75- 665/ S-001, S-002, S-003 February 5, 2001

TEVA Phar maceuti cal s USA
Attention: Philip Erickson
1090 Hor sham Road

PO Box 1090

Nort h Wal es, PA 19454

Dear Sir:

This is in reference to your suppl enmental new drug
appl i cati ons dated November 27, 2000, submitted under section
505(j) of the Federal Food, Drug, and Cosnetic Act, regarding
your abbreviated new drug application for Etodol ac Extended-
Rel ease Tablets, 400 ng, 500 ng, and 600 ny.

Reference is also made to the Tentative Approval letter issued
by this office on July 31, 2000 for the 400 ng strength.

These suppl enmental applications provide for the final approval
of the 400 ng strength and the foll ow ng changes:

S-001: Updat ed rel ease and finished product stability
speci fications;

S-002: Label i ng

S-003: Alternate bottle vendor

We have conpl eted the review of these suppl emental abbreviated
appl i cations and have concluded that the 400 ng strength of
the drug product is safe and effective for use as recomended
in the submtted | abeling. Accordingly, the supplenental
applications are approved. The Division of Bioequival ence has
det erm ned your Etodol ac Extended- Rel ease Tablets, 400 ng to
be bi oequival ent and, therefore, therapeutically equivalent to
the listed drug (Lodi neO XL Tablets, 400 ng of Wet h- Ayer st
Laboratories Inc.). Your dissolution testing should be
incorporated into the stability and quality control program
usi ng the sane nmet hod proposed in your application.

We rem nd you that you nmust conply with the requirenents for
an approved abbrevi ated application described in 21 CFR
314.80-81 and 314.98. The O fice of Generic Drugs should be



advi sed of any change in the marketing status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy that you intend to use in your
initial advertising or pronotional canpaigns. Please submt
all proposed materials in draft or nock-up form not final
print. Submt both copies together with a copy of the
proposed or final printed |abeling to the Division of Drug

Mar keti ng, Advertising, and Comruni cations (HFD-40). Pl ease
do not use Form FD-2253 (Transmttal of Advertisenents and
Pronoti onal Labeling for Drugs for Human Use) for this initial
subm ssi on.

We call your attention to 21 CFR 314.81(b)(3) which requires
that materials for any subsequent advertising or pronotional
canpai gn be submtted to our Division of Drug Marketing,
Advertising, and Communi cations (HFD-40) with a conpleted Form
FD- 2253 at the tine of their initial use.

The material submtted is being retained in our files.

Sincerely yours,

Gary Buehl er

Acting Director

O fice of Generic Drugs

Center for Drug Evaluation and Research



