
 

-1- 

Health
Canada

Santé
Canada

 

 

Section 12 Notice  Additional Information Required as a Post-Market 

Requirement 
 

 

  

  

  

  

 
 

 

 

  

 

 

PART 2  CHEMISTRY REQUIREMENTS FOR THE REGISTRATION OF 

A TECHNICAL GRADE OF ACTIVE INGREDIENT (TGAI) OR 

AN INTEGRATED SYSTEM PRODUCT 

 

DACO:  2.13.3 

Title:   Batch Data 

 

Post-market 

Requirement:  GLP-compliant five-batch data representing commercial-scale 

production at the approved manufacturing site will be required as 

post-market information after registration. The analysis is to include 

the active ingredient and solvents/impurities of concern as 

applicable, determined at appropriate levels of method sensitivity. 

 

Product Name:  Famoxadone Technical

Registration Number:  27436

Application Number:  2023-0581

PMRA #:  3597111

Issued on:  2024-07-02

During the registration period which has been granted to  December 31,  2029, the following 

information is to be generated and must be provided to the Pest Management Regulatory Agency

by  September 30, 2028,  and should indicate the DACO numbers specified. A partial response to 

the outlined  data requirements  will not be accepted.


