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1.0 INTRODUCTION 

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to 
the A proved Drug Products with Therapeutic Equivalence Evaluations, 
9th Eition (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 in the Division of Blood and 
Blood Products approved under Section 505 of the Act, and products 
discontinued from marketing or products which have had their approval 
withdrawn for other than safety or efficacy reasons. 

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

The Patent and Exclusivity Lists are arranged in alphabetical order by 
active ingredient name. For those products with multiple active ingre-
dients, only the first active ingredient (in alphabetical sort) will 
appear. In addition, the trade 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 effective date for the approved drug product 
(the earliest date a product may be marketed) appears, when appropriate, 
to the left of the approval date. 

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

Additions new to the Prescription Drug Product List, OTC Drug Product 
List, Drug Products in the Division of Blood and Blood Products Approved 
Under Section 505 of the Act 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 ( ) to the right of its strength which remains 
throughout all Cumulative Supplements for this edition. 

Deletions new to the Prescription Drug Product List, OTC Drug Product 
List, Drug Products in the Division of Blood and Blood Products Approved 
Under Section 505 of the Act List and the Patent and Exclusivity Data are 
indicated by the symbol > air _> (DELETE) to the left of the line 
containing overstruck print. The >jua> symbol is dropped in subsequent 
Cumulative Supplements for that item. The overstruck print will remain in 
the Prescription Drug Product List, and OTC Drug Product Lists in all 
Cumulative Supplements for this edition. However, the overstruck print in 
the Drug Products in the Division of Blood and Blood Products Approved 
Under Section 505 of the Act List and the Patent and Exclusivity Data will 
be dropped in subsequent Cumulative Supplements. 

Products discontinued from marketing or products which have had their 
approval withdrawn for other than safety or effectiveness reasons, will be 
flagged in this Cumulative Supplement with the " " symbol to designate 
their non-marketed status. All products having a " a" symbol in the 12th 
Cumulative Supplement of the 9th Edition List will then be added to the 
"Discontinued Drug Product List" appearing in the 9th Edition. 
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1.2 PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL  

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

Products Federal Register Reference 

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

1.3 APPLICANT (NAME) CHANGES 

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

APPLICANT (NAME) CHANGES  

FORMER APPLICANT (NAME) 
	

NEW APPLICANT (NAME) 	 NEW ABBREVIATED NAME 

SCHERING CORP 	 SCHERING CORP SUB SCHERING 
PLOUGH CORP 
	

SCHERING 



1.4 CORRECTIONS TO THE 9TH EDITION  

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

b. The locator tab for the "Drug Products Which Must Demonstrate in vivo 
Bioavailability Only If Product Fails to Achieve Adequate Dissolution" is 
placed incorrectly within the List. 

c. On page 3-374, "ANDA Suitability Petitions," the heading "Petitions 
Approved" should read "Petitions Denied." 
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1.5 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST  

DESCRIPTION OF REPORT  

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

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

DEFINITIONS  

Drug Product  

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

New Molecular Entity  

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

CATEGORIES COUNTED DEC 1988 MAR 1989 JUN 1989 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTISOURCE 

10091 
1983 	(19.7%) 
8108 	(80.3%) 

10157 
1993 	(19.6%) 
8164 	(80.4%) 

THERAPEUTICALLY EQUIVALENT 7242 (71.8%) 7321 (72.1%) 
NOT THERAPEUTICALLY EQUIVALENT 748 ( 	7.4%) 726 ( 	7.1%) 
EXCEPTIONS' 118 ( 	1.1%) 117 ( 	1.2%) 

NEW MOLECULAR ENTITIES APPROVED 3 
NUMBER OF APPLICANTS 374 393 

SEP 1989 

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

N89511 001 
APR 25, 1989 
N89512 001 

APR 25, 1989 
N89513 001 

APR 25, 1989 

TABLET; ORAL 
ACETAZOLAMKQE  

	

/Ad/ 1000001001 	/MA/ 

	

a VANGARD LABS 	250MG 

/000041001 
If00/40;g00/ 

N87654 001 
FEB 05, 1982 

300MG;30MG 
300MG;60MG 

N87919 001 
JUN 22, 1982 
N87920 001 

JUN 22, 1982 
0.4g0/40/ 
100001001 
N84360 001 
N85607 001 

100011001 
/0444/00;g04/ 

N88037 001 
MAR 20, 1984 

>A

- 

QQ> AD 
> M

- 

R> 
> ADD > AD 
> ADD > 

A2 

PRESCRIPTION DRUG PRODUCT LIST 
	

1 
9TH EDITION 

CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89 

ACETAMINOPHEN; CODEINE PHOSPHATE 

TABLET; ORAL 
ACETAMINOPHEN AND CODEINE PHOSPHATE 

> ADD ? 	ROXANE LABS 	 500MG;15MON 
>ARR> 
> ADD > 	 500MG;30HGN 
> ADD > 
> ADD > 
	

500MG;60MGN 
>1012> 

ADUSHENOPMEH WV 00DEZHE PHOSPHATE 
100041001 

00.010W1401 
/00400/00/ 

1,01101/M1 

/Aid 	/00/ 

/Ai/ 	 adAdifilid/ 
a PBI 
	

300MG;30MG 

a 
	

300MG;60MG 

>_.11LL>/d 103'01101000W 
> ADD > 	a WHITE TN PAULSN 

/AV 

10000100 
10,0/0;g441

1  
N88715 001 

MAR 20, 1984 

ACETAMINOPHEN; HYDROCODONE BITARTRATE  

ALBUTEROL SULFATE 

TABLET; ORAL 
ALBUTEROL SULFATE 

AA 	AM THERPTCS 

AB 

BIOCRAFT LABS 

CORD LABS 

MUTUAL PHARM 

SIDMAK LABS 

AMINO ACIDS; DEXTROSE 

EQ 2MG BASEN N72449 001 
DEC 05, 1989 : FEB 01, 1989 

EQ 4MG BASER. N72450 001 
DEC 05, 1989 : FEB 01, 1989 

EQ 2MG BASEN N72619 001 
DEC 05, 1989 : APR 07, 1989 

EQ 4MG BASEN N72620 001 
DEC 05, 1989 : APR 07, 1989 

EQ 2MG BASE* N72151 001 
DEC 05, 1989 : MAR 23, 1989 

EQ 4MG BASEN N72152 001 
DEC 05, 1989 : MAR 23, 1989 

EC! 2MG BASEN N72636 001 
DEC 05, 1989 : FEB 01, 1989 

EQ 4MG BASEN N72637 001 
DEC 05, 1989 : FEB 01, 1989 

EQ 2MG BASEN N72316 001 
DEC 05, 1989 : JAN 30, 1989 

EQ 4MG BASER N72317 001 
DEC 05, 1989 : JAN 30, 1989 

a VANGARD LABS 	300MG;30MG 

/mil 11111004g/ 
2 VANGARD LABS 
	

300MG;60MG 

CAPSULE; ORAL 
ALLAY 

LUCHEM PHARMS 

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE 

TABLET; ORAL 
OXYCODONE 5/APAP 500 

DUPONT PHARMS 	5001.1610g 
ROKKCET 5/500 

AA 	ROXANE LABS 	 500MG;5MGN  

TRAVASOL 2.75% IN DEXTROSE 15% IN PLASTIC 
BAXTER 	 2.75%;15GM/100ML 

TRAVASOL 2.75% IN DEXTROSE 20% IN PLASTIC 
BAXTER 	 2.75%;20GM/100ML 

TRAVASOL 2.75% IN DEXTROSE 25% IN PLASTIC 
BAXTER 	 2.75%;25GM/100ML 

CONTAINER 
N19520 002 

SEP 23, 1988 
CONTAINER 

N19520 003 
SEP 23, 1988 

CONTAINER 
N19520 004 

SEP 23, 1988 
CONTAINER 

N19520 005 

N85911 001 

N89775 001 

INJECTABLE; INJECTION 
500MG;5MGN 
	

N89907 001 
	

TRAVASOL 2.75% IN DEXTROSE 10% IN PLASTIC 

	

JAN 13, 1989 
	

BAXTER 	 2.75%;10GM/100ML 

JAN 12, 1989 	 SEP 23, 1988 
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AMINO ACIDS; DEXTROSE 	 AMITRIPTYLINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
TRAVASOL 2.75% IN DEXTROSE 5% IN PLASTIC CONTAINER 	

TABLET; ORAL 	L  

BAXTER 	 2.75%;5GM/100ML 	N19520 001 	 /Ad/ A77447orlsi 	iikied /14$1.4.1M01/ 

	

SEP 23, 1988 	 iff0/01,1110/ 
TRAVASOL 4.25% IN DEXTROSE 10% IN PLASTIC CONTAINER 	 /Ad/ 	 Aldd/ 	 /000,0/001/ 

BAXTER 	 4.25%;10GM/100ML 	N19520 007 	 MO Z40:115300/ 

	

SEP 23, 1988 	 /A0/ 	 /140d/ 	 10014U/0011 
TRAVASOL 4.25% IN DEXTROSE 15% IN PLASTIC CONTAINER 	 100100;10W 

BAXTER 	 4.25%;15GM/100ML 	N19520 008 	 /Ad/ 	 /tad/ 	 1001011001 

	

SEP 23, 1988 	 1,0.004;111001 
TRAVASOL 4.25% IN DEXTROSE 20% IN PLASTIC CONTAINER 	 /Ad/ 	 /141M/ 	 1N014$0001 

BAXTER 	 4.25%;20GM/100ML 	N19520 009 	 /000100;11W 

	

SEP 23, 1988 	 a VANGARD LABS 	10MG 	 N87632 001 
TRAVASOL 4.25% IN DEXTROSE 25% IN PLASTIC CONTAINER 	 FEB 01, 1982 

BAXTER 	 4.257.;25GM/1001IL 	N19520 010 	 a 	 25MG 	 N87570 001 

	

SEP 23, 1988 	 FEB 08, 1982 
TRAVASOL 4.25% IN DEXTROSE 5% IN PLASTIC CONTAINER 	 2 	 50MG 	 N87616 001 

BAXTER 	 4.25%;5GM/100ML 	N19520 006 	 FEB 08, 1982 

	

SEP 23, 1988 	 a 	 75MG 	 N87617 001 
FEB 05, 1982 

a 	 100MG 	 N87639 001 
FEB 08, 1982 

TABLET; ORAL 
AMINOPHYLLINE 	 AMITRIPTYLINE HYDROCHLORIDE; PERPHENAZIUE, 

/00/ 10001;40$1 	100001 	 1004001001 
2 CORD LABS 	 100MG N85261 003 TABLET; ORAL 

PERPMENAZINE AND AMITRIPTYLINE MCL 
M 	DANBURY PHARMA 10MG;2MGA N72539 001 

AMITRIPTYLINE HYDROCHLORIDE FEB 15, 1989 
AB 10MG;4MGN N72540 001 

TABLET; ORAL FEB 15, 1989 
AMITRIPTTLINENCL AB 25MG;2MGA N72541 001 

/Ad/ 	1001 	 altid/ /00/0/00/ FEB 15, 1989 
/f0/$4;/.4W All 25MG;4MGM N72134 001 

2 PBI 	 25MG N87775 001 FEB 15, 1989 
FEB 10, 1982 AB 50MG;4MGA N72135 001 

1 	10014(00140M 1000441001 FEB 15, 1989 
10$410101 

11 
/ 100101011 

1 
/ 

100041140/ 
1004144100/ 
104001001 

AMMONIUM LACTATE, 

LOTION; TOPICAL 
2 ROXANE LABS 	10MG 	 N86144 001 	 LAC-HYDRIN 
2 	 25MG 	 N86145 001 	 10000i:1010001 	Iftil1g$11(001 	1010001001 
2 	 75MG 	 N86147 001 	 WESTWOOD PHARMS 	EQ 12% ACID 	 N19155 001 
2 	 50MG 	 N86143 001 

a 	 100MG 	 N86146 001 	 APR 24, 1985 
2 	 150MG 	 N86148 001 

AMINOPHYLLINE 



RX DRUG PRODUCT 

AMOXICILLIN 

LIST / CUMULATIVE SUPPLEMENT NUMBER 	4 / JAN'89 - APR'89 

ATROPINE SULFATE; DIPHENOXYLATE HYDROCHLORIDE 

CAPSULE; ORAL TABLET; ORAL 
ANOXIC:ELLIN DIPHEHOXYLATE HCL AHD ATROPINE SULFATE 

AA TAG PHARMS 	 250MGn N63030 001 /14/ 	MO01411400 	14AlikfiAddl 
FEB 28, 1989 2 LEDERLE LABS 	0.025MG;2.5MG 

