DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

v DISTRICTOFFICEADDRESSAND PHONE NUMBER ENRR "~ [DATE(S) OF INSPECTION
: ’ ‘ January 2529, 2010

FEINUMBER ; »
3005850060

STREETADDRESS -~ -~ . -
220 East Hanovel Ave

TYPE OF ESTABLISHMENT INSPECTED
Cellulal Therapy Pl oduct Manufactuun;:, Facﬂlty

’Vand Change Over is dehclent in that it does not 1equ11e QA 7
- easmg the WOlkstatlon after completlon of the pl e\'lous lot and p1101 to' 1111t1at10n : :

)

conducted during the manufacturing processes is inadequate
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', The obsérvations-of obj ctlonable condltrons and practrces lrsted on the front of thrs form
o are’ reported : : : '

Pursuant fo Sectlon 704( )of the Federat Food, Drug and Cosmetlc Act or

2To Air A spected in complylng with the ‘Acts and regulatlons enforced by the
T ) Adm lstratron : RIS B

il

of the Federal Food Drug and Cosmetlc Act (21 USC 374( )) provrdes

'“of any such mspectlon of a factory warehouse consultrng
th ,estabhshment and prior to leavrng the premises, the officer or ‘employee
£ 'pectron shall give to the owner, operator, or agent in charge ‘a report in

| writing: settrng forth: any ‘conditions ‘or practices observed by him which; in"his judgement,

“| indicate that any féod, drug, device, or cosmetic in such establishment (1) consists in whole |-

Coer |n"part of any filthy, putrid, or decomposed substance, or (2) has'been prepared, packed,

:or held under |nsan1tary conditions whereby it may have become contaminated with filth, or |

= | whereby it may' have been rendéred injurious to health A copy of such report shall be sent o
el vrpromptly to the Secretary : BT :
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