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Product Quality Microbiology Review 
 

21 September 2011 
  
 
NDA:    200-656/N000   
 
Drug Product Name 

Proprietary:   Kabiven and   
Non-proprietary:  Total Parenteral Nutrition in three chamber bag  

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

Submit Received Review Request Assigned to Reviewer 
28 Jan 2011 28 Jan 2011 28 Jan 2011 28 Jan 2011 

25 Apr 2011 (SD 004) 26 Apr 2011 NA NA 
27 July 2011 (SD 008) 27 July 2011 NA NA 

 
Submission History (for amendments only) – NA 
 
Applicant/Sponsor 

Name:    APP Pharaceuticals, LLC  
Address:   1501 East Woodfield Rd 
    Suite 300E  
     Schaumbery Illinois 60173 
Representative: Aparna Dagar Ph.D.  

Sr. Regulatory Scientist 
Telephone:   (847) 969-2706 

 
Name of Reviewer:  Denise A. Miller 
 
Conclusion:  Approve 
 

Reference ID: 3018374

(b) (4)







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

DENISE A MILLER
09/21/2011

JAMES L MCVEY
09/21/2011
I concur.

Reference ID: 3018374





Additional Comments:  
 
Provide method suitability studies for the sterility test. 
Provide method suitability studies for the endotoxin test. 
 
 
 
 
 
Denise A. Miller, Quality Microbiology Reviewer   Date 
 
 
James L. McVey, Quality Microbiology Team Leader   Date 

Reference ID: 2915064
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