AB 500MRI N63031 001 DIPHEHOXYLATE HCL IN/ ATROPINE SULF 

POWDER FOR RECONSTITUTION; ORAL 
oyneTcT LLD' 

FEB 28, 1989 14011 	 ' 
a PBI 	 0.025MG;2.5MG 

AB NOVOPHARM 	 250MG/5MLn N63001 001 
JAN 06, 1989 /414101/44gA041 I441 	 /6.14iMdfladd/ 

3 

/0$4.00/00$/ 
N86950 001 

WAXII,Ogg 
N87842 001 

MAR 29, 1982 

1044444/4411 
MAO/04;1140U 

AMPICILLIN/AMP;CILLIN TRIHYDRATE 

N62982 001 

a VANGARD LABS 

BENZONATATk  

0.025MG;2.5MG N88009 001 
MAR 25, 1983 

POWDER FOR RECONSTITUTION; ORAL 
AMPICILLIN 

AB 	CLONMEL CHEMS 	EQ 125MG BASE/5MLn 
FEB 10, 1989 CAPSULE; ORAL 

EQ 250MG BASE/5MLn N62982 002 TESSALON 
FEB 10, 1989 110000/ /0W10/001/ 

FOREST LABS 100MG N11210 001 
110(4):41;100040

01
011004)=1 

100001111 
104141011001 	1441100010041 1000010411 BENZTROPINE MESYLATE 
a BRISTOL LABS 	EQ 125MG BASE N50093 001 

TABLET; ORAL 
BENZTROPINE MESYLATE 

ASPIRIN; BUTALBITAL; CAFFEINE AA 	INVAMED 0 . 5/101 N72264 001 
FEB 27, 1989 

TABLET; ORAL AA ;MU N72265 001 
BUTALBITAL NI ASPIRIND CAFFEEHE FEB 27, 1989 

>J1LL.>/Adi 	1040411041 	ItilkfilAtf448d1 
> DLT > 

104001401 
/04014C/100W 

AA MIN N72266 001 
FEB 27, 1989 

>  ADD  ,> AA 	PHARMAFAIR 	 325MG;50MG;40MG 	 N87048 002 
> ADD > 	 DEC 09, 1983 

BETHANECHOL CHLORIDE 

ASPIRIN; CARISOPRODOL 

TABLET; ORAL 
CARESOPRODOL AHD ASPIRIN 

AB 	PAR PHARM 	 31212;200MGN N89594 001 
MAR 31, 1989 

TABLET; ORAL 
BETHANECHOL CHLORIDE 

>ALL>/i1A/ /04100A100/ 	/Add/ 
>  ADD  > 	a CHELSEA LABS 	5MG 

100400/0011 
N85841 001 



1 A f/ 

SOLUTION; INTRAPERITONEAL 
DIAHEAL PD -2 N/ DEXTROSE 1.= IH PLASTIC CONTAINER 

AT 	BAXTER 	 18.3MG/100ML;1.5GM/100ML; 
5.08MG/100ML;538MG/100ML; 
448MG/100M N17512 004 

L 1180 ;i 
10000/0441 

PRETYLIUM TOSYLATE 
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CALCIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM CHLORIDE; SODIUM 
LACTATE 

›'404› AR 
>App> 
> ADD > AE 

INJECTABLE; INJECTION 
BRETYLIUM TOSYLATE IN DEXTROSE SZ IN PLASTIC CONTAINER INJECTABLE; INJECTION 

CTATED WIHC-x-08 
,3illtidatmc/ 

BAXTER 	 200MG/100mLm N19837 002 
APR 12, 1989 
N19837 001 

APR 12, 1989 
400MG/100MLN 

A/ /AA/ 
2 CUTTER BIOL 

CARBOPLATIN 

mlwrlicor 
/ r6rArttf0 M$41/atfll 

N18417 001 
20M0/100ML;30mG/100ML;600MG/100ML; >&aLl> 

BROMPHENIRAMINE MALEATE 

310MG/100ML 

ELIXIR; ORAL 
BROMPNEHIRAMINE MALEATE INJECTABLE; INJECTION 

>21TVigi PDX/ 	 /iggig44/ 100001001 PARAPLATIN 
> DLT > 1,114010$;110$1 BRISTOL MYERS 50MG/VIALW N19880 001 
›IADD> a PBI 	 2MG/5mL N87964 001 MAR 03, 1989 
> ADD > JAN 25, 1983 150MG/VIAL11 N19880 002 

MAR 03, 1989 
TABLET; ORAL 450MG/VIALR N19880 003 
BROMENIRAMINE MALEATE PH  MAR 03, 1989 

>pu>/gL/ gO tOtAgA0/ 	/48d/ 100001001 
>  ADD_> 	a CHELSEA LABS 	4MG 

BUTABARBITAL SODIUM 

TABLET; ORAL 
BUTASARBITAL SODIUM 

/AA/ /a111t/f0/0)(000/ 	Itskid/ 
2 WHITE TN PAULSN 	30MG 

N85769 001 

/0W0/00/ 
N83337 001 

/0404001f/ 

IIMMOWIXO,101100/ 
/UV/  1010;00001000/$1 1 	1014041401 

CARBOPROST TROMETHANINZ 

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

INJECTABLE; INJECTION 
HEBAMATE 
UPJOHN N17989 001 

N81025 001 
APR 13, 1989 

N62695 001 
FEB 10, 1989 
N63017 001 

JAN 05, 1989 

CARISOPRODOL 

TABLET; ORAL 
rAUMNLRO 

CORD LABS 

CEFADROXIL 

CAPSULE; ORAL 
CEFADROXIL  

AE 	BIOCRAFT LABS 

AR 	PUREPAC PHARM 

EQ 0.25MG BASE/ML 

350M011 

Eli? SOONG BASER 

EG 500MG BASER 

> ADD > AA 
> ADD > 



RX DRUG PRODUCT LIST 

CEFADROXIL 

/ CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89 

CEFPIRAMIDE SODIUM 

5 

POWDER FOR RECONSTITUTION; ORAL 
ORFADROXIL 

INJECTABLE; INJECTION 
CEFPIRAMIDE SODIUM 

As 	BIOCRAFT LABS 	EQ 125MG BASE/5MLN N62698 001 WYETH AYERST LABS 	EQ 1GM BASE/VIALN N50633 002 
MAR 01, 1989 JAN 31, 1989 

Al 	 EQ 250MG BASE/5MN N62698 002 EQ 2GM BASE/VIALN N50633 003 
MAR 01, 1989 JAN 31, 1989 

AA 	 EQ 500MG BASE/94124  N62698 003 EQ 10GM BASE/VIALN N50633 005 

uLTRAGEF 
MAR 01, 1989 JAN 31, 1989 

As 	BRISTOL LABS 	EQ 125MG BASE/5M1, N62334 001 
As 	 EQ 125MG BASE/SMI, N62376 001 > ADD > CEFTAZIOIME SODIUM 

MAR 16, 1982 
AA 	 EQ 250MG BASE/5M N62334 002 > ADD > INJECTABLE; INJECTION 
As 	 EQ 250MG BASE/5Mk N62376 002 > ADD > FORTAZ IN PLASTIC CONTAINER 

MAR 16, 1982 > ADD > GLAXO 	 EQ 10MG BASE/MLN N50634 001 
> ADD > APR 28, 1989 
> ADD > EQ 20MG BASE/MLN N50634 002 

CEFAZOLIN SODIUM > ADD > APR 28, 1989 
> ADD > EQ 40MG BASE/MLN N50634 003 

INJECTABLE; INJECTION 
CEFAZOLXN BODSUM 

> ADD > APR 28, 1989 

AE 	TAG PHARMS 	 EQ 250MG BASE/VIALN N63016 001 
MAR 14, 1989 CEFUROXIME SODIUM 

Ai! 	 EQ 500MG BASE/VIALN N63016 002 
MAR 14, 1989 INJECTABLE; INJECTION 

AP 	 EQ 1GM BASE/VIALN N63016 003 > ADD > ZINACEF IN PLASTIC CONTAINER 
MAR 14, 1989 > ADD > GLAXO 	 EQ 15MG BASE/MLN N50643 001 

> ADD > APR 28, 1989 
> ADD > EQ 30MG BASE/MLN N50643 002 

> ADD > CEFIXIME > ADD > APR 28, 1989 

> ADD > PONDER FOR RECONSTITUTION; ORAL 
›...Aps_> SUPRAX CEPHALEXIN 
>,..Asp> LEDERLE LABS 	100MG/5MLN N50622 001 
> ADD > APR 28, 1989 TABLET; ORAL 

ORPMALEKIN 
> ADD > TABLET; ORAL AB 	BIOCRAFT LABS 	EQ 250MG BASEN N63023 001 
> ADD > SUPRAX JAN 12, 1989 
> ADD > LEDERLE LABS 	200MGN N50621 001 As 	 EQ 500MG BASEN N63024 001 
>A91)> APR 28, 1989 JAN 12, 1989 
,....01,, 400MGN N50621 002 
> ADD > APR 28, 1989 

CERULETIDE DIETHYLAMINE  

/l%)fficrs1811,VOMiti/ 
/ANiAgi(0/ 	4:0140M-1 	/W0040/00/ 

G ADRIA LABS 	 0.02MG/ML 	 N18296 001 



110001 

/40001 
100001 

10044010411 
IA00116;11001 
100W1011 
/00,04010011 

10MG N88038 001 
AUG 16, 1982 

25MG N87645 001 
50MG N87646 001 

CHLORZOXAZONE 

TABLET; ORAL 

	

74;172,701/ 	//Add/ 

	

a CHELSEA LABS 	250MG 

	

PIONEER PHARMS 	uomos 

Aoomps 

10004010011 
1000104;11041 

N86948 001 
AUG 09, 1982 
N89592 001 

JAN 06, 1989 
N89948 001 

JAN 06, 1989 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89 
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CHLORDIAZEPDXIDE HYDROCHLORIDE 
	

CHLORPROMAZINE HYDROCHLORIDE 

CAPSULE; ORAL 
CMLORDIAZEPDXIDE HOL 

/6d/ 1004,10A0010001 /18d/ 

/11dd/ 

/la/ 

J010410110011 
/00140;11401/ 

100001010411 
100140;11011 
10001101011 

100140;11011 

100/ 

1001 
1001 

a VANGARD LABS 

a 

a 

5MG 

10MG 

25MG 

N88129 001 
MAR 28, 1983 

N88010 001 
MAR 28, 1983 
N88130 001 

MAR 28, 1983 

CHLORPHENIRAMINE MALE ATE 

TABLET; ORAL 

	

>-A1-.>/61/ 970110-$4(/):ArS$/ 	gliti/ 
>  ADD  > 	a CHELSEA LABS 	4MG 

kORPHEHIRAKEHE MALEATE 	

/00$11010411 
N85139 001 

	

1411 10000010001 	/4dd/ 
	

10004110011 

	

a LEDERLE LABS 	4MG 
	

N86941 001 

a VANGARD LABS 

a 
a 

TABLET; ORAL 
CHLORPROMAZINE HCL 
/0001(001000/ 

CHLORTHALIDONE 

TABLET; ORAL 
CHLORTMALTDOHE 

/Ad/ 10000010001 

a VANGARD LABS 

a 

/11dd/ 

/14dt/ 

25MG 

50MG 

.040.1,410011 
1,10‘114,110041 
100001101/ 

1H0100.:11001/ 
N88012 001 

JUL 14, 1982 
N88073 001 

MAR 25, 1983 

CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL 
RILORPHBURAMSHE  MALEATE AHD PMEHYLPROPAHOLAMIME  HOL 

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

ORHADE 
AB SKaF LABS 12MG;75MG N12152 004 
7501 110$0JOHO 1014104/041 

CHLORPHENIRAMINE POLISTIREX; HYDROCODONE POLISTIREX 

SUSPENION, EXTENDED RELEASE; ORAL 
TUSSIONEX 

FISONS 	 EQ 8MG MALEATE/5ML; 
EQ 10MG BITARTRATE/5ML N19111 001 

DEC 31, 1987 
10000001 	1$4100010A101410H11/ 

/g0/0t40/0f0friA10$0/000/40/ 
/0M/0.4100/ 

CHYMOPAPAIN 

INJECTABLE; INJECTION 
CHYMODIACTIN 
IMMO 	14;40010000/01g1 Idl 1Wal  

110.400100101000 i" 007411 
100.110;11004/ 
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CHYMOPAPAIN 

