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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 Aafroved irug Products with Therapeutic E(uivalence Evaluations, 
7th E tfon ( t e List). The Tisi is composed o three parts: approved 
prescription drug products with therapeutic equivalence evaluations, 
over-the-counter (OTC) drug products that require a_pproved applications 
as a condition of marketing, and drug products approved by the Division 
of Blood and Blood Products under Section 505 of the Act. 

The Cumulative SuppleJnent 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 11 Drug Price Competition and Patent Term Restoration Act of 
1984" for the Prescription, OTC, and Drug Products Approved Under Section 
505 of the Act by the Divis ion of Blood and Blood Products 11 sts. 

The Patent and Exel usivity Lists are arranged in alphabetical order by 
active fn.gred1ent name. For thos·e products with multiple active ingre
dients, only ttte first ~ctfve ingredient {in alphabetical sort) will 
appear. In addition, the trade name will be displayed to the left of the 
act'iV<e ingreclie,it 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 fo r. each application number. use patents 
are indicated with the symbol 11 u• followed by a number representing a 
speci fie use. Exel u-s1v1ty information for a speci fie drug is indicated by 
an abbreviatio.n foll owed by the date upon which the exclusivity expires. 
Refer to the Exclusivity Terms section for an explanation of the use codes 
and exclusivity abbN?viati0ns. 

Because all parts of the publication are subject to changes. additions, 
or deletions, the List must be used i ,n conjunction with the most current 
Cumulative Supplement. Users may wish to place an asterisk (*) to the 
left of the ingredient(s) in the Lfst to indicate that changes to that 
entry appear in the com1:1lative Supplement. 
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Drug product information is provided in each Cumulative Supplement for 
completeness to assist in locating the proper place in the List for 
the revision. [Stren.9th(s) which alr·ea,dy exist in the List will not be 
repeated for context.] The effective (marketing) date (the date a product 
may be marketed), when appropriate, will appear 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 
and the Patent and Exclusivity Data .are indicated by the symbol >..AQ:Q..> to 
the left of the line on which new information exists. The >_rum_> 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 
and the Patent and Exclusivity Data are indicated by the symbol >- ot:r-> 
(DELETE) to the left of the line containing overstruck print. The >.Jll.L> 
symbol is dropped in subsequent Cumulative Supplements for that item. The 
overstruck print will remain in tt,e Prescription and OTC Drug Prod·uct 
Lists in all Cumulative Supplements for this edition. However, the 
overstruck print in the Patent and Exclusivity Data will be dropped in 
subsequent Cumulative Supplements. 

Products discontinued from ma rket1ng or that have had their application 
withdrawn, for other than safety or effectiveness reasons, will be flagged 
in this Cumulative Supplement with the " a• symbol to designate their 
non-marketed status. Al 1 products having a " a II symbol in the 12th 
Cumulative Supplement of the 7th Edition List will then be added to the 
"Discontinued Drug Product List" appearing in the 8th Edition. 

1.2 PREDNISONE BIOEQUIVALENCE 

The Agency has determined that in vitro data are sufficient to demonstrate 
bioequivalence of prednisone products. This decision is based on past 
bioavailability studies on a variety of prednisone products sponsored 
under FDA contract which established an in vitro and in vivo correlation 
with a variety of in v·itro apparatus andmedh. The studles demonstrated 
that the dissolution rate usin.g apparatus such as the spin filter, USP 
basket, and paddle correlated with the rate of drug absorption. The 
initial paddle used in the above studies was a tilting blade paddle. When 
the USP adopted a fixed blade paddle method, it raised the issue of whether 
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the same oorrelathm ex;sted for the tiltfng blade paddle. Following the 
October 15, 1977, effective date of the new USP predn1sone tablet 
dissolution specification, the Agency initiated an extensive voluntary 
dissolution certification program for a 11 marketed predni sone tablet 
products. This program continl1ed until each f1rm demonstrated that every 
prednisone product could consistently meet the new USP standard. Firms 
failing to meet the new standard were required to remove their product 
from the market or reformulate to an acceptab1 e product. As a result of 
this program, when marketed prednisone tablet products were resurveyed in 
1980, all met the USP standard. 

A selected sample of the products in an Agency b1oavailabilfty study 
condu-cted fn 1982 on marketed prednisone tablets revealed no statistically 
significant differences in the key bfoavailability parameters (AUC, 
Cmax, Tmax) for p.redn1 sone tablets. 

Therefore, FDA will change the therapeutic equivalence code from BX to AB 
on any approved prednisone tablets 1f the application ;s supplemented with 
an acceptable comparative in vitro dissolution study. (See Section 3. 7 of · 
the 7th Edition List for iivallable guidance from the Division of 
Bioequ1valence.) 

1.3 OTC DRUG PRODUCTS 

The following drug products identified in the "OTC Drug Product List" of 
this publication as requ1rfng app~oved applications may be marketed on the 
firm's own responsibility without an application under the Agency's 
existing OTC drug marketing policies so lohg as applicable . proposed or 

' tentative final monographs are folloWE!d (see 21 CFR 330.13). 

Pseudoephedrine Hydrochloride 
Triprolidine Hydrochloride 
Tablet or Capsule; Oral 

Pseudoephedrine Hydrochloride 
Triprolidine Hydrochloride 
Syrup; Ora 1 

Triprolidine Hydrochloride 
Syrup; Oral 

Triprolidine Hydrochloride 
Tablet; Oral 

V 

60mg 
2.5mg 

30mg/5ml 
1. 25mg/5ml 

1. 25mg/5ml 

2.5mg 



1.4 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 effectheness 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 Brug Product List. 

Products 

Nitroglycerin {capsule, controlled release;oral) 
Nitroglycerin (ointment;topical) 
Nitroglycerin (tablet, controlled release;oral) 
Nitroglycerin (tablet, controlled release;buccal) 
Phenazopyridine Hydrochloride and 

Sulfamethoxazole 
Tranylcypromine Sulfate 

1.5 GAVISCON 

Federal 

SEP 7, 
SEP 3, 
SEP 7, 
JUL 5, 
JUL 29, 

MAR 22, 

Re9ister Reference 

1984 (49 FR 35428) 
1986 (51 FR 31371 )· 
1984 (49 FR 35428) 
1985 (50 FR 27688) 
1983 (48 FR 34516) 

1984 (49 FR 10708) 

~aviscon is an over-the-counter (OTC) product which has been mar~eted since 
September 1970. The active ingredients, aluminum hydroxide and magnesium 
trisilicate, for this product were reviewed by the OTC Antacid Panel and 
were considered to be safe and effective ingredients (Category I) by that 
panel. However, the tablet failed to pass the antacid test which 1s 
required of all antacid products; therefore, it was placed in Category III 
for lack of effectiveness and a full NOA was required to be submitted by 
the firm. The firm's NOA was approved December 9, 1983. Gaviscon's 
activity in treating reflux acidity is made possible by the inactive 
ingredients, sodium bicarbonate and alginic acid, in the amounts used in 
Gaviscon. Therefore, all ANDAs which cite Gav1scon as the listed drug must 
contain the inactive ingredients, sodium bicarbonate and alginic acid. 

1.6 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 1 ine 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. 

FORMER APPLICANT (NAME) 

COOPERVISION PHARMS 

APPLICANT· (NAME) CHANGES 

NEW APPLICANT (NAME) 

IOLAB PHARMACEUTICALS 

vi 

NEW ABBREVIATED NAME 

IOLAB 



FORMER APPLICANT (NAME) 

CARTER-GLOGAU LABORATORIES 

APPLICANT (NAME) CHANGES 

NEW APPLICANT {NAME) 

STERIS LABORATORIES 

ASCOT HOSPITAL PHARMACEUTICALS ASCOT DIVISION OF 
TRAVENOL lABORATORIES 

WILLIAM H RORER INC 

USV (PR) DEVELOPMENT 
CORPORATION 

USV LABORATORIES INC 

USV PHARMACEUTICAL CORP 

1.7 CONJUGATED ESTROGEN TABLETS 

RORER PHARMACEUTICAL 
CORP SUB RORER GROUP 

RORER PHARMACEUTICAL 
CORP SUB RORER GROUP 

RORER PHARMACEUTICAL 
CORP SUB RORER GROUP 

RORER PHARMACEUTICAL 
CORP SUB RORER GROUP 

NEW ABBREVIATED NAME 

STERIS LABS 

ASCOT 

RORER PHARM 

RORER PHARM 

RORER PHARM 

RORER PHARM 

Conjugated estrogen tablets are presently co~i'ed BS (not therapeutkally 
equtvalent) based on in vivo daoo indfcatfng differences produced by different 
conjugated estrogen ta6Tefs in urinary excretion levels of the active 
ingredients. These differences were bel 1eved to be d1 rectly related to the 
differences in composition pennitted by the official standards for the 
estrogenic steroids in conjugated estrogen products. The USP monograph was 
recently revised to narrow the range of differences permitted. 

Nevertheless, FDA's Biopharmaceutics Research Branch recently demonstrated 
problems with dissolution of conjugated estrogen tablets, apparently because 
of the products' coating. The coating on at least some conjugated estrogen 
products behaves like an enteric coating. Therefore, the Agency has decided 
to require in vivo b1oequivalence studies for all new applications for 
conjugated estrogen tablets and for any such p.roduct to be coded AB 
(therapeutically equivalent). Thus, all new or pending applications for 
conjugated estro,gen tablets must -contain in vivo studies and previously 
approved conjugated estrogen tablets wTil--ii'"e coded as BP (not 
therapeutically equivalent) unless an acceptable in vivo bioequi valence study 
is submitted by the applicant holder. Requests-forguidamce on conducting 
bioavailability/bioequivalence studies should be addressed to the Division of 
Bioequivalence, HFN-250, 5600 Fishers Lane, Rockville, MD 20857. 

1.8 CORRECTIONS TO THE 7TH EDITION 

a. The locator tab for the "OTC Drug Product List" is placed incorrectly_ 
within the List. 

b. There is no locator tab on the back cover for the "Discontinued Drug 
Product List.• 
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c. A recent approval has shown that the language in the "BC• code 
definition did not accurately reflect the use of the BC code for 
controlled-rel ease products which may meet bioequ1val ence criteria for 
approval, but differ 1n rate such that they would not be considered 
therapeutically equivalent. 

Therefore, pl ease note that on pages 1-5 and 1-6 of the Introduction to 
the Approved 

1
orug Products .with Therape.utic Equivalence Evaluations, 7th 

Editiot:1, the anguage defining the AB and BC codes has been revfsed. 

AB 

Products meeting necessary b1oequ1valence requirements 

The AB evaluation generally denotes products that: (1) contain an 
·active ingredient in a dosage form for which the submission of 
bioavail ability or cl 1nic-al data is required for approval or to permit 
therapeutic equivalence evaluations, and (2) for which the applicant has 
provided adequate studies to establish the bioava1labfl 1ty and b1o
equival ence of its product. Products generally will be coded AB if a 
study is submitted demonstrating bioequ1valence, even if the study 
currently 1s not required for approval. This category also includes 
those few drugs with more than one approved application but only one 
manufacturer. It should be noted that if only one product under a drug 
ingredient heading is coded AB. it sfgnifies that only that product is 
supported by bioavailabil ity data. It does not signify t~at this product 
is therapeutically equivalent to the other drugs under the same heading. 
Thus, one prbduct under a drug ingredient heading, coded AB is not 
therapeutically equivalent to a drug p.roduct under t~e same heading that 
is coded BO, BP, or BT. Drugs coded AB under an ingredient heading 
are considered therapeutically equivalent only to other drugs coded AB 
under that heading. 

BC 

Controlled-release tablets, controlled-release capsules, and 
controlled-release 1njectables 

Although bioava1labi11ty studies have been conducted on these dosage 
forms, they are subject to bioava1lability differences, primarily because 
fi nns developing controlled-rel ease products for the same active 
1ngredi ent rarely employ the same formulation approach. FDA, therefore, 
does not eva1 uate different control 1 ed-rel ease dosage forms containing 
the same active ingredient in equal strength as therapeutically 
equivalent unless equiv-al ence between individual products for both rate 
and extent has been specifically demonstrated through appropriate 
b1oequival ence studies. Controlled-rel ease products for which such 
bioequivalence data are available have been coded AB. 
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d. In the following products dextrose and sodium chloride are considered 
1/ehicles and not active ingredients, therefore, they will no longer 
appear as part of the active ingredient heading. These ingredients 
may continue to appear fn the trade name for those products which 
contain them. The active ingredient headings in the 7th Edition 
affected a re : 

Alcohol; Dextrose 
Aminophylline; Sodium Chloride 
Ammonium Chloride; Sodium Chloride 
Bretylium Tosylate; Dextrose . 
Cefazolin Sodium; Dextrose 
Cefoperazone Sodium; Dextrose 
Cefotaxime Sodium; Dextrose 
Cefotaxime Sodium; Sodium Chloride 
Cefoxitin Sodium; Dextrose 
Cefoxitin Sodium; Sodium Chloride 
Ceftizoxime Sodium; Dextrose 
Cephalothin Sodium; Dextrose 
Cephalothin Sodium; Sodium Chloride 
C1metidine Hydrochloride; Sodium Chloride 
Dextrose; Dopamine Hydrochloride 
Dextrose; Gentamicin Sulfate 
Dextrose; Lidocaine Hydrochloride 
Dextrose; Heparin Sodium 
Dextrose; Mannitol 
Dextrose; Oxytocin 
Dextrose; Theophylline 
Gentamicin Sulfate; Sodium Chloride 
Heparin Sodium; Sodium Chloride 
Ranitidine Hydrochloride; Sodium Chloride 

e. The following products are corrections to a printing error that 
appeared on page 3-204. Please record the correct NOA Numbers in the 
List. 

PROCAINAMIDE HYDROCHLORIDE 

CAPSULE; ORAL; 
PROCAINAMIDE HCL 

LEDERLE LABS/AM CYAN 

VANGARD LABS/MWM 

375M6 
500MG 
25oM6 

ix 

N86952 001 
N86943 001 
N87643 001 



1.9 REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

DESCRIPTION OF REPORT 
' 

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

The counts appear in two sections. Section A. provides base-1 ine and quarterly data. The baseline 
column refers to the products in the L1 st. For each three-month period foll owing December '86~ a 
column of quarterly data is added which incorporates counts of product activity from the previous 
quarter(s) with those in the baseline count. Section B. refers to products in the Cumulative Supple
ments and provides monthly activity with a cumulative count for the current quarter. 

DEFINITIONS 

Drug Product 

For this report, a drug product is the representation 1n 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 admiri
istrati-0n 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 th~ parent compound) in the United States for 
use in a drug product either as a single ingredient or part of a combination. 

