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APPROVED DRUG PRODUCTS

with
THERAPEUTIC EQUIVALENCE EVALUATIONS
9th EDITION
CUMULATIVE SUPPLEMENT 9
SEPTEMBER 1989

1.0 INTRODUCTION

i
i
O TO USE THE CUMULATIVE SUPPLEMENT

umulative Supplement is one of a series of monthly updates to
roved Drug Products with Therapeutic Equivalence Evaluations,
jon (the List). The List s composed of four parts: approved
ption drug products with therapeutic equivalence evaluations,
e-counter (0TC) drug products that require approved applications
condition of marketing, drug products in the Division of Blood and
- Products approved under Section 505 of the Act, and products
inued from marketing or products which have had their approval
irawn for other than safety or efficacy reasons.

Cumulative Supplement provides, among other things, information on
approved drugs and, if necessary, revised therapeutic equivalence
itions and updated patent and exclusivity data. The Addendum con-
appropriate drug patent and exclusivity information required of the

by the "Drug Price Competition and Patent Term Restoration Act of
& for the Prescription, OTC, and Drug Products in the Division of
and Blood Products Approved Under Section 505 of the Act lists.

Patent and Exclusivity Lists are arranged 1in alphabetical order by
8 ingredient name. For those products with multiple active ingre-
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 numher

duct number (FDA's internal file number). A1l patents with their
on dates are displayed for each application number. Use patents

Ndicated with the symbol "U" followed by a number representing a
1C use, Exclusivity information for a specific drug is indicated by

dreviation followed by the date upon which the exclusivity expires.
t0 the Exclusivity Terms section in the Patent and FExclusivity

fMation Addendum for an explanation of all codes and abbreviations.




Because all parts of the publication are subject to changes, addig
or deletions, the List must be used in conjunction with the mogt
Cunulative Supplement. Users may wish to place an asterisk (*) .
left of the ingredient(s) in the List to indicate that changes tou th
entry appear in the Cumulative Supplement, tha

ons.
CUrpan:

Drug product information is provided in each Cumulative Supplement
completeness to assist in locating the proper place in the List
the revision. [Strength(s) which already exist in the List wiy

repeated for context.] The effective date for the approved drug

(the earliest date a product may be marketed) appears, when appro
to the left of the approval date.

not §
Prody
Priag

The presence of any therapeutic equivalence code indicates that the dry
product is multisource; the deletion of a therapeutic equivalence cg
indicates that the drug product has become single source, (An infreque
exception exists when a therapeutic equivalence code is revised, 1[n ths
case the deletion of the therapeutic equivalence code is follow
immediataly by the addition of the revised one.) 1

Additions new to the Prescription Drug Product List, 0TC Drug Produ
List, Drug Products in the Division of Blood and Blood Products Approy
Under Section 505 of the Act List and the Patent and Exclusivity Data a
indicated by the symbol > app > to the left of the 1line on which g
information exists. The >app > symbol is then dropped in subsequet
Cunulative Supplements for that item. A newly approved product is al
identified by a lozenge (w ) to the right of its strength which remain
throughout all Cumulative Supplements for this edition,

Deletions new to the Prescription Drug Product List, 0TC Drug Produé
List, Drug Products in the Division of Blood and Blood Products Approve
Under Section 505 of the Act List and the Patent and Exclusivity DNata af
indicated by the symbol >pur> (DELETE) to the 1left of the 1if
containing overstruck print. The >_pir > symbol is dropped in subsequé
Cumulative Supplements for that item. The overstruck print will remainj
the Prescription Drug Product List and OTC Drug Product Lists in .
Cumulative Supplements for this edition. However, the overstruck print
the Drug Products in the Division of Blood and Blood Products Appro¥
Under Section 505 of the Act List and the Patent and Exclusivity Data M
be dropped in subsequent Cumulative Supplements,

Products discontinued from marketing or products which hav

approval withdrawn for other than safety or effectiveness reasons, 1
flagged in this Cumulative Supplement with the "3 " symbol to desigig
their non-marketed status. A1l products having a "3 " symbol 1n the 1€
Cumulative Supplement of the 9th Edition List will then be added to
“Discontinued Drug Product List" appearing in the 9th Edition.




SUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

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

s of requirements listed in the Federal Re ister. As approval is
by the Agency for a specific product, based on additional
ion submitted by the applicant, the product will be included in
Ly,roprfate Drug Product List,

b

ucts Federal Register Reference

lycerin (capsule, controlled releasejoral) SEP 7, 1984 (49 FR 35428)
lycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)

erin (tablet, controlled release;buccal) JuL 5, 1985 (50 FR 27688)
promine Sulfate MAR 22, 1984 (49 FR 10708)

CANT (NAME) CHANGES

Jse it is not practical to identify in the Cumulative Supplement each

ery product involved when an applicant transfers its entire line of
roved drug products to another applicant, or when an applicant changes
name, the cumulation of these transfers and name changes will be

ied in this section only. Where only partial approved product
eS are transferred between applicants, each approved product involved
L dppear as an applicant name change in the Cumulative Supplement,

b APPLICANT (NAME) CHANGES

PLICANT (NAME) NEW_APPLICANT (NAME) NEW _ABBREVIATED NAME

.. .-‘l

TICAL CARE suB DUPONT PHARMACEUTICALS DUPONT PHARMS
- NEMOURS & DIV EI DUPONT DE NEMOURS &

CO INC
PHARMACEUTICAL NORBROOK AMERICA INC NORBROOK AM
LOGICAL co INC NORBROOK AMERICA INC NORBRONK AN
MACEUTCAL RW JOHNSON PHARM RW JOHNSON
CNEIL RESEARCH INST

S INC DIV MCNEILAB INC




FORMER APPLICANT (NAME) NEW APPLICANT (NAME) NEW ABBREVIATED NAvg
— IE

APPLICANT (NAME) CHANGES

ORTHO PHARMACEUTICAL CORP RW JOHNSON PHARM RW JOHNSON

SCHERING CORP SCHERING CORP SUB
SCHERING PLOUGH CORP SCHERING
1.4 CORRECTIONS TO THE 9TH EDITION

1‘5

RESEARCH INST
DIV ORTHO PHARM CORP

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

b. The locator tabs for the "Drug Products Which Must Demonstrate in viw
Bioavailability Only If Product Fails to Achieve Adequate Dissolution,™ "AN)
Suitability Petitions," "Product Name Index," and "product Name Index Listed b

Applicant" were placed incorrectly within the List.

c. On page 3-374, "ANDA Suitability petitions," the heading "Petitions
Approved" should read "Petitions Denied."

RESCISSION OF APPROVAL LETTERS

On August 3, 1989, the Agency, in separate letters to Par Pharmaceutical ané
American Therapeutics, Inc. (ATI), rescinded the approval letters of June 5 an
June 23, 1989, respectively, for chlorzoxazone 500mg tablets. The approvals
were rescinded because of substantial deficiencies in manufacturing practices
discovered by the Agency at each firm at the time of each approval. Thes
products are considered unapproved new drugs that cannot be marketed.

The Agency is assessing all current information available to make a fair am
final determination concerning the adequacy of Par's and ATI's manu facturif
practices with regard to these ANDAs. An opportunity for hearing, as FE$”?
by Section 505(c)(1), will be provided should the Agency determine it Caf%
approve these applications.

vi
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New 9th Edition

APPROVED
DRUG PRODUCTS

THERAPEUTIC EQUIVALENCE EVALUATIONS

O™ EDITION

A Superintendent of Documents Subscriptions Order Form

cessing Code Charge your order. iy e
O r ———

It's easy!

please send me the following indicated subscriptions:

. of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS,
vand monthly Cumulative Supplements, for $87.00 per year.

fof myorderis$ __  All prices include regular domestic postage and handling and are subject to change.
stomers please add 25%.

3. Please choose method of payment:
[ Check payable to the Superintendent of Documents

[0 GPO Deposit Accoum [ LT 1 1 1 1 ]—[]

[J VISA, CHOICE or MasterCard
R e 7R O O T T O
Thank you for your order!

Lor h’

(Credit card expumuon dase)

tSn;u.uu.r:} 4
ident of Documents, Government Printing Office, Washington, D.C. 20402-9371.
B€ order call (202) 275-0019.




