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TYPE ESTABUSHMENT !NbPECTED 

Producer of non-sterile drug products 

This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. Ifyou have an objection regarding ao 
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 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Each batch ofdrug product required to be free ofobjectionable microorganisms is not tested through appropriate laboratory 
testing. 

Specifically, your firm does not test non-sterile drug products for the presence ofobjectionable 
microorganisms prior to distribution 

OBSERVATION 2 

Laboratory controls do not include the establishment ofscientifically sound and appropriate specifications designed to assure 
that drug products conform to appropriate standards ofidentity, strength, quality and purity. 

Specifically, there are no established specifications for microbial limits for the non-sterile drug products 
prepared by your firm. 

OBSERVATION 3 

Testing and release ofdrug product for distribution do not include appropriate laboratory determination ofsatisfuctory 
cooforrnance to the final specifications and identity and strength ofeach active ingredient prior to release. 

Specifically, your firm does not test each batch of finished drug product prior to distribution. For 
example, for the last 3 months your firm prepared non-sterile drug products, such as progesterone
creams, testosterone capsules, and buprenorphine troches, and distributed them without testing to 
determine conformance with potency. 
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