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Producer of Sterile Drugs 

This documentJists observations made by the FDA representativc(s) during ,the il)spection of your facil ity. They are inspectional 
obsen•alions, and do not represent a final Agency determination regarding your compliance. Lfyou have an objection regarding an 
observation, or have implemc;..'!lted, or pi~ to implement. corrective action in response.tQ an _observation, you may discuss the objection or 
action with the FDA represcntativc(s) during the inspection or submit th is informatioit tO FDA at the address above. lfyou bave any 

. . i ·· : ..questions, please con't.act FDA ut the phone number and address above. 

DURING AN INSPECriON OF Y:OUR FIRM I OBSERVED: 

OBSERVATION 1 
Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and 
equipment to produce aseptic conditions. · ; 

illl"tilizes sev"':'" different disinfectants in the ISO 5 areas of which two, tmJIIIand 
~ • lj are non-stenle. 

*DATES OF INSPECTION 

9/01/20 16(Thu),9/02/20 16(Fri),9/07/20 16(W ed),9/09/20 16(Fri),9/14/20 16(Wed) 
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