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FOOD AND DRUG ADMINISTRATTON
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

SUPPLEMENT | '

I. PREFXCE

This supplement is one of a series of periodic updates to the list of
Approved Prescription Drug Products with Therapeutic Bgquivalence

Bvaluations (the List) to cover revisions interim to the annual publica~
tion of the List in its entirety. This supplement contains updates to
the Drug Product List and Appendix portions of the LlSt, as well as
cunulative indices for both.

l‘

Drug Product List

The Drug Product List revisions are intended to be pen and ink
changes to the annual publication of the List rather than page
replacements or cut-and-paste changes. The changes in this supple-
ment contain revisions made since the last publication or previous
supplement.

In general, information in this listing follows the format -of the
Drug Product List. Information to be deleted from the Drug Product
List is indicated by reverse print. Information to be added to the
Drug Product List is indicated by the symbol >_app > to the left of
the line on which new information exists. Any line containing
neither reverse print nor >_abb > is necessary to provide the context
information needed to assist in locating the proper place in the
Drug Product List for the revision.

A change of information concerning a given drug product covers only
enough context infarmation to facilitate making the change. The
change itself is indicated by deleting the old 1nformat10n, direct-
ly followed by adding the new information.

The addition of a therapeutic equivalence code indicates that the
drug product has become multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single
source. A change in the therapeutic equivalence code is indicated
by a delete, immediately followed by an add on the line below indi-
cated by an>_app >.
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2. Appendix—-Prescription Drug Products Deemed Approved Pending
Resolution of Safety or Effectiveness Issues

The listing of the Appendix contains only drug products which are
the subject of additions, removals, or classification changes
within the Appendix. These revisions are indicated in the same
manner as addition and removal of drug products for the Drug
Product List.

3. Cumulative Indices

Each supplement is accompanied by a cumulative index. These are
intended to provide a ready record of all revisions occurring from
one annual List publication to the next. Each index will be alpha-

betical, the Drug Product List by ingredient and the Appendix by
trade name.

IT. SPECIAL NOTES
A description or explanation of items recjuiring speéial attention or

clarification will appear in this section.

None -~ this supplement
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