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Canada Canada

Section 12 Notice

Product Name:

Additional Information Required as a Post-Market
Requirement

AVODIGEN

Registration Number: 33311
Application Number: 2017-1727

PMRA:

3421585

During the registration period which has been granted to December 31, 2026, the following
information is to be generated and must be provided to the Pest Management Regulatory Agency by
March 1, 2023 and should indicate the DACO numbers specified. A partial response to the outlined
Terms and Conditions will not be accepted.

PART 0 INDEX

DACO: 0

Title: Index

Required Data: Please submit an electronic index of the data package submitted in
response to this letter. Please refer to Regulatory Directive 2006-05,
Requirements for Submitting Data Index, Documents and Forms, for
additional information.

PART M2 PRODUCT CHARACTERIZATION AND ANALYSIS

DACO: M.2.10.1

Title: Active Ingredient or MPCA

Deficiency: Guarantee data were provided only for pilot-scale batches of the EP
prepared at a site that is not a listed formulator. Guarantee data were not
provided on commercial-scale batches of the EP formulated by the listed
formulators.

Required Data: Provide guarantee data on five commercial-scale batches of the end-

use product from each of the formulating sites.
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