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

MARK R SEGGEL
02/02/2012
I recommend approval of NDA 22-572.

RAPTI D MADURAWE
02/02/2012

Reference ID: 3081331
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signature.
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MARK R SEGGEL
12/15/2010

STEPHEN P MILLER
12/16/2010
I concur - this NDA cannot be recommended for approval from the CMC perspective at this time

Reference ID: 2878662
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MARK R SEGGEL
12/09/2010

STEPHEN P MILLER
12/09/2010
I concur - from the CMC perspective, this application can NOT be recommended for approval at
this time.

Reference ID: 2875297
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NDA-22572 ORIG-1 MOBIUS

THERAPEUTICS
Optomycin Kit for Ophthalmic Use
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LINDA L NG
08/16/2010

STEPHEN P MILLER
08/20/2010





PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA 22-572 (ONDQA) 

File name: N22572 NDA Filing.doc Page 2 
Version Date: 05132009 

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  Clarification has to be made via communication 
between ONDQA PM and applicant 

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) 

  

Clarification has to be made via communication 
between ONDQA PM and applicant.  Information 

appeared to be contradictory, e.g., sterlizers vs 
testing sites 
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