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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

Parameter Yes No Comment
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The Applicant proposed a specification of Q = % after 20 minutes for both drug 
substances.

Potential review issues to be forwarded to the Applicant for the 74-day letter:
There are no potential review issues to be forwarded to the Applicant at this time.

RECOMMENDATION: 
From the ONDQA-Biopharmaceutics perspective, NDA 206111 is fileable. The ONDQA 
Biopharmaceutics team will further assess this NDA to determine the acceptability of the 
pivotal bioequivalence studies (1276.6,  and 1276.8), and the proposed dissolution 
method and acceptance criteria.
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