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Post Authorisation Assessments

Virbaxyl 10% w/v Solution for Injection
Vm 11188/4001

• 21 December 2017 Changes to the labelling or package leaflet.
• 18 April 2011 Variation to change the manufacture responsible for 

finished product manufacture, primary assembly, and 
batch control.

• 01 March 2011 Addition of a manufacturer responsible for batch control.
• 15 September 2009 Variation to make amendments to the SPC and Product 

Leaflet in accordance with Article 78 of Directive 
2001/82/EC.

• 09 January 2009 Variation to bring the SPC/Labelling in line with the 
Veterinary Regulations, 2005. Transfer of the legal 
category from PML to POM-V.

• 12 December 2007 Change in the finished product test procedure.
• 21 June 2007 Change in the finished product test procedure.
• 03 May 2007 Renewal.
• 05 October 2004 Change of withdrawal period (horse).
• 16 May 2003 Renewal.
• 31 August 2000 Renewal.
• 09 November 1999 Change of address of the Marketing Authorisation 

Holder.
• 29 July 1997 Revised operator warnings.

 


