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USF'ffiA flmanxad cefifnsag Heaks,
stairas at Sesxa Pharffilffi pRmrnt

Rupalil,Mukheriee
@time:;group.com

Mumbai: T.he US nooA aiid
Drug Administration (FDA)
warning letter issued to Sun
Pharma highlights serious
concerns of' steriliff assu.
rance in medicines, possibi-
Iity of microbiaf contamina-
tion and ceil:ingleaks, as part
of thb mhnufacturing lapSes
at its Halolfrrciligi While the
FDA has asked for progress
repgrts on certain issues,.it
has stated tirat it would eva- "
luate the remediation,ac-
tions ih itS follow-up inspec:
tion soon. S'un'Pharma en-
ded flat at Rs 792 on the BSEr'
onThursday

detail by the re gulator.
llhough:lt seems that "da-

ta integrity" issues have nclt
been flagged by the US regu-
lator, the letter enlists "sigtri-
ficant violations of current
good manufacturing practi-
ce (CGMP) regulations for fl-
nished pharrnaceuticais'1.
Also, the "methods used in;
or the facilities'or controls
used for, theif manufacture;
processing, packing, or hol-
ding do not conformto, or are
not operated ior administe'
red in conformity: wi16t
CGMP",itadds.

The warnihgletter of De
cember ffi is biased on inspec"
tions carried rout.at' Halol' I a

key ptant .for,the',cornpanyi
: from Septenrber: B-19, 2014r:Siu:'
ce the comparri did'not'takd'
"suffi cient' iorrective actioril

lation, or longdelays inreme-
diation.

FDA has highlighted six
concerns related to sterilitY
assurance, possibility of mi'
crobial contaminatioll, jJI-:
adequacies in air{low sy-
stems andfailure to establish
and docunieiit accuracy and:',
sensitivff of test methods, It,,
has directed Sun Pharma to
,systematically imProve the
oversight of manufacturing'
quality to ensure sustainable : .
quality assurance, and in,cltli .
de a risk assessment regar-
,ding the practice of rejebting'
media fill vials without a
writtenjustification" ,

The company hasto revert
'with stens taken as correct-ive
action; withiirl5 Working days
of receiptof theietter

D.uring the ins1rection, the
' FDA noted that tht! comllany:s

environmental data and ottier
facility maintenance since fhe
inspection.
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