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APPROVED DRUG PRODUCTS 

with 

THERAPEUTIC EQUIVALENCE EVALUATIONS 

7th EDITION 

CUMULATIVE SUPPLEMENT 12 

DECEMBER 1987 

1.0 INTRODUCTION 

1.1 HOW TO USE THE CUMULATIVE SUPPLEMENT 

This Cumulative Supplement is one of a series of monthly updates to 
the Approved ~rug Products with Therapeutic Equivalence Evaluations, 
7th Edition (t e List). The List is composed of three parts: approved 
prescription drug products with therapeutic equivalence evaluations, 
over-the-counter (OTC) drug products that requi re approved appl i cati ons 
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 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 IIDrug Price Competition and Patent Term Restoration Act of 
1984 11 for the Prescription, OTC, and Drug Products Approved Under Section 
505 of the Act by the Division of Blood and Blood Products lists. 

The Patent and Exclusivity Lists are arranged in alphabetical order by 
active ingredient name. For those products with multiple active 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 (FOAls internal file number). All patents with their 
expiration dates are displayed for each application number. Use patents 
are indicated with the symbol "U II 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 for an explanation of the use codes 
and exclusivity abbreviations. 

Because all parts of the publication are subject to changes, additions, 
or del etions, the List must be used in conjunction with the most current 
Cumul ative Suppl ement. Users may wi sh to pl ace an asteri sk (*) to the 
left of the ingredient(s) in the List to indicate that changes to that 
entry appear in the Cumulative 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. [Strength(s) which already 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 > ADD> to 
the left of the line on which new information exists. The >-AruL> symbol 
is then dropped in subsequent Cumul ative Suppl ements 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 > DLT > 
(DELETE) to the left of the 1 ine containing overstruck print. The >.Jll.L> 
symbol is dropped in subsequent Cumulative Supplements for that item. The 
overstruck print will remain in the Prescription and OTC Drug Product 
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 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 II Gl." symbol to designate 
their non-marketed status. All products having a " a" 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 
bioequiva1ence of prednisone products. This decision is based on past 
bioavai1ability studies on a variety of prednisone products sponsored 
under FDA contract which estab1 ished an in vitro and in vivo correlation 
with a variety of in vitro apparatus andmedia. The studies demonstrated 
that the dissolution rate using 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 correlation existed for the tilting blade paddle. Following the 
October 15, 1977, effective date of the new USP prednisone tablet 
dissolution specification, the Agency initiated an extensive voluntary 
dissolution certification program for all marketed prednisone tablet 
products. Thi s program conti nued unti 1 each fi rm 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 reformul ate to an acceptabl e product. As a resul t 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 bioavailability -study 
conducted in 1982 on marketed prednisone tablets revealed no statistically 
significant differences in the key bioavailability parameters (AUC, 
Cmax , Tmax) for prednisone tablets. 

Therefore, FDA will. change the therapeutic equivalence code from BX to AB 
on any approved prednisone tablets if the application is supplemented with 
an acceptable comparative in vitro dissolution study. (See Section 3.7 of 
the 7th Edition List for available guidance from the Division of 
Bioequivalence.) 

1.3 OTC DRUG PRODUCTS 

The following drug products identified in the "OTC Drug Product List" of 
this publication as requiring approved applications may be marketed on the 
firm's own responsibility without an application under the Agency's 
existing OTC drug marketing policies so long as applicable proposed or 
tentative final monographs are followed (see 21 CFR 330.13). 

Pseudoephedrine Hydrochloride 
Triprolidine Hydrochloride 
Tablet or-Capsule; Oral 

Pseudoephedrine Hydrochloride 
Triprolidine Hydrochloride 
Syrup; Oral 

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 studi es were requi red, 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 appl icant, the product will be included in 
the appropriate Drug Product List. 

Products 

Nitroglycerin (capsule, controlled re1ease;oral) 
Nitroglycerin (ointment;topical) 
Nitroglycerin (tablet, controlled release;ora1) 
Nitroglycerin (tablet, controlled release;buccal) 
Tranylcypromine Sulfate 

1.5 GAVISCON 

Federal Register Reference 

SEP 7, 1984 (49 FR 35428) 
SEP 3, 1986 (51 FR 31371) 
SEP 7, 1984 (49 FR 35428) 
JUL 5, 1985 (50 FR 27688) 
MAR 22, 1984 (49 FR 10708) 

Gaviscon is an over-the-counter (OTC) product which has been marketed 
since September 1970. The active ingredients, aluminum hydroxide and 
magnesium trisilicate, for this product were reviewed by the OTCls Antacid 
Panel and were considered to be safe and effective ingredients (Category 
r) by that panel. However, the tablet failed to pass the antacid test 
which is required of all antacid products. It was, therefore, placed in 
Category III for lack of effectiveness. A full NDA with c1 inical studies 
was submitted by Marion Laboratories, Inc., and approved by FDA, 
December 9, 1983. Gavisconls activity in treating reflux acidity is made 
possible by the physical-chemical properties of the inactive ingredients, 
sodium bicarbonate and al ginic acid. Therefore, all ANDAs which cite 
Gaviscon tablets as the listed drug must contain the inactive ingredients, 
sodium bicarbonate and alginic acid. A full NDA will be required to 
support the effectiveness of the drug product if different inactive 
ingredients are substituted for sodium bicarbonate or a1 ginic acid or if 
different proportions of these ingredients are used. 

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 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 app1 icants, each approved product involved 
will appear as an applicant name change in the Cumulative Supplement. 
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FORMER APPLICANT (NAME) 

COOPERVISION PHARMS 

CARTER-GlOGAU lABORATORIES 

APPLICANT (NAME) CHANGES 

NEW APPLICANT (NAME) 

IOlAB PHARMACEUTICALS 

STERIS LABORATORIES 

ASCOT HOSPITAL PHARMACEUTICALS ASCOT DIVISION OF 
TRAVENOl LABORATORIES 

WILLIAM H RORER INC 

USV (PR) DEVELOPMENT 
CORPORATION 

USV lABORATORIES INC 

USV PHARMACEUTICAL CORP 

COlMED LABORATORIES INC 

FORMUTEC CORP DIV COLMED 
lABS INC 

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 

PHARMACEUTICAL BASICS INC 

PHARMACEUTICAL BASICS INC 

NEW ABBREVIATED NAME 

IOLAB 

STERIS lABS 

ASCOT 

RORER PHARM 

RORER PHARM 

RORER PHARM 

RORER PHARM 

PHARM BASICS 

PHARM BASICS 

Conjugated estrogen tab1 ets are presently coded BS (not therapeutically 
equivalent) based on in vivo data indicating differences produced by 
di fferent conjugate~ estrogen tab1 ets in urinary excretion 1 evels of the 
active ingredients. These differences were believed to be directly 
related to the differences in composition permitted 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 bfoequiva1ence studies for all new 
applications for conjugatedestrogen tab1 ets and for any such product to 
be coded AB (therapeutically equivalent). Thus, all new or pending 
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appl ications for conjugated estrogen tabl ets must contain in vivo studies 
and previously approved conjugated estrogen tablets will be coded as BP 
(not therapeutically equivalent) unless ·an acceptable in vivo 

. bioequivalence study is submitted by the applicant holder. Requests for 
guidance 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 Li st. II 

c. A recent approval has shown that the language in the "BC" code 
definition did not accurately reflect the use of the Be code for 
controlled-release products which may meet bioequiva1ence criteria for 
approval, but differ in 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 ~rug Products with Thera~eutic Equivalence 
Evaluations, tth Editlon, the language-aefining t e AB and BC codes 
has been revised. 

AB 

Products meeting necessary bioequivalence requirements 

The AB evaluation generally denotes products that: (1) contain an 
activ'e ingredient in a dosage form for which the submission of 
bioavai1ability or clinical data is required for approval or to permit 
therapeutic equivalence evaluations, and (2) for which the applicant 
has provided adequate studies to establish the bioavai1abi1ity and 
bioequiva1ence of its product. Products generally will be coded AB 
if a study is, submitted demonstrating bioequivalence, even if the 
study currently is not required for approval. This category a1 so 
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 signifies that only 
that product is supported by bioavai1abi1ity data. It does not 
signify that this product is thet"apeutically equivalent to the other 
drugs under the same heading. rhus, one product under a drug 
ingredient heading, coded AB is not therapeutically equivalent to a 
drug product under the same heading that is coded BD, BP, or BT. 
Drugs coded AB under an ingredient heading are considered 
therapeutically equivalent only to other drugs coded AB under that 
heading. 
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BC 

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

Although bioavailabil ity studies have been conducted on these dosage 
forms, they are subject to bioavailability differences, pr1marily 
because firms developing controlled-release products for the same 
active ingredient rarely employ the same formulation approach. FDA, 
therefore, does not evaluate different controlled-release dosage 
forms containing the same active ingredient in equal strength as 
therapeutically equivalent unless equivalence between individual 
products for both rate and extent has been specifically demonstrated 
through appropriate bioequivalence studies. Controlled-release 
products for which such bioequivalence data are available have been 
coded AB. 

d. In the following products dextrose and sodium chloride are considered 
vehicles and not active ingredients, therefore, they will no longer 
appear as part of the active ingredient heading. These ingredients 
may continue to appear in the trade name for those products which 
contain them. The active ingredient headings in the 7th Edition 
affected are: 

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

PROCAINAMIDE HYDROCHLORIDE 

CAPSULE; ORAL; 
PROCAINAMIDE HCL 

LEDERLE LABS/AM CYAN 

VANGARD LABS/MWM 

375MG 
500MG 
250MG 

1.9 CHANGE OF A THERAPEUTIC EQUIVALENCE CODE FOR A DRUG ENTITY 

N86952 001 
N86943 001 
N87643 001 

This section explains the procedures the Agency will use when, in response 
to a petition or on its own initiative, it is considering a change in the 
therapeutic equivalence code for approved mu1tisource drug products. Such 
changes will generally occur when the Agency becomes aware of new 
scientific information affecting therapeutic equivalence. These 
procedures will be used when all drug products found in the "Drug Product 
List" under a specific drug entity and dosage form are being considered 
for a change. The change may be from the code signifying that the drug 
does not present a bioequiva1ence problem drug (e.g., AA) to a code 
signifying a bioequiva1ence problem (e.g., BP), or vice versa. A change 
of a single product code from BP to AB as a result of a bioequiva1ence 
study is not applicable in this section. 

This section lists those drug entities that are actively being considered 
by the Agency for reclassification. Before making a change in the code, 
the Agency will announce in this section of the Cumulative Supplement that 
it is considering the change and will invite comment. Comments, along 
with scientific data, may be sent to the Division of Bioequiva1ence, 
HFN-250, Room 17B06, 5600 Fishers Lane, Rockville, MD 20857. The comment 
period will generally be 60 days in length, and the closing date for 
comments will be listed in the description of the proposed change for each 
drug entity. 

The most useful type of scientific data is an in vivo bioavai1ability/ 
bioequiva1 ence study conducted on batches of the subject drug. These 
submissions should present a full description of the analytical procedures 
and equipment used, a validation of the analytical methodology, including 
the standard curve, a description of the method of calculating results, 
and a description of the pharmacokinetic and statistical models used in 
analyzing the data. Anecdotal or testimonial information is the least 
useful to the - Agency, and such submissions are discouraged. However, 
copies of supporting reports pub1 ished in the scientific 1 iterature or 
unpublished material are welcome. 
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The Agency is currently considering a change in therapeutic equivalence 
evaluation for the following drug(s): 

Benztropine mesylate: 

The Agency initially did ne:t classify benztropine mesylate as having an 
actual or potential bioequivalence problem. (42 FR 1624, January 7, 
1977). Benztropine mesylate tablets (Cogentin) is a DESI drug product -
that was raised to the effective status on November 7, 1970 (35 FR 211). 
It remained single source until January 1984. At that time, the Agency 
reviewed its status regarding a potential bioequival ence probl em. Based 
principally on a published article, Tune, L., and Coyle, J.T., "Acute 
Extrapyramidal Side Effects: Serum Levels of Neuro1eptics and 
Anticholinergics," Psychopharmacology, 1981 ;75:9-15, the Agency decided 
that benztropine mesy1ate did present a potential bioequiva1ence problem 
because of the possibility of nonlinear kinetics. As a result, an in vivo 
bioequiva1ence study was required to demonstrate bioequivalence-and 
to gain approval of an ANDA. 

Recently, two pharmaceutical firms have asked the Agency to change the 
therapeutic equiva1 ence code for benztropi ne mesyl ate oral tab1 ets from 
BP to AA. Although the Agency disagrees with the arguments on the 
basis that the requests were primarily legal and regulatory, the Agency 
used the opportunity to reassess the merits of its earlier decision. Upon 
a careful re-review of the article in question and another search of the 
literature, the Agency now believes that there is an insufficient basis 
upon which to evaluate benztropine mesy1ate as having a potential 
bioequivalence ·prob1em. In addition, one of the authors of the article 
has advised the Agency that he does not bel ieve the data in the article 
provide a basis for concluding that benztropine mesy1ate displays 
nonlinear kinetics. In ·addition, the drug is freely soluble in water and 
does not generally meet the criteria, described in 21 CFR 320.52, for a 
drug posing a bioequivalence problem. 

The Agency requests that interested parties submit comments with respect 
to the Agency's proposal to change the therapeutic equivalence code for 
listed benztropine mesylate oral tablets from BP to AA. We request 
that such comments be received no later than September 30, 1987. 

In Cumulative Supplement 6, of the Approved ~rhg products 
with Therapeutic Equivalence Evaluations, t Edition, 
~Agency proposed to change the therapeutic equivalence 
code for benztropine mesylate oral tablets from BP to 
AA. The Agency sol icited comments from interested 
persons to be received no later than September 30, 1987. 

The proposal elicited one comment in favorable support of 
changing benztropine mesylate oral tablets from BP to 
AA. 

xi 



Therefore, since there was no objection from interested 
parti es to the proposed change, the Agency wi 11 imp1 ement 
its p1 ans to des i gnate benztropine mesy1 ate oral tab1 ets 
as AA. 

Before a 
applicant's 
supplement 
dissolution 

TE code is changed from 
with approved products are 
their applications with 

testing. 

Nortriptyline hydrochloride: 

BP to AA, 
required to 

appropriate 

Presently, Eli Lilly and Sandoz Pharmaceuticals have received approval to 
market nortriptyline hydrochloride capsules, Aventy1 and Pame10r, 
respectively. A recent article, Dubovsky, S.l., "Single Case Study: 
Severe Nortriptyline Intoxication due to Change from Generic to a Trade 
~~eparation," Journal of Nervous and Mental Disease, 1987;175:115-17. 
indicates that it would be appropriate to change the therapeutic 
equivalence code for Aventyl and Pame10r from BP to BD. 

The Agency will change the therapeutic equivalence code of nortriptyline 
hydrochloride capsules from BP to BD unless scientific data are 
submitted that adequately controvert the evidence presented in the cited 
article. The Agency is soliciting comments from interested parties who 
desire to submit scientific data in support of, or in disagreement with, 
this proposal. We request that such comments be received no later than 
October 30, 1987. . 

1.10 Revision of a Therapeutic Equivalence Evaluation 

The Agency published a notice of opportunity for hearing, proposing to 
withdraw approval of NDAs for sterile injectable products manufactured by 
John D. Copanos in the Federal Register on March 10, 1987. In the 
Federal Register on August 6, 1987, the Agency denied a hearing and 
withdrew approval of these NDAs, effective September 8, 1987. The 
applications were withdrawn on the grounds that the methods used in, and 
the facilities and controls used for, the manufacture, processing and 
packing of the sterile injectable drugs were inadequate to assure their 
identity, strength, quality and purity, and were not made adequate within 
a reasonable time after receipt of written notice specifying the 
inadequacies. 

Therefore, equivalence codes for those sterile injectable products 
manufactured by John D. Copanos are being changed from AP to BP in 
the August supp1 ement and after the withdrawal of approval, the 
app1 ications in the September Cumu1 ative Supp1 ement will be discontinued 
from the Prescription Drug Product list. 
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1.11 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. 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 baseline and quarterly data. The baseline 
column refers to the products in the List. For each three-month period following December 186, 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 
Supplements and provides monthly activity with a cumulative count for the current quarter. 

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 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 to 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 in approval of products as either mu1tisource or single source during each 
month within the quarter. The report does not reflect category changes from mu1tisource to single 
source and vice versa. However, the net gain that results from all additions. deletions and category 
changes is reflected in the quarterly counts for multisource and single source products. 
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REPORT OF COUNTS FOR THE PRESCRIPTION DRUG PRODUCT LIST 

COUNTS CUMULATIVE BY QUARTER I 

CATEGORIES COUNTED DEC 19862 JUN 1987 

DRUG PRODUCTS LISTED 
SINGLE SOURCE 
MULTISOURCE 

THERAPEUTICALLY EQUIVALENT 
NOT THERAPEUTICALLY EQUIVALENT 
EXCEPTIONS 3 

NEW MOLECULAR ENTITIES APPROVED 
NUMBER OF APPLICANTS 

DRUG PRODUCTS ADDED: 
NEWLY APPROVED 
DESI EFFECTIVE 
REMARKETED 

DRUG PRODUCTS REMOVED: 
PRODUCTS WITH 8 SYMBOL 4 

RX TO OTC SWITCH 
NET GAIN/LOSS IN DRUG PRODUCTS: 

SINGLE SOURCE PRODUCTS APPROVED 
MULTISOURCE PRQDUCTS APPROVED 

NEW MOLECULAR ENTITIES APPROVED: 
AS THE ENTITY 
AS THE SALT. ESTER OR A DERIVATIVE 

8957 
2103 (23.5%> 
6854 (76.5%> 

5838 (65.2%> 
967 (10.8%> 

49 ( 0.5%> 

333 

9351 
2089 (22.3%> 
7262 (77.7%> 

6257 (67.0%> 
946 (10.1%> 

59 ( 0.6%> 

335 

DESCRIPTION OF ACTIVITY 

SEP 1987 1 OCT 1987 

608 63 
601 59 

3 0 
4 4 

46 0 
46 0 

0 0 
562 63 

41 8 
521 55 

5 
3 0 
'2 

SEP 1987 

9508 
2064 (21.7%> 
7444 (78.3%> 

64' 9 (67. 5 > 
96 I (10. 1%> 

64 ( 0.7%> 
2 

341 

NOV 

47 

3 

44 

0 

1987 

47 
0 
0 

3 
0 

4 
43 

0 
0 

DEC 1987 

9709 
2096 (21.6%> 
7613 (78.4%> 

6691 (68.9%) 
848 ( 8.7%> 

74 ( 0.8%> 
16 

349 

DEC 1987 

106 
106 

0 
0 

12 
12 
0 

94 
32 
74 

15 
6 

9 

(I) Cumulative counts are calculated from January I. 1987 to. and Including. the month Indicated. 
(2) Baseline figure. reflecting cumulative totals as of December 31. 1986. 
(3) Amino acid-containing products of varying composition (see Introduction. page 1-8 of the List>. 
(4) Products with' symbol Include products discontinued from marketing or products which have had approval 

withdrawn for other than safety and effectiveness reasons. 

xlv 
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PRESCRIPTION DRUG PRODUCT LIST 
7TH EDITION 

1 

C\J1ULATIVE SUPPLEMENT tu-sER 12 / JAN'87 - DEe'87 

ACETAMINOPHEN 

INJECTABLE; INJECTION 
INJECTAPAP 
a tlCNEIL PHARM 100HG/Hl 

ACETAMINOPHEN; BUTAlBITAl 

CAPSULE; ORAL 
DANCAP 

A§ FOREST PHARM 32SMG;50HG 

TR%APUH 
AB DUNHAll PHARMS 325t1G;50HGII 

ACETAMINOPHEN; BUTAlBITAl; CAFFEINE 

TABLET; ORAL 
BUTALBXTAL. ACETAHDtOPHEH AND CAFFEDfE 

M MIKART 325HG;5011G;40MGII 

ACETAMINOPHEN; CODEINE PHOSPHATE 

TABLET; ORAL 
ACETAHEHOPHEH AND CODEDfE PHOSPHATE HO. 2 

AA AM THERPTCS 300MG;15MGa 

AA ~;15HG11 

ACETAKEHOPHEH AND CODEEHE PHOSPHATE HO. lJ 
aM AM THERPTCS 300OO;30HGA 

M ~i30HGII 

ACETAMEHOPHEH AHD CODEEHE PHOSPHATE HO. '" 
AA AM-THERPTCS 300MGi60MGII 

aM 300HGi60HGII 

ACETAMINOPHEN; HYDROCODONE BITARTRATE 

TABLET; ORAL 
ANEX!I7A-D 

M BEECHAM lABS 500t1Giat!§ll 

Nl7785 001 
HAR 07, 1986 

N88889 001 
JAN 16, 1986 

N89268 001 
JUL 02, 1987 

N89175 001 
JAN 21, 1987 

N89478 001 
HAR 03, 1987 

N89481 001 
HAR 03, 1987 

N89479 001 
HAR 03, 1987 

N89482 001 
HAR 03, 1987 

N89480 001 
HAR 03, 1987 

N89483 001 
HAR 03, 1987 

N89160 001 
APR 23, 1987 

ACETAMINOPHEN; HYDROCODONE BITARTRATE 

TABLET; ORAL 
H'tDROCODOHE BXTARTRATE AND ACETAHDtOPHEH 

BEECHAM lABS 650HG;7. 5HGII 

M HALSEY DRUG 500HGi5HGII 

M PHARM BASICS 500OOi5HGII 

M aQ.Q!:!!! ;~ 

lIN IWYtAtMrV I~{~ 

nCOLET 
AA tlCNEIl PHARM 500OO;5HG 

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE 

TABLET; ORAL 
OKYCODOHE HOL AND ACETAHDtOPHEH 

lIN l~d'lJ.t$tltJm lilliiJW 
RC»aCET 

M ROXANE lABS ~;5HG 

ACETAMINOPHEN; PROPOXYPHENE NAPSYlATE 

TABLET; ORAL 
PROPOXYPHEHE HAPS"I"LATE AHD ACETAHDtOPHEH 

AB PUREPAC PHARM 650MG;100MGII 

~ SUPERPHARM 

ACETOHEXAMIDE 

TABLET; ORAL 
ACETOHEXAMEDE 

AB BARR lABS 

~ 

~ DANBURY PHARHA 

~ 

~;100MGII 

~ 

~ 

250HGII 

500HGII 

N89725 001 
SEP 30, 1987 

N89554 001 
JUN 12, 1987 

N89290 001 
HAY 29, 1987 

N89291 001 
HAY 29, 1987 

1~"1~~i~~ 
N89385 001 

AUG 27, 1986 

1~j4~~/~#1 

N87003 001 

N70910 001 
JAN 02, 1987 

N7l319 001 
JAN 06, 1987 

N70869 001 
FEB 09, 1987 

N70870 001 
FEB 09, 1987 

N7l893 001 
NOV 25, 1987 

N7l894 001 
NOV 25, 1987 



RX DRUG PRODUCT LIST / C\HJLATIVE SUPPLEHENT MJteER 12 / .JAN'87 - DEC'87 2 

ACETYLCYSIEINE 

SOLUTION; INHALATION 
ACETYLC'rSTEEHE 

81 QUAD PHARl1S 

AM 

ALBUTEROL SULFAIE 

SOLUTION; INHALATION 
PROYEH1'%L 

Qf SCHERING 

VEKTO~ 
.Qf GLAXO 

SYRUP; ORAL 
PROYEH1'%L 

!! SCHERING 

VEHrOLDf 
.M GLAXO 

.M@I 

~ 

Eg O. 5l BASE_ 

EQ 0.083X B~ 

Eg 0.5% BASE_ 

Eg·2HG BASE/SHL 

Eg 2HG BASE/5H~ 

TABLET, CONTROLLED RELEASE; ORAL 
PROVENTIL 

SCHERING EQ 4HG BASE_ 

ALLOPURINOL 

TABLET; ORAL 
ALLOPURDtOL 

AB MUTUAL PHARH 100HGII 

All 300HGII 

LOPURDt 

All BOOTS PHARl1S 10~ 

All 300HGll 

N71740 001 
AUG 11, 1987 

N71741 001 
AUG 11, 1987 

N19243 001 
.JAN 14, 1987 

N19243 002 
.JAN 14, 1987 

N19269 002 
.JAN 16, 1987 

N18062 001 
.JAN 19,·1983 

N19621 001 
~ 10, 1987 

N19383 001 
.JUL 13, 1987 

N71449 001 
.JAN 09, 1987 

N71450 001. 
.JAN 09, 1987 

N71586 001 
APR 02, 1987 

N71587 001 
APR 02, 1987 

AHANIADINE HYDROCHLORIDE 

CAPSULE; ORAL 
AHAHTADDfE HCL 

All BOLAR PHARH 

All INVAHED 

AMIKACIN SULFATE 

INJECTABLE; INJECTION 

100HGII. 

100HGII 

N71382 001 
.JAN 21, 1987 

N71293 001 
FEB 18, 1987 

AHIKIN IN SODIUM CHLORIDE 0.9X IN PLASTIC CONTAINER 
BRISTOL lABS EQ 5HG BASEIH~ NS0618 002 

NOV 30, 1987 
EQ lOHG BASEIH~ NS0618 001 . 

AHILORIDE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE 

TABLET; ORAL 
AMrLORl:DE HCL AHD HYDROaiLOROTKrAZEDE 

All BIOCRAFT LABS ~;~ 

AMINO ACIDS 

INJECTABLE; INJECTION 
AHINOSYN lOX (PH6) 

ABBOTT lABS 

AHINOSYN T/' (PH6) 
ABBOTT LABS 

AHINOSYN 8.5X (PH6) 
ABBOTT LABS 

AMINQCAPROIC ACID 

> ADD> AI! 
> ADD > 

INJECTABLE; INJECTION 
AMIHOCAPRO%C ACJ:D 

LUITPOLD PHARl1S 

lOX 

7;.)1 

8.5% 

250HG/H\,JI 

AKIHOCAPRO:tC ACED PI PLAmC COHTADfER 
AI! ABBOTT lABS 250HGIH~ 

NOV 30, 1987 

N70795 001 
.JUL 15, 1987 

N17673 008 
NOV 18, 1985 

N17673 006 
NOV 18, 1985 

N17673 007 
NOV 18, 1985 

N71192 001 
DEC 01, 1987. 

