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Recommend approval from CMC perspective.
There are comments at end of review to be communicated to the applicant.

PRASAD PERI
01/03/2013
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6. SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM): 
    

Is this a SPOTS product?  Yes X No  Not evaluated at time of IQA. 
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7. RELATED REVIEW DOCUMENTS:  
 

a. Drug Master Files listed on 356h form: 
 
DMF 

# 
TYPE HOLDER 

ITEM 
REFERENCED 

LOA DATE COMMENTS 

II 8/07/07 DMF  was last 
reviewed on 
3/29/12 and found 
adequate.  

II 12/02/11 DMF  was 
last reviewed on 
7/28/11 and was 
found to be 
adequate.     

III 1/31/12       

III 2/13/12  

IV   

III 1/1/12  

III 2/6/12  

    
      
      
      
      
 

 

b. Consults Recommended by CMC 
 

CONSULT YES NO COMMENTS: (list date of request if already sent) 
Biometrics  X  
Clin Pharm  X  
EES X  submitted 5/15/2012 
Pharm/Tox X  possibly, e.g., for tox. testing of  impurity 

in hydrocodone (see 3.2.P.5.5., pages 1-2).   
Methods Validation  X  
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