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Site 

Extractable
/leachable 

Formulation 
Raw materials 
 

Medium  The leachable 
assessment was 
found adequate by 
DP and P/T review 
teams 

Acceptable  

Facilities Site High All facilities, 
including the DS 
Intermediate site 
are now adequate 

Acceptable  

* The risk table included in the OPQ Review # 1 has been updated and modified based 
on the information submitted in the NDA resubmission 

 
D. List of Deficiencies for Complete Response  
  

N/A 
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