INJECTABLE; INJECTION 
CHYMODIACTIN 

BOOTS (USA) 4,000 UNITS/VIAL 

10,000 UNITS/VIAL 

N18663 002 
AUG 21, 1984 

N18663 001 
NOV 10, 1982 

CLOXACILLIN SODIUM 

POWDER FOR RECONSTITUTION; ORAL 
CLOXACILLIN SODIUM 

> ADD > AA 	NOVOPHARM 
	

EQ 125MG BASE/SMLIN 
> ADD > 

N62978 001 
APR 06, 1989 

10MA$01 
10001$100A00$1 
a BOOTS PHARMS 

110;00100M/0g/ 
12,500 UNITS/VIAL 

10100001401 
IMOI1$. 114041 

N18625 001 
JAN 18, 1984 

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

COBALT CHLORIDE, CO-60; CYANOCOBALAMIN; CYANOCOBALAMIN,  
CO-60; INTRINSIC FACTOR 

101k10/A1 
10000000:WW1 
1040001 	10410/Af4lkOIA1 	10140001001 
a SQUIBB 	 N/A;N/A;N/A;N/A 	 N16090 001 

CLINDAMYCIN PHOSPHATE 

     

INJECTABLE; INJECTION 
CLINDAMYCIN PHOSPHATE 

CORTISONE ACETATE 

AP. 	ASTRA PHARM PRODS EQ 150MG BASE/MLIN N62928 001 TABLET; ORAL 
FEB 13, 1989 CORTISONE ACETATE 

AP. 	DUPONT CRI CARE fp 150MG BASE/MIA N62908 001 /00/ 1001f110/0A0001 10000/ 1000010011 
> ADO > 	a WHITE TN PAULSN FEB 01, 1989 25MG N80341 001 

SOLUTION; TOPICAL 
CLINDAMYCIN PHOSPHATE CYANOCOBALAMIN 

AT 	COPLEY PHARM EQ 1% BASE)* N62944 001 
JAN 11, 1989 INJECTABLE; INJECTION 

CLORAZEPATE D/POTASSIUM 

101g01$10011 
100110;11401 
100014/4011

00/  /0010;1  
10000.1001 

100110;11001 
N72013 001 

DEC 15, 1987 
N72014 001 

DEC 15, 1987 
N72015 001 

DEC 15, 1987 

/Ai/ 	 / itid2Ag/ 
a MSED 	 1MG/ML 

/Ai/ 
/ 	

J=g/f.A0S/ 
2 BERLEX LABS 	 1MG/ML 

DEMECLOCYCLINE HYDROCHLORIDE 

1004440/00/ 
N06668 010 

104101001 
N07012 002 

1000001/001 
N50257 001 

/AA/ 

/Ad/ 
/Ad/ 

TABLET; ORAL 
CLORAZEPATE =POTASSIUM 
100t0a100$1 	IELOA1 

/lidd/ 

a LEDERLE LABS 	 3.75MG 

a 	 7.5MG 

a 	 15MG 

1$.000f,100g1 
100400f001 /ammo/ 	/1$1401$14.17 

2 LEDERLE LABS 	 7940/5ML 

DEXAMETHASONE 

TABLET; ORAL 
DEXAMETHASONE 

>_PLI_> 1001 /410W1000/ 
2 CHELSEA LABS 

ll:040/ 
1.5MG 

/0000441001/ 
N85840 001 

     



>AIL>  V /14041/ AA/ /pti 
>ARE> 2 PBI 

DIPWEISIYDRAMINEHCL, 
IAA' IOOVAf$/fH00$1 

3 PRIVATE FMLINS 

DIATRIZOATE MEGLUMINE 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 	4 / JAN'89 - APR'89 

DIPHENHYDRAMINE HYDROCHLORIDE 

8 

INJECTABLE; INJECTION 
> DLT > 	101100#000AfX01 

CAPSULE; ORAL 
DIPMENHYDRAMIMI MCL 

> DLT > 	1$40001 /$$g/ 101$00/040/ 111001001001 ANGI /004041001 
'APILL> 	SQUIBB 85X N11620 002 

/AA/ 
a VANGARD LABS 

/ex 10010;11001 
10000104V 
N88034 001 

DIAZEPAM 
a 50MG 

OCT 27, 1982 

TABLET; ORAL 1AA/ 	1001010/00(000/ /1411d/ /r0111/41/ 
DIAZEPAM 2 WHITE TN PAULSN 50MG N80800 001 

> ADD > AA 	MARTEC PHARM 10MGN N72402 001 
> ADD > APR 25, 1989 ELIXIR; ORAL 

DICYCLOMINE HYDROCHLORIDk 

CAPSULE; ORAL 
DICYCLOMENEMOL 

AB 	PIONEER PHARMS 	=gm 

/11;tilditig-:/ 
12.5MG/5ML 

jig  :MAW/  
12.5MG/5ML 

10$4040104X1 
N84640 001 

/0$0$1/0g/ 
NB5287 001 

N89361 001 
JAN 10, 1989 

DIETHYLCARBAMAZINE CITRATE 

100110/ 
50MG 

100W100/ 
NO6459 001 

POPAMINE HYDROCHLORIDE 

40MG/MUt N70656 001 
JAN 24, 1989 

N70657 001 
JAN 24, 1989 

INJECTABLE; INJECTION 
DOPAMINE SOL 

TABLET; ORAL 
HETRAZAN 

141a0g0i-t100$1 
LEDERLE LABS 

AP 	ABBOTT LABS 

AP aommus 

DILTIAZEM HYDROCHLORIDE DOXEPIN HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; ORAL CAPSULE; ORAL 
CARDIZEM SR DOXEPIN MC4 

MARION LABS 60MGM N19471 001 AB 	QUANTUM PHARMCS EQ 100MG BAS N72375 001 
JAN 23, 1989 MAR 15, 1989 

90MGeg N19471 002 AB 150MG BASER N72376 001 
JAN 23, 1989 MAR 15, 1989 

120MGW N19471 003 
JAN 23, 1989 

180MEM N19471 004 DOXORUBICIN HYDROCHLORIDE 
JAN 23, 1989 

INJECTABLE; INJECTION 
ADRIAMYCIM PFS 

AP 	ADRIA LABS 2MG/ML N50629 001 
DEC 23, 1987 

AP 2MG/ML N50629 002 
MAY 03, 1988 
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0.3MG N86492 001 
0.625MG N83272 001 
1.25MG N83294 001 
2.5MG N83295 001 

id.:$140/ 
f.d.:0$140/ 
ik:g$140/ ftWg44/001/ 
ig.A40/ ii40055$/00/ 
0.3MG N88569 001 

NOV 29, 1984 
0.625MG N83373 001 
1.25MG N83601 001 
2.5MG N83602 001 

/0.:$00/ 
	

it10#k)/44X/ 

/A.:Ati0/ 

%fir 
0.5MG 

/01 6/ 
// 
0.5MG 

1MG 

10$4041001 
/0$50$1001 
N86984 001 
N86985 001 

/$01M4001 
004/00 

/0
/
/0
04
0;g00/

/  

N88013 001 
SEP 20, 1982 

N88014 001 
SEP 20, 1982 

0.625MG 
1.25MG 
2.5MG 

/$.0$00/ 

N85800 001 
N85801 001 

/Nal;AP/ 
/110$001/0.dli 
itiMig/ 44X/ 

PDXORUBICIN HYDROCHLORIDk 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 	4 / JAN'89 - APR'89 

ERGOLOID MESYLATES 

INJECTABLE; INJECTION TABLET; SUBLINGUAL 
ADRIANYCIFIRDP ERGOLOID MESYLATES 

AE 	ADRIA LABS 
AL7  

10MG/VIAL N50467 001 
N50467 003 

44L 	1004101001  
1AA1 20MG/VIAL 

MAY 20, 1985 2 LEDERLE LABS 

DONDRUBXCIN 
50MG/VIAI,  N50467 002 

IA6/ 
2 
 10000014441 AE 	CETUS BEN VENUE 2MG/ML N62975 001 

MAR 17, 1989 
AP IOMG/VIAV* N62921 001 

MAR 17, 1989 2 VANGARD LABS 
20MG/VIALA N62921 002 

MAR 17, 1989 a 
50MG/VIALA N62921 003 

MAR 17, 1989 
>ARE> 	RUBEN 
> ADD > AE 	BRISTOL MYERS USPENG 10MG/VIALA N62926 001 ESTROGENS, CONJUGATED 
>AIM? APR 13, 1989 
> ADD > A! som/viAkim N62926 002 TABLET; ORAL 
> ADD > APR 13, 1989 CONJUGATED ESTROGENS 
>AWL? 100MG/VIALA N62926 003 > ADD > 	BP 	CHELSEA LABS 
> ADD APR 13, 1989 > ADD > 	BP 

> ADD > 	BP 
DLT > /0$/ 

PDXYCYCLINE HYCLATE > DLT > Is$1 
> DLT > /0$/ 

INJECTABLE; INJECTION >j;00 > 	BP 	DURAMED PHARMS 
DOXYCYCLINE HYCLATE > ADD > 	BP 

AP 	LEDERLE PARNTLS EQ 100MG BASE/VIALA N62992 001 > ADD > 	BP 
FEB 16, 1989 > ADD > 	BP 

AE EQ 200MG BASE/VIALJ N62992 002 > DLT > 10$1 
> DLT > /0$/ FEB 16, 1989 

>JILL _RLI_ > /0$/ 
PROPERIDOL; FENTANYL CITRATE > ADD > 	BP 	ZENITH LABS 

> ADD > 
INJECTABLE; INJECTION > ADD > 	BP 

FENTANYL CITRATE AND DROPERIDOL > ADD > 	BP 
> ADD > AE 	ASTRA PHARM PRODS 2.5MG/ML; > ADD > 	BP 
>APP> EQ 0.05MG BASE/MLA N72026 001 >J2LI> /0$/ >ARIL> APR 13, 1989 > DLT > 
> ADD > AE 2.5ticimi; > DLT > /0/ 

> EQ 0.05MG BASE/MI,A >_gLI_> /0/ N72027 001 
>Ag2> APR 13, 1989 >_P_LL_> 10$1 
> ADD > AE 2.5MG/ML; 
> ADD > EQ 0.05MG BASE/MLA N72028 001 
> ADD APR 13, 1989 
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0.05711 

ESTROGENS, CONJUGATED 

TABLET;'ORAL 
PREMARIN 

> ADD  > BP 	NYETH AYERST LABS 
> ADD > BP 
> ADD > BP 
> ADD > BP 

/041 
> D

- 

LT > /0/ 
> DLT > 
> DLT > /$$/ 
>PLL> /00/ 
> ADD > 

0.3MG 
0.625MG 
1.25MG 

11;04001 
11:4001 
0.9MG  

N04782 003 
N04782 004 
N04782 001 

/141.4Mil.M/ 
10400014441 
10441001401 

M0104;114041 
10441N10411 
10441001O4g1 
N04782 005 

JAN 26, 1984 

FLUOCINONIDE 

CREAM; TOPICAL 
FLUOCZNONIDE 

AB 	LEMMON 

AB 

VASODERM E 
A§ 	TJ ROACO 

GEL; TOPICAL 
FLUOCZNONIDI  

AB 	LEMMON 

N72488 001 
FEB 06, 1989 
N72490 001 

FEB 07, 1989 

N72494 001 
JAN 19, 1989 

N72537 001 
FEB 07, 1989 

0.05711 

0.05711 

PA0540  

LIDEX  
AB 	SYNTEX LABS 
	

0.05% 
	

N17373 001 
ESTROGENS, ESTERIFIED 

TABLET; ORAL 
FEMOGEN 

	

1041 10010101000041 	10;4001 

	

a PRIVATE FMLTNS 	2.5MG 

ETHINYL ESTRADIOL; NORETHINDRONE 

100444114411 
N85007 001 

SOLUTION; TOPICAL 
FLUOCIHOHIDE 

AI 	LEMMON 

FLUOXYMESTERONE  

0.0571i N72511 001 
FEB 07, 1989 

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

AB 	GYNOPHARMA 

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

AB 	GYNOPHARMA 

0.035MG;IBIgu 

0.03sm0;;Lign 

TABLET; ORAL 
ANDROID-F 

>AWL> /00/ /00000/00A00/ 	/1000/ 

	

N71545 001 	> ADD > BP 	ICN PHARMS 	 10MG 

	

FEB 09, 1989 	 FLUOXYMESTERONE 
• DLT > 100/ 100000100,4101 	/14001 > DLT > 
> ADD  > BP 	ICN PHARMS 	 10MG 

	

