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March 29,2007 Letter Regarding PendingANDAs for Amlodipine 
Besylate Tablets - Request for Comments 

Dear Mbi,Buehler: 
' I 

is made to your faxed letter received March 29 2007, addressed to Mr. 
rkiewicz, Sr. VP, Caraco Pharmaceutical Laboratories, Ltd (Caraco), 

7 
ur pending ANDA (#78-231)for Amlodipine Besylate Tablets 2.5 mg, 5 mg, 
. Your letter refers to the March 26, 2007 complaint f~ledby Mylan 
, Inc. aga~nstthe FDA seeking to enjoin FDA from immediately approving 

new drug applications for Amlodipine Besylate products. (Mylan 
, Inc. v. Michael Leavitt, C A No. 07-579(RMU) (D.0.C.). Your letter stated 
sollcitrng comments from interested parties before rendering a decision in 

As Cara, o is an interested party in this matter, we welcome the opportunity to provide 
input re\ arding the issues raised in your letter. The following pages Include our 
commeH s in response to each issue.i 

% If you 1; quire additional information to assist with our request, please contact me at 
% (313) 87;-8400 ext. 103. 
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Directot,::RegulatoryAffairs1 

niei Movens, CEO, (Caraco) 
bert Kurkiewicz, Sr. VP, Regulatory Affairs (Caraco) 
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