N70010 001 
MAR 09, 1987 

~~~{':~~~;@lH,~;;aa'EAt@+'M{<JJ¥S1"i 4~ A J _ "' A, I?l!;;§!'¥' :C';"::-";"'M~~;:..Q§, J44MoXR, C .'- $.4. y. ,., ,$ 



RX DRU9 PRODUCT LIST / CUlJLATIVE SUPPLEMENT tueER 12 / .IAN'S7 - DEC'S7 3 

AMITRIPIYLINE HYDROCHLORIDE AMITRIPTYLINE HYDROCHLORIDE i PERPHENAZINE 

TABLET; ORAL TABLET; ORAL 
AKETR%mLDIE He&. PERPHEHAZ%HE AHD AKr1"R%PTYLDlE He" 

§ BARR LABS 150HGIII N89423 001 § CHELSEA lABS - SOMG;~ N7l558 001 
FEB 17, 1987 ttAR 02, 1987 

I 
ll$J.fftN1rV 

I 
I~.t~~·d.tl § CORD LABS 10MG; 2HG111 N7l062 001 

~§/f NOV 27, 1987 

~~~~ 
:> ADD:> All 10MG;~ N7l862 001 
:>...AmL:> DEC 21, 1987 

~~~~l~~~~ § ~;2HGIC N71063 001 
NOV 27, 1987 

All LEtHlN 10MG N86610 001 § ~;~ N71064 001 
All gSMG N86859 001 NOV 27, 1987 
All SOMS N86857 001 :>ADD:>§ 50HG;!!!§II N7l863 001 
AB 7SMG N86860 001 :>...AmL:> DEC 21, 1987 
All !Qru:§ N86854 001 
All 150MG N86853 001 
AB KJTUAL PHARH 10HGII N89398 001 AHOXICILLIN 

JUL 14, 1987 
All ~ N89399 001 CAPSULE; ORAL 

JUL 14, 1987 AHC»aC:ELLDI 
AB 50HGIII N89400 001 :>...AmL:> § NOVOPHARH 250HGIII N62853 001 

JUL 14, 1987 :>...AmL:> DEC 22, 1987 
§ 75MG11 N89401 001 :> ADD:> § 500HGII ·N62854·001 

JUL 14, 1987 :> ADD :> DEC 22, 1987 
AB 100HGlll N89402 001 

JUL 14, 1987 
All 150HGIII N89403 001 AMPHOTERICIN B 

JUL 14, 1987 
:>...AmL:> All SUPERPHARH 10HG N88853 001 INJECTABLE; INJECTION 
:>...AmL:> NOV 13, 1984 It!PHOTERmDf I 
:>...AmL:> AB 2SMG N88854 001 !f LYPHOHED 50HGI'IIAlJI N62728 001 
:> ADD :> NOV 13, 1984 APR 13, 1987 
:>....AQIL:> All 50HG N88855 001 FUHG:EZOHE 
:>....AQIL:> NOV 13, 1984 AI! SQUIBB 50HG/VIAL N60517 001 
:> ADD:> § 7SMG N88856 001 
:> ADD :> NOV 13, 1984 
:>...AmL:> All 100HG N88857001 AHPICILLnLsotmI't 
:> ADD :> NOV 13, 1984 
:> DLT :> /f,N /1J~/ /~~~~~~ INJECTABLE; INJECTION 
:> DLT :> 

if~1 AHP%CJ:LLDI SOr 
:> DLT :> /f,~/ /~/ 

I { .!Ji1.~ 1 
R.d~hWlJi!¥:. . ItIIP ~~~~~:.~~ :> DlT :> ~m~{Id~ :> DLT :> /f,~/ /~~~/ ~ ~ fl." I ;l~~:d~£ :> DLT :> I~}J :> DLT :> /f,~/ fj~1 I I MJ j.~ 1~.d.1 

:> DlT :> I . j.l~~i' a Eq 12SMG BASEIVIAL N61936 005 
:> DlT :> /f,N fj.~I~/ a Eq 250MG BASEIVIAL N61936 001 
:> DLT :> /".Ij.;t.,~~~ a Eq 500HG BASEIVIAL N61936 002 

a Eq 1GH BASEI'IIAL N61936 003 
a Eq 2GH BASEIVIAL N61936 004 
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RX DRUG PRODUCT LIST / ClHlLATIVE SUPPLEMENT tueER 12 / .JAN'87 - DEC'87 4 

AMPICILLIN SODIUM 

IN.JECTABLE; IN.JECTION 
4!!HP%CILLDf SODJD4 

AI! IBI SPA Eg ~OHG BASE/VIAba 

AI! ~g SOOMG BASEIVIALa 

AI! ~g ISH BASEIVIALa 

AI! INTL HEDTN SYS Eg ISH BASE/VIALa 

AI! ~g g~ BASEIVIA!,.JI 

~LYc:rLLDf-H 

AI! BRISTOL LABS ~g ISH BASE/VIALa 

AI! ~g 2SH BASEIVIAba 

>~> APLONIDlNE HYDROCHLORIDE 

> ADD > 
>~> 
>~> 
>~> 

SOLUTION/DROPS; OPHTHALMIC 
IOPIDINE 

ALCON LABS Eq lX BASE. 

ASPIRIN; CAFFEINE; ORPHENADRlNE CITRATE 

TABLET; ORAL 
HDRGES:tC 

AI! RIKER LABS 

HORGES%C FORTE 
AI! RIKER LABS 

ORflHEHGES%C 
AI! PAR PHARM 

ORPHENGES%C FORTE 
AI! PAR PHARM 

ASPIRIN; MEPROBAMATE 

TABLET; ORAL 
HEPROGESD: 

M VITARINE 

385HG;lQ!t!;~ 

nOHG;!2!:!! ;~ 

38SHG;30MG;~ 

770HG;60MG;SOHGII 

~;gooHGII 

NU719 DOl' 
HAY 12, 1987 

N62719 003 
HAY 12, 1987 

N62719 002 
HAY 12, 1987 

N62634 002 
.JAN 09, 1987 

N62634 003 
.JAN 09, 1987 

N627~8 001 
FEB 19, 1987 

N62738 002 
FEB 19, 1987 

N19779 001 
DEC 31, 1987 

N13416 003 
OCT 27, 1982 

N13416 004 
OCT 27, 1982 

N71642 001 
.JUN 23, 1987 

N71643 001 
.JUN 23, 1987 

N89127 001 
HAR 02, 1987 

ASPIRIN; MEPROBAMATE 

TABLET; ORAL 

IwIWI'~~1 1U2!!J.{~ 

>...JH.L> 
>..R.bL> 
>..R..bL> 
> DLT > 

CI-GES%C 
AI! QUANTUM PHARttCS 325HG;~ 

ATROPINE 

IN.JECTABLE; IN.JECTION 
ATROPEH 

AP SURVIVAL TECH ~2HILSULEA.IELO...JML 
ATROF.EHE 

AI! KALI DUPHAR ~g gHG ~LFATE/O.7HLa 

BACITRACIN 

IN.JECTABLE; IN.JECTION 
BAcrTRAc:DI 

AI! QUAD PHARMS 101000 UNITS/VIAbJI 

!f ~01000 UNITS/VIAba 

AI! UP.JOHN 10.000 UNITS/VIAL 

OINTMENT; OPHTHALMIC 
BACEGUEK1' 

AI a UP.JOHN 500 _UNITS/GttI 

BECLOHETHASONE DIPROPIONATE 

l~p~f;/iNd~ttft~~tI 
I~'~~~'/~~ I~;~~~/~~I 

> ADD > BECLOHETHASONE DIPROPIONATE t«HlHYDRATE 

>~:). 
>~> 

SPRAY, METERED; INHALATION/NASAL 

/J~11~~:M 
N88740 001 

.JUN 01, 1984 

N17106 001 

N7129S 001 
.JAN 30. 1987 

N62696 001 
APR 17. 1987 

N62696 002 
APR 17. 1987 

N60733 001 

N60734 001 

1.J6~~r:%~:1~ 

> ADD > 8M 
>...AruL> 

BECONASE Aq 
GLAXO £q 0.042HG DIPROP./INH N19389 001 

.JUL 27, 1987 
> ADD > 
> ADD> 8M 
>-A!llL> 

VANCENASE Aq 
SCHERING Eq 0.042HG .DIPROP./INHa N19589 001 

DEC 23, 1987 
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BETAHETHASQNE 

RX DRUG PRODUCT LIST / ctBJLATJVE, SUPPLEttENT ·tLtBER It / .JAN'87 - DEC'87 

8ETAHETHASQNE VALERATE 

5 

CREAM; TOPICAL 
CELESTONE 
a SCHERING O.ZY. 

BETAHEIHASONE DIPROPIONATE 

CREAM; TOPICAL 
BETAHE111ASOHE Dl:PROPmHATE 

g LEMMON EQ 0.05X BASE_ 

g tI1C LABS EQ 0.05X BASE_ 

~ THAMES PHARHA EQ 0.090 BASE_ 

DIPROLENE AF 
8X SCHERING EQ 0.090 BASE_ 

AB 

g 

AB 

~ 

LOTION; TOPICAL 
BETAHETHASOHE Dl:PROPmNATE 

LEMMON EQ 0.090 BASE_ 

tI1C LABS EQ 0.090 BASE_ 

OINTMENT; TOPICAL 
BETAHm1A!IOHE DJ:PROPmNATE 

LEMMON EQ 0.090 BASE_ 

tI1C LABS EQ 0.090 BASE_ 

BETAHETHASONE VALERATE 

CREAM; TOPICAL 
BETAHm1ASOHE VALERATE 

AB PHARHAFAIR Ea O. v. BASE_ 

LOTION; TOPICAL 
BETAHm1A!IOHE VALERATE 

g PHARHAFAIR Ea O.lX BASe. 

OINTMENT; TOPICAL 
BETAHETHASOHE VALERATE 

Nlft76t 001 

N71ft76 001 
AUG 10~ 1987 

N70885 001 
FEB 03~ 1987 

N71143 001 
JUN 17~ 1987 

N19555 001 
APR 'l.7~ 1987 

N71467 001 
AUG 10~ 1987 

N71085 001 
FEB 03~ 1987 

N71477 001 
AUG 10~ 1987 

N7101'l. 001 
FEB 03~ 1987 

N70485 001 
HAY 'l.9~ 1987 

N70484 001 
HAY 'l.9~ 1987 

OINTMENT; TOPICAL 
BETAHm1A!IOHE VALERATE 

g PHARHAFAIR Ea o.v. BASE_ N70ft86 001 
HAY 'l.9~ 1987 

BLEOMYCIN suLFATE 

INJECTABLE; INJECTION 
BLENOXANE 

BRISTOL LABS 
1~~(J~/'lJJH·.lJI 

BRETYLIUM TOSYLATE 

INJECTABLE; INJECTION 
BRET'tL.l:U'l TOSYLATE 

AP ASTRA PHARH PRODS 

!e 

Af 

LYPHOHED 

BUPIVACAINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
BUnvACADfE HCL 

!e ABBOTT LABS 

Af 

!e 

!e 

Af 

Af 

Af 

!e 

EQ 15 UNITS BASE/VIAL NS0443 001 
It~~/~~f$/~~t/~~~tl l~t6,j/~~tl 

SOt1G/H~ 

SOMG/H~ 

SOMG/H~ 

100t1G/H~ 

0.'l.Si)I 

~ 

0.'l.Si)I 

O.SX)I 

0.5x. 

0.5x. 

~ 

0.75x. 

N71151 001 
AUG 10~ 1987 

N7115'l. 001 
AUG 10~ 1987 

N711S3 001 
AUG 10~ 1987 

N71'l.98 001 
FEB 13~ 1987 

N70583 001 
FEB 17~ 1987 

N70586 001 
HAR 03~ 1987 

N70S90 001 
FEB 17~ 1987 

N70584 001 
FEB 17~ 1986 

N70S97 001 
HAR 03~ 1987 

N70609 001 
HAR 03~ 1987 

N70585 001 
HAR 03~ 1987 

N70587 001 
MAR 03~ 1987 

:> ADD :> g' . CLAY PARK LABS Ea O.lX BASE_ N71478 001 
DEC t3~ 1987 

:> ADD :> BUPIVACAINE SPINAL 
:>-AQIL:> :>-AQIL:> 

:>-A!!JL:> 
ABBOTT LABS 0.75x. N71810 001 

DEC 11~ 1987 



>-.AmL> 
>-.AmL> 
>-.AmL> 
>-.AmL> 
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BUPIVACAlNE HYDROCHLORIDE 

. R)( DRUG PRODUCT LIST / ClHJLATIVE SUPPLEMENT t«.tBER 12 / .JAN'87 - DEC'87 

> ADD > CARPROFEN 

INJECTABLE; INJECTION 
SENSORCAJ:HE 

AI! ASTRA PHARH PRODS ~ 

BUPIVACAlNE HYDROCHLORIDE; EPINEPHRINE BITARTRATE 

INJECTABLE; INJECTION 
HARCADfE HCL tv EPJ:HEPHRXHE 

AI! HINTHROP BREON 0.25%jO.0091HGIHL 
SEHSORCADfE 

Ae ASTRA PHARt1 PRODS 0.25:1.jO.0091HGIHlJI 

AI! 0.25:1.jO.0091HGIHlJI 

AI! ~;0.0091HGIHlJI 

CALCIUM GLUCEPTAIE 

INJECTABLE; INJECTION 
CALC'1U1 GLUCEPTATE 

N71202 001 
APR 15. 1987 

N16964 004 

N70966 001 
OCT 13. 1987 

N70967 001 
OCT 13, 1987 

N70968 001 
OCT 13. 1987 

Ae LYPHOHED Eg 90MG CALClutV5HlJI N89373 001 

CARBAHAZEPINE 

SUSPENSION j ORAL 
TEGRETOL 

GEIGY PHARHS 

TABLET; ORAL 
CARBAHAZEPJ:HE 

AB PARKE DAVIS 

~ PURE PAC PHARt1 

AB SIDMAI{ LABS 

10OHG/SHlJI 

200HGll 

200MGIII 

200HGII 

APR 30. 1987 

N18927 001 
DEC 18, 1987 

N70429 001 
.JAN 02, 1987 

N71696 001 
NOV 09, 1987 

N71479 001 
JUl 24, 1987 

> ADD > 
>-.AmL> 
>-.AmL> 
>-.AmL> 
>-.AmL> 
> ADD > 

TABLET; ORAL 
RlMADYL 

ROCHE 

CEFADROXIL 

CAPSULE; ORAL 
CEFADROJaL 

g ZENITH LABS 

TABLET; ORAL 
CEFADROJaL 

~ ZENITH LABS 

CEFAZOLIN SODIUM 

INJECTABLE; INJECTION 
CEFAZOL%H SOD%ll4 

Ae LYPHOHED 

KEFZOL 
AI! LILLY 

100HGII 

150MGIII 

Eg SOOMG BASE. 

Eg ISH BASE. 

Eg 20SH BASE/VIAL 

Eg 20SH BASEIVIAlJI 

> ADD > CEFHENOXIHE HYDROCHLORIDE 

> ADD> 
> ADD > 
> ADD > 
> ADD > 
>-.AmL> 
> ADD > 
>-.AmL> 
>~> 

INJECTABLE; INJECTION 
CEFHAX 

TAP PHARHS 

CEFOPERAZONE SODIUM 

INJECTABLE; INJECTION 

Eq SOOMG BASEIVIAlJI 

Eq ISH BASE/VIAlJI 

Eq 2SH BASEIVIAlJI 

CEFOBID IN PLASTIC CONTAINER 
ROE RIG Eq 20HG BASEIHlJI 
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6 

N18550 002 
DEC 31. 1987 

Nl8550 003 
DEC 31, 1987 

N62766 001 
MAR 03. 1987 

N62774 001 
APR 08, 1987 

N62688 DOS 
AUG 03, 1987 

N61773 005 
SEP 08, 1987 

NS0571 001 
DEC 30, 1987 

NS0571 002 
DEC 30, 1987 

NSOS71 003 
DEC 30, 1987 

NS0613 002 
JUL 31, 1987 



RX DRUG PRODUCT LIST / ctHJLATIVE SUPPLEHENT tuoBER 12 / JAN'87 - DEC'87 7 

CEFOTAXIHE SODIUM CEFUROXIHE SODIUM 

INJECTABLE; INJECTION INJECTABLE; INJECTION 
CLAFORAN KEFUROX 

HOECHST ROUSSEL EQ 1GH BASEIVIA~ N626S9 001 >...AmL> LILLY EQ 7. 5GI1 BASEIVIA~ N62S91 003 
JAN 13, 1987 > ADD > DEC 17, 1987 

EQ 2GH BASEIVIA~ N626S9 002 
JAN 13, 1987 

CEPHALEXIN 

CEFOXITIN SODIUM CAPSULE; ORAL 
CEPHALEJaH 

INJECTABLE; INJECTION M BARR LABS Eg gSOfoC BASE .. N62773 001 
HE FOXIN ~ 26, 1987 

HS&D EQ 1GH BASEIVIA~ N627S7 001 AI! Eg SOOMS BASE" N6277S 001 
JAN 08, 1987 APR 22, 1987 

EQ 2GH BASEIVIA~ N627S7 002 M BIOCRAFT LABS ~g gSOt:J§ BAS~" N62702 001 
JAN 08, 1987 FEB 13, 1987 

AB Eg SO OMS BASE" N62702 002 
FEB 13, 1987 

CEFTRIAXONE SODIUM AB HJ PHARHS Eg 2S0MS BASE .. N62791 001 
~ 11, 1987 

INJECTABLE; INJECTION M Eg SOOMS BASE .. N62791 002 
ROCEPHIN JUN 11, 1987 

ROCHE EQ SOOMS BASEIVIA~ N62654 001 AI! NOVOPHARH Eg 2~OHG BASE .. N62760 001 
APR 30, 1987 APR 24, 1987 

EQ 1GH BASEIVIA~ N62654 002 M Eg SOONG BASEII N62761 001 
APR 30, 1987 APR 24, 1987 

EQ 2GH BASEIVIA~ N62654 003 M PUREPAC PHARH Eg 2S0MS BASE .. N62809 001 
APR 30, 1987 APR 22, 1987 

ROCEPHIN HI DEXTROSE IN PLASTIC CONTAINER AI! Eg ~OOfoC BASEII N62809 002 
ROCHE EQ 10MS BASEIH~ N50624 001 APR 22, 1987 

FEB 11, 1987 AB ZENITH LABS Eg 2S0foC BASE .. N61969 001 
EQ 20MS BASEIH~ N50624 002 AI! E!i SO OMS BASE .. N61969 002 

FEB 11, 1987 CEPHALEJaH HOHOH'tDRATE 
EQ 40HG BASEIH~ N50624 003 AB VITARINE Eg 2S0HG BASE .. N621S9 001 

FEB 11, 1987 AI! Eg SOOfoC BASE .. N62159 002 
KEFLEIC 

M LILLY Eg 2S0HG BAS§ N5040S 002 
>...AruL> CEfURQXIHE AXETIL AI! Eg 2S0MS BAS§ N62118 001 

AB Eg SOOHG BAS§ . N5040S 003 
>..AruL> TABLET; ORAL· - AB Eg SOOHG BASE N62118 002 
>...AruL> CEFTIN 
> ADD > GLAXO EQ 12511G BASE .. N5060S 001 POHDER FOR RECONSTITUTION; ORAL 
>...AruL> DEC 28, 1987 CEPHALEJaH 
> ADD> EQ 250HG BASE .. N5060S 002 M BARR LABS Eg 125HG BASE/5H~ N62778 001 
>...AruL> DEC 28, 1987 AUG 06, 1987 

. >...AruL> EQ SOOHG BASE .. NS060S 003 AI! §g 2SQt:J§ BASE/5H~ N62777 001 
>...AruL> DEC 28, 1987 AUG 06, 1987 

M BIOCRAFT LABS §g 125HG BAS§l~bII N62703 001 
FEB 13, 1987 

M §g gSOHG BAS§/5H~ N62703 002 
FEB 13, 1987 



RX DRUG PRODUCT LIST / CUHULATIVE SUPPLEMENT NUHBER 12 / JAN'87 - DEC'87 8 

CEPHALEXIN 

POHDER FOR RECONSTITUTION. ORAL 
CEPHALEXDI 

AI NOVOPHARM E9 125HG BASE~Y. N62767 001 
JlJiI 16, 1987 

AI E9 gsol1G BASIi/SHl.II N62768 001 
..JUN 16, 1987 

>ADD>AI VITARINE E9 195HG BASE/SHlII N62779 001 
>..AruL> DEC 22, 1987 
>..AruL> AB Eg 2S011G BASE/SHY. N62781 001 
> ADD > DEC 22, 1987 

KEFLEX 

~ LILLY lig 12511G BASE/SHL NS0406 001 
AB Eg 12SMG BASE/5ML N62117 002 
AB Eg 2S011G BASE/SML NS0406 002 
A!! EQ 2S0MG BASE/SML N62117 003 

TABLET; ORAL 
CEPHALEXDI 

B BARR LABS 'Eg 2S011G BASE. N62826 001 
AUG 17, 1987 

B Eg SOOMG BASE. N62827 001 
AUG 17, 1987 

KEFLET 

AI LILLY Eg 2S011G BASE NS0440 003 
FEB 26, 1987 

AB Eg 2S011G BASE N6274S 001 
DEC 01, 1986 

AB Eg SOOI1G BASE NS0440 001 
B Eg SOONG BASE N6274S 002 

DEC 01, 1986 
EQ IGH BASE NS0440 002 

Ir<f.f.~t.'/./ J IJ. J-t:J 1f.~lJ.~/tSljtl 1t1$~Mt.61 ~#I 

CEPHALEXIN HYDROCHLORIDE 

TABLET; ORAL 
KEFTAB 

LILLY Elil 2S0HG BASE. NS0614 001 
OCT 29, 1987 

EQ SOOHG BASEa NS0614 002 
OCT 29, 1987 

'f?&\¥f!.~*1-%$2rt... 3t.;~.Qk . .JJ.W=M,,1Ji#I$44Sjqi&8!lS;;;. .n ,;~, < .. ,.,3_ . . ,.temp .. h.,R, " ;.g.&" a.¢. AE) Q , m¥. 

CEPHALOTHIN SODIUM 

INJECTABLE. INJECTION 
CEPHAl.OTHIH SODl1J!1 

Ae LYPHOMED Eg lGM BASlitvIAu. N62666 002 
.uI 10, 1987 

Ae E9 2GH BASE/VIAl.II N62666 001 
..JUN 10, 1987 

CEPHALOTHIN SODIUM HI DEXTROSE IN PlASTIC CONTAINER 
TRAVENOL LABS EQ 20HG BASE/I1l.11 N62730 001 

MAR OS, 1987 
Elil 40HG BASE/I1l.11 N62730 002 

CEPHAPIRIN SODIUM 

INJECTABLE. INJECTION 
CEPHAnRDf SOD:ruot 

AP ELKINS SINN 

AP 

AP 

Ae 

CliPHRADINE 

CAPSULE; ORAL 
CEPHRAD%HE 

M BIOCRAFT LABS 

M 

B ZENITH LABS 

M 

Eg SOONG BASE/vIAl.II 

Eg IGH BASE/vIAl.II 

Eg 2GM BASE/vIAl.II 

Eg 20GH BASE/vIAl.II 

2S0HGII 

SOOI1GlC 

~ 

~ 

POHDER FOR RECONSTITUTION; ORAL 
CEPHRAD%HE 

M BIOCRAFT LABS 125MG/5Hl.II 

AB 2SOl1G/5Hl.II 

MAR OS, 1987 

N62720 001 
JUL 02, 1987 

N62720 002 
JUL 02, 1987 

N62720 003 
JUL 02, 1987 

N62720 004 
JUL 02, 1987 

N62683 001 
JAN 09, 1987 

N62683 002 
JAN 09, 1987 

N62762 001 
MAR 06, 1987 

N62762 002 
MAR 06, 1987 

N62693 001 
JAN 09, 1987 

N62693 002 
JAN 09, 1987 



> ADD> 

> ADD> 
>.-!Q!L> 
>.-!Q!L> 
> ADD > 
>.-!Q!L> 

r-', 

-r 'S -n r"f@W"t - t 'T - t' 1$' '".;'( _7 'eMt"Wai#till&sti?it,tft* tnt.wited' ttjrat'''JMftif;'?btt®l®rtieftxrritJlii&~~.,~ 

RX DRUG PRODUCT LIST / ClIIJLATIVE SUPPLEMENT tueER 12 / .JAN'87 - DEC'87 

CHLOROTHIAZIDE; METHYLDOPA 

TABLET; ORAL 
ALDOCLOR-150 

M HS&D 12.2!:!!;2S0HG 
ALDOCLOR-ZSO 

M HS&D 2S0MG; 2S0MG 
METl1'tLDOPA AHD CHLORO'IHIAZEDE 

!§ PAR PHARH 150MG;2S0MGII 

AB 2S0MG; 2S0MGII 

CHLORPHENIRAMINE MALEATE 

IN.JECTABLE; IN.JECTION 
CHLOR-TRlMETOH 

AP a SCHERING 100HG/HL 

N16016 001 

N16016 002 

N70783 001 
NOV 06, 1987 

N706S4 001 
NOV 06, 1987 

N08794 001 

CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYDROCHLORIDE 

CAPSULE, CONTROLLED RELEASE; ORAL 
CHLORPHENIRAHINE MALEATE AND PHENYLPROPANOLAMINE HCL 

Be CHELSEA LABS 12HG;7SMG11 N88681 001 
SEP 29, 1987 

CHLORPHENIRAMINE POLISTIREXi HYDROCODONE POLISTIREX 

SUSPENSION, CONTROLLED RELEASE; ORAL 
TUSSIONEX 

PENNHALT EQ 8MG MALEATE/SML; 
EQ 10HG BITARTRATE/SHU. N19111 001 

DEC 31, 1987 

CHLORPROPAMIDE 

TABLET; ORAL 
CHLORPROPAHEDE 

AB LEDERLE LABS 

!§ 

100MGII 

2S0MGII 

N89S61 001 
SEP 04, 1987 

N89S62 001 
SEP 04, 1987 

CHLORTHALIDONE 

TABLET; ORAL 
CHLOImtAL%DOHE 

M COLMED LABS 

!§ 

/ddt 1~/~Jf~J~t/ 
AB VITARINE 

~ 

SOMGII 

/~ 
SOMG 

CHLORTHALIDONEi CLONIDINE HYDROCHLORIDE 

!§ 

!§ 

AB 

>...AruL> !§ 
>...AruL> 
>...AruL> AB 
>.-!Q!L> 
>.-!Q!L> AB 
>...AruL> 

TABLET; ORAL 
CLOHED%HE HCL AHD. CHLOImtAL%DOHE 

HYLAN PHARMS ~;O.IMGII 

lSMG;0.2MG11 

15MG;0.3MG11 

PAR PHARH ~;O.lMGa11 

lSMG;0.2HG11 

lSMG;0.3HG11 

CDHB:EPRES 
AB BOEHR INGEL lSMG ;.Q.,Jl!§ 

ISMG;~ 
15MG; .Q...2t§ 

>...AruL> 

>...AruL> 
>...AruL> 
>...AruL> 
>...AruL> 
>....!IDL> 
>....!IDL> 

AB 
!§ 

CHLORTHALIDONEi METOPROLOL TARTRATE 

CAPSULE; ORAL 
LOPRESSIDONE 

CIBA PHARH 2SMG;100HGII 

2SMG;200HGII 

9 

N890S1 001 
.JUN 01, 1987 

N890S2 001 
.JUN 01, 1987 
I~jf:j.f,/ ~.df.l 

N87118 001 

N71323 001 
FEB 09, 1987 

N71324 001 
FEB 09, 1987 

N7132S 001 
FEB 09, 1987 

N71179 001 
DEC 16, 1987 

N71178 001 
DEC 16. 1987 

N71142 001 
DEC 16, 1987 

N17503 001 
N17503 002 
N17503 003 

APR 10, 1984 

Nl94S1 001 
DEC 31, 1987 

Nl9451 002 
DEC 31, 1987 



AX DRUG PRODUCT LIST / ctHJLATIYE SUPPLEMENT tUeER 12 / .JAN'87 - DEC'87 

CHLORZOXAZPNE 

TABLET; ORAL 
atLORZOXAZOHE 

M AMIDE PHARH 

PARAFON FORTE DSC 
MCNEIL PHARH 

",ii> 
CHROMIC CHLORIDE 

INJECTABLE; INJECTION 
atRCIK[C atLOra:DE 

?50HGII 

SOOHGII 

N88928 001 
HAY 08, 1987 

NllS29 002 
.JUN lS, 1987 

.6e LYPHOHED Eg O,OO4MG CHROHIUHlMU. N19271 001 
HAY OS, 1987 

atROH:rC atLOR:EDE DI PLAsnc COHTADIER 
.6e ABBOTT LABS EQ O,OO4HG CHROHIUHlML N18961 001 

CILASTATIN SODIlI1i IHIPENEH 

INJECTABLE; INJECTION 
PRIHAXIN 

HS&D 

CIPROFLOXACIN HYDROCHLORIDE 

TABLET; ORAL 
CIPRO 

HILES PHARH 

EQ 2S0HG BASE/VIAL; 
2S0HG/VIAU. 

EQ SOOHG BASE/VIAL; 
SOOHG/VIAU. 

EQ 2S0HG BASE. 

EQ SOOHG BAS~ 

EQ 7S0HG BASE. 

CLAWLANATE POTASSIlI1i TICARCILLIN DISODIU1 

INJECTABLE; INJECTION 
TIHENTIN 

BEECHAM LABS 

,,;;O::~,.:" .. LIt!. £ J4 4. U£ ,« PiS 

EQ 1GH ACID/VIAL; 
EQ 30GH BASE/VIAU. 

.JUN 26, 1986 

N627S6 001 
.JAN 08, 1987 

N627S6 002 
.JAN 08, 1987 

N19S37 002 
OCT 22, 1987 

N19S37 003 
OCT 22, 1987 

N19S37 004 
OCT 22, 1987 

NSOS90 003 
AUG 18, 1987 

CLINDAJ1'(CIN PHOSpHATE 

GEL; TOPICAL 
CLEOCIN T 