N71546 001 	> ADD > 
FEB 09, 1989 

10010414411 
N87196 001 

.00400114411 
IMAY144:1140$1 

N88221 001 
MAY 05, 1983 

FERROUS CITRATE, FE-59 

/It4g0fArsOf/NNOri/ 
>A

- 

IL> 	1,000001101314,00110/00/ 
>AIL> 	10Aa1Wit00011 	10010011SO 
>A

- 

RE> 	2 MALLINCKRODT 	25 UC//ML 
/01010414411 
N16729 001 

FLURAZEPAM HYDROCHLORIDE 

CAPSULE; ORAL 
FLURAZEPAM 1.101 

AB 	CHELSEA LABS 

A§ 30mtat 

N72368 001 
MAR 30, 1989 

N72369 001 
MAR 30, 1989 



TABLET; ORAL 
/44/ /bid/ 

/AN/ 

/11Ad/ 

25MG 

50MG 

limrzna  
/WA/ 	

NCL  

IAA/ 
1MG 

/Add/ 
a PBI 

1MG 
a 

/Idd/ 
1MG 

TABLET; ORAL 

-Th31/741°1
FO" 

 

a PBI 

>_au>11141 1000A00140$1 
>ALL> 
>App> 	2 VANGARD LABS 
> ADD > 

/1141 1001101f010A000/ 
a HHITE TN PAULSN 

/0110h5/$501/ 
itlAV1$V10g/ 

N87828 001 
MAY 13, 1982 
144$.10/ 

.;a 
 1141 
4
/ 

ii4A
/ 
 0/0 $0/ 
N88730 001 

MAR 23, 1984 
/0091/Odgi 
N80691 002 

/00104/001 
10010!1.;1001 
/0010/40

$
1/ 

/0A0/0:0;1000/ 
N87780 001 

MAR 29, 1982 
N87751 001 

MAR 29, 1982 

2511G 
50MG 

25MG 
50MG 
100MG 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89 
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FLUTAMIDE 

CAPSULE; ORAL 
EULEXIN 
SCHERING 

FOLIC ACID 

125MGM 	 N18554 001 
JAN 27, 1989 

HEPARIN SODIUM 

INJECTABLE; INJECTION 
HEPARIN SODIUM 25s000 UNITS IN DEXTROSE SE IN PLASTIC 
CONTAINER 

AE 	ABBOTT LABS 	5,000 UNITS/100MLM 	N19805 002 
JAN 25, 1989 

jIYDRALAZINE HYDROCHLORIDE 

GEMFIBROZIk 

CAPSULE; ORAL 
LOPID 
10A0g$10A0101 
a PARKE DAVIS 

TABLET; ORAL 
LOPID 
PARKE DAVIS 

HEPARIN SODIUM 20.000 
CONTAINER 
ABBOTT LABS 

	

1000001 	 1004001001 

	

200MG 	 N18422 001 

	

600MG 	 N18422 003 
NOV 20, 1986 

/1.44/170;74/ 	
N17064 006 
Ml.“4/4.60 

UNITS AHD DEXTROSE 54 IN PLASTIC 

4,000 UNITS/100M 	N18814 001 
OCT 31, 1983 

UNITS IN DEXTROSE SE IN PLASTIC 

4,000 UNITS/100MLM 	N19805 001 
JAN 25, 1989 

HYDROCHLOROTHIAZIDE 

TABLET; ORAL 
t5L/remsmmmuoRocri 

/Ad/ 

gAt104401140,4/ 

a VANGARD LABS 
a 

► I1it/i14/0/(01:$$/ 

2 WHITE TN PAULSN 
a 
a 

TABLET; ORAL 
PRINZIDE 12.5 

MSKO RES LABS 

HEPARIN SODIUM 

INJECTABLE; INJECTION 
HEPARIN SODIUM 

Af 	STERIS LABS 
>  DLT  > 

HEPARIN SODIUM 10:000 
CONTAINER 

AP 
	

BAXTER 

>ALL.  

>ARE> 

lidded 

/Mk/ 

/110001/00$1 
/010/19;/1400/ 

/00100/001/ 
/60F0M.:/1:00/ 

N87827 001 
APR 19, 1982 
N87752 001 

APR 19, 1982 
/001)00/0.0/ 
100101001/ 
N87638 001 
N87610 001 

mtimeihig/ 
miss$0/d.d1/ 
N83809 002 
N83809 001 
N85147 001 

12.5MG;20MGM 	 N19778 001 
FEB 16, 1989 

a PBI 	 25MG 

a 	 50MG 

HYDROCHLOROTHIAZIDE; LISINOPRIk 
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HYDROCHLOROTHIAZIDE; LISINOPRIL 

TABLET; ORAL 
PRINZIDE 25 

MS&D RES LABS 	25MG;20MGN N19778 002 
FEB 16, 1989 

HYDROCORTISONE ACETATE 

CREAM; TOPICAL 
HYDROCORTISONE ACETATE 

AT 	PARKE DAVIS 	 ILA N89914 001 
JAN 03, 1989 

NYDROCHLOROTHIAZIDE; METHYLDOPA HYDROCORTISONE SODIUM SUCCINATE 

TABLET; ORAL 
METHYLDOPA AHD HYDROCHLOROTHIAZIDE 

INJECTABLE; INJECTION 
A-HYDROCORT 

AB DANBURY PHARMA 15MG;g50MG11 N70958 001. > ADD > AP ABBOTT LABS EQ 100MG BASE/VIAL* N89577 001 
FEB 06, 1989 > ADD > APR 11, 1989 

AB 25MG;250MGIN N70959 001 > ADD > AP EQ 250MG BASE/VIALN N89578 001 
JAN 19, 1989 > ADD > APR 11, 1989 

AB ,3omQ;500man N71069 001 > ADD > AP EQ 500MG BASE/VIAP1 N89579 001 
JAN 19, 1989 > ADD > APR 11, 1989 

AD somisoomm N70960 001 > ADD > AP EQ 1GM BASE/VIALN N89580 001 
FEB 06, 1989 > ADD  > APR 11, 1.989 

NYDROCHLOROTHIAZIDE; RESERPINE 

  

HYDROFLUHETHIAZIDE 

TABLET; ORAL 
HYDROFLUMETHWAZIDE 

>AILIVid/ 10.4004(1)=A0$1 	/O`/ 
> DLT > 
> ADD > 	a CHELSEA LABS 	SONG 

 

TABLET; ORAL 
10;0:=001 

100/ igtflf01f010A0001.  1$0$04:0$001 
a NHITE. IN PAULSN 	50MG;0.125MG 

/00$0/00X/ 
N85338 001 

/04$04/44A/ 
11000;g04/ 

N88528 001 
AUG 15, 1984 

 

HYDROCHLOROTHIAZIDE; SPIRONOLACTONE 

  

> ADD > 

      

TABLET; ORAL 
SPIRONOLACTONE N/ Kroammumanixamog 

100101104X1 

HYDROXOCOBALAMIN 

INJECTABLE; INJECTION /Ad/ 	1001/ 	 /iiddflidd/ 
a PBI 25MG;25MG N87651 001 KYDROXOCOBAUVID4 

/Ad/ 	1000A00/a0$1 11401600100X1 >A81-_>/Ai/ 	100004001 10044g1001 
a VANGARD LABS 25MG;25MG N87655 001 > ADD > 	a LYPHOMED 1MG/ML N84921 001 

HYDROCORTISONE IMIPRAMINE HYDROCHLORIDE 

CREAM; TOPICAL TABLET; ORAL 
HYDROCORTISONE IMPRAMINE NCL 

Al 	NMC LABS 2 . 541 N89754 001 /AA/ 	/AV/ /MO/ 10011110011 
FEB 01, 1989 Iff4IXO;IX0g1 

Al 	TOPIDERM 17A N89273 001 a PBI 2514G N87776 001 
FEB 17, 1989 FEB 10, 1982 



" 	 

/ 

IMIPRAMINE HYDROCHLORIDE 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT 

	

/118d/ 	 10041414W 
10010;114401 

	

M/ 	 100041401 
10010;1144U 

	

MAW 	 1000114411 
MO/04;11401 

	

10MG 	 N88036 001 
NOV 03, 1982 

	

25MG 	 N87619 001 
FEB 09, 1982 

	

50MG 	 N87631 001 
JAN 04, 1982 

NUMBER 	4 / JAN'89 	APR'89 

LEUCOVORIN CALCIUM 

EQ 50MG BASE/VIALS 

13 

N89465 001 
JAN 23, 1989 
N89834 001 

JAN 23, 1989 
N89833 001 

JAN 23, 1989 

TABLET; ORAL me  INJECTABLE; INJECTION 
NELLCOVORIH 

/a/ 	/0100■400,4k 

a VANGARD LABS 

a 

a 

AP 	BURROUGHS WELLC 

AP 

LEUPROLIDE ACETATE 

EQ 100MG BASE/VIALS 

EQ 25MG BASE/VIALS 

INJECTABLE; INJECTION 
LUPRON DEPOT 

INDOMETHACIN 

ORAL 

75MOS N72410 001 
MAR 15, 1989 

N72372 001 
MAR 22, 1989 

10114400011 
N17906 001 

N72374 001 
MAR 22, 1989 

> DLT > /f0/.00A00$1 	/1:400,001 
TAKEDA ABBOTT R&D 	7.5MG/VIAL 

LEVOTHYROXINE SODIUM; LIOTHYRONINE SODIUM 

/0$J0/001/ 
N19732 001 

JAN 26, 1989 

10104110011 
N16807 001 

1010411401 
N16807 005 

101444110441 
N16807 004 

1014411000/ 
N16807 002 

1010411011 
N16807 003 

> ADD > 

CAPSULE, EXTENDED RELEASE; 
INDOMEONACEN 

> DLT > 

AB 	INWOOD LABS 

LACTULOSE 

TABLET; ORAL 
THYROLAR0.25 
IA00400100001 	14;01004.0.:4411001 
RORER PHARM. 	 0.0125MG;0.0031MG 

THYROLAR-0.5 
IA00000140001 	14;0040454:0000041 
RORER PHARM 	 0.025M80.00625MG 

THYROLAR-1 
1000000100A001 	10;440010:4104001 
RORER PHARM 	 0.05MG;0.0125MG 

THYROLAR-2 
10004001001001 	10;1040;00001 
RORER PHARM 	 0.1MG;0.02511G 

THYROLAR-3 
IA00000100001 	/4:140041;4114001 
RORER PHARM 	 0.15MG;0.0375MG 

LIDOCAINE HYDROCHLORIDE 

locm/ismus 

> ADD > 

SYRUP; ORAL 
DUPHALAC 

> DLT > 
> ADD > 

AA 	REID ROWELL 

SYRUP; ORAL, RECTAL 
LACTULOSE 

> DLT > 

Altd21180 
10GM/15ML 

> ADD > 

> DLT > 
>ALT...WA/ 	100140000 
> ADD > AA 	REID ROWELL 

> ADD > 

> DLT > PORTALAC 
10GM/15MLS AA 	REID ROWELL > ADD > 

INJECTABLE; INJECTION 
RMOCAINE  

AP 	ASTRA PHARM PRODS 

INJECTABLE; SPINAL 
> ADD > 	LIDOCAINE MCL AHD DEXTROSE 7.5/. 
> ADD > AP 	ABBOTT LABS 	 7 
> DLT > 
> DLT 

LEUCOVORIN CALCIUM 

INJECTABLE; INJECTION 
LEUCOVORIN CALCIUM 

> ADD  > 	LEDERLE LABS 
	

EQ 350MG BASE/VIALS 
	

N08107 005 
> ADD > 
	

APR 05, 1989 

N16801 005 
JAN 19, 1988 

N83914 001 

/004141401 



LISINOPRIL 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 	4 / JAN'89 	APR'89 

