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Product Quality Microbiology Review 

2/04/2013 

NDA 205029 
 
Drug Product Name 

Proprietary:  
Non-proprietary: Epinephrine Injection, USP 

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

Submit Received Review Request Assigned to Reviewer 
12/04/2012 
2/04/2013 

12/04/2012 
2/04/2013 

12/17/2012 
N/A 

12/20/2012 
N/A 

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

Name: Belcher Phamaceuticals, LLC 
Address: 6911 Bryan Dairy Road, Suite 210, Largo FL 33777 
Representative: Mihir Taneja 
Telephone: 727-471-0850 Ext. 250 

 
Name of Reviewer: Steven P. Donald, M.S. 
 
Conclusion: Recommended for Approval 
 

Reference ID: 3262531

(b) (4)
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Reviewing Microbiologist      Date 

Stephen Langille, Ph.D.      1/02/2012 
Microbiology Secondary Reviewer     Date   
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