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M E M O R A N D U M 
 

sterile Products: Acceptance Criteria for Pharmaceutical Preparations and Substances for 
Pharmaceutical Use).  These limits include NMT total aerobic microbial count, NMT 

total combined yeasts/molds count, and the absence of Escherichia coli  
 
The Microbial Limits test methods were verified to be appropriate for use with the drug product 
following procedures consistent with those in USP Chapters <61> and <62>.  
 

ADEQUATE 
 
Reviewer Comments – The applicant’s proposal to waive microbial limits testing for product 
release is acceptable.  Microbial Limits testing will be performed as a part of the stability 
program.   
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