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Producer of Sterile Drugs 

This document lists observations made by the f DA rcprcscntativc(s) during the inspection of your focil ily. They arc inspcctionnl 
observations, and do not rcprescm a lin a I Agency determination regarding your compliance. If you have nn objection regarding an 
ohscrv1Lt ion. or have implemented, or plan to implement, corrective uc1ion in response to an observation, you muy discuss the objection or 
net ion with the FDA rcprcscntnti vc(s) during the inspection or submit this infonnation to FDA at the address ahove. If'yo u have any 
questions. plcusc L'1.llllact FDA at the phone number and nddrcss above. 

DURING AN INSPECTION OF YOUR 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. 

Specifically, non-sterile wipes are used to clean drug components prior to placing them in the ISO 5 
Laminar Flow Hood. In addition, the wipes used to clean the ISO 5 Laminar Flow Hood are also not 
sterile. 
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