o3 Al FRe

GOVERNMENT OF INDIA

WRA [WIBR

- PRESS INFORMATION BUREAU

Financial Express, Delhi
Thursday 13th March 2014, Page: 2

Width: 8.17 cms, Height: 18.25 cms, a4, Ref: pmin,2014-03-13.39.15

USY, Canton Labs' o

got warning letters

feBureau ‘

Mumbai, March 12: It'snot
just the big players who are
mired in regulatory trouble

. with the US Food and Drug
& Adn@nﬁj_stration.thebruary
.. 1Wo unlisted Indian compa-
‘nies gotwarninglettersfrom
the regiilator on issues iden-

tified inmanufacturing.

Mumbai's USV’s Govandi
facility was inspected by the
USFDA between June 7 and
11, 2013. The warning letter
listed isstes with laboratory
control mechanisms and is-
sues with authorised person-
nelhandling records.

“The lack of reliability
andaccuracyof datagenerat-
ed by your firm is a serious
{manufacturing) deficiency

. thatraises concérnforall da-
. ta generated by your firm,”

theUSFDA said in theletter.

“While we acknowledge
the commitment in your re-
sponsethatyourstaff isheing
interviewedtodeterminethe
extentof the problematiclab-
oratory activities, we remain
concernedaboutthecapabili-
ty and credibility of your
qualityunit,” itadded.

USV ranksamongthe top-
20 companies in India, based
on ATOCD AWACS data for
February2014. Thecompany,
whichhasfourproductionfa-
cilities, said it had sales of

from USFDA in Feb

%17,570crore in FY14. It man-
ufactures APIs, peptides,
biosimilars, injectables, oph-
thalmicsandsolidorals.
Separately, the regulator
alsohauled up Gujarat-based
Canton Laboratories citing
deficiencies observed in its
Vadodara facility. The USF-
DA raised four issues rang-
ing from issues identified in
laboratory testing, inade-
quate maintenance of data
from tests conducted, and
cleanlinessof equipment.
“Specifically, duringthree
separate walk-throughs of
thefacility over fivedays, our
inspection found what ap-
peared to be product residue
in the (equipment) despite
the“clean” labelon theequip-
ment. This represents a po-
tential for cross-contamina-
tion of the APIs
manufactured in this equip-
ment,” the US FDA noted in
theletterdated February27.
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