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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
10th EDITION
b CUMULATIVE SUPPLEMENT 7
“ JULY 1990

1.0 INTRODUCTION

M. TO USE_THE CUMULATIVE SUPPLEMENT

. Cumulative Supplement is one of a series of monthly updates to

yroved Drug Products with Therapeutic Equivalence Evaluations,
Jition (the List). The List is composed of four parts: approved
ption drug products with therapeutic equivalence evaluations,
e-counter (OTC) drug products that require approved applications
ndition of marketing, drug products with Approval under Section 505
he Act administered by the Division of Blood and Blood Products and
cts discontinued from marketing or products which have had their
val withdrawn for other than safety or efficacy reasons.

Cumulative Supplement provides, among other things, information on
ly approved drugs and, if necessary, revised therapeutic equivalence
uations and updated patent and exclusivity data. The Addendum con-
appropriate drug patent and exclusivity information required of the
Y by the "Drug Price Competition and Patent Term Restoration Act of
for the Prescription, OTC, and Drug Products with Approval under

5]015 of the Act Administered by the Division of Blood and Blood
T8 11sts.

Patent and Exclusivity Lists are arranged in alphabetical order by
e ingredient name. For those products with multiple active ingre-
S, only the first active ingredient (in alphabetical sort) will
In addition, the trade name will be displayed to the right of the
: ingredient name for each product, along with the application number
 Product number (FDA's internal file number). A1l patents with their
ration dates are displayed for each application number. Use patents
indicated with the symbol "U" followed by a number representing a
C use, Exclusivity information for a specific drug is indicated by
Oreviation followed by the date upon which the exclusivity expires.
to the Exclusivity Terms section in the Patent and Exclusivity
tion Addendum for an explanation of all codes and abbreviations.




Because all parts of the publication are subject to changes, additj

or deletions, the List must be used in conjunction with the most CUP“ﬂs,_:
Cumulative Supplement. Users may wish to place an asterisk (¥) to"en
left of the ingredient(s) in the List to indicate that changes ¢, t;h
entry appear in the Cumulative Supplement. at

Drug product information is provided in each Cumulative Supplement for
completeness to assist in locating the proper place in the List 3
the revision. [Strength(s) which already exist in the List will not pe
repeated for context.] The effective date for the approved drug progy
(the earliest date a product may be marketed) appears, when appropriaté_:
to the left of the approval date.

The presence of any therapeutic equivalence code indicates that the dpy
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. 1In th
case the deletion of the therapeutic equivalence code is follower
immediately by the addition of the revised one.) 4

Additions new to the Prescription Drug Product List, OTC Drug Produe
List, Drug Products with Approval under Section 505 of the Act
Administered by the Division of Blood and Blood Products List and the
Patent and Exclusivity Data are indicated by the symbol >_Ap0 > to the
left of the line on which new information exists. The >_200 > symbol {§
then dropped in subsequent Cumulative Supplements for that item. A newl
approved product is also identified by a lozenge (= ) to the right of its
strength which remains throughout all Cumulative Supplements for this
edition.

Deletions new to the Prescription Drug Product List, OTC Drug Product
List, Drug Products with Approval under Section 505 of the Act
Administered by the Division of Blood and Blood Products List and the
Patent and Exclusivity Data are indicated by the symbol >.0LL> (DELETE)
to the left of the line containing overstruck print. The >DLL° symbol
is dropped in subsequent Cumulative Supplements for that item.
overstruck print will remain in the Prescription Drug Product List and 0TC.
Drug Product Lists in all Cumulative Supplements for this editions
However, the overstruck print in the Drug Products with Approval under
Section 505 of the Act Administered by the Division of Blood and Bloo
Products List and the Patent and Exclusivity Data will be dropped
subsequent Cumulative Supplements.

Products discontinued from marketing or products which have had ‘the"_
approval withdrawn for other than safety or effectiveness reasons, \'“_” ta
flagged in this Cumulative Supplement with the "3 " symbol t0 designasy
their non-marketed status. A1l products having a " 2" symbol in the -
Cumulative Supplement of the 10th Edition List will then be added to
"Discontinued Drug Product List" appearing in the 11th Edition.

iv




2nycTS REQUIRING REVISED LABELING FOR FULL APPROVAL

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

ucts Federal Register Reference

itroglycerin (capsule, controlled releasejoral) SEP 7, 1984 (49 FR 35428)
oglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
ycerin (tablet, controlled release;buccal) JUL 5, 1985 (50 FR 27688)
ypromine Sulfate MAR 22, 1984 (49 FR 10708)

SANT_(NAME) CHANGES

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

APPLICANT (NAME) CHANGES

ICANT (NAME) NEW APPLICANT (NAME) ABBREVIATED NAME

.;“ANY USA INC BOOTS PHARMS INC BOOTS PHARM

DON PHARMACEUTICALS MERRRELL DOW PHARMS INC MERRELL DOW PHARMS
DOW CHEMCIAL CO SUB MARION MERRELL DOW INC

ABORATORIES INC MARION MERRELL DOW INC MARION MERRELL DOW
NSULIN LABORATORIUM NOVO NORDISK PHARMS INC NOVO NORDISK PHARMS

i

NOVO NORDISK PHARMS INC NOVO NORDISK PHARMS



FORMER APPLICANT (NAME)

PACO RESEARCH & DEVELOPMENT

SQUIBB NOVO INC

TAKEDA-ABBOTT RESEARCH
& DEVELOPMENT

APPLICANT (NAME) CHANGES

NEW APPLICANT (NAME)

PACO RESEARCH CORP
NOVO NORDISK PHARMS INC
TAP PHARMS INC

ABBREVIATED g

— e .

PACO RES
NOVO NORDISK PHARN
TAP PHARMS

—=10ME
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i New 10th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

10w EDITION

Superintendent of Documents Subscriptions Order Form

Charge your order. @
It's easy! Y |e=—

sing Code

please send me the following indicated subscriptions:

of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS,
‘monthly Cumulative Supplements, for $91.00 per year.

my order is § - All prices include regular domestic postage and handling and are subject to change.
omers please add 25%.

3. Please choose method of payment:

[J Check payable to the Superintendent of Documents
[J Gpro Deposit Account I [ [ T 1] ]‘l:l

[J VISA or MasterCard

TN S5 50 00, i O O O T O

Thank you for your order!

(Credit card expiration date)

area code)

(Signature)
ndent of Documents, Government Printing Office, Washington, D.C. 20402-9371.
order call (202) 275-0019.
iption call (202) 783-3238.
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