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Product Quality Microbiology Review 
 

13-MAY-2011 
 

NDA 201-739/N-000 
 
Drug Product Name 

Proprietary:  Epinephrine Auto-Injector 0.15 mg 
 Epinephrine Auto-Injector 0.30 mg 
Non-proprietary:  Epinephrine Injection USP 1:1000 

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

Submit Received Review Request Assigned to Reviewer 

10-MAY-2011* 10-MAY-2011 N/A N/A 
10-MAY-2011* 10-MAY-2011 N/A N/A 
05-MAY-2011 05-MAY-2011 N/A N/A 
29-APR-2011 29-APR-2011 N/A N/A 
29-SEP-2010 29-SEP-2010 10-NOV-2011 10-NOV-2011 

*Two amendments pertaining to microbiology quality, Supporting Documents 38 and 39, were received on 
10-MAY-2011.  As noted in Remarks items 4 and 5, these are referred to in the Review as the “10-MAY-
2011a” and “10-MAY-2011b” Amendments, respectively. 

 
Applicant/Sponsor 

Name:  Intelliject, Inc. 
Address:  111 Virginia Street 
 Richmond, VA  23219 
Representative:  Joy K. Vander Wall 

Senior Director, Regulatory Affairs 
RRD International, LLC 

Telephone:  301-762-6100 X119 
 
Name of Reviewer:  Steven Fong, Ph.D. 
 
Conclusion: CMC-Microbiology recommends APPROVE. 
 

Reference ID: 2946423
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STEVEN E FONG
05/13/2011
Recommended for approval from a microbiology quality standpoint.

JOHN W METCALFE
05/13/2011
I concur.
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