USE OF REPORT 

From the data presented under Section B., users should be able to observe such things as (1) newly 
approved and remarketed drug products which are added ~o the List; (2) products that are being removed 
from the List as the result of withdrawal of approval and changes from prescription to over-the-counter 
status; and, (3) trends 1n approval of products as efther multisource or single source during each 
month within the quarter. The report does not reflect category changes from multi source to single 
source .and vice versa. However, the net gain that results from all additions, del~tions and category 
changes is reflected in the quarterly counts for multisource and single source products. 
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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST 

A. COUNTS CUMULATIVE BY QUARTERS 

CATEGORIES COUNTED 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTISOURCE( I) 

THERAPEUTICALLY EQUIVALENT 
NOT THERAPEUTICALLY EQUIVALENT 
EXCEPTIONs< 2 > 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

DEC '86 (BASELINE) 

8957 
2103 (23.5%) 
6854 (76.5j) 

5838 (65.2j) 
967 C IO. 8j > 

49 ( o. 5%) 

B. ACTIVITY FOR SUPPLEMENT NUMBER 5 

APR '87 

DRUG PRODUCTS ADDED: 62 
NEWLY APPROVED 62 
DESI EFFECTIVE 0 
REMARKETEO 0 

DRUG PRODUCTS REMOVED: 0 

WITHDRAWN APPROVAL 0 

RX TO OTC SWITCH 0 
NET GAIN IN DRUG PRODUCTS 62 

SINGLE SOURCE PRODUCTS APPROVED 8 

MULTISOURCE DRUG PRODUCTS APPROVED 54 
NEW MOLECULAR ENTITIES APPROVED: I 

AS THE ENT I TY 0 
AS A SALT, ESTER OR DERIVATIVE 

OF THE ENTITY 

MAR 1 87 

9183 
2095 C 22. 8% > 
7088 < 77. 2s > 

2 

334 

6093 
950 

45 

MAY '87 

47 
47 

0 
0 

0 
0 
0 

47 
I 0 
37 

0 
0 

0 

(66.4j) 

< I O. 3% > 
( 0.5j) 

CUMULATIVE 

109 
109 

0 
0 

0 

0 
0 

109 
I 8 
91 

I 
0 

Cl) THERAPEUTIC EQUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e., AVAILABLE 
FROM MORE THAN ONE APPLICANT) 

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE 1-8 OF THE LIST) 
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PRESCRIPTION Dkw PRODUCT LIST 
7T11 EDITION 

ClHJLATIYE SIWPL.EtfENT NMBER 5 / .JAN'87 - HAY'87 

ACEINffllJPHEN 
INJECTABLE} INJECTION 

INJECTAPAP 
a HCHEil PHARtt 

6CEJNfIIPHffii 8UTALBifALl CAFFEINE 
TABLET; ORAL 

MALMI4L• ARUMmf9JlffEN AND MEEEPfl 
61 NIKART U9:S>S1:!z;~ 

ACEIN1PPPflENl CODEINE PttQSPHAll 
TABLET; ORAL 

MIFMtPIOfHDt M popmt1 fflOSfflAD HO. I 
66 M TtlERPTCS 1IDIIH.ui!P 

M Dms,1:itP 

MITIIDIRffllH AHR oppmfl PIMPHAD HR, J 
M Alt THEAPTCS l!H!t!H~ 

M BQt&;Btl§II 

MITMIIIIPfttlN M WPHI fflPIPHAU HR, 4 
M Alt THERPTCS .llmli>il!SII 

M am&~imP 

ACl:w,n«JPHENJ HYP8QCOPONE BJTARTitAR 

TMLET; ORAL 
f)HIKSrA-f 

66 8EECtWt LABS ~;2§N 

tMNIOCODOffl IIIMIBAD AMP MUHAIRffllN 
>..ARJL> 6A PKARM BASICS ~~ 
>..A!HL> 
>..!!llL> M ~;.§!P 
>...AQIL> 

IW 
11MMMl't /IMM.tatlil 

Jl'ODl,ff 
M ttef,EIL PMARtt 

Nl77H 001 
HAR 07, 1986 

N89175 001 
JAN n, 1987 
I 

NB9478 001 
MR 03, 1987 

N89481 001 
NAil 03, 1987 

N8~79 001 
MAR 03, 1987 

H8948Z 001 
t1AR 03, 1987 

N89'13G 001 
HAR 03, 1987 

N89483 001 
NAR 03, 1987 

H89160 001 
APit Z3, 1987 

N89Z90 001 
NAY 29, 1987 

NIS9t91 001 
NAY t9, 1987 

N8938S 001 
AUG 27, 1986 

ACEJMQ:NQPHENi oxycopqc HYPRQCHLQRlQE 
TABLET; ORAL 

IW ,mw.,daf"8 Mlt1lfli!lv 
lgqDJT 

AA ROXANE LABS llS!iJi!'!i 

ACETAKINJPHEM; PROPQX'IPHENE tJAPSYLAJE 

TABLETJ ORAL 
f'BOP9Klf'HIXI- -HAPl'OAJI AHR A9DHPMPffllll 

PUREPAC PHAAM iSIIH~ 

M SUPERPHAAH 

ACEJQHEXAHIQ£ 

TABLETJ ORAL 
AOffllfl>Wml 

M BARR LABS 

ALBllJJRQL SULFATE 
SOLUTION; INHAUTION 

l'ROVpn;n 
!If SCHERING 

YllflPlDI 
!If GUXO 

ALLQPURINQL 
TABLET; ORAL 

ALLOPURPPI, 
M KITUAL PIWIN 

Al 

iStllz;lll!tlill 

EQ o,sx 8ASEJ1 

E~ 0.0837. BASEII 

E,Q o,s;,; M§EII 

N87003 001 

N70910 001 
JAN OZ, 1987 

N71319 001 
JAN 06, 1987 

~9001 
FEB 09, 1987 

N70870 001 
FEB 09, ·1987 

N1'24t3 001 
JAN 14, 1987 

N19243 002 
JAN 14, 1987 

Nl9Z69 OOZ 
JAN 16, 1987 

N71449 001 
JAN 09, 1987 

N7l't50 001 
JAN 09, 1987 



RX DRUG PRODUCT LIST/ ClHJLATIYE SUP~LEMENT N.lt'BER S / J».1'87 - HAY'87 

ALLQPUWQ. 

TABLETJ ORAL 
LOfURR1 

61 BOOTS PHAANS 

M 

MWfIAPDE HYDROCHLORIDE 
CAPSlA.E; ORAL 

ltMIADDII HOL 
M BOLAR PHARH D!!P 

!I INYAMED 1!2mP 

AKINQCAPROtt MJP 

INJECTA8l.£ J INJECTION . 
rrmenm, MR Zif PLAIUP CONl'mta 

l,f AB801T UBS ZSOtfilNlN 

WJRIPJYLINE HVDRQCHLQRIQf 

TABUn ORAL 
#11JWPIXLIHI HDL 

BARR UBS 

l.!Mt10N 

N71S86 001 
APR OZ, 1987 

N71587 001 
APR OZ, 1987 

N7138Z 001 
JAN 21, 1987 

N71Z93 001 
FEB 18, 1987 

N70010 001 
HAR 09, 1987 

N8MZ3 001 
FEB 17, 1987 

E1. · A.~ I JiH 
I ~),d~~ 

N86610 001 
N86859 001 
H868S7 001 
N86860 001 
N86854 001 
NB68S3 001 

AHUBJPTYLIHE HYQROCHLQRJPEi PEBPHmAZJM: 
TABLET; ORAL 

PIBPHIHlmHI AHR #IDIIPTJl;ZNI HDL 
M CHELSEA LABS 12t!i>!!:P 

AHPHOTJRICIN B 
INJ£CTABLEl INJECTION 

Atffl'IOTmnmt I 
Af LYPHOMED 

P!f1'!?'P:!! 
Al! squtBB 

NfPICILLIN SOQIUN 
INJECTABLE; INJECTION 

rmm un 1PPJY1 
IBI SPA 

INTL tfEDTN SYS 

P9LJGZ1,LPHf 
61! BRISTOL LABS 

ASPIRINI NEPRQBAHATE 
TABLET; ORAL 

MJ,,._m;p 
§ VITARINE 

HJ"P'P 
M QUANT\M PHAIKS 

$0Pfi/VIALJI 

SOffilYIAL 

Eg 2Sft BASE/YIALN 

H $OOH9- MSEIYJ~ 

H 16" BASE(YIAl,JI 

Eg lGH BASE/VIAi.Ji 

Ea tGJ1 BASE(YIAUI 

E!I lGH BASE/\'IAl,II 

Ea ?Gt! BASEIVIALN 

HJlli;1.!lmS 

2 . 

N71558 001 
HAR OZ, 1987 

N6Z7Z8 001 
APR 13, 1987 

N60517 001 

N6Z719 001 
NAY 12, 1'97 

N6Z719 003 
NAY 12, 1987 

N62719 DOZ 
HAY 12, 1987 

N6Z634 002 
JAN 09, 1987 

N62634 003 
JAN 09, 1987 

N62738 001 
FEB 19, 1987 

N6Z738 002 
FEB 19, 1987 

N891Z7 001 
HAR OZ, 1987 

N8871tD 001 
JIM 01, l,M 



ATROPINE 

INJECTABLE• INJECTION 
AJIOl'IH 

Af SUltVIVAL TECH 
AJROnNI 

Af KALI IJUPffAR 

HCITRACIN 
INJECTABLE; INJECTION 

IM11PMPf 
6f QUAD PHARHS 

AE 

Af. UPJOHN 

RX DRUG PRODUCT LIST/ C\NJLATIYE SUPt>LEHENT tl.JHBER 5 ,I JAN'87 - MAV'87 

KTANFrHAS1H YALERATE 

CREAN; TOPICAL 

Eg 2M9 SULFAJEIQ,ZNL N17106 001 

Eg ZMli SULFATEIQ,ZHUI N71295 001 

10,000 L!flIS/YJALII 

so,ooo UNJJSIYIAUI 

10,000 WIJ'SIYIAL 

JAN 30. 1987 

N6Z696 001 
APR 17, 1987 

N62696 002 
APR 17, 1987 

N60733 001 

lrTAl1IJMAIOHI YALIMD 
>_AIHL> Al PHARHAFAIR EQ Q,l.Z 8ASEJI 
>....Mm...> 

LOTION; TOPICAL 
ID'Al"IJHMOHI NP!:?I 

>Jl.!L> Al PHARMAFAIR Eg O. lX BA.SEIi 
>..AIHL> 

OINTMENT~ TOPICAL 
utN1l'fflAIPHI YALIRAU 

>_AWL> M. PHARMAFAIR Eg Q.lY. BASE• 
>-Alm_> 

BlEQHYCIN SULFATE 
INJECTABLEJ INJECTION 

BLENOXANE 

3 

N704&5 001 
NAY 29, 1987 

N70484 001 
NAV 29, 1987 

N70486 001 
NAY Z9, 1987 

DETAHEJMSCM 
CREAN; TOPICAL 

CELESTONE 

BRISTOL LABS EQ 15 lMITS BASE/VIAL N50443 001 

I SCHERINa 

HJAHEJHAS<M QIPROPJONATE 
CRUtU TOPICAL 

o.zY. 

H"rrrtnrn: ,:pllOppNJI 
Al tK ues H o,os;.; fASEII 

DIPROLENE AF 
B>< SCHERDC 

LOTION; TOPICAL 
IIIAfllIIMIONI RPJlOPRMII 

M tK LABS E9 0.05% 8ASEJl 

OINTHENTJ TOPICAL 
1114H!J1NPNI RPBfflllHAII a t,ftC UBS ER o.o,s;( BASE• 

N1476Z 001 

N70885 001 
FEB 03• 1987 

Nl9SS5 001 
APR 27, 1987 

N71085 001 
FEB 03, 1987 

N7101Z 001 
FEB 03, 1987 

/tl"t'H(l,t/ilJ;JH.JJI /tA~ti 'wtl:H ·~u lt¥t~f.1l"U 

8BEJYLIU1 JOSYLATE 
INJECTABLE, INJECTION 

MDYbX\11 JPSYLW 
LYPHQHED l00IC/MLN N71Z98 001 

FEB 13, 1987 



RX DRUG PRODUCT LIST/ CIHJUTIV£ SUPt-LEHENT N.tBER S / JAN'87 - HAV'87 4 

MIV6'Anl tlVDROCHIJlll121 CUOTAXIt1E g;nm 

INJECTMI.EJ INJECTION INJECTABLE; INJECTION 
DUPZYA-ner IS:lr CLAFORAN 

61!. ABBOTT UBS ~ H70583 081 HOECHST EQ lGN BASE/VIAi.Ji N6Z65t 001 
FEB 17, 1987 JAN 13, 1987 

6e ~ N70586 001 Eq ZGH BASE/Vl:ALN N6Z659 OOZ 
HAR 03, 1987 J.AN 13, 1987 

A! ~ N70S90 001 
FEB 17, 1987 

61!. ~ N70584 001 ,nmantt axw 
FEB 17, 1986 

Af! .2.,.01 N70597 001 INJECTABLE; INJECTION 
HAR 03, 1987 tl:FO>CIN 

ae ~ N70609 001 tts&O Efi lGN BASE/VIALN N6Z757 001 
HAR 03, 1987 J.AN 08, 1987 

61!. L,Zgll N70585 001 Eq 2Gt1 BASE/VIALN N6Z7S7 OOZ 
tlAR 03, 1987 J.AN 08, 1987 

6e ~ N70587 001 
HAR OJ, 1987 

IPP'P!!flMI gFTRIA>CONE glJ!I 
61!. ASTRA PHAM PRODS .v.....z8N N71ZOZ 001 

APR 15, 1987 INJECTABLE; INJECnON 
ROCEPHIN 

ROCHE H SOOHB BASE/VIALN N6Z6M 001 
"l&IY! SIUCEPTAn APR 30, 1987 

Elf 18" BASE/VIALN N6Z6M 002 
INJECTABLE; INJECTION APR 30, 1987 

.!ael.GIHI 81.UCl!IAII Ell ZGt1 81.SE/Vl:AIJI N6Z654 003 
A! LYPIDIED U 90t1G' CAl&JIMISltlJI N89373 001 APR 30, 1987 

APR 30, 1987 ROCEPHIN NI DEXTROSE IN PLASTIC CONTAINER 
ROCHE Elf lOHG 8ASl!/HUI N506Z4 001 

fE8 11, 1987 
CARBt'f!ZEPIM EQ 20MB BASE/HUii ~24 ooz 

FEB 11, 11187 
TABLET; ORAL EQ 40HG BASE/HUii N!506%4 003 

CMUMAZUDII FE8 11,. 1987 

• PAfti(f DAVIS %aP N~t9 001 
JAN oz, 1987 

CEPHALEXIN 

CCFADflCl(IL CAPSULE; ORAL 
OJPHl'Ll!Jmt 

CAPSUlE; ORAL At BARR LABS Eg 500tt9 llgll "62775 001 
QlfADllOICIL APR ZZ, 1987 

All ZENITH LABS H .sootc BASEJI N62766 001 Al BIDCRAFT UBS H 250l1G ~AK• N6270Z 001 
NAR 03, 1987' FEB 13, 1987 

Al Eg .500H9 BASa1 N62702 ooz 
TABU:n ORAL FEB 13, 1987 

PlfAPROMIL !I NOYOPHAM U 2SOHS 1§£11 N6Z760 001 

• ZENITH UBS E!i lBI NS8I N6t774 001 APR 24, 1987 
APR 08, 1987 M E!I .500M9 BASEN N6Z76l 001 

APR 24, 1987 



>...ARIL> 

RX DRUG PRODUCT UST/ Ct.NILATIYE SUPt'LEMENT tueER .& / JAN'87 - HAY'87 

CEPHALEXIN 
CAPSULE J ORAL 

UftlALPDI 
PUREPAC PHARtt ea gsn 8ASJJI 

Ee son BASEJI 
ZENITit UBS Eg Z50t19 9AS£J1 

Ea 50Qf1G BASE11 
PVHaLDCIN tlHlffDl!AD 

VITARINE Eg 2,5DMG 8ASEII 
Eg 5QOH9 BASE• 

unm 
61 ULLY H ZSOHG BASE 

Eli tSQt1G BASE 
Eg 50QHG BASE 
E§I SQQHG BASE 

M 
!I 
M 

M 

POMDER FOR ltECONSTllVTION; ORAL 
PlffllM.IMPI 

BJOCRAFT UBS Ea 12Slfi BASE(l1tl.N 

Imm 
LILLY 

TABI.ET; ORAL 
KEFLET 

LILLY ,,~, 

Ee 2SQM6 fASE/5tRJI 

£Q 12.K BASEf5HI. 
Ea 125J1S lf.SE/ffll. 
EG 25QHG BASJV5ffl, 
Eg 2,50116 BASE/st1\, 

