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Mumbai; The US Food and
Drug Administration (FDA)
warningletter issued to Sun
Pharma highlights serious

concerns of sterility assu-

rance in medicines, possibi-
lity of 'microbial contamina-
tion and ceilingleaks, aspart

of the manufacturing lapses '

at its Halol facility. While the
FDA has asked for progre’ss
reports on certain issues, it

has stated that it would eva-+

luate the remediation : ac-

tions in its follow-up inspec: -
tion soon.” Sun’ Pharma ehi-
ded flat at Rs 792 on the BSE"

on Thursday.

- The FDA investigator do-"
. cmnented the presence of le-’
L aksi in ‘theform of ‘wafer sta
“ceiling - ‘damage - and"
| buckets W1th water co]lected i

_'-'lmfacturn -area Whlch‘co :
~uld comp: yromise the quality’
—of thé medi¢ines marniufactii-
. red at the facility While thc_
edlast weekyit-
that the viola-
jons have hieerispelt out in
“detail by the regulator

Though it seems that “da-

ta integrity” issues have not
been flagged by the US regu-
lator; the letter enlists “signi-
ficant violations of current
good manufacturing practi-
ce (CGMP) regulations for fi-
nished pharmaceuticals”.
Also, the “methods used in,
or the facilities or controls
used for, their manufacture;
processing, packing, or hol-

“dingddnot conform'to, orare

not operated or administe-

red in ‘conformity” w1th '_

CGMP”, itadds.
The warm;ng letter of De~
cember 17 is based on mspec

tions carried ‘out -at-Haloh'a -

key plant for the:. company-‘

- from September 8419; 2014 Sm-’» o

“quffieient” corrective actlon )
aﬁe: lhe Form 483 obser va--

da.rds “ was 1ssued the War
“ ning letter followed after 15
monthis of” the' mbpecuUn, ax

coneerns about further esca-
lation, orlongdelaysinreme-
diation.

"I‘DA noted that the compan:

" vestigated the'
to -address:
“eontrol in the
nufacturing

aysifvestor

FDA has highlighted six
concerns related to sterility
assurance, possibility of mi-
crobial contamination, in-:
adeguacies in airflow sy-
stemsandfajluretoestablish
and decumernt accuracy and -
sensitivity of testmethods, It..
has directed Sun Pharma to.

‘systematically improve the

oversight of manufacturing’
quality toensuresustainable

quality assurance,and incl -

de a risk assessment regar '
ding the practice of rejecting
media fill vials without a*
written justification. - . = .
The company hasto revext_

‘with steps taken as Correctiveé

action; withinis working d_ay -

: of receiptof theletter

Duringthe mspecuon the -

engineering deparhnent in

nunehowleaks mﬂusareaccr

“uld cotpromise theguality of *

theaseptically-filled prduicts.

In resporise, the company has

to provide a summary of thex
environmental data and other
facility maintenance since the
inspection.
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