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MICROBIOLOGY REVIEW(S) 



 

 

Product Quality Microbiology Review 

February 28, 2012 

NDA: 203491 
 
Drug Product Name 

Proprietary: Not Applicable 
Non-proprietary: Nepafenac Ophthalmic Suspension, 0.3% 

 
Review Number: 1 
 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
12/15/2011 12/16/2011 1/04/2012 1/04/2012 
2/13/2012 2/14/2012 N/A 2/14/2012 
5/07/2012 5/07/2012 N/A 5/07/2012 

 
 
Submission History (for amendments only): None
 
Applicant/Sponsor

Name: Alcon Research , Ltd. 
Address: 6201 South Freeway, Fort Worth, TX 76134 
Representative: Norma Schafer, Senior Manager, Regulatory Affairs 
Telephone: 817-293-0450 

 
Name of Reviewer: Steven P. Donald, MS 
 
Conclusion: Recommended for approval. 
 

Reference ID: 3136525







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

STEVEN P DONALD
05/25/2012

BRYAN S RILEY
05/28/2012
I concur.
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Reference ID: 3102194

APPEARS THIS WAY ON ORIGINAL



Reference ID: 3207369







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

STEVEN P DONALD
01/13/2012

STEPHEN E LANGILLE
01/17/2012

Reference ID: 3071685