MEPERIDINE HYDROCHLORIDE 

14 

TABLET; ORAL 
PRINIVIL 

INJECTABLE; INJECTION 
MEPERIDINE Mel, 

> ADD > AB 	MS80 RES LABS 40MG N19558 004 AP 	ASTRA PHARM PRODS 25MG/MLW N89781 001 
DEC 29, 1987 MAR 31, 1989 

;MM. AP 50MG/MLW N89782 001 

> ADD > a 	IMPERIAL CHEM 40MG N19777 004 MAR 31, 1989 

> ADD > MAY 19, 1988 AP 50MG/MLW  N89783 001 
MAR 31, 1989 

AP SOMG/MUs N89784 001 

LITHIUM CARBONATE MAR 31, 1989 
AP 75MG/MLW N89785 001 

CAPSULE; ORAL MAR 31, 1989 

ILITMIUM CARBONATE AE 100MG/MLW N89786 001 

AB 	PBI 300MOW N72542 001 MAR 31, 1989 

FEB 01, 1989 AP 100MG/MLW N89787 001 
MAR 31, 1989 

AE 100MG/ML4 N89788 001 

UALEIDIAL MAR 31, 1989 

SOLUTION; IRRIGATION 
10$fl$11;7 
Ig000A411W01 
a KENDALL MCGAN 

MECLIZINE HYDROCHLORIDE 

1$001X0M/ 
50M/100ML 

AILAN 
/418d/ 

12.5MG 

25MG 

EQ 50MG BASER 

IW14410401 
N16704 002 

/04/0//00X/ 
/00MOW40/ 
41104100V 

IN/44:11001 
N87877 001 

APR 20, 1982 
N87620 001 

JAN 04, 1982 

N72840 001 
MAR 20, 1989 

N72809 001 
MAR 20, 1989 

MEPROBAMATE 

/0$040/00/ 
N86299 001 

1441dd/ 	 /0$60/60/ 
0004 WOO/ 

400MG 	 N88011 001 

sl/I4Srildric3i/ / 
/0040/00/ 

200MG 	 N83830 001 
400MG 	 N83442001 

100MG/ML 	 N19884 001 
DEC 30, 1988 

1$44$0,K1 	1010$41401 
1001$0;110$/ 

TABLET; ORAL 
MEPROBAMATN  

AA/ 	ladtgalad$1 
a LEDERLE LABS 

1AA/ 	100000100V 
a VANGARD LABS 

1►00M010000/ 
a WHITE TN PAULSN 
a 

MESNA 

TABLET; ORAL 

/AA/ mglAria72$/ 
AA/ 

a VANGARD LABS 

a 

MECLOFENAMATE SODIUM 

INJECTABLE; INJECTION 
MESNEX 

ASIA PHARMA 

IOW:NO:OOP 
CAPSULE; ORAL 
MECLOFENAMATE SODIUM 

AB 	BARR LABS 

AB EQ 100MG BASEW 



METHOTREXATE SODIUM 

RX DRUG PRODUCT LIST 

EQ 25MG BASE/MLN 

/ CUMULATIVE SUPPLEMENT NUMBER 

N89887 001 
APR 14, 1989 

4 / JAN'89 - APR'89 

MOMETASONE FUROATE 

0.1%N 

15 

N19796 001 
MAR 30, 1989 

INJECTABLE; INJECTION 
> ADD > 	MEXATE-AQ PRESERVED 

LOTION; TOPICAL 
ELOCON 
SCHERING 

NALBUPHINE HYDROCHLORIDE 

> ADD > AP 	BRISTOL MYERS 
> ADD > 

METHYLPREDNISOLONE ACETATE 

1100g1000AK1 INJECTABLE; INJECTION 
/WOW NALDUMENE NM 
1000001 1000/001 10X$X010011 AE ABBOTT LABS 10MG/MLN N70914 001 
2 UPJOHN 40MG/BOT N18102 001 FEB 03, 1989 

AP 10MG/MLN N70915 001 
FEB 03, 1989 

METHYLTESTOSTERONE AP 20MG/MLN N70916 001 

TABLET; BUCCAL Ar. 20MG/MLN 
FEB 03 , 
N7091 1989 7 001 

ANDROID 5 FEB 03, 1989 
>211I> 	/000001P0A0$1 10001 10000100$1 AP 20MG/MLN N70918 001 
> ADD > 	ICN PHARMS 5MG N87222 001 FEB 03, 1989 

> ADD > AP ASTRA PHARM PRODS IOMG/MLN N72070 001 
TABLET; ORAL > ADD > APR 10, 1989 

NOR= 10 

/INV /000$01001 
> ADD > AE 10MG/MLN N72071 001  

APR 10, 1989 > DLT >ad / 	A001 > ADD > 
> ADD > AB 	ICN PHARMS > ADD > AP 202 N86450 001 10MG/MLN N72072 001 

ANDROID IS > ADD > APR 10, 1989 
> DLT >Ad/ 	/00000/P4AON /118d/ /001$41/001 > ADD > AP 20MG/MLN N72073 001 
> ADD > AB 	ICN PHARMS 25MG N87147 001 > ADD > APR 10, 1989 

> ADD > Af. 20MG/MLN N72074 001 
> ADD > APR 10, 1989 

METOCLOPRAMIDE HYDROCHLORIDE > ADD > AP 20MG/MLN N72075 001 
> ADD > APR 10, 1989 

INJECTABLE; INJECTION 
METOCLOPRAMIDE MOL 

AP 	BULL LABS EQ 10MG BASE/2MLN N71990 001 
JAN 18, 1989 

AP 	DUPONT CRI CARE EQ 10MG BASE/2MLN N71291 001 
MAR 03, 1989 

METOPROLOL TARTRATE 

TABLET; ORAL 
LO PRESSOR 

AB 	GEIGY PHARMS 50MG N17963 001 
AB 100MG N17963 002 

METOPROLOL TARTRATE 
AR 	HENRY SCHEIN 50MGN N71690 001 t 

FEB 08, 1989 
AB 100MON N71691 001 t 

FEB 08, 1989 

t DELAYED EFFECTIVE DATE PENDING COURT DECISION 



NALOXONE HYDROCHLORIDE 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 	4 / JAN'89 — APR'89 

OXACILLIN SODIUM 

16 

INJECTABLE; INJECTION 
NALOXONE HCL 

INJECTABLE; INJECTION 
OXACILLIN SODIUM 

> ADD > AE 	ASTRA PHARM PRODS . 0 2M0/11Liti N72081 001 AE 	ELKINS SINN EQ 250MG BASE/VIALN N62711 001 
> ADD > APR 11, 1989 FEB 03, 1989 
> ADD > AP 0 . 02MG/MIA N72082 001 AE EQ 500MG BASE/VIALN N62711 002 
> ADD > APR 11, 1989 FEB 03, 1989 
> ADD > AE . 0 2142,71111 N72083 001 AP EQ 1GM BASE/VIAL"( N62711 003 
> ADD > APR 11, 1989 FEB 03, 1989 
> ADD ? AP . 02MG/MLN N72084 001 EQ 2GM BASE/VIALN N62711 004 
>JAL> APR 11, 1989 FEB 03, 1989 
> ADD > AP . 0 2MG/Mlis N72085 001 AP EQ 4GM BASE/VIALN N62711 005 
> ADD > APR 11, 1989 FEB 03, 1989 
> ADD > AP .414G/IMUi N72086 001 AP EQ 10GM BASE/VIALN N62711 006 
> ADD > APR 11, 1989 FEB 03, 1989 
> ADD > AP . 4MG/TILIS N72087 001 
>_ADD > APR 11, 1989 
>,..Agg> AP . 4MGAILst N72088 001 OXYBUTYNIN CHLORIDE 
> ADD > APR 11, 1989 
> ADD > AP 0 . 4M0/MLA N72089 001 TABLET; ORAL 
> ADD > APR 11, 1989 oxyaurrm CHLORIDE 
> ADD > AE . 4MG/MLP N72090 001 > ADD > AB 	BOLAR PHARM N72485. 001 
> ADD > > ADD > APR 11, 1989 APR 19, 1989 
> ADD > AP 1MG/MIA N72091 001 
> ADD > APR 11, 1989 
> ADD > AE 1MG/MUA N72092 001 PANCURONIUM BROMIDE 
> ADD > APR 11, 1989 
> ADD > AP 1MG/MIA N72093 001 INJECTABLE; INJECTION 

>_9121? APR 11, 1989 PANCURONICH BROMIDE 
AP 	ABBOTT LABS 1MG/MLN N72320 001 

JAN 19, 1989 
NIACIN AP gric/muni N72321 001 

JAN 19, 1989 
TABLET; ORAL 

NIACIN 

>JIL>1661 	10000gAgA01 11418d1 10$01001 PENBUTOLOL SULFATE 
> ADD > 	2 CHELSEA LABS 500MG N85172 001 

TABLET; ORAL 
LEVATOL 

NIFEDIPINk MHO 10X$1100X1 
AVOI$4;/1011 

CAPSULE; ORAL REED & CARNRICK 10MG N18976 001 
> ADD > 	NIFEDIPINE DEC 30, 1987 

>ARILL> AA 	PUREPAC PHARM 1.0MGA N72579 001 
> ADD > APR 28, 1989 
> ADD > Ag 20MGN N72556 001 PENICILLIN G BENZATHINE 

>ARIL> 
/$0000$104700W 

APR 28, 1989 

1010g00/ 
IWOMAYM11000 1$40;40410W9'W 10$411401 

2 HYETH AYERST LABS 	300,000 UNITS/5ML 
	

N50126 002 

t DELAYED EFFECTIVE DATE PENDING COURT DECISION 



a KENDALL MCGAM 

PHENDIMETRAZINE TARTRATE 

OOMXIONA01 
.0,0M g/00/ 

ItP1/0.;/100/ 
900MG/100ML 

hi69.00/00/ 
N85698 001 

10001401 
N85199 001 

/AY 
1/111gefilaY /60101104/ 

/00/04;/$00/ 
Mg/ so: hVg0/00/ 

N11695 002 

150MG/100ML; 
900MG/100ML 	 N18722 002 

NOV 09, 1982 
SODIUM CHLORIDE 0.9Z AND POTASSIUM CHLORIDE 0.22% IN 
PLASTID CONTAINER 

1/1111NIIV  
a KENDALL MCCAW 	220MG/100ML; 

N18722 003 
NOV 09, 1982 

SODIUM CHLORIDE 0.97. AND POTASSIUM CHLORIDE 0.17. IN 
PLASTIC CONTAINER 
Ig440W1000A0/ 

a KENDALL MCGAM 	300MG/100ML; 
900MG/100ML 	 N18722 004 

NOV 09, 1982 

TABLET; ORAL 

	

/AA/ /114f$101f1400$/ 	1101 

	

2 PRIVATE FMLTNS 	35MG 
PHENDMWETRAZENE TARTRATE 

	

/14/ 100VOM000$1 	/ice/ 

	

a PRIVATE FMLTNS 	35MG 

PHENYL AMINOSALICYLATE 

//501•10$0 1/00A0 
/0110,4100:444■4410/ 

/001400f/f000g/ a PURDUE FRDRK 

hiX$0/00$/ 
N11695 003 

PRAZOSIN HYDROCHLORIDE 

CAPSULE; ORAL 
PRAZOSIN NCI" 

> ADD > AB AM THERPTCS EQ 1MG BASES N72782 001 
> ADD > MAY 16, 1989 : APR 11, 1989 
> ADD > AB fQ 2MG BASES N72783 001 
> ADD > MAY 16, 1989 : APR 11, 1989 
> ADD > AB EQ 5MG BASES N72784 001 

N07953 001 > ADD > MAY 16, 1989 : APR 11, 1989 
> ADD > AB CORD LABS EQ 1MG BASES N72576 001 
> ADD > MAY 16, 1989 : APR 10, 1989 
> ADD > AB EQ 2MG BASES N72577 001 
> ADD > MAY 16, 1989 : APR 10, 1989 
> ADD > AB EQ 5MG BASES N72578 001 
> ADD > MAY 16, 1989 : APR 10, 1989 

10flg017'.010f0APIXO/ 
1000001f000g1 a PURDUE FRDRK /MOO/ 

SOONG 

PHENYLEPHRINE HYDROCHLORIDE; PYRILAMINE MALEATk 

SOLUTION/DROPS; OPHTHALMIC 
PREFRIN-A 

ALLERGAN PHARMS 	0.12Z;0.1Z 

PENICILLIN V POTASSIUM 

RX DRUG PRODUCT LIST 

ORAL 

/ CUMULATIVE SUPPLEMENT NUMBER 	4 / JAN'89 - APR'89 	 17 

POTASSIUM CHLORIDE; SODIUM CHLORIDk 

PONDER FOR RECONSTITUTION; 
PENICILLIN V POTASSIUM 

INJECTABLE; INJECTION 
SODIUM CHLORIDE 0.9Z AND POTASSIUM CHLORIDE 0.075Z IN 

CLONMEL CHEMS EQ 125MG BASE/SMS N62981 001 PLASTIC CONTAINER 

EQ 250MG BASE/5Mts 
FEB 10, 1989 
N62981 002 

/Ail 	10Agfe01 	1118044110141d011g1 a BAXTER 	 75MG/100ML;900MG/100ML 
/01164410041 
N17648 004 

FEB 10, 1989 /Ail 	Ig000A04000A► 1 	111601.6101416041Agl 10,01Ag1001 
/0014A;110g1 

a KENDALL MCCAW 	75MG/100ML;900110/100ML 	N18722 001 
PENTOBARBITAL SODIUM NOV 09, 1982 

SODIUM CHLORIDE 0.9g AND POTASSIUM CHLORIDE 0.15Z IN 
CAPSULE; ORAL PLASTIC CONTAINER 

PENTOBARBITAL SODIUM 
/SAW /0$$$$$MX/ 

/AV 	/g00004/$0/4 4/ 	ihMall4W/ 
/ /AA/ 	10HXfIftil0A000/ 

2 WHITE TN PAULSN 100MG N83338 001 / 4.4.;/$001 



PRAZOSIN HYDROCHLORIDE 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 	4 	JAN'89 - APR'89 

