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APOTEX CORP.

50 LAKEVIEW PARKWAY. SUITE 127 • VERNON HILLS· ILLINOIS 60061 • TEL: (847) 573-9999 • FAX: (847) 573-1001

October 28,2002

Document Control Room
Office of Generic Drugs (HFD-600)
Center for Drug Evaluation and Research
Metro Park North II
7500 Standish Place, Room 150
Rockville, MD 20855-2773

RE: Ofloxacin Otic Solution USP
0.3%
Original Abbreviated. New Drug Application

To Whom It May Concern:

Pursuant to Section 5050) of the deral Food, Drug, and Cosmetic Act, as amended
September 24, 1994, Apotex rp., as the U.S. agent for Novex Pharma of Ontario,
Canada, is hereby forwardi an original abbreviated new drug application (ANDA) for
Ofloxacin Otic Solution U ,0.3%, .

Enclosed isan archivcopy under blue cover, a chemistry review copy under red
cover, and thebioavailabilitylbioequivalence review section under orange cover and a
field copy under a burgundy cover.

We appreciate an expeditious review of this application. Please direct any inquiries
regarding this application to me at the addresses listed above.
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