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MEMORANDUM to FILE

To: NDA 202–153

From: David A. Place, PhD Reviewing Chemist

Through: Eldon Leutzinger, PhD, Chemistry Lead

Through: Eric Duffy, PhD Director, ONDQA Division III

Subject: CMC Comparison of Labeling (Package Insert) and User Manual Documents for RubyFill

Date: December 29, 2014

Background – Jubilant DraxImage has submitted two key Amendments to NDA 202–153 that relate to the 
preparation and use of the Drug Product – both an updated Package Insert as well as a User Manual.

The titles, filenames, DARRTS submissions, and filing dates of these documents are as follows:

 Package Insert 1 14 1 3 Package Insert (clean) (2).doc SDN # 16 9/23/2013
 User Manual user–manual 18MAR2014.pdf SDN # 19 3/25/2014

The Table of Contents of both documents are reproduced on the following pages.
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MEMORANDUM to FILE

To: NDA 202–153

From: David A. Place, PhD Reviewing Chemist

Through: Eldon Leutzinger, PhD, Chemistry Lead

Through: Eric Duffy, PhD Director, ONDQA Division III

Subject: Review Update

Date: December 10, 2014

Background – The following document contains several updates based on the 9/17/2014 Primary CMC review.

Note that the review cover page lists identifies the submission as an ANDA.  After receipt, the submission was 
reclassified as an NDA.  The review was done for the Division of Medical Imaging, not the Office of Generic 
Drugs.

H. Post–Approval Stability Protocol and Commitment – Post-approval, the sponsor proposes to carry out 
 the proposed protocol 

below.

The deletion of this sentence will improve consistency with the actions CMC will recommend to the sponsor.
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   CHEMISTRY REVIEW OF ANDA 202–153 RUBY–FILL DRAXIMAGE

Page 23 of 27

Batch Records – Executed, bilingual batch records have been submitted, fully reflecting the 
manufacturing process and controls.

Satisfactory.

Labeling – The PACKAGE INSERT contains the following black box warning:

Satisfactory.  The Package Insert is equivalent to the reference listed drug.
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   CHEMISTRY REVIEW OF ANDA 202–153 RUBY–FILL DRAXIMAGE

Page 24 of 27

Container Labels – Since Ruby–Fill is radioactive, there are no internal labels.

Outer Main Label – This label is applied to the lead “pig”.  It is general in nature.

Satisfactory.  Note: None of the labeling 
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   CHEMISTRY REVIEW OF ANDA 202–153 RUBY–FILL DRAXIMAGE

Page 25 of 27
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