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25 November 2025 Tightening of specification limits of an excipient.
Minor changes to an approved test procedure for an excipient.

14 October 2025 Harmonisation of the quality dossier.
08 August 2025 Substantial changes in the updated version of the ASMF.
23 July 2025 Addition of a new specification parameter to the specification 

with its corresponding test method.
Addition of a new specification parameter to the specification 
with its corresponding test method.
Addition of a new specification parameter to the specification 
with its corresponding test method.
Deletion of a test procedure for the active substance.
Deletion of a non-significant specification parameter of an 
active substance.
Editorial changes to part 2 of the dossier if inclusion in an 
upcoming procedure concerning part 2 is not possible.
Editorial changes to part 2 of the dossier if inclusion in an 
upcoming procedure concerning part 2 is not possible.

20 May 2025 Submission of mock ups.
09 April 2025 Submission of a new Ph. Eur. certificate of suitability for a 

starting material used in the manufacturing process of the 
active substance.

 