UP.JOHN 

INJECTABLE; INJECTION 
CLEOc:EN PHOSPHATE 

.6e UP.JOHN 

.6e UP.JOHN HFG 
CLDfDAH'tCEH PHDS!!!::!aTI 

.6e ABBOTT LABS 

.6e 

.6e ELKINS SINN 

>...AmL> .6e QUAD PHARHS 
> ADD > 

CLOFIBRATE 

CAPSULE; ORAL 
CLOF%BRATE 

AB CHElSEA LABS 

CLONIDINE HYDROCHLORIDE 

TABLET; ORAL 
CLOKEDDIE HCL 

AI! BARR LABS 

AI! 

AI! 

AI! BOLAR PHARH 

AI! 

All 

All HYLAN PHARHS 

All 

M 

10 

EQ lX BASEJI NS06lS 001 
.JAN 07, 1987 

~g lliOHG BASE/HI.JI N62803 001 
OCT 16, 1987 

E~ lSOHG BASEIHU. N61839 001 

~g lS0HG BASEIHU. N62800 001 
. .JUL 24, 1987 

Eg lSOHG BASEa!!.JI N62801 001 
.JUL 24, 1987 

~g lSOHG BASJi/H!.JI N62806 001 
OCT 15, 1987 

Eg lS0HG BASE/H!.JI N6279S 001 
DEC 21, 1987 

SOOHGrl N71603 001 
SEP 18, 1987 

O,lHG11 N7092S 001 
SEP 04, 1987 

~ N70924 001 
SEP 04, 1987 

O,3HG11 N70923 001 
SEP 04, 1987 

~ N7039S 001 
HAR 23, 1987 

O,2HG11 N70396 001 
HAR 23, 1987 

O,3HG11 N70397 001 
HAR 23, 1987 

O,lHGII N7031S 001 
.JUN 09, 1987 

O,2HG11 N70316 001 
.JUN 09, 1987 

~ N70317 001 
.JUN 09, 1987 



-"f7'Wtfii1lWWwtiIiiW''HTA%r'?':'6f¥BtlM '''7'''''& k"n';;~)t'~s" ,rif "WWZ¥UW'" "~'Cfrt7 .) 'l'1"'r);1" 'SW,%"ijj".,.tttin t" t -'·ttt?'~a 't'-p f te'"HS (tdrt .. ··' f"" steg,,'..;; 7CA;@rliti&ri'Yth'b" >, ,f r7r#;,titr+~,-¥*rf**ffl '~f x >Yf{ef'fWtlf·'t%"ii'{M'{'i./;. 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 11 

CLORAZEPAIE DIPOIASSIUM CLORAZEPATE DIPOTASSIUM 

. CAPSULE; ORAL TABLET; ORAL 
CLORAZEPATE Dl:POTAS!mI1 CLORAZEPATE Dl:POTASS:IU1 

M ABLE LABS 3.75HG1l N71777 001 AB AM THERPTCS 3.7st1G11 N71747 001 
JUL 14, 1987 JUN 09, 1987 

~ 7 • .5HGIC N71778 001 AB ~ N71748 001 
JUL 14. 1987 JUN 09, 1987 

~ 15HG11 N71779 001 AB 15HG11 N71749 001 
JUL 14, 1987 JUN 09, 1987 

~ AM THERPTCS 3.75MG11 N71429 001 >-AruL> AB LEDERLE LABS 3.75HGIC N72013 001 
JAN 08. 1987 >-AruL> DEC 15, 1987 

AB 7.5HGII N71430 001 > ADD > AB 7.5HGIl N72014 001 
JAN 08, 1987 >-AruL> DEC 15, 1987 

AB lSMGIC N71431 001 >-AQ!L> AB 15MG11 N72015 001 
JAN 08, 1987 >-AruL> DEC 15, 1987 

,M COLMED LABS 3.75HG1l N71242 001 AB HYlAN PHARMS 3.75~ !li71856 001 
HAY 20. 1987 JUL 17, 1987 

~ 7.SHGIC N71243 001 AB 7.5HGII N71857 001 
HAY 20. 1987 JUL 17, 1987 

M 15MG11 N71244 001 AB 1SMG11 N71858 001 
HAY 20, 1987 JUL 17. 1987 

> ADD>,M LEDERLE LABS 3.7SMGIC N71742 001 M QUANTUt PHARHCS 3.75HGa N71730 001 
>....!mL> DEC 14, 1987 OCT 26. 1987 
>....!mL> ,M 7.5MG11 N71743 001 M 7.5HGII N71731 001 
> ADD > DEC 14, 1987 OCT 26, 1987 
>....!mL> ,M l.5t1G11 N71744 001 M lst1G11 N71702 001 
>....!mL> DEC 14, 1987 OCT 26, 1987 

M HYLAN PHARMS 3.75HG11 N71509 001 TRAHMEHE 
OCT 19. 1987 AB ABBOTT LABS 3.7SHG Nl7105 006 

,M 7 • .5HGIC N71510 001 AB 7.5MG Nl7105 007 
OCT 19, 1987 AB lSHG Nl7105 008 

M lSHGIC N71511 001 
OCT 19,1987 

>ADD>,M SEARLE PHARMS ~ N71727 001 CODEINE PHOSPHATE; PHEtn'LEPHRINE HYDRQCHLORIDELl'ROHETHAZINE 
>....!mL> DEC 18, 1987 .HYD.ROCHLORIDE 
>....!mL> ,M 7 • .5HGIC N71728 001 
>....!mL> DEC 18. 1987 SYRUP; ORAL 
>ADD>M 15MG11 N71729 001 PHERAZIHE YO IV CODEDtE 
>-A!l!L> DEC 18, 1987 M HALSEY DRUG 10HG/SHL;5HGI5HL; 

TRANXENE 6.25HG/SHlJI N88870 001 
a ABBOTT LABS 3.75HG Nl710S 001 HAR 02, 1987 
a 7.SHG Nl710S 002 
a lSHG Nl7105 003 

.' .-"1;";;:. CORTISONE ACgTAIE 
TABLET; ORAL 

gLORAZEPATI Dl:!!l[ASSDIM TABLET; ORAL 
. ABLE LABS 3.75HG11 N71780 001 CORTISONE ACETATE 

JUN 26, 1987 >~> /~~/ I~~~/~I U~/ 1t¥"J(tjU~~JI 
~ N71781 001 > ADD> a BARR LABS 25HG NS3471 001 

JUN 26, 1987 > DLT > I~n /~tffl U~/ 1t¥~~~(t/~~J/ 
~ N71782 001 >-A!l!L> a LANNETT 25HG NS0694 001 

JUN 26, 1987 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / ~AN'87 - DEC'87 12 

CORTISONE ACETATE CYTARABINE 

TABLET; ORAL INJECTABLE; INJECTION 
CORTISONE ACETATE C'tTOSAR-U 

>JU.L> ~~ I~~IJI ~~I ~~~~~~~~~~ > ADD > AP UP~OHN J,00l1G1VI~!. N16793 001 
>JU.L> JS I >...AQIL> AI! ~OOI1GIVIA!.· N16793 002 
>...AmL> a .5MG N08284 002 
> ADD > a 25MG N08284 001 
> DLT > I~n 1f$.1.¢tt(:JtVf.l.J!~1 #~~I 1~.d~!+~/.d~tl DANAZOL 
> ADD > a RICHLYN LABS 25MG N09458 001 
>JU.L> 1~~II~/~1.~~~1 #~I 1~!+tM>/~#1 CAPSULE; ORAL 
> ADD > a SIMPAK 25MG N84246 001 >...AQIL> IIAN4ZOL 
> DLT > ~n Itt~1.1tV~1 ~=~ .~~~~~~~~ >...AQIL> AI AM THERPTCS 200MGII N7lS69 001 
> DLT > JSfJl > ADD > DEC 30~ 1987 
>...AmL> a 25MG NS0630 001 DAHOCRDtE 
>...AmL> a 25MG Ne3S36 001 >...AQIL> AI HINTHROP BREON 200"'; N17SS7 002 

CUPRIC SULFATE DESIPRAMINE HYDROCHLORIDE 

INJECTABLE; INJECTION TABLET; ORAL 
CUPRIC SULFATE DESJ:PRAKEHE HCL 

LYPHOMED EQ 0.4MG COPPERIMU. N193S0 001 AI PHARM BASICS 25I1GII N7l864 001 
HAY OS, 1987 SEP 09, 1987 

M SOMGII N7186S 001 
SEP 09, 1987 

CYCLOPENTOLATE HYDROCHLORIDE AB 75MG11 N7l866 001 
SEP 09~ 1987 

SOLUTION/DROPS; OPHTHALMIC ~ J,OOMGII N7l867 001 
C"l"CLOGYL SEP 09~ 1987 

AI ALCON LABS 0.sY. N84109 001 >...AQIL> M SIDMAK lABS 2SMGII N7l800 001 
PEHTOLA%R >...AQ!L> DEC 08, 1987 

AI. PHARHAFAIR O.SZII N88643 001 >...AQ!L> AB ~ N7l801 001 
FEB 09. 1987 >...AQIL> DEC 08, 1987 

>...AQIL> AB 7SMG11 N7l802 001 
>...AQIL> DEC 08, 1987 

CYPROHEPTADINE HYDROCHLORIDE AB VITARINE ~ N71601 001 
~ OS, 1987 

SYRUP; ORAL AB SOMGII N7l588 001 
C"l"PROHEPTAD%HE HCL .ruN OS~ 1987 

>...AmL> M NASKA PHARHA 2"';/SMU. Ne9021 001 ~ 75t1G11 N71602 001 
> ADD > DEC 21, 1987 OCT OS, 1987 

~ J,OOMGII N71766 001 
OCT 05~ 1987 

CYTARABIN1: HORPRAKEH 
~ MERRELL DOH 25MG N14399 001 

INJECTABLE; INJECTION AB SOMG N14399 003 
>...AmL> C"l"TARABDlE ~ 75MG H14399 004 
>...AmL> .Ae QUAD PHARMS J,OOl1GIVIAU. N7l248 001 ~ J,0011G N14399 005 
>...AmL> DEC 30, 1987 
>...AmL> AI! SOOI1GIVIAU. N71249 001 
>..AQIL> DEC 30~ 1987 

m)1eJ~i='·~\!",,;;A .... Q_ *2) 87Z:;;;::;ilJMk;Z;;;ULAGX;WS;4 QiMM:AQMCZ C g@~;;,jm=i4,·",;:i%A ft. 



" ''t'Mf'_artIit <- Miete ' " 'ftrto/Uti:}, 'Mt "T"J',£"t" " tthttHrz,rz" $# rlbrirttWFrtzi'#riet'''t'.···t"-r·t 

RX DRUG PRODUCT LIST / ClKJLATIVE SUPPLEMENT Nl.tBER 12 / ..IAN'87 - DEC'87 13 

DEXAHETHASONE SODIUM PHOSPHATE 

INJECTABLE; INJECTION 
DEXAHETHASOHE SOD1U1 PHOSPHATE 

.AI! QUAD PHARMS EQ 4HG PHOSPHATElHlJI 

.AI! E9 10HG PHOSPHATElHlJI 

IJ!. E9 20HG PHOSPHATElHlJI 

!e EQ 24HG PHOSPHATElHlJI 

DEXCHLORPHENIRAHINE MALEATE 

TABLET; ORAL 
DEXCHlORPHEKEIWm'IE MALrATE 

M SIDHAK LABS n!!! 

IW Itr!&! 
POLARAKEHE 

AA SCHERING 
Iii! 

2HG 
Illjf 

N89280 001 
MAR 18, 1987 

N89281 001 
MAR 18, 1987 

N89282 001 
MAR 18, 1987 

N89372 001 
MAR 18, 1987 

N88682 001 
..IAN 17, 1986 

IJAn~1%~~ 
N86835 001 

1t¥U"#/~~j.'/ 

DEXTROHETHORPHAN HYDROBROHIDE i PROHETHAZINE HYDROCHLORIDE 

SYRUPj ORAL 
PHERAZDfEDH 

AA HALSEY DRUG 

DIAZEPAM 

CONCENTRATE; ORAL 
DIAZEPAM INTENSOL 

ROXANE LABS 

: .. ~ " 

INJECTA8L~f INJECTION 
DrAZEPAH 

ABBOTT LABS 

15HG/SMLj6.25MG/5HlJI N88913 001 

5l1G/MlJI 

~ 

~ 

MAR 02, 1987 

N71415 001 
APR 03, 1987 

N71583 001 
OCT 13, 1987 

N71584 001 
OCT 13, 1987 

. DIAZEPAM 

INJECTABLE; INJECTION 
DrAZEPtIH 

.AI! LEDERLE lABS 

AP 

.AI! 

AB PARKE DAVIS 

AI! 

SOLUTION; ORAL 
DIAZEPAM 

ROXANE LABS 

TABLET; ORAL 
DrAZEPAH 

M COLMED lABS 

M 

M 

AB DANWRY PHARHA 

M 

M 

DIAZOXIDE 

INJECTABLE; INJECTION 
DDZC»aDE 

~ 

SHGlHlJI 

~ 

~ 

5HGlHlJI 

5HG/5HlJI 

~ 

~ 

10~ 

~ 

5M!!JI 

10~ 

IJ!. L YPHOHED l5t!GIHlJI 

H'l"PERSTAT 
IJ!. SCHERING l5MGIHL 

DICYCLOHINE HYDROCHLORIDE 

CAPSULE; ORAL 
D%C'!CLOKDfE HCL 

AI BARR LABS 1mS 

N71308 001 
JUL 17, 1987 

N71309 001 
JUL 17, 1987, 

N71310 001 
JUL 17, 1987 

N71614 001 
OCT 22, 1987 

N71613 001 
OCT 22, 1987 

N70928 001 
APR 03, 1987 

N70903 001 
APR 01, 1987 

N70904 001 
APR 01, 1987 

N70905 001 
APR 01, 1987 

N71134 001 
FEB 03, 1987 

N71135 001 
FEB 03, 1987 

N71136 001 
FEB 03, 1987 

N71519 001 
AUG 26, 1987 

Nl6996 001 

N84505 001 
OCT 21, 1986 
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RX DRUG PRODUCT LIST / C\KJLATIYE SUPPLEMENT NJoBER 12 / JAN'87 - DEC'87 14 

PIFLORASQNE PIacEJATI 

CREAM; TOPICAL 
DIFLORASONE DIACETATE 
Ip/~~~ 1~:~~f.1 

LF.JOttf 

FLORONE 
UP.JOttf 

D.D~ 

D.D~ 

OINTttENT J TOPICAL 
DIFLORASONE DIACETATE 
I-/~~~I 1~:~~f.1 

UP.JOttf 

FLORONE 
UP.JOttf 

D.D~ 

D.D~ 

DIPHENHYDRAMINE HYDROCHLORIDE 

CAPSULE; ORAL 
D:EPHEtlf'tDRAHDfE HOL 

AA HUTUAL PHARti 

AA 

2SHGII 

50MGa 

1'J/~t#/~~~1 I~M&I 
A! HEST HARD 

DIPYRIDAMOLE 

TABLET; ORAL 
PERSANTINE 

BOEHR INGEL 

DISOPYRAMIDE PHOSPHATE 

CAPSULE; ORAL 
P%SOP"rRAKEDE PHOSPHATE 

50MG 

50HGII 

75HG11 

g INTERPHARti Ea 100HG BASE. 

g Ea 150MG BASE. 

la~:~,~~~ 
N19Z59 001 

AUG 28, 1985 

N17741 001 

,a~:~~~~~ 
Nl9260 001 

AUG 28, 1985 

N17994 001 

N89488 001 
JAN 02, 1987 

N89489 001 
JAN 02, 1987 
I~~f,~jf ~.6J./ 

N83567 001 

N12836 004 
FEB 06, 1987 

N12836 005 
FEB 06, 1987 

N71190 001 
JAN 15, 1987 

N71191 001 
JAN 15, 1987 

>..!JUL> 

. DISOPYRAMIDE PHOSPHATE 

g 

g 

CAPSULE; ORAL 
p%sornwqDE PHOSPHATE 

SUPERPHARti Ea 100MG BASEII 

Ea 150MG BASE. 

CAPSULE, CONTROLLED RELEASE; ORAL 
II:ESOrnwqDE PHOSPHATE 

N70940 001 
FEB 09, 1987 

.,70941 001 
FEB 09, 1987 

> ADD> g KY PHARti Ea 150MG BASE. N71200 001 
DEC 15, 1987 >..!JUL> 

>..!JUL>g 
> ADD > 

.PACE CR 
SEARLE Ea 150MG BASE . N18655 002 

.JUL 20, 1982 

DOPAMINE HYDROCHLORIDE 

AP 

.Af 

.Af 

.Af 

.Af 

.Af 

INJECTABLE; INJECTION 
DOPAHIHE HCL 

LUITPOLD PHARHS N70799 001 
FEB 11, 1987 

N70820 001 
FEB 11, 1987 

N70826 001 
FEB 11, ·1987 

DOPAHIHE HOL :Df DEXTROSE 5Z :EH PLASm COHTADfER 

~La 

80MG/MLa 

160MG/MLa 

TRAYENOL LABS 80MG/I00MLa Nl9615 001 

160MG/100MLa 

320MG/100MLa 

640MG/100MLa 

HAR 27, 1987 
N19615 002 

HAR 27, 1987 
N19615 003 

HAR 27, 1987 
N19615 004 

HAR 27, 1987 

DOXEPIN HYDROCHLORIDE 

CAPSULE; ORAL 
POXEP:Df HCL 

g CHELSEA LABS 

g CORD LABS 

All 

Ea 10MG BASE. 

EQ 10MG BASE. 

Ea 100MG BASE. 

N70952 001 
HAR 04, 1987 

N71487 001 
HAR 02, 1987 

N71562 001 
HAR 02, 1987 



RX DRUG PRODUCT LIST / CutlJLATIVE SUPPLEHENT tU'BER 12 / JAN'87 - DEC'87 15 

DOXEPIN HVDROCHbORIDE ~OXORUBICIH HYDROCHbORXD~ 

. CAPSULE; ORAL INJECTABLE; INJECTION 
DOXEPDt HCL >-AruL> ADRIAHYCIN PFS 

AI DANBURY PHARHA Eg 10HG BASE .. N71485 001 >-AruL> ADRIA LABS 2HG1HLIC NS0629 001 
APR 30~ 1987 >-AruL> DEC 23~ 1987 

AB Eg 25HG BASE .. N71486 001 ADRrAHYCDI RDF 
APR 30~ 1987 >-AruL> ADRIA LABS 10MG/vIAL NS0467 001 

AI Eg :!OMG BASE .. N71238 001 >-AruL> 20MG/vIAL NS0467.003 
APR 30~ 1987 >-AruL> HAY 20~ 1985 

AI Eg 75MG BASE .. N71326 001 >-AruL> 50HG/vIAL NS0467 002 
APR 30~ 1987 >-AruL> 150HG/vIAL NS0467 004 

AI E!i 100HG BASE .. N71239 001 > ADD > JUL 22~ 1987 
APR 30~ 1987 > DLT > If l.t1,s,tf#J.I.I 1j$~,s.¢lojU':'1 J)~~1t:~~~~~ AI PAR PHARH Eg J,OMG BASE .. N71697 001 > DLT > 
NOV 09~ 1987 

AI Eg 25HG BASE .. N71437 001 
NOV 09~ 1987 ENFlURANE 

AB Eg 50MG BASE .. N71595 001 
NOV 09~ 1987 LIQUID; INHALATION 

AB Eg 75HG BASE" N71608 001 EHFlURAHE 
NOV 09~ 1987 AN ABBOTT LABS 99.9%IC N70803 001 

AI Eg 100HG BASE .. N71422 001 JUL 27~ 1987 
NOV 09~ 1987 EntRAHE 

AI Jig J,50HG BASEIC N71669 001 AM ANAQUEST ~ N17087 001 
NOV 09, 1987 

AB QUANlU1 PHARHCS Jig 10MG BASE .. N70972 001 
SEP 29~ 1987 EPINEPHRINE 

AI Jig 25HG BASE .. N70973 001 
SEP 29~ 1987 INJECTABLE; INJECTION 

AB Eg 50HG BASE .. N70931 001 > ADD > EPIPEN 
SEP 29~ 1987 > ADD > SURVIVAL TECH lHG/HLIC Nl9430 001 

AB Eg 7SHG BASE .. N70932 001 >-AruL> DEC 22~ 1987 
SEP 29~ 1987 > ADD > EPIPEN JR. 

SDlEqUAH > ADD > SURVIVAL TECH O.5HG/HLIC Nl9430 002 
All PFIZER LABS Eg J,50HG !!ASE N16798 007 >-AruL> DEC 22~ 1987 

CONCENTRATE; ORAL 
DOXEPDt HCL EPINEPHRINE; LIDOCAINE HYDROCHLORIDE 

M COPLEY PHARH Eg J,OHG BASE/HI,.IC N71609 001 
NOV 09, 1987 INJECTABLE i INJECTION 

SDlEQUAH XYLOCAINE HI' EPINEPHRINE 
SA I:'FIZER LABS Jig J,OHG BASEa!1. H17516 001 ASTRA PHARH PRODS O.OOSHG/HLilX N06488 018 

, :~" NOV 13, 1986 
O.OO5HG/HL;2X N06488 019 

DOXORUBICIN HV~ROCt!LORIDE NOV 13, 1986 

INJECTABLE; INJECTION 

. ~/,,"~mrW' 
~=~~ ~.~~~~~~ 
l~~~l'lJl.t.1 '~Mr4,7m~ 
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RX DRUG PRODUCT LIST / CutJLATIVE SUPPLEMENT tu"SER 12 / .JAN'87 - DEC'87 16 

ERYTHROMYCIN 

GEL; TOPICAL 
, , 

ERY~EL 
HERBERT LABS 2X. NS0617 001 

OCT 21. 1987 

SOLUTION; TOPICAL 
H't'ntROM'I C%H 

AI MY K LABS 2X. N6282S 001 
OCT 23. 1987 

SHAB; TOPICAL 
ER"l'CETTE 

AT ORTHO PHARH 2Y. NSOS94 001 
FEB IS. 1985 

T-STAT 
AT HESTHOOD PHARHS 2X. N62748 001 

.JUL 23, 1987 

ERYTHROMYCIN ETHYLSUktINATE 

SUSPENSION; ORAL 
ER't'THROM'tC%H ETHYL!lUCC%NATE 

§ NASKA PHARHA E~ 400HG BASE/SHL- N62674 001 
HAR 10. 1987 

ESTRADIOL CYPIONATE 

INJECTABLE j INJECTION 
ESTRAD:tOL CYP:tOHATE 

AQ QUAD PHARHS ~ N89310 001 
FEB 09, 1987 

ESTROGENS,_CONJUGATED 

TABLET; ORAL 
CONJUGATED ESTROGENS 

1~~II~/¢~tt~t~/tA~~1 1~.:~~~f',tJ1 1~~~~~/.d~j./ 
BS CHELSEA LABS 0.62SHG NaS800 001 

I~~II~I 1f..:~~~1 I~~#/~#I 
BS 1.2SHG N8SS01 001 

I~~II~I n;~~1 1~~~~~M~~j./ 
BS 2.5HG NSS826 001 
BS a HEATHER 'DRUG 0.62S11G N83356 001 
BS a 1.25HG N83360 001 
BS a 2.5MG ' , > N846S0 001 
BS a PRIVATE FHLTNS 0.625HG N83354 003 
BS a 1.2SI1G N83592 001 
BS a 2.SI1G N85908 001 

""i@it~%~f.lif£Y%+$t!MM¥~;:~MMf..4}!b~,¥¥peYlYJlf,?¥¥!!W ~,)J;,f:·;*.M¥%PM;t I.A .z..;;¥*_ MPh. U, CL 

ETHINYL ESTRADIOLLHORETHINDRONE 

TABLET; ORAL-21 

'~~fHmrw IIU ~t , Id:d_m4d!~ 
I j}~~~,~~~~~ 

,w/~~i~. Id:d_.flU1mV 
I !A~:~~%~:~~ 

> ADD > H.E.E. 1/35 21 
>-AmL> § HETROHED 0.03SHG;1HG11 N7lS41 001 
>-AmL> DEC 14. 1987 

HORmaHDROHE AHa E11iEN'tL ESTRADmL 
§ HATSON LABS 0.03SHGj.!!!§- N7068S 001 

.JAN 29. 1987 
AB 0.03SHGjD.SI1G_ N70684 001 

JAN 29. 1987 

TABLET; ORAL-28 

IW/~~~~rw Id:d_~!~ 
I !A}:~~%~~1~ 

11U1~~~~ /d:d_MHiW 
I !~}:~1}~~:~~ 

> ADD > H.E.E. 1/35 za 
> ADD> M HETROHED 0.03SHGj1J:!!!ll N71542 001 
>-AmL> DEC 14, 1987 

HORmaHDROHE AHD E11iEN'tL ESTRADmL 
AB HATSON LABS 0.03SMGjlHGl1 N70687 001 

.JAN 29. 1987 
AB 0.03SHGjO.SHG_ N70686 001 

JAN 29, 1987 

ETIDRONATE DISODIUM 

INJECTABLE j INJECTION 
DIDRONEL 

NORHICH EATON SOHG/HlJI N1954S 001 
APR 20. 1987 

FAHOTIDINE 

PONDER FOR RECONSTITUTION; ORAL 
PEPCID 

HS&D RES LABS 40HG/SHlJI N19527 001 
FEB 02. 1987 

'I $ .. .-" *:;.4. It! 
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RX DRUG PRODUCT LIST / CLtlJLATIVE SUPPLEHENT tU'BER 12 / JAN'87 - DEC'87 

FLECAINIDE ACETATE 

TABLET; ORAL 
TAHBOCOR 
a RIKER lABS 

FLOXURIDINE 

INJECTABLE; INJECTION 
Fl.O)(UR%DDfE 

AP QUAD PHARMS 

FUDR 
Af ROCHE 

FLlIaSOLIDE 

200HG 

500HGIVIAlIC 

500HGIVIAL 

AEROSOL, METERED; INHALATION 
AEROBID 
l~tj/~~~~1 1~;~~~/t~1 

KEY PHARMS 

FLUOCINONIDE 

CREAM; TOPICAL 
Fl.UOC%HOtaD E 

M THAMES PHARHA 

FLUOROHETHOLONE ACETATE 

O.25HG/INH 

0.05X11 

SUSPENSION/DROPS; OPHTHALMIC 
FLAREX 

ALCON LABS O.IX 

I',JI~~I 1~;j.t.1 

Nl8830 002 
OCT 31, 1985 

N71055 001 
AUG 24, 1987 

N16929 001 

1/~~~1~~:~ 
N18340 001 

AUG 17, 1964 

N71500 001 
JUN 10, 1987 

N19079 001 
FEB 11, 1986 

/f'~7~~}1i:~~ 

FLUOROURACIL 

INJECTABLE; INJECTION 
FWOROURACE~ 

AI! LYPHOHED 

AP 

Af ~AD PHARMS 

AP 

AP SOLOPAK LABS 

>~> FLUOXETINE HYDROCHLORIDE 

> ~> CAPSULE; ORAL 
>~> PROZAC 
> ADD > LILLY RES LABS 
>~> 

FLUPHENAZINE DECANOATE 

INJECTABLE; INJECTION 
FWPHEHAlDfE DECAHOATE 

50HG/HlIC 

50HG/HlIC 

50HG/HlIC 

50HG/HlIC 

50HG/HlIC 

EQ 20HG BASE_ 

AD L YPHOHED 25HG/HlIC 

FLUPHENAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
FWPHEHAlDfE HCL 

AP LYPHOHED 

Af 

>~>AB 
>~> 
>~>AB 
>~> 
>~>M 
>~> 
>..Ml.!L> M 
>~> 

PROI.%)(Df 
SQUIBB 

TABLET; ORAL 
FWPHEHAlDfE HOb 

BOLAR PHARH 

2.5HG/HlIC 

2.5HG/HL 

!t!§II 

2.5HGII 

~ 

10HGII 

17 

N89428 001 
.JAN 12, 1987 

N89519 001 
MAR 12, 1987 

N89368 001 
FEB 03, 1987 

N89455 001 
FEB 03, 1987 

N89434 001 
MAR 26, 1987 

N18936 001 
DEC 29, 1987 

N71413 001 
JUL 14, 1987 

N89556 001 
APR 16, 1987 

N1l751 005 

N88555 OD1 
DEC 18, 1987 

N88544 001 
DEC 18, 1987 

N88527 001 
DEC 18, 1987 

N88550 001 
DEC 18, 1987 



~: '~ _:'-- i~~~"" - -: ~-~ 
-~=::-.~e='::::::::-:::~':,.:~,~-E. . -~.~==g;*.~~~~~'".A~~~;-"""'''--"'' . _.RiJi!. - ,,,,",,R'i,,, ~~=e"""-"""'-~---

~:' : .~-:.:.'7~~:~""'~."':-"'"""7"~ "::":":""'- r----.':".J.::r-:::;-==:...-:::= ~_:-: •. ~:::::::...:.:,::-_-:.._:::.-::.. 

RX DRUG PRODUCT LIST / CUttULATIVE SUPPLEHENT tu1BER 12 / .JAN'S7 - DEC'S7 IS 

ELUPHE~I~' HXD~HLQBID~ ~HIDE 

TABLET; ORAL SOLUTION; ORAL 
EWPHEHAZDfE tmb fUROSEHEDE 

AI! CORD LABS J.H!!II N89583 001 M ROXANE LABS lOMGlHlJI N70434 001 
OCT 16, 1987 APR 22, 1987 

AI! ~ N89584 001 40HG/5HlJI N70433 001 
OCT 16, 1987 APR 22, 1987 

§ ~ N89585 001 LASJX 
OCT 16, 1987 A! HOECHST ROUSSEL 10HG/HL "N17688 001 

AB 10HSII N89586 001 trtROSEHEDE 
OCT 16, 1987 A! HV K LABS 10HG/HlJI N70655 001. 

PROUXIH OCT 02, 1987 
~ SQUIBB !H!! N1l751 004 
AB 2.5HG N1l751 001 TABLET; ORAL 
AB ~ N1l751 003 FUROSEHEDE 
AB 10HG N1l751 002 § HATSON LABS 20HSII N71379 001 

