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Directorate

Post Authorisation Assessments
For details of post authorisation assessments prior to 15t January 2021,
please refer to the EMA website.

Incurin 1 mg Tablet
Vm 01708/5038

29 December 2025 Off alignment of the product information with version 3 of the QRD
template.
Editorial updates and corrections to SPC, Labelling and Package
Leaflet.

01 December 2024 One-off alignment of the product information with version 9.0* of the
QRD templates.

11 June 2024 Change in qualitative or quantitative composition of the immediate
packaging for a solid pharmaceutical form for a finished product.

30 March 2022 Changes to the labelling.

20 December 2021 Deletion of manufacturing site for a finished product.

23 November 2021 Minor change in the manufacturing process of the finished product.

20 May 2021 Submission of a new Ph. Eur. certificate of suitability from an already
approved manufacturer.



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

