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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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of experiment (DoE) studies. But, there are no actual data or models are specifically  provided. 
The team will  further evaluate it with this regard   

• The chemical structure  should be evaluated as the applicant claimed 
• All sites for DS, DP and testing are already submitted into EES 
• The statistical consult may need to be sent for  the stability of DS and DP sections (refer to 

ICHQ1Dand ICHQ1E).  
• No test for the microbial limit testing is proposed and this will be a review issues since DP might 

be moisture sensitive.   
•  test and control need to evaluated with low solubility and strength tablets. The 

process should closely inspected including  stage.  
• Heavy metal test, the applicant may test for ten batches as post-approval commitment.  
• The CMC team review is recommended since this is designated as a priority NDA, 

 

Liang Zhou 8-29-2012 

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

 

{ Nallaperum,  Chidambaram} 8-29-2012 

Name of  
Branch Chief Date 
Division of Pre-Marketing Assessment # 1 
Office of New Drug Quality Assessment 

Reference ID: 3183129

(b) (4)

(b) (4)



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

LIANG ZHOU
08/31/2012

NALLAPERUM CHIDAMBARAM
08/31/2012

Reference ID: 3183129








