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= DRUS firm Novartis on

Tuesday said it has taken*

“remedial action at its two
. production units in western
* India, which had received a

“warn'ng letter, from the.

USFDA and' expects ‘the
¢ m_amn_facturmg fac111ty_ ito

the us health:"regtﬂator for
violazions of current good

* manufacturing practi
«(cGMP) norms. at ‘its t
plants in Maharashtra.. -

“We have taken remedi-
al action at the two plants
»in Kalwe and Turbhe which

had received a warning let- -
ter [rom the USEDA and'

i thcv units. w1l_ 55t

Ind11 managm ; {
antl vice chalunan, Ranjit
'}:am told PTLQQ Tues-

Cn October QQQ\U SFDA
had issued a warning letter
to the company's Sandoz
Division concerning its In-
dian sites in Kalwe and
Turbhe located in Maha-
rashtra. The warning letter
observations followed
USFDA inspection at both
sites in August 2014 and
wers related to deficiencies
in current good manufac-

turing practice (cGMP) for *

finished. pharmaceutlcals
At Turbhe, Sandoz mainly
-produces_active pharma-
ceutical mgre(hents and in
Kalwe oral solid dosages or
tablets are produced
Meanwhile, speakmg on
the sidelines of an industry
event, Novartis Pharma,
global head of develop-
ment, estabhshed medi-
cines franchlse Lutz Hege-

: Tu'bhelnMuhuru tra

By 'guide'lines
" WThe USFDA had -
warned the company‘s 5
“Indian sites in Kalwe and

lﬁ\e pnme mm:sie_
recent statements on :
IPR had encourdged
the Indian pharmaceu- -
tical industry

m The company has .
{aken remidial action
" and hopes 1o resurrie.
produchon soon,

mann sald “If India war'ts -

Europe, Sw1t7erland or U3,
it is very important that the
environment becomzs
highly predictable and that
IPRs are clearly defined.” If
the whole data regulatory
process . becomes  pie-
dictable in the long run, it
makes investrnent in the
country more sustainable,
he added.

Shahani said the prime
tninister's recent staie-
ments on IPR had enco 1i-
aged the Indian pharma in-.
dustry. “We eagerly aw ait
translation of these into ac-
tionable items in the naw
IPR policy which is just
being drafted out and zlso
the rules being framed fl-
lowing that should provide
fillip because we truly want
to go from Make in India to
invent in India.




