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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS

WITH

THERAPEUTIC EQUIVALENCE EVALUATIONS

CUMULATIVE SUPPLEMENT

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,
3rd Edition, (the List) to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature are identified by the term ''list". The cumulative supplements
routinely provide updates to two of these lists: The Drug Product List and
the Addendum: DESI Pending List.

The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.

A. DRUG PRODUCT LIST

The Drug Product List cumulative supplements include the changes made
since August l, 1982. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.

Information in this cumulative supplement follows the format of the Drug
Product List. 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.)

Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in
the publication will not be repeated for context.) A ‘page number in
parentheses referring to the Drug Product List is located to the right of
the ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol ¿Amay to the left of the line on which new
information exists. The ¿ige? symbol is dropped in subsequent cumulative
supplements for that item.



A.

Former Applicant (Name)

NATCON CHEMICAL CO INC
ENDO LABORATORIES INC SUB
EI DUPONT DE NEMOURS AND
CO INC

Deletions from the Drug Product List are indicated by overstruck print in
the cumulative supplement. Deletions new to the current cumulative
supplement are indicated by the symbol алмаз (DELETE) to the left of the
line containing the overstruck print. The ›4шд_› symbol is dropped in
subsequent cumulative supplements for that item.

A newly approved product is identified by the lozenge (l) to the right of
its strength. This identifier remains throughout all cumulative
supplements for this edition.

ADDENDUM: DESI Pending List

Information in this cumulative supplement follows the format of the
Addendum. Additions and deletions are indicated in the same manner as in
the cumulative supplement to the Drug Product List. A change in Current
Status of a DESI product is also indicated by an addition and a deletion.

II. SPECIAL NOTES

INDICES AND ABBREVIATIONS:

STANDARD TERMS:

Added Route of Administration:

REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

INTRAPERITONEAL

Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
includes counts of new molecular entities approved by the agency during
the current month and the past two quarters.

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 Special Notes section only. where only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement.

APPLICANT (NAME) CHANGES

New Applicant (Name) New Abbreviated Name

NATCON CORPORATION
DUPONT PHARMACEUTICALS/
EI DU PONT DE NEMOURS
AND СО INC

NATCON

DUPONT PHARMS/DUPONT

ii



Former Applicant (Name)

APPLICANT (NAME) CHANGES

New Applicant (Name) New Abbreviated Name

WESTERN RESEARCH
LABORATORIES INC

PHARMACEUTICAL BASICS
INC PHARM BASICS

FEDERAL PHARMACAL INC LEMMON COMPANY LEMMON

PREMO PHARMACEUTICAL
LABORATORIES INC LEMMON COMPANY LEMMON

The reader should consult this special list each month to become aware of such
transfers and changes.
Edition, the transferred products can be identified.

in the 3rd
The reader might wish to

By referring to the Applicant Index

flag these products in the List as a reminder that the applicant has been
changed.

D. THERAPEUTIC EQUIVALENCE EVALUATIONS EXAMPLES

Chelsea Laboratories has performed an acceptable bioavailability/bioequiva
lence study for its 500mg sulfasalazine tablets. The therapeutic
equivalence evaluation was changed, therefore, from BP to AB. 0n page2-ll, of the 3rd Edition of this publication, CheTEëa's sulfasalazine
tablet was used as an example of ’ therapeutically inequivalent product.
The designation of the therapeutic equivalence code in the example for the
4th Edition, scheduled for publication in October, 1983, will be replaced.

iii
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