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Submission Backgroud 
 
This submission contains sponsor’s responses to the Complete Response (CR) letter that was 
issued on September 29, 2010. In this submission, Teva Pharmacetuicals is addressing all 
deficiencies and information requests identified by the Agency in the Complete Response (CR) 
letter. PDUFA goal date is August 20, 2012. There is no additional clinical study submitted in 
this resubmission.  
 
Conclusions and Recommendation 
As the submission does not contain any additional clinical study, there is no additional statistical 
comment provided for this resubmission. Please refer to the Dr. Lu’s statistical report for the 
statistical comments for the original submission.   
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