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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 >0LT > (DELETE) to the left of the
line containing the overstruck print. The =>oLr > symbol is dropped in
subsequent cumulative supplements for that item.

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

B. 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 cumuTative 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
A. INDICES AND ABBREVIATIONS:
STANDARD TERMS:
Added Route of Administration: INTRAPERITONEAL

B. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
Categories of counts derived from product information in the Drug Product
List and from this cumulative supplement are presented. The report
incTudes counts of new molecular entities approved by the agency during
the current month and the past three quarters.

C. 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

Former Applicant (Name) New Applicant (Name) New Abbreviated Name

NATCON CHEMICAL CO INC NATCON CORPORATION NATCON

ENDO LABORATORIES INC SUB DUPONT PHARMACEUTICALS/ DUPONT PHARMS/DUPONT

EI DUPONT DE NEMOURS AND EI DU PONT DE NEMOURS
CO INC AND CO INC

ii
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Former Applicant (Name)

APPLICANT (NAME) CHANGES

WESTERN RESEARCH
LABORATORIES INC
FEDERAL PHARMACAL INC
PREMO PHARMACEUTICAL
LABORATORIES INC

NORWICH-EATON PHARMACEUTICALS
DIV MORTON-NORWICH PRODS INC

GENERIC PHARMACEUTICAL
CORPORATION DIVISION
OF IVY LAB INC

New Applicant (Name)

PHARMACEUTICAL BASICS
INC

LEMMON COMPANY

LEMMON COMPANY

NORWICH-EATON
PHARMACEUTICALS INC

BOOTS PHARMACEUTICAL
INC.

New Abbreviated Name

PHARM BASICS

LEMMON
LEMMON

NORWICH-EATON PHARMS
BOOTS PHARMACEUTICAL

The reader should consult this special list each month to become aware of such

transfers and changes.
Edition, the transferred products can be identified.

By referring to the Applicant Index in the 3rd
The reader might wish to

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 biocavailability/bioequiva-
lence study for its 500mg sulfasalazine tablets. The therapeutic
equivalence evaluation was changed, therefore, from BP to AB. On page
2-11, of the 3rd Edition of this publication, Chelsea's sulfasalazine
tablet was used as an example of a 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.

SUBSCRIPTION FORM

The 4th Edition of this publication is scheduled to be available as a new
subscription from the Government Printing Office (GPO) in October, 1983.
It will contain data current through July, 1983. The first supplement to
that edition will contain updates covering both August and September,
1983, and is intended to be distributed by GPO with the publication. AIll
supplements to the 4th Edition will be provided as part of the base
subscription price.

Subscribers to the current 1982 publication will continue to receive
supplements through September, 1983, to be provided updated data through
August, 1983.

A subscription form has been provided at the end of this supplement to
assist in extending the subscription to this publication through the 4th
Edition (1983 publication). This form will appear again in each remaining
supplement to the 1982 publication.
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F.

THERAPEUTIC EQUIVALENCE EVALUATIONS OF CERTAIN TOPICAL PRODUCTS

Recent data demonstrate that some similarly formulated post 1962 topical
products do not necessarily perform similarly. Topical products can be
pharmaceutically equivalent but may present bioequivalence problems. In
these cases, products cannot be coded AT. Pharmaceutically equivalent
topical products which raise questions of bioequivalence will be coded AB
when supported by clinical trials or adequate bicavailability data and BT
in the absence of such data. On that basis, codes apply mainly to
products which are the subject of post-1962 "paper NDAs." Multisource
topical drug products approved as conventional NDAs are required to
demonstrate therapeutic equivalence to be coded AB.

In this month's cumulative supplement, betamethasone valerate cream for

TJ Roaco (Betaderm), Lemmon (Beta-Val) and Schering (Valisone) have been
coded as AB because bioequivalence for these products has been
demonstrated. On the other hand, Schering's newly formulated
betamethasone dipropionate ointment (Diprolene) and its existing ointment
(Diprosone), possess a potential theraupeutic difference and have been
coded as BT, since they have been purposefully formulated to provide
different clinical performance.

iv
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IIT . REPORT OF OOUNTS FOR THE DRUG PRODUO-T LIST

DESORIPTION OF REPORT

The f0110wing report provides summary counts derived from product information in the Drug Product List and the
current cumul ative supplement. The counts appear in two sections. Section A . refers to the products in the List
and Section B . to products in the current cumul ative supplement. A new column of data will appear in Section A.
each three-month period foll owing July " 82. Section A . therefore wi 11 provide basel ime and quarterly data whi le
Section B . provides monthly activity.

USE OF REPORT

From the data presented under Section B . , users shou 1d be able to observe such things as (1 ) newly approved , DESI
effective 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 , changes from prescription to over-the-counter status and discontinued
marketing of products ; and, (3) trends in approval of products as either multisource or single source during each
month within the quarter. The report does not reflect category changes from multisource to single source and vice
versa. However, the net gain that results from all additions, de 1etions and category changes is refl ected in the
quarter 1y counts for mu 1t isource and single source products .

Drug Product Definition

For this report, a drug product is the . representation in the Drug Product List of an active moiety (includes
molecul ar entity and its salts, esters and derivatives) either as a single entity or as a combination product,
provided in a specific dosage form and strength for a given route of administration marketed by a firm under a
particul ar generic or trade name .

New Mol ecul ar Entity

The active moiety 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.

Drug Product Count

This report provides counts in several categories from the 1list composed of domestical 1y marketed drug products
approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug, and Oosmetic
Act . Oounts of products sti 11 pending in the DES I review are not provided . Excl uded also are those approved
drug products marketed by distributors : those marketed solely abroad : and products now regarded as medical
devices, biologics or foods. Also not included in the counts are those dup licate products of a given app 1 icant
whose only distinguishing characteristics are items such as package size, in active ingredient(s), col or and
altermate manufacturimg sites. These various counts are excluded because the Drug Product List itself excludes
products from these categories.
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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 pubTication
of the List in its entirety. The List is comprised of several parts and some
by their nature are identified by the term "1list". 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 wused 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 1, 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 1is 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 >_amo > to the left of the line on which new
information exists. The >_2op > symbol is dropped in subsequent cumulative
supplements for that item.
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SUBSCRIPTION FORM

APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
4TH EDITION (1983)

MAIL TO: DATE:

Superintendent of Documents
Government Printing Office
Washington, DC 20402

(202) 783-3238

PURCHASER: SHIP TO:
(If different than purchaser)

CONTACT: TELEPHONE (Include Area Code)

METHOD OF PAYMENT

[ ] Charge my GPO Account No.
[ ] Purchase Order Number
[ ] Check enclosed for

(Make check payable to Superintendent of Documents)

AUTHORIZING DATE:
SIGNATURE

DESCRIPTION QUANTITY| UNIT PRICE [ TOTAL PRICE

The 4th Edition will be published in
October, 1983. Subscription includes
the Approved Prescription Drug

Products List and monthly Cumulative

Supplements.
DOMESTIC @ $67.00 $
FOREIGN @ $83.75 )

eNTER TOTAL % ;

%V.8. GOVERNMENT PRINTING OCI:OI 983 IS 1 927 112
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