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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS

NITH
THERAPEUTIC EOUIVALENCE EVALUATIONS

CUMULATIVE SUPPLEMENT

I. PREFACE

This cumuIative suppIement is one of a series of monthIy updates to the
Approved Prescription Drug Products with Therapeutic EquivaIence EvaIuations,
4th Edition (the List), to cover interim revisions to the annuaI pubIication
of the List in its entirety. The List is comprised of severaI parts and some
by their nature, are identified by the.term "Iist". The cumuIative
suppIements routineIy provide updates to two of these Iists: The Drug Product
List and the DESI Addendum.

The List cannot be used effectiveIy without the current cumuIative
suppIement. Users may wish to pIace an asterisk (*) in the List to the Ieft
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 cumuIative
suppIement. It is aIso suggested that earIier cumuIative suppIements be
discarded to avoid possibIe confusion. In this way, onIy the List and current
cumuIative suppIement need be referenced.

A. DRUG PRODUCT LIST

The Drug Product List cumuIative suppIements incIude the changes made
since August I, 1983. Each subsequent cumuIative suppIement repIaces the
previous month's cumuIative suppIement.

Information in this cumuIative suppIement foIIows the format of the Drug
Product List. The presence of any therapeutic equivaIence code indicates
that the drug product is muItisource; the deIetion of a therapeutic
equivaIence code indicates that the drug product has become singIe source.
(An infrequent exception exists when a therapeutic equivaIence code is
revised. In that case the deIetion of the therapeutic equivaIence code is
foIIowed immediateIy by the addition of the revised one.)

Context information on drug products is provided in each cumuIative
suppIement for compIeteness to assist in Iocating the proper pIace in the
Drug Product List for the revision. (Strength(s) which aIready exist in
the pubIication wiII not be repeated for context.) A page number in
parentheses referring to the Drug Product List is Iocated to the right of
the ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumuIative suppIement. Additions new to the current cumuIative suppIement
are indicated by the symboI аццш_> to the Ieft of the Iine on which new
information exists. The >Ann>»symboI is dropped in subsequent cumuIative
suppIements for that item.



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 ›цдд;› (DELETE) to the left of the
line containing the overstruck print. The >_nvr> symbol is dropped in
subsequent cumulative supplements for that item.

A newly approved product is identified by the Iozenge (u) 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

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
includes counts of new molecular entities approved by the agency during
the current month.

PRODUCTS CONTAINING PHENACETIN

The October 5, 1983, Federal Register (48 FR 45466) provides the following
Summary: "The Food and Drug Administration (FDA) is withdrawing approval
of new drug applications or parts of new drug applications that provide
for drug products containing phenacetin, except for those drug products
that are the subject of a hearing request. The basis of the withdrawal is
phenacetin's high potential for misuse and its unfavorable benefit-to-risk
ratio when incorporated in analgesic combinations which are then subject
to excessive chronic use." The effective date of this withdrawal order is
November 4, l983.

Because the subject products are no longer approved, the cumulative
supplement has identified them by deleting the applicable active
ingredient headers followed by a reference to this Special Note.

ii



C. THEOPHYLLINE CONTROLLED RELEASE

Two controlled released theophylline tablets are listed as therapeutically
equivalent (AB). Because one of these products was recently approved for
once-daily dosing, it is important to be aware that the therapeutic
equivalence rating was made on the basis of lZ-hour dosing intervals. The
rating does not apply to once-daily dosing. T. date, no data have been
submitted upon which the Agency can base a therapeutic equivalence
detennination among any of the approved theophylline controlled-release
products when dosed once-daily.

D. 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. пьете only partial
approved product lines are transferwed between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.

APPLICANT (NAME) CHANGES

Fonner Applicant (Name) New Applicant (Name)Y New Abbreviated Name

STERI-MED INC SUB KETCHUM QUANTUM PHARMICS LTD QUANTUM PHARMICS
LABORATORIES INC
KETCHUM LABORATORIES INC QUANTUM PHARMICS LTD QUANTUM PHARMICS
PROFESSIONAL PHARMACAL OPTOPICS LABORATORIES OPTOPICS LABS
DIV STERI-MED INC CORP

MPL INC SOLOPAK DIV SOLOPAK LABORATORIES SOLOPAK LABORATORIES

The reader should consult the above cumulative list each month to become
aware of such transfers and changes. By referring to the Applicant Index
in the 4th Edition of the APDP, the transferred products can be
identified. The reader might wish to flag these products in the List as a
reminder that the applicant has been changed.



PRODUCTS REQUIRING REVISED LABELING FOR FULL APPROVAL

Drug products in this category (l) initially received approval only on the
basis of safety before effectiveness studies were required, 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

Y As approval is
granted by the Agency for a specific product, based on additional
information submitted by the applicant, the product will be included in

the basis of requirements listed in the Federal Register.

the Drug Product List.

Drugs Containing

dicyclomine hydrochloride
nandrolone decanoate
neomycin sulfate with either:
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologic use]

neomycin sulfate, polymyxin B sulfate,
bacitracin zinc, and hydrocortisone
[topical ointment]

phenazopyridine hydrochloride and
sulfamethoxazole
sulfanilamide and aminacrine
tranylcypromine sulfate

iv

Federal Register Reference

JUN 22,
JUL 15,
MAR 26,

MAY 4,

JUL 29,

AUG 22,
MAR 22.

1984 (49
1983 (48
1984 (49

1984 (49

1983 (48

1983 (48
1984 (49

FR 25681)
FR 32395)
FR 11888)

FR 19147)

FR 34516)

FR 38097)
FR 10708)
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