ECi lSH BAS£ 

CEPHAIJlDllN SODJU1 

INJECTABLE• INJECTION 

N62809 OOJ. 
APR 22-, 1987 

N62809 002 
APR t2, 1987 

N6196-9 001 
N6196f 002 

N62159 001 
H62159 ooz 

N504os oot 
N6Zll8 001 
N50405 003 
N6Zll8 002 

N62703 001 
FEB 13, 1987 

N6Z703 002 
FEB 13, 1987 

N50406 001 
N6Zl17 002 
N50<t06 002 
N6Zll7 003 

N50440 ooz 

CEPHALOTfflN SODI\.lt NI DEXTROSE IN PLASTIC CONTAINER 
TRAVENOt. U8S E'I ZotG BASE/ttl■ N6Z730 001 

MAR OS, 1987 
Eq ~ BASE/Hl.11 N62730 002 

MAR OS, 1987 

CEPHRAQINE 
CAPSULE; ORAL 

PlfttRAPRII 
BIOCRAFT UBS 

ZENITit UBS 

PONDER FOR RECONSTilUTIONJ ORAL 
~ 

M. BIOCUFT LABS lUINQ(!itWII 

M ~Olfi/MJI 

PffLPBftHENIRAMIN; NLJAJE 

INJECTABLE; INJECTION 
PI\Ol•:rmRDN 

!e a SCHERING lOCffi/HL 

CHLORTHALIOOtiE; Ct.piNIDift: HYDROCH1.0RIQf: 
TABLET; ORAL 

RLOtmmfJ HDL Mt Cltl.QB1JfA12DG 
M NYLAN PHARttS .In J-1l.Jt!ill 

M in;JLJl:P 

• 121!iJ..!Jt&II 

DMIIP84 
M BOEHR INGEL 
M 
Al 

CHLORZQXAZ'ONE 

TABLET; ORAL 
OiLORZIIIMA'I.OHI 

llt!'i; .2.Jt!i 
J.n;2.a.Zt& 
lltli; .!L.Bli 

>..Amt_> M AMIDE PHARtt 
>..!IHL> 

5 

N62683 001 
JAN 09, 1987 

N62683 002 
JAN 09, 1987 

N6276Z 001 
MR 06, 1987 

N6Z76Z 002 
MR 06, 1987 

N6Z693 001 
JAN 09, 1987 

N62693 ooz 
JAN o,, 1987 ' 

ND87'4 001 

N713Z3 001 
FEB 09, 1987 

N7132ft 001 
FEB 09, 1987 

Nn32.& 001 
FEB 09, 1987 

N1750J 001 
Nl7503 OOZ 
N17503 003 

APR 10, 198ft 

N889Z8 001 
HAY oa, 1987 



CHfPIIC CHLQltIQE 

RX DRUC PRODUCT LIST/ C\HJUTIYE SUP .. LEHENT tueER S / JAN'87 - MAY'87 

CLQRAZEPATE QIPQTASSI\11 

DUECTMLO INJECTION 
CIMA llHLOIIPI 

LYPHONED El O, 004MQ CHROHI~ N19271 001 
HAY 05, 1'87 

CHlCIRP M ppp• Pl PLAllW PPffl'AJHII 
>..YI..> ~ ABBOTT UBS E9 Q,004t!, CHBQ1I\IYJ1l N18961 001 
>..AL> JUN u. 1986 

Cll.ASTATJN SOQil.ffi IHIP£NEN 

INJECTABlEJ INJECTION 
PRDWUN 

MSIO 

WftPAtlmN PHQ¥H&TE 

IELJ TOPICAL 
CLEOCIN T 

t.PJOHN 

CIJIIIPPE ffYDRDCffLORJPE 

TABLET} ORAL 
CW444tii tcL 

M BOUR PIWIM 

M 

M 

EQ UOH9 BASE/VIAL) 
ZSOtCIVIALJI 

Erf .&OotG BASE.IYIALJ 
500NQ/YI.llJI 

JlJtP 

.ll.a.ZtP 

P..J!lill 

N6t7S6 001 
JAN 08, 1987 

N6Z7.56 002 
JAN 08, 1987 

N5061.!i 001 
JAN 07, 1987 

N70395 001 
MAR ZS, 1'87 

N703'6 001 
MAR 23. 1987 

N70J97 001 
HAR 23, 1987 

.61 

!I 

M 

CAPSULE J ORAL 
-Ol.ORAZIMTl RPrltPPr 

AN THERPTCS L.ZJim11C 

.z...s!i.111 

12!iN 

JUN u. 1987 
"71429 001 

I JAN 08, 1987 
N71430 001 

JUN 23, 1987: JIii oe. 1987 

JUN t3, 
N71431 001 

1987 & JAN 08, 1987 
>...ARJL> M COUIED LABS L.ZltP N71Z4Z 001 

1987 I HAY 20, 1987 >..AmL> JUN t3, 
>~>Al LJtEII N71Z43 001 

1987 I ttAY ZO, 1987 >..AllJL> JUN 23, 
>...Aa.> g lltP N712<t4 001 

1987 I HAY ZO, 1987 >-6!21L> 
'JJWICM 
a A880TT UBS 
a 
a 

Ll5tl!il 
LJ.t& 
in 

JUN Z3, 

N1710S 001 
Nl7105 OOZ 
N1710S 003 

CQOE:INE PffOSPHAJTI PHENYl,IPHRDE HYPROCHLQ8IPE i: P8PlfJH:lrnr 
HJPRQCH1.011IP£ 

SYRUPJ ORAL 
etPMPfl YP W CIOPRtll 

66 HALSEY DRUD lotCl!iMl,;fflli/$HLJ 
6.g511G/ffllJI Nl8870 001 

NAR OZ, 1'87 

> ..AmL> CUPRIC SUl,fffl 

INJECTABLE; INJECTION 
CUPRIC SULFATE 

LYPHOtEO EQ O.iUS COPPERM.JI 

C:U:LQPEN(OUTE HYQROCHI.QBIQE 

AI 

AI 

SOLUTIOWDROPS; OPHTHALHIC 
PIRLOPXL 

ALCON UBS ~ 
PDfIOLAD 

P~AIR LgJI 

N19350 001 
NAY 05; 1987 

N9'tl09 001 

te8643001 
FEB 09, 1987 



RX DRU9 PRODUCT LIST/ C\MJUTIYE SUP.-LEHENT tu-BER 5 / JAN'87 - HAV'87 7 

DE<AHETHASONE SOQilM Pl;f0SPHATE 

INJECTABLE; INJECTION 
RPWIJBNPMI PPM PHOlfflAll 

Ar. 4iUAD PHARHS Eg ft PHOSPHATE/HUI 

!!. Ea 1QN8 PffQSIWJE(MUI 

Ae Ht ZQH8 PHQSPHATE/NJ,N 

Af. El t,m PHOSfMIE/fflJI 

N89280 001 
HAR 18, 1987 

N89281 001 
HAR 18, 1987 

N89282 001 
HAR 18, 1987 

N8937Z 001 
ttAR UI, 1987 

DEXTROtETIIDRPI HYQROBftOHIQE; PllQNEIK!:Wlf HYQROCHLQRIQE 

SYRUP; ORAL 
ftllMZIHI' .. 

M HALSEY DRU9 

PJAZEPN1 

CONCENTRATE; ORAL 
DIAZEPAH INTENSOL 

ROXANE LABS 

SOLUTION; ORAL 
DIAZEPAH 

ROXANE UBS 

TABLET; ORAL 

DANUrl PHARMA 

l!iM9/!iHL;6,.2!iMG(.5MUI N88913 001 

!ittG/sttUI 

1tP 

lifP 

J.m!!ilill 

.2tP 

iftll!I 

1lltlfil!I 

HAR OZ, 1987 

N7141S 001 
APR 03, 1987 

N70928 001 
APR 03, 1987 

N70903 001 
APR 01, 1987 

N7090't 001 
APR 01, 1987 

N7090S 001 
APR Ol, 1987 

N711" 001 
FEB 03, 1987 

N71H5 001 
FEB 03, 1987 

N71136 001 
FEB 03, 1987 

PIPHEHHYQRAttINE HYDROCHLORIDE 
CAPSULE; ORAL 

IZPHDmllWmtl tlDf, 
M tln\JAL PHARH llt:P 

.ti!!P 

NB"'88 001 
JAN OZ, 1987 

N8'4M 001 
JAN 02, 1987 

M 

DIPVRIDt,HDl.E 

TABLEn ORAL 
PfRSANTINE 

BOEHR IN9El 

QI§OPYRAKJQE PHOSPHATE 

CAPSULE; ORAL 
DDDP"(JWIDI fflDllltMD 

SOl19II 

7.liNGIII 

N1Z836 004 
FEB 06, 1987 

NlZ836 005 
FEB 06, 1987 

INTERPHARtt £9 lo:otfi BAS8' N71190 001 
JAN 15, 1987 

N71191 001 
JAN 15, 1987 

N70940 001 
FEB 09, 1987 

N70941 001 
FEB 09, 1987 

Ei lSOtljl US£II 

SUPERPHARH El lQOHG BASE• 

Eli 150H9 USEJ&, 

DOPAMINE HYDROCHUJRIDE 
INJECTABLE; INJECTION 

DOPANINI HCL 
LUITPOLD PHARHS N70799 001 

FEB 11, 1987 
N708ZO 001 

FEB 11, 1987 
N708t6 001 

FEB 11, 1987 
IONHDfl IIPL P PIICJIOII R Pl PLAIDI GClffl'AIHII 

4Gtl;/Mtll 

f(l18ll1LN 

16QHIVHUI 

TRAYENJL LABS OQMIP/lOONUI N1961S 001 
- HAR Z7, 1987 

160HJV1.00NUI Nl9615 OOZ 

3ZQJ1i(lQQtBJI 

640H9/'l00Nlll 

HAR Z7, 1987 
Nl9615 003 

ttAR Z7, 1987 
Nl961S 004 

HAR Z7, 1987 



RX DRUG PRODUCT LIST/ C\HJl.ATIVE SUP.-LEHENT t.utBER 5 / JAN'87 - HAY'87 

PQXEPIN HYDROCHLORIDE 
CAPSULE; ORAL 

QQXIPDI HQL 
Al CHELSEA UBS 

M CORO LABS 

Al 

M D.ANIURY PH.ARNA 

.Y 

M 

!I 

Al 

EG 1Qt19 BASE• 

Ea 1QQl1S BASEM 

Eg lQHG §ASf• 

H ?51fi B/ISEII 

EQ 5Ql19_§AgN 

Ea 75tfi BASE• 

E9100tt9 8AS8I 

EPINEPHJDEi LIPQCUNE HXPRQCHLQRIQ£ 

INJECTABLE• INJECTION 
XYL~NE Ml EPINEPHRINE 

AS PHARH PRODS 0,005ICIHl.il% 

EftYTtlB(M(CIN EIHYLSUCCINIE 

SUSPEHSI0tl; ORAL 

0.OOSHG/HL;2% 

DfflllCIH)a:nt mm l!!CQRIATI 
Al NASU PHARMA H 400MG BASE/!ifflJI 

CSIBAPIQL CVPIQNATE 
INJECTABLE; INJECTION 

ESlltAROL UP'PW'II 
NJ. quAD PHARNS 

N70952 001 
HAR 04, 1987 

N71487 001 
HAR 02, 1987 

N71562 001 
HAR 02, ·1987 

N7148.5 001 
,APR 30, 1987 

N71486 001 
APR 30, 1987 

N71238 001 
APR 30, 1987 

N71326 001 
APR 30, 1987 

N71239 001 
APR 30, 1987 

N06488 018 
NOV 13, 1986 

N0'488 019 
N0V 13, 1986 

N6267,. 001 
MAR 10, 1987 

N89310 001 
FEB 09, 1'87 

ESTROGENS. CONJUGATED 

TABLET; ORAL 
CONJUGATED ESTROGENS 

BS a HEATHER DRUG 
BS a 
BS a 
BS a PRIVATE FHLTNS 
BS a 
BS a 

0.62!it19 
l.25HG 
Z,SHG 
0.6Z5HG 
1.2SHG 
2.!itG 

UJfllflL fSUW,IOL i NQRETfflfl)ROHE 

TABLET; ORAL-Zl 
&XHQC Q.l(Qli-H. 

M GYNEX LABS 

R'ffllM VJSt.-11 
M GYNEX LABS 

TABLET; ORAL-28 

IMl!M O.ft'JSl-11 
Al GYNEX LABS 

mmc vur-■ 
M GYNEX LABS 

ETIDIQIATE QISOOiut 
INJECTABLE; INJECTION 

DIDRONEL 
HORHICH EATON 

FAHQTIDINE 

0.03.!ilC;.ltJtP 

Q, Q35HtH l!SIII 

Q,Q3sttQ;!LJitP 

0.035ttG;J.tlill 

.50IG/MLII 

POHD£R FOR RECONSTITVrION; ORAL 
PEPCID 

HS&D RES LABS ""9/!il1UI 

fLECAINIQE ACETATE 
TABLET; ORAL 

TAteOCOR 
a RIKER UBS t0OKl 

8 

N83356 001 
N83360 001 
N84650 001 
N83354 003 
N83592 001 
N85908 001 

N706M 001 
JAN 29, 1987 

N70685 001 
JAN 29, 1'87 

N70686 001 
JAN 29, 1987 

H70687 001 
.JIN Z9, 1987 

N1954S 001 
APR 20, 1987 

N19S?7 001 
FEB 02, 1987 

N18830 ooz 
OCT 31, 198& 



IX DRUG PRODUCT LIST/ CUfJUTIVE SUPt-LEMENT' tUIIER S / JAN'&7 - HAY'87 

~QNEACCIAU 

SUSPENSIOH/DROPSJ OPHTHALHIC 
FU.REX 

ALCON LABS O.lY. 

(LWmMJACIL 
INJECTMLEJ INJECttDN 

FWORaURAaE&. 
Af. LYPtDIED 

.A! 

1,2, quAD PHARNS 

.A! 

