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Post Authorisation Assessments

Rexxolide 100 mg/ml Solution for Injection for Cattle, Pigs and Sheep
Vm 10434/5003

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

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

• 28 May 2021 Minor change to the restricted part of an Active 
Substance Master File. 
Extension of a re-test period of the active substance.

• 22 April 2021 Minor change in the manufacturing process of the active 
substance.
Minor change in the manufacturing process of the active 
substance.


