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Post Authorisation Assessments

Hiprabovis Somni/Lkt Emulsion for Injection for Cattle

Vm 17533/3006

20 May 2025

To change the specification for the total bacteria for culture in
fermenter.

To update ELISA method for determining the activity of the
Mannheimia haemolytica LKT in rabbit sera in the final vaccine.
To change the fermenter media.

16 April 2025

One-off alignment of the product information with version 9.0* of
the QRD templates.

02 October 2024

Deletion of a non-significant in-process test.

12 June 2024 Deletion of a non-significant in-process test. (GB)

15 July 2019 Change in the safety database of an existing pharmacovigilance
system as described in the DDPS.

24 May 2017 Change in the manufacturer of a starting material used in the

manufacturing process of the active substance.
Change in the manufacturer of a starting material used in the
manufacturing process of the active substance.

04 February 2016

Change in the name of the local UK representative.

24 November 2014

Change in the invented name of the veterinary medicinal product.
Changes to the manufacturing process of the active substance.
Change to the batch size of the finished product.

Change to the test procedure for the finished product.

Change in the specification parameters of the finished product.
Change to the batch size of components used in the manufacture
of the product.

Changes to the test procedure used in the manufacture of the
active substance.

19 January 2011 Renewal — UK as CMS
17 November 2010 Change of distributor.
08 January 2009 Change of distributor.




