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Producer of Drug Products 

This document lists observations made by the FDA representativc(s) during the inspection ofyour facil ity. They are inspcctional 
observations, and do not represent a 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. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

You produced hazardous drugs without providing adequate containment, segregation, cleaning ofwork 

surfaces, cleaning of utensils and cleaning of personnel to prevent cross-contamination. 

Specifically, your firm produces hormone drug products and uses (b) (4) cleaning solution to clean the equipment 
and utensils. There is no assurance tha((b) (4 )j cleaning solution removes any residues of hazardous drug 
materials of the working surface and utensils which could potentially affe.ct the safety, identity, quality, or purity 
of drug products produced using shared equipment. For example, your firm produces hormone drug products such 
as Estradiol Sublingual 0.5 mg/0.05 ml Drop, Progesterone E4M 50 mg Capsule, Testosterone 2% Jb) (4) I 
Estradiol/Progesterone Versabase o.5 mg/25 mg/ml, Testosterone Versabase 10%, and Testosterone base (yam) 
Troche, and any other hormone drug products. 
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