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2014v6 08/06/14 

Product Quality Microbiology Review 
 

September 15, 2016 
 
 
NDA: 202153 
 
Drug Product Name 

Proprietary:  Ruby-Fill® (Rubidium Rb-82 Generator) 
Non-proprietary:  N/A 

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

Submit Received Review Request Assigned to Reviewer 
12/28/2015 12/30/2015 N/A 1/7/2016 
6/11/2016 6/15/2016 N/A 6/15/2016 
8/16/2016 8/17/2015 N/A 8/17/2016 

 
Applicant/Sponsor 

Name:  Jubilant DraxImage Inc. 
Address:  16751 Trans-Canada Highway 
    Kirkland, Quebec 

  Canada H9H4J4  
Representative:  Susan P. Spooner, Ph.D. 
Telephone: 919-745-2492 
Fax:  513-763-7628 
 

Name of Reviewer:  Yeissa Chabrier-Roselló, Ph.D. 
 
Conclusion:  The submission is recommended for approval on the basis of 
sterility assurance. 
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Product Quality Microbiology Assessment 
The subject NDA resubmission (submitted December 30, 2015) provides responses to the 
product quality and the infection control for the subject drug product. For the purpose of 
this review, only the deficiencies and/or relevant deficiency parts that pertain to the 
microbiology assessment/sterility assurance of the subject drug product are reviewed 
below. The deficiencies, which are italicized below, were drafted by the original CDRH 
reviewer and conveyed to the firm in the Agency’s 12/18/2014 complete response letter. 
Additionally, the information requests sent on 5/26/2016 and July 2016 and the 
corresponding responses are reviewed at the end of this document. 
 

16 Pages have been Withheld in Full as B4 (CCI/TS) immediately following this page 

(b) (4)
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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/
----------------------------------------------------

JESSICA COLE
07/22/2015

STEPHEN E LANGILLE
07/22/2015

Reference ID: 3796170





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

JESSICA COLE
04/16/2015

STEPHEN E LANGILLE
04/17/2015

Reference ID: 3733538



2013v3 06/21/13

Product Quality Microbiology Review

December 15, 2014

NDA: 202153

Drug Product Name
Proprietary: N/A
Non-proprietary: Rubidium Rb 82 Chloride for Injection 

Review Number: #3

Dates of Submission(s) Covered by this Review
Submit Received Review Request Assigned to Reviewer
9/23/13 9/24/13 N/A 4/11/14

Submission History (for ANDA amendments only): N/A
Submit Date Microbiology Review # Review Date(s)

6/18/10 1 11/1/2010
5/18/11

2 5/27/11
8/29/11

Applicant/Sponsor
Name: Jubilant Draximage Inc.
Address:  16751 TransCanada Highway, Kirkland, Quebec, Canada 
H9H 4J4

U.S. Agent
Name: Greg Hockel and Dr. Norma LaFrance 
Address:  7361 Calhoun Place Suite 500, Rockville, MD 20855-2765
Telephone: (301) 926-6148/(514) 235-8754; Fax: (30) 838-3182/(514) 
694-9295

Name of Reviewer: Dupeh Palmer, Ph.D.

Conclusion: The submission is recommended for approval on the basis of 
sterility assurance.

Reference ID: 3673024









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

DUPEH G Palmer-Ochieng
12/15/2014

EILEEN T MONAGHAN
12/17/2014

MARLA K STEVENS RILEY
12/17/2014

LYNNE A ENSOR
12/17/2014

Reference ID: 3673024



Product Quality Microbiology Review 
 

May 27, 2011 
 
 
ANDA: 202153 
 
Drug Product Name 

Proprietary:  N/A 
Non-proprietary:  Rubidium Chloride Rb 82 Generator 

 
Review Number:  #2 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
5/18/2011 5/19/2011 N/A 5/23/2011 

8/29/11 9/1/11 N/A 9/2/11 
 
Submission History (for amendments only): N/A 

Submit Date Microbiology Review # Review Date(s) 
06/18/2010 1 11/1/2010 

 
Applicant/Sponsor 

Name:   Draximage 
Address:  16751 Trans Canada Highway,  
   Kirkland, Quebec, Canada H9H 4J4 
 
U.S. Agent: Kendle International Inc. 
   7361 Calhoun Place Suite 500 
   Rockville, MD 20855-2765 
 
Representative: Hari Nagaradona, Director Regulatory Affairs 
Telephone:  (301) 296 1370 

 
Name of Reviewer:  Dupeh Palmer Ph.D. 
 
 
Conclusion:  The submission is recommended for approval on the basis of 
sterility assurance. 
 

Reference ID: 3015952
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Product Quality Microbiology Assessment 
The subject amendment provides a response to the microbiology deficiencies conveyed to 
the applicant in the Agency’s March 1, 2011deficiency letter. The original deficiencies 
are italicized. Additionally, the amendment contains requested information submitted in 
the 8/29/11 amendment.  

Reference ID: 3015952

(b) (4)

11 Pages have been Withheld in Full as B4 (CCI/TS) immediately following this page 



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

DUPEH G Palmer-Ochieng
09/16/2011

ELIZABETH T MCNEAL
09/16/2011
Checked file and submission links. All correct. Thos application in not in RFS.

NEAL J SWEENEY
02/28/2012

LYNNE A ENSOR
02/29/2012

Reference ID: 3015952



Product Quality Microbiology Review 
 

November 1, 2010 
 
 
ANDA: 202153 
 
Drug Product Name 

Proprietary:  N/A 
Non-proprietary:  Rubidium Chloride Rb 82 Generator 

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

Submit Received Review Request Assigned to Reviewer 
06/18/2010 06/30/2010 N/A 10/29/2010 

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

Name:   Draximage 
Address:  16751 Trans Canada Highway,  
   Kirkland, Quebec, Canada H9H 4J4 
 
U.S. Agent: Kendle International Inc. 
   7361 Calhoun Place Suite 500 
   Rockville, MD 20855-2765 
 
Representative: Hari Nagaradona, Director Regulatory Affairs 
Telephone:  (301) 838-3120 

 
Name of Reviewer:  Dupeh Palmer Ph.D. 
 
 
Conclusion:  The submission is not recommended for approval on the 
basis of sterility assurance. 
 

Reference ID: 2882025
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2. REVIEW OF COMMON TECHNICAL DOCUMENT-

QUALITY (CTD-Q) 
MODULE 1 
 
A. PACKAGE INSERT  

 
Storage temperature: oC; Route of administration: IV; Container:  
Single dose administered with additive free 0.9% Sodium Chloride 
Injection. Due to the short half-life of Rb-82, most of the radioactivity in 
the eluate decays within  minutes from the end of elution. 
 

Acceptable 
 

Reference ID: 2882025

(b) (4)

(b) 
(4)

(b) 
(4)
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Please clearly identify your amendment to this facsimile as “RESPONSE TO 
MICROBIOLOGY DEFICIENCIES”.  The “RESPONSE TO MICROBIOLOGY 
DEFICIENCIES” should also be noted in your cover page/letter. 

 
 
Sincerely yours, 

 
{See appended electronic signature page} 
 
Lynne A. Ensor, Ph.D. 
Microbiology Team Leader 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

 
 

 

Reference ID: 2882025



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

DUPEH G Palmer-Ochieng
12/22/2010

ELIZABETH T MCNEAL
12/22/2010
Checked file and submission link. Both correct.

LYNNE A ENSOR
01/03/2011

Reference ID: 2882025




