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- FDAWARNS
NOVARTIS ON
2INDIA UNITS *

New Delhi, Oct. 28:
Sandoz, the generic drug
arm of Swiss drug ma-
jor Novartis, has recei-
~ved a warning letter
from the US health regu- |
lator for violations of
current good manufac-
turing practice (cGMP)
norms at its two plants
. In Western India. ‘
“On October 22, 2015, ..
the US Food and Drug
Administration
(USFDA) issued a warn- .
ing letter to ourSandoz
. Division concerning the-
_ir Indian sites in Kalwe, .,
~and Turbhe,” Novartis *
" AG said in 1ts quarterly
* regult statement.
Both Turbhe and Kal- °
“we fall in Maharashtra
.The warning Iletter
+ obsérvations follow
“USFDA inspection at-__, i
“bothi sites in August 2014
and are related to defi-
ciencies in current good
‘manufacturing practice”
for finished pharmaceu-
ticals, it added. i
“The warning letter .,
does not contdin: .any: -
-new issues versuis the
483 observations isstied
J’o]lowmg the inspection
“in August 2014, which
* Sandoz has been addr i
essing since then,” it
. said. At Turbhe, Sandoz
+ produces active pharma—
ceutical ingredients wh-
ile oral tablets are pro-
duced in Kalwe, — PTT
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