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Trues Ngws NqrwoSx,

Mumbat/.I{yderabadi The
US Food and DrugAclrninistra-
tion (JSFDA) has issuetl awar.
ni4g lsJtqr !o,Hy{erabacLba-
sed DrRedrly's Labs (DRL), rai-
sing concerns over quality
compliance and . manufachr-
ririg practiceq at its three
plants. This follows the iaspec-
tion of these sites by the agen-
oy in November 2014, aud Janu-
alyandFelrruary2015.

The company issued a state.
menton FfidaythatfJreUS dru g
regulator had issued the war-
ning, follOwing inspections at
its active pharrnaceutical in-
gredients (API) m anufacturing
facilities in Andlua Pradesh
and Telalgana, as well as once
Iogy formuJation manufachr-
ring plant at Visakhapabram,
AndlraPradesh.

Reacting to the news, the resolve these issues and we ha;
ve also embarkedon an initiati-
v.e tq revamp our quality sy-
stems ardprocesses, ie an orga-
nization-wide prigriflr

lhe company's Srikakularn
facilities contribute al'ound lG

tory scrutiny involvingr tlu'ee,
facilities, after it had rec.eived .
an import a-lert on its Mexican
chemicalplant ia July 2011.

i'Dr Reddy's has received a,
warning letter issued by the
USIDA, relati.ng to its three
plants Srikakulam, and Miry-

Dr Reddyb said it will .
respond t0 the,us drug
regulator in trS days

12% of sales,of the company

'' 
company's statement said, ad-
.ding it will respond to.the let:
ter in 15 days.

Conrmenting on the deve-
lopment, DRL CEO GV Prasad
saitl, "We will respond with a
comprehensive plan fo add-
ress these observations within
the stipulated tirne frame of 15
days. We will continud to acti-
vely engage with the agency to

Analysts say f_[e near-term per-
forrna:rce of the company will
be impactecl" 'According to the
company's SEC filing, it had set
up a new rnanufacturing faciJi-
ty in a Special Economic Zone
in Duwada, \lisakhapatram,
for manufacfuring oll parent+
ral (iqiectable form) products.
So.the co{Qffiution of-the Sri-
ltalillam pl*l( should not be
signiflcart," an analyst saial.
Ftrthe4, the impact of the API
faciliti.es would depend on how
quicl< the company fues the
USF]DA issues, or uses third-
parfy soluces.
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tion businbss at Duwada, " t
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