~~~ ~~I ~~f~i 
.JAN 02, 1987 

~~~ ~~~I ~jjj~JI~.d~~ GENTAMICIN SULFATE 

INJECTABLE; INJECTION 
FLURAZEPAH HYDROCHLORIDE GEHTAHD:EH SULFATE DI !I01mJM atLOR%DE O."/, DI PLAS1%C 

COHTADIER 
CAPSULE; ORAL AI! KENDALL HCGAH Eg 40~ BASE/I00MlJI N62814 008 

FWRAZEPAH HCL AUG 28, 1987 
AI! COLMED LABS ~ N70562 001 AI! Eg 60HG BASE/100MlJI N62814 009 

.JIJL 09, 1987 AUG 28, 1987 
§ 30HGII N70563 001 !f Eg 70HG BASE/100MlJI N62814 010 

.JUL 09, 1987 AUG 28, 1987 
AI! PURE PAC PHARH 15HG11 N71927 001 AP Eg O. 8HG BASE/HlJI N62814 001 

SEP 09, 1987 AUG 28, 1987 
§ 30HGa N71551 001 !f Eg 80HG BASE/100MlJI N62814 011 

SEP 09, 1987 AUG 28, 1987 
>~>AB HARNER CHILCOTT 15HS11 N71767 001 AP Eg 90MB BASE/100MlJI N62814 012 
>~> DEC 04, 1987 AUG 28, 1987 
> ADD> AB 30HGII N71768 001 !f Eg 100HG BASE/100MlJI N62814 013 
>~> DEC 04, 1987 AUG 28, 1987 

!f Eg 1. 2HG BASE/HlJI N62814 002 
AUG 28, 1987 

FUROSEMIDE AI! Eg 120HG BASE/100MlJI N62814 014 
AUG 28, 1987 

INJECTABLE; INJECTION Ae ~g 1.4HG BASE/HlJI N62814 003 
FUROSEHEDE AUG 28, 1987 

!f CARTER GLOGAU 10HG/HlJI N70604 001 Ae Eg 1. 6HG BASE/HlJI N62814 004 
.JAN 02, 1987 AUG 28, 1987 

AI! HINTHROP BREON 10HG/HlJI N70578 001 AI! Eg 1.8HG BASE/HlJI N62814 005 
.JUL 08, 1987 AUG 28, 1987 

AI! Eg 2HG BASE./HlJI N62814 006 
AUG 28, 1987 

AI! Eg 2, 4HG BASElHlJI N62814 007 
AUG 28, 1987 

"~~%!#JiS£\J!liJ.kt¥4f!fI!i(M*;""\a;ttQ;M4h;;;""N",.,,Jii;1;;gAU ,:;pi,Mlgl,I,,,:tl ~J*;ga£.l:;f9;' :.Q.Q~ .w·& . .6··, "~~,':"-":'r'~'; ~:~.,,\ .~.'1'c'''''', <~'"-""' •• ~ " 
Ox 10M arr::=m'J1fi'lfi!I!¥!i!i~,?.). 
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RX DRUG PRODlX:T LIST / ClHlLATIVE SUPPLEMENT tueER 12 / .JAN'87 - DEC'87 19 

G£NTAHICI~ SULFATE HALOPERIDOL 

INJECTABLE; INJECTION TABLET; ORAL 
%SOTOHEC GEHfAH:tC%H SULFATE Df PLAST%C COHrADI~ HALOPEJaDOL 

Af TRAVENOL LABS Eg 40MG BASE/100Mb N62373 003 M DANBURY PHARHA O.5MGII N70981 001 
SEP 07. 1982 MAR 06. 1987 Af Eg 2.4MG BASE/Hb N62373 010 AB ~ N70982 001 
SEP 07. 1982 MAR 06. 1987 

M ~ N70983 001 SOLUTION/DROPS; OPHTHALMIC 
MAR 06. 1987 GEHfAH:IC:EH SULFATE AB ~ N70984 001 AI MAURRY BIO Eg 3MG BASE/H!.A N62635 001 MAR 06. 1987 

.JAN 08, 1987 M DURAHED PHARMS 10MGIC N7l220 001 
.JUL 07, 1987 

AB ~ N7l221 001 GLUCAGON HYDROCHLORIDE 
.JUL 07, 1987 

~ PAR PHARM .!.Qt!§II N71237 001 INJECTABLE; INJECTION 
JUL 20, 1987 GLUCAGOH AB 20MGIC N71328 001 AP LILLY Eg IMG BASE/vIAL N12122 001 .JUL 20, 1987 AP E~ 10MG BASE/vIAL N12122 002 M PURE PAC PHARM !2!P N7l075 001 AP QUAD PHARMS fQ IMG BASE/vIAlJa N7l022 001 AUG 04, 1987 

MAR 04, 1987 AB 20MGIC N7l076 001 Ae EQ lONG BASE/vIAlJa N7l023 001 AUG 04, 1987 
MAR 04, 1987 M QUANTlJ1 PHARMeS 0.5MGII N7l255 001 

FEB 17, 1987 
M 1MG11 N7l269 001 GRAMICIDIN ; NEOMYCIN SULFATE; POL YHYXIN B SULFATE 

FEB 17, 1987 
AB 2MG11 N71256 001 SOLUTION/DROPS; OPHTHALMIC 

FEB 17, 1987 HEOH'rCDf AHD POLYHYXIH B SULFATES AHD GRAMEm:DDI M ~ N71257 001 AI STERIS LABS 0.025MG/HL;Eg 1.75MG BASE/HL; 
FEB 17, 1987 10 z 000 UNITS/HlJa N62788 001 ~ ROXANE LABS 0.5MGIC N71128 001 

.JUN 11, 1987 FEB 17, 1987 
~ !mac N71129 001 

HALOPERIDOL 
~ ~ 

FEB 17, 1987 
N71130 001 

FEB 17, 1987 
TABLET; ORAL ~ ~ N71131 001 

HALOPEJaDOL FEB 17, 1987 AI BARR LABS ~ N71156 001 ~ 10MGIC N71132 001 
.JAN 02, 1987 MAY 12, 1987 

~ 1MGIC N71157 001 M 20MGIC N71133 001 
.JAN 02, 1987 MAY 12, 1987 

~ 2t1G11 N71172 001 
.JAN 02, 1987 

~ 
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NJHBER 12 / .JAN'S7 - DEC'S7 20 

HALOPERIDOL 

>-AmL> g 
>...AIDL> 
> ADD > ~ 
> ADD > 
>....AIDL> ~ 
> ADD > 
> ADD > ~ 
>...AIDL> 
>-AmL> § 
> ADD > 
> ADD > ~ 
>-AmL> 

TABLET; ORAL 
HALOPERDOL 

ROYCE LABS 

HALOPERIDOL LACTATE 

CONCENTRATE; ORAL 
HALOPERXDOL 

AA LEHMON 

INJECTA8LE; INJECTION 
tlALDOL 

Af MCNEIL LABS 
HALO P ERXDOL 

Af LYPHOHED 

Af QUAD PHARHS 

> ADD > AP SOLOPAK LABS 
>...AIDL> 
>...AIDL> AP 
> ADD > 
> ADD> Af 
>...AIDL> 
>...AIDL> Af 
>...AIDL> 

HEPARIN SODIlJH 

INJECTABLE; INJECTION 

~ 

~ 

~ 

~ 

10HGII 

~ 

Ea 2HG 8ASE/HlJI 

Ea 5HG 8ASE/HL 

Ea 5HG 8ASE/HlJI 

Ea 5MB 8ASE/HlJI 

Ea 5MB 8ASE/HlJI 

Ea 5HG 8ASE/HlJI 

Ea 5MB 8ASE/HlJI 

Ea 5MB 8ASE/HlJI 

"EPARDI LOCK FWSH PRESERVAUVE FREE 
AI! l YPHOHED 10 UNITS/HlJI 

AI! 100 UNITS/HlJI 

N71722 001 
DEC Z4~ 1987 

N71723 001 
DEC 24~ 1987 

N71724 001 
DEC 24. 1987 

N71725 001 
DEC 24. 1987 

N72121 001 
DEC 24. 1987 

N7Z12Z 001 
DEC 24~ 1987 

N71015 001 
AUG 25. 1987 

N15923 001 

N71187 001 
JAN 20. 1987 

N7108Z 001 
JAN OZ. 1987 

N70800 001 
DEC 14. 1987 

N70801 001 
DEC 14. 1987 

N70802 001 
DEC 14. 1987 

N70864 001 
DEC 14. 1987 

N17029 011 
SEP 22. 1987 

N17029 012 
SEP 22. 1987 

HEPARIN soDIlJ1 

AI! 

AI! 

AI! 

AP 

Af 

INJECTABLE; INJECTION 
"EPAR%H LOCK FW!H PRESERVAnYE FREE :PI PLASl'%C COHI'A:EHER 

LYPHOHED 10 UiIIS/HlJI N17029 DOS 
SEP 22~ 1987 

100 UNITSIHU. N17029 009 
SEP 22~ 1987 

"EPARDI SODlU1 PRESERVAUVE FREE 
HINTHROP 8REON 10.000 UNITS/HlJI N89522 001 

HAY 04~ 1987 
HEPARIN SODIUM 10~000 LtaTS IN DEXTROSE 5X IN PLASTIC 

CONTAINER 
TRAVENOL LABS Nl8814 002 

.JUL 09~ 1985 
"EPARDI SODlU1 25.000 UHETS AHD DEKTROSE 5? lit PLAST.tC 

COHTA:EHER 

2~000 UNITS/100HL 

TRAVENOL LABS 5.000 UNITS/100HL 

10.000 UNITS/100HlJI 

Nl8814 003 
.JUL 09. 1985 

Nl8814 004 
.JUL 02, 1987 

HEXACHLOROPHENE 

EMULSION; TOPICAL 
SOX-DOHE 

AI a HILES PHARH g 

HYDRALAZINE HYDROCHLORIDE 

INJECTABLE; INJECTION 
H'tDRALA2l:HE HCL 

AI! LYPHOHED 20HG/HlJI 

HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE 

CAPSULE; ORAL 
H'tDRALA2l:HE HCL AHD H'tDROCHLOR01KtAZ%DE 

~ SUPERPHARH 25HG;25H~ 

~ 50HG;50HGII 

N17405 001 

N89532 001 
AUG 11, 1987 

N89200 001 
FEB 09. 1987 

N89201 001 
FEB 09. 1987 

;:~.?,:.:',J,,!,·,l¥·'m/*'> .... ,44 .,' . .§[# NMJZ ",h·.,i.' .S; *' h? to _¢t~$ • .t 



;;. ,.1ti -inw#±i9ri"kitW'W+"'-" '" I'tf.i#~'i£·'\n<'~ c'/ *H :~&~';'}{" . ' "c '-%~;" 't~ .L:·tBr&i¥:\..!n'·~;'"'birtP;' -.., t rt trf>retiJiWt1&ft'· ·,·ttrit~'-2" -' dz,. t \*1"16" ''''$ "$ 'f \ tTY ," ~., %' i fiet . tt ttl t' . .' t . t'ii§fi}iBt.-rlir· it» 1" w(rr< t if, '1t" "iffytW,;\ ·:.i~~r&'" ····'"SHeWY'·'I¥tcilttW"IWIo'I. 

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 21 

HYDROCHLOROTHIAZIDE; LA8ETALOL HYDROCHLORIDE 

AI! SCHERING ~;lOOto. 

A8 25HG,~ 

!§ §f:§;300to. 

AB 25HG,400to. 

TRAHDATE-HCT 
A8 GLAXO ~aool1Gll 

A8 25HG,200MGll 

AB 25HG,30011Gll 

AB §f:§,40011Gll 

HYDROCHLOROTHIAZIDE; METHYLDOPA 

TABLET; ORAL 
HETH'tLDOPA AND tn'DROaiLOROTHrAZJ:DE 

AB INVAMED ~;250HGa 

AB 25MG; 25011Gll 

AB 

AB 

~ 

AI! 

~ 

~ 

AI! 

AI! 

PAR PHARH 

PARKE DAVIS 

15HG;250to. 

25HG;250to. 

30MG;500HGll 

50HG;50011Gll 

~j250MGII 

~,250HGII 

~;50011Gll 

50HG,500HGII 

N19046 001 
APR 06, 1987 

N19046 002 
APR 06, 1987 

N19046 003 
APR 06, 1987 

N19046 004 
APR 06, 1987 

N19174 001 
APR 10, 1987 

N19174 002 
APR 10, 1987 

N19174 003 
APR 10, 1987 

N19174 004 
APR 10, 1987 

N70829 001 
MAR 09, 1987 

N70830 001 
MAR 09, 1987 

N70616 001 
FEB 02, 1987 

N70612 001 
FEB 02, 1987 

N70613 001 
FEB 02, 1987 

N70614 001 
FEB 02, 1987 

N71897 001 
NOV 23, 1987 

N71898 001 
NOV 23, 1987 

N71899 001 
NOV 23, 1987 

N71900 001 
NOV 23, 1987 

HYDROCHLOROTHIAZIDE; PINDOLOL 

TABLET; ORAL 
VISKAZIDE 

SANDOZ PHARHS 25HG,5I1GII 

25HG,1011Gll 

HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE 

TABLET; ORAL 
PROPRAHOLOL HCL & tn'DROaiL.OR011iEAZEDE 

AB DURAHED PHARHS 25HGj4011Gll 

!§ 25HG j 8011Gll 

PROPRAHOLOL HCL AHD H'J'DROaiLOROTHrAZl:DE 
AB CORD LABS 25MGj40MGIC 

!§ ~;80to. 

AB 

AB 

HYLAN PHARHS 25HG,4011Gll 

25HG;8011Gll 

HYDROCHLOROTHIAZIDE; SPIRONOLACTONE 

TABLET; ORAL 
SnROHOLACTOHE AND tn'DROaiLOROlHrAZtDE 

AI! MUTUAL PHARH 25HG; ~ 

HYDROCHLOROTHIAZIDE; TRIAHTERENE 

CAPSULE, ORAL 
DYAZ%DE 

AB SK&F LABS 25HGj50HG 
TlqAHTEREHE AND tn'DROCHLOR01HIA:l%DE 

AI! BOLAR PHARH 25HG ;50to. 

TABLET; ORAL 
HAXZl:DE 

AI HYLAN PHARHS 50HGj75HG 

TlqAHTEREHE AND tn'DROCHLOROTKrAZJ:DE 

N18872 001 
JUL 22, 1987 

N18872 002 
JUL 22, 1987 

N71126 001 
MAR 02, 1987 

N71127 001 
MAR 02, 1987 

N71060 001 
AUG 26, 1987 

N71061 001 
AUG 26, 1987 

N70946 001 
MAR 04, 1987 

N70947 001 
APR 01, 1987 

N89534 001 
JUL 02, 1987 

N16042 002 

N71845 001 
AUG 21, 1987 

N19129 001 
OCT 22, 1984 

AB AM THERPTCS ~;Z~ N72022 001 
APR 17, 1988 I NOV 03, 1987 

= . .:-:::::.....B,riii!! LV'iie.N •. aWja;:;;''Q_i'J.~& .. !f!lm;;;ee!. ;g;;;gZ_L ~.~._ = .: :7" ="''''Tr-~ '."~ .• 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / ~AN'S7 - DEC'S7 

HYDROCHLOROTHIAZIDE i JRIAHIERENE 

TABLET; ORAL 
IRZAHTEREHE AHD HrDROCHLORO'TKrA'ZEDE 

>ADD>g 
>-A!llL> 
>-A!llL> ~ 
>-A!llL> 

BARR lABS 50HG ;7SHG11 
APR 17, 

VITARINE 50HG;~ 

HYDROCORTISONE 

OINTMENT; TOPICAL 
trrDROCORT%SOHE 

AI PHARMADERH ~ 

1988 
N71251 001 

DEC OS, 1987 
N71360 001 

DEC 08, 1987 

N88842 001 
FEB 09, 1987 

HYDROCORTISONE i NECJt1YCIN SULFATE i POL YHYXIN B SULFAn 

SUSPENSION; OTIC 
PED:J:O'I%C CORTDPORDf 

AI BURROUGHS NELLC ~;Ea 3.5HG BASE/HL; 
10.000 UNITS/HlJI N62822 001 

SEP 29, 1987 

HYDROCORTISONE BUTYRATE 

SOLUTION; TOPICAL 
LOCOID 

GIST BROCADES O.lla N19116 001 
FEB 25, 1987 

HYDROCORTISONE SODIUM PHOSPHATE 

INJECTABLE; INJECTION 
trrDROCORT%SOHE SOD~ PHOSPHATE 

AP QUAD PHARHS EQ 50HG~ASE/HlJI N89581 001 
MAY 28, 1987 

AI! t1S&D EQ 50HG BASE/HL N12052 001 

HYDRDXYPRDGESTERONE CAPROATE 

INJECTABLE; INJECTION 
trrDROKYPROGESTEROHE CAPROATE 

AQ QUAD PHARHS 125HG/HlJI N89330 001 
JAN 02, 1987 

AQ 250HG/HlJI N89331 001 
JAN 02, 1987 

HYDROxySIILBAHIDINE ISETHIQNATE 

INJECTABLE; INJECTION 
HYDROXYSTILBAHIDINE ISETHIONATE 
a MERRELL DDH 2Z5HG/AHP 

HYDROXYZINE PAHDATE 

CAPSULE; ORAL 
trrDROXY'l%HE PAHOATE 

g SUPERPHARH 

~ 

AI! 

RUPROFEN 

TABLET; ORAL 
:EBUPROFEH 

AB BARR LABS 

AI! CHELSEA lABS 

Eli 25HG HClJI 

Ea 50HG HClJI 

Ea 100HG HClJI 

800HGll 

800MGrl 

>-A!llL> AB CORD LABS ~ 
> ADD > 

AB DANBURY PHARHA 800MGrl 

AB HALSEY DRUG 300MGrl 

M ~ 

AB 600MGrl 

M INTERPHARH 800MGrl 

M tlUTUAL PHARH ~ 

>ADD>M HYLAN PHARHS 800HGll 
>-A!llL> 

All SIDHAK LABS 400MGrl 

All 600MGrl 

M ~ 

%FEH 
M LUCtiEH PHARHS 800MGrl 

'", iQ ;.< - .·.(.;;t:: . >;ii, j _ , '~:¢. ',. 
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N09166 001 

N89031 001 
~AN 02, 1987 

N89032 001 
~AN 02, 1987 

N89033 001 
~AN 02, 1987 

N71448 001 
FEB 18, 1987 

N71911 001 
OCT 13, 1987 

N72169 001 
DEC 11, 1987 

N71547 001 
JUL 02. 1987 

N71028 001 
MAR 23, 1987 

N71029 001 
MAR 23, 1987 

N71030 001 
MAR 23, 1987 

N71935 001 
OCT 13, 1987 

N72004 001 
NOV 18, 1987 

N71999 001 
DEC 03. 1987 

N71666 001 
JUN 18. 1987 

N71667 001 
~UN 18, 1987 

N71668 001 
JUN 18, 1987 

N71769 001 
MAY 08, 1987 
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R>C DRUG PRODUCT LIST / CU'lJLATIVE SUPPLEMENT tumER 12 / JAN'87 -'. DEC '87 23 

IHIPRAHINE .. HYDROCHLORIDE IMJLIN 

TABLET; ORAL INJECTABLE; INJECTION 
lMEPIW'ttHE HC~ IMJLIN ANDSODIUH CHLORIDE 

AB PAR PHARH 10HGII N89422 001 ISO TEX DIAGS 100HGIML N02Z82 001 
JUL 14. 1987 1~~1 ':tHda::bt/ AB 2.5HG11 N89497 001 J?i$.j7¢M1U l1ddtWMa:1 Itt.d#f.UddU 
JUL 14. 1987 

> ADD> ~QFETAHINE HYDROCHLORIDE. 1-123 
INDottETHACIN 

> ADD > INJECTABLE; INJECTION 
CAPSULE; ORAL > ADD> SPECTAHINE 

DfDOHEi11ACDt > ADD > MEDI PHYSICS 1 HCIIMUI Nl9432 001 
AB CHELSEA LABS 50HGIC N71635 001 >~> DEC 24. 1987 

HAY 18. 1987 
AB CORD LABS 25HGIC N70673 001 

APR 29. 1987 IOPAMIDOL 
AB 50MGII N70674 001 

APR 29. 1987 INJECTABLE; INJECTION 
AB HALSEY DRUG ~ N70782 001 ISOWE-200 

JUN 03. 1987 SQUIBB DIAGS 41X N18735 001 
A§ 50HGIC N70635 001 DEC 31. 1985 

JUN 03. 1987 1.t~~t~/#dl-
A§ MUTUAL PHARH 25HGIC N70899 001 ~. J I /(.Jt.1 1"'~7~111i~:~~ FEB 09. 1987 
AB 50HGII N70900 001 ISOWE-128 

FEB 09. 1987 SQUIBB DIAGS 26i)1 N18735 005 
AB SIDMAI{ LABS 25HGIC N71148 001 OCT 21. 1986 

HAR 18. 1987 
AI! 50HGIC N71149 001 

HAR 18. 1987 IRON DEXTRAN 

CAPSULE •. CONTROLLED RELEASE; ORAL INJECTABLE; INJECTION 
:EHDOCDI 5R lHFEROH 

A§ HS&D RES LABS 75HG N18185 001 AP FISONS ~ 50HG IRONIM~ NI0787 002 
FEB 23. 1982 flU l~t~~t.t.tI"(l,t1 1::'ja~liR~il IttJ.djf.H d#1 

:EHDOHE'nfACDI 
AB YITARINE m!§II N71531 001 

JUL 21. 1987 ISOSORBIDE DINITRATE 

SUSPENSION; ORAL TABLET; ORAL 
:EHDOCIH :ESOSORUDE DDaTRATE 

AB HS&D RES LABS 2.5HG/5HL N18332 001 AB BARR LABS ~ N86166 002 
OCT 10, 1985 SEP 19. 1986 

:EHDOf1Ei11ACDt AI 12!!!!! N86169 001 
AI ROXANE LABS 2.5HG/5HUI N71412 001 SEP 19. 1986 

HAR 18, 1987 A§ 20HG N86167 001 
SEP 19, 1986 

~",--,,-..,..~~ ...... ~::;;a;;;;;;... ._ :~'--- ." •. _ ... _"~_.",.~,.,_ _,... __ ::~_~:::=~~======== 



RX DRUG PRODUCT LIST / CUMULATIVE SUP~LEMENT NUMBER 12 / JAN'87 - DEC'87 24 

ISOSORBIDE DINITRAT~ KETOCONAZOLE 

TABLET; ORAL CREAM; TOPICAL 
XSOSORBl:DE II%HrTRATE NIZORAL 

~ PAR PHARH ~ N86923 001 JANSSEN PHARHA 2XM N19084 001 
MAR 12, 1987 DEC 31, 1985 

AB 10HGII N869Z5 001 zxa N19576 001 
MAR lZ, 1987 OCT 2Z, 1987 

~ 20HGll N87537 001 2XM N19648 001 
OCT OZ, 1987 SEP 25, 1987 

~ SUPERPHARH 5HGII N89190 001 
FEB 17, 1987 

AB 10HGII N89191 001 KETOPROFEN 
FEB 17, 1987 

~ ZOHGll N8919Z 001 CAPSULE; ORAL 
FEB 17, 1987 ~ 

~ NEST HARD ~ N86067 001 AB HYETH 25HG11 N18754 001 
OCT Z9, 1987 JUL 31, 1987 

AB 10HGll N86066 001 
OCT Z9, 1987 

AB Z~HGII N88088 001 LABETALOL HYDROCHLORIDE 
NOV OZ, 1987 

TABLET; ORAL 
TABLET; SUBLINGUAL HORMODYHE 

%SOSORBl:DE DDlnRATE AB SCHERING 100HGll N18687 001 
AB BARR LABS Z.SMG N84204 001 AUG 31, 1987 

SEP 18, 1986 TRAHDATE 
AB 5HG N86168 001 AB GLAXO 100HG N18716 001 

SEP 18. 1986 MAY Z4, 1985 
AB NEST HARD 2.5HG11 N86054 001 

OCT Z9, 1987 
AB 5HG11 N86055 001 LEUCOVORIN CALCIUM 

NOV OZ, 1987 
INJECTABLE; INJECTION 

LEUCOVORZH CALCIUM 
KANAMYCIN SULFATE AP BEN VENUE LABS E~ 50HG BASE/vIAU. N89384 001 

SEP 14. 1987 
CAPSULE; ORAL AP ELKINS SINN E~ 50MG BASE/vIAU. N70480 001 

KANTREX JAN OZ. 1987 
BRISTOL LABS E~ 500MG BASE .. N6Z7Z6 001 AP QUAD PHARHS E~ 5MG BASE/MU. N89503 001 

MAR 06, 1987 OCT OS. 1987 
>-AmL> AP E~ 5MG BASE/MU. N89S04 001 

INJECTABLE; INJECTION >-AmL> DEC ZZ. 1987 
KAHAMYCI:H SULFATE AP E~ SOHG BASE/vIAU. N89496 001 

Ae PHARHAFAIR E~ 7SMG BASE/ZMU. N6Z668 001 MAR OS, 1987 
MAY 07, 1987 >-AmL> E~ 100MG BASE/vIAU. N89636 001 

AP E~ 500NG BASE/ZMU. N6Z67Z 001 >-AmL> DEC 24, 1987 
MAY 07, 1987 NELLCOVORZH 

AP E~ 1GH BASE/3MU. N6Z669 001 Ae BURROUGHS NELLC ~~ 5MG BASE/M!. N87439 001 
MAY 07, 1987 OCT 19, 198Z 
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 25 

LEUCOVORIN CALCIUM LORAZEPAH 

POHDER FOR RECONSTITUTION; ORAL TABLET; ORAL 
LEUCOVORIN CALCIUM LORAZEPAH 

LEDERLE LABS EQ 60HG BASE/vIAlIC N08107 003 AB HALSEY DRUG O.SMGII N71434 001 
JAN 30, 1987 SEP 01, 1987 

AB 1MG11 N71435 001 
TABLET; ORAL SEP 01, 1987 

LEUCOVORZH CALClU1 AB 2MGIC N71436 001 
AB BARR LABS EQ SHG BASE .. N71198 001 SEP 01, 1987 

SEP 24, 1987 AB HYLAN PHARHS O.SMGII N71S89 001 
AB E~ 2SHG BASE .. N71199 001 OCT 13, 1987 

SEP 24, 1987 AB lJ9C N71S90 001 
LEDERLE LABS EQ 10HG BASE .. N71962 001 OCT 13, 1987 

NOV 19, 1987 AB 2MG11 N71S91 001 
EQ lSMG BASE .. N71104 001 OCT 13, 1987 

MAR 04, 1987 AB PURE PAC PHARH 0.5MGII N71403 001 
AB PAR PHARM EQ 5HG BASE .. N71600 001 APR 21, 1987 

OCT 14, 1987 AB 1HGIC N71404 001 
AB E~ 25HG BASE .. N71S98 001 APR 21, 1987 

OCT 14, 1987 AB 2HGIC N71141 001 
NELLCOVORZH APR 21, 1987 

AB BURROUGHS HELLC EQ SHG BASE N18342 001 AB SUPERPHARH O.SMGII N71245 001 
JUl 08, 1983 FEB 09, 1987 

AB E~ 2SHG BASE N18342 002 AB 1MG11 N71246 001 
JUL 08, 1983 FEB 09, 1987 

1~'t.1 ItMpM¢/~~~tI /J~~~~~1%~~~~ AB 2MG11 N71247 001 
FEB 09, 1987 

AB HATSON LABS ~ N71086 001 
MAR 23, 1987 

>--A.ruL> LISINOPRIl ~ 1HGIC N71087 001 
MAR 23, 1987 

> ADD > TABLET; ORAL AB 2MG11 N71088 001 
> ADD > PRINIVIL MAR 23, 1987 
> ADD> HS&D RES LABS 5HGIl N19S58 001 
> ADD> . DEC 29, 1987 
> ADD > 10HGIC N19S58 002 lOVASTATIN 
> ADD > DEC 29, 1987 
>--A.ruL> 20HGII N19558 003 TABLET; ORAL 
> ADD > DEC 29, 1987 MEVACOR 

HS&D RES LABS 20HGIC N19643 003 
AUG 31, 1987 

LITHIUM CARBONATE 

CAPSULE; ORAL MANGANESE SULFATE 
LrnmI1 CARBOHATE 

Af! BOLAR PHARH 300MGII N70407 001 INJECTABLE; INJECTION 
MAR 19, 1987 MANGANESE SULFATE 

ROXANE LABS lS0HG N1781Z 002 LYPHOHED EQ O.lHG HANGANESE/HlIC N19Z28 001 
JAN 28, 1987 MAY OS, 1987 

600HG N17812 003 
JAN 28, 1987 

~ ~;::-;~~ - ~--~ 



RX DRUG PRODUCT LIST ,/ C\HJUTIVE SUPPLEMENT N.leER 12 ,/ JAN'S7 - DEC'S7 

MANNITOL 

INJECTABLU INJECTION 
HIUltlrTOL 10? Df PIA!Il%C COHTADfER 

AP ABBOTT LABS 10GtVI00MUI 

Ae 

Ae 

HAHta:TOL 25? 
ASTRA PHARM PRODS 12.5GfV50MUI 

12.5GtV50MUI 

HAHKrTOL 52 Df PLAST%C COHTADfER 
AP ABBOTT LABS SGMII00MUI 

HAPROTILINE HYDROCHLORIDE 

> ADD > AB 
> ADD > AB 
>-AmL> AB 
>-AmL> 
> ADD > 
>-AmL> ~ 
>-AmL> 
>-AmL> AB 
>-AmL> 
> ADD> AB 
>-AmL> 

TABLET; ORAL 
WDZOHIL 

_ CIBA PHARM 

HAPROT.ELDfE HCL 
BOLAR PHARM 

MECLIZINE HYDROCHLORIDE 

TABLET; ORAL 
ANTIVERT 

ROE RIG 

MECLOFENAMATE SODIUM 

CAPSULE; ORAL 
MECLOD%U1 

AB QUANTUM PHARMeS 

~ 

25HG 
50MG 
m.!2 

25HG11 

50MGII 

75HGa1 

50MS 

Ej 50HG BASE., 

EQ lOOMS BASE. 

N19603 002 
JAN OS. 1987 

N89239 001 
HAY 06. 1987 

N89240 001 
HAY 06. 1987 

N19603 001 
JAN 08. 1987 

N17543 001 
N17543 002 
N17543 003 

SEP 30. 1982 

N71943 001 
DEC 30. 1987 

N71944 001 
DEC 30. 1987 

N71945 001 
DEC 30. 1987 

NI0721 001 
JAN 20. 1982 

N71380 001 
JUL 14. 1987 

N71381 001 
JUL 14. 1987 

MECLOFENAHAIE SODIUM 

CAPSULE; ORAL 
HECLOFEtW1ATE SODDI1 

~ AM THERPTCS Eli 50Ml,;_ USE. 

AB Eli 100~~~E. 

~ CHELSEA LABS Ej 50MS BASE. 

§ EQ lOOMS BASE. 

§ DANBURY PHARHA Eli 50MS BASE. 

§ Eli lOOMS BASE. 

MEDROXYPROGESTERONE ACETATE 

TABLET; ORAL 
~ 

AB AYERST LABS 

PROVERA 
AB UPJOHN nn 

MEGESTROL ACETATE 

TABLET; ORAL 
~ 

~ MEAD JOHNSON 
AB 

HEGESTROL ACETATE 
~ COLMED LABS 

§ 

MEPROBAMAIE 

TABLET; ORAL 
MEPROBAMATE 

M KM LABS 

!Q!:!!?I 

1 OMS 
Iml 

2 OMS 
~ 

20HGal 

~ 

~ 

11:_. .!¥"~,J :".~_-.*q:s?< t ;,:, ,LJf¥9j~iil;0,:?1p,·. ,'\p,:,-'S.'" v' .'ii.;:" ,,", 
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N71362 001 
FEB 10. 1987 

N71363 001· 
FEB 10. 1987 

N71640 001 
AUG 11. 1987 

N71641 001 
AUG 11. 1987 

N71468 001 
APR 15. 1987 

N71469 001 
APR 15. 1987 

N89386 001 
SEP 09. 1987 

N11839 004-
1~j.j.~"J~/~~('1 

N16979 001 
N16979 OOZ 

N70646 001 
OCT OZ. 1987 

N70647 001 
OCT 02. 1987 

N89538 001 
HIJV 25. 1987 
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 27 

>....!Q!L> I1ESALAMINE HETHOXSALEN 

>~> ENEMA; RECTAL CAPSULE; ORAL 
>....!Q!L> ROHASA HETHOXSALEN 
>....!Q!L> REID ROHELL 4GM/60MlJI Nl9618 001 BP a CORD LABS 10MG N87781 001 
> ADD > DEC 24. 1987 ~ 08. 1982 

HETAPROTERENOL SULFATE METHYLDOPA 

SOLUTION; INHALATION TABLET; ORAL 
AWPEHr HmrtLDOPA 

AN BOEHR INGEL 0.6X N18761 001 M PAR PHARM 12~ N70S3S 001 
JUN 30. 1963 JAN 02. 1967 

AN ~ N176S9 001 AB 2S0MGII N70S36 001 
HETAPROTEREHOL SULFATE JAN 02. 1967 

AN DEY LABS 0.6~ N70604 001 AB SOOMGII N70S37 001 
AUG 17. 1967 JAN 02. 1987 

AN ~ N7060S 001 
AUG 17. 1967 

METHYLDOPATE HYDROCHLORIDE 
SYRUP; ORAL 

AWPEHr INJECT ABLE; INJECTION 
AA BOEHR IOOEL 10MG/SML N17S71 001 HmrtLDOPATE HCL 

HETAPROTEREHOL SULFATI Ae ABBOTT LABS SOHG/MlJI N70698 001 
M MY K LABS 10MG/SM!,J( N716S6 001 JUN lS. 1967 

OCT 13, 1967 AP SOHG/MlJI N70699 001 
.JUN IS, 1987 

AP DUPONT CRI CARE SOHG/MlJI N70691 001 
HETHOCARBAHOL JUN 19, 1967 

AP SOMG/MLIC N70649 001 
TABLET; ORAL JUN 19, 1967 

HEniOCARBAHOL Ae LUITPOLD PHARMS SOHG/MlJI N71279 001 
AA AM THERPTCS SOOHGII N89417 001 OCT 02, 1987 

FEB 11, 1967 >....!Q!L> AP MARSAM PHARMS SOHG/MlJI N71612 001 
M ~ N89416 001 > ADD > DEC 22, 1987 

FEB 11. 1967 AP SOLOPAK LABS SOHG/MlJI N70641 001 
JAN 02, 1967 

HETHOTREXATE SODIUM 
METHYLPREDNISOLONE 

INJECTABLE; INJECTION 
ABrTREXATE TABLET; ORAL 

AP INTL PHARM Elj 2St1G BASE/MlJI N89161 001 HmrtLPREDtaSOLOHE 
MAR 10, 1967 >....!Q!L> AB DURAHED PHARMS ~ N66497 001 

Ae Elj SOHG BASEIVIAlIC N893S4 001 > ADD > FEB 21, 1964 
~l 17. 1967 > DlT > I~"N I~I 1ttM>4411ddJI 

Ae Elj 100MG BASEIVIAlJI N893SS 001 >--'lbL> Ift~IIJ;/J4~('1 
JUL 17, 1987 

AI! Elj 2S0HG BASEIVIAlJI N893S6 001 
.JUl 17. 1987 

- '" . . _"::.·"~"'A .... }_~:=';:;:;; . _M~ee%- z__ ~~__ '::Z'"="'**=" __ ""-~::.:=::~.~~_ 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 

METHYLPREDNISOLONE ACETATE 

INJECTABLE; INJECTION 
METHYLPREDNISOLONE ACETATE 

~=~~ 1t.t~1 ~=~~ 
I~~I I~~M¢/Mtl 

a 20NG/HL 
a 40MG/HL 
a 80NG/HL 

METHYLPREDNISOLONE SODIUM SUCCINATE 

INJECTABLE; INJECTION 
A-HE'THI!IPRED 

AP ABBOTT LABS 

AP 

EQ SOONG BASE/vIALa 

EQ IGM BASE/vIALa 

METOCLOPRAMIDE HYDROCHLORIDE 

INJECTABLE; INJECTION 
METOCLOPRAMIDE HCL 

AP SOLOPAK LABS Eq lONG BASE/2MLa 

AP Eq 10MG BASE/2M La 

REG LAN 
ROBINS EQ lONG BASE/HLa 

SYRUP; ORAL 
METOCLOPRlIHIDE HCL 

AA BIOCRAFT LABS Eq SNG BASE/SMLa 

AA HY K LABS Eq 5MG BASE/SMLa 

REGLAH 
AA ROBINS Eq SMG BASE/SML 

TABLET; ORAL 
METOCLOPRlIHIDE HCL 

AB BARR LABS Eq lONG BASE .. 

AB BOLAR PHARM Eq 10MG BASE .. 

AB INVAMED Eq lONG BASE .. 

AB MARTEC PHARMS Eq lONG BASE .. 

~=~~~~:~I Itt~~t>~J H6~~ 
N87248 001 
N8S374 001 
N86S07 001 

N89173 001 
AUG 18, 1987 

N89174 001 
AUG 18, 1987 

N70622 001 
MAR 02, 1987 

N70623 001 
MAR 02, 1987 

N17862 004 

N70819 001 
JUL 10, 1987 

N70949 001 
MAR 06, 1987 

N18821 001 
MAR 2S, 1983 

N70660 001 
FEB 10, 1987 

N70363 001 
MAR 02, 1987 

N708S0 001 
FEB 03, 1987 

N70S98 001 
FEB 02, 1987 

METOCLOPRAMIDE HYDROCHLORIDE 

TABLET; ORAL 
METOCLOPRAHEDE HCL 

AB SUPERPHARM 

AB HATSON LABS 

REGLAN 
IWBINS 

METOLAZONE 

TABLET; ORAL 
MICROX 

PENNHALT 

METRIZAMIDE 

INJECTABLE; INJECTION 
AMIPAQUE 

HINTHROP BREON 

METRONIDAZOLE 

TABLET; ORAL 
SATRXC 

AB SAVAGE LABS 

EQ lONG BASE .. 

Eq lONG BASE .. 

EQ 5HG BASE .. 

0.5MGJI 

2.5GM/VIAL 

13. SGH/VIAL 

SOOMGJI 

MEZLOCILLIN SODIUM MONOHYDRATE 

INJECTABLE; INJECTION 
MEZLIN 

MILES PHARM EQ 3GM BASE/vIALa 

EQ 4GH BASE/vIALa 

28 

N70926 001 
JUN 26, 1987 

N7064S 001 
HAY 11, 1987 

N17854 002 
MAY OS. 1987 

N19S32 001 
OCT 30. 1987 

N17982 003 
SEP 12, 1983 

N17982 004 
SEP 12, 1983 

N70731 001 
.JUN 08. 1987 

N62697 001 
JAN 22, 1987 

N62697 002 
JAN 22. 1987 
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 29 

HIDAZOLAM HYDROCHLORIDE HOMETASONE FUROATE 

INJECTABLE; INJECTION CREAM; TOPICAL 
VERSED ELOCON 

ROCHE EQ 1f1G BASE/HlJC N18654 002 SCHERING 0.1:1.)1 N1962S 001 
MAY 26. 1987 MAY 06. 1987 

OINTMENT; TOPICAL 
> ADD > HILRINONE LACTATE ELOCON 

SCHERING 0.1%X N19543 001 
> ADD > INJECTABLE; INJECTION APR 30. 1987 
> ADD> HILRINONE LACTATE 
>...M!.JL> STRL HINTH RES EQ 1f1G BASE/HlJC N19436 001 
> ADD> DEC 31, 1987 MORPHINE SULFATE 

TABLET. CONTROLLED RELEASE; ORAL 
HINOXIDIL HS CONTIN 

PURDUE FRDRK 30f1GlC N19516 001 
TABLET; ORAL MAY 29, 1987 

LOKITEH 
AB UPJOHN 2.5MG N18154 001 
AB 10f1G N18154 003 > ADD > HUPIROCIN 

KEHODYl 
AB QUANTUH PHARHCS 10MGIC N71534 001 >..AmL> OINTMENT; TOPICAL 

MAR 19. 1987 > ADD> BACTROBAN 
K£HO)CEDJ:l > ADD > BEECHAM LABS ~ NS0591 001 

AB DANBURY PHARHA 2.5f1G1C N71344 001 >..AmL> DEC 31. 1987 
MAR 03. 1987 

AB 10f1GlC N71345 001 
MAR 03, 1987 NALOXONE HYDROCHLORIDE 

AB ROYCE LABS 2.5f1G1C N71799 001 
NOV 10, 1987 IN.JECTABlE; INJECTION 

AB 10f1GlC N71796 001 NALOXONE Hel 
NOV 10. 1987 AP ABBOTT LABS O. 0211G/HlJC N70252 001 

JAN 16, 1987 
AP 0.0211G/HlJC N702S3 001 

> --A!l!L> MITOXANTRONE HYDROCHLORIDE JAN 16. 1987 
AP o . 4t1G/HlJC N70254 001 

>..AmL> INJECTABLE; INJECTION JAN 07. 1987 
>...AruL> NOVANTRONE AP 0.4MG/HlJC N7025S 001 
> ADD> LEDERLE LABS EQ 211G BASE/HlJC N19297 001 JAN 07. 1987 
> ADD> DEC 23. 1987 AP 0.4HG/HlJC N70256 001 

JAN 07, 1987 
!f O.4HG/HlJC N70257 001 

HOLINDONE HYDROCHLORIDE JAN 07. 1987 

TABLET; ORAL 
HOBAN 
/~/~~~f/~~~M;/ IJ.6.6Mr)/ /t1t,1J.ttl.d,df,/ 

DUPONT PHARHS 100HG N17111 008 

""""'''''''''=~'%',i;;"'-''''-' ------ =;:~:.~~:.~~~~::':.: ~ -- :"::.:::- .::~-:~:::=.=:. .... 



NALOXONE HYDROCHLORIDE 

I~ECTABLE; INJECTION 
HALOXOHE HCL 

AI!. SOLOPAK LABS 

AP 

AI!. 

AP 

Af 

AP STERIS LABS 

NAPROXEN 

SUSPENSION; ORAL 
NAPROSYN 

SYNTEX LABS 

NAPROXEN SODIUH 

TABLET; ORAL 
ANAPROX 

SYNTEX PR 

NITROGLYCERIN 

I~ECTABLE; I~ECTION 

taTROGLYCERDf 
AP LYPHOHED 

AP QUAD PHARHS 

AI!. 

HITROSTAT 
AP PARKE DAVIS 

AP 

AP 

-':.'-::-:;~'.~::=::-~::~::-:-::::=~".:---=:----:~:'- : :-:;.!".~-.=:.:-=-~:-~-.-

RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / ~AN'87 - DEC'87 30 

o . 02HG/HlJI 

0.02MG/HlJI 

o .4HG/HlJI 

O.4MG/HlJI 

0.4MG/HlJI 

O.4HG/HlJI 

25HG/HlJI 

550HGII 

5HG/HU, 

5MG/HlJI 

10MG/HlJI 

5MG/HlJI 

10HG/HlJI 

10HG/HlJI 

N71671 001 
NOV 17. 1987 

N71672 001 
NOV 17. 1987 

N71681 001 
NOV 17. 1987 

N71682 001 
NOV 17. 1987 

N71683 001 
NOV 17. 1987 

N71339 001 
NOV 18, 1987 

N18965 001 
MAR 23. 1987 

N18164 003 
SEP 30, 1987 

N71203 001 
MAY 08, 1987 

N71094 001 
~UL 31. 1987 

N71095 001 
JUL 31. 1987 

N70863 001 
JAN 08, 1987 

N70871 001 
JAN 08, 1987 

N70872 001 
JAN 08. 1987 

NORTRIPIYLINE HYDROCHLORIDE 

CAPSULE; ORAL 
PAHELOR 

1~/~~~~t/~~~~~1 
SANDOZ PHARHS 

NYSTATIN 

OINTMENT; TOPICAL 
HYSTATDf 

AI NASKA PHARHA 

PASTILLE; ORAL 
MYCOSTATIN 

SQUIBB 

SUSPENSION; ORAL 
HYSTATl:H 

!A BIOCRAFT LABS 

ItM~.6r'1¢l'f,~~tI 
EQ 50NG BASE 

100.000 UNITS/GHM 

200,000 UNITSII 

100.000 UNITS/HlJI 

I~J~~J'JI ~~(t/ 
N18013 004 

N62840 001 
NOV 13, 1987 

NS0619 001 
APR 09, 1987 

> ADD > AA LEMMON 100,000 UNITS/HlJI 

N62670 001 
JUN 18. 1987 

N62776 001 
DEC 17. 1987 

N62835 001 
NOV 19. 1987 

> ADD > 
AA MY K LABS 100.000 UNITS/HlJI 

NYSTATIN; TRIAMCINOLONE ACETONIDE 

CREAMi TOPICAL 
> ADD > DERMACOMB 
> ADD > AT TARO PHARHS 100,000 UNITS/GH;O.l%a N62364 001 

DEC 22, 1987 > ADD > 

AT 

AT 

HYSTATDf-TR%AMCZHOLOHE ACETOHI:DE 
THAMES PHARHA 100,000 UNITS/GMiO.l%a N62347 001 

OINTMENT; TOPICAL 
H't'KACET 

NHC LABS 

MAR 30, 1987 

100,000 UNITS/GHiO.l%a N62733 001 
MAR 09, 1987 

~-:: ·'r-'""'-·~ ,,~.,., .~ =_,.,., 
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER lZ / JAN'S7 - DEC'S7 

OXAZEPAM 

CAPSULE; ORAL 
OXAZEPAM 

BP BARR LABS 1011Glll 

BP l.5t1G11 

BP 30HGII 

BP ZENITH LABS 10MGII 

BP l5HGIC 

BP 30HGII . 

SERA>< 
BP HYETH 10HG 
BP lSHG 
BP 30HG 

TABLET; ORAL 
OXAZEPAM 

AB BARR lABS l.5t1G11 

AB DANBURY PHARHA 15HG11 

All PARKE DAVIS 1SHG11 

SERA)( 

AB HYETH !at§ 

>-AruL> PENBUTOLOL SULFATE 

> ADD> TABLET; ORAL 
> ADD> LEVATOL 
> ADD > LILLY 10MGII 
> ADD > 

PENICILLIN G POTASSIUM 

i~ 
~~ 

INJECTABLE; INJECTION 
PEKECELL%H G POTASSlU1 

~ --
a 500,000 UNITSIVIAL 
a 1,000,000 UNITSIVIAL 
a 5,000,000 UNITSIVIAL 
a 10,000,000 UNITSIVIAL 

.:....--. ....::..;.:.::-.~~.-:--:::--:~-:.:-:-:---'.' .... -~ ==---:.:.~~:"-:~::.-~:: -:;:..:~-= .. '-

N70957 001 
AUG 10, 1987 

N71025 001 
AUG 10, 1987 

N71026 001 
AUG 10, 1987 

N70943 001 
AUG 03, 1987 

N70944 001 
AUG 03, 1987 

N70945 001 
AUG 03, 1987 

N15539 002 
N15539 004 
NlS539 006 

N70683 001 
JAN 16, 1987 

N71494 001 
APR Zl, 1987 

N71508 001 
FEB 02, 1987 

N15539 008 

N18976 001 
DEC 30, 1987 

i~:~:~i::~i 
~~~~:~~~~:~~~ 

