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.Ciplh Gets FDA
ons

for lndore Unit
:, Our Bureau

I r

.Mumbai: The. US Eood and' 'brug 
Administration has

identi"flod nine areas of con-
. Cernthatneedcorrectionatln-.

dian drugmaker Cipla's manu-'
facturing unit at Indore.

' ' , Cipla is among the few large
domestic companies thaf has
so far not faced, any tough re gu-
Iatory actionfrom the FDA.
: As part of its observations
made dr.lring an inspection of

* the plant in July and August,
FDA investigators Ademola
Daramola and Nebil Oumer
noted that the quality control
unitlacked the authority to re'.
view produption records to en-
sure that no errors have oe-

* curred and to investigate any
mistakesmade.
They said that although one

b-atch of levalbuterol inhaia-
tion solution was recalledfrom
the US iri Mpy 2015, "the inves'
tieation did not extend into

" ot-her strengths of the product
to determine the product's
qualiiy safety and stabilitY"
;'In another observation, they'

s said a failure related to a leak-
. age was documented 35 times

but ho study u'as initiated to
identify Bfoblems that could
potentiaily affect product safe-

E tyandquality' The FDA officials faulted Ci-
pla's Indore unit for facilitY
and equipment sYstems and

' noted. that the asePtic Process-' 
ing areas were deficient ih

' , inonitoring environmental'
bonditions. i .
i,In an observation related to ''

, quality parameters, the FDA '

' btaff noted that the sterile fill-
:., ...ing lines were frequdntl.y
.:;,.0pened iir.order to cornplete '
' ii"inanual intertentions. "In.the'
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