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In addition to the archival arid review copies, we are submitting a certified true copy of the
chemistry, manufacturing and controls data to the District Director, NJ District Office,
Food and Drug Administration, Waterview Corporate Center 3rd Floor, 10 Waterview
Boulevard, Parsippany, NJ 07054.

This ANDA covers one shape (round tablets) and two colors (white and brown) oftablets
as per our correspondence with FDA (letter reference: OGD-344, attached in section XXII,
under sub section "Previous Communications", of this ANDA). It may be noted thatwhite
round tablets (Batch No. RD-0325-03/01) were used for the comparative
bioavailabilitylbioequivalence study. However, this ANDA includes comparative in vitto
dissolution of the Reference Listed Drug NUPRlN® (McNeil Labs) with Neil Labs' white
(Batch No. RD-0325-03/01) as well as brown round tablets (Batch No. RD-0325-03/04).

Please contact me at (609) 448-5500 for any comments/questions aboufthis application:

Sincerely,

harat Patel
President/CEO
Neil Laboratories Inc.

Gary Buehler
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July 12, 2002




