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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Clothing of personnel engaged in the manufacturing of chug products is not appropriate for the duties 

they perfo1m . 

Specifically, on 04/16/2018 we observed a sterile phaimacy technician in the ISO 7 ai·ea with their neck 

skin clearly visible due to improper gowning. The technician went into the ISO 8 area to fix the 

gowning, and returned to the ISO 7 after spraying gloved hands with[(t5) (4) ,but without 

replacing gloves. Additionally, the safety goggles used by all sterile technicians and the supervising 
phaimacist in the ISO 7 compounding ai·eas, and working in the ISO 5 laminar flow hoods, have [(o) (4 ~ 

[(6) (~) I that may allow contamination of the aseptic compounding 

area. 
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