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Post Authorisation Assessments

Aludex 50 g/l, Concentrate for Cutaneous Solution

• 09 June 2021 Change in the name of the marketing authorisation 
holder from Intervet UK Limited to MSD Animal Health 
UK Limited.

• 11 December 2019 Addition of a new specification parameter to the 
specification with its corresponding test method of an 
excipient.
Deletion of a non-significant specification parameter of 
an excipient.

• 17 November 2014 Correction to section 4.5 of the SPC and associated 
package leaflet section 12.

• 14 October 2013 Updates to the product literature.
• 14 March 2013 Harmonisation of SPC and product literature with Ireland.
• 16 May 2012 Variation to make changes to sections 4.5 and 4.6 on the 

Summary of Product Characteristics.
• 21 July 2010 Change in specification of the finished product.
• 23 June 2010 Minor changes to production method.
• 18 June 2008 Variation to bring the SPC and labels in line with the new 

legislation and to transfer the legal category form POM to 
POM-V.

• 31 August 2007 Renewal.
• 12 May 2005 Change of distributor.
• 29 August 2002 Renewal.
• 03 July 2001 Addition of a distributor.
• 03 May 2000 Change in manufacturer of dosage form.
• 09 March 2000 Change of MAH from Hoescht Rouss Vet Ltd to Intervet 

UK Ltd. 
• 10 February 2000 Addition of a manufacturer of the active substance.
• 03 November 1999 Renewal.
• Change in name of assembly site and change in closure 

container dimensions.
• 24 April 1997 Change in dosage particulars.
• 13 March 1997 Change of MAH from Hoechst UK Ltd to Hoescht Rouss 

Vet Ltd.
• 11 June 1996 Change in manufacturer of active substance.

 


