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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a fmal Agency determination regarding your compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. Ifyou have any 
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DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 


Specifically, 

1. Environmental monitoring ofsurfaces for microbial contamination is not pe1formed after the 
completion ofsterile operations in the ISO 5 area. Your firm only perf01ms such monitoring on a 
[U)JQM basis. 

2. Technician's gloves are not monitored for microbial contamination after the completion of sterile 

operations. Glove finger tips are monitored on~ basis. 

3. Environmental monitoring for non-viable particulates and viable air counts is not perfonned during 

routine sterile operations. Such monitoring is performed (b)(4 ) 

4. Pressme gauges in the IS07 clean room and the ISO 8 Ante Room are not continuously monitored for 

air pressure differentiaL Instead personnel pe1form a of the pressure reading and 

make a record on the Pressure Gauge Log. 
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Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room to 
produce aseptic conditions. 

Specifically, 

1. 	 (b) (4 ) disinfectant cleaner is not sterilized prior to use in cleaning and disinfect the 
ISO 5 hood. 

2. 	 Non-stetile lint free wipes are used by the firm to clean and disinfect the ISO 5 hood. 

OBSERVATION 3 
C lothing ofpersonnel engaged in the processing ofdrug products is not appropriate for the duties they 

perf01m. 


Specifically, 

Gowns/coveralls, facemasks, goggles and bouffant hair nets worn by operators working inside ISO 5 

zones are not sterile. 
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