A! SOLOPAK UBS 

FLUPfffNU!E IM>ROCH1QRIQE 

INJECTABLE; INJE-CTIDN 
l:J&!llltlNl.'\ZIMI: 1:11~ 

6f. LYPHONED 

fROLIJCIN 
11!. SQUIBB 

f'URfflfl1IpE 

lNJECTABI.E; INJECTION 
fWDIIHDI 

62 CARTER 6L09AU 

SOLUTION; ORAL 
MlOlltlDI 

M ROXAhl: U8S 

la!I! 
M HOECHST 

HHMtlJI 

SOt1G/MlJI 

50l1G/tflJI 

5Qtfi/HLJI 

SQH9/111.J1 

£19C/MLJI 

Z,smtffl-

lQtfi/NUI 

11:!Hial.N 

'lOHG/'!ifflM 

lotCIML 

Nl,079 001 
FEB 11, 1986 

N6M28 001 
JAN lZ, 1987 

N89519 001 
HAR lZ, 1987 

N69368 001 
FEB 03, 1987 

N69455 001 
FEB 03, 1987 

N89434 001 
HAR Z6, 1987 

N89556 001 
APR 16, 1987 

N117Sl OOS 

N70604 001 
JAN Ot, 1987 

N70<t34 001 
AP.it ZZ, 1987 

N70433 001 
APR 22, 1987 

Nl7688 001 

FUROSEHIQE 
TABLET; ORAL 

FUROSIMIPI 
M HATSCN LABS 

KMW1JCIN SUl,FATE 

SOUITION/DROPS; OPHTHALKIC 
9Df!'l1!9'Pt _,LFATI 

ll HI.URRY BIO Eg 3N9 8ASE/KIJI 

PLUCARt HYQROCHLQRJ:DE 
INJECTABLE; INJECTION 

RWOAiOH 
Af LILLY 
Af 
M!., l¥JAD PHAAHS 

.Af 

HALQPERIPQL 
TABLET; ORAL 

ltalQ!lltiDOL • IWUl UBS 

M 

M 

M DAtetMV PHARNA 

.Y 

M 

M 

E9 1t5 BASE(YIAL 
E9 lQHG IA$EIYJAL 
Ei D5 8ASEMAUII 

El lot& BASE/YJA\M 

Jl.JIP 

lttiN 

ilP 

.LJt!!i!II 

1JP 

AP 

BP 

• 

N71J79 001 
JAN OZ, 1987 

N6Z635 001 
JAN oa, 1987 

NlZlZZ 001 
NlUU OOZ 
N71022 001 

ttAR 04, 1987 
N710Z3 001 

NAJI M, 1987 

N7l156 001 
JAN oz, 1987 

N71157 001 
JAN oz. 1987 

N7117Z 001 
.JAN OZ, 1987 

N70981 001 
MAR 06, 1987 

N7099Z 001 
HAR 06, 1987 

N10983 001 
HAR 06, 1987 

N70984 001 
MAR 06, 1987 



RX DRUG PRODUCT LIST / CtNJUTIY'E SUPf'LEHENr tUeER S / JAN'87 - ltAY'87 

HALQPEIJQOl 

TABLET; ORAL 
ffl L 

M CIUAN1UI PHARHCS 

Al 

M 

M 

M ROXANE LABS 

.Y 

M 

.Al 

>..ARR...> .Y 
>...ARIL> 
>...ML>. 
>...JIIL> 

HALDPERIQOl LACTATE 
INJECTABLE; INJECTION 

mun 
l,l. HCNEIL LABS 

H9PO!IPP9l 
l,l. LYPHDHEO 

.Ae, lilUAD PHARHS 

HEPAPJIN SQDiltl 

INJECTABLE; INJECTION 

~ 

lt§N 

11P 

nil' 

IW!!P 

1!P 

.m!i!II 

2!§111 

lf!P 

~ 

Ea !it5 BASEtffl. 

Eg !iHG l,ASE/HlN 

Et M BASE/HUI 

HVMPI IPIN1 PBISIBYAffll IBP 
>..AIL,> Af Nlt(THROP BREON 10,QOO OOJS01U1 
>..ARL.> 

lftACHLORQPHENE 
Ellll.SION; TOPICAL 

IIX-RONI 
6I a NILES PHAAttS g 

N712s.5 001 
FEB 17, 1987 

N712'9 001 
FEB 17, 1987 

N71256 001 
FEB 17, 1987 

, H7lt57 001 
FEB 17, 1987 

H71128 001 
FEB 17, 1987 

N71129 001 
FEB 17, 1987 

N71130 001 
FEB 17, 1987 

N71131 001 
FEB 17, 1987 

N71132 001 
MAV 12, 1987 

N71133 001 
MAY lZ, 1987 

NlS923 001 

N71187 001 
JAN 20, 1987 

N7108t 001 
JAN 0t, 1987 

N89.SU 001 
MAY 04, 1987 

N17405 001 

HYPMLAZitc HYDRQCHLQRIQEi HYQRQCHLOROTHIAZIQE 
CAPSULE; ORAL 

trtDRAIAZQtl ttD\ HI! H't'DROC!tUIM1ffl¥P! 
Al SUPERPHARM ll!§;~ 

Al lm!iiSIP 

ffYQROCHLQROTHIAZIQEl UBETAlQL HYQBOCHLORIQE 
TABLEH ORAL 

HOIHIZEDI 
Al SCHERING 1M•l.!2ms-

Al .zn;~ 
Al ll.15;aQ1P 

M %Mi~ 

ftAHDAII-HOT 
M GUXO lltli;~ 

.Al .zmi»li2tP 

Al zn; llQt!!illll 

M llt!ii~ 

HYQROCHLQROTHIAZIQE; lETHVLDQPA 
TABLET; ORAL 

Hffln'LDOPA M HrDROatLWDtfRIPI 
Al INYANED J.51:!ii-.iS!!iN 

Al ~;§OIP 

PAR PHARN lll§;zstp 

.zn;ZStP 

1Q!S;.sms

lot&»S!IP 

10 

N89200 001 
FEB 09, 1987 

H89Z01 001 
FEB 09, 1987 

Nl9M6 001 
APR 06, 1987 

Nl9046 002 
APR 06, 1987 

N19046 003 
APR 06, 1987 

N19046004-
APR 06, 1987 

Nl917tt 001 
APR 10, 1987 

N1917't 002 
APR 10, 198.7 

Nl9174 003 
APR 10, 1'987 

Nl9174 004 
APR 10, 1987 

N708Z9 001 
MAR 09, 1987 

N70830 001 
HAR 09, 1987 

N70616 001 
FEB OZ, 1987 

N70612 001 
FEB 02, 1987 

N70613 001 
FEB OZ, 1987 

N70614 001 
FEB 02, 1'87 



RX ~llU9 PRODUCT LIST / ctHJUTIYE SUPt>LEMENT tueER S / JAN'87 - NAY'a7 

HYQlOCHLQROJJtIAZIQE5 PBQPRANOLOl HYQRQCHlQRIQE 

TABLET; ORAL 
l!IIOPRAHQLOL t,OL I lfl'IIROClf1.0l5 

M DUIWIED PHARHS .i,U;~ 

M lltfi•~ 

PBRPMIPWL HQL AHi trTP9f'ttY!PDfrl 
M HVLAN PHARHS .Z.!i!1!i5~ 

Al lllti•Dt.P 

OINTMENr; TOPICAL 
lffNOPOB IDllfll 

AI PlfARl'MDERl1 

HYDROCQRDSONE BYIYBAJE 

SOWTIOtO TOPICAL 
LOCOID 

UIST BROCADES 0,11)1 

HYPRQCQRTJSft SOQI\M PHQSPHATE 

INJECTABLE; INJECTION 
KXNOOPBTDOHJ IPPIW ffl9Sft1AII 

1iL1AD PttARNS Eg 5Qtli 8AKltfl.N 

lfflllOCCIB:nltl 
>..ADIL> A£ HS&D El 50tS BASEIJ11. 

lfYPROXYPRDfiESJERQNE CAPRQAJE 

INJECTABLEJ INJECTION 
N'{Dl!Glft PRORPTIROHI CAPBOAD 

NJ. liUAD PHARHS 125HG/MUI 

~ 250tlG/ffl.N 

N71126 001 
HAR 02. 1987 

N71127 001 
HAR 02• 1987 

N70946 001 
HAR 04. 1987 

N70947 001 
APR 01. 1987 

N88M2 001 
FEB 09• 1987 

N19116 001 
FEB 25. 1987 

N89581 001 
NAY ZB, 1987 

N12052 001 

N89330 001 
JAN 02. 1987 

N89331 001 
JAN oz. 1987 

HYQR<R<VSULMHJQINE ISEIHJONlJE 
INJECTABLE; INJECTION 

HYDROXYSTILB»IIDINE ISETHICNATE 
a HERRELL DOH 225HG/'AHP 

HYDRQXYZJNE PAHDAJE 
,CAPSULE; ORAL 

lfflROK'lZENIE P#MII 
61 SUPERPHAAN 

IBUPROFEN 
TABLET; ORAL 

DIU!ROFIN 
.M BARR LABS 

!I HALSEY DRUG 

lfl'H 

E9 Z!iHQ HCIJI 

E9 505 HCIJI 

Ea lOQH9 HCIJI 

H9tP 

li.2!P 

~ 

~ 

> ...AlUL > Al LUCHEH PHARt\S 
>.-.A!:m_> 

INQOl'ETHACIN 
CAPSULE; ORAL 

DIDCIME'J'HACDt 
CHELSEA UBS 

CORO UBS 

l«mJAl PHARl1 

StP 

lllP 

SP 

lltP 

SP 

11 

N09166 001 

N8'031 001 
JAN oz. 1987 

N89032 001 
JAN oz. 1987 

N89033 001 
JAN OZ, 1'87 

N71448 001 
FEB 18• 1987 

N71028 001 
HAR 23. 1987 

N710Z9 001 
NAR Z:S, 1987 

N71030 001 
NAIil t3, 1987 

N71769 001 
HAY 08. 1987 

N7163S 001 
NAY 18• 1987 

N70673 001 
APR 29, 1987 

N70674 001 
APR 29, 1987 

N70899 001 
FEB 09, 1987 

N70900 001 
FEB 09. 1987 



RX DRU8 PROOUCT LIST/ CUKJUTIYf SUPl'LEt1ENT ta.lBER 5 / JAN'87 - HAY'87 

JNIXIE])IACIH 

CAPSULE; ORAL 
lltl9HIIHARN 

M SIDHAK LABS 

.Y 

SUSPENSION; ORAL 
ptDGAH 

M tlS&D 111!S UBS 

PM1fflMIN 
M ROXANE UBS 

JP QE>CWN CQFLE?S 

INJECTABLEi INJECTION 
PffDOH 

FISONS 
/r't#ttt/f,(J,t/ 

JSOSOR9IQE PJNJJRATE 
TABLET) ORAL 

P>PP91! "'PW,... .. •M..-.D 

tsH6/5HL 

~ 

M BARR UBS 21!i 

M l2tli 

M 1mS 

Al SUPERPHARH ~ 

M l.llP 

M ~ 

MIWffCIN SUl,FAIJ 

CAPSUlEJ ORAL 
KANTREX 

BRISTOL UBS Ell SOOH9 BASEJI 

N71148 001 
HAR 18, 1987 

N71149 001 
HAR 18, 1987 

Nl833Z 001 
OCT 10, 1985 

N7l"lt 001 
NAil 18, 1987 

Nl0,787 002 
lttf.l161/d#./ 

1\186166 ooz 
SEP 19, 1986 

N86169 001 
SEP- 19, 1'86 

N86167 001 
SEP 19, 1986 

H89190 001 
FEB 17, 1987 

NB9191 001 
FEB 17, 1987 

N8919Z 001 
FEB 17, 1987 

N6Z726 001 
HAR 06, 1987 

KAtWfiCIN SUL.FATE 

INJECTABLE; INJ£CTION 
MfWM:111 MfAJI 

PHARNAFAIR 

LEUCQYORJN CALCIW 
INJECTABLE; INJECTION 

Law-,:,RJH MLIN1 
!f. El.It.INS Sltfi 

Ii!. QUAD PHARHS 

E9 zn BASE/MJI 

Ea SOOHG BASE/tHUI 

E8 18N 8ASE/3ffl,II 

Et ,60t1; NSEl'flAUI 

Ea SM BASEIYJAUI 

POHDER FOR RECONSTITIJTION; ORAL 
LEUCOVORIN CALCilM 

LEOERLE LABS eq 6otlil BAS£/VIALII 

TABLEH ORAL 
LEUCOYORIN CALCilM 

LEDERLE LABS 

LUHlUH CARBQNM£ 

CAPSULEJ ORAL 
Lmm.tt OAAeOtMD 

,Ml BOLAR PHARtt 

LQRAZEPAM 

TABLET; ORA:. 
LQRAZP#f 

M PUREP~C PHARN 

Ell l!il19 BASE• 

.2.....ffllill 

MP 

ZIP 

12 

N6Z668 001 
MAY 07, 1987 

N6Z672 001 
HAY 07, 1987 

N6Z669 001 
MAY 07, 1987 

N70480 001 
JAN oz. 1987 

N89496 001 
HAR 05, 1987 

N08107 003 
JAN 30, 1987 

N711~ 001 
KAR o<t, 1987 

N7M07 001 
MAR 19, 1987 

N7llt03 001 
APR 21, 1987 

N71~ 001 
APR 21, 1987 

N7llltl 001 
APR 21, 1987 



RX DRUB PRODUCT LIST / Ct.NJUnYE SUPt"LEt-ENT tueER .!i / .JAN'87 - MlV'87 

LQRAZJPAtt 

TABLEn ORAL 
LPMZPMI • SUPERPHARlt LRP N71Z4S 001 

FEB 09, 1987 
M 1tP N712't6 001 

FEB 09, 1987 .. .ZIP N712't7 001 
FEB 09, 1987 

• MATSON LABS LJt.1!PI N71086 001 
MAR Z3, 1987 

• .UP N71087 001 
KAR 23, 1987 • ~ N71088 001 
KAR Z3, 1987 

> ...Amt.> IWIWE$E SUI.FATE 

INJECTABLE; INJECTION 
tw«JANESE SULFATE 

LYPHOHED Eq 0,1119 NAN;ANESE/Hl.11 Nl9228 001 
HAY OS, 1987 

NtflIIOL 

INJECTMLEJ INJECTION 
ew•--YL m RI PUUJC CXfflAZHllt 

A! ABBOTT LABS lOGH(lOQHUI 

>JDJL> M! 
>....MfL> 
>..AIZQ...> Al! 
>..ARL.> 

tw\dl:IOL q,; 
ASTRA PHAlltl PRODS 12,sc;ysottl.ll 

12,5'ltt/50Hu. 

