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

please refer to the EMA website.

LYDAXX 100 mg/ml Solution for Injection for Cattle, Pigs and Sheep
Vm 06462/5003

• 17 February 2023 Change in the shelf-life or storage conditions of the finished 
product: - Extension of the shelf life of the finished product - As 
packaged for sale.

• 14 February 2023 Substantial changes in the updated version of the ASMF.
• 13 December 2022 Substantial changes in the updated version of the ASMF from 

Amicogen.
• 17 January 2022 Change in the SPC, labelling or package leaflet following 

assessment of the same change for the reference product.
• 23 November 2021 Change in the SPC, labelling or package leaflet following 

assessment of the same change for the reference product. 

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

