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Producer of Non Steri le D'rug Product 

This document lists observations made by the FDA representativc(s) during the inspection ofyour facil ity. They arc inspectional 
observations, and do not represent a final Agency determination regarding your cornpl iancc. [ f you have an objection rcgru·ding an 
observation, or have implemented, or plan to implement, corrective action in response lo an observation. you may discuss the objection or 
action with the FDA reprcsentative(s) during the inspection or submit this infonnation to FDA at the address above. If you have any 
4ucstions. please contact FDA at the phone number a.nd address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION l 

You used a non-pharmaceutical grade component in the formulation of a drug product. 

Specifically, on 07/24/2018, I observed a compounding techn iciar\ use_(b) (4 ) 
I

~Q. Ollc>.,11Tw 
[(b) (4 ) as an ingredient based on your formulation.reciffe to produce[(b ) (4 ) j s uppos itories. 

Additionally, the same ~b) (4) J is used to produce Nystatin 

Vaginal [(b) (4 ) Units suppositories. 

SEE REVERSE 
OF THIS PAGE 

EMPLOYEE($) SICNAT\.JllE 

Tonia F Bernard, Tnvestiqator 
01\'lE ISSUSO 

7/26/2018 




