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7. 

Are drug substance 
manufacturing sites identified on 
FDA Form 356h or associated 
continuation sheet?  For each site, 
does the application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person.  

• Is the manufacturing 
responsibility and function 
identified for each facility?, and 

• DMF number (if applicable) 

Yes   

8. 

Are drug product manufacturing 
sites are identified on FDA Form 
356h or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, and 

• DMF number (if applicable) 

Yes   
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33. Have the immediate container 
and carton labels been provided? Yes   
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CMC and Pharm/tox team 
• All sites were submitted in EES  
 

Liang Zhou 6--27-2012 

Name of  
CMC Lead / CMC Reviewer Date 
Division of Pre-Marketing Assessment # 1 
Office of New Drug Quality Assessment 

 

{Janice Browm} 6-27-2012 

Name of  
CMC Lead Date 
Division of Pre-Marketing Assessment # 1 
Office of New Drug Quality Assessment 
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