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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTAT1VE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND 00 NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECT1\IE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION IMTH THE FDA REPRESENTATIVE($) DURING TliE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT TliE ADDRESS ABOVE. IF 
YOU HAVE /WY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER ANO ADDRESS ABOVE. 

DURING Afl INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: 

Observation l 
Disinfecting agents and cleaning wipes used in the ISO 5 classified aseptic processing areas were not sterile. 

Specifically, your~) ( 4) I and[(l:>) ( 4) I used (b) (4) for the disinfection/cleaning of your sterile 
compounding hood is not sterile. The hood is used for compounding steri le drug products. 
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