PREDNISONE 

18 

CAPSULE; ORAL 
PRAZOSIN NOL 

SOLUTION; ORAL 
PREDNISONE INTENSOL 

AA 	DANBURY PHARMA EQ 1MG BASER N72352 001 	 ROXANE LABS 5MG/111 N88810 001 

AB 
MAY 16, 

EQ 2MG BASE* 
198 9 : JAN 11, 1989 

N72333 001 
FEB 20, 1985 

AB 
MAY 16, 

EQ 5MG BASE* 
198 9 

	

: JAN 11, 1989 	 /$100./00g/ 

	

N72609 001 	 /014fOrWrstlyltiffitiOU 
MAY 16, 

EQ 1MG BASE* eB 	LEDERLE LABS 
198 9 : JAN 11, 1989 	 MVArigh40/ 

N72705 001 
MOO /00000/00/ 

/fM/A0.;/10,4/ 
MAY 16, 

EQ 2MG BASE* 
198 9 : MAR 15, 1989 

N72706 001 	 TABLET; ORAL 
MAY 16, 198 9 : MAR 15, 1989 	 DELTASOHE 

EQ 5MG BASE* N72707 001 	 AB 	UPJOHN NO9986 008 

AB 	MYLAN PHARMS 
MAY 16, 

1MG BASE* 
198 9 : MAR 15, 1989 

N72573 001 	 PREDNISOHE 
int /004404/000/ 

MAY 16, 198 9 : FEB 28a 1989 	 AB 	CORD LABS 10MG* N89983 001 
AB EQ 2MG BASER N72574 001 JAN 12, 1989 

MAY 16, 198 9 : FEB 28, 1989 AOMGN N89984 001 
AA EQ 5MG BASE* N72575 001 JAN 12, 1989 

MAY 16, 198 9 : FEB 28, 1989 	 /0g/ 	/0400/00/0001 /000/ /0000/$10/ 
> ADD > AB 	PUREPAC PHARM EQ 1MG BASE* 

198 9 
N72991 001 

: APR 26, 1989 	 /0g/ /000/ 
/A0/.1.4.:110/ 

Ih1011AV10011 >ARE> MAY 16, 
). B211> AA EQ 2MG BASE* N72921 001 1,1A14/XClk)0/ 

MAY 16, ›11212> 198 9 : APR 26, 1989 	 a VANGARD LABS 5MG N87682 001 
›...A22> AA 
>AAR> 

EQ 5MG BASER 
198 9 

N72992 001 
: APR 26, 1989 	 a 20MG 

JAN 15, 1982 
N87701 001 MAY 16, 

hid/ 	M1ktOgA00/ 11Eirld.A4111 1010441001 
/$40/X10001 	T >Ad/ 	100001101#A000/ /lad/ 

JAN 15, 1982 
ki$400$/40/ 

AB 	ZENITH LABS EQ 1MG BASE N71994 001 	DL  T > 1,1!11= 8,4.,/$00 
MAY 16, SEP 12, 1988 	r > Agg/ 

/474/ 
198 9 10;$001 

IMO/ 
10000/00 
/0$00/00/

11  
1011001001 	 g1 

TADDL

> 

10010;110001 	T > iogi 1000/ 10040110001 
N71995 001 	D > 	a WHITE TN PAULSN AD EQ 2MG BASE 

198 9 
2.5MG 
5MG 

N84913 001 
N80343 001 MAY 16, : SEP 12, 1988 	 a 

/'/ 10111401001 	> ADD 	a .> 10MG N89028 001 
/040110;11001 	> ADD > JUL 24, 1986 

AB EQ 5MG BASE N71745 001 	> ADD > 20MG N84913 002 
MAY 16, 198 9 : SEP 12, 1988 	 /0000000/ 

/0g1 	110000J:4100$/ /OHO/ /00040/001 
a LEDERLE LABS 
	

5MG 
	

N80223 001 
PREDNISOLONE 

SYRUP; ORAL 
PRELONE 

MURO PHARM 
	

5MG/MILA 
	

N89654 001 
JAN 17, 1989 

TABLET; ORAL 
PREDNISOLONE 

10$1 100M11010A0001 0001 
a WHITE TN PAULSN 	5MG 

1000$401001 
N80342 001 



RX DRUG PRODUCT 

PROCAINAMIDE HYDROCHLORIDE 

LIST / CUMULATIVE SUPPLEMENT NUMBER 	4 / JAN'89 - APR'89 

PROPRANOLOL HYDROCHLORIDE 

19 

CAPSULE; ORAL SOLUTION; ORAL 
PROGAINAMIDE PROPRAHDLOL MCL 
/g/440,00/00$/ 	/itdd,d/ .1)1014014 AA 	PBI ZOMG/5MLN N71984 001 

/ 1)0014k;1$44
W  

MAR 03, 1989 
//Odd/ 100414144X' 40MG/5MLN N71985 001 

00014f;g440/ MAR 03, 1989 
a VANGARD LABS 	250MG N87643 001 AA 	ROXANE LABS 20MG/5ML N70979 001 

JUN 01, 1982 MAY 15, 1987 
a 	 500MG N87875 001 AA 40MG/5ML N70690 001 

JUN 01, 1982 MAY 15, 1987 

TABLET, EXTENDED RELEASE; ORAL TABLET; ORAL 
PROGAINAMIDE MCL 

,500MGH 

/10.600/ 
12.5MG 
50MG 

ORAL 

60MG 

N89840 001 
MAR 06, 1989 

1/0"101/440X/ 
0444 4 4 II 
N85986 001 
N85664 001 

N18553 004 
MAR 18, 1987 
N18553 002 

APR 19, 1983 
N18553 003 

APR 19, 1983 
N18553 001 

APR 19, 1983 

N72499 001 
APR 11, 1989 
N72500 001 

APR 11, 1989 
N72501 001 

APR 11, 1989 
N72502 001 

APR 11, 1989 

ProinsT /Odd/ 

/Odd/ 

MOW 

10MG 

20MG 

40MG 

80MG 

5MG/ML 
/a21E/- 

60M0/5ML 
g.6140/00/ 

60MG 
g4r40/ 

,41/44X 
1)00
10
14A

1
UX4441

/  

1:M4114/44X' 
1.100/4g/X444/ 

X444 
1)00
10

/ 4
0
g11

/
440

X
1
1  

01 
1)00
10
/0
14
A:
4
11
1
4441 

N72117 001 
JUN 23, 1988 

N72118 001 
JUN 23, 1988 

N72119 001 
JUN 23, 1988 

N72120 001 
JUN 23, 1988 

/r1009071714/11/ 

/r4;1903/;;;/ 

NO9829 002 
/000N000/ 

A§ 	INWOOD LABS 

PROMETHAZINE HYDROCHLORIDE 

/Ad/ Td 
/Ad/ 

/Ad/ 

/Ad/ 

a LEDERLE LABS 

a 

a 

a 

PYRIDOSTIGMINE BROMIDE 

TABLET; ORAL 
PROMETHAZINE HCL 

> 
ALI_> 
_DII_> 4

/PP/ 
04 1000444410041 

> 001 
> AD D  2 CHELSEA LABS 
> ADD > 	2 

PROPRANOLOL HYDROCHLORIDE 

CAPSULE, EXTENDED RELEASE; 
XHDERAL LA 

> ADD > AB 	NYETH AYERST LABS 
> ADD > 

80MG INJECTABLE; INJECTION 
MESTXHOH 

> ADD > AB 
> ADD > 

120MG > ADD > AB AP 	ICN PHARMS 
ail 	/000041 

SYRUP; ORAL 
MESTINON 
ICN PHARMS 
/0000/ 

TABLET; ORAL 
MESTINON 
ICN PHARMS 
/0000/ 

> ADD > 
160MG > ADD > AB 

> ADD > 

60MGN 
> ADP > 	PROPRAHOLOL 
> ADD 	AB 	INHOOD LABS .> 
> ADO > 

80MGH > ADD > AB 
> ADD > 

120MGN > ADD > AB 
> ADP > 

160MON > ADD > AB 
> ADD > 

TABLET, EXTENDED RELEASE; ORAL 
MESTINON 
ICN PHARMS 	 180MG 
	

N11665 001 



PYRIDOSTIGMINE BROMIDE 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT 

ORAL 

/10000/ 	 /01X00100/ 

NUMBER 	4 / JAN'89 	APR'89 

SINCALIDE 

10:04000/0g1 
0.005MG/VIAL 

20 

10X101144/ 
N17697 001 

TABLET, EXTENDED RELEASE; 
MESTINON 
/000E/ 

QUINIDINE GLUCONATE 

INJECTABLE; INJECTION 
KINEVAC 
1440001 
SQUIBB DIAGS 

SODIUM CHLORIDE 
INJECTABLE; INJECTION 

QUINIDINE GLUCONATE INJECTABLE; INJECTION 
/E1ai/ /$000irti-/ 10014041001 SODIUM CHLORIDE 0.4SX IH PLASTIC CONTAINER 
LILLY 80MG/MLN N07529 002 1601 	/Off0/0$550 /414ddi14N1/ /00$0/001 

FEB 10, 1989 a CUTTER BIOL 450MG/100ML N18503 001 
DIUM CHLORIDE 0.9% IN PLASTIC CONTAINER 

570Off40/0g/ /Ai/ 	 /ffittaithig 10$$$01001 
QUINIDINE SULFATE a CUTTER BIOL 900MG/100ML N18502 001 

TABLET; ORAL SOLUTION; IRRIGATION 
QUINIDINE SULFATE 7r 	7.! 	! 

> ADD > AD 	MUTUAL PHARM 
/00K04

g
04 

/Af/ 	/00.=PTIf/fa 
a CUTTER BIOL 

100MGN N81029 001 
APR 14, 1989 900MG/100ML 

100411401 
N18247 001 > ADD > 

>API? AB 200MGN N81030 001 
>AQP> APR 14, 1989 
>A0> AB 30ONGN N81031 001 SODIUM IODIDE, I-123 
>APP> APR 14, 1989 

/Ad/ 	1001 httirW /00/0///001/ CAPSULE; ORAL 
/A00/14.;/100/ SODIUM IODIDE 1113 

2 PBI 200MG N87837 001 AA 	BENEDICT MJCLR goo UCI N18671 002 
APR 14, 1982 MAY 27, 1982 

/Ad/ 	100X1$/f010A0001 Ma/ /00444100/ AA 	MALLINCKRODT 100 UC/N N71909 001 
a WHITE TN PAULSN 200MG N85444 001 FEB 28, 1989 

AA 200 UCIN N71910 001 
FEB 28, 1989 

SECOBARBITAL SODIUM 

/00101401 
N85798 001 

/000)0/001/ 
N85792 001 

CAPSULE; ORAL 
SECOBARBITAL SOQIUM 

I661 1001101111100001 	/14414/ 
a WHITE TN PAULSN 
PODIUM SECOBARBITAL 
100gi-$4(100$1 

>ARE> 	a CHELSEA LABS 

SECRETIN 

INJECTABLE; INJECTION 
SECRETIN-FERRING 

FERRING LABS 	75CU/VIAL 
140000110:.KA011 
1001(00A0A1001 	11001Mg1  

SODIUM PHOSPHATE, P-32 

SOLUTION; INJECTION, ORAL 
10000000001 
1440001 	11:*401/0A01 

> ADD > 	a SQUIBB 	 1-8MCl/VIAL 

SODIUM POLYSTYRENE SULFONATE 

PONDER; ORAL, RECTAL 
SODIUM POLYSTYRENE SULFONATE 

AA 	CAROLINA MED 	454GM/BOTN  
N18290 001 

/000/401 

100MG 

/144dd/ 
100MG 

> DLT  > 
> DLT > /0144011001 

N10927 001 

N89910 001 
JAN 19, 1989 



TECHNETIUM TC-99M FERPENTETATE KIT 

10101 
> ADD  > 	2 SQUIBB 	 N/A 

TECHNETIUM TC-99M SODIUM PERTECHNETATE 

SOLUTION; INJECTION, ORAL 
SODIUM PERTECMNETATE TO 99M 

AP 	CIS US 	 12MCl/M 
PP 	 24MCl/ML  
AP 

> DLT > 	
4 MCl/ML 

101(00AINA010,001 	1 
MALLINCKRODT 	10-60MCl/ML 

> DLT > /X0,1000W1$0,100fX001 
/WM/ 

1000100/ 
>AIL> 
>_sli_> 

> ADD > 
1 	I0 00001X1W 

N85328 001 
1186998 001 

/006990/001/ 
N88320 001 

FEB 21, 1985 
N88321 001 

FEB 21, 1985 

SPIRONOLACTONE 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 	4 / JAN'89 - APR'89 

