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13 October 2025 To extend the blood transport duration from 6 hours to 24 hours 
maximum and clarify the roles and responsibilities related to quality, as 
outlined in the procedure Donor Horse Management.
To improve the donor horse management by adding a West Nile 
vaccination.

08 July 2025 To incorporate an automatic cell counter method into in-process controls.
To remove the antibiotic/antimycotic solution from the media used during 
cultivation 2.
The variation is to incorporate recombinant trypsin as an alternative to 
porcine trypsin as a reagent used in the manufacturing process.

21 May 2025 Minor changes in test procedure for the finished product.
21 June 2024 Minor changes to an approved test procedure for the intermediate and 

finished product.
18 May 2024 Minor changes to an approved working instruction of the active 

substance.
28 April 2024 Editorial changes to part 2E of the dossier.
19 January 2024 Minor modifications in test procedure for the finished product.
11 January 2024 Increase clarity of donor horse management: eliminating redundancies, 

clarifying roles and responsibilities, and details of documentation 
required.

August 2023 Extension of the storage period of the active substance supported by real 
time data.

27 July 2023 Change(s) in the name or address or contact details of a qualified person 
for pharmacovigilance (QPPV).

12 October 2022 Minor changes to an approved change management protocol of the 
active substance that does not change the strategy defined in the 
protocol.


