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MICROBIOLOGY REVIEW(S) 



Product Quality Microbiology Review 
 

27 September 2011 
  

 
NDA: 22-496/N-000  
 
Drug Product Name 

Proprietary:  Exparel™ 
Non-proprietary:  bupivacaine extended-release liposomal  
 injection 

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

Submit Received Review Request Assigned to Reviewer 
28 September 2010 28 September 2010 14 October 2010 20 October 2010 
08 November 2010 09 November 2010 - - 
23 November 2010 24 November 2010 - - 
01 February 2011 01 February 2011 - - 
09 February 2011 09 February 2011 - - 

17 March 2011 17 March 2011 - - 
18 April 2011 18 April 2011 - - 
27 April 2011 27 April 2011 - - 
13 May 2011 13 May 2011 - - 
25 May 2011 25 May 2011 - - 
01 July 2011 01 July 2011 - - 
15 July 2011 15 July 2011 - - 
25 July 2011 25 July 2011 - - 

 
Submission History (for amendments only): N/A 
 
Applicant/Sponsor 

Name:  Pacira Pharmaceuticals, Inc. 
Address:  10450 Science Center Dr. 
 San Diego, CA 92121 
Representative:  Dwain K. Allen 
 Director, Regulatory Affairs 
Telephone:  858-625-2424 (ext. 3262) 

 
Name of Reviewer:  Robert J. Mello, Ph.D. 
 
Conclusion:  The application is recommended for 
 approval from microbiology product quality 
 standpoint. 

Reference ID: 3021894









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

ROBERT J MELLO
09/28/2011

JOHN W METCALFE
09/28/2011
I concur.

Reference ID: 3021894
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

ROBERT J MELLO
11/08/2010

JOHN W METCALFE
11/09/2010
I concur.

Reference ID: 2861539




