Veterinary
Medicines

Directorate

Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS

Telephone +44 (0)1932 336911

Post Authorisation Assessments

Bovilis IBR Marker Inac Suspension for Injection for Cattle

Vm 01708/3039

14 November 2023

To include an additional sterilization method of PET
bottles used as primary packaging for a range of the
applicant's vaccines and solvents.

° 28 May 2021 Change in the address of a manufacturer used in the
manufacture of the active substance.
. 17 July 2020 Change of MAH from Intervet International BV

represented by: Intervet UK Ltd., Walton Manor,
Walton, Milton Keynes, Buckinghamshire, MK7 7AJ to
MSD Animal Health UK Limited, Walton Manor,
Walton, Milton Keynes, Buckinghamshire, MK7 7AJ.

11 June 2019

Changes to the labelling and package leaflet

° 12 July 2017 Change in the SPC, labelling or package leaflet due to
new data.

. 17 May 2017 Change to comply with Ph.Eur.

° 12 September 2012 | To introduce a 50 dose presentation to the market.

° 04 July 2011 Additional manufacturer added for antigens.
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Renewal — UK as CMS




