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e | 07 December 2023

Implementation of changes which require to be further
substantiated by new additional data to be submitted by
the MAH.

e | 14 August 2023

To add a new supplier for trypsin. (GB)

e | 17 April 2023

To add a new supplier for trypsin (NI only)

e | 13 January 2023

Change in the specification parameters or limits of an
active substance.

e | 17 August 2022

Change in the specification parameters or limits of an
active substance.

e | 18 June 2021

Renewal — UK as CMS

e | 13 October 2020

Change in the manufacturing process of the active
substance.

e | 05 March 2020

Change in the contact details of the QPPV of an existing
pharmacovigilance system as described in the DDPS.

e | 22 August 2019

Change in the SPC, labelling or package leaflet due to
new data.

e | 14 December 2017

Addition of a site where batch control/testing takes place.
Addition of a manufacturing site of the finished product.
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