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Post Authorisation Assessments
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19 June 2025 RA strategy to facilitate more controlled revocation of 
the MAs for GB in a next stadium.

25 March 2025 Introduction of a summary of the PSMF or changes to 
the summary of the PSMF not already covered 
elsewhere in this Annex. (NI)

19 January 2025 Change(s) in the name or address or contact details of 
a qualified person for pharmacovigilance (QPPV). (NI)

10 December 2024 Change(s) in the name or address or contact details of 
a qualified person for pharmacovigilance (QPPV). 
(GB)

18 April 2024 Changes in the name or address or contact details of 
a qualified person for pharmacovigilance (QPPV). (NI)

05 May 2021 Change in the QPPV of an existing pharmacovigilance 
system as described in the DDPS.

04 October 2018 Change in RMS from UK to BE. 
27 May 2011 Renewal – UK as RMS
22 July 2010 To change the QPPV.

To change the contact details of the QPPV.
To change the back-up procedure of the QPPV.
To change a DDPS following the assessment of the 
same DDPS in relation to another medicinal product of 
the same MAH.


