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e | 25 August 2020 Change in the specification limits of the finished product.

26 February 2020

Deletion of manufacturing site where batch control takes
place.

e | 18 June 2019 Addition of a manufacturer responsible for batch release
including batch control/testing.
e | 18 April 2019 Deletion of manufacturing site of the finished product

12 February 2019

Changes to an existing pharmacovigilance system as
described in the DDPS.

e | 02 August 2018 Addition of a new container for the finished product.

o | 27 July 2018 Change in RMS from UK to DE.

e | 09 August 2017 Addition of a site where batch control/testing takes place
e | 14 June 2017 Submission of an updated Ph. Eur. certificate of

suitability for an active substance from an already
approved manufacturer

31 March 2017

Renewal — UK as RMS.

17 September 2015

Change of MAH address.

16 August 2012

Variation for the replacement of a colourant; change in
composition of ingredients used for the tablet coating
process; increase in batch size of finished product.




