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Post Authorisation Assessments

Presedine 10 mg/ml Solution for Injection for Horses and Cattle
Vm 36408/3021

28 April 2026 Replacement of a secondary packaging site for the finished 
product.
Replacement of a site of batch control.

01 October 2025 Approval of mock-ups.
11 June 2025 Submission of mock ups.
07 May 2025 Harmonisation of the generic after SPC harmonisation of the 

reference product.
22 January 2025 Addition of a local representative Kela Veterinaria NV, Nieuwe 

Steenweg 62, 9140 Elversele, Belgium, +32 3 780 63 90, 
Info.vet@kela.health

18 June 2024 Replacement of a manufacturing site for all of the manufacturing 
process of the finished product: - Site where any manufacturing 
operations take place, except batch release, batch control, and 
secondary packaging, for sterile veterinary medicinal products.


