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15 October 2025 Substantial changes in the updated version of the ASMF.

27 December 2024

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

02 September 2024

Change in the composition of the non-sterile finished
product — addition of a component of the flavouring.

04 May 2024 Addition of a site of batch control testing and batch
release.
Addition of a site of primary packaging for the finished
product.
Addition of a site of secondary packaging for the finished
product.

04 May 2024 Change in the holding time for the bulk product.
Change to in-process tests or limits applied during
manufacture of the finished products.
Change in the in-process tests and limits applied during
manufacture of the finished product.
Addition of a site of manufacture for the finished product.

05 July 2021 Extension of the active substance.

02 October 2020 Deletion of a packaging site.

31 July 2020 Renewal - UK as CMS

15 August 2019 Introduction of a new pharmacovigilance system.

30 September 2016

Approval of previously unseen mock-ups.

01 September 2015

Addition of a batch release site, and a secondary
packaging site.
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