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Rel Life Gets USFDA Nod

Vikas.Dandekar
@timesgroup.com
Mumbai: Reliance Life Sciences
has received approval from the US

drug regulator for itsactive phat - -

'maceutical ingredient (API) man-
ufacturing facility located at Dhi-

rubhai Ambani Life Sciences .

Centre in Navi Mumbai. -

The biopharmaceutical arn of
Mukesh. Ambani-led Reliance
group has received the approval at
a time when Indian generic drug
makers are increasingly grappling

with regulatory actionfrom theUS

Food and Drug Administration.
The company manufactures cy-
totoxic APIs used to make drugs
for the treatment of cancer Last
week, it received the Establish-
ment Inspection Report from the
US FDA stating its acceptance of
the facility and its quality systeins

for Navi Mumbai Plant

for. manufacturing and supplying
products to the WS market, the
world’s largest pharmaceutical
market. The inspection of the fa-
cility was carried out by US FDA
investigators in August 2015.

The approyal covers two of the
later:generation ‘oncology mole-
cules, femozolomide and peme-
trexed. Temozolomide is used for

“the treatment of glioblastoma

multiforme, a type of braintumor.
Pemeirexed is used for the treat-
mentof non-small cell lungcancer.
The company said it has consis-
tently made efforts fo institute in-
ternational quality sta nddrds cov-
ering people, products, processes,
facilities, infrastructure and In-
formation technology. “It is cur-
rently close to being a fully elec-
tronic-enabled prgan.i:aation,-” a
company spokesperson told ET.
The plant has already received ap-
provalof the Buropean Union,
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