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• 06 October 2022 Change in the address of the MAH from Unit 3 Anglo 
Office Park, White Lion Road, Amersham, 
Buckinghamshire, HP7 9FB to Explorer House, Mercury 
Park, Wycombe Lane, Wooburn Green, High Wycombe, 
Buckinghamshire, HP10 0HH, United Kingdom.

• 23 July 2021 Change in the name of a manufacturer of the active 
substance.
Change in the name of a manufacturer of the finished 
product, also responsible for batch release.

• 20 March 2020 Change in the manufacturer of the active.
Addition of a site where batch control/testing takes place.
Addition of a manufacturing site of the finished product.

• 07 August 2019 To correct part 2 of the dossier.
• 23 August 2017 Change in the QPPV of an existing pharmacovigilance 

system as described in the DDPS.
Change of the back-up procedure of the QPPV of an 
existing pharmacovigilance system as described in the 
DDPS.

• 13 June 2017 Change of MAH address from Merial Animal Health 
Limited to Ceva Animal Health Ltd.
Change in distributor details from Merial Animal Health 
Limited to Ceva Animal Health Ltd.

• 24 February 2017 Additional site of batch release.
Additional manufacturing site for secondary packaging.
Additional manufacturing site for secondary packaging.

• 30 May 2012 Deletion of an Active Substance Manufacturer.
• 04 January 2008 Renewal.
• 27 December 2007 Alignment of the SPC and Product Literature between 

Ireland and the UK.
• 08 November 2007 Change to comply with European Pharmacopoeia.
• 24 October 2007 Variation to change the Active Substance Manufacturer.
• 12 October 2005 Review.

 


