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Post Authorisation Assessments
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• 20 December 2022 Change in the specification parameters and/or limits of 
the finished product.

• 20 December 2022 Minor change to the approved test procedure for the 
finished product.

• 06 December 2022 Minor changes to an approved test procedure for the 
active substance.

• 13 September 2022 Minor change to an approved test procedure for the 
active substance.

• 28 April 2021 Change in name of the MAH from Intervet UK Ltd, 
Walton Manor, Walton, Milton Keynes, Buckinghamshire, 
MK7 7AJ to MSD Animal Health UK Limited, Walton 
Manor, Walton, Milton Keynes, Buckinghamshire, MK7 
7AJ.

• 13 April 2021 Minor change in the manufacturing process of an 
immediate release solid oral dosage form or oral 
solutions.
Minor change in the manufacturing process of an 
immediate release solid oral dosage form or oral 
solutions.

• 25 September 2017 Introduction of a new site of manufacture.
• 08 August 2017 Change in the SPC and Package Leaflet to implement 

the outcome of a procedure concerning PSUR.
• 03 December 2013 Change to the immediate packaging.
• 03 December 2012 Change in the shelf life of the finished product.
• 27 November 2012 Change in the name of a site of manufacture of the 

finished product.
• 13 August 2009 Renewal.
• 12 August 2009 Update to Part II of the dossier.
• 15 July 2009 Addition of a manufacturer of active substance.
• 15 July 2009 Decrease in withdrawal period.
• 02 April 2009 Change in specification of the finished product.
• 02 April 2009 Change in test procedure of the finished product.
• 27 June 2008 Changes to the SPC and product literature to bring into 

line with new legislation.
• 27 June 2008 Change in legal category from POM to POM-V
• 27 June 2007 Change in the shelf life of the finished product.
• 22 September 2005 Change in the shelf life of the finished product.
• 28 July 2005 Change in excipients of finished product.
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• 20 May 2005 Change of distributor.
• 08 January 2004 Change of distributor.

 


