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March 26, 2007 

Division of Dockets Management 
Food and Drug Administration 
5630 Fishers Lane 
Room 1061 (HFA-305) 
Rockville, MD 20852 

Re: 	 Citizen Petition: Refrain From Granting Final Approval to Further ANDAs 

for Amlodipine Besylate Tablets, 2.5 mp, 5 mg or 10 mg 


PETITIONFOR STAYOF ACTION 

Mylan Pharmaceuticals Inc. ("Mylan") submits this petition pursuant to 21 C.F.R. 
5 10.35. 

Decision Involved ' 

This Petition for Stay of Administrative Action is being submitted to request that the 
Food and Drug Administration ("FDA") refrain from taking any action to issue final approval to 
any Abbreviated New Drug Application ("ANDA") submitted for amlodipine besylate tablets in 
contravention of the FDA's award of final approval to ANDA 76-418, and 180-day exclusivity 
pursuant to 21 U.S.C. 8 355(i)(5)(B)(iv) (2002). 

Action Requested 
% 

Because Mylan Pharmaceuticals Inc. ("Mylan") is entitled to 180 days of generic 
marketing exclusivity for amlodipine besylate tablets, 2.5 mg, 5 mg and 10 mg ("Arnlodipine"), 
which commenced on March 23, 2007, the FDA must not approve any additional Abbreviated 
New Drug Applications ("ANDAS") for generic Arnlodipine products until after Mylan's 180- 
day exclusivity expires on September 23, 2007. 2 1 U.S.C. § 355(j)(5)(B) (2002). 

Because other applicants may be improperly requesting final approval for their generic 
Amlodipine ANDAs, it is critical that the FDA immediately confirm that it will not approve any 
such ANDAs until Mylan's 180-day exclusivity expires. As the FDA and the courts have 
recognized, the 180-day exclusivity right is extremely valuable and is an integral component of 
the Hatch-Waxman Amendments to the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 501 
et seq. ("FDCA"). See, e.g., Mylan Pharms. v. Shalala, 81 F. Supp. 2d 30, 33 (D.D.C. 2000) 
(explaining 'that Congress created the 180-day exclusivity provision to "encourage generic drug 
makers to incur the potentially substantial litigation costs associated with challenging pioneer 
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