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Address: 699 Trade Center Blvd., Suite A, Chesterfield, MO  63005 
Representative: Lauren Wind, Senior Consultant, The Weinberg Group 
Telephone: 202-730-4101 

 
Name of Reviewer: Erika Pfeiler, Ph.D. 
 
Conclusion: Recommend Approval 
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Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability – Recommend approval on 

the basis of product quality microbiology 
 
B. Recommendations on Phase 4 Commitments and/or 

Agreements, if Approvable – N/A 
 

II. Summary of Microbiology Assessments 
 

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – Product is  

 
 
B. Brief Description of Microbiology Deficiencies – N/A 
 
C. Assessment of Risk Due to Microbiology Deficiencies – N/A 
 

III. Administrative 
 

A. Reviewer's Signature _____________________________ 
     Erika Pfeiler, Ph.D. 
B. Endorsement Block_____________________________ 
     Stephen Langille, Ph.D. 
     Senior Microbiology Reviewer 
 
C. CC Block 

N/A 
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PRODUCT QUALITY MICROBIOLOGY FILING CHECKLIST 

NDA Number: 204078 Applicant: Éclat 
Pharmaceuticals 

Letter Date: July 31, 2012 

Drug Name: Neostigmine 
methylsulfate injection, USP 

NDA Type:  505(b)(2) Stamp Date:  July 31, 2012 

 
The following are necessary to initiate a review of the NDA application: 

 Content Parameter Yes No Comments 
1 Is the product quality microbiology information described 

in the NDA and organized in a manner to allow substantive 
review to begin? Is it legible, indexed, and/or paginated 
adequately?  

X   

2 Has the applicant submitted an overall description of the 
manufacturing processes and microbiological controls used 
in the manufacture of the drug product? 

X   

3 Has the applicant submitted protocols and results of 
validation studies concerning microbiological control 
processes used in the manufacture of the drug product? 

X   

4 Are any study reports or published articles in a foreign 
language?  If yes, has the translated version been included 
in the submission for review? 

 X All records are in 
English. 

5 Has the applicant submitted preservative effectiveness 
studies (if applicable) and container-closure integrity 
studies? 

X   

6 Has the applicant submitted microbiological specifications 
for the drug product and a description of the test methods? 

X   

7 Has the applicant submitted the results of analytical method 
verification studies? 

X   

8 Has the applicant submitted all special/critical studies/data 
requested during pre-submission meetings and/or 
discussions? 

X   

9 If sterile, are extended post-constitution and/or post-
dilution hold times in the draft labeling supported by 
microbiological data? 

X   

10 Is this NDA fileable?  If not, then describe why. X  Based on the 
applicant’s response 
to the IR sent on 
August 27, 2012, the 
application is 
fileable. 
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