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purobindo  Pharma - has - an-
nounced that the company has

received final approval from the .

US Food & Drug Administration

(USEDA) to manufacture and mar-
ket Sildenafil tablets, 20 mg,

‘This product is expected to be

" Jaunched by Q4 FY 2015-16.The ap-

‘proved . ANDA is bioequivalent

! and: erapeutically equivalent o

i

the1 ference listed drug product

" REV/ 10 (sildenafil citrate) tab-

lets - ) mg of Pfizer, Ing, Aurobin-
-doir ‘ormed the BSE,

" si' lenafil tablets are used in
the eatment of pulmonary arte-

rial aypertension (high blood
pres ure in the lungs): The ap~

prot :d producthas an estimated

may et size of $80 million for the
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12 moriths er ded Septen ber 2015,
This is the 51st ANDA to be ap-
proved out of Unit VII formula-
tion facility in Hyderabad for
manufactur> of oral non-anti-
biotic prod icts. Aurob ndo now
has a total ¢f 2i9 ANDA 1pprovals
(190 final aj provals, in« luding 10
from Auroli ‘e Pharma I LCand 29
tentative approvals) Tom the
USFDA. “




