Post Authorisation Assessments

Duvaxyn IE Plus

05 October 2012

Addition of a site of batch testing and batch release

13 September 2012

Addition of an indication for use against new strains of
equine influenza

28 June 2012 Removal of target animal batch safety test
24 November 2011 Addition of a site for secondary packaging and labelling
26 January 2011 Change of MAH

15 December 2010

Change of name of manufacturer of the active substance
Change of name of site for blending, filling and assembly
of the finished product

Change of name of manufacturer of the active
substance, site of blending, filling and assembly, QC
testing, labelling and batch release

02 August 2010 Renewal
20 January 2010 Addition of a manufacturing site of the active substance
20 August 2008 Harmonisation of SPC

11 June 2008

Change of test procedure performed on the active
substance

27 June 2007

Change of legal category from POM to POM-V
Changes to the SPC and Product Literature to bring in
line with new legislation

20 December 2006

Addition of an indication against South African influenza
strain H3N8

07 September 2006

Addition of a test site for host animal safety test

01 June 2006

Change of shelf life from 12 months to 24 months
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