DEPFARTMENT OF HEALTH & HUMAN SERVHES Fubliz Mealth Servios

ANDA T5-827 Food ant Drug Atminigtation
Fookwilis M J0EGY

ot fio and Regulatory Affairzs Consuliing . i
Agent for: Interpharm, Inc. -
Attention: C. Jeanne Taborsky
£333 Summergorssi Drive
Colunbia, MDD 21043

alzo made Lo your amendments date
28, Z000: Hovember 2¢ and December 7,

We have completed the review of this viated application and
QEE mave concliluded that the drug is safe ffective for uses as
recommended in tThe itted labsling cordingly the
application 18 spm? he Division of Biosguivalence has
determinaed vour Ha ists UBP, 230 wmg, 273 mg and 500 =g
o be bigeguivalent refore, therapeutical upivalent
Timted : ® Tapiets, 25

Post-parketing repor
ication are set

OFfice of Seneric Dru
eting status of

petekotite

toouse LAn your
anze submit all
final print.
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