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This document lists observations made by the FDA representativc(s) during the inspection ofyour fa~ility. They arc inspecdonal 
observations, and do not represent a final Agency determination regarding your compliance. Ifyou have an objection regarding an 
observation, or have imple~ncnted, or plan to implement> corrective action in response to an observation, you may discuss the objection or 
action with tl1e FDA representative(s) during the inspection or submit this information to PDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number cmd address above. 
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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

All your required records do not include the time of the activity that the records reflect. 

Specifically, during the current inspection your ftnn did not include the time ofactivity on rodent and fly monitoring records. 

OBSERVATION 2 

All required records do not have the signature or initials of the person performing tl1e operation or creating the record. 

Specifically, during the current inspection your fum did not include the initials of the person performing the operation on fly 
monitoring records. ~ 

OBSERVATION 3 

Your written SE plan does not bear a date and carry the signature(s) and not the initials ofthe person(s) who administer the 
plan. 

Specifically, during the current inspection your ftrm did not have date and signatures ofpersons who administer the plan. 
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