TECHNETIUM TC-99M SULFUR COLLOID 

TABLET; ORAL SOLUTION; INJECTION, ORAL 
TECHNETIUM TC 99M SULFUR COLLOID 

/a/ =VIM /MU 10004010011 >ALL> 	100(0001O1A0100$1 	1$001/OX1 
/000/01;I10001 >_APIL> 	MALLINCKRODT 	3MCl/ML 

2 VANGARD LABS 25MG N87648 001 
FEB 01, 1982 

THALLOUS CHLORIDE, TL-20A 

SULCONAZOLE NITRATE INJECTABLE; INJECTION 
TMALLOUS CHLORIDE TL ZOl 

CREAM; TOPICAL AP 	SQUIBB DIAGS 	1MCl/ML 
SULCOSYN 
SYNTEX LABS 144 N18737 001 

FEB 28, 1989 
THEOPHYLLINE 

SULFINPYRAZONE TABLET, EXTENDED RELEASE; ORAL 
THBO..DUR 

CAPSULE; ORAL AB 	KEY PHARMS 	 100MG 
SULFINPYRAZONE 

>A1I->/Ad/ 	100000010001 HAW 100$W10011 "g01 	 Rat 
>ALL> If Mat:INV /00/ 	 g0000/ 
> ADD .> 	2 VANGARD LABS 200MG N88666 001 INEOPHYLLIHE 
> ADD > FEB 17, 1984 AB 	INWOOD LABS 	100MG 

200MG 
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10111041001/ 
N17724 001 

N18548 001 
DEC 30, 1982 

10X0040100X1 

/00/ 

/00/ 

/X00001 

/000001 

n100$0/001/ 
If 00/0X;1X0001 
1000$01100X1 

110010X.:11000/ 
N17045 001 

THIOTHIXENE HYDROCHLORIDE 

INJECTABLE; INJECTION 
NAVANE 

> DLT > 	10000X01 1041000/00$10U /OW0410001 
> ADD > 	ROERIG N17321 001 EQ 10MG BASE/VIAL N16904 002 

N17321 002 
N17321 003 

10X1100100X1 TIMOLOL MALEATE 

1/1431.01411 TABLET; ORAL 
00$0$1000/ BLOCADREH 
1010X01/0001 AB 	NSW 5MG N18017 001 

AB 10MG N18017 002 
AB 20MG N18017 004 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89 - APR'89 
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TIMOLOL MALEATE TRIAMCINOLONE ACETONIDE 

TABLET; ORAL 
TIMOLOL MALEATE 

CREAM; TOPICAL 
TRIAMCINOLOHE ACETONIDE 

BOLAR PHARM 5MG24 N72269 001 AT TOPIDERM 	 0.02514 N89274 001 
APR 11, 1989 : MAR 14, 1989 FEB 21, 1989 

AB 10MGM N72270 001 AT 0.1704 N89275 001 
APR 11, 1989 : MAR 14, 1989 FEB 21, 1989 

AD 20MGM N72271 001 AT N89276 001 
APR 11, 1989 : MAR 14, 1989 FEB 21, 1989 

> ADD > AB CORD LABS 5MG1 N72550 001 
> ADD > APR 13, 1989 
> ADD > AA 10MG44 N72551 001 TRIHEXYPHENIDYL HYDROCHLORIDE 
> ADD > APR 13, 1989 
>ARIL> M 20MG44 N72552 001 ELIXIR; ORAL 
> ADD > APR 13, 1989 ARTAHE 

AB PBI 5MG44 N72001 001 > ADD > AA LEDERLE LABS 	2MG/SMI, N06773 009 
APR 11, 1989 : JAN 10, 1989 > ADD > TRXNEWPMEHIDYL HCL 

AB 10MG44 N72002 001 > ADD > AA LIQUIPHARM 	 2MG/5MLM N89514 001 
APR 11, 1989 : JAN 10, 1989 > ADD > APR 07, 1989 

As MEN N72003 001 
APR 11, 1989 JAN 10, 1989 TABLET; ORAL 

TRIMEXYPHENZDYL MCL 

TOLBUTAMIDE,  

TABLET; ORAL 
TOLBUTAMIDE 

1141Adl 
500MG 

10$14g144$1 
10014;1$0$1 

N87876 001 

1141 	1000A00100$1 
2 VANGARD LABS 

VERAPAMIL HYDROCHLORIDE 

/1A4/ 

2MG 

.1.0$04014011 
1,10-1$4.:110$01 

N88035 001 
JUL 30, 1982 

lAdl 	100014401‘010$1 
2 VANGARD LABS 

APR 20, 1982 TABLET; ORAL 
VERAPAMIL 

> ADD > AB 	CHELSEA LABS 19.1601  N72799 001 
TOLMETIN SODIUM > ADD > APR 28, 1989 

AB 	MYLAN PHARMS 80MGM N71482 001 
TABLET; ORAL FEB 15, 1989 
TOLECTIN 600 noma N71483 001 

MCNEIL PHARM EQ 600MG BASER N17628 002 FEB 15, 1989 
MAR 08, 1989 AR 	SIDMAK LABS 80MG44 N72124 001 

JAN 26, 1989 
AD 120MGM N72125 001 

TRAZODONE HYDROCHLORIDE  JAN 26, 1989 

TABLET; ORAL 
TRAZODOHE NCL 

AD 	LENNON soma 

.100MGN 

N72192 001 
FEB 02, 1989 
N72193 001 

FEB 02, 1989 

HATER FOR IRRIGATION, STERILE 

LIQUID; IRRIGATION 
STERILE MATER IN PLAIT= CONTAINER 

	

/Af/ 10Off010f0il 	114421 

	

2 CUTTER BIOL 	 100% 
/0$041001 
N18246 001 
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ACETAMINOPHEN 	 DIPHENHYDRAMINE HYDROCHLORIDE 

SUPPOSITORY; RECTAL 
	

SYRUP; ORAL 
ACEPHEN 
	

>  ADD  > 	DIPHENHYDRAMINE HCL 
G&W LABS 
	

325MG 
	

N18060 003 
	

>  ADD  > 	NASKA PHARMA 
	

12.5MG/5MLn 
	

N70497 001 

	

DEC 18, 1986 
	

>  ADD  > 
	

APR 25, 1989 

CHLORHEXIDINE GLUCONATE 	 IBUPROFEN 

SPONGE; TOPICAL 
	

TABLET; ORAL 
BIOSCRUB 
	

IBUPROFEN 
KW GRIFFEN 
	

4:1X 
	

N19822 001 
	

MUTUAL PHARM 
	

zootiGN 
	

N72249 001 

	

MAR 31, 1989 
	

JAN 10, 1989 

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HYDROCHLORIDE INSULIN BIOSYNTHETIC HUMAN; INSULIN SUSP ISOPHANE 

CAPSULE, EXTENDED RELEASE; ORAL 
PSEUDO-CHLOR 

BIOSYNTHETIC HUMAN 

INJECTABLE; INJECTION 
KV PHARM 	 12MG;120MGM 	 N71455 001 > ADD > HUMULIN 70/30 

MAR 01, 1989 > ADD > LILLY 	 30 UNITS/ML; 
> ADD > 70 UNITS/MLW N19717 001 
> ADD > APR 25, 1989 

CHLORPHENIRAMINE POLISTIREX; CODEINE POLISTIREX 

SUSPENION, EXTENDED RELEASE; ORAL OXYMETAZOLINE HYDROCHLORIDE 
PENNTUSS 

FISONS 	 EQ 4MG MALEATE/SML; SOLUTION/DROPS; OPHTHALMIC 
EQ 10MG BASE/5ML 	N18928 001 VISINE II 

AUG 14, 1985 
100000A01 	le4/4H0/0A000/$1401 

104110001000W 
PFIZER 	 0.02544 N19407 001 

MAR 31, 1989 

POVIDONE-IODINE 

CHLORPHENIRAMINE POLISTIREX; PHENYLPROPANOLAMINE POLISTIREX SOLUTION; TOPICAL 
POVIDONE IODINE 

SUSPENION, EXTENDED RELEASE; ORAL BAXTER 	 IA* N19522 001 
CORSYM MAR 31, 1989 

FISONS 	 EQ 4MG MALEATE/5ML; 
EQ 37.5MG HCL/5ML 	N18050 001 

JAN 04, 1984 
100000411 	1g4140010WAWA001 

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE 

10010:M010a/0W 	ijggllogy, CAPSULE, EXTENDED RELEASE; ORAL 
TRIPROLIDINE AND PSEUDOEPHRINE HCL 
KV PHARM 	 120MG;5MGM N71798 001 

MAR 16, 1989 

> DLT  > 
> DLT > 
> DLT > 

SYRUP; ORAL 
10'001 
10011 	/$01401A001;0H0/$0):1 	10001114011 

100104;1100$/ 
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PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE 

SYRUP; ORAL 
> DLT  > 	10ifhil 
> ADD > 	2 PBI 	 30MG/5ML;1.25MG/5ML 	N88116 001 
> ADD > 	 MAR 04, 1983 

PSEUDOEPHEDRINE POLISTIREX 

SUSPENION, EXTENDED RELEASE; ORAL 
PSEUDO-12 

FISONS 	 EQ 60MG HCL/SML 	N19401 001 
JUN 19, 1987 

1044001101 	If01‘00100000 	
/J601150g1 



DRUG PRODUCTS IN THE DIVISION OF BLOOD AND BLOOD PRODUCTS / CUMULATIVE SUPPLEMENT NUMBER 4 / JAN'89- APR'89 
APPROVED UNDER SECTION 505 OF THE ACT LIST 
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NO APRIL 1989 APPROVALS 



ORPHAN DRUG 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). 

THE "CUMULATIVE LIST OF ORPHAN DRUG PRODUCT DESIGNATIONS," ISSUED AS AN ADDENDUM TO THE 9TH EDITION OF 
APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, IS CURRENT THROUGH MARCH 31, 1989. THIS 
SECTION OF THE CUMULATIVE SUPPLEMENT WILL SERVE AS AN UPDATE TO THAT ADDENDUM AND WILL REPLACE THE FORMER 
SECTION ENTITLED "ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL." THE NDA NUMBER/LICENSE NUMBER, APPROVAL 
DATE, DOSAGE FORM, ROUTE OF ADMINISTRATION, AND STRENGTH THAT APPEARED IN THE FORMER SECTION MAY BE FOUND 
ELSEWHERE IN THIS PUBLICATION FOR APPROVED DRUGS; FOR LICENSED BIOLOGICALS, THIS INFORMATION WILL NO LONGER BE 
DISPLAYED. 

WHEN A PRODUCT IS GRANTED ORPHAN DRUG DESIGNATION, IT WILL APPEAR IN THIS SECTION. ONCE A BIOLOGICAL OR DRUG 
PRODUCT IS LICENSED/APPROVED FOR MARKETING, IT WILL BE LISTED IN THIS SECTION AND ASTERISKED, AS APPROPRIATE, 
TO DENOTE MARKETING/EXCLUSIVE APPROVAL STATUS. IN ADDITION, THE EXCLUSIVITY EXPIRATION DATE WILL BE DISPLAYED 
FOLLOWING THE APPROVED DESIGNATED INDICATION(S). 

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

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

26 
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DRUG DESIGNATIONS 
[Approved for Marketing*] 
[Exclusive Approval**] 

NAME OF DRUG 

 

DESIGNATED USE [EXCLUSIVITY EXPIRATION DATE] 	SPONSOR NAME AND ADDRESS 

     

GENERIC: FLUDARABINE PHDSPHATE 	 TREATMENT OF NON-HODGKIN'S LYMPH3MA (NHL). 	TRITON BIOSCIENCES 
TRADE: NOT ESTABLISHED 
	

1501 HARBOR BAY PARKWAY 
ALAMEDA, CA 94501 



DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY 
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 
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NO APRIL 1989.ADDITIONS 
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY 

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE STUDIES AND IN VITRO DISSOLUTION TESTING 
AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE, HFN-T5T: ROOM 17B-06, 5600 FISHERS LANE, ROCKVILLE, MD 20857. 
COMMENTS AND SUGGESTIONS CONCERNING THESE GUIDANCES ARE ENCOURAGED AND SHOULD BE SENT TO THE DIVISION OF 
BIOEQUIVALENCE. 

