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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville, MD 20857

NDA 21- 268/ S- 006

Bi ovai | Technol ogi es Ltd.
Attention: John B. Dubeck

Kel I er and Hecknan

1001 G Street, N.W, Suite 500-W
Washi ngt on DC 20001

Dear M. Dubeck:

Pl ease refer to your supplenental new drug application dated May 14, 2003,

recei ved May 15, 2003, subnitted under section 505(b) of the Federal Food, Drug,
and Cosnetic Act for Teveten HCT (eprosartan nesyl ate and hydrochl or ot hi azi de)
Tabl ets, 600 ng/12.5 ny and 600 ngy/ 25 ny.

Thi s “Changes Being Effected in 30 days” suppl enental new drug application provides
for (b)(4)------------mmmmmmm oo , as an(b)(4)--------------"-"-"-"--------- e for
Teveten HCT Tabl et s.

W have conpl eted our review of this supplenental application and it is approved.

We rem nd you that you nust conply with the reporting requirenents for an approved
NDA (21 CFR 314.80 and 314.81).

If you have any question, please call Edward Fronm Regul atory Health Project
Manager, at (301) 594-5332.

Si ncerely,

Kasturi Srinivasachar, Ph.D.

Chem stry Team Leader, DNDC | for the

Di vi si on of Cardi o-Renal Drug Products (HFD 110)
DNDC |, Ofice of New Drug Chemstry

Center for Drug Eval uation and Research
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