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M E M O R A N D U M 
 

The applicant performed microbial limit testing on the three drug product registration batches.  
Data are well within limits suggested in USP<1111> and presented in table 4 (copied from table 
3.2.P.2.5-3 of the submission). 
 
Table 4.  Microbial Limits Testing of Drug Product Registration Batches. 
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(b) (6)



M E M O R A N D U M 
 

 
 

ADEQUATE 
 
Reviewer Comments – The applicant’s proposal to waive microbial limits testing for product 
release and stability is acceptable.   
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