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• 21 February 2020 Change in the contact details of the QPPV of an existing 
pharmacovigilance system as described in the DDPS. 

• 20 August 2019 Deletion of a non-significant parameter of an active 
substance used in the manufacturing process of the 
active substance.

• 30 May 2019 Submission of an updated Ph. Eur. certificate of 
suitability for an active substance from an already 
approved manufacturer.

• 24 July 2018 Change in the RMS from UK to IE. 
• 02 April 2015 Submission of a new Ph. Eur. Certificate of Suitability. 
• 05 September 2013 Submission of an updated Ph. Eur. Certificate of 

Suitability
• 03 June 2013 Renewal MA
• 23 July 2009 To extend the shelf life from 18 months to 30 months 

and change the storage conditions.
 

 