Nl\i!G..ii, RP PLAIJ'D COHtAJHl'B 
M80TT U8S 5GH/100Hlll 

HECLJZINE tfYPROCIJLORIDE 

TABLET; ORAL 
#UJYEBI 

ROERIB 

Nl9603 002 
JAN 08, 1987 

N89239 001 
HAY 06, 1'87 

N89240 001 
HAY 06, 1987 

Nl9603 001 
JAN 08, 1987 

Nl0721 001 
JAN 20, 1982 

HECLQFENANATE SQPIUt'I 

CAPSULE; ORAL 
t1DLOFDW1AII 90D:Dlt 

.M AH THERPTCS 

Al 

M DMeUR'Y PHANtl 

M 

HEJ110CABMttDL 
TABLET; ORAL 

tlETttDGMMHDL 
M AM THERPTCS 

M 

HEDm!RWll SODI!.!t 

INJECTABLE; INJECTION 
Mffltl!MD 

Al? INTL PHAAM 

HETHQXSALEN 

CAPSULE; ORAL 
t-ETHOXSALEN 

BP a CORD UBS 

tEJHYLQOPA 
TABLET; ORAL 

NffltJLDOPA 
M PAR PHARl1 

E§:fi9t&,BASEII 

Eg lOOIC BASE11 

E!I soteBASEN 

E!I l~m!i BASSI 

Hm:P 

zsm-

E§I Z!i1C IUSEaJI.II 

lONG 

13 

N7116Z 00.1 
FEB 10, 1987 

N71363 001 
fl!B 10, 1987 

N71"68 001 
APR 15, 1987 

N714'9 001 
APR 15, 1987 

-~17 001 
FEB 11, 1987 

NBM18 001 
FEB 11, 1987 

N8916l 001 
HAR 10, 1987 

N87781 001 
JUN 08, 1982 

N7053S 001 
JAN oz, 1987 

N70536 001 
JAN oz, 1987 

N70537 001 
JAN oz, 1987 



RX DRUlil PRODUCT LIST/ ctHIUTIVt! SUhLEMENT tueER S / JAN'87 - HAV'87 

t)ETNYLDQPAII HXPftOCHLORIQE NEZLQCILUN SOQI\11 QIJHYDQU 
INJECTABLE; INJECTION INJECTABLEJ INJECTION 

MmffUOmII m1, HEZLIN 
Al! SOLOPAK UBS 5Ql1i/J'IUI N708'tl 001 HILES PHARHS EQ 3GN BASE/YIAI.N N62697 001 

JAN 02, 1987 JAN 22, 1987 
E8 46H BASE/YIALM N62697 002 

JAN tz, 1987 
t'ETOCLOPRAHIH HYDROCHLDB112E 

INJECTABLE; INJECTION HIQAZOLAM HXRBIXcHLGBIRE 
MDOCIMIWIDI II& 

6E SOLOPAK UBS U IB BASEl2!DJI N70622 001 INJECTABLE; INJECTION 
t1AR oz, 1987 VERSED 

6E E!i 16 BASElzt!IJ' N706t3 001 >_ADI_> ROCHE E8 lNG BASE/HUI N18654 002 
HAR 02, 1987 >-61m,_> NAY t6, 1987 

SYR\F; ORAL 
MmMN.OWBll:lllr to:tl»CIQIL 

M HY K UBS E!i liH!i BASEl:i!I.II H70M9 001 
MAR 06, 1987 TABLET; ORAL 

IIIMYI LuniilH 
M ROBINS E!i 6 BASE{lil!L Nl88Zl 001 M ~.JC>tfl Ln Nl81M 001 

HAR 25, 1983 M 1!!t:l!i N18154 003 
NDIDOYI, 

TABLET; ORAL M WANTIM PHARHCS lOJ&ll N71534 001 
I Hllr t1AR 19, 1987 

M. BARR UBS E!I U!tli BASE• N70660 001 MIIDIZDZL 
FEB 10, 1987 M DANlURV PHARMA .LaP N71344 001 

M BOUR PHARH E!l!lliBASal N70363 001 t1AR 03, 1987 
HAR 02, 1987 M lilP N71.M5 001 

• INYAMED E!i IJl!i BASE• N70850 001 t1AR 03, 1987 
FEB 03, 1987 

M NARTEC PHARNS 9lmi8AS81 N70!i98 001 
FEB DZ, 1987 ltDHETASCNE f!!B!MU 

>..AIIIL> .. MATSON UBS 9 l!!t& IAKII N706't5 001 
>..AIHL,> NAY 11, 1987 >....Alm_> CREAN; TOPICAL 

~ >_AWL> ELOCON 
>..ARit..> El !ittG BASEII Nl7854 002 >_AIHL> SCHERitC 0.1~ N196ZS 001 
>..MR,_> HAY 05, 1987 >_Al!JL> HAY 06, 1987 

OINTMENT; TOPICAL 
N£ ntIZAKIRfi ELOCON 

SCHERitG O.l~ N19543 001 
INJECTABLEJ INJECTION APR JO, 1987 

AMIPAU 
>..AmL> NINTHROP BREON 13.!iGtVVIAL Nl798t 004 
>..6Rll._> SEP 12, 1983 11QRPffJNE SUJ-fAU 

>.AIHL> TABLET, CONTROLLED RELEASEJ ORAL 
>...Alm_> NS CONTIN 
>.-AQIL> PURDUE FRDRK 3CJt1ISN Nlf516 001 
>_612L> HAY z,, 1987 



NALCOQC H'VQBOCHLQRIQE 

INJECTABLEJ INJECTION 

""..,, 'ltD .. Ae Al80TT UBS 

Al! 

Al! 

&I! 

ae 
Al! 

NAPRQXEN 

SUSP£NSI0t0 ORAl 
NAPROSYH 

SYNTEX LABS 

NIJRQGlYCERIN 
INJECTABLE; INJECTION 

.tcmpLYORPt 
>...ADJL> A!, LYPHDt'IED 
>..61HL> 

rAkffwl'AJ 
.6f PARKE DAVIS 

N'(STAJIN 

PASTILLE; ORAL 
N'ICOSTATIN 

sqlJIB8 

RX DRU8 PRODUCT LIST/ CUIJUTIYE SUPPLEMENT N.leER S / JAN'87 - MAV'87 lS 

o, 02HG.IHLJI 

O,Qzt1G/ttlJI 

P,9!1GIHl,N 

0,4tC{Ml,II 

0.411S/NLJI 

0.4NG/MLJI 

25HG/fflJI 

BLtA.11 

lOH&/Hlll 

lOHG/ttl.JI 

200 ,ooo lftlTSII 

N70t52 001 
.JAN 16, 1987 

N70253 001 
JAN 16, 1987 

H702.54 001 
JAN 07, 1987 

N702.5S 001 
JAN 07, 1987 

N70ZS6 001 
JAN 07, 1987 

N70257 001 
JAN 07, 1'87 

Nl896S 001 
MAR 23, 1987 

N7lto3 001 
NAY 08, 1987 

N70863 001 
JAN 08, 1987 

N708n 001 
JAN 08, 1987 

N70872 001 
JAN 08, 1987 

NS0619 001 
APR 09, 1987 

NYSJAJINi JRIAHCJflH.ONE AC£TIJNIOE 
CREAtO TOPICAL 

IJXSTADH•:nwnmttMIH AQITOHIII 
Al THANES PMARtlA 100,000 LtflTS/8H;JL.12)1 N6t347 001 

OINTHENT; TOPICAL 
M)1tACQ'. 

Al NNC LABS 

QXAZEPAM 

TABLET; ORAL 
QMAZIPAH 

M BARR LA&s 

M DANBURY PKARHA 

Al PARKE DAVIS 

118M 
Ml HVETH 

NAJI 30, 1987 

100 ,ooo WJJ'St§tU~ N627J3 001 
HAR 09, 1987 

JlitP N70683 001 
JAN 16, 1987 

llf:SII Nn494 001 
APR Zl, 1987 

UIP N71608 001 
FEB OZ, 1987 

in Nl5539 008 

PHEflYLEPQRINE ffYPRQCKLORIQEl PRQHETHAZINE HYPRQCHLQRJD£ 
SYRUP; ORAL 

fHlltAmfJ: YD 
M HALSEY DRUG 

PHENYJQIH SOQI\11 

INJECTABLE; INJECTION 
fflDffl'QJH FNM1 

Al! DBOTT LABS 

PQTASSI\'1 CHLORIDE 

5l1G{$HL; 6,, .2$f16'6Sl'flJI 

sotG/ffl,N 

CAPSULE, CONTROLLED RELEASE; ORAL 
ttICRO-,-K 10 

BC RmINS 1011H 

POTASSIIM CHLORIDE 
IC KY PHARtt lOHEIII 

NB8868 001 
MAR OZ, 1987 

N895tl 001 
f1AR 17, 1987 

N70980 001 
f£B 17, 1987 



R)( DRU9 PRODUCT LIST/ ctHJLATIYE SUPrLEHENT N..tBER 5 / JAN'87 - NAY'87 

poTASSJ:\11 CHLORIDE 

INJECTABUJ INJECTION 
Ni atLORZH 

Al! CARTER SI.OG.W ZHEG/NUI 

PREQKISQUH SOQJ\11 PHOSPHATE 

INJ!CTABLEJ INJECTION 
PUPHAOLQNI um,, PHP9MtD 

> ...AmL> at I.~~~ n zom PHQSPHma,t, 

; :ti ~IIJJ im11Jf~I lff'M'~I 

>..JIIL> .II 
> ...ARL> AI 
>..Aml,.> 6I 
>..YL> AI 

SOLunc»VDROPS J OPHTHAuac 
PIIINQOUffl IOPUI fltllmtMJI 
a BAIINES HIM> E9 0,9% PHQSPHATE 
a Eg o. ,x PHQSPtlATE 
a Ea o,9% PHOSPHATE 
a MJRRV BIO Eg Q.9% PHOSPHATE 

PBQCAINANIQE HYDRQCHLQRIQC 

TABLET, CONTROLLED RELEASE; ORAL 
l'IIOCAPWDI ttm, 

M BOLAR PHARH .ut,11 

Al COPLEY PHARH 

Al CORD UBS 

PflOMI -.. PARKE DAVIS 

PRQCHlORPQAZINE IW,£AJE 

TAN.En ORAL 

1HtP 

SmP 

llll 

PJlDPNLOVQAZZMI IALIAJI 
Al ~D PHARMS E9 !iN9 ug. 

M E91Qt16 IASEII 

M E92!1RUSDI 

N89421 001 
JAN D2, 1987 

NS0517 001 

lt¥dt,t11'dU 

NIM-168 001 
N84169 001 
Ne4172 001 
N833.58 002 

N89520 001 
JAN 15, 1987 

N89438 001 
MAR 23, 1'87 

N89370 001 
JAN 09, 1987 

N88489 001 
.JAN 16, 1985 

N894M 001 
JJ,H 20,-.. 1987 

NS9485 001 
JAN 20, 1987 

"89486 001 
JAN 20, 1987 

PROPRANQLOL HVQROCHLQBIQE 
CAPSULE, CONTROLLED RELEASEJ ORAL 

INDERAL LA 
AYERST LABS 6ott6111 

>.AB_> CONCENTRATEJ ORAL 
>..AWL> PROPRANOLOL HCL INTENSOL 
>-AmL.> ROXANE LABS 80H9/HIJI 
>...AmL> 

>...A12JL> SOLUTION; ORAL 
>..!mL> PROPRANDL0L HCL 
>~> ROXANE LA8S 20HB/5Hl.JI 
>..M!fL> 
>..AIHL> 40HG/.5Ml.JI 
>..Amt.> 

TABLET; ORAL 
!ftl'IWDMY. • ma. 

M BOLAR PHARH lJ!P 

M 111P 

g ~ 

M imP 

M §m:511 

&I CHELSEA UBS ims-

>...A2L> M INTERPHARN 1mJill 
>..Alm...> 
>..Aru2._> M Z.!!P 
>_!!!IL> 
>..ARJL> M !m:P 
>.AJHL> 
>..AW,_>. H!P 
>..APJL> 

PRQTHIINE sut.EAJE 

INJECfABtf; INJECTION 
fiROIIMIIIIS 9UI.Mff 

61! LYPHCtED lOHG/fflJI 

16 

Nl8S53 004 
tWl 18, 1987 

N71388 001 
HAY 15, 1987 

N7D97' 001 
NAY 15, 1987 

N70690 001 
NAY 15, 1987 

N7D378 001 
MAR 19, 1'97 

N70379 001 
tWl 19, 1987 

N70380 001 
HAR 19, 1987 

N70381 001 
MAR 19, 1987 

N70382 001 
MAR 19, 1987 

N701-.3 001 
JAN 15, 1987 

N71368 001 
NAY 05, 1987 

N71369 001 
MY 05, 1987 

N71370 001 
NAY 85, 1'87 

N7137l 001 
MY 05, 1987 

N894,54 001 
APR 07, 1987 



l!M:7f!W1 

TABLETJ ORAL 
DORttAUN 

SCNEIUIG 

RX DRlS PRODUCT LIST/ ClHJlATIYE SUPt'LEHENT Nl.leER 5 / JAN'87 - MAY'87 

Sl&fNETHQXAZQlE I JRltlEJHOPBJM 

INJECTABLE; INJECTir»I 

■mttev• OlUCftJJ 

TABLET, CONTltOlLED RELEASE; ORAL 
,.,.,..,.,,,. IWRMD 

M HALSEY DRUB ~ 

M PIINAL PHARH 

SORNt CHLORIDE 
INJECTABLE; INJECTION 

SODILlt CHLORIDE Z3.~ IN PUSric CONTAINER 
L YPHOIED Z3t+MG/HlJI 

SWJBOPIN, BIO§YNTHETIC 

IHJECTA8LE; INJECTION 
HU1ATROPE 

LILLY .5HG/VIAlJI 

seJBOHQUCDNE 
TABLEn ORAL 

Nl8708 003 
FEB Z6, 1987 

N89476 001 
APR 101 1987 

N89338 001 
FEB 11, 1987 

Nl93Z9 001 
APR tz, 1987 

Nl9640 004 
HAR 08, 1986 

MffHIDPCAZOLI ft nmtfflDPIJM 
ti! ELKINS SU.. 8Qt5/)'ll;l'"it'ffl,II 

DEC 2' 1 1'87 l 

6f 80H6/1'1Lll6f1$/HlJI 
DEC '%9, 1987 I 

Af L YPHOtlED 8QM9M a'"'Y111,11 

IW 
All 

IW 
M 

SULFANILA11IDE 

CREAtU VAGINAL 
m 

AI HERRELL DON 

YYJIIOL 
6J.. LEtHJN 

SUPPOSITORY; VAGINAL 
AVC 

HERRE LL DON 

DEC ·Z91 1987 1 

li1:: 

IIJJ •=- ,~,r:-~m~ a SUPERPHARH 

st&EAQ£IWDE SQQD!1 

SOWfION/DRDPSJ OPHTHAUtlC 
a,LFAOSfAMPI 90lmM 

> ..AmL> AI STEAIS UBS ilZM 
> ..AmL> 

.,.. 

N89364 001 
tE\' 07, 1986 

N89068 001 
MAY 05, 1987 

sut.rom« SQOIUH 

TABLET, ENTERIC COATED; ORAL 
DIASONE SODIUH 
a ABBOTT LABS 16.!iHG 

SUPRQFEN 
CAPSULE; ORAL 

SUPROL 
>_MIL> a MCNEIL PHARH 20ottG 
>.All!L> 

17 

N706Z7 001 
\Pit 30, 1'87 

N70628 001 
APR 30, 1987 

N70ZZ3 001 
JAN 16, 1'87 

N06530 003 
JAN 27, 1997 

Nee718 001 
SEP 19, 1985 

N06530 004 
JAN Z7, 1987 

N06°" 003 

Nl8Zl7 001 
DEC z". 1,es 



TAtQ(IFEN CIJBAIE 
TABLET; ORAL 

HOLVAIDC 

RX DRU9 PRODUCT LIST/ ClHJUTIVE SlJPt'LEHENT NlMBER 5 / JAN'87 - HAV'87 

IQBRAK'(CIN SUI.FATE 

INJECTABLE; INJECTION 
NEBCIN 

STUART PHARttS Et 1Q119 BASE M 

M 
IHPClfPI cmtAU 

BARR UBS EQ lOHQ BASE■ 

TECftNETitJt re-rm tQROFENIN KIT 
INJECTABLE; INJECTION 

CHOLET£C 
SQUIBB DUGS N/A■ 

TEMAZEPAH 

CAPSlA.EJ ORAL 
J1INIIWt 

Al BOUR PHARM 

Al 

M PAIi PHAllt 

DCQPHYtLDE 
TA8LET, CONTROLLED RELEASE; ORAL 

M "Mffk,- LABS ~ 
BC 

BC 

lW~ 
NI!/ 
ldtl 

lOONG 

toOHG 

AUG ZO, 2002 

Nl7970 001 

N709Z9 001 
APR 01, 1987 

Nl8963 001 
JAN Zl, 1987 

N70383 001 
l1AR Z3, 1987 

N703M 001 
l1AR Z3, 1987 

N711t56 001 
APR 21, 1987 

N71457 001 
APR 21, 1987 

Nl58505 001 
APR 03, 1985 

N88&03 001 
APR 03, 1985 

N88504 001 
APR 03, 1985 

LILLY 

TOLBUTAHIDE 

TABLET; ORAL 
DI.WTAHDI 

BOLAR PHAM 

JRAZOQ<M HVQRQCULQRIQE 

TABLET; ORAL 
11tAZOOONI: ttpL 

.0 BARR LABS 

M 

61 COLHED UBS 

M 

EQ 18"9 BASE/HUI 

111 

N6Z707 001 
APR 29, 1987 

N89110 001 
NAY Z9, 1987 

N89lll 001 
HAY Z9, 1987 

N712S8 001 
l1AR ZS, 1987 

N711'6 001 
HAR ZS, 1987 

N70't9l 001 
APR 29, 1987 

N7M9Z 001 
APR Z9, 1987 



RX DRU8 PllfJDUCT UST/ ctNJI.ATIYE SUPt-LEtENT MMBER 5 / JAN'87 - HAY'87 19 

TIUIEJJtQHNZANlDE HYQROCHLORIQE YJNCRISTINE SULFATE 
DIJECTABLE; INJECTION INJECTABLE; INJECTION 

1 lmlffllDIIIHlAMEDI t!H. YDfCUSIRfl WJ.MII 
At. NINTHROP BREON lOOHMtl,11 Ne8804 001 /JP. INTI. l>HARN Jl1iL!LII N70873 001 

APII 03, 1987 FEB 1', 1987 

~Dt HYDROClfLORIH HABIARIN Pm'ASSIW, ,. 

