Veterinary
Medicines

Directorate

Woodham Lane, New Haw, Addlestone, Surrey KT15 3LS
Telephone +44 (0)1932 336911

Post Authorisation Assessments
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22 February 2026

Introduction of a summary of the PSMF or changes to the
summary of the PSMF not already covered elsewhere in this
Annex.

19 December 2024

Change in legal entity of MA holder from MSD Animal Health
UK Limited, Walton Manor, Walton, Milton Keynes
Buckinghamshire, MK7 7AJ to Intervet International B.V., Wim
de Korverstraat 35, 5831 AN Boxmeer, Netherlands

23 December 2021

Change in the SPC, Labelling o/Package Leaflet intended to
implement the outcome of a procedure concerning a PSUR.
Editorial and QRD template updates to the SPC with
associated product literature updates.

25 June 2021

Replacement of a test procedure for the finished product.

02 December 2020

Change in the name of the MAH from Intervet UK Limited to
MSD Animal Health UK Limited.

03 August 2017

Change in name of manufacturer.

Change of specification of a former non Pharmacopoeial
excipient starting material to comply with the Ph. Eur. or with a
national pharmacopoeia of a Member State.

06 June 2017

Change of indications for minimum vaccination age

20 October 2016

Changes to section 4.8 of SPC for clarification of compatibility,
as requested by VMD.

24 May 2016

Replacement of a test procedure for the active substance.
Replacement of a test procedure for the finished product.

14 September 2011

Corrections to the SPC and Product Literature

23 March 2011

Change to starting materials for the production of the active
substance

05 July 2010

Renewal

05 November 2008

Addition of a manufacturer of the active substance
Minor changes to the manufacturing process

11 June 2008

Change of packaging style

26 July 2006

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

30 November 2005

Change of formulation

25 October 2005

Review
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