N60806 001 
N60806 002 
N60806 003 
N60806 004 

, 

PENICILLIN G PROCAINE 

INJECTABLE; INJECTION 
PEHICJ:LI.%K G PROCADfE 

1~~ 7¢~fl.iWJji4¢7 'fl~~~ , I t _ ,gtfa:! 
a 300,000 UNITSlMl 
a 600,000 UNITS/l.ZML 

PENICILLIN G SODIUM 

INJECTABLE; INJECTION 
PEHICJ:LL%H G SOD:EU1 

IW /¢r)~Attd#J.i4¢1 1$;666;dd~-" 
a COPANOS INC 5,000,000 UNITSIVIAL 

PERPHENAZINE 

TABLET; ORAL 
PERPHEHAZDfE 

> ADD> AB CHElSEA LABS 8HGII 
> ADD > 

AS ZENITH LABS ZMGII 

AS 4HGII 

AB ~ 

All W§II 

TR:ELAFOH 

All SCHERING 2HG 
AB 4HG 
AB SMG 
AB .ill!!! 

PHENAZOPYRIDINE HYDRQCHLORIDE; SULFAHETHOXAZOLE 

TABLET; ORAL 
AZO GANTANOl 

ROCHE 

PHENTERHINE HYDROCHLORIDE 

TABLET; ORAL 
lI1I-PEX 30 

FERNDALE LABS 

100HG;500HGII 

30HGII 

--------_.------

31 

~:~::1::~1 
N60800 001 
N60800 OOZ 

/t¥j.~~j.f~~j.f 
N61051 001 

N89700 001 
DEC 23, 1987 

N89707 001 
SEP 10, 1987 

N89708 001 
SEP 10, 1987 

N89456 001 
SEP 10, 1987 

N89457 001 
SEP 10, 1987 

N10775 001 
NI0775 002 
NI0775 003 
NI0775 004 

N13294 001 
SEP 10, 1987 

N88605 001 
SEP Z8, 1987 
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RX DRUG PRODUCT LIST / CUHULATIVE SUPPLEMENT ~ER 12 / .JAN'87 - DEC'87 

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE HYDROCHLORIDE 

SYRUP; ORAL ' 
PHERAZtNE VC 

AA HALSEY DRUG 

PHENYTOIN SODIUM 

INJECTABLE; INJECTION 
PHEtfY1'O%H SOD:tU1 

Af ABBOTT LABS 

AP MARSAM PHARHS 

SMG/SML;6.2SMG/SMlJI 

SOMG/MlJI 

SOMG/MlJI 

N88868 001 
MAR 02, 1987 

>~> AP STERLING DRUG SOMG/MlJI 

N89S21 001 
MAR 17, 1987 

N89S01 001 
OCT 13, 1987 

N89744 001 
DEC 18, 1987 >~> 

PIPERACILLIN SODIUM 

INJECTABLE; INJECTION 
PIPRACIl 

LEDERLE LABS 

LEDERLE PIPRCLN 

EQ 2G11 BASE/VIAlJI 

EQ 3G11 BASE/VIAlJI 

EQ 4GM BASE/vIAlJI 

EQ 2G11 BASE/vIAlJI 
EQ 3GH BASE/vIAlJI 
EQ 4GM BASE/vIALa 

N627S0 001 
OCT 13, 1987 

N627S0 002 
OCT 13, 1987 

N627S0 003 
OCT 13, 1987 

NS054S 002 
NS054S 003 
NS0545 004 

POLYETHYLENE GLYCOL 3350j POTASSIUM CHLORIDE; SODIUM 
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE. ANHYDROUS 

POWDER FOR RECONSTITUTIONj ORAL 
COLYTE 

REED & CARNRICK 240GH/BOTj2. 98GHIBOT;6. 72GM/BOTj 
5.84GI1/8OTj22.72GM/BOTa N18983 007 

JUN 12, 1987 

POTASSIUM CHLORIDE 

CAPSULE, CONTROLLED RELEASEjORAL 
MICRO-K~O 

Be ROBINS 10MEQ N18238 002 
MAY 14, 1984 

POTASSIUM CHLORIDE 

CAPSULE, CONTROLL"ED RelEASE;, ORAL 
POTASSIUM CHLORIDE 

Be KV' PHARH 10ME~ -' 

INJECTABLE; INJECTION 
POTASSl:U1 CHLOR:rDE 

Ae CARTER GLOGAU 2MEQ/MlJI 

TABLET, CONTROLLED RELEASEj ORAL 
K+lO 

Be ALRA LABS 10ME~ 

POTASS:tU1 CHLORXDE 
AB COPLEY PHARH 

SlON-K 
AB CIBA PHARH 
lPJ!/ 

PRAZEPAM 

CAPSULEj ORAL 
CEHT'RAl( 

AB PARKE DAVIS 
AB 

PRAZEPAH 
~ PHARM BASICS 

AB 

8ME~ 

ME~ / t. 

SMG 
10MG 

SMGIC 

10MGII 

PREDNISOLONE SODIUM PHOSPHATE 

INJECTABLEj INJECTION 
PREDtaSOLOHE SOD:tU1PHOSPHATE 

AP STERIS LABS EQ 20MG PHOSPHATE/ML 
/~~('IJ:.~~t.dl 

/~ /~1~J~7~~/ /t4't6~d'~dd$~d4tt~(.1 

SOLUTION/DROPS j OPHTHALMIC 
PREDtaSOLOHE SOD:tU1 PHOSPHATE 

AT a BARNES HIND EQ 0.9% PHOSPHATE 
AI ' a EQ 0.9% PHOSPHATE 
AI a EQ 0.9% PHOSPHATE 
AI ,aHAURRY BIO EQ 0.9% PHOSPHATE 

32 

N70980 001 
FEB 17, 1987 

N89421 001 
JAN 02. 1987 

N70999 001 
OCT 22,'1987 

N70618 001 
SEP 09, 1987 

N17476 002 
/~Jj(tj~/~#/ 

tU8144 001 
N18144 002 

N70427 001 
NOV 06, 1987 

N70428 001 
NOV 06, 1987 

NB0517 001 

/~~~Jj/~#/ 

N84168 001 
N84169 001 
N84172 001 
N83358 002 
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RX DRUG PRODUCT LIST / ClHJLATIVE SUPPLEMENT t«HJER 12 / .JAN'8T - DEC'87 