INJECTABLE J INJECTION TAM.EH ORAL 
Lm,ga:pt ATHROHBIN-IC 

I,£ LYPIOIED Ei SOOMS BASE/YlAl.11 N62'63 001 a PURDUE FRDRK 2"G Nllnl 007 
HAR 17, 1987 a lOIS N11771 005 

'.fl!Ml!!II Bl.t Ill& a Z5"D Nl1771 00. 
A! LILLY E![I .SOCIMG BASEaJ.Al.11 N62n6 001 

HAR 13, 1987 
ua 1Gt1 BASEIYIAlJI N62716 002 t!&BE!BIH SODI!,lt 

HAR 13, 1987 
TABLET; ORAL 

ATHROfoEIN 
~WMUI. HYDROCUI.QBIQE BX a PUROUE FRDRK .5H8 N111n 003 

BX a 10H9 NUnl 002 
IHJECTABL.EJ INJECTION a 25"9 N11771 001 

VIMNMn .... 
>..ARR..> ll. ABBOTT LABS 2.5J1j(HUI N70737 001 
>..A!m.,_> HAY 06, 1987 mgg 
>_yg_> II. 2,5HS/HI.II N70738 001 
>_MHL> NAY 06, 1987 PClttDER; ORAL 
>...MIL> Ar. t.SICINlJI N70739 001 NXL9-PfAH 
>_AIHL> HAY 06, 1987 .Y ADRIA UBS tRYBQJ N17605 001 
>..AU..> Al! t.~ N70740 001 m:.LOU 
>---> HAY 06, 1987 AA LYNE UBS 25g1/BOTlll N18856 001 

6! NINTHRDP BREmf Z.SHS/ttl.JI N70577 001 HAR 26, 1987 
FEB 02, 1987 

ZIOCM,l)INE 
Ylt8~TIN£ MFATE 

CAPSULE; ORAL 
INJECTABLE; INJECTimf RETROYIR 

VDIIIL..Siiit~ 9ULMD BURROUSHS NELLC lOOHGII N19655 001 
II. BEN va.JE UBS lOlfitYIAl,11 NB939S 001 HAil 19, 1987 

APR 09, 1987 
II. LYPHCIED lJ!i.alLII N8951S 001 

APR 29, 1987 >...AruL> ZINC SULFATE 
6! filUAD PHAIDtS .l!Sall.ll N8fJ311 001 

HAR 23, 1987 >_AH,_> INJECTABLE; INJECTION 
>..A21L> ZINC SULFATE 
>-Alm_> LYPHOtED EQ Ut9 ZINC/ttlJI N1'Z29 002 
>...AmL> NAY OS, 1987 



OTC DRUG PRODUCT LIST/ ClHJLATIVE SUPPLEMENT tfJl'eER 5 / JAN'87 - HAY'87 

ACETAHIHQPHEH 
SUPPOSITORY; RECTAL 

ACETAMINOPHEN 
R0XAtE LABS 

SUPPOSXTORIA 

UPSHER SNITH 

lZOHGII Nno10 001 
HAY 12, 1987 

N71011 001 
MAY 12, 1987 

N70607 001 
APR 06, 1987 
, Nl8337 OOZ 

>...MIL> ACEJAKINQPHEN; DEXBRQHPHENIRAMINE NALE7ff£i PSEUQO£PHEQRINE 
> _AR.IL: sutFATE 

TABLET, CONTROLLED RELEASE; ORAL 
DRIXORAL PLUS 

SCHERING 500t1G;3N6;60HGII 

ASfIRIN 
TABLET, CQNTROlLED RELEASE; ORAL 

Ml:ASUUN 
HINTHROP BRfON 650t'IGII 

8-HOUR BAYER 
HIHTHROP BREON 6SOHGII 

>_APL> BACIJRACIN 
OINTIEfT; TOPICAL 

BACITRACIN 
C048E 

CHLDRHEXJQJNE vt,UC(IIATE 

SPONGE; TOPICAL 
CHlORHEXIDINE 61.UCOUTE 

SOO t.lfITS/Gl'll 

KENDALL 4,l)I 

N194S3 001 
HAY 22, 1987 

Nl.030 00:Z 

Nl6030 001 

N6Z799 001 
MAY 14, 1987 

Nl9490 001 
KAR 27, 1987 

QEXBfRl!H£HIBNWE HALEAJEi PSEUDQEPHEQRINE SULFATE 
TABLET, CONrROf.LED RELEASE; ORAL 

alOPHERIL 
COPLEY PHARH 6HS;l2otal N89116 001 

JAN zt, 1987 

QIPHEHlf!'.~BAl'li~ t:!l'.~B2'HbQBID& 
SYRUP; ORAL 

ANTITIJSSIVE 
PERRIGO CO lZ.SHG/SHlJI 

VICKS FORl1JLA 44 
VICKS HLTH CARE 1Z.Sf«;/5Hl.ll 

IBUPROFEN 
TABLET; ORAL 

>-AruL> ACHES-N-PAIN 
>....AmL> LEDERLE LABS 20ot-DI 
>__AIDL> 

IBUPROFEN 
INTERPHARH ZOON611 

tlJTUAL PHARH ZOONGII 

>...AIUL> PAR PllARH ZOOHGII 
>...A!m..> 

PUREPAC PHARH 2001'1611 

NElNIL 
LUCHEM PHARNS ZOOHGII 

TRENDAR 
NHITEHALL LABS ZOOMG 

fm'.IDDNE-JQlllNE 

SPONGE; TOPICAL 
E-Z SCRUB 241 

DESERET MED 10%M 

N71Z92 001 
APR 10, 1987 

N705Z4 001 
JAN 14, 1987 

N7106S 001 
HAY ZS, 1987 

N71333 001 
FEB 17, 1987 

N71ZZ9 001 
APR 01, 1987 

N71575 001 
HAY 08, 1987 

N71664 001 
FEB 03, 1987 

N71llflt 001 
JAN 20, 1987 

Nl8989 002 
JUL 10, 1986 

N19476 001 
JAN 07, 1987 



UST Of' DIU8 PROOUCTS APP?IOYED tH>ER SECTION 505 OF Tit£ ACT/ ctJtlJLATJYE su.,JILENENT tUeER S / JMf '87 - ttAV '87 
BY TH! DIVISION Of BLOOD AM> BLOOO PRODUCTS 

Pffl[ASTARCff ltp; IN SOQilfl CHLQRIPJ 9,9'& 

INJlCTMl.£} INJ£CTYON 
PBffASPANC R) 

111-"0NT CRX CME loav100Nl.J0.'6M/IOOHL . N ~1207 
ttAV U, 1'67 

.. 

tl 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

SECTION 526 OF THE FEDERAL FOOD, DRUG, ANO COSMETIC ACT CONTAINS PROVISIONS WHEREBY FDA MAY DESIGNATE A 
SPONSOR I S DRUG, ANTIBIOTIC, OR BIOL06JCAL PRODUCT AS A 11 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 EXCLUS1VE APPROVAL MAY BE REVOKED flY WRITTEN CONSENT OF THE SPONSOR OR BY 
FDA ACTION AFTER FINDING THAT THE SPONSOR HOLDING EXCLUSIVE APPROVAL CANNOT ASSURE THE AVAILABILITY OF SUFFI
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESJGNATED ORPHAN. INDICATION(S). 

ORPHAN DRUG EXCLUSIVE APPROVAL STATUS (CODED ODE) APPLIES ONLY TO THE APPROVED OR LICENSED INDICATION(S) FOR 
WHICH ORPHAN DRUG DESIGNATION HAS BEEN GRANTED PURSUANT TO SECTION 526 OF THE ACT. 

FOR THE FOLLOWING DRUG PRODUCTS WITH ORPHAN DRUG EXCLUSIVE APPROVAL STATUS, THE SPONSOR HAS SEVEN YcARS OF 
EXCLUSIVE APPROVA~ FOR THE APPROVED INDICATION BEGINNING ON THE DATE OF NOA, ANTIBIOTIC APPLICATION, OR 
BIOLOGICAL LICENSE APPROVAL FOR THE DRUG. NO SUBSEQUENT SPONSOR MAY RECEIVE APPROVAL OF AN NOA, BIOLOGICAL 
LICENSE, PAPER NOA, ANTIBIOTIC APPLICATION, ANDA, OR ABBREVIATED ANTIBIOTIC APPLICATION DURING THE SEVEN 
YEAR PERIOD FOR THE DRUG AND INDICllTION(S) FOR WHICH A PERSON MAINTAINS ODE STATUS UNLESS THE EXCLUSIVE 
APPROVAL HAS BEEN REVOKED AS DES·CRIBED ABOVE OR TttE SUBSEQUENT SPONSOR HfllS OBTAINED WRITTEN CONSENT FROM THE 
SPONSOR WHO HAS RECEIVED EXCLUSIVE APPROVAL. 

BIOLOGICAL PRODUCTS, ANTIBIOTICS, AND DRUGS THAT HAVE BEEN APPROVED UNDER SECTION 505 OR 507 OF THE ACT OR 
UNDER SECTION 351 OF THE PUBLIC HEAL TH SERVICE ACT FOR MARKETING AND HAVE BEEN GIVEN ORPHAN DRUG EXCLUSIVE 
APPROVAL WILL BE NOTED BY THE ABBREVlATION ODE IN THE PATENT ANO EXCLUSIVITY DATA APPENDIX. DRUG PRODUCTS 
THAT HAVE RECEIVED THE WRITTEN PERMISSION OF THE SPONSOR THAT HAS ORPHAN DRUG EXCLUSIVE APPROVAL TO BE 
APPROVED UNDER SECTION 527(8)(2) OF THE ACT ARE ALSO NOTED BY THE ABBREVIATION ODE IN THE PATENT AND EXCLUS
IVITY DATA APPENDIX. THESE DRUG PRODUCTS DO NOT HAVE ANY EXCLUSIVE APPROVAL RIGHTS OF THEIR OWN, BUT CAN BE 
MARKETED BECAUSE OF THE CONSENT GlVEN BY THE SPONSOR THAT HAS EXCLUSIVE APPROVAL. THESE PRODUCTS ARE MARKED 
BY AN(*) NEXT TO THE APPLICANT'S NAME. 

~EFER BACK TO THE APPROVED DRUG PRO.DUCTS WITH THERAPEUTIC EQUIVALENCE EVt\LUATIONS, 7TH EDITION FOR A FULL 
LISTING OF ORPHAN DRUG PRODU~WITH EXCLUsIV'E APPROVAL DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

DRUG PRODUCTS 

ACTIVE IN6REDIENT(S) TRADE NAME APPLICATION NUMBER EXCLUSIVITY 
STREN6TH(S) DOSAGE FORM; ROUTE APPLICANT . APPROVAL DATE EXP. DATE 

CALCITONIN, HUMAN CIBACALCIN CIBA PHARM 18470 001 ODE 
0.5MG/VIAL INJECTABLE; INJECTION OCT 31, 1986 OCT 31, 1993 

ETIDRONATE DISODIUM DIDRONEL I.V. NORWICH EATON 19545 001 ODE 
50M6/Ml. INJECTABLE; INJECTION APR 24, 1987 APR 24, 1994 

PENTASTARCH 10% IN PENTASPAN DUPONT CRI CARE 84120,7 001 ODE 
SODIUM CHLORIDE 0.9% INJECTABLE; INJECTION MAY 19, 1987 MAY 19, 1994 
10Q4/100Nl;0.9GM/100ML 

Sc,tATROPIN, BIOSYNTHETIC HUMATROPE LILLY 19640 004 ODE 
5NG/VIAL INJECTABLE; INJECTION MAR 08, 1987 MAR 08, 1994 

ZIDOVUDINE RETROVIR BURROUGHS WELLC 19655 001 ODE 
lOOMG CAPSULE; ORAL MAR 19, 1987 MAR 19, 1994 



NO MAY 1987 ACTIONS 

DRUG PRODUCTS WHICH MUST DEMOMSTRATE IN VIVO BIOAVAILABILITY 
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION 

24 
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY 

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUfVALENCE STUDIES AND IN VITRO DISSOLUTION 
TESTING AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE:-H~O, ROOM 17B-06, 5600 FISHERSLANE, 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, 7TH EDITION FOR A FULL 
LISTING Of BIOPllARMACEUTIC GUiDANCE AYAILABilITY DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 

NAME OF DRUG 

ALBUTEROL (TABLET) 
CEPHALEXIN (TABLET AND CAPSULE) 
CLORAZEPATE DIPOTASSIUM 
DESIPRAMINE HYDROCHLORIDE (TABLET) 
DISSOLUTION TESTING (GENERAL) 
HALOPERIDOL (TABLET) 
LEUCOVORIN CALCIUM (TABLET) 
POTASSIUM CHLORIDE 

(SLOW-RELEASE; TABLET AND CAPSULE) 

DATE 

MAY 05, 1987 
AUG 13, 1986 
MAR l 0, 1986 
APR 28 1 1987 
APR 01 , l 978* 
APR 30, 1987 
APR 28, 1987 

JAN 17, 1987 

REVISED DATE 

MAR 19, 1987 
FEB 17, 1987 

* THIS DATE WAS INCORRECTLY LISTED IN THE 7TH EDITION AS APR 19, 1985. 
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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) AND (2) lS NOT SUITABLE FOR SUB
MISSION AS AN ANDA (PETITIONS DENIED). TH~ DETERMINATION THAT AN ANDA WILL BE APPROVfD 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 lN 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 EVALUAT10NS, 7TH EDITION FOR A FULL LISTING OF ANDA 
SUITABILITY PETITIONS DATA. -iffily NEW DATA WILL BE ADDEO TO THf CUMULATIVE SUPPLEMENT. 

