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22 December 2024 Submission of updated CEP for the manufacture of an 
active substance.

22 December 2024 Submission of updated CEP for the manufacture of an 
active substance.

22 December 2024 Submission of an updated CEP for the manufacture of an 
active substance.

19 December 2022 Other changes to the active substance: - Substantial 
changes in the updated version of the ASMF or the 
active substance part of the dossier.

19 July 2022 Updated certificate of suitability from an already 
approved manufacturer.

01 June 2022 Deletion of a certificate of suitability for an active 
substance.

01 June 2022 Deletion of a certificate of suitability for an active 
substance.

01 June 2022 New certificate of suitability for an active substance from 
a new manufacturer.

31 May 2022 Submission of a new Ph. Eur. certificate of suitability for 
an active substance from an already approved 
manufacturer.

31 May 2022 Deletion of manufacturing site for an active substance.
04 July 2019 Submission of an updated Ph. Eur. certificate of 

suitability for an active substance from an already 
approved manufacturer.

29 November 2018 Submission of a new Ph. Eur. certificate of suitability for 
an active substance from an already approved 
manufacturer.

17 August 2018 Updates to the SPC following a periodic safety update 
report.

24 July 2018 Update to the active substance master file.
04 January 2018 Submission of a new Ph. Eur. certificate of suitability for 

an active substance.
14 June 2017 Renewal
20 January 2017 Addition of a new Ph. Eur. certificate of suitability for an 

active substance from a new manufacturer.
05 June 2013 Introduction of a new manufacturer of the active 

substance.
24 January 2013 Submission of an updated certificate of suitability.


