Release notes for version 8.1 of the EU eCTD M1

Validation Criteria (minor correction)
September 2024

Comparison of the new minor version (8.1*) with the current version (8.0)

Criterion number in Change

8.1

3.3 3.3 - Updated the description and added the example for the current
checksum

4.3 4.3 - Updated the description and added the example for the current
checksum

5.3 5.3 - Updated the description and added the example for the current
checksum

6.3 6.3 - Updated the description and added the example for the current
checksum

16.BP11 16.BP11 - Update the folder from 1.3 to 1.3.1 and more details added for

the procedures that it is applicable to (i.e. Centralised Procedure only).