DRUG NAME 
DOSAGE FORM; ROUTE 

ACETAMINOPHEN; 
HYDROCODONE 
BITARTRATE 
LI QU ID; ORAL 

ACETAMINOPHEN; 
HYDROCODONE 
BITARTRATE 
TABLET; ORAL 

ACETAMINOPHEN; 
HYDROCODONE 
BITARTRATE 
TABLET; ORAL 

PETITIONS APPROVED 

'STRENGTH 
(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

500MG/15ML 85 P-0439/ RUSS PHARMS 
7.5MG/15ML CPOOOJ 

500MG 85 P-0439/ KING AND SPAULDING 
2.5MG CP002 

500MG 85 P-0439/CP KING ANO SPAULDING 
7.5MG 

REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 

STATUS 

APPROVED 
APR 01, 1987 

APPROVED 
MAR 18, 1987 

APPROVED 
MAR 17, 1987 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

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

ACETAMINOPHEN; 650MG 85 P-0390/CP UAD LABS NEW STRENGTH APPROVED 
HYDROCODONE 7.5MG NEW DOSAGE MAR 17 • 1987 
BITARTRATE FORM 
CAPSULE; ORAL 

ACETAMINOPHEN; 650MG 85 P-0390/CP UAD LABS NEW STRENGTH APPROVED 
HYDROCODONE 7.5MG NEW DOSAGE MAR 17, 1987 
BITARTRATE FORM 
TABLET; ORAL 

ACETAMINOPHEN; 750MG 85 P-0169/PRC* KNOLL PHARM NEW STRENGTH APPROVED 
HYDROCODONE 7.5MG MAR 13, 1987 
BITARTRATE 
TABLET; ORAL 

ASPIRIN; 500MG 87 P-01 00/CP KING AND SPAULDING NEW STRENGTH APPROVED 
HYDROCODONE 7.5M6 APR 24, 1987 
BITARTRATE 
TABLET; ORAL 

BRETYLIUM TOSYLATE 200MG/ML 85 P-0546/CP INTL MEDTN SYS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION (lOML/CONTAINER) JAN 20, 1987 

BRETYLIUM TOSYLATE l OMG/ML 87 P-0065/CP LYPHOMED NEW STRENGTH APPROVED 
IN DEXTROSE 5% (50ML/CONTAINER) APR 27, 1987 
INJECTABLE; INJECTION 

*ORIGINAL PETITION DENIED NOV 07, 1985; PETITION FOR RECONSIDERATION APPROVED MAR 13, 1987. 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

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

CHLORPHENIRAMINE MALEATE; 12MG 87 P-0165/CP SANDOZ CONSUMER NEW DOSAGE APPROVED 
PSEUDOEPHEDRINE l20MG FORM MAY 19, 1987 
HYDROCHLORIDE 
TABLET, CONTROLLED 
RELEASE; ORAL 

CHOLESTYRAMINE · EQ 500146 RESIN 86 P-0474/CP BRISTOL MYERS NEW DOSAGE APPROVED 
CAPSULE; OR.AL FORM JAN 30, 1987 

NEW STRENGTH 

CHOLESTYRAMINE EQ 800MG RESIN 86 P-0475/CP BRISTOL MYERS NEW DOSAGE APPROVED 
TABLET; ORAL FORM JAN 30, 1987 

NEW STRENGTH 

CVTARABINE l OOOMG/VIAL 86 P-0313/CP QUAD PHARMS NEW STREN.GTH APPROVED 
INJECTABLE; INJECTION MAY 07, 1987 

CYTARABINE 20MG/ML 86 P-0428/ ADRIA LABS NEW STRENGTH APPROVED 
lNJECTABlE; INJECTION (50NL CONTAINER) CP0002 NAY 07, 1987 

DEXTROMETHORPHAN EQ 15MG HBR/SML 87 P-0088/CP KING AND SPAlJLDING NEW STRENGTH APPROVED 
POLISTIREX APR 27, 1987 
SUSPENSION. CONTROLLED 
RELEASE; ORAL 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

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

OIAZOXIDE 15MG/ML 87 P-0061 /CP LYPH(J,1E0 NEW STRENGTH APPROVED 
INJECTABLE; INJECTION (lOML/CONTAINER) APR 30, 1987 

FLUOROURACil 50MG/ML 86 P-0490/CP ADRIA LABS NEW STRENGTH APPROVED 
INJECTABLE. INJE-CTION (50ML/VIAL) JAN 09, 1987 

LEUCOVORIN CALCIUM EQ 25MG BASE/VIAL 86 P-0240/CP BURROUGHS WELLC NEW STRENGTH APPROVED 
INJECTABLE; INJECTION JAN 29, 1987 

LEUCOVORIN CALCIUM EQ lOOMG BASE/VIAL 86 P-0152/CP BEN VENUE LABS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION JAN 20, 1987 

LEUCOVORIN CALCIUM EQ lOMG BASE 86 P-0258/CP LEDERLE LABS NEW STRENGTH APPROVED 
TABLET; ORAL JAN 16, 1987 

LORAZEPAM 0.5MG 87 P-0037/CP APPLIED LABS NEW DOSAGE APPROVED 
SOFT GELATIN lMG FORM MAR 10, 1987 
CAPSULE; ORAL 2MG 

METHYLDOPATE 2.5MG/ML 86 P-0410/ KING AND SPAULDING NEW STRENGTH APPROVED 
HYDROCHLORIDE IN (lOOML/CONTAINER) CP0002 MAR 10, 1987 
51 DEXTROSE 
INJECTABLE; INJECTION 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

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

METHYLOOPATE 5MG/ML 86 P-0410/ KING ANO SPAULDING NEW STRENGTH APPROVED 
HYDROCHLORIDE IN (lOOML/CONTAINER) CP0003 MAR 10. 1987 
5% DEXTROSE 
INJECTABLE; INJECTION 

NITROGLYCERIN IN O.SMG/ML 86 P-0099/ ABBOTT LABS NEW STRENGTH APPROVED 
DEXTROSE 5% · (100 ML/CONTAINER) CP0004 FEB 02, 1987 
INJECTABLE; INJECTION 

PROMETHAZINE HYDROCHLORIDE 25M6/ML 87 P-0087/ LYPHOMED NEW STRENGTH APPROVED 
INJECTABLE; INJECTION {2ML/VIAL) CP00002 MAY 01, 1987 

PROMETHAZINE HYDROCHLORIDE 50MG/ML 87 P-0087/CP LYPHOMED NEW STRENGTH APPROVED 
INJECTABLE; INJECTION {2ML/VIAL) MAY 01, 1987 

SODIUM NITROPRUSSIDE 25MG/Ml 87 P-0039/CP ABBOTT LABS NEW DOSAGE APPROVED 
INJECTABLE; INJECTION (2ML/VIAL) FORM MAR 10, 1987 

THEOPHYLLINE 400MG 86 P-0471/ SEARLE RESEARCH AND NEW STRENGTH APPROVED 
CAPSULE, CONTROLLED CP0002 DEVELOPMENT MAR 10, 1987 
RELEASE; ORAL 



DRUG NAME 
DOSAQE FORN; ROUTE 

STREll6TH 
(CONTAINER SIZE) 

ACETAMINOPHENi 356.4MG 
DIHYDROCOOEINE BITARTRATE 20MG 
CAPSULE; <mAL 

HYDROCORTISONE·; 
SALICYLIC ACID; 
SULAJR 
CREAM; TOPI(At 

PROCAINANIDE 
HYDROCHLORIDE 
TABLET; ORAL 

PROCAIN.MIDE 
HYDROCHLORIDE 
TABLET. CONTROLLED 
RELEASE; ORAL 

0.25% 
2.35% 
4% 

500MG 
750MG 
lOOOMG 

500MG 
750MG 
lOOOMG 

AIIDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DOCKET NlJIBER PETITIONER 

86 P-0040/CP DUNHALL PHARMACEUTICALS 

86 P-0439/CP CAM PHARMA 

85 P-0181 /CP FOREST LABS 

86 P-0328/CP KV PHARM 

31 

REASON FOlt 
PETITION STATUS 

NEW STRENGTH DENIED 
NEW FEB 12, 1987 
COMBINATION 

NEW DENIED 
C~BINATION MAY 06, 1987 
NEW INGREDIENT 

NEW DOSAGE DENIED 
FORM APR 21, 1987 

NEW DOSAGE DENIED 
FORM APR 21, 1987 
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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, 7TH EDITION FOR A FULL LISTING OF 
EXCLUSIVITY TERMS (ABBREVIATIONS, N~OOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW CODES 
WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT. 

REFERENCES 

NEW DOSIN6 SCHEDULE 

D-13 INCREASED MAXIMUM DAILY DOSAGE RECOMMENDATION 

NEW INDICATION 

I-54 CONTRAST ENHANCEMENT OF COMPUTED TOMOGRAPHIC BODY IMAGING 
1-55 PEDIATRIC ANGIOCARDIOGRAPHY 
1-56 INTRAVENOUS DIGITAL SUBTRACTION ANGIOGRAPHY 
1-57 PERIPHERAL VENOGRAPHY (PHLEBOGRAPHY) 
1-58 EXCRETORY UROGRAPHY 
1-59 ARTHROGRAPHY 
1-60 HYSTEROSALPINGOGRAPHY 
1-61 AORTOGRAPHY 
I-62 TREATMENT OF JUVENILE ARTHRITIS 
1-63 BIOPSY PROVEN MINIMAL CHANGE NEPHROTIC SYNDROME IN CHILDREN 
I-64 LONG-TERM TREATMENT OF ANGINA PECTORIS 
I-65 ADULT INTRAVENOUS CONTRAST ENHANCED COMPUTED TOMOGRAPHY OF THE HEAD AND BODY 
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EXCLUSIVITY TERMS 

PATENT USE CODE 

U-1 PREVENTION OF PREGNANCY 
U-2 CYCLIC CONTROL 
U-3 TREAlMENT OF AMENORRHEA. DYSMENORRHEA, AND FUNCTIONAL UTERINE BLEEDING 
U-4 TREAlMENT OR PROPHYLAXIS OF ANGINA PECTORIS AND ARRHYTHMIA 
U-5 TREAlMENT OF HYPERTENSION 
U-6 TREATING MAMMALS SUFFERING [FR<»t] ANXIETY 
U-7 PROVIDING PREVENTION AND TREATMENT OF EMESIS AND NAUSEA IN MAMMALS 
U-8 REDUCING INTRAVASCULAR PRESSURE IN MAMMALS 
U-9 METHOD OF PRODUCING BRONCHODILATION 
U-10 METHOD OF PRODUCING SYMPATHOMIMETIC EFFECTS 
U-11 INCREASING CARDIAC CONTRACTILITY 
U-12 TREATMENT OF BURNS 
U-13 CONTROL OF EMESIS ASSOCIATED WITH ANY CANCER CHEMOTHERAPY AGENT 
U-14 TREATMENT OF STRESS-INDUCED DEPRESSION 
U-15 DIAGNOSTIC METHOD FOR DISTINGUISHING BETWEEN HYPOTHALMIC MALFUNCTIONS OR LESIONS IN HUMANS 
U-16 TREATMENT OR PROPHYLAXIS OF CARDIAC DISORDERS 
U-17 METHOD FOR TREATMENT OF HERPETIC INFECTIONS 



APPL/PROO 

18917 001 
18917 003 
19243 001 

19243 002 

19353 001 
18700 001 
19270 001 
18770 001 

18644 001 
18644 002 
18644 003 
19215 001 
18470 001 

18057 001 
18057 002 
18057 003 
19322 001 
19323 001 
12141 001 
12141 002 
12142 001 
12142 002 
12142 003 
12142 004 
12142 005 
12142 006 
12142 007 
12142 008 
12142 009 
12142 010 
12836 004 
12836 005 
17820 002 
19386 002 

16672 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT ANO EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

SECTRAL; ACEBUTOLOL HYDROCHLORIDE 3857952 
SECTRAL; ACEBVJOLOL HYDROCHLORIDE 3857952 
PROV(NTIL; ALBUTEROL SULFATE 3705233 

3644353 
PROVENTIL; ALBUTEROL SULFATE 3705233 

3644353 
ALFENTA; ALFENTANIL HYDROCHLORIDE 4167574 
INOCOR; AHRINOME LACTATE 4072746 
BETOPTIC; BETAXOLOL HYDROCHLORIDE 4252984 
TORNALATE; BITOLTEROL HESYLATE 4336400 

4336400 

WELLBijTRIN; BUPROPION HYDROCHLORIDE 3885046 
WELLQlJTRIN; BUPROP{ON HVDROG_HLORIDE 3885046 
WELLBUTRI~; BUPROPIOH HYDROCHLORIDE 3885046 
fEHSTAT; BUTOCONAZOLE NITRATE 4078071 
CIBACALCIN; CALCITONIN, HUMAN RE32347 

PLATINOl; CISPLATIN 4177263 
PLATINOL; CISPLATIN 4177263 
PLATINOL-AQ; CISPLATIN 4177263 
TEMOVATE; CLOBETASOL PROPIONATE 3721687 
TEMOVATE; CLOOETASOL PROPIONATE 3721687 
CYTOXAN; CYCLOPHOSP}tAHIOE 
CYTOXAH; CYCLOPHOSPHAHIDE 
CYTOXAN; CYCLOPHOSPHAMIDE 
CYTOXAN; CYCLOPHOSPHAHIDE 
CYTOXAN; CYCLOPHOSPHAMIOC: 
CYTOXAN; CYCLOPHOSPHAHIDE 
CYTOXAN; CYCLOPHOSPHAHIDE 
LYOPHILIZEO moXAN; CYCLOPHOSpttAHIDE 4537883 
LYOPHILIZED CYTOXAN; CYCL-OPHOSPHAHIPE 4537883 
LYOPHILizro CYTOXAN; CYCLOPOOSPHAMIDE 4537883 
LYOPHILIZED CYTO:ltAN; CYCLOPHOSPHAHIDE 4537883 
lYOPHILIZfO CYTOXAN; ~Y~lOPHOSPI-IAHIDE 4537883 
PERSANTrNE; OIPYRIDAHOLE 
PERSANTINf; DIPYRIDAHOLE 
DOBUTREX; DOBUTAHINE HYDROCHLORIDE 3987200 
BREVI8LOC; E'SHOLOL HYDROCHLORIDE 4593119 

4387103 
OVRAL; ETHINVL ESTRADIOL 3666658 

3666858 
3666858 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

DEC 31, 1993 lJ-4 
DEC 31, 1993 U-4 
DEC 05, 1989 
fEB 22, 1989 NDF JAN 14, 1990 
DEC 05, 1989 
FEB 22, 1989 NOf JAN 14, 1990 
SEP 11, 1996 NCE DEC 29, 1991 
FEB 07, 1995 U-11 NCE JUL 31, 1994 
JUL 31, 1999 NCE AUG 30, 1990 
JUN 22, 1999 U-10 
JUN 22, 1999 U-9 

U-10 
HAY 20, 1994 
HAY 20, 1994 
HAY 20, 1994 
HAR 07, 1997 NCE NOV 25, 1990 
JUN 30, 1998 NCE OCT 31, 1991 

ODE OCT 31, 1993 
DEC 04, 1996 
DEC 04, 1996 
DEC 04, 1996 
MAR 20, 1992 NCE D£C 27, 1990 
MAR 20, 1992 NCE DEC 27, 1990 

I-63 APR 29, 1990 
1-63 APR 29, 1990 
I-63 APR 29, 1990 
I-63 APR 29, 1990 
I-63 APR 29, 1990 
I-63 APR 29, 1990 
I-63 APR 29, 1990 

