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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 a final Agency detennination regarding yom· compliance. If you have an objeciion regarding an 
observation, or have implemented, or plan to implement, con-ective action in response to an observation, you may discuss the objection or 
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DURING AN INSPECTION OF YOUR FIRM I OBSERVED : 

OBSERVATION 1 
Disinfecting agents and used in the ISO 5 classified aseptic processing areas were not sterile. 

Specifically, 

Per SOP 02-04.02 "Cleaning and Disinfecting of the Sterile Compounding Area" deaning agents used in the ISO 
classified work areas are desc1ibed as an 'i (o) :(4) or J (o) (Lt-) I 
_ .. however, during review of the cleaning agent '1 ___ {b) {~) ____ , it was 
confim1ed the agent is not sterile. 
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