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• 20 September 2023 Addition of alternative sterilisation method of the 
immediate packaging of the finished product.

• 13 January 2023 Addition of an alternative test procedure for the finished 
product.

• 04 February 2022 Changes in the SPC, Labelling or Package Leaflet 
intended to implement the outcome of a procedure 
concerning PSUR.

• 23 April 2021 Change in the address of a manufacturer used in the 
manufacture of the active substance.

• 05 November 2020 Change in the name of the marketing authorisation 
holder from Intervet UK Ltd to MSD Animal Health UK 
Limited.

• 30 April 2019 Addition of a manufacturer used in the manufacturing 
process of the active.

• 19 March 2014 Change to the name and address of a finished product 
manufacturer, not responsible for batch release.

• 19 March 2014 Change to importer, batch release arrangements and 
quality control testing of the finished product,

• 24 May 2011 Submission of an updated product Dossier
• 16 March 2011 Addition of user safety warnings regarding abortions
• 10 July 2008 Renewal
• 28 April 2008 Harmonisation of SPC
• 25 May 2005 Changes to the SPC and Product Literature to bring in 

line with new legislation