PREDNISONE 

TABLET; ORAL 
PREDtaSOHg 

AB HEATHER.DRUG 5HG 
AB 10HG 
AS 20HG 
AS 20HG 
AS 50116 

~~~ {WI 

?I~ 
~~~ ~:~~~ 
AB INTERPHARM 5MGIC 

AS 10HGII 

AS 20MGar 

> ADD> AS PUREPAC PHARM 5116 
> ADD > AB 10HG 
> ADD> AB 20116 
> DLT > ~~I 1~~¢1 
>...m.L> I~# ~~~~~ >...m.L> I~~I 

PROCAINAHIDE HYDROCHLORIDE 

INJECTABLE; INJECTION 
PROCA:EHAKEDE HCL 

AP STERLING DRUG 50OHGIl1lJ1 

TABLET, CONTROLLED RELEASE; ORAL 
PROCADWaDE HCL 

AB BOLAR PHARM ~ 

~ COPLEY PHARM 750MGII 

AB CORD LABS 250HGII 

~ 500MGIC 

~ 750HGII 

PROCAH SA 
PARKE DAVIS M!H 

Na0320 001 
N84341 001 
Na4417 001 
Na5543 001 
Na6946 001 

!~1~~:i:i1~ 
~~~~~~~~~ 

Na9597 001 
OCT 05, 1987 

Na9598 001 
OCT OS, 1987 

Na9599 001 
OCT OS, 1987 

N80353 001 
Na6062 001 
Na6061 001 

~~.d~~~/.d.d.tl 
~~:d~~~l~~~ 

Na9537 001 
AUG 25, 1987 

N89520 001 
.JAN 15, 1987 

Na9438 001 
HAR 23, 1987 

Na9369 001 
AUG 14, 1987 

Na9370 001 
.JAN 09, 1987 

N89371 001 
AUG 14, 1987 

N88489 001 
.JAN 16, 1985 

PROCHLORPERAZINE EDISYLAIE 

INJECTABLE; INJECTION 
PROCtILORPERAZEHE EDDYLATE 

Af STERIS LABS EQ 5I1G BASE/HlJI 

AP EQ 5116 BASE/HlJI 

AP EQ 5I1G BASE/HlJI 

PROCHLORPERAZINE HALEATE 

TABLET; ORAL 
PROailORPERAZEHE MALEATE 

~ DURAMED PHARMS EQ 5I1G BASE~ 

AB EQ 10MG BASE~ 

AB EQ 25MG 5ASE~ 

PROMETHAZINE HYDROCHLORIDE 

SUPPOSITORY; RECTAL 
PROMETHAZINE HCL 

BR G&H LABS 

PROPRANOLOL HYDROCHLORIDE 

50MGII 

CAPSULE, CONTROLLED RELEASE; ORAL 
INDERAL LA 

AYERST LABS 60MGII 

CONCENTRATE; ORAL 
PROPRANOLOL HCL INTENSOL 

ROXANE LABS 80HG/HlJI 

SOLUTION; ORAL 
PROPRANOLOL HCL 

IWXANE LABS 20HG/SHlJI 

40HG/SHlJI 

I' '._ . '.':d_ ... :. ':::':.-' G_ """"-,z:; ~ ___ .. __ ~=::-_-=_-:-- --------------
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N89530 001 
.JUL 08, 1987 

N89605 001 
.JUL 08, 1987 

N89606 001 
.JUL 08, 1987 

N89484 001 
.JAN 20, 1987 

N89485 001 
.JAN 20, 1987 

N89486 001 
.JAN 20, 1987 

N87165 001 
AUG 14, 1987 

N18553 004 
HAR 18, 1987 

N71388 001 
HAY 15, 1987 

N70979 001 
HAY 15, 1987 

N70690 001 
HAY 15, 1987 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 34 

PROPRANOLOL HYDROCHLORIDE MNIDlNE GlUCONATE 

TABLET; ORAL TABLET ~ CONTROLLED RELEASE; ORAL 
PROPRANOLOL HCL ClIUDaDJ:HE GI.UCOHATI; 

g BOLAR PHARH 10HGII N70378 001 g HALSEY DRUG 324HG11 NB9476 001 
MAR 19~ 1997 APR 10~ 1987 

g 20HGII N70379 001 g tlJTUAL PHARJ1 324HG11 N89338 001 
MAR 19~ 1987 FEB ll~ 1987 

AB ~ N70380 001 
MAR 19~ 1987 

g 60HGII N70381 001 RITODRINE HYDROCHLORIDE 
MAR 19~ 1987 

g 80HGII N70382 001 INJECTABLE; INJECTION 
MAR 19~ 1987 RrTODRDtE HCL 

g CHELSEA LABS 60MGal N70143 001 !E LYPHOHED 10HGIHlJI N71188 001 
JAN 15~ 1987 .JUL 23~ 1987 

g INTERPHARH 10HGII N71368 001 !E l!)HGlHlJI N71189 001 
MAY 05~ 1987 JUL 23~ 1987 

AB ~ N71369 001 
MAY 05~ 1987 

g ~ N71370 001 SECOBARBITAL SODIUM 
MAY 05~ 1987 

g 80HGII N71371 001 SUPPOSITORY; RECTAL 
MAY 05~ 1987 SECONAL SODIltt 

> ADD> g LEDERLE LABS ~ N71495 001 > DLT > I~I 1t:J.t.t:J I ~:~I '~~~~fJ~' >-AQ.!L> DEC 31~ 1987 >-ID.L> I I ~~~~I ~U~~/~~~ > ADD> AB 90MGal N71496 001 >-ID.L> 'Af1.1 
> ADD > DEC 31~ 1987 >-ID.L> ~I I..d~ I ~ ~~/~.~I 

g LEtI10N 10MGal N70232 001 >..AI!!L> a 30MG N86530 001 
OCT 07, 1987 >...!mL> a 60MG N86530 002 

AB HATSON LABS 60MGal N71791 001 >..AI!!L> a 120MG N86530 003 
.JUL 15, 1987 >...!mL> a 200MG N86530 004 

AB ~ N71792 001 
JUL 15, 1987 

>..AQIL> SODIUM BENZOATE; SODIltt PHENYLACETATE 

PROTAHINE SUL~ATE >..AQIL> SOLUTION. ORAL 
>-AQ.!L> UCEPHAN 

INJECTABLE; INJECTION > ADD > KENDALL HCGAH 100HGIHL.I00HGlHlJI N19530 001 
PROTAHIHE SULFATE >..AQIL> DEC 23, 1987 

AP LYPHOMED 10HGIHlJI N89454 001 
APR 07, 1987 

SODIUM CHLORIDE 

QUAZEPAH INJECTABLE; INJECTION 
SODIUM CHLORIDE 23.4% IN PLASTIC CONTAINER 

TABLET; ORAL LYPHOHED 234HGIHlJI N19329 001 
DORHALIN APR 22, 1987 

SCHERING 7.5HGII N18708 003 
FEB 26, 1987 

·,)~~~~tr;'~51~1¥JW¥$'i·%¥\Sl·,,~.;s;I%'%~:*k4j~if10·~":.':¢r,$~.~*~1Sr.~#.-":,),;;:;,:,,,,".'~~~";;"'!lS~'l1"1';'''':J1",-"", ... ",-·.'''·'''',''_M'! .. _t''.'7 .. ,,!''t}t''l~~ •. ,"'·""'.8} "'141'."'':\4';''''.'''' "'''''':'''~''''"_'''''''.'i'i>'',!ii'''.~'''0''.''''''.'''/,,_''_ ,"'.".?'"' ... < .... ,..,.,"""".,., ___ """ _________________ _ 
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AX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 35 

SODIUM NITROPRUSSIDE 

INJECTABLE; INJECTION 
ta:TROPRESS 

Ae ABBOTT LABS 

SOHATROPIN. SIOSYNTHETIC 

INJECTABLE; INJECTION 
HUHATROPE 

LILLY 

SPIRONOLACTONE 

TABLET> ORAL 
5 P:IROHO LACTOHE 

I~ 1~~t~~~~1 
AB SUPERPHARH 

STREPTOMYCIN SULFATE 

INJECTABLE; INJECTION 
STREPTOMYCZH SULFATE 

1At! 1¢~~A~$lj~7 
BP COPANOS INC 

50HG/vIAlJI 

2HG/vIAlJI 

5HG/vIAlJI 

lutN 
~ 

It~~~thbJ 
EQ 500HG BASE/HL 

N71555 001 
NOV 16~ 1987 

N19640 001 
JUN 23~ 1987 

N19640 004 
MAR 08~ 1987 

I~~~r:jf~:~~ 
N89364 001 

NOV 07~ 1986 

1t¥.6f,M-/~.6J1 
N60684 001 

SUlFABENZAMIDE; SULFACETAMIDE; SULFATHIAZOLE; UREA 

CREAM; VAGINAL 
VAG:IL:tA 

AI LEMMON 3.7/.;2.86%;3.42%;0.64:':- N88821 001 
NOV 09, 1987 

SULFACETAMIDE SODIUM 

SOLUTION/DROPS; OPHTHALMIC 
SULFACETAH%DE SOD%UH 

AI STERIS LABS 30:':-

; 

N89068 001 
HAY 05~ 1987 

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

SUlFAMETHOXAZOLE; TRIMETHOPRIM 

INJECTABLE; INJECTION 
>-A.ruL> CO'TIm1 
>-A.ruL> Ae LEHHON 80HG/HL; 16HG/HlJI N71556 001 
>-A.ruL> DEC 29~ 1987 : DEC 17~ 1987 

SULFAHETHOPRll'I 
AP QUAD PHARHS 80HG/Hl i 16HG/HlJI N71341 001 

AUG 07~ 1987 
SULFAHETHI»CAZOLE AMD TR:Il1ETHOPRI:H 

AP ELKINS SINN 80MG/MLi16HG/HlJI N70627 001 
APR 30~ 1987 

AP 80MG/HL i 16HG/HlJI N70628 001 
APR 30, 1987 

AP LYPHOHED 80HG/HL; 16HG/HlJI N70223 001 
JAN 16~ 1987 

TABLET; ORAL 

AS 

AS 

IW 
AS 

lad! 
AS 

SULFAHETHI»CAZOLE AND TR:Il1ETHOPRI:H 
INTERPHARH ~;80~ N71299 001 

OCT 27, 1987 
N71300 001 

OCT 27~ 1987 
SULFAHETHI»CAZOLE AMD TR:Il1ETHOPRIH DOUBLE STREHGTH 

800MGi160~ 

7~~ft~ 1~~;~7 ,~'~]1~1]f~:~~ 
PlANTEX 800HGi160MG N70037 001 

SEP 19, 1985 
SULFAHETHI»CAZOLE AND TR:Il1ETHOPRD1 s:EHGLE STREHGnt 

~tA~ft~ I~;~ ,~~~]1~11f~:~~ 
PlANTEX 400HG;80MG N70030 001 

SEP 19. 1985 
UROPWS DS 

AS SHIONOGI USA 800HGi160HGII N71816 001 
SEP 28, 1987 

UROPWS 55 
AS SHIONOGI USA 

SULFANILAMIDE 

CREAMi VAGINAL 
AVC 

AI MERRELL DOH 

VAG:ITROL 
AI LEtHlN 

~i80HGII 

15:':-

,!g 

N7l815 001 
SEP 28, 1987 

N06530 003 
JAN 27~1987 

N88718 001 
SEP 19~ 1985 



RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEHENT NUHBER 12 / ~AN'87 - DEC'87 

SULFANIlAHIDE 

SUPPOSITORY; VAGINAL 
AYe 

HERRELL DOH 

SULFASALAZINE 

TABLET; ORAL 
SULFASAI..AZENE 

~ HUTUAL PHARH 

AB SUPERPHARH 

SULFOXONE SODIUM 

1.05Gtt:l 

500HGII 

500HGII 

TABLET, ENTERIC COATED; ORAL 
DIASONE SODIUM 
a ABBOTT LABS 16SHG 

SUPROFEN 

CAPSULE; ORAL 
SUPROL 
a MCNEIL PHARH 

TAHOXIFEN CITRATE 

TABLET; ORAL 
NOLVADEK 

200HG 

AB STUART PHARHS EQ 10MS BASE 
TAMO)c[FEH CITRATE 

AB BARR LABS EQ 10MS BASE .. 

TECHNETIUM TC-99H HEBROFENIN KIT 

I~ECTABLE; INJECTION 
CHOLETEC 

SQUIBB DIAGS NIAll 

AUG 20, 2002 

N06530 004 
~AN 27, 1987 

N89590 001 
OCT 19, 1987 

N89339 001 
OCT 26, 1987 

N06044 003 

N18217 001 
DEC 24, 1985 

N17970 001 

N70929 001 
APR 01, 1987 

N18963 001 
~AN 21, 1987 

IECHNETIUM IC-9," PYROPHOSPHATE KIT 

I~ECTABLE; I~ECTION 
AH-P'rROTEC 

.Af CIS US ~ 

IECHNETIUM TC-99H SULFUR COLLOID KIT 

I~ECTABLE; INJECTION 
l~t~-L16·'1ri·t$61 

I til l~t~1.fpM~#~ ItJlU 
SOLUTION; I~ECTION, ORAL 

TECHHEnU1 TC "" TSC 
Af HEDI PHYSICS NlA 

TEHAZEPAH 

CAPSULE; ORAL 
TEHAZEPAH 

AB BOLAR PHARH 

AB 

AB PAR PHARH 

AB 

AB PUREPAC PHARH 

AB 

TERAZOSIN HYDROCHLORIDE 

TABLET; ORAL 
HYTRIN 

ABBOTT LABS 

a 

15MG1l 

30HGll 

1SHG11 

30MGll 

15MG11 

30MGII 

lHGII 

2HG11 

SHGII 

10HGII 

36 

N19039 001 
.u. 30, 1987 

l~t1j6(.f~~U 

Nl7784 001 

N70383 001 
MAR 23, 1987 

N70384 001 
MAR 23, 1987 

N71456 001 
APR 21, 1987 

N71457 001· 
APR 21, 1987 

N71638 001 
AUG 07, 1987 

N71620 001 
AUG 07, 1987 

N19057 001 
AUG 07, 1987 

N19057 002 
AUG 07, 1987 

N19057 003 
AUG 07, 1987 

N19057 004 
AUG 07, 1987 
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUtlBER 12 / JAN'87 - DEC'87 37 

> ADD> TERCONAZOLE THIOTHIXENE 

>...!Q!L> CREAM; VAGINAL CAPSULE; ORAL 
> ADD> TERAZOL 7 HAVAHE 
>...!Q!L> ORTHO PHARH 0.4%)1 N19579 001 AB ROERIG· ltl2 N16584 001 
>...!Q!L> DEC 31, 1987 AB W.2 N16584 002 

AB SHG N16584 003 
AB ~ N16584 004 

> ADD > TERIPARATIDE ACETATE >..AruL> AB 20MG N16584 005 
na:onmc:EHE 

> ADD > INJECTABLE; INJECTION AB AM THERPTCS ~ N71884 001 
> ADD > PARATHAR AUG 12, 1987 
> ADD > RORER PHARH 200 UNITS/vIAlJe Nl9498 001 AB 2MG11 N71885 001 
> ADD > DEC 23, 1987 AUG 12, 1987 

AB ~ N71886 001 
AUG 12, 1987 

THEOPHYLLINE M! ~ N71887 001 
AUG 12, 1987 

TABLET, CONTROLLED RELEASE; ORAL > ADD> AB 20MGII N72200 001 
DURAPHYL t > ADD > DEC 17, 1987 

AB FOREST LABS ~ N88505 001 AB CHELSEA LABS ~ N71626 001 
APR 03, 1985 JUN 25, 1987 

Be 100HG N88503 001 AB 5MG11 N71627 001 
APR 03, 1985 JUN 25, 1987 

Be 200HG N88504 001 AB !Q!:!§II N71628 001 
APR 03, 1985 JUN 25, 1987 

THEOLAIR-SR M! CORD LABS ~ N71610 001 
Be RIKER LABS 200MGII N88369 001 JUN 24, 1987 

JUL 16, 1987 AB ~ N71570 001 
Be 300MGII N88364 001 JUN 24, 1987 

JUL 16, 1987 AB ~ N71529 001 
250HGII N86363 002 JUN 24, 1987 

JUL 16, 1987 AB 10HGII N71530 001 
500HGII N89132 001 JUN 24, 1987 

JUL 16, 1987 AB DAJoeURY PHARHA IHG11 N70600 001 
IifjEOMtif:tHt I t JUN 05, 1987 

1~d1 . 7f~t~!~~1 I~ ~~~.6~.6.6;i/ AB ~ N70601 001 

I ~ /t1~~~i~~~~~~ JUN OS, 1987 
/~/ IMdM¢/ AB M:12JI N70602 001 

Ilf'rS.~.6'J.:/j.~~~1 JUN OS, 1987 
/~/ I#drt)/ 1~~n~1%~:~~ AB 10HGII N70603 001 

JUN 05, 1987 
AB HYLAN PHARHS lH2JI N71090 001 

JUN 23, 1987 
THIORIDAZINE HYDROCHLORIDE M! ~ N7l091 001 

JUN 23, 1987 
CONCENTRATE; ORAL M! 5HG11 N71092 001 

na:oRJ:DAZtHE HCb JUN 23, 1987 
M COPLEY PHARH 30HG/HlJe N89602 001 AB !!!:§II N7l093 001 

NOV 09, 1987 JUN 23, 1987 
M 100HG/HlJe N89603 001 

NOV 09, 1987 



IHIOTHIXENE HYDROCHLORIDE 

CONCENTRATE; ORAL 
HAVAHE 

AA ROE RIG 
1Hr01HD(EHE HCL 

AA BARRENATL 

AA COPLEY PHARH 

AA LEI'I1ON 

TOBRAMYCIN SULFATE 

IN.JECTABLE; IN.JECTION 
NEBCIN 

LILLY 

TOLAZAHIDE 

>..!ruL> AB 
>..!ruL> 

AB 

AB 

~ 

TABLET; ORAL 
TOLAZAHEDE 

CORD LABS 

KlTUAL PHARH 

TOLBUTAHIDE 

TABLET; ORAL 
TOLBUTAMEDE 

AB BOLAR PHARH 

AB 

RX DRUG PRODUCT LIST / CUt1ULATIVE SUPPLEMENT tutBER 12 / .JAN'87 - DEC'87 

EQ 5ttG BASEI11L 

EQ 5ttG BASEI11U1 

EQ 5HG BASEI11U1 

EQ SHG BASEI11U1 

EQ 10HG BASEI11U1 

100HGII 

100HGII 

250HGII 

500HGII 

250HGII 

500HGII 

N16758 001 

N70969 001 
OCT 16, 1987 

N71554 001 
OCT 16, 1987 

N71184 001 
.ruN 22, 1987 

N62707 001 
APR 29, 1987 

N71633 001 
DEC 09, 1987 

N71357 001 
JUL 16, 1987 

N71358 001 
JUL 16, 1987 

N71359 001 
.JUL 16, 1987 

N89110 001 
HAY 29, 1987 

N89111 001 
HAY 29, 1987 

TRAZODONE HYDROCHLORIDE 

TABLET; ORAL 
"TRAZODOHE HCL 

~ BARR. LABS SOHGII 

AB 100HGll 

~ COLHED LABS 50HGII 

AB 10011Gll 

>..!ruL> TRAZOH-l00 
>..!ruL> ~ SIDMAK LABS ~ 
> ADD > 
> ADD > TRAZOH-50 
> ADD > ~ SIDMAK LABS 50HGII 
>..!ruL> 

TRIAMCINOLONE ACETONIDE 

IN.JECTABLE; IN.JECTION 
T'RZAI1CIHOLOHE ACETOKEDE 

~ PARNELL PHARH 3HGIHUI 

PASTE; DENTAL 
ORALOHE 

AT THAMES PHARHA 0.1%11 

TRIHETHOBENZAHIDE HYDROCHLORIDE 

IN.JECTABLE; IN.JECTION 
TR:D1I1mtOBEHZAHIDE HCL 

Ae HINTHROP BREON 100HGIHUI 

TRIHETHOPRIH 

TABLET; ORAL 
TRIMIImtOPIaH 

AB BIOCRAFT LABS 200HGII 

38 

N71258 001 
HAR 25, 1987 

N71196 001 
HAR 25, 1987 

N70491 001 
APR 29, 1987 

N70492 001 
APR 29, 1987 

N71524 001 
DEC 11, 1987 

N71523 001 
DEC 11, 1987 

N19503 001 
OCT 16, 1987 

N71383 001 
JUL 06, 1987 

N88804 001 
APR 03, 1987 

N71259 001 
.ruN 18, 1987 
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, 
RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 ~ DEC'87 

TRIHIPRAHINE MALEATE 

CAPSULE; ORAL 
SURMON1"l:L 

AB HYETH LABS 
AB 
AB 

TltlMEPRAHEHE MALEATE 
>..AQ!L> AB PHARM BASICS 
> ADO> 
>..AQ!L> AB 
>-AQJL> 
>..AQ!L> AB 
>-AQJL> 

> ADD > 

> ADD > 
>....!QIL> 
> ADD> 
> ADD> 
>....!QIL> 
>...MllL> 

~ VITARINE 

AB 

AB 

URSODIOL 

CAPSULE; ORAL 
DEURSIL 

GIPHARMEX 

VALPROIC ACID 

CAPSULE; ORAL 
VALPRO:tC AC%D 

AB FORtIITEC 

~ SCHERER 

VANCOMYCIN HYDROCHLORIDE 

INJECTABLE; INJECTION 
LYPHOCDI 

AI! LYPHOHED 

;-,~,~- ' f,'; ',; 

Eli 25HG BASg 
Eli 50MS BASg 
Eg lOOMS BASg 

Eli ZSHG BASE" 

Eli 50MG BASE" 

Eli 100HS BASE .. 

Eli Z5HG BASEJI 

Eli 50MS BASE" 

Eli 100HS BASE .. 

150HGJI 

300HSII 

Z50HSII 

250HGJI 

Eg 500HG BASg/VIAU. 

~_""jii E iMMliiiitiiiiJ,"" i'<FS' '" ~ ___ ,."." "";' 

N16792 001 
N16792 002 
N16792 003 

SEP 15, 1932 

'N71Z83 001 
DEC 08, 1987 

N71Z84 001 
DEC 08, 1987 

N71Z85 001 
DEC 08, 1987 

N71832 001 
SEP 10, 1987 

N71833 001 
SEP 10, 1987 

N71834 001 
SEP 10, 1987 

N19594 001 
DEC 31, 1987 

N19594 002 
DEC 31, 1987 

N70631 001 
JUN 11, 1987 

N70195 001 
JUL 02, 1987 

N62663 001 
MAR 17, 1987 

VANCOMYCIN HYDROCHLORIDE 

INJECTABLE; INJECTION 
VAtfCOCZH tieL 

AI! LILLY 

AP 

VERAPAHIL HYDROCHLORIDE 

INJECTABLE; INJECTION 
VERAPAHrL MeL 

AP ABBOTT LABS 

AI! 

AP 

AI! 

AI! SOLOPAK LABS 

AP 

AI! 

AI! HINTHROP BREON 

TABLET; ORAL 
ISOPTIN, 

KNOLL PHARM 

VINBLASTINE SULFATE 

INJECTABLE; INJECTION 
VELSAR 

AI! ADRIA LABS 

yPtBL.ASnHE SULFATE 
AI! BEN VENUE LABS 

Eli 500HS BASE/vIA~ 

gli 500HS BASE/VIAU. 

EQ 1GH BASE/vIAU. 

EQ lSH BASE/vIAU. 

EQ 10GH BASE/vIAU. 

Z.5HG/HUC 

Z.5HG/Hu. 

2.SHG/HUC 

2.5HG/HUC 

Z.5HG/HUC 

Z.5HG/HUC 

2.5HG/HU. 

2.5MG/HUC 

40HSII 

10HG/vIAU. 

10HG/VIAUC 

_ .. _.- - ----.----------~ '-"- ..• --'" ---,--~---" -------

39 

N62716 001 
MAR 13, 1987 

N6Z812 001 
NOV 17, 1987 

N6Z716 002 
MAR 13, 1987 

N6Z81Z OOZ 
NOV 17, 1987 

N6Z81Z 003 
NOV 17, 1987 

N70737 001 
HAY 06, 1987 

'N70738,001 
MAY 06" 1987 

N70739 001 
MAY 06, 1987 

N70740 001 
MAY 06, 1987 

N70695 001 
JUL 31, 1987 

N70696 001 
JUL 31, 1987 

N70697 001 
JUL 31, 1987 

N70577 001 
FEB 02, 1987 

N18593 003 
NOV Z3, 1987 

N89565 001 
AUG 18, 1987 

N89395 001 
APR 09, 1987 
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 12 / JAN'87 - DEC'87 

VINBLASTINE SULFATE 

INJECTABLE; INJECTION 
YXHBL.AST.tHE SULFATE 

Ae LYPHOHED 

Ae QUAD PHARHS 

VINCRISTINE SULFATE 

INJECTABLE; INJECTION 
V:ENCASAR PFS 

AP ADRIA LABS 

Y%HCR%ST%HE SULFATE 
AP INTL PHARM 

HARFARIN POTASSIUM 

TABLET; ORAL 
ATHROMBIN-K 
a PURDUE FRDRK 
a 
a 

HARFARIN SODIUM 

TABLET; ORAL 
ATHROMBIN 

BX a PURDUE FRDRK 
BX a 

CiI 

~ 

111G/HUI 

~ 

~ 

2MG 
10MG 
25MG 

5MG 
10MG 
25MG 

HATER FOR INJECTION. STERILE 

LIQUID; N/A 

N89515 001 
APR 29. 1987 

N89311 001 
MAR 23. 1987 

N71426 001 
JUL 17. 1987 

N70873 001 
FEB 19. 1987 

N11771 007 
N11771 005 
N11771 006 

N11771 003 
N11771 002 
N11771 001 

BACTERXOSTAT%C MATER FOR DfJECTmH Df PLA5T7C COHTA%HER 
> ADD > AP 
> ADD > 
> ADD> Ae 
> ADD > 
> ADD > AP 
> ADD > 

> DLT > 
> DLT > 

ABBOTT LABS 100% N18802 001 
OCT 27. 1982 

LYPHOHED 100%a N89099 001 

100%a 

/BAIo+~A#'P'/~AttR 'rNL'~/6SHtAtHtJf / , ~~b~ff/tI$~1 rr~'fjT'ioot Z.'llf II ..... '·' 

DEC 29. 1987 
N89100 001 

DEC 29, 1987 

1~~~~~1?i~~~~ 
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XENON. XE-133 

INJECTABLE; INJECTION 
XENON XE 133 
a DUPONT DIAG 

XYLOSE 

PONDER; ORAL 
KYLO-PFAH 

AA ADRIA LABS 
~ 

AA LYNE LABS 

ZIDOVUDINE 

CAPSULE; ORAL 
RETROVIR 

BURROUGHS HELLC 

ZINC SULFATE 

INJECTABLE; INJECTION 
ZINC SULFATE 

LYPHOHED 

6.3HCI/HL 

25GH18OT 

25GH1BOTlI 

100HGal 

EQ 1HG ZINC/HlJI 

40 

N17283 001 

N17605 001 

Nl8856 001 
MAR 26. 1987 

N19655 001 
MAR 19. 1987 

N19229 002 
MAY 05. 1987 
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OTC DRUG PRODUCT LIST / CUMULATIVE SU~~LEMENT NUMBER 12 / JAN'87 - DEC'87 41 

(ALL PRODUCTS - SEE INTRODUCTION) 

ACETAMINOPHEN 

SUPPOSITORY; RECTAL 
ACETAMINOPHEN 

ROXANE LABS 

SUPPOSITORIA 

UPSHER SHITH 

120MGII 

6S0MGII 

12D~ 

32S~ 

N71010 001 
MAY lZ. 1987 

N71011 001 
MAY 12. 1987 

N70607 001 
APR 06. 1987 

N18337 002 

ACETAMINOPHEN; DEXBROHPHENIRAMINE MALEATE; PSEUDOEPHEDRINE 
SULFATE 

TABLET. CONTROLLED RELEASE; ORAL 
DRIXORAL PLUS 

SCHERING SOOMGj3MGj60MGII 

ALUHINUH HYDROXIDE; MAGNESIUM TRISILICATE 

TABLET. CHENABLE; ORAL 
ALUMINUM HYDROXIDE AND MAGNESIUM TRISILICATE 

N194S3 001 
MAY 22, 1987 

PENNEX PRODS 80MG;20MGII N89449 001 

FOAHCOAT 
GUARDIAN DRUG 

ASPIRIN 

80MG;20MGII 

TABLET, CONTROLLED RELEASE; ORAL 
MEASURIN 

NINTHROP BREON 6S0HGII 
8-HOUR BAYER 

NINTHROP BREON 6S0HGII 

BACITRACIN 

OINTMENT; TOPICAL 
BACITRACIN 

Cot18E 

NASKA PHARMA 

SOD UNITS/~ 

SOD UNITS/GMd 

NOV 27, 1987 

N71793 001 
SEP 04, 1987 

N16D30 002 

N16030 001 

N62799 001 
MAY 14. 1987 

N62857 001 
NOV 13. 1987 

>-AruL> 
>-AruL> 
>-AruL> 

BACITRACIN ZINC; NEOMYCIN SULFATE; POLYMYXIN B SULFATE 

OINTMENT; TOPICAL 
BACITRACIN ZINC-NEOMYCIN SULFATE-POLYMYXIN B SULFATE 

NASKA PHARMA 400 UNITS/GHjEQ 3.SHG BASE/GMj 
5,000 UNITS/GMK N62833 001 

BACITRACIN ZINC; POLYMYXIN B SULFATE 

OINTMENT; TOPICAL 
BACITRACIN ZINC-POLYMYXIN B SULFATE 

NASKA PHARMA SOD UNITS/GHj 
10.000 UNITS/GMd 

BROHPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE 

TABLET, CONTROLLED RELEASE; ORAL 
BROMATAPP 

COPLEY PHARM 12MG;7SHGII 

CHLORHEXIDINE GLUCONATE 

SOLUTION; TOPICAL 
BRIAN CARE 

BRIAN PHARHS 

SPONGE; TOPICAL 
CHLORHEXIDINE GLUCONATE 

4Y.Jc 

KENDALL 4Y.Jc 

NOV 09. 1987 

N62849 001 
NOV 13, 1987 

N71099 001 
JUL 02, 1987 

N71419 001 
DEC 17, 1987 

Nl9490 001 
MAR 27, 1987 

DEXBROHPHENIRAMINE MALEATE; PSEUDOEPHEDRINE SULFATE 

TABLET. CONTROLLED RELEASEj ORAL 
BROMPHERIL 

COPLEY PHARM 6MGj1Z0MGII 

DEXTROMETHORPHAN POLISTIREX 

SUSPENSION, CONTROLLED RELEASE; ORAL 
DELSYH 

PENNHALT EQ 30MG HBR/SHL 

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

---,,,--~---.---

N89116 001 
JAN 22, 1987 

N186S8 001 
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OTC DRUG PRODUCT LIST / CUMULATIVE SUPPLEHENT 'NUMBER 12 / JAN'87 - DEC'87 42 

I EXTROHETHb~PH~N'RESIN/C~PLE"/ P, ;! ,:' I': t'! I»;!.' !lll f) I! I ,~ IBUPROFEN 

h~~~~~~I·;/¢~ft1~f.t.t~/~tt.tl.~tJ/~#1 TABLET; ORAL 
IBUPROFEN 

I~t ttl It~/$~~/~~/~~tl 1~j.UM>/~~t./ MUTUAL PHARH 200HGII N71229 001 
APR 01~ 1987 

PAR PHARH 200HGII N7098S 001 
DIPHENHYDRAHINE HYOROCHLORIOE OCT 02~ 1987 

200HGII N71S7S 001 
SYRUP; ORAL HAY 08~ 1987 

ANTITUSSIVE >-A!llL> PERRIGO 200HGal N72096 001 
PERRIGO 12 • SHG/SHlJI N71292 001 >-A!llL> DEC 08~ 1987 

APR 10, 1987 >-A!llL> 200HGal N7Z098 001 
VICKS FORHUlA 44 > ADD > DEC 08~ 1987 

VICKS HlTH CARE 12.SHG/SHl. N70S24 001 PRIVATE FHlTNS 200HGII N71732 001 
JAN 14, 1987 SEP 10, 1987 

200HGII N7173S 001 
SEP 10, 1987 

DOXYlAHINE SUCCINATE PURE PAC PHARH 200HGII N71664 001 
FEB 03, 1987 

TABLET; ORAL ZENITH LABS 200HGII N711S4 001 
DOXY-SLEEP-AID OCT 27~ 1987 

PAR PHARH 2SHG11 N701S6 001 HIDOl 
JUL 02, 1987 STERLING DRUG 200HGII N70S91 001 

SEP 02, 1987 
200HGR N71001 001 

IBUPROFEN SEP 02. 1987 
NEwn 

CAPSULE; ORAL lUCHEH PHARHS 200HGII N71144 001 
HIDOl JAN 20, 1987 

STERLING DRUG 200HGII N70626 001 NUPRIN 
SEP 02. 1987 UPJOHN 200HGII N19012 003 

200HGII N71002 001 JUL 29. 1987 
SEP 02, 1987 > ADD > TAB-PROFEN 

> ADD > PERRIGO 200HGR N7Z09S 001 
TABLET; ORAL > ADD > DEC 08, 1987 

ACHES-N-PAIN TRENDAR 
lEDERlE LABS 200MGII N7106S 001 HHITEHAll lABS 200MG N18989 002 

HAY 28. 1987 JUL 10, 1986 
>-A!llL> CAP-'PROFEN 
> ADD > PERRIGO 200HGII N72097 001 
> ADD > DEC 08, 1987 INSULIN ZINC SUSP EXTENDED BIOSYNTHETIC HUMAN 

IBUPRIN 
SIDMAK lABS 200MGII N71773 001 INJECTABLE; INJECTION 

JUl 16. 1987 HUMUlIN U 
IBUPROFEN lILLY 40 UNITS/MlJI N19S71 001 

CHELSEA lABS 200HGII N7176S 001 JUN 10. 1987 
SEP 04, 1987 100 UNITS/MlJI N19S71 002 

HALSEY. DRUG 200HGII N71027 001 JUN 10. 1987 
SEP 29. 1987 

INTERPHARH 200MGII N71333 001 
FEB 17. 1987 
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OTC DRUG PRODUCT LIST / CUMULATIVE SUpPLEHENT NUMBER 12 / JAN'87 - DEC'87 

POVIDONE-IODINE 

SPONGE; TOPICAL 
E-Z SCRUB 241 

DESERET HED 

PSEUDOEPHEDRINE POLISTIREX 

lOX. 

SUSPENSION, CONTROLLED RELEASE; ORAL 
PSEUDO-12 

PENNHALT EQ 60HG HCL/SHU. 

SODIUH HONOFLUOROPHOSPHATE 

PASTE; DENTAL 
EXTRA-STRENGTH AIH 

LEVER BROTHERS 1.2%M 

Nl9476 001 
JAN 07, 1987 

Nl9401 001 
JUN 19, 1987 

N19518 001 
.n... 03, 1987 

.. _;':,_._~., _~~,,_ .• _","_,,:,-=:--::=:::,: -------~7..-.:-. 
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LIST OF DRUG PRODUCTS APPROVED UNDER SECTION 505 OF THE ACT / ctHJLATIYE SuPPLEMENT tUBER 12 / JAN "87 - DEC "87 
8YTHE DIVISION OF 8LOOD AND 8LOOD PRODUCTS 

ANTICOAGULANT CITRATE DEXTROSE SOLUTION USP 

INJECTABLE; INJECTION 
NONE 

CUTTER 810 

PENTASTARCH lOX IN SODIUM CHLORIDE 0.9X 

INJECTABLE; INJECTION 
PENTASPANIR) 

DUPONT CRI CARE 10GMII00ML;0.9GHII00ML 

N 71497 

N 841207 
MAY 19, 1987 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

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 SUFFI­
CIENT QUANTITIES OF THE DRUG TO MEET THE NEEDS OF PATIENTS WITH THE DESIGNATED 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 YEARS OF 
EXCLUSIVE APPROVAL FOR THE APPROVED INDICATION BEGINNING ON THE DATE OF NDA, ANTIBIOTIC APPLICATION, OR 
BIOLOGICAL LICENSE APPROVAL FOR THE DRUG. NO SUBSEQUENT SPONSOR MAY RECEIVE APPROVAL OF AN NDA, BIOLOGICAL 
LICENSE, PAPER NDA, ANTIBIOTIC APPLICATION, ANDA, OR ABBREVIATED ANTIBIOTIC APPLICATION DURING THE SEVEN 
YEAR PERIOD FOR THE DRUG AND INDICATION(S) FOR WHICH ODE STATUS IS MAINTAINED UNLESS THE EXCLUSIVE APPROVAL 
HAS BEEN REVOKED AS DESCRIBED ABOVE OR THE SUBSEQUENT SPONSOR HAS 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 HEALTH SERVICE ACT FOR MARKETING AND HAVE BEEN GIVEN ORPHAN DRUG EXCLUSIVE 
APPROVAL WILL BE NOTED BY THE ABBREVIATION ODE IN THE PATENT AND 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(b)(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 GIVEN BY THE SPONSOR THAT HAS EXCLUSIVE APPROVAL. THESE PRODUCTS ARE MARKED 
BY AN (*) NEXT TO THE APPLICANT'S NAME. 

REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, 7TH EDITION FOR A FULL 
LISTING OF ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 
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ACTIVE INGREDIENT(S) 
STRENGTH(S) 

ALP HAl PROTEINASE 
INHIBITOR (HUMAN) 

ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

BIOLOGICAL PRODUCTS 

TRADE NAME 
DOSAGE FORM; ROUTE APPLICANT 

PROLASTIN CUTTER BIO 
INJECTABLE; INJECTION 

APPLICATION NUMBER 
APPROVAL DATE 

8 
DEC 14, 1987 

46 

EXCLUSIVITY 
EXP. DATE 

ODE 
DEC 02, 1994 
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ORPHAN DRUG PRODUCTS WITH EXCLUSIVE APPROVAL 

DRUG PRODUCTS 

ACTIVE INGREDIENT(S) 
STRENGTH(S) 

CALCITONIN, HUMAN 
0.·5MG/VIAL 

ETIDRONATE DISODIUM 
50MG/ML 

TRADE NAME 
DOSAGE FORM; ROUTE 

CIBACALCIN 
INJECTABLE; INJECTION 

DIDRONEL 
INJECTABLE; INJECTION 

MITOXANTRONE HYDROCHLORIDE NOVANTRONE 
EQ 2MG BASE/ML INJECTABLE; INJECTION 

PENTASTARCH 10% IN 
SODIUM CHLORIDE 0.9% 
10GM/100ML;0.9GM/100ML 

SODIUM BENZOATE; 
SODIUM PHENYLACETATE 
100MG/ML;100MG/ML 

SOMATROPIN, BIOSYNTHETIC 
2MG/VIAL 

SOMATROPIN, BIOSYNTHETIC 
5MG/VIAL 

TERIPARATIDE ACETATE 
200 UNITS/VIAL 

UROFOLLITROPIN 
75 IU/AMP 

ZIDOVUDINE 
100MG 

PENTASPAN 
INJECTABLE; INJECTION 

UCEPHAN 
SOLUTION; ORAL 

HUMATROPE 
INJECTABLE; INJECTION 

HUMATROPE 
INJECTABLE; INJECTION 

PARATHAR 
INJECTABLE; INJECTION 

METRODIN 
INJECTABLE; INJECTION 

RETROVIR 
CAPSULE; ORAL 

""F ..... ", -_~:;.~)@,:." _ ,_.-:.7-,_ __ ~- -----.- ... 

APPLICANT 

CIBA PHARM 

NORWICH EATON 

LEDERLE LABS 

DUPONT CRI CARE 

KENDALL MCGAW 

LILLY 

LILLY 

RORER PHARM 

SERONO LABS 

BURROUGHS WELLC 

APPLICATION NUMBER 
APPROVAL DATE 

18470 001 
OCT 31, 1986 

19545 001 
APR 20, 1987 

19297 001 
DEC 23, 1987 

841207 001 
MAY 19, 1987 

19530 001 
DEC 23, 1987 

19640 001 
JUN 23, 1987 

19640 004 
MAR 08, 1987 

19498 001 
DEC 23, 1987 

19415 002 
SEP 18, 1986 

19655 001 
MAR 19, 1987 
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EXCLUSIVITY 
EXP. DATE 

ODE 
OCT 31, 1993 

ODE 
APR 20, 1994 

ODE 
DEC 23, 1994 

ODE 
MAY 19, 1994 

ODE 
DEC 23, 1994 

ODE 
MAR 08, 1994 

ODE 
MAR 08, 1994 

ODE 
DEC 23, 1994 

ODE 
SEP 18, 1993 

ODE 
MAR 19, 1994 
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DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY . ;.S~: 
ONLY IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION ~ 

NO DECEMBER 1987 ACTIONS 
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY 

THE FOLLOWING IS A LIST OF GUIDANCES AVAILABLE FOR IN VIVO BIOEQUIVALENCE' STUDIES AND IN VITRO DISSOLUTION 
TESTING AVAILABLE FROM THE DIVISION OF BIOEQUIVALENCE--, HFN-250, ROOM 17B-06, 5600 FISHERS~ANE, 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 BIOPHARMACEUTIC GUIDANCE AVAILABILITY DATA. ONLY NEW DATA WILL BE ADDED TO THE CUMULATIVE 
SUPPLEMENT. 

NAME OF DRUG (DOSAGE FORM) 

ALBUTEROL (TABLET) 
~~OXAPINE (TABLET) 
AMOXICILLIN (CAPSULE AND TABLET) 
CARBAMAZEPINE (TABLET) 
CEPHALEXIN (CAPSULE AND TABLET) 
CLORAZEPATE DIPOTASSIUM 
DESIPRAMINE HYDROCHLORIDE (TABLET) 
DIPYRIDAMOLE (TABLET) 
DISSOLUTION TESTING (GENERAL) 
FENOPROFEN (CAPSULE AND TABLET) 
HALOPERIDOL (TABLET) 
HYDROCHLOROTHIAZIDE (TABLET) 
HYDROXYZINE PAMOATE (CAPSULE) 
ISOSORBIDE DINITRATE (CHEWABLE TABLET, ORAL TABLET, AND 

SUBLINGUAL TABLET) 

* THIS DATE WAS INCORRECTLY LISTED IN THE 7TH EDITION AS APR 19, 1985. 

DATE 

MAY 05, 1987 
SEP 10, 1987 
AUG 18, 1987 
DEC 05, 1984 
AUG 13, 1986 
MAR 10, 1986 
APR 28, 1987 
JUL 05, 1983 
APR 01, 1 978* 
AUG 27, 1987 
APR 30, 1987 
JUL 25, 1983 
JUL 26, 1983 

JUN 04, 1985 

REVISED DATE 

SEP 30, 1987 
MAR 19, 1987 
FEB 17, 1987 
SEP 22, 1987 
SEP 25, 1987 

SEP 25, 1987 

SEP 28, 1987 
SEP 28, 1987 

SEP 22, 1987 
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BIOPHARMACEUTIC GUIDANCE AVAILABILITY 

NAME OF DRUG (DOSAGE FORM) 

~ .. 

LEUCOVORIN CALCIUM (TABLET) 
LORAZEPAM (TABLET) 
LOXAPINE SUCCINATE-(CAPSULE} 
MAPROTILINE HYDROCHLORIDE (TABLET) 
MEDROXYPROGESTERONE ACETATE (TABLET) 
MEGESTROL ACETATE {TABLET} 
NAFCILLIN SODIUM (CAPSULE AND TABLET) 
NALIDIXIC ACID (TABLET) 
ORPHENADRINE CITRATE (TABLET) 
OXYPHENBUTAZONE {TABLET} 
PERPHENAZINE (TABLET) 
PERPHENAZINE; AMITRIPTYLINE (TABLET) 
PHENYLBUTAZONE (CAPSULE AND TABLET) _ 
POTASSIUM CHLORIDE (CAPSULE, SLOW RELEASE AND TABLET, SLOW RELEASE) 
PROCAINAMIDE (TABLET) 
QUINIDINE GLUCONATE (TABLET, CONTROLLED RELEASE) 
RITODRINE HYDROCHLORIDE (TABLET) 
SULFASALAZINE (TABLET) 
SULFINPYRAZONE (CAPSULE AND TABLET) 
SULINDAC (TABLET) 
TRIMIPRAMINE MALEATE (CAPSULE) 

DATE 

APR 28, 1987 
DEC 03, 1984 
SEP 10, 1987 
AUG 27, 1987 
DEC 24, 1986 
AUG 17, 1987 
SEP 10, 1987 
AUG 19, 1987 
JUL 22, 1 983 -
JUL 26, 1983 
AUG 27, 1987 
AUG 27, 1987 
JUL 26, 1983 
JAN 17, 1987 
JUL 25, 1983 
JUN 15, 1981 
AUG 27, 1987 
OCT 08, 1987 
JUL 15, 1983 
SEP 28, 1987 
NOV 03, 1986 

50 

REVISED DATE 

SEP 16, 1987 

SEP 17, 1987 

SEP 28, 1987 

SEP 28, 1987 

SEP 28, 1987 
SEP 22, 1987 

SEP 25, 1987 

AUG 18, 1987 

\ 
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ANDA SUITABILITY PETITIONS 

THE FULLOWING 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 SUB­
MISSION 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, 7TH EDITION FOR A FULL LISTING OF ANDA 
SUITABILITY PETITIONS DATA. ~y 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; 325MG 86 P-0361/CP KING AND SPAULDING NEW DOSAGE APPROVED 
ASPIRIN; 325MG 86 P-0447/CP FORM DEC 16, 1987 
CODEINE PHOSPHATE 30MG NEW STRENGTH 
TABLET; ORAL 

ACETAMINOPHEN; 500MG 86 P-0514/CP FOREST LABS NEW STRENGTH APPROVED 
BUTALBITAL; 50MG JUL 15, 1987 
CAFFEINE 40MG 
TABLET; ORAL 

ACETAMINOPHEN; 160MG/5ML 87 P-0323/CP .. KLEINFELD, KAPLAN AND NEW DOSAGE APPROVED 
CODEINE PHOSPHATE 6MG/5ML BECKER FORM· NOV 04, 1987 
SYRUP; ORAL 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 

ACETAMINOPHEN; 650MG 85 P-0390/CP UAD LABS NEW STRENGTH APPROVED 
HYDROCODONE 7.5MG NEW DOSAGE MAR 17]1 1987 
BITARTRATE FORM 
CAPSULE; ORAL 

ACETAMINOPHEN; 500MG/15ML 85 P-0439/ RUSS PHARMS NEW DOSAGE APPROVED 
HYDROCODONE 7.5MG/15ML CPOO03 FORM APR 01, 1987 
BITARTRATE NEW STRENGTH 
ELIXIR; ORAL 

ACETAMINOPHEN; 325MG/15ML 87 P-0129/ MIKART NEW STRENGTH APPROVED 
HYDROCODONE 2.5MG/15ML CP02 JUN 08, 1987 
BITARTRATE 
SOLUTION; ORAL 

ACETAMINOPHEN; 325MG/15ML 87 P-0129/ MIKART NEW STRENGTH APPROVED 
HYDROCODONE 5MG/15ML CP02 JUN 08, 1987 
BITARTRATE 
SOLIJTION; ORAL 

ACETAMINOPHEN; 325MG/15ML 87 P-0129/ MIKART NEW STRENGTH APPROVED 
HYDROCODONE 7.5MG/15ML CP02 JUN 08, 1987 
BITARTRATE 
SOLUTION; ORAL 

ACETAMINOPHEN; 325MG/15ML 87 P-0129/ MIKART NEW STRENGTH APPROVED 
HYDROCODONE 10MG/15ML CP02 JUN 08, 1987 
BITARTRATE 
SOLUTION; ORAL 

'M~g~;gg:;;;;;qggmiJ4ilU£4t4kUM;iZ4ii&'S'£i#.",,4W·*;t;,'44&e.*$A4 .iliacz£. :;;8iMa;£ ;;;;., £iiMm-4 
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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; 325MG 87 P-0l29/CP MIKART NEW STRENGTH APPROVED 

HYDROCODONE 2.5MG JUN 08, 1987 

BITARTRATE 
TABLET; ORAL 

ACETAMINOPHEN; 325MG 87 P-0129/CP MIKART NEW STRENGTH APPROVED 

HYDROCODONE 5MG JUN 08, 1987 

BITARTRATE 
TABLET; ORAL 

ACETAMINOPHEN; 325MG 87 P-0129/CP MIKART NEW STRENGTH APPROVED 

HYDROCODONE 7.5MG JUN 08, 1987 

BITARTRATE 
TABLET; ORAL 

ACETAMINOPHEN; 325MG 87 P-0129/CP MIKART NEW. STRENGTH APPROVED 

HYDROCODONE 10MG JUN 08, 1987 

BITARTRATE 
TABLET; ORAL 

< ;~;cn.:· 

-------
u • ~\ ,x ~ ... : 
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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; 500MG 85 P-0439/ KING AND SPAULDING . NEW STRENGTH APPROVED 
HYDROCODONE 2.5MG CPOO2 MAR 18, 1987 
BITARTRATE 
TABLET; ORAL 

ACETAMINOPHEN; 500MG 85 P-0439/CP KING AND SPAULDING NEW STRENGTH APPROVED 
HYDROCODONE 7.5MG MAR 17, 1987 
BITARTRATE 
TABLET; ORAL 

ACETAMINOPHEN; 500MG 87 P-0170/CP LUCHEM PHARM NEW STRENGTH APPROVED 
HYDROCODONE 10MG JUL 07, 1987 
BITARTRATE 
TABLET; ORAL 
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DRUG NAME 

:" .. 

DOSAGE FORM; ROUTE 

ACETAMINOPHEN; 
HYDROCODONE 
BITARTRATE 
TABLET; ORAL 

ACETAMINOPHEN; 
HYDROCODONE 
BITARTRATE 
TABLET; ORAL 

.AMINOPHYLLINE 
,INJECTABLE; INJECTION 

ASPIRIN; 
HYDROCODONE 

. -BITARTRATE 
<, TABL ET; ,ORAL 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

STRENGTH 
(CONTAINER SIZE) DOCKET NUMBER PETITIONER 

650MG 85 P-0390/CP UAD LABS 
7.5MG 

750MG 85 P-0169/PRC* KNOLL PHARM 
7.5MG 

" 

10MG/ML 87 P-0103/CP LYPHOMED 
{l OML/V IAL} 

500MG 87 P-0100/CP KING AND SPAULDING 
7.5MG 

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

REASON FOR 
PETITION 

NEW STRENGTH 
NEW DOSAGE 
FORM 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 

55 

STATUS 

APPROVED 
MAR 17, 1987 

APPROVED 
MAR 13, 1987 

APPROVED 
JUL 07, 1987 

APPROVED 
APR 24, 1987 



DRUG NAME 
DOSAGE FORM; ROUTE 

BRETYLIUM TOSYLATE 
INJECTABLE; INJECTION 

BRETYLIUM TOSYLATE 
INJECTABLE; INJECTION 

BRETYLIUM TOSYLATE 
IN DEXTROSE 5% 
INJECTABLE; INJECTION 

BRETYLIUM TOSYLATE 
IN DEXTROSE 5% 
INJECTABLE; INJECTION 

CHLORPHENIRAMINE MALEATE; 
PSEUDOEPHEDRINE 
HYDROCHLORIDE 
TABLET, CONTROLLED 
RELEASE; ORAL 

CHOLESTYRAMINE 
CAPSULE; ORAL 

• 
" 

STRENGTH 
(CONTAINER SIZE) 

200MG/ML 
(5ML/CONTAINER) 

200MG/ML 
(l OML/CONTAI NER) 

10MG/ML 
(50ML/CONTAINER) 

10MG/ML 
(-100ML/CONTAINER) 

12MG 
120MG 

EQ 500MG RESIN 

56 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

REASON FOR 
DOCKET NUMBER PETITIONER PETITION STATUS 

87 P-0228/CP ASTRA PHARM PRODS NEW STRENGTH APPROVED 
OCT 06, 1987 

85 P-0546/CP INTL MEDTN SYS NEW STRENGTH APPROVED 
JAN 20, 1987 

87 P-0065/CP LYPHOMED NEW STRENGTH APPROVED 
APR 27, 1987 

87 P-0128/CP LYPHOMED NEW STRENGTH APPROVED 
JUL 22, 1987 

87 P-0165/CP SANDOZ CONSUMER NEW DOSAGE APPROVED 
FORM MAY 19, 1987 

86 P-0474/CP BRISTOL MYERS NEW DOSAGE APPROVED 
FORM JAN 30, 1987 
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 

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

NEW STRENGTH 

CHOLESTYRAMINE EQ 1GM RESIN 87 P-0324/CP BRISTOL MYERS NEW DOSAGE APPROVED 
TABLET; ORAL FORM DEC 08, 1987 

NEW STRENGTH 

CHOLESTYRAMINE EQ 4GM RESIN/ 87 P-0301/CP CIBA PHARM NEW DOSAGE APPROVED 
GEL; ORAL CONTAINER FORM NOV 04, 1987 

CISPLATIN 20MG/VIAL 87 P-0291/CP LYPHOMED NEW STRENGTH APPROVED 
INJECTABLE; INJECTION NOV 03, 1987 

CISPLATIN 1MG/ML 87 P-0130/CP TRAVENOL LABS NEW DOSAGE APPROVED 
INJECTABLE; INJECTION (100ML/VIAL) FORM OCT 06, 1987 

(500ML/VIAL) NEW STRENGTH 

CLEMASTINE FUMARATE; EQ 1MG BASE 87 P-0314/CP DORSEY LABS NEW APPROVED 
PSEUDOEPHEDRINE 120MG COMBINATION NOV 03, 1987 
HYDROCHLORIDE 
TABLET, CONTROllED 
RELEASE; ORAL 

CYTARABINE 1,000MG/VIAL 86 P-0313/CP QUAD PHARMS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION MAY 07, 1987 



DRUG NAME , .. 
DOSAGE FORM;" ROUTE· 

CYTARABINE 
INJECTABLE; INJECTION 

DESONIDE 
LOTION; TOPICAL 

DEXBROMPHENIRAMINE 
MALEATE; 
PHENYLPROPANOLAMINE 
HYDROCHLORIDt - .. 
TABL£T.·CONTROLLED 
RELEASE; ORAL 

DEXTROMETHORPHAN 
POLISTIREX 
SUSPENSION; CONTROLLED 
RELEASE ;··ORAL ."'. 

DIAZOXIDE 
lNJECTABLE; . INJECTION 

., 

STRENGTH 
(CONTAINER SIZE) 

20MG/ML 
(50ML/CONTAINER) 

0.05% 

6MG 

75MG 

• ;"'>-. 

EQ.15MG HBR/5ML 

15MG/ML 
(1:0ML/CONTAI N~R) 

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

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOCKET NUMBER PETITIONER 

86 P-0428/ ADRIA LABS 
CPOO02 

87 P-0105/CP OWEN LABS 

87 P-0265/CP BOCK PHARMA 

87 P-0088/CP . KING AND SPAULDING 

87 P-0061/CP LYPHOMED 
:..:: 

.<,".';',:.. 
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REASON FOR 
PETITION STATUS 

NEW DOSAGE APPROVED· 
FORM MAY 07, 1987 
NEW STRENGTH 

NEW DOSAGE APPROVED 
FORM SEP 10, 1987 

NEW APPROVED 
COMBINATION NOV P4,1987 
NEW DOSAGE 
FORM 

NEW STRENGTH APPROVED 
APR 27, 1987 

NEW STRENGTH APPROVED 
APR 30, 1987 

