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Post Authorisation Assessments

Mydiavac

 28 December 2018 Change in the QPPV of an existing pharmacovigilance 
system as described in the DDPS.
Change in the QPPV of an existing pharmacovigilance 
system as described in the DDPS.

 26 February 2015 Updates to the product literature to bring in line with 
current standards. 

 14 October 2014 Variation to introduce a new DDPS, to replace the 
existing DDPS. 

 06 August 2014 Change in the taxonomy of the active substance.
Change of Marketing Authorisation Holder.
Change to the distributor details. 
Change in the specification parameters of the immediate 
packaging of the finished 20ml product.
Change in the name of a manufacturer of the finished 
product. 
Change in name of the manufacturer of the active 
substance. 

 28 August 2008 Updates to bring the SPC and product literature in line 
with new legislation and change the legal category from 
POM to POM-V.

 25 January 2007 Renewal.
 29 May 2003 Change to test performed on the finished product.
 16 April 2003 Addition of new suppliers. 
 28 October 2002 Renewal.
 27 July 2001 Change of shelf life for 100ml flexi packs from 6 months 

to 14 months.
 11 January 2001 Change of MAH from Grampian Pharmaceuticals to 

Novartis Animal Vaccines Ltd. 
 27 September 2000 Change of shelf life for 20ml glass packs from 6 months 

to 12 months.
 12 January 2000 Update to licence particulars.
 17 September 1999 Change to dosing instructions, addition of a statement 

regarding duration of immunity and updates to section 
6.1 of the SPC.

 01 December 1998 Change to indications.
 


