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• 04 March 2024 Change in the specification parameters and limits of the 
finished product.

• 20 February 2023 Change to in-process tests or limits applied during the 
manufacture of the finished product

• 23 December 2022 Updated certificate of suitability from an already 
approved manufacturer.

• 05 October 2022 Change in specification parameters of the finished 
product 

• 06 July 2022 Editorial changes to Quality section of the dossier.
• 14 June 2022 Updated certificate of suitability for an active substance.
• 09 December 2021 Submission of an updated Ph. Eur. certificate of 

suitability for an active substance from an already 
approved manufacturer.

• 29 January 2021 Submission of a new Ph. Eur. certificate of suitability for 
an active substance from a new manufacturer.

• 22 June 2020 Minor change in the manufacturing process of the 
finished product.
Addition of new tests and limits applied during the 
manufacture of the finished product.
Minor adjustments of the quantitative composition of the 
finished product with respect to excipients.

• 13 December 2019 Change of the legal category from NFA-VPS to POM-V.
• 30 July 2019 Addition of new tests and limits applied during the 

manufacture of the finished product.
• 12 February 2019 Changes to an existing pharmacovigilance system as 

described in the DDPS.
• 04 October 2017 Changes to the labelling and/or package leaflet.
• 26 January 2016 Change in the address of the marketing authorisation 

holder. 
• 16 October 2012 Grouped variation to update a Certificate of Suitability, 

and also to submit a new Certificate of Suitability.
• 06 January 2011 Variation to change a Distributor.
• 21 December 2010 Variation to change the Active Substance Manufacturer.
• 10 October 2007 Renewal.
• 15 August 2007 Variation to bring the SPC/Labelling in line with the 

Veterinary Regulations, 2005. Transfer of legal category 
from P to NFA-VPS.

• 10 May 2007 Variation to change the Marketing Authorisation Holder.
• 30 April 2003 Renewal.
• 11 April 2003 Change of Manufacturer of Active Substance.
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• 29 September 1998 Renewal.
• 18 November 1997 Extension of shelf life.

 


