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D. Comments/Recommendation:  
 

The application is acceptable for filing from CMC perspective.  The major CMC review 
issues with this NDA are related substances, dosage form, viscosity acceptance criterion, 
and drug product container/closure qualification. 
 
Drug substance manufacturing site is located in   Drug product manufacturing site is 
located in the U.S.  GMP inspection requests have been submitted. 
 

      Shulin Ding, Ph.D. 
      CMC Lead 
 
      Moo-Jhong Rhee, Ph.D. 
      Chief, Branch IV 
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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) 

x  . 

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) 

x   

Reference ID: 3207956













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

SHULIN DING
10/24/2012

MOO JHONG RHEE
10/24/2012
Chief, Branch IV

Reference ID: 3207956




