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1.

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
6th EDITION
CUMULATIVE SUPPLEMENT
JULY 1986

A. INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

This Cumulative Supplement is one of a series of monthly updates to the
AEEroved Drug Products with Therapeutic Equivalence Evaluations,

6th Edition (the List)., The List is comprised of three drug product
lists: The Prescription Drug Product 1ist, the OTC Drug Product 1ist, and
the Drug Products Approved Under Section 505 of the Act by the Division of
Blood and Blood Products 1ist. The Cumulative Supplement provides, among
other things, information on newly approved drugs and, if necessary,
revised therapeutic equivalence evaluations and updated patent and
exclusivity data.

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

Information in the Cumulative Supplement follows the format of the drug
product 1ists. 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.)

Drug product information is provided in each Cumulative Supplement for
completeness to assist in locating the proper place in the drug product
lists for the revision. [Strength(s) which already exist in the
publication will not be repeated for context.] A page number in
parentheses, located to the right of the ingredient(s), refers to the
related page in the drug product lists. The effective (marketing) date
(the date a product may be marketed), when appropriate, will appear to the
left of the approval date.

Additions to the drug product 1ists and the Appendices are indicated by
new information in the Cumulative Supplement. Additions new to the
current Cumulative Supplement are indicated by the symbol>_app > to the
left of the line on which new information exists. The >.a0p > 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.

Deletions from the drug product 1ists and the Appendices are indicated by
overstruck print in the Cumulative Supplement. Deletions new to the
current Cumulative Supplement are indicated by the symbol >.bLI > (DELETE)
to the left of the 1ine containing the overstruck print. The

symbol is dropped in subsequent Cumulative Supplements for that item.

Products discontinued from marketing will be flagged in this Cumulative
Supplement with the " *® " symbol to designate their non-marketed status
until such time that the Agency is notified that they are being marketed.

The Appendices of the Cumulative Supplement provide, among other things,
updated information required of the Agency by the "Drug Price Competition
and Patent Term Restoration Act of 1984."

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. The current 1ist of applicant holder changes follows.

APPLICANT (MAME) CHANGES

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

VITARINE/PHOENIX VITARINE VITARINE PHARMS
PHARMACEUTICALS, INC

DRUMMER /PHOENIX VITARINE VITARINE PHARMS
PHARMACEUTICALS, INC

INVENEX LABS/LIFE LYPHOMED, INC LYPHOMED

ONEAL JONES&FELDMAN FOREST FOREST PHARMS/FOREST

PHARMACEUTICALS, INC
SUBSIDIARY OF FOREST
LABORATORIES, INC

(continued)




Illll1I!IlIIIlllllllllllllll'-----""""""""'____________________________________________

APPLICANT (NAME) CHANGES

(continued)
Former Applicant (Name) New Applicant (Name) New Abbreviated Name
AM MCGAW/AM HOSP KENDALL MCGAW KENDALL MCGAW LABS

LABORATORIES, INC

IVES LABS/AMHO WYETH LABORATORIES, INC  WYETH LABS/AMHO
DIVISION OF AMERICAN
HOME PRODUCTS CORP

[ REID PROVIDENT LABS REID-ROWELL REID-ROWELL
AND
ROWELL LABORATORIES
BAY LABORATORIES MY-K LABORATORIES, INC MY-K LABS

3. PREDNISONE BIOEQUIVALENCE

The Agency has determined that in vitro data are sufficient to demonstrate
bioequivalence of prednisone products. This decision is based on past
bioavailability studies on a variety of prednisone products sponsored under
FDA contract which established an in vitro and in vivo correlation with a
variety of in vitro apparatus and media. The studies demonstrated that the
dissolution rate using apparatus such as the spin filter, USP basket, and
paddle correlated with the rate of drug absorption. The initial paddle used
in the above studies was a tilting blade paddle. When the USP adopted a fixed
blade paddle method, it raised the issue of whether the same correlation
existed for the tilting blade paddle. Following the October 15, 1977,
effective date of the new USP prednisone table dissolution specification, the

| Agency initiated an extensive voluntary dissolution certification program for
all marketed prednisone tablet products. This program continued until each

‘ firm demonstrated that every prednisone product could consistently meet the
new USP standard. Firms failing to meet the new standard were required to

| remove their product from the market or reformulate to an acceptable product.

As a result of this program, when marketed prednisone table products were
resurveyed in 1980, all met the USP standard.

A selected sample of the products in an Agency bioavailability study conducted
in 1982 on marketed prednisone tablets revealed no statistically significant
differences in the key bioavailability parameters (AUC, Cmax, Tmax) for
prednisone tablets.

Therefore, FDA will change the therapeutic equivalence code from BX to AB on
any approved prednisone tablets if the application is supplemented with an
acceptable comparative in vitro dissolution study. (See Appendix 3 of this
Supplement for available guidance from the Division of Bioequivalence.)




0TC DRUG PRODUCTS

The following drug products identified in the "OTC Drug Product List" of
this publication as requiring approved applications may be marketed on the
firm's own responsibility without an application under the Agency's
existing OTC drug marketing policies so long as applicable proposed or
tentative final monographs are followed (see 21 CFR 330.13).

S

Dexbrompheniramine Maleate 2mg
Pseudoephedrine Sulfate 60mg
Tablet; Oral

pseudoephedrine HCI 60mg
Triprolidine HCI 2.5mg
Tablet or Capsule; Oral

pPseudoephedrine HC1 30mg/ 5m]
Triprolidine HCI ]1.25mg/5ml

Syrup; Oral

Triprolidine HCI 1.25mg/5ml
Syrup; Oral

Triprolidine HCI 2.5mg
Tablet; Oral

viii
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6. INJECTABLE PRODUCT PACKAGE SIZE DESIGNATION

When a new drug product (usually injectable) is approved for the same
concentration but a different package size than the listed drug, and it has
received a period of exclusivity by the Agency, the product will appear as
single source (no therapeutic equivalence code displayed) and the potency
will reflect the unique package size. Once the period of exclusivity has
ended, the product will then conform to the standard ADP format of reflecting
"collapsed" package sizes., The current standard is to display package sizes
of all small volume parenterals within an NDA as a per ml concentration and
large volume parenterals as per 100ml.
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 DRUG PRODUCT LISTS

prescription Drug Product List

0TC Drug Product List

Drug Products Approved Under Section 505 of the Act
by the Division of Blood and Blood Products List
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~ APPENDICES

Orphan Drug Products with Exclusive Approval

List of Drug Products Which Must Demonstrate in vivo
Bioavailability Only if Product Fails to Achfeve
Adequate Dissolution

Biopharmaceutic Guidance Availability List

ANDA Suitability Petitions

Exclusivity Terms

Prescription and OTC Drug Product Patent and
Exclusivity Data
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