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deviations cause your drug pro

a

501(a)(2)(B) of the Federal Food, Drug, and Cosmetic Act (the Act) in that the controls

a

Py

used for the manufacture, processing, packing, or hoiding of these products are not in

conformance with cGMP regulations. The deviations documented by our investigators in

B support of this finding include the following:
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1. Failure to assure that the container closure systems can provide adequate
protection against foreseeable external factors in storage and use that can cause
deterioration or contamination of the drug product [21 CFR 211.94(b)), in that there

- Ll \Satf F 1

was no data available to indicate that thp closure |ntegm§v was maintained d uring
the heat treatment of final containers, since drug product container and v!os.,-.re
ilntenri s tactina wae nnt nerformed
1] slll, AWwrinl ls YVAWD FiIWL P\OI INJEBIN N
Lo} Chailiirn ¢ Antallialh AanAdlar $AllAai wiribdam neanadiiran $ar meadiinbianm AanmAd meAasana
&. raluic v colaulioll aillu/ul 1VHUW YW HLCITT PIUUCUUI < 10l }JIUUU tIVI aiiu }JlUWbb
mmmbonla Aacnimmard o momcmiiom blaad S Ao o e iaba bamiam A Tl 00 A AL
controis designea to assur llldl tne arug proaucts nave tne iaentity, strengtn,
quality, and purity tney purport or are represented to possess and to assure that

such procedures, inciuding any cnanges are drafted, reviewed, and approved by
the appropriate organizational units and reviewed by quality control [21 CFR
211.100]. For example:

a. the SOP &SN entitled mwas not followed in that
the residual supernatant is not collected m‘ and is
allowed <t GNRRNAEDIINGSy 2 nd

s cimt ettt Ot e sl NG > - o

b.  the SOP entitled m .
pnaanilhalipmpa docs not address serious adverse events resulting
from blood borne viral transmissions.

3. Failure to provide separate or defined areas or such other control systems for

manufacturing and processing operations.as necessary to prevent contamination
or mix-ups [21 CFR 211.42(c)), in that a gap or opening in the base of the autoclave
in <emMmmiaie> allowed air to flow from an unclassified area to a class «Slilllgrocm.

'reC‘y‘Cié(‘J’ , "make-up", an
Biologics Evaiuation and Research (CBE

at t : N

may not become effective until notification of acceptance is received from CBER. We note
your commitment to withhold recycledugiRSIEERIIENRSS {rom release and distribution.

)
J

Neither this letter nor the list of inspectional observations (Form FDA 483) is intended to
be an all-inclusive list of deficiencies at your facility. It is your responsibility to ensure that
your facility is in compliance with provisions of the Act and all applicable regulations.
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