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- August 29, 2007

VIA HAND DELIVERY
Divisions of Dockets Management
Food and Drug Administration
5630 Fishers Lane, Rm . 1061
Rockville, MD 20852

RE : DOCKET NO . 2006P-0522 :
.-

On December 18, 2006, Endo Pharmaceuticals Inc . ("Endo") submitted a Citizen
^ Petition' regarding proposed bioequivalence recommendations for Lidoderm® (lidocaine)
.,_ . topical patch, 5% issued by the Food and Drug Administration's Office of Generic Drugs

("OGD") . Endo's petition was submitted in response to controlled correspondence date d
'-- October 5, 2006, in which OGD indicated that bioequivalence to Lidoderm could be

demonstrated through a standard pharmacokinetic study . Endo respectfully submits the
'-' enclosed Amended Citizen Petition ("Petition") under Section 505 of the Federal Food ,

Drug, and Cosmetic Act ("FFDCA"), 21 U .S.C. § 355, and 21 C .F.R. § 10.30, and
reserves the right to supplement this Petition with additional submissions .

~
Please note that the contact for this Petition should be Mary Alice Raudenbush rathe r

•- than Roland Gerritsen van der Hoop, who has departed Endo since the initial filing of the
citizen petition .~

Sincerely,

~
Mary Alice Raudenbus h

"-' Vice President, Regulatory Affairs
Endo Pharmaceuticals Inc .

...

~

Endo, Citizen Petition, Apply Bioequivalence Requirements Consistent with 21 C .F .R. §

320 .24(b)(4) to any ANDA for a Generic Drug Product Using Lidoderm as its RLD, Docket No . 2006P-

0522 (Dec . 1 8 , 2006).
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