ANDA 75-407 January 28, 2000

ESI Lederl e

Attention: N cholas Tantillo
401 N. M ddl et owmn Road

Pearl River, NY 10965-1299

Dear Sir:

This is in reference to your abbreviated new drug application
dat ed June 30, 1998, submitted pursuant to Section 505(j) of

t he Federal Food, Drug, and Cosnetic Act (Act), for Morphine

Sul f ate Extended-rel ease Tablets, 15 ny.

Reference is al so made to your anendnents dated August 6,
1998; May 28, June 21, July 7, October 13, and Decenber 7,
1999; and January 14, 2000.

We have conpleted the review of this abbreviated
appl i cation and have concl uded that the drug is safe and
effective for use as recomended in the submtted

| abel ing. Accordingly, the application is approved. The
Di vi si on of Bioequival ence has determ ned your Morphine
Sul f at e Extended-rel ease Tablets, 15 ng, to be

bi oequi val ent and, therefore, therapeutically equival ent
to the listed drug (Ms Contina Controlled-rel ease

Tabl ets, 15 ng, of Purdue Frederick Co.). Your

di ssolution testing should be incorporated into the
stability and quality control programusing the sane

met hod proposed in your application. The Ainterimi

di ssol ution test and tol erances are:

The dissolution testing should be conducted in 900 nL of

wat er at 37°C using USP 24 apparatus | (basket) at 50 rpm
The test product should neet the following interim

speci ficati ons:
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The "interim dissolution test and tol erances shoul d be
finalized by submtting dissolution data for the first three
producti on size batches in a supplenental application. The
suppl enental application should be submtted under Section
505(j) of the Act as a Changes Being Effected (CBE-0)

suppl ement when there are no revisions to the interim
specifications or when the final specifications are tighter
than the interimspecifications. In all other instances the
suppl enent should be submtted under 505(j) of the Act as a
prior approval supplenment.

Under section 506A of the Act, certain changes in the
conditions described in this abbreviated application require
an approved suppl enental application before the change may be
made.

Post - marketing reporting requirenments for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314.98. The
Office of Generic Drugs should be advised of any change in the
mar keti ng status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy which 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 ket i ng, Advertising, and Comruni cati ons (HFD-40). Pl ease
do not use Form FD-2253 (Transm ttal of Adverti sements 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 cati ons (HFD-40) with a conpleted Form
FD- 2253 at the tine of their initial use.

Val i dation of the regulatory nethods has not been conpl et ed.

It is the policy of the Ofice not to withhold approval until
the validation is conmplete. W acknow edge your comm tnent to
satisfactorily resolve any deficiencies which may be
identified.

Sincerely yours,



Dougl as L. Sporn

Director

O fice of Generic Drugs

Center for Drug Evaluation and Research



