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Post Authorisation Assessments
For details of post authorisation assessments prior to 1st January 2021, 

please refer to the EMA website.

Coxevac Suspension for Injection for Cattle, Goats and Sheep
Vm 15052/5000

20 April 2026 Batch size increase of the antigen from 50 L bioreactor to 500 
L bioreactor.

22 December 2024 Replacement of the in-process filling volume control test with 
extractable volume final product test.
Widening of the pH specification for the finished product from 
pH 7.0-7.5 to pH 6.0-7.5.
Change from current egg-based method to manufacturing in 
bioreactor and consequential changes in in-process tests and 
the starting materials.

09 July 2024 This variation is aimed at adding the sheep species.
19 June 2024 Change(s) in the name or address or contact details of a 

qualified person for pharmacovigilance (QPPV).
20 September 2023 Packaging updated to support GB Vm number conversion.
18 October 2022 Change in the address of the MAH from Unit 3 Anglo Office 

Park, White Lion Road Amersham, Buckinghamshire HP7 9FB 
to Explorer House, Mercury Park, Wycombe Lane, Wooburn 
Green, High Wycombe, Buckinghamshire, HP10 0HH, United 
Kingdom.

https://www.ema.europa.eu/en