~~~S_~~~W.~LlMja. =&~M :~, ~,~~~m_~ -; 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

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

FENOPROFEN CALCIUM EQ 200MG BASE 87 P-0133/CP BARR LABS NEW STRENGTH APPROVED 
TABLET; ORAL EQ 300MG BASE AUG 04, 1987 

FLUOCINONIDE 0.05% 87 P-0004/CP RICHARD HAMER ASSOC NEW DOSAGE APPROVED 
LOTION; TOPICAL FORM SEP 10, 1987 

FLUOROURACIL 50MG/ML 86 P-0490/CP ADRIA LABS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION (50ML/VIAL) JAN 09, 1987 

IBUPROFEN 200MG 87 P-0232/CP SIDMAK LABS NEW DOSAGE 'APPROVED 
SOFT GELATIN FORM OCT 06, 1987 
CAPSULE; ORAL 

IBUPROFEN 800MG 87 P-0242/CP SIDMAK LABS NEW DOSAGE APPROVED 
SOFT GELATIN FORM OCT 06, 1987 
CAPSULE; ORAL 

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

LEUCOVORIN CALCIUM EQ 5MG. BASE/ML 86 P-0241/CP QUAD PHARMS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION (10ML/VIAL) JUL 28, 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 

LEUCOVORIN CALCIUM EQ 5MG BASE/ML 86 P-0241/CP QUAD PHARMS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION .. (20ML/VIAL) JUL 28, 1987 

LEUCOVORIN CALCIUM EQ 100MG BASE/VIAL 86 P-0152/CP BEN VENUE LABS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION JAN 20, 1987 

LEUCOVORIN CALCIUM EQ 10MG BASE , 86 P-0258/CP LEDERLE LABS NEW STRENGTH APPROVED 
TABLET; ORAL JAN 16, 1987 

LOPERAMIDE HYDROCHLORIDE 2MG 87 P-0268/CP KROSS NEW DOSAGE APPROVED 
TABLET; ORAL FORM OCT 06, 1987 

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

LORAZEPAM 0.5MG 85 P-0515/CP WYETH INC NEW DOSAGE APPROVED 
TABLET; ORAL lMG FORM FEB 25, 1986 

2MG 

METHYLDOPATE 2.5MG/ML 86 P-0410/ KING AND SPAULDING NEW STRENGTH APPROVED 
HYDROCHLORIDE (lOOML/CONTAINER) CPOO02 MAR 10, 1987 
IN DEXTROSE 5% 
INJECTABLE; INJECTION 

,.".~~r·~'1.i""-·· 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

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

METHYLDOPATE 5MG/ML 86 P-0410/ KING AND SPAULDING NEW STRENGTH, APPROVED 
HYDROCHLORIDE (100ML/CONTAINER) CPOO03 MAR 10, 1987 
IN DEXTROSE 5% 
INJECTABLE; INJECTION 

MORPHINE SULFATE 0.5MG/ML 87 P-0106/CP ASTRA PHARM PRODS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION (2ML/AMP) JUL 15, 1987 

MORPHINE SULFATE 1MG/ML 87 P-0106/CP ASTRA PHARM PRODS NEW STRENGTH APPROVED 
INJECTABLE; INJECTION (2ML/AMP) JUL 15, 1987 

NIFEDIPINE 10MG 87 P-0340/CP PAR PHARM NE~ DOSAGE APPROVED 
TABLET; ORAL 20MG FORM DEC 11, 1987 

NITROGLYCERIN 4% 87 P-0184/CP FOREST LABS NEW STRENGTH APPROVED 
OINTMENT; TOPICAL SEP 15, 1987 

NITROGLYCERIN O.5MG/ML 86 P-0099/ ABBOTT LABS ' NEW STRENGTH APPROVED 
IN DEXTROSE 5% (100ML/CONTAINER) CPOOO4 FEB 02, 1987 
INJECTABLE; INJECTION 

OXAZEPAM .:~ ~ ~~O~L:.~." 10MG' 81P-0157/CP . BARR LABS NEW DOSAGE APPROVED 
CAPSULE; ORAL 15MG FORM: ; JUL 17, 1987 

30MG NEW STRENGTH 

OXAZEPAM 15MG 85 P-0516ICP ",' ,WYETH "INC NEW DOSAGE . APPROVED 
TABLET; ORAL 30MG FORM FEB 25, 1986 



DRUG NAME 
DOSAGE FORM; ROUTE 

PREDNISOLONE SODIUM 
PHOSPHATE 
SOLUTION; ORAL 

.'f~" 

STRENGTH 
(CONTAINER SIZE) 

EQ 15MG BASE/5ML 

PROMETHAZINE HYDROCHLORIDE 25MG/ML 
INJECTABLE; INJECTION (2ML/VIAL) 

PROMETHAZINE HYDROCHLORIDE 50MG/ML 
INJECTABLE; INJECTION (2ML/VIAL) 

PSEUDOEPHEDRINE 
HYDROCHLORIDE 
TABLET, CONTROLLED 
RELEASE; ORAL 

120MG 

PSEUDOEPHEDRINE 120MG 
HYDROCHLORIDE; 
TRIPROLIDINE HYDROCHLORIDE 5MG 
TABLET, CONTROLLED 
RELEASE; ORAL 

ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

DOCKET NUMBER 

87 P-0235/CP 

87 P-0087/ 
CP0002 

87 P-0087/CP 

87 P-0297/CP 

87 P-0296/CP 

PETITIONER 

FISONS 

LYPHOMED 

LYPHOMED 

HLTH PLCY NTWK 

HLTH PLCY NTWK 

REASON FOR 
PETITION 

NEW STRENGTH 

NEW STRENGTH 

NEW STRENGTH 

NEW DOSAGE 
FORM 

NEW DOSAGE 
FORM 
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STATUS 

APPROVED 
NOV 04, 1987 

APPROVED 
MAY 01, 1987 

APPROVED 
MAY 01, 1987 

APPROVED 
NOV 03, 1987 

APPROVED 
NOV 03, 1987 
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DRUG NAME STRENGTH 
DOSAGE FORM; ROUTE (CONTAINER SIZE) 

SODIUM NITROPRUSSIDE 25MG/ML 
INJECTABLE; INJECTION (2ML/VIAL) 

THEOPHYLLINE 400MG 
CAPSULE, CONTROLLED 
RELEASE; ORAL 

TRIAMCINOLONE ACETONIDE 0.5% 
LOTION; TOPICAL 

- . 

VERAPAMIL HYDROCHLORIDE 40MG/5ML 
SOLUTION; ORAL 80MG/5ML 

VINBLASTINE SULFATE lMG/ML 
INJECTABLE; INJECTION (25ML/VIAL) 
~. ~- ';, 

:~- ~ , .' 
VINBLASTINE SULFATE 
INJECTABLE; INJECTION 

':.~~.: hOfL;_:~ 

XENON ~ XEi~-133 
INJECTABLE; INJECTION 

lMG/ML 
(30ML/VIAL) 

60MCI/VIAL 
150MCI/VIAL 
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ANDA SUITABILITY PETITIONS 

PETITIONS APPROVED 

REASON FOR 
DOCKET NUMBER PETITIONER PETITION STATUS 

87 P-0039/CP ABBOTT LABS NEW DOSAGE APPROVED 
FORM MAR 10, 1987 

86 P-0471 / SEARLE NEW STRENGTH APPROVED 
CPOO02 MAR 10, 1987 

87 P-00l9/CP RICHARD HAMER ASSOC NEW STRENGTH APPROVED 
SEP 11, 1987 

87 P-Ol0l/CP MY K LABS NEW DOSAGE APPROVED 
FORM SEP 10, 1987 
NEW STRENGTH 

87 P-0112/CP QUAD PHARMS NEW DOSAGE APPROVED 
FORM JUN 08, 1987 
NEW STRENGTH 

87 P-0211/CP LYPHOMED NEW STRENGTH APPROVED 
JUL 28, 1987 

86 P-0342/CP MEDI NUCLR NEW STRENGTH APPROVED 
SEP 11, 1987 

'- " 

", l 

. -;.'~-.... 



DRUG NAME ., .,: 
DOSAGE FORM; ROUTE 

ACETAMINOPHEN; 
DIHYDROCODEINE 
BITARTRATE 
CAPSULE; ORAL 

ASPIRIN; 
CAFFEINE; 
HYDROCODONE 
BITARTRATE 
TABLET; ORAL 

ASPIRIN; 
CAFFEINE; 
HYDROCODONE 
BITARTRATE 
TABLET; ORAL 

ASPIRIN; 
CAFFEINE; 
HYDROCODONE 
BITARTRATE 
TABLET; ORAL 

HYDROCORTISONE; 
SALICYLIC ACID; 
SULFUR 
CREAM; TOPICAL 

STRENGTH 
(CONTAINER SIZE) 

356.4MG 
20MG 

224MG 
32MG 
5MG 

325MG 
30MG 
5MG 

356.4~G 
30MG 
5MG 

0.25% 
2.35% 
4% 

ANDA SUITABIL.ITY PETITIONS 

PETITIONS DENIED 

DOCKET NUMBER 

86 P-0040/CP 

86 P-0243/CP 

85 P-0455/CP 

86 P-0243/ 
CP0002 

86 P-0439/CP 

PETITIONER 

DUNHALL PHARMS 

MASON PHARMS 

CENTRAL PHARM 

MASON PHARMS 

C&M PHARMA 

64 

REASON FOR 
PETITION STATUS 

NEW STRENGTH DENIED 
NEW FEB 12, 1987 
COMBINATION 

NEW DENIED 
COMBINATION JUN 12, 1987 
NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DENIED 
COMBINATION JUN 08, 1987 
NEW DOSAGE 
FORM 
NEW STRENGTH 

NEW DENIED 
COMBINATION JUN 16, 1987 
NEW DOSAGE 
FORM 

NEW DENIED 
COMBINATION MAY 06, 1987 
NEW INGREDIENT 



DRUG NAME 
DOSAGE FORM; ROUTE 

PROCAINAMIDE 
HYDROCHLORIDE 
TABLET; ORAL 

PROCAINAMIDE 
HYDROCHLORIDE 
TABLET, CONTROLLED 
RELEASE; ORAL 

STRENGTH 
(CONTAINER SIZE) 

500MG 
750MG 
1000MG 

500MG 
750MG 
1000MG 

ANDA SUITABILITY PETITIONS 

PETITIONS DENIED 

DOCKET NUMBER PETITIONER 

85 P-0181/CP FOREST LABS 

86 P-0328/CP KV PHARM 

65 

REASON FOR 
PETITION STATUS 

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, NEW DOSING SCHEDULE, NEW INDICATIONS AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE 
CUMULATIVE SUPPLEMENT. 

