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THIS DO-NT IS MTIENDED ONLY FOR THE USE OF TFIE XYARTY TO WHOM I T  Y.S ADDIU~SSED AND 
MAY CONTATN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, OR PROTEC'JXD PROM 
TrISCLOSURJ3 UM>@R APPLICABLE LAW. 
Ifrc~cived by someone orher than rhe addrcsscc or a person authorid t~ deliver this document ro the addressee, y ~ u  are hereby not%td rhat any disclom, 
disemhatioa copying. or other action t o  the conrent of this comrmulihtion is riot ahlhorized. If you have received rhis documenr in mr, please immaliately 
notify us brelephone and rthnn it to US by mail at the above address. 
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DEPAkTmNT OF HEALTFI & HUMAN SERVICES 

Fwd and Drug Administration 
' RockvilIe, MD 20857 

ANPA40-866 

Amneal Pharmaceuticals 
Attention: Alpesh Pate1 

Associate Director, Regulatory affair8 
209 McLean Blvd. 
Paterson, NJ 07504 

Dear Sir ; 

This is in reference to your abbreviated new drug application 
(ANDA) dated April 19, 2007, submitted pursuant to section 
505(j) of the Federal Food, Drug, and Cosmetic Act (the Ac t ) ,  
for Primidone Tablets USP, 50 mg and 250 mg. 

Reference is also made t o  your amendments dated November 6, and 
December 14, 2007; and March 7, 2008. 

We have completed the review of this ANDA and have concluded 
that adequate information has been presented to demonstrate that 
the drug is safe and effective for use as recommended in tha 
submitted labeling. Accordingly the ANDA is approved, effective 
on the date of this  letter. The Division o f  Bioepivalence has 
determined youx Primidone Tablets USP', 50 mg and 250 mg, to be 
bioequivalent and, therefore, thexapeutically equivalent to the 
reference listed drug, Mysoline Tablets, 50 mg and 250 mg, 
respectively, of Valeant Pharmaceuticals ~nternat'ional. Your 
dissolution testing should be incorporated into the stability 
and quality control program using the same method proposed in 
your application. 

Under section 506A of the Act,  cextain changes in the conditions 
described in this ANDA require an approved supplemental 
application before the change may be made. 

Postmarketing repor t ing  requirements for this W A  are set forth 
in 21 CFR 3 1 4 . 8 0 - 8 1  and 314.98. The Of f ice  of Generic Drugs 
should be advised of any Change in the marketing status of this 
drug. 
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Promotional materials may be submitted to FDA for comment prior 
to publication or dissemination. Please note that these 
submissions are voluntary. Xf you desire comments on proposed 
launch promotional materials with respect to compliance with 
applicable regulatory requirements, we recommend you submit ,  in 
draft or mock-up form, two copies'of both the promotional 
materials and package insert directly to: 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Drug Marketing, Advertising, and Communications 
5901-B Amcmmeridale Road 
Beltsville, MD 20705 

We call your attention to 21 CFR 314.81(b) (3) which requires 
that all promotional materials be submitted to the Division of 
Drug Marketing, Advertising, and Communications with a completed 
Fom PDA 2253 at the time of their initial use. 

Sincerely yours, 

{see appended electronic signatura page) 

Gary Buehler 
Director 
Office o f  Generic Drugs 
Center f o r  Drug Evaluation A d  Research 
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This is a represehtation of an electronic record that was signed electronically and 
this page b the manifestatiarl ofthe electronic signature. --I.---.IYIIIIC-----~-~~~---~-.-II-~~~~~---..------------~~~ 
/s/ 

- d - - - - w - - - - - - - - - - - - - -  

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