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ENSECONOMICBUREAU
HYDERABAD, NOVEMBER 25

THE US Food and Drug
Administration (USFDA) has
wamed Dr Reddy's laborqtodes
over serious data integrity viola-
tions, placing all its new
applicafons or supPlements un-
deracloud.

Making its letter Public,
USFDA has stronglY worded that

STheUS;FoodandDrug
Administrationwasnot
safisfied despite Dr ReddY's
sendingresponses nine
timesftomDecember
15, 2014 to September
15,2015

ffi In iI letter the regtrlator
said several vidlations are
rbcurrent or replesent long-
standingfailuresto
adequatelyresolve
signifi cant manufacturing
qualityproblerns

,,L0IIG-STAIIDIIIG FA|LURES',.

there are significant deviations
from cunent good manufactur-
ing practices (CGMP) for the
manufacture of active Pharma-
ceutical ingredients (APIs) for

that if the comPanY fails to cor:
rect these violations, uPder
Section 801(aX3) ofthe FD&c
AG 21 U,S.C. 381 (aX3 )' FDA malt
also refuse admission of articles

into the US manufachred at CIo

Pradesh, /'

The USFDA was not satisfi ed
despitq Dr ReddYls sending re-
sponses nine times frqP1..,
Decernber 15, 2014, tv
September 75,2O15.1n a letter
addressed to Satish ReddY, drair-
man, DRL on November 5, 2015,,
the regulator said several viola'
tions are recuffent or represent
long-standing failures to ade-
quately resolve signifi cant man:
ufacturing qualitY Problemq.

After receiving the warning
letter, Er Reddy's had said itwill
respond with a Plan to address
the observation witlrin the stiP
ulaied time, "We take qualitY

and compliance matters sert-
ously and stand bY our commit-
ment to fullY comPlY with the
cGMP quality standards across
all our facilities," GV Frasad, chief
executive, Dr ReddY's had said
earli.er.

There were serious data in-
tegrity violations, including the
backdating of retords and failing
to proyide pettinent data to reg-
ulitors. This vlas included in the

Telangana and Andhra Fradesh'
India: notes several violations
that are recurrent or represent
"long:stanrling failures to ade-
quately resolve significant man'
ufacturing quality problems." FE