ABBREVIATIONS 

PC PATENT CHALLENGE 

REFERENCES 

NEW DOSING SCHEDULE 

D-13 INCREASED MAXIMUM DAILY DOSAGE RECOMMENDATION 

. NEW INDICATION 

I-54 CONTRAST ENHANCEMENT OF COMPUTED TOMOGRAPHIC BODY IMAGING 
I-55 PEDIATRIC ANGIOCARDIOGRAPHY 
I-56 INTRAVENOUS DIGITAL SUBTRACTION ANGIOGRAPHY 
I-57 PERIPHERAL VENOGRAPHY (PHLEBOGRAPHY) 
I-58 EXCRETORY UROGRAPHY 
I-59 ARTHROGRAPHY 
1-60 HYSTEROSALPINGOGRAPHY 
1-61 AORTOGRAPHY 
1-62 TREATMENT OF JUVENILE ARTHRITIS 
1-63 BIOPSY PROVEN MINIMAL CHANGE NEPHROTIC SYNDROME IN CHILDREN 
1-64 LONG-TERM TREATMENT OF ANGINA PECTORIS 
1-65 ADULT INTRAVENOUS CONTRAST-ENHANCED COMPUTED TOMOGRAPHY OF THE HEAD AND BODY 
1-66 PREVENTION OF POSTOPERATIVE NAUSEA AND VOMITING 
1-67 PREVENTION OF POSTOPERATIVE DEEP VENOUS THROMBOSIS AND PULMONARY EMBOLISM IN TOTAL HIP REPLACEMENT SURGERY 
1-68 RELIEF OF MILD TO MODERATE PAIN 
1-69 TREATMENT OF CUTANEOUS CANDIDIASIS 
1-70 URINARY TRACT INFECTION (UTI) PREVENTION FOR PERIODS UP TO FIVE MONTHS IN WOMEN WITH A HISTORY OF 

RECURRENT UTI'S 
1-71 SEBORRHEIC DERMATITIS 
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EXCLUSIVITY TERMS 

PATENT USE CODE 

U-l PREVENTION OF PREGNANCY 
U-2 CYCLIC CONTROL 
U-3 TREATMENT OF AMENORRHEA, DYSMENORRHEA, AND FUNCTIONAL UTERINE BLEEDING 
U-4 TREATMENT OR PROPHYLAXIS OF ANGINA PECTORIS AND ARRHYTHMIA 
U-S TREATMENT OF HYPERTENSION 
U-6 TREATING MAMMALS SUFFERING [FROM] ANXIETY 
U-7 PROVIDING PREVENTION AND TREATMENT OF EMESIS AND NAUSEA IN MAMMALS 
U-B REDUCING INTRAVASCULAR PRESSURE IN MAMMALS 
U-9 METHOD OF PRODUCING BRONCHODILATION 
U-10 METHOD OF PRODUCING SYMPATHOMIMETIC EFFECTS 
U-ll 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-1S 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 
U-1B METHOD OF TREATING [AJ HUMAN SUFFERING FROM DEPRESSION 
U-19 PROCESS FOR PRODUCING ANALGESIA OR REDUCING HYPERALGESIA IN AN ANIMAL 
U-20 USE OF FLUOXETINE AND MORPHINE FOR PRODUCING ANALGESIA OR REDUCING HYPERALGESIA IN AN ANIMAL 
U-21 USING FLUOXETINE AND L-S-HYDROXTRYPTOPHANE IN A METHOD FOR LOWERING BLOOD PRESSURE IN A HYPERTENSIVE 

MAMMAL IN NEED OF TREATMENT 
U-22 A METHOD FOR TREATING ANXIETY IN A HUMAN SUBJECT IN NEED OF SUCH TREATMENT 
U-23 A METHOD OF POTENTIATING DEXTROPROPOXYPHENE ANALGESIA IN MAMMALS 
U-24 ADJUNCTIVE THERAPY FOR THE PREVENTION AND TREATMENT OF HYPERAMMONEMIA IN THE CHRONIC MANAGEMENT OF 

PATIENTS WITH UREA CYCLE ENZYMOPATHIES 
U-2S METHOD OF LOWERING INTRAOCULAR PRESSURE 



APPLIPROD 

18917 001 
18917 003 
019112 001 

19112 002 

19243 001 

19243 002 

19383 001 

19621 001 

> ill > JSJ~S~ /lU 
>A!ID> 19353 001 

18700 001 
>ADD> 19779 001 

19389 001 
19408 001 

19555 001 
19270 001 
18770 001 

18644 001 
18644 002 
18644 003 
18731 001 

> ill > 
>ADD> 

18731 002 
> ill > 
>ADD> 

19215 001 
18470 001 

~E iiilC§B!& 0 

PRESCRIPTION AND DTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

SECTRAL; ACEBUTOLOL HYDROCHLORIDE 3857952 
SECTRAL; ACEBUTOLOL HYDROCHLORIDE 3857952 
VENTOLIN; ALBUTEROL SULfATE 3705233 

3644353 
VENTOLIN; ALBUTEROL SULfATE 3705233 

3644353 
PROVENTIL; ALBUTEROL SULfATE 3705233 

3644353 
PROVENTIL; ALBUTEROL SULfATE 3705233 

3644353 
PROVENTIL; ALBUTEROL SULfATE 3705233 

3644353 
VENTOLIN; ALBUTEROL SULfATE 3705233 

3644353 
~~Yi"l~1 ~~Yi"l~"I~ MYPR0~M~0RIPi IoJf>7SU. 
ALfENTA; ALfENTANILHYDROCHLORIDE 4167574 
INOCOR; AMRINONE LACTATE 4072746 
IOPIDINE; APLONIDINE HYDROCHLORIDE 4517199 
BECONASE AQ; BECLOMETHASONE DIPROPIONATE MONOHYDRATE 
DIPROLENE; BETAMETHASONE DIPROPIONATE 4489070 

4482539 
DIPROLENE Af; BETAMETHASONE DIPROPIONATE 4489071 
BETOPTIC; BETAXOLOL HYDROCHLORIDE 4252984 
TORNALATE; BITOLTEROL MESYLATE 4336400 

4336400 

WELLBUTRIN; BUPROPION HYDROCHLORIDE 3885046 
WELLBUTRIN; BUPROPION HYDROCHLORIDE 3885046 
WELLBUTRIN; BUPROPION HYDROCHLORIDE 3885046 
BUSPAR; BUSPIRONE HYDROCHLORIDE 4182763 

U77f>~10 
3717634 

BUSPAR; BUSPIRONE HYDROCHLORIDE 4182763 
U77f>],10 
3717634 

fEMSTAT; BUTOCONAZOLE NITRATE 4078071 
CIBACALCIN; CALCITONIN, HUMAN RE32347 

68 

PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

DEC 31, 1993 U-4 
DEC 31, 1993 U-4 
DEC 05, 1989 
fEB 22, 1989 
DEC 05, 1989 
fEB 22, 1989 
DEC 05, 1989 
fEB 22, 1989 NDf JAN 14, 1990 
DEC 05, 1989 
fEB 22, 1989 NDf JAN 14, 1990 
DEC OS, 1989 
fEB 22, 1989 NDf JUL 13, 1990 
DEC 05, 1989 
fEB 22, 1989 
ZiP 11, ISJSJf> "lZi PilZ 2SJ' ISJSJJ 
SEP 11, 1998 NCE DEC 29. 1991 
fEB 07, 1995 U-11 NCE JUL 31. 1994 
MAY 14, 2002 U-25 NCE DEC 31. 1992 

NP JUL 27. 1990 
DEC 18, 2001 
NOV 13, 2001 
DEC 18, 2001 
JUL 31, 1999 NCE AUG 30, 1990 
JUN 22, 1999 U-l0 
JUN 22, 1999 U-9 

U-lO 
MAY 20, 1994 
MAY 20, 1994 
MAY 20, 1994 
JAN 08, 1999 
HB 29' 111119 
fEB 20. 1990 
JAN 08, 1999 
HB 2/1' 111119 
fEB 20, 1990 
MAR 07. 1997 NCE NOV 25, 1990 
JUN 30, 1998 NCE OCT 31, 1991 

ODE OCT 31, 1993 



;;,:".. .. ;,,;;'*$m.-!'.,.W!:,,_,,"..;ih~~ ... -"'-;>''''". 

APPLIPROD 

>ADD> 18927 001 
>AQQ> 18550 002 
>AQQ> 18550 003 
>ADD> 19111 001 
>ADD> 19451 001 
>AQQ> 19451 002 

18067 001 
19537 002 
19537 003 
19537 004 
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 
18885 002 
12836 004 
12836 005 
17820 002 
19386 002 

16672 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

TEGRETOL; CARBAMAZEPINE 4409212 
RlMADYL; CARPROFEN 3896145 
RlMADYL; CARPROFEN 3896145 
TUSSIONEX; CHLORPHENIRAMINE POLISTIREX ,4221778 
LOPRESSIDONE; CHLORTHALIDONE 3998790 
LOPRESSIDONE; CHLORTHALIDONE 3998790 
CINOBAC; CINOXACIN 3669965 
CIPRO; CIPROFLOXACIN HYDROCHLORIDE 
CIPRO; CIPROFLOXACIN HYDROCHLORIDE 
CIPRO; CIPROFLOXACIN HYDROCHLORIDE 
PLATINOL; CISPLATIN 4177263 
PLATINOL; CISPLATIN 4177263 
PLATINOL-AQ; CISPLATIN 4177263 
TEHOVATE; CLOBETASOL PROPIONATE 3721687 
TEMOVATE; CLOBETASOL PROPIONATE 3721687 
CYTOXAN; CYCLOPHOSPHAMIDE 
CYTOXAN; CYCLOPHOSPHAMIDE 
CYTOXAN; CYCLOPHOSPHAMIDE 
CYTOXAN; CYCLOPHOSPHAMIDE 
CYTOXAN; CYCLOPHOSPHAMIDE 
CYTOXAN; CYCLOPHOSPHAMIDE 
CYTOXAN; CYCLOPHOSPHAMIDE 
LYOPHILIZED CYTOXAN; CYCLOPHOSPHAMIDE 4537883 
LYOPHILIZED CYTOXAN; CYCLOPHOSPHAMIDE 4537883 
LYOPHILIZED CYTOXAN; CYCLOPHOSPHAMIDE 4537883 
LYOPHILIZED CYTOXAN; CYCLOPHOSPHAMIDE 4537883 
LYOPHILIZED CYTOXAN; CYCLOPHOSPHAMIDE 4537883 
EMBOLEX; DIHYDROERGOTAMINE MESYLATE 4402949 
PERSANTINE; DIPYRIDAMOLE 
PERSANTINE; DIPYRIDAMOLE 
DOBUTREX; DOBUTAMINE HYDROCHLORIDE 3987200 
BREVIBLOC; ESMOLOL HYDROCHLORIDE 4593119 

PATENT 
,EXPIRES 

OCT 11, 2000 
JUL 22. 1992 
JUL 22, 1992 
SEP 09. 1997 
DEC 21. 1993 
DEC 21. 1993 
JUN 13. 1989 

DEC 04. 1996 
DEC 04. 1996 
DEC 04, 1996 
MAR 20, 1992 
MAR 20, 1992 

AUG 27. 2002 
AUG 27. 2002 
AUG 27. 2002 
AUG 27, 2002 
AUG 27. 2002 
SEP 06. 2000 

OCT 19. 1993 
JUN 03, 2003 

4381103 ,JUN 07,2000 
OVRAL; ETHINYL ESTRADIOL 3666858 MAY 30, 1989 

3666858 MAY 30, 1989 
3666858 MAY 30, 1989 
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USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

NDF DEC 18. 1990 
NCE DEC 31. 1992 
NCE DEC 31. 1992 

NC DEC 31, 1990 
NC DEC 31, 1990 
1-70 OCT 28. 1990 
NCE OCT 22. 1992 
NCE OCT 22. 1992 
NCE OCT 22. 1992 

NCE DEC 27. 1990 
NCE DEC 27. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-63 APR 29. 1990 
1-67 JUN 22. 1990 
1-49 DEC 22. 1989 
1-49 DEC 22. 1989 

U-ll 
NCE DEC 31, 1991 

U-16 
U-l 
U-2 
U-3 



APPL/PROD 

16806 001 

17612 001 

17802 001 

18668 001 

18782 001 

19190 001 

19192 001 

19545 001 

19369 001 
19369 002 
19462 001 
19462 002 
19510 001 
19527 001 
18830 001 
18830 002 
19415 002 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

OVRAL-28; ETHINYL ESTRADIOL 3666858 
3666858 
3666858 

LO/OVRAL; ETHINYL ESTRADIOL 3666858 
3666858 
3666858 

LO/OVRAL-28; ETHINYL ESTRAQIOL 3666858 
3666858 
3666858 

NORDETTE-21; ETHINYL ESTRADIOL 3666858 
3666858 
3666858 

NORDETTE-28; ETHINYL ESTRADIOL 3666858 
3666858 
3666858 

TRIPHASIL-28; ETHINYL ESTRADIOL 3957982 
3666858 
3666858 
3666858 

TRIPHASIL-21; ETHINYL ESTRADIOL 3957982 
3666858 
3666858 
3666858 

DIDRONEL; ETIDRONATE DISODIUM 4254114 
4216211 
4137309 
3683080 

TEGISON; ETRETINATE 4215215 
TEGISON; ETRETINATE 4215215 
PEPCID; FAMOTIDINE 4283408 
PEPCID; FAMOTIDINE 4283408 
PEPCID; FAMOTIDINE 4283408 
PEPCID; FAMOTIDINE 4283408 
TAMBOCOR; FLECAINIDE ACETATE 4005209 
TAMBOCOR; FLECAINIDE ACETATE 4005209 
METRODIN; fLUMAZENIL 

70 

PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

MAY 30, 1989 U-l 
MAY 30, 1989 U-2 
MAY 30, 1989 U-3 
MAY 30, 1989 U-l 
MAY 30, 1989 U-2 
MAY 30, 1989 U-3 
MAY 30, 1989 U-l 
MAY 30, 1989 U-2 
MAY 30, 1989 U-3 
MAY 30, 1989 U-l 
MAY 30, 1989 U-2 
MAY 30, 1989 U-3 
MAY 30, 1989 U-l 
MAY 30, 1989 U-2 
MAY 30, 1989 U-3 
MAY 18, 1993 U-1 
MAY 30, 1989 U-l 
MAY 30, 1989 U-2 
MAY 30, 1989 U-3 
MAY 18, 1993 U-l 
MAY 30, 1989 U-l 
MAY 30, 1989 U-2 
MAY 30, 1989 U-3 
MAR 03, 1998 
AUG 05, 1997 
JAN 30, 1996 ODE APR 20, 1994 
AUG 08, 1989 NDF APR 20, 1990 
JUL 29, 1999 NCE SEP 30, 1991 
JUL 29, 1999 NCE SEP 30, 1991 
AUG 11, 2000 NCE OCT 15, 1991 
AUG 11, 2000 NCE OCT 15, 1991 
AUG 11, 2000 NCE OCT 15, 1991 
AUG 11, 2000 NCE OCT 15, 1991 
JAN 25, 1996 
JAN 25, 1996 

NE SEP 18, 1989 
ODE SEP 18, 1993 

, § ""L ,-",4HZ ,azzz:za:£&tJ&£z_.w~),{-~~~~· 
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APPlIPROD 

>AQQ> 18936 001 
>AQQ> 
>AQQ> 
>ADD> 
>Aru!> 
>ADD> 
>AQQ> 

19404 001 

18123 001 

18123 002 

18123 003 

18587 001 
18587 002 
18587 003 

>DLT> J99J2 99J 
>AQQ> 19032 001 

18872 001 
18872 002 

>AQQ> 71360 001 
19046 001 

19046 002 

19046 003 

19046 004 

19174 001 

19174 002 

19174 003 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

PROZAC; fLUOXETINE HYDROCHLORIDE 4314081 
4018895 
4035511 
4083982 
4329356 
4590213 
4594358 

OCUfEN; fLURBIPROfEN SODIUM 3793457 
3755427 

fACTREL; GONADORELIN HYDROCHLORIDE 4110438 
3947569 

fACTREL; GONADORELIN HYDROCHLORIDE 4110438 
3947569 

fACTREL; GONADORELIN HYDROCHLORIDE 4110438 
3947569 

WYTENSIN; GUANABENZ ACETATE 3658993 
WYTENSIN; GUANABENZ ACETATE 3658993 
WYTENSIN; GUANABENZ ACETATE 3658993 
If"fXI B~~"'~fl"f HY~R0fH~0RI~f JSnS~S 
TENEX; GUANfACINE HYDROCHLORIDE 3632645 
VISKAZIDE; HYDROCHLOROTHIAZIDE 
VISKAZIDE; HYDROCHLOROTHIAZIDE 
VITARINE; HYDROCHLOROTHIAZIDE 
NORMOZIDE; HYDROCHLOROTHIAZIDE 4066755 

4012444 
NORMOZIDE; HYDROCHLOROTHIAZIDE 4066755 

4012444 
NORMOZIDE; HYDROCHLOROTHIAZIDE 4066755 

4012444 
NORMOZIDE; HYDROCHLOROTHIAZIDE 4066755 

4012444 
TRANDATE-HCT; HYDROCHLOROTHIAZIDE 4066755 

4012444 
TRANDATE-HCT; HYDROCHLOROTHIAZIDE 4066755 

4012444 
TRANDATE-HCT; HYDROCHLOROTHIAZIDE 4066755 

4012444 

71 

PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

fEB 02, 1999 NCE DEC 29, 1992 
APR 19, 1994 U-18 
JUL 12, 1994 U-19 
APR 11, 1995 U-20 
MAY 11, 1999 U-21 
MAY 20, 2003 U-22 
JUN 20, 2003 U-23 
fEB 19, 1991 
AUG 28, 1990 NCE DEC 31. 1991 
AUG 29, 1995 U-14 
MAR 30, 1993 U-15 
AUG 29, 1995 U-14 
MAR 30, 1993 U-15 
AUG 29, 1995 U-14 
MAR 30, 1993 U-15 
APR 25, 1989 U-5 NCE SEP 07, 1992 
APR 25, 1989 U-5 NCE SEP 07, 1992 
APR 25, 1989 U-5 NCE SEP 07, 1992 
J~" 9~' J989 "ff 0f1 27/ J991 
JAN 04, 1991 NCE OCT 27, 1991 

NCE SEP 03, 1992 
NCE SEP 03, 1992 
PC APR 17, 1988 

JAN 03, 1995 
MAR 15, 1994 NC APR 06, 1990 
JAN 03, 1995 
MAR 15, 1994 NC APR 06, 1990 
JAN 03, 1995 
MAR 15, 1994 NC APR 06, 1990 
JAN 03, 1995 
MAR 15, 1994 NC APR 06, 1990 
JAN 03, 1995 
MAR 15, 1994 NC APR 10, 1990 
JAN 03, 1995 
MAR 15, 1994 NC APR 10, 1990 
JAN 03, 1995 
MAR 15, 1994 NC APR 10, 1990 



APPL/PROD 

19174 004 

19571 001 
19571 002 

>AIH!.> 19432 001 
18956 001 

18956 002 

18956 003 

18956 004 

18735 001 

18735 002 
18735 003 
18735 004 
13295 002 
18905 002 

19084 001 

19576 001 

PRESCRIPTION AND ,OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAHE; INGREDIENT NAHE PATENT 
NUHBER 

TRANDATE-HCT; HYDROCHLOROTHIAZIDE 4066755 
4012444 

HUHULIN U; INSULIN ZINC SUSP EXTENDED BIOSYNTHETIC HUMAN 
HUHULIN U; INSULIN ZINC SUSP EXTENDED BIOSYNTHETIC HUMAN 
SPECTAHINE; 10fETAHINE HYDROCHLORIDE. 1-123 4360511 
OHNIPAQUE 180; 10HEXOL 4396597 

4250113 
OHNIPAQUE 240; 10HEXOL 4396597 

4250113 
OMNIPAQUE 300; 10HEXOl 4396597 

4250113 
OMNIPAQUE 350; 10HEXOL 4396597 

4250113 
ISOVUE-200; 10PAMIDOl 4001323 

ISOVUE-300; 10PAMIDOL 4001323 
ISOVUE-370; 10PAHIDOL 4001323 
ISOVUE-H 300; 10PAHIDOL 4001323 
CONRAY-43; 10THALAMATE HEGLUMINE 
HEXABRIX; 10XAGLATE HEGLUHINE 4094966 

4065554 
4065553 
4014986 

NIZORAL; KETOCONAZOLE 4335125 

NIZORAL; KETOCONAZOLE 4335125 
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PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

JAN 03, 1995 
MAR 15, 1994 NC APR 10, 1990 

NP JUN 10. 1990 
NP JUN 10, 1990 

NOV 23, 1999 NCE DEC 24, 1992 
JUL 14. 1998 1-65 MAY 12, 1990 
DEC 26, 1999 NCE DEC 26, 1990 
JUL 14, 1998 1-65 MAY 12, 1990 
DEC 26, 1999 NCE DEC 26, 1990 
JUl 14, 1998 1-65 MAY 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 

NR JUL 07. 1990 
I-57 JUl 07, 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 1-36 OCT 22, 1989 
DEC 27, 1994 1-6 OCT 22, 1989 
MAR 29. 1996 NCE JUL 26, 1990 

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

JUN 15. 1999 1-69 SEP 25, 1990 
1-71 OCT 22. 1990 
NDf DEC 31, 1988 

JUN 15. 1999 1-69 SEP 25, 1990 
NDf DEC 31, 1988 
1-71 OCT 22, 1990 

~_~.Wii!J~fJ@!~.;,.1?t!.~ >?:,:;::';'. ';";-:;~>~:"'~\'" ",¥*M¥_,·}41:~":¥-¥E.d%*Ai!4.IA&:rJPtW.,#"?"W'f#8·.}!~$~~Ui?WffiiiW;;:MM;;;J&Q,..&~l;;;J"Q@gggl)tt&J!!iiiW_W.J,t®uS!f@';:; ~ 1 4Zi.M4b.ZS£jtJ£E&2J QJUman ~ 



APPLIPROD 

19648 001 

18754 001 

18754 002 

18754 003 

18687 001 

19010 001 
>AQQ> 19558 001 
>ADD> 19558 002 
>AQQ> 19558 003 

19643 003 
16763 001 

>ADD> 19618 001 
18029 001 
17862 001 
17862 004 

19532 001 
17963 001 
17963 002 
18873 002 
18873 003 
18873 004 
18654 002 

>AQQ> 19436 001 
>AQQ> 19297 001 
>AQQ> 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

NIZORAL; KETOCONAZOLE 4335125 

ORUDIS; KETOPROFEN 3641127 

ORUDIS; KETOPROFEN 3641127 

ORUDIS; KETOPROFEN 3641127 

NORMODYNE; LABETALOL HYDROCHLORIDE 4066755 
4012444 

LUPRON; LEUPROLIDE ACETATE 4005063 
PRINIVIL; LISINOPRIL 4374829 
PRINIVIL; LISINOPRIL 4374829 
PRINIVIL; LISINOPRIL 4374829 
MEVACOR; LOVASTATIN 4231938 
SULFAMYLON; MAFENIDE ACETATE 3497599 
ROWASA; MESALAMINE 
RITALIN-SR; METHYLPHENIDATE HYDROCHLORIDE 4137300 
REGLAN; METOCLOPRAMIDE HYDROCHLORIDE 4536386 
REGLAN; METOCLOPRAMIDE HYDROCHLORIDE 4536386 

MICROX; METOLAZONE 4517179 
LOPRESSOR; METOPROLOL TARTRATE 3998790 
LOPRESSOR; METOPROLOL TARTRATE 3998790 
MEXITIL; MEXILETINE HYDROCHLORIDE 3954872 
MEXITIL; MEXILETINE HYDROCHLORIDE 3954872 
MEXITIL; MEXILETINE HYDROCHLORIDE 3954872 
VERSED; MIDAZOLAM HYDROCHLORIDE 4280957 
MILRINONE LACTATE; MILRINONE LACTATE 4313951 
NOVANTRONE; MITOXANTRONE HYDROCHLORIDE 4197249 

4138415 

73 

PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

JUN 15, 1999 1-69 SEP 25, 1990 
1-71 OCT 22, 1990 
NDF DEC 31, 1988 

FEB 08, 1991 NCE JAN 09, 1991 
1-2 JUL 31, 1990 
1-68 JUL 31, 1990 

FEB 08, 1991 NCE JAN 09, 1991 
1-2 JUL 31, 1990 
1-68 JUL 31, 1990 

FEB 08, 1991 NCE JAN 09, 1991 
1-2 JUL 31, 1990 
1-68 JUL 31, 1990 

JAN 03, 1995 
MAR 15, 1994 NCE AUG 01, 1994 
JAN 25, 1996 NCE APR 09, 1990 
FEB 22, 2000 NCE DEC 29, 1992 
FEB 22, 2000 NCE DEC 29, 1992 
FEB 22, 2000 NCE DEC 29, 1992 
NOV 04, 1997 NCE AUG 31, 1992 
JAN 26, 1988 U-12 

NCE DEC 24, 1992 
JAN 30, 1996 NCE APR 30, 1992 
AUG 20, 2002 U-13 
AUG 20, 2002 U-13 1-66 MAY 28, 1990 

NS MAY 28, 1990 
MAY 14, 2002 NS OCT 30, 1990 
DEC 21, 1993 1-64 JUN 27, 1989 
DEC 21, 1993 1-64 JUN 27, 1989 
MAY 04, 1995 NCE DEC 30, 1990 
MAY 04, 1995 NCE DEC 30, 1990 
MAY 04, 1995 NCE DEC 30, 1990 
JUL 28, 1998 NCE DEC 20, 1990 
FEB 02, 1999 NCE DEC 31, 1992 
APR 08, 1997 NCE DEC 23, 1992 
FEB 06, 1996 ODE DEC 23, 1994 



APPl/PROD 

19543 001 
19625 001 
19516 001 
18677 001 

17581 002 

17581 003 

17581 004 

18965 001 

18164 003 

19384 002 

17031 001 

15539 002 
15539 004 
15539 006 

>ADD> 18976 001 
19435.001 
18553 004 
19536 001 

>ill> J2792 99J 
>Alli!> 18708 001 

>ill> J2798 99l! 
>Aru!.> 18708 003 

18859 001 

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

ELOCON; MOMETASONE FUROATE 4472393 
ELOCON; MOMETASONE FUROATE 4472393 
MS CONTIN; MORPHINE SULFATE 
CESAMET; NABILONE 4087547 

4087545 
3928598 
3920809 

NAPROSYN; NAPROXEN 3998966 
3904682 

NAPROSYN; NAPROXEN 3998966 
3904682 

NAPROSYN; NAPROXEN 3998966 
3904682 

NAPROSYN; NAPROXEN 4009197 
4001301 
3998966 
3904682 

ANAPROX; NAPROXEN SODIUM 4009197 
4001301 
3998966 

NOROXIN; NORFLOXACIN 4639458 
4146719 

OVRETTE; NORGESTREL 3666858 
3666858 
3666858 

SERAX; OXAZEPAM 4620974 
SERAX; OXAZEPAM 4620974 
SERAX; OXAZEPAM 4620974 
LEVATOL; PENBUTOLOL SULFATE 
NIX; PERMETHRIN 4024163 
INDERAL LA; PROPRANOLOL HYDROCHLORIDE 4138475 
INDERAL; PROPRANOLOL HYDROCHLORIDE 4600708 
90R~~J~1 ~~Alf¥A~ l!929Sl2 
DORMALIN; QUAZEPAM 3920818 

3845039 
~0R~~J~1 ~~AlfPA~ l!9Z92J2 
DORMALIN; QUAZEPAM 3920818 

3845039 
VIRAZOLE; RIBAVIRIN 4211771 

74 

PATENT USE EXCLUS EXCLUS 
EXPIRES CODE CODE EXPIRES 

SEP 18, 2001 NCE APR 30, 1992 
SEP 18, 2001 NCE APR 30, 1992 

NDF MAY 29, 1990 
MAY 02, 1995 U-8 
MAY 02, 1995 U-7 
DEC 23, 1992 U-6 
NOV 18, 1992 NCE DEC 26, 1990 
DEC 21, 1993 1-62 MAR 23, 1990 
SEP 09, 1992 0-13 MAR 23, 1990 
DEC 21, 1993 1-62 MAR 23, 1990 
SEP 09, 1992 0-13 MAR 23, 1990 
DEC 21, 1993 1-62 MAR 23, 1990 
SEP 09, 1992 0-13 MAR 23, 1990 
SEP 09, 1992 
SEP 09, 1992 
DEC 21, 1993 
SEP 09, 1992 NDF MAR 23, 1990 
SEP 09, 1992 
SEP 09, 1992 
DEC 21, 1993 1-62 MAR 23, 1990 
JAN 27, 2004 
MAR 27, 1998 NCE OCT 31, 1991 
MAY 30, 1989 U-l 
MAY 30, 1989 U-2 
MAY 30, 1989 U-3 
NOV 04, 2003 
NOV 04, 2003 
NOV 04, 2003 

NCE DEC 30, 1992 
MAY 17, 1996 NCE MAR 31, 1991 
FEB 06, 1996 
JUL 15, 2003 0-7 OCT 31, 1989 
~0Y J2, J992 
NOV 18, 1994 
OCT 29, 1991 NCE DEC 27, 1990 
~0Y J8, J99Z 
NOV 18, 1994 
OCT 29, 1991 NCE DEC 27, 1990 
JUL 08, 1999 NCE DEC 31, 1990 



APPL/PROD 

>ADD> 19530 001 
>ADD> 

19518 001 
19518 002 
19107 001 
19640 001 
19640 004 
18217 001 

>DLT> Jil9fi!J 99J 
>ADD> 18963 001 

19057 001 
19057 002 
19057 003 
19057 004 

>ADD> 19579 001 
>ADD> 19498 001 
>ADD> 

18682 001 
19355 001 
19503 001 

>ADD> 19594 001 
>AQQ> 19594 002 

18593 003 

14103 003 
19655 001 

W'M7w'Pirteeei:t7mWfnrit( SteM"r iM : "n&'tu" "t&.:z§i;''W~y, 
,.--~~-... Qi:::ttAi <ox a & & aa ."-

PRESCRIPTION AND OTC DRUG PRODUCT 
PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

UCEPHAN; SODIUM BENZOATE 4284647 

EXTRA-STRENGTH AIM; SODIUM MONOfLUOROPHOSPHATE 
EXTRA-STRENGTH AIM; SODIUM MONOfLUOROPHOSPHATE 
PROTROPIN; SOMATREM 4658021 
HUMATROPE; SOMATROPIN. BIOSYNTHETIC 
HUMATROPE; SOMATROPIN, BIOSYNTHETIC 
SUPROL; SUPROfEN 4035376 
£H0tflf£I If£H~fl1WH 1£~99H HfilR0YfMl~ Kl1 t1Mil29il 
CHOLETEC; TECHNETIUM TC-99M MEBROfENIN KIT 4418208 
HYTRIN; TERAZOSIN HYDROCHLORIDE 
HYTRIN; TERAZOSIN HYDROCHLORIDE 
HYTRIN; TERAZOSIN HYDROCHLORIDE 
HYTRIN; TERAZOSIN HYDROCHLORIDE 
TERAZOL 7; TERCONAZOLE 4358449 
PARATHAR; TERIPARATIDE ACETATE 

TROSYD; TIOCONAZOLE 4661493 
VAGI STAT; TIOCONAZOLE 4661493 
TRIAMCINOLONE ACETONIDE; TRIAMCINOLONE ACETONIDE 
DEURSIL; URSODIOL 
DEURSIL; URSODIOL 
ISOPTIN; VERAPAMIL HYDROCHLORIDE 

ONCOVIN; VINCRISTINE SULFATE 4619935 
RETROVIR; ZIDOVUDINE 

PATENT 
EXPIRES 

AUG 18, 1998 

APR 14, 2004 

JUL 12, 1996 
M0Y 29' 21199 
JAN 21, 2001 

NOV 09, 1999 

APR 28, 2004 
APR 28, 2004 

OCT 28, 2003 
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USE EXCLUS EXCLUS 
CODE CODE EXPIRES 

U-24 NCE DEC 23, 1992 
ODE DEC 23, 1994 
NS AUG 06, 1989 
NS AUG 06, 1989 
NCE OCT 17, 1990 
ODE MAR 08, 1994 
ODE MAR 08, 1994 
NCE DEC 24, 1990 
M£f J~M U, 1992 
NCE JAN 21, 1992 
NCE AUG 07, 1992 
NCE AUG 07, 1992 
NCE AUG 07, 1992 
NeE AUG 07, 1992 
NCE DEC 31, 1992 
NCE DEC 23, 1992 
ODE DEC 23, 1994 

U-17 
U-17 

NS OCT 16, 1990 
NCE DEC 31, 1992 
NCE DEC 31, 1992 
I-51 DEC 16, 1989 
I-50 DEC 16, 1989 

ODE MAR 19, 1994 
NCE MAR 19, 1992 



APPLIPROD 

DRUG PRODUCTS APPROVED UNDER S'EtTION' 505 or THE ACT 
BY THE DIVISION or BLOOD AND BLOOD PRODUCTS LIST 

PATENT AND EXCLUSIVITY DATA 

TRADE NAME; INGREDIENT NAME PATENT 
NUMBER 

PATENT 
EXPIRES 

83715 001 PROMIT; DEXTRAN 1 IN SODIUM CHLORIDE 0.6% 4201772 "AUG 17, 1998 
841207 001 PENTASPAN; PENTASTARCH 10% IN SODIUM CHLORIDE 0.9% 

"U.S.GOVE;RNIII[NT PRINTING OffICE'199B.201-B67,60005 

USE EXCLUS 
CODE CODE 

EXCLUS 
EXPIRES 

NCE OCT 30, 1989 
ODE MAY 19, 1994 
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