AUG 27, 2002 I-63 APR 29, 1990 
AUG 27, 2002 I-63 APR 29, 1990 
AUG 27, 2002 I-63 APR 29, 1990 
AUG 27, 2002 I-63 APR 29, 1990 
AUG 27, 2002 I-63 APR 29, 1990 

I-49 DEC 22, 1989 
I-49 DEC 22, 1989 

OCT 19, 1993 U-11 
JUH 03, 2003 NCE DEC 31, 1991 
JUN 07, 2000 U-16 
HAY 30, 1989 U-1 
HAY 30, 1989 U-2 
MAY 30, 1989 U-3 



PRESCRIPTIOH ANO OTC DRUG PRODUCT PAGE 35 
PATENT ANO EXCLUSIVITY DATA 

APPL/PROO TRADE NAME; INGREDIENT NAHE PATENT PATENT USE EXCLUS EXCLUS 
NUMBER EXP1RES COOE CODE EXPIRES 

16806 001 OVRAL-28; ETHINYL ESTRAOIOL 3666858 MAY 30, 1989 U-1 
3666858 HAY 30, 1989 U-2 
3666858 HAY 30, 1989 U-3 

17612 001 tO/OVRAL; ETHINYL ESTRAOIOL 3666858 HAY 30, 1989 U-1 
3666858 HAY 30, 1989 U-2 
3666858 HAY 30, 1989 U-3 

17802 001 LO/OVRAL-28; ETHINYL ESTRAOIOL 3666858 HAY 30, 1989 U-1 
3666858 HAY 30, 1989 U-2 
3666858 HAY 30, 1989 U-3 

18668 001 NORDETTE-21; ETHINYL ESTRADIOL 3666858 HAY 30, 1989 U-1 
3666858 HAY 30, 1989 U-2 
3666858 HAY 30, 1989 U-3 

18782 001 NORDETTE-28; ETHINYL ESTRAOIOL 3666858 MAY 30, 1989 U-1 
3666858 HAY 30, 1989 U-2 
3666858 HAY 30, 1989 U-3 

19190 001 TRIPHASIL-28; ETHlNYL ESTRADIOL 3957982 HAY 18, 1993 U-1 
3666858 HAY 30, 1989 U-1 
3666858 HAY 30, 1989 U-2 
3666858 HAY 30, 1989 U-3 

19192 001 TRIPHASIL-21; ETHINYL ESTRADIOL 39S7982 HAY 18, 1993 l>-1 
3666858 HAY 30, 1989 U-1 
3666858 MAY 30, 1989 U-2 
3666858 HAY 30, 1989 U-3 

>ADO> 19545 001 DIORONEL; ETlDRONATE DISODIUH 4254114 MAR 03, 1998 
>ADO> 4216211 AUG 05, 1997 
>ADD> 4137309 JAN 30, 1996 ODE APR 20, 1994 
>A.DO> 3683080 AUG 08, 1989 NDf APR 20, 1990 

19527 001 P£PCID; fAl«>TIDINE 4283408 AUG 11, 1998 NCE OCT 15, 1991 
18830 001 TAHBOCOR; fLECAINIDE ACETATE 4005209 JAN 25, 199.6 
18830 002 TAHBOCOR; fLECAINIOE ACETATE 4005'209 JAN 25, 1996 
19415 002 HETRODIN; fLUHAZENIL NE SEP 18, 1989 
19404 001 OCUfEN; FLURBlPROFEN SOOIUH 3793457 FEB 19, 1991 

3755427 AUG 28, 1990 NCE DEC 31, 1991 
18123 001 FACTREL; GOWu>ORELIN HYDROCHLORIDE 4110438 AUG 29, 1995 U-14 

3947569 HAR 30, 1993 U-15 
18123 002 FACTREL; GONADORELIN HYDROCHLORIDE 4110438 AUG 29, 1995 U-14 

3947569 HAR 30, 1993 U-15 
18123 003 FACTREL; GONADORELIN HYDROCHLORIDE 4110438 AUG 29, 1995 U-14 

3947569 MAR 30, 1993 U-15 
18587 001 WYTENSIN GUANABENZ ACETATE 3658993 APA 25, 1989 U-5 
18587 002 WVTENSIN GUANABENZ ACETATE 3658993 APR 25, 1989 U-5 
18587 003 WYTENSIN GUANABENZ ACETATE 3658993 APR 25, 1989 U-5 



APPl/PROO 

19046 001 

19046 002 

19046 003 

19046 004 

19174 001 

19174 002 

19174 003 

19174 004 

>ADO> 18956 001 

>ADD> 18956 002 

>ADO> 18956 003 

>ADD> 18956 004 

18735 001 
18735 002 
18735 003 
18735 004 
13295 002 
18905 002 

18754 002 
18754 003 
19010 001 
16763 001 
18029 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

NORHOZIDE; HYDROCHLOROTHIAZIDE 4066755 
4012444 

NORMOZIOE; HYOROCHLOROTHIAZIDE 4066755 
4012444 

NORMOZIDE; HYDROCHLOROTHIAZIDE 4066755 
4012444 

NORHOZIDE; HYDROCHLOROTHIAZIDE 4066755 
4012444 

TRANDATE-HCT; HYDROCHLOROTHIAZIDE 4066755 
4012444 

TRANOATE-HCT; HYDROCHLOROTHIAZIDE 4066755 
4012444 

TRANDATE-HCT; HYDROCHLOROTHIAZIDE 4066755 
4012444 

TRANOATE-HCT; HYDROCHLOROTHIAZIDE 4066755 
4012444 

OHNIPAQUE 180; IOHEXOL 4396597 
4250113 

OHNIPAQUE 240; IOH£XOL 4396597 
4250113 

OHNIPAQUE 300; IOHEXOL 4396597 
4250113 

OHHIPAQUE 350; IOHEXOL 4396597 
4250113 

ISOVUE-M 200; IOPAHIDOL 4001323 
ISOVUE-300; IOPAHIDOL 4001323 
ISOVUE-370; IOPAHIDOL 4001323 
ISOVUE-M 300; IOPAHIDOL 4001323 
CONRAY-43; IOTHALAHATE HEGLUHINE 
HEXABRIX; IOXAGLATE HEGLUMINE 4094966 

4065554 
4065553 
4014966 

ORUOIS; KETOPROfEN 3641127 
ORUDIS; KETOPROFEN 3641127 
LUPRON; LEUPROLIDE ACETATE 4005063 
SULFAHYLON; HAFENIDE ACETATE 3497599 
RITALIN-SR; HETHYLPHENIDATE HYDROCHLORIDE 4137300 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

JAN 03, 1995 
HAR 15, 1994 NC APR 06, 1990 
JAN 03, 1995 
HAR 15, 1994 NC APR 06, 1990 
JAN 03, 1995 
HAR 15, 1994 NC APR 06, 1990 
JAN 03, 1995 
HAR 15, 1994 NC APR 06, 1990 
JAN 03, 1995 
HAR 15, 1994 NC APR 10, 1990 
JAN 03, 1995 
HAR 15, 1994 NC APR 10, 1990 
JAN 03, 1995 
HAR 15, 1994 NC APR 10, 1990 
JAN 03, 1995 
HAR 15, 1994 NC APR 10, 1990 
JUL 14, 1998 1-65 HAY 12, 1990 
DEC 26, 1999 NCE DEC 26, 1990 
JUL 14, 19-98 I-65 HAY 12, 1990 
DEC 26, 1999 NCE DEC 26, 1990 
JUL 14, 1998 I-65 HAY 12, 1990 
DEC 26, 1999 NCE DEC 26, 1990 
JUL 14, 1998 1-65 MAY 12, 1990 
DEC 26, 1999 NCE DEC 26, 1990 
JAN 04, 1996 NCE DEC 31, 1990 
JAN 04, 1996 NCE DEC 31, 1990 
JAN 04, 1996 NCE DEC 31, 1990 
JAN 04, 1996 NCE DEC 31, 1990 

I-54 DEC 18, 1989 
JUN 13, 1995 I-54 OCT 22, 1989 
DEC 27, 1994 I-36 OCT 22, 1989 
DEC 27, 1994 I-6 OCT 22, 1989 
HAR 29, 1996 NCE JUL 26, 1990 

I-55 OCT 22, 1989 
1-56 OCT 22, 1989 
1-57 OCT 22, 1989 
1-58 OCT 22, 1989 
1-59 OCT 22, 1989 
I-60 OCT 22, 1989 
I-61 OCT 22, 1989 

fEB 08, 1991 NCE JAN 09, 1991 
FEB 08, 1991 NCE JAN 09, 1991 
JAN 25, 1996 NCE APR 09, 1990 
JAN 26, 1988 U-12 
JAN 30, 1996 NCE APR 30, 1992 



APPL/PROD 

17862 001 
>ADD> 17963 001 
>ADD> 17963 002 

18873 002 
18873 003 
18873 004 

>ADD> 18654 002 
>ADO> 19543 001 
>ADD> 19625 001 
>ADD> 19516 001 

18677 001 

17581 002 

17581 003 

17581 004 

18965 001 

19384 002 
17031 001 

18553 004 
>ADD> 19536 001 

18708 003 

18859 001 
19518 002 
19107 001 
19640 004 
18217 001 
18963 001 

>ADD> 18682 001 
>ADD> 19355 001 

14103 003 
19655 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAHE; INGREDIENT NAME PATENT 
NUMBER 

REGLAN; HETOCLOPRAMIDE HYDROCHLORIDE 4536386 
LOPRESSOR; HETOPROLOL TARTRATE 3998790 
LOPRESSOR; HfTOPROLOL TARTRATE 3998790 
HEXITIL; HEXILETINE HYDROCHLORIDE 3954872 
HEXITIL; HEXILETINE HYDROCHLORIDE 3954872 
HEXITIL; MEXILETIHE HYDROCHLORIDE 3954872 
VERSED; HIDAZOLAH HYDROCHLORIDE 4280957 
ELOCON; HOHETASONE FUROATE 4472393 
ELOCON; HOHETASONE FUROATE 4472393 
HS CONTIN; MORPHINE SULFATE 
CESAH£T; NABILONE 4087547 

4087545 
3928598 
3920809 

NAPROSYN; NAPROXEN 3998966 
3904682 

NAPROSYN; NAPROXEN 3998966 
3904682 

NAPROSYN; NAPROXEN 3998966 
3904682 

NAPROSYN; NAPROXEN 4009197 
4001301 
3998966 
3904682 

NOROXIN; NORFLOXACIN 4639458 
OVRETTE; NORGESTREL 3666858 

3666858 
3666858 

INOERAL LA; PROPRANOLOL HYDROCHLORIDf 4138475 
INDERAL; PROPRANOLOL HYDROCHLORIDE 4600708 
DORHALIN; QUAZEPAH 3920818 

3845039 
VIRAZOLE; RIBAVIRIN 4211771 
EXTRA-STRENGTH AIM; SODIUM HONOFLUOROPHOSPHATE 
PROTROPIN; SOMATREH 4658021 
HUHATROPE; S0MATR0PIN, BIOSYNTHETIC 
SUPROL; SUPROFEN 4035376 
CHOLETEC; TECHNETIUM TC-99H HESR0FENIN KIT 4418208 
TROSYD; TIOCONAZOLE 4661493 
VAGISTAT; TIOCONAZOLE 4661493 
ONCOVIN; VINCRISTINE SULFATE 4619935 
RETROVIR; ZIDOVUDINE 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

AUG 20, 2002 U-13 
DEC 21, 1993 1-64 JUN 27, 1989 
DEC 21, 1993 1-64 JUN 27, 1989 
HAY 04, 1995 NCE DEC 30, 1990 
HAY 04, 1995 NCE DEC 30, 1990 
HAY 04, 1995 NCE DEC 30, 1990 
JUL 28, 1998 NCE DEC 20, 1990 
SEP 18, 2001 NCE APR 30, 1992 
SEP 18, 2001 NCE APR 30, 1992 

NOF HAY 29, 1990 
HAY 02, 1995 U-8 
HAY 02, 1995 U-7 
DEC 23, 1992 U-6 
NOV 18, 1992 NCE DEC 26, 1990 
DEC 21, 1993 1-62 HAR 23, 1990 
SEP 09, 1992 D-13 HAR 23, 1990 
DEC 21, 1993 I-62 HAR 23, 1990 
SEP 09, 1992 D-13 HAR 23, 1990 
DEC 21, 1993 1-62 HAR 23, 1990 
SEP 09, 1992 0-13 HAR 23, 1990 
SEP 09, 1992 
SEP 09, 1992 
DEC 21, 1993 
SEP 09, 1992 NOF HAR 23, 1990 
JAN 27, 2004 
MAY 30, 1989 U-1 
HAY 30, 1989 U-2 
HAY 30, 1989 U-3 
FEB 06, 1996 
JUL 15, 2003 0-7 OCT 31, 1989 
NOV 18, 1992 
OCT 29, 1991 NCE DEC 27, 1990 
JUL 08, 1999 NCE DEC 31, 1990 

NS AUG 06, 1989 
APR 14, 2004 NCE OCT 17, 1990 

ODE MAR 08, 1994 
JUL 12, 1996 NCE D£C 24, 1990 
NOV 29, 2000 NCE JAN 21, 1992 
APR 28, 2004 U-17 
APR 28, 2004 U-17 
OCT 28, 2003 

ODE HAR 19, 1994 
NCE HAR 19, 1992 



APPL/PROO 

DRUG PRODUCTS APPROVED UNOER SECTION 505 OF THE ACT 
BY THE DIVISION OF BLOOD ANO BLOOD PRODUCTS LIST 

PATENT AND EXCLUSIVITY DATA 

TRADE NAHE; INGREDIENT NAME PATENT 
NUMBER 

PATENT 
EXPIRES 

>ADO> 83715 001 PROHIT; DEXTRAN 1 IN SOOIUM CHLORIDE 0.61 4201772 AUG 17, 1998 
>ADD> 841207 001 PENTASPAN; PENTA.STARCH 10% IN SODIUM CHLORIDE 0.9% 

.. 

US-£ EXCLUS 
COOE CODE 
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EXCLUS 
EXPIRES 

NCE OCT 30 , 198-9 
ODE M4Y 19, 1994 



SUBSCRIPTION FORM 

APPROVED DRUG PRODUCTS 
WITH 

THERAPEUTIC EQUIVALENCE EVALUATIONS 
. 7TH EDITION (1988) 

MAILTO: 

Superintendent of Documents 
Government Printing Office 
Washingt.on, DC 20402 
(202) 783-3238 

PURCHASER: 

DATE: 

SHIP TO: 
(If different than Purchaser) 

CONTACT: TELEPHONE (Include Area Code): 

METHOD OF PAYMENT; 

0 Charge my GPO Account No. 

0 Purchase Order No. 

D Oheck/money order enclosed for $ ------,,---
(Mau c;lu!ck or money order payable to 81.tperintendent ofDocum.en.ts) 

AUTHORIZING 
SIGNATURE: 

DESCRIPTION 

The 7th Edition is published in March 1987. 
Subscription includes the Approved Drug 
Products publication and monthly Cumu
lative Supplements. 

DOMESTIC (Stock No. 917-001-00000-6) 

FOREIGN (Stock No. 917-001-00000-6) 

ENTER TOTAL 

QUANTITY 

DATE: 

UNIT PRICE TOTAL PRICE 

@ $86.00 

@ $107.50 $ 


