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' This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent 4 final Agency determination regarding your compliance. If you 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. If you have any
questxons, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

OBSERVATION1

#

Unauthorized personnel have access to enter areas of the buildings and facilities designated as limited access areas.

Specifically, the access to the chemistry, microbiology, and research & development laboratory located

OBSERVATION 2

Records of the calibration checks and inspections of automatic, mechanical or electronic equipment, including computers or
-related systems are not maintained.

Specifically, the refrigerator temperature logbooks for the B8 industrial size refrigerators located in the
north east corner of building P2 raw material warehouse are not maintained.
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