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4.

5. Provide a description of the growth media used for environmental monitoring.  Confirm that 
personnel monitoring plates are incubated at a minimum of 48 hours at 32.5±2.5oC or 72 hours at 
22.5±2.5oC.

6. Describe the  container closure system.  
7. Provide the sterility test and endotoxin test method verification studies.  
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