JAN 04, 1996 
JAN 03, 2005 
DEC 08, 2004 NCE OCT 31, 1996 
JUN 08, 1993 U-53 
DEC 02, 1992 ODE OCTn, 1998 

NCE OCT 11, 1996 
APR 03, 1997 NCE AUG 30, 1994 
NOV 08, 1996 U-3 NCE DEC 28, 1994 
NOV 08, 1996 U-3 NCE DEC 28, 1994 

NP APR 22, 1994 
AUG 24, 1999 NeE OCT 31, 1996 
AUG 24, 1999 NCE OCT 31, 1996 
DEC 30, 1997 U-50 NE SEP 23,1994 
NOV 01, 1996 NCE OCT 02, 1994 
APR 15, 1994 NC AUG 19, 1994 



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

>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
>ADD> 
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PRESCRIPTION AND OTC DRUG PRODUCT 

PATENT AND EXCLUSIVITY DATA 

APPL/PROD 
NUMBER 

INGREDIENT NAME; TRADE NAME 

19885 001 QUINAPRIL HYDROCHLORIDE; ACCUPRIL 

19885 002 QUINAPRIL HYDROCHLORIDE; ACCUPRIL 

19885 003 QUINAPRIL HYDROCHLORIDE; ACCUPRIL 

19885 004 QUINAPRIL HYDROCHLORIDE; ACCUPRIL 

19901 001 
1~~91 991 
19901 002 
1~~91 99Z 
19901 003 
1~991 99Z 
19901 004 
1~~91 99,( 
19863 001 

19839 001 
19839 002 
19839 003 
19839 004 
19766 001 
19766 002 
19766 003 
19766 0_04 
19998 002 

RAMIPRIL; ALTACE 
RAHIPRn::.( A'l.7 A~E 
RAMIPRIL; ALTACE 
RAHIPRlk:.( A'l.7A~E 
RAMIPRIL; ALTACE 
RAHIPRn::.( A'l.7 A~E 
RAMIPRIL; ALTACE 
RAHIPRn::.( A'l.7A~E 
SERMORELIN ACETATE; GEREF 

SERTRALINE HYDROCHLORIDE; ZOLOFT 
SERTRALINE HYDROCHLORIDE; ZOLOFT 
SERTRALINE HYDROCHLORIDE; ZOLOFT 
SERTRALINE HYDROCHLORIDE; ZOLOFT 
SIMVASTATIN; ZOCOR 
SIMVASTATIN; ZOCOR 
SIMVASTATIN; ZOCOR 
SIMVASTATIN; ZOCOR 
SUCCIMER; CHEMET 

19981 001 TECHNETIUM TC-99M RED BLOOD CELL KIT; ULTRATAG 
19785 001 TECHNETIUM TC-99M SESTAMIBI KIT; CARDIOLITE 
19785 002 TECHNETIUM TC-99M SESTAMIBI KIT; CARDIOLITE 
18163 001 TEMAZEPAM; RESTORIL 

18163 002 TEMAZEPAM; RESTORIL 

18163 003 TEMAZEPAM; RESTORIL 

19979 001 TICLOPIDINE HYDROCHLORIDE; TICLID 

19979 002 TICLOPIDINE HYDROCHLORIDE; TICLID 

19798 001 TRIAMCINOLONE ACETONIDE; NASACORT 

PATENT 
NUMBER 

PATENT 
EXPIRES 

USE EXCLUS 
CODE CODE 

EXCLUS 
EXPIRES 

4743450 MAY 10, 2005 
4344949 AUG 17, 1999 U-3 
4743450 MAY 10, 2005 
4344949 AUG 17, 1999 U-3 
4743450 MAY 10, 2005 
4344949 AUG 17, 1999 U-3 
4743450 MAY 10, 2005 
4344949 AUG 17, 1999 U-3 
4587258 JAN 29, 2005 
AS87ZS8 HAY 96.( Z99Z 
4587258 JAN 29, 2005 
AS87ZS8 HAY 96.( Z99Z 
4587258 JAN 29, 2005 
AS872S8 HAY 96.( Z99Z 
4587258 JAN 29, 2005 
AS872S8 HAY 96.( Z99Z 
4703035 DEC 28, 2004 U-47 
4517181 MAY 14, 2002 
4536518 AUG 20, 2002 
45::l651R Aile:; 20, 2002 
4536518 AUG 20, 2002 
4536518 AUG 20, 2002 
4444784 APR 24, 2001 
4444784 APR 24, 2001 
4444784 APR 24, 2001 
4444784 APR 24, 2001 

4755375 JUL 05, 2005 U-51 
4452774 SEP 09, 2004 
4452774 SEP 09, 2004 

4591592 MAY 27, 2003 
4051141 SEP 27, 1994 
4591592 MAY 27, 2003 
4051141 SEP 27, 1994 

NCE 

NCE 

NCE 

NCE 
NCE 
O!~E 
NCE 
O!~E 
NCE 
O!~E 
NCE 
O!~E 
NCE 
NCE 
NCE 
NCE 
NCE 
NCE 
NCE 
NCE 
NCE 
NCE 
NCE 
ODE 
NC 
NCE 
NCE 
0-17 
NS 
D-17 
NS 
0-17 
NS 

NOV 19, 1996 

NOV 19, 1996 

NOV 19, 1996 

NOV 19, 1996' 
JAN 28, 1996 
JAO! Z8.( 1~96 
JAN 28, 1996 
JAO! Z8.( 1~96 
JAN 28, 1996 
JAO! Z8.( 1~96 
JAN 28, 1996 
JAO! Z8.( 1996 
DEC 28, 1995 
DEC 28, 1995 
DEC 30, 1996 
DEC 30, 1991'> 
DEC 30, 1996 
DEC 30, 1996 
DEC 23, 1997 
DEC 23, 1997 
DEC 23, 1997 
DEC 23, 1997 
JAN 30, 1996 
JAN 30, 1998 
JUN 10, 1994 
DEC 21, 1995 
DEC 21, 1995 
OCT 25, 1994 
OCT 25, 1994 
OCT 25, 1994 
OCT 25, 1994 
OCT 25, 1994 
OCT 25, 1994 

NCE OCT 31, 1996 
NCE OCT 31, 1996 

NR JUL 11, 1994 

·U.S. Govarll'lllllll Printing Office: 1992 - 312-211140006 





New 12th Edition 

Order Processing Code 
* 6126 

APPROVED 
DRUG PRODUCTS 

WITH 
THERAPEUTIC EQUIVALENCE EVALUATIONS 

12n1 EDlTION 

Superintendent of Documents Supscriptions Order Form 

Charge your order. 
It's easy! 

DYes, please send me the following indicated subscriptions: 

sUbscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP, 
and the monthly Cumulative Supplements, for $95.00 per year. 

1. The total cost of my order is $ . All prices include regular domestic postage and handling and are subject to change. 
International customers please add 25 %. 

Please Type or Print 

2. 
(Company or personal name) 

(Additional address/attention line) 

(Street address) 

(City, State, ZIP Code) 

(Daytime phone including area code) 

3. Please choose method of payment. 

D 
D 

D 

Check payable to Superintendent of Documents 

GPO Deposit Account 

VISA or MasterCard 

I I I I I I I I I I I I I I I I I I I 
Thank you for your order! 

(Credit card expiration date) 

(Signature) {lO/91) 

4. Mail To: Superintendent of Documents, Government Printing Office, Washington, DC 20402-9371. 
To FAX your charge order, call (202) 512-0019. 
To charge your subscription call (202) 783-3238. 






