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 if you so desire. 

Microbiology Reviewer Comment #2.
Reference is made to the bacterial endotoxins inhibition/enhancement
verification study provided in Module 3.2.P.5.3.1.4.  We note that only one 
product lot (R107-002) was tested, and that a statement of endotoxin recovery 
confirmation (rather than a data set from this testing) was provided in the 
NDA.

Provide data sets from bacterial endotoxins inhibition/enhancement 
verification testing of three lots of the subject drug product. 

 
A response to this request for information was submitted to the NDA on 31 May 
2012.  The responses are summarized and reviewed in appropriate sections of this 
review. 
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