
 
 
 

CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

022396Orig1s000 
 
 

MICROBIOLOGY / VIROLOGY REVIEW(S) 



Product Quality Microbiology Review 

02 August 2010 

NDA:  22-396/N-000 

Drug Product Name 
Proprietary:  Dyloject™

Non-proprietary:  Diclofenac sodium injection. 

Review Number:  1. 

Dates of Submission(s) Covered by this Review 
Submit Received Review Request Assigned to Reviewer 

02 DEC 2009 03 DEC 2009 23 DEC 2009 30 DEC 2009 
08 APR 2010 08 APR 2010 N/A N/A 

Applicant/Sponsor 
Name:  Javelin Pharmaceutical, Inc. 
Address:  125 Cambridge Park Dr. 

Cambridge, MA. 02140 
Representative:  Roberta Tucker 
Telephone:  508-842-9339 

Name of Reviewer:  John W. Metcalfe, Ph.D. 

Conclusion:  Recommend approval. 































Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-22396 ORIG-1 HOSPIRA INC diclofenac sodium injection

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

JOHN W METCALFE
08/02/2010
Recommended for approval on the basis of Product Quality Microbiology.

BRYAN S RILEY
08/02/2010
I concur.





Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-22396 ORIG-1 JAVELIN

PHARMACEUTICA
LS INC

diclofenac sodium injection

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

JOHN W METCALFE
01/25/2010

STEPHEN E LANGILLE
01/25/2010




