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03 July 2026 Alignment of the product information with version 9.0* of

the QRD templates and national product information
template v.3.

17 September 2025

Change(s) in the name or address or contact details of a
qualified person for pharmacovigilance (QPPV). (NI)
Introduction of a summary of the PSMF or changes to
the summary of the PSMF not already covered
elsewhere in this Annex. (NI)

13 July 2020

Submission of a new Ph. Eur. certificate of suitability for
an active substance from a new manufacturer.
Introduction of a re-test period of the active substance.

16 November 2018

Change in RMS from UK to ES.

08 November 2018

Renewal - UK as RMS

25 May 2017

Submission of a new Ph. Eur. certificate of suitability for
an excipient from a new manufacturer
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