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Product Quality Microbiology Review

13 NOV 2013

NDA: 205582

Drug Product Name
Proprietary: (none)
Non-proprietary: Decitabine for Injection

Review Number: 1

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

27 March 2013 27 March 2013 15 April 2013 18 April 2013
02 Nov 2013 04 Nov 2013 05 Nov 2013 05 Nov 2013

Applicant/Sponsor
Name: Sun Pharma Global FZE
Address: Office #43, Block Y, SAIF Zone, P. O. Box # 122304, 

Sharjah, U.A.E.
Representative: Karin A. Kook, PhD

Salamandra, LLC
One Bethesda Center, 4800 Hampden Lane, Suite 900
Bethesda, MD 20814-2998

Telephone: 301-652-6739

Name of Reviewer: Neal J. Sweeney, Ph.D.

Conclusion: Recommended for Approval

Reference ID: 3407023
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PRODUCT QUALITY MICROBIOLOGY FILING CHECKLIST 

NDA Number: 205583  Applicant: Sun Pharma Global Letter Date: 3/25/13 
Drug Name: Decitabine for Inj NDA Type: 505(b)(2) Standard Stamp Date:3/27/13 

 
The following are necessary to initiate a review of the NDA application: 

 Content Parameter Yes No Comments 
1 Is the product quality microbiology information described 

in the NDA and organized in a manner to allow substantive 
review to begin? Is it legible, indexed, and/or paginated 
adequately?  

X  eCTD format 

2 Has the applicant submitted an overall description of the 
manufacturing processes and microbiological controls used 
in the manufacture of the drug product? 

X  DP: filtration  
processing 
Diluent  
sterilization 

3 Has the applicant submitted protocols and results of 
validation studies concerning microbiological control 
processes used in the manufacture of the drug product? 

X  3.2.P.3.5. for both DP and 
Diluent steril
processes 

4 Are any study reports or published articles in a foreign 
language?  If yes, has the translated version been included 
in the submission for review? 

 X  

5 Has the applicant submitted preservative effectiveness 
studies (if applicable) and container-closure integrity 
studies? 

X  C/C integrity for both DP 
and Diluent in both 
Sections 3.2.P.3.5 and 
3.2.P.2.  Single dose, no 
preservative 

6 Has the applicant submitted microbiological specifications 
for the drug product and a description of the test methods? 

X  3.2.P.5.1 (Release) and 
3.2.P.8.1 (Stability) for 
both DP and Diluent. 
Justification of endotoxin 
specs (DP and Diluent) in 
3.2.P.5.6 

7 Has the applicant submitted the results of analytical method 
verification studies? 

X  3.2.P.5.3 sterility and 
endotoxins test verification 
studies for both DP and 
Diluent 

8 Has the applicant submitted all special/critical studies/data 
requested during pre-submission meetings and/or 
discussions? 

N/A N/A No requested Micro studies 
were indicated in the Pre-
NDA meeting minutes. 

9 If sterile, are extended post-constitution and/or post-
dilution hold times in the draft labeling supported by 
microbiological data? 

X  Admix challenge studies in 
3.2.P.2.  Max storage 7 hrs 
at 2ºC-8ºC 

10 Is this NDA fileable?  If not, then describe why. X   
Additional Comments: (none) 
 
Neal J. Sweeney, Ph.D., Reviewing Microbiologist   Date  4/30/2013 
 
Bryan S. Riley, Ph.D., Reviewer/Team Leader    Date 

Reference ID: 3301947

(b) (4)

(b) (4)

(b) (4)
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