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Post Authorisation Assessments
For details of post authorisation assessments prior to 1st January 2021, 

please refer to the EMA website.
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• 21 April 2023 Change in the name or address or contact details of a 
qualified person for pharmacovigilance.

• 25 February 2022 Changes to the labelling and/or package leaflet.
• 21 January 2022 Deletion of a non-significant specification parameter of 

the finished product.
Replacement to a test procedure for the finished 
product. 

• 25 March 2021 Change in the QPPV of an existing pharmacovigilance 
system as described in the DDPS.

https://www.ema.europa.eu/en

