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g DEPARTMENT CF HEALTH & HUMANSERVICES
o Rnd and Drug Administraion

" Reeleville, MD 20857
ANDA 40-866

Ammeal Pharmaceuticals
attention: A pesh Patel
Assoxiate Director, Regul atory Affairs
209 McLean B vd.
Pat erson, NJ 07504

Dear Sir:

This is in reference to your abbreviated new drug application
(ANDY) dated April 19, 2007, submtted pursuant to section
505(3) of the Federal Food, Drug, and Cosnetic Act (the Act),
for Primdone Tablets USP, 50 ng and 250 ng.

Reference i s al so nade to your amendments dated Novenber 6, and
Decenber 14, 2007; and March 7, 2008.

V¢ have conpl eted the reviewof this ANDA and have concl uded
that adequat e i nfornati on has been presented to denonstrate t hat
the drug i s safe and effective for use as recommended i n tha
subnmitted | abeling. Accordingly the ANDA is approved, effective
on the date of this letter. The Dvision of Bicequivalence has
det ermned youx Primidons Tablets UHP, 50 mg and 250 mgy, to be
bi oequi val ent and, therefore, thexapeutically equivalent to the
reference listed drug, Mysoline Tablets, 50 ng and 250 mg,
respectively, of Valeant Pharnmaceuti cal s International. Your

di ssol ution testing should be incorporated into the stability
and qual ity control programusing the same nethod proposed in
your application.

Under section 506A of the Act, cextain changes in the conditions
described in this ANDA requi re an approved suppl enent al
appl i cati on before the change nay be nade.

Postmarketing reporting requirements for this ANDA are set forth
in 21 CFR 314.80-81 and 314.98. The Office of Generic Drugs
should be advi sed of zny Change in the marketing status of this
drug.
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Pronotional materials may be submitted to FDA for comment prior
to publication or dissemnation. Please note that these

subni ssions are voluntary. If you desire comments on proposed
| aunch pronotional materials with respect to conpliance with
applicable regul atory requirenments, we recommend you submit, in
draft or nmock-up form, two copies' of both the pronotional
material s and package insert directly to:

Food and Drug Admi nistration

center for Drug Eval uation and Research

D vision of Drug Marketing, Advertising, and Communi cations
5901- B Ammeridale Road

Bel tsville, MD 20705

We call your attentionto 21 CFR 314.81(k)(3) which requires
that all pronotional nmaterials be submtted to the D vision of
Drug Marketing, Advertising, and Conmmunications with a conpl eted
Foxm PDA 2253 at the tine of their initial use.

Sincerely yours,

{see appended el ectroni ¢ signature page)

Gary Buehler

Director

O fice of Generic Drugs ,

Center for Drug Eval uation and Research
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This isa representation of an dectronicrecord that was signed electronically and
thispage is the manifestation of the electronic signature.

- N M M WP W -

Robert L. West
4/ 23/ 2008 02:04:04 PM
Deputy Director, for Gary Buehl er
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