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

DRUG NAME (DOSAGE FORM) 	 DATE 	 REVISED DATE 

ALBULTEROL; METAPROTERENOL SULFATE (METERED DOSE INHALER) 	 AUG 25, 1988 	 FEB 09, 1989 
TOLMETIN SODIUM (CAPSULE AND TABLET) 	 APR 20, 1989 
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ANDA SUITABILITY PETITIONS 

THE FOLLOWING ARE TWO LISTS OF PETITIONS FILED UNDER SECTION 505(j)(2)(C) OF THE ACT WHERE THE AGENCY HAS DETERMINED 
THAT THE REFERENCED PRODUCT: (1) IS SUITABLE FOR SUBMISSION AS AN ANDA (PETITIONS APPROVED) OR (2) IS NOT SUITABLE 
FOR SUBMISSION AS AN ANDA (PETITIONS DENIED). THE DETERMINATION THAT AN ANDA WILL BE APPROVED IS NOT MADE UNTIL THE 
ANDA ITSELF IS SUBMITTED AND REVIEWED BY THE AGENCY. A COPY OF EACH PETITION IS LISTED BY DOCKET NUMBER ON PUBLIC 
DISPLAY IN FDA'S DOCKETS MANAGEMENT BRANCH, HFA-305, ROOM 4-62, 5600 FISHERS LANE, ROCKVILLE, MD 20857. 

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

PETITIONS APPROVED 

DRUG NAME STRENGTH REASON FOR 
DOSAGE FORM; ROUTE (CONTAINER SIZE) DOCKET NUMBER PETITIONER PETITION STATUS 

ACETAMINOPHEN; 650MG 88 P-0416/CP MORAVEC NEW STRENGTH APPROVED 
HYDROCODONE BITARTRATE 10MG MAR 01, 1989 
TABLET; ORAL 

CARMUSTINE, STERILE 200MG/VIAL 88 P-0410/CP QUAD PHARMS NEW STRENGTH APPROVED 
INJECTABLE; 	INJECTION FEB 13, 	1989 

CYCLOPHOSPHAMIDE 20MG/ML 88 P-0379/CP BAXTER NEW DOSAGE APPROVED 
INJECTABLE; 	INJECTION (250ML/CONTAINER) FORM MAR 01, 1989 

NEW STRENGTH 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DRUG NAME 
	

STRENGTH 	 REASON FOR 
DOSAGE FORM; ROUTE 
	

(CONTAINER SIZE) 	DOCKET NUMBER 	PETITIONER 	 PETITION 	STATUS 

HALOPERIDOL DECANOATE 	EQ 5014G BASE/ML 	88 P-0411/CP 	QUAD PHARMS 	 NEW STRENGTH 	APPROVED 
INJECTABLE; INJECTION 	(2ML/CONTAINER) 	 FEB 13, 1989 

POLYETHYLENE GLYCOL 3350; 	59GM/PACKET 	88P-0419/CP 	GUIDELINES 	 NEW STRENGTH 	APPROVED 
POTASSIUM CHLORIDE; 	 0.7425GM/PACKET 	 MAR 01, 1989 
SODIUM BICARBONATE; 	 1.685GM/PACKET 
SODIUM CHLORIDE; 	 1.465M/PACKET 
SODIUM SULFATE 	 5.685GM/PACKET 
IN PLASTIC CONTAINER 
POWDER 
FOR RECONSTITUTION; ORAL 

PREDNISONE 
CAPSULE; ORAL 

MOT•PA, STERILE 
INJECTABLE; INJECTION 

1MG 	 88 P-0391/CP 	ASCHER 	 NEW DOSAGE 	APPROVED 
2.5MG 	 FORM 	 MAR 01, 1989 
5MG 
10MG 
20MG 
25MG 
50MG 

30MG/VIAL 	 88 P-0412/CP 	QUAD PHARMS 	 NEW DOSAGE 	APPROVED 
60MG/VIAL 	 FORM 	 MAR 01, 1989 

NEW STRENGTH 



EXCLUSIVITY TERMS 

DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMN, ABBREVIATIONS AND REFERENCES HAVE BEEN DEVELOPED. REFER 
BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 9TH EDITION FOR A FULL LISTING 
OF EXCLUSIVITY TERMS TABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW 
CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 

NEW INDICATION 

	

1-84 	ADJUNCTIVE THERAPY TO DIET TO REDUCE THE RISK OF CORONARY ARTERY DISEASE 

	

1-85 	SELECTIVE ADULT VISCERAL ARTERIOGRAPHY 

	

1-86 	METASTATIC BREAST CANCER IN PREMENOPAUSAL WOMEN AS AN ALTERNATIVE TO OOPHORECTOMY 
OR OVARIAN IRRADIATION 

	

1-87 	TREATMENT OF TINEA PEDIS 

	

1-88 	CONTRAST ENHANCEMENT AGENT TO FACILITATE VISUALIZATION OF LESIONS IN THE SPINE AND ASSOCIATED 
TISSUES 

PATENT USE CODE 

	

U-41 	METHOD FOR TREATING PROSTATIC CARCINOMA COMPRISING ADMINISTERING FLUTAMIDE 

	

U-42 	METHOD FOR TREATING PROSTATE ADENOCARCINOMA COMPRISING ADMINISTERING AN ANTIANDROGEN INCLUDING 
FLUTAMIDE AND AN LHRH AGONIST 

	

U-43 	REDUCING CHOLESTEROL IN CHOLELITHIASIS PATIENTS 

	

U-44 	REDUCING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREOF 

	

U-45 	DISSOLVING CHOLESTEROL GALLSTONES AND/OR FRAGMENTS THEREOF 

	

U-46 	CEREBRAL, CORONARY, PERIPHERAL, VISCERAL AND RENAL ARTERIOGRAPHY, AORTOGRAPHY AND 
LEFT VENTRICULOGRAPHY 

	

U-47 	CT IMAGING OF THE HEAD AND BODY, AND INTRAVENOUS EXCRETORY UROGRAPHY 

	

U-48 	CEREBRAL ANGIOGRAPHY, AND VENOGRAPHY 

	

U-49 	INTRA-ARTERIAL DIGITAL SUBTRACTION ANGIOGRAPHY 

	

U-50 	PALLIATIVE TREATMENT OF PATIENTS WITH OVARIAN CARCINOMA RECURRENT AFTER PRIOR CHEMOTHERAPY, 
INCLUDING PATIENTS WHO HAVE BEEN PREVIOUSLY TREATED WITH CISPLATIN 

32 



PRESCRIPTION AND OTC DRUG PRODUCT 	 33 
PATENT AND EXCLUSIVITY DATA 

APPL/PROD 
NUMBER 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

PATENT 
EXPIRES 

USE 	EXCLUS 
CODE 	CODE 

EXCLUS 
EXPIRES 

19880 001 CARBOPLATIN; PARAPLATIN 4657927 APR 	14, 2004 U-50 NCE MAR 03, 1994 
19880 002 CARBOPLATIN; PARAPLATIN 4657927 APR 	14, 2004 U-50 NCE MAR 03, 1994 
19880 003 CARBOPLATIN; PARAPLATIN 4657927 APR 	14, 2004 U-50 NCE MAR 03, 1994 
19471 001 DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 JAN 26, 2005 NCE NOV 05, 1992 

NP JAN 23, 1992 
19471 002 DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 JAN 26, 2005 NCE NOV 05, 1992 

NP JAN 23, 1992 
19471 003 DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 JAN 26, 2005 NCE NOV 05, 1992 

NP JAN 23, 1992 
19471 004 DILTIAZEM HYDROCHLORIDE; CARDIZEM SR 4721619 JAN 26, 2005 NCE NOV 05, 1992 

NP JAN 23, 1992 
18554 001 FLUTAMIDE; EULEXIN 4474813 NOV 30, 1993 NCE JAN 27, 1994 

4472382 SEP 	18, 2001 U-42 
4329364 MAY 	11, 1999 U-41 

>ADD> 19596 001 GADOPENTETATE DIMEGLUMINE; MAGNEVIST 1-88 APR 28, 1992 
18422 001 GEMFIBROZIL; LOPID 3674836 JAN 04, 1993 1-84 JAN 	17, 1992 
18422 002 GEMFIBROZIL; LOPID 3674836 JAN 04, 1993 1-84 JAN 	17, 1992 
18422 003 GEMFIBROZIL; 	LOPID 3674836 JAN 04, 1993 1-84 JAN 	17, 1992 
19778 001 HYDROCHLOROTHIAZIDE; PRINZIDE 12.5 4472380 SEP 18, 2001 NCE DEC 29, 1992 

4374829 DEC 30, 2001 NC FEB 	16, 1992 
19778 002 HYDROCHLOROTHIAZIDE; PRINZIDE 25 4472380 SEP 	18, 2001 NCE DEC 29, 1992 

4374829 DEC 30, 2001 NC FEB 16, 1992 
18956 003 IOHEXOL; OMNIPAQUE 300 4021481 MAY 03, 1994 1-85 MAR 31, 1992 
18956 004 IOHEXOL; OMNIPAQUE 350 4021481 MAY 03, 1994 1-85 MAR 31, 1992 
19710 001 IOVERSOL; OPTIRAY-320 4396598 AUG 02, 2000 U-46 NCE DEC 30, 1993 

4396598 AUG 02, 2000 U-47 
19710 002 IOVERSOL; OPTIRAY-240 4396598 AUG 02, 2000 U-48 NCE DEC 30, 1993 
19710 003 IOVERSOL; OPTIRAY-160 4396598 AUG 02, 2000 U-49 NCE DEC 30, 1993 

>ADD> 08107 005 LEUCOVORIN CALCIUM; LEUCOVORIN CALCIUM ODE AUG 31, 1995 
>ADD> 1-79 AUG 31, 1995 

19732 001 LEUPROLIDE ACETATE; LUPRON DEPOT 4005063 JAN 25, 1996 NCE APR 09, 1990 
NP JAN 26, 1992 

>ADD> 19777 004 LISINOPRIL; ZESTRIL 4374829 DEC 30, 2001 NCE DEC 29, 1992 
19625 001 MOMETASONE FUROATE; ELOCON 4808610 FEB 28, 2006 
19796 001 MOMETASONE FUROATE; ELOCON 4775529 OCT 04, 2005 NCE APR 30, 1992 

4472393 SEP 	18, 2001 NDF MAR 30, 1992 
19599 001 NAFTIFINE HYDROCHLORIDE; NAFTIN 4282251 AUG 04, 2000 NCE MAR 01, 1993 

>ADD> 1-87 APR 05, 1992 
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PATENT AND EXCLUSIVITY DATA 

APPL/PROD 
NUMBER 

INGREDIENT NAME; TRADE NAME PATENT 
NUMBER 

PATENT 
EXPIRES 

USE 	EXCLUS 
CODE 	CODE 

EXCLUS 
EXPIRES 

19508 001 NIZATIDINE; AXID 4375547 MAR 01, 2002 NCE APR 12, 1993 
19508 002 NIZATIDINE; AXID 4375547 MAR 01, 2002 NCE APR 	12, 1993 
19407 001 OXYMETAZOLINE HYDROCHLORIDE; VISINE II NDF MAY 30, 1989 
18737 001 SULCONAZOLE NITRATE; SULCOSYN 4055652 OCT 25, 1996 NCE AUG 30, 1990 

NOF FEB 28, 1992 
17970 001 TAMOXIFEN CITRATE; NOLVADEX 1-86 MAR 16, 1992 
19829 001 TECHNETIUM TC-99M EXAMETAZIME KIT; CERETEC 4789736 DEC 06, 2005 
19594 001 URSODIOL; ACTIGALL RE30910 JAN 07, 1994 U-43 

RE30910 JAN 07, 1994 U-44 
RE30910 JAN 07, 1994 U-45 

19594 002 URSODIOL; ACTIGALL RE30910 JAN 07, 1994 U-43 
RE30910 JAN 07, 1994 U-44 
RE30910 JAN 07, 1994 U-45 



Superintendent of Documents Subscriptions Order Form 

Order Processing Code 
6381 

Charge your order. 40 	= 
ViSA 

It's easy' 	ewes  

OYES , please send me the following indicated subscriptions: 

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 
APDP, and monthly Cumulative Supplements, for $87.00 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. 	  
(Comp-any or personal name) 

	
3. Please choose method of payment: 

❑ Check payable to the Superintendent of Documents 
(Additional addressaarrenrioa line) 

(Street address) 

(City, State, ZIP Code) 

(Daytime phone including area code) 

❑ GPO Deposit Account 

❑ VISA, CHOICE or MasterCard 

I 	I 	I 	I 	I 	I 	I 	I 	I 	I 	J 	I 	I 	I 	I 	1 	1 	I 	I 
Thank you for your order! 

(Credit card expiration date) 

(SACaurae) 
	

4119 

4. Mail To: Superintendent of Documents, Government Printing Office, Washington, D.C. 20402.9371. 

To FAX your charge order call (202) 275-0019. 
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