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Post Authorisation Assessments
Medesedan 10mg/ml Solution for Injection for Horses and Cattle

Vm 20916/4002

07 April 2025 Urticaria added as a rare adverse event in horses.
Extensive changes to various sections of the SPC to 
harmonise with the reference product Domosedan 
10 mg/ml Solution for Injection for Cattle and Horses.
One-off alignment of the product information with version 
9.0* of the QRD templates.

20 September 2023 Extensive changes to various sections of the SPC to 
harmonise with the reference product Domosedan 10 
mg/ml Solution for Injection for Cattle and Horses.

23 January 2023 One-off alignment of the product information with version 
9.0* of the QRD templates.

24 October 2022 New certificate of suitability from an already approved 
manufacturer.

27 January 2020 Increase in batch size range of the finished product.
29 January 2019 Addition of a manufacturer of the active substance.
16 October 2017 Updates to the approved Active Substance Master File.
30 September 2011 To add additional manufacturing sites, change the batch 

size of the finished product, change the dimensions of 
the immediate packaging and change the batch release 
arrangements and quality control testing of the finished 
product.

26 January 2011 Renewal – UK as CMS.


