ANDA 76-032

May 9, 2001

Abl e Laboratories, Inc.
Attention: Shashi kant Shah

6 Hol |l ywood Court CN1013

South Plainfield, NJ 07080-4295

Dear Sir:

This is in reference to your abbreviated new drug application
dat ed Novenber 21, 2000, submitted pursuant to Section 505(j) of
t he Federal Food, Drug, and Cosnetic Act (Act), for

Met hyl pheni dat e Hydrochl ori de Extended-rel ease Tabl ets USP

20 ny.

Reference is also nade to your anmendnents dated March 29, 2001
and April 16, 2001.

We have conpleted the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recomended in the submtted | abeling. Accordingly the
application is approved. The Division of Bioequival ence has
determ ned your Met hyl pheni date Hydrochl ori de Ext ended-rel ease
Tabl ets USP, 20 ng, to be bioequival ent and, therefore,
therapeutically equivalent to Ritalin-SRa 20 ng Tabl ets of
Novartis Pharmaceuticals Corp. Your dissolution testing should
be incorporated into the stability and quality control program
usi ng the sane nethod proposed in your application. The
"interim dissolution test(s) and tol erances are:

The dissolution testing should be conducted in 500 nL of
wat er at 37° C using USP 24 Apparatus |l (paddle) at 50 rpm
The test product should neet the following tentative
speci fi cati ons:

Ti me Amount Di ssol ved

[ ]

The "interim dissolution test and tol erances shoul d be
finalized by submtting dissolution data for the first three
production size batches in a supplenental application. A
“Speci al Suppl enent - Changes Being Effected” (zero) should be



submtted if there are no revisions proposed to the “interinf
specifications or when the final specifications are tighter than
the “interint specifications. 1In all other instances a Prior
Approval suppl enent shoul d be submtted.

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

Post - marketing reporting requirenents for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314.98. The
O fice of CGeneric 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 that you intend to use in your
initial advertising or pronotional canpaigns. Please submt al
proposed materials in draft or nock-up form not final print.

Submit both copies together with a copy of the proposed or final
printed |labeling to the Division of Drug Marketing, Adverti sing,
and Communi cations (HFD-40). Please do not use Form FD- 2253
(Transm ttal of Advertisenments and Pronotional Labeling for
Drugs for Human Use) for this initial subm ssion.

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 Conmuni cations (HFD-40) with a conpl eted Form
FD-2253 at the tinme of their initial use.

Si ncerely yours,

Gary Buehl er

Acting Director

O fice of CGeneric Drugs

Center for Drug Eval uati on and Research



