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Product Quality Microbiology Review 
Consult review for HFD-550 

 
3 SEPTEMBER 2002 

 
 
NDA/ANDA: NDA 13-422/SCS034 & supplements to 7 other 

NDAs listed in Tables 1. 
 
Name of Drug:  Maxidex� 
 
Review Number:  1 
 
Submission Date:  June 13, 2002 
 
Applicant:   Alcon 
 
Name of Reviewer: Vinayak Pawar 
 
Conclusion:   Based on the data provided, the NDA 

applications are approvable pending 
resolution of the issues listed in Section H of 
Product Quality Microbiology Assessment. 
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Executive Summary 
 

I. Recommendations 
 

B. Recommendation on Phase 4 Commitments and/or 
Agreements, if Approvable  NA 

 
II. Summary of Microbiology Assessments 

 

B. Brief Description of Microbiology Deficiencies 
See Section H of Product Quality Microbiology Assessment. 

 
C. Assessment of Risk Due to Microbiology Deficiencies- 

   Minimal 
 

III. Administrative 
 

A. Reviewer’s Signature _______________________________ 
 
B. Endorsement Block 

Vinayak Pawar/3 September, 2002 
Peter H. Cooney/ 

(b) (4)

(b) (4)
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C. CC Block 

cc: 
Original NDA 13-422/SCS034 & Others 
HFD-550/Division File/Raphael Rodriguez 
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Full as B4 (CCI/TS) Immediately 
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