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Post Authorisation Assessments

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

Vm 50406/5052

09 January 2026

Extension of the shelf life of the finished product as packaged
for sale, supported by real time data from 24 months to 36
months.

09 July 2025

Change of Marketing Authorisation Holder from Dechra Limited,
Snayagill Industrial Estate, Keighley Road, Skipton, North
Yorkshire, BD23 2RW, United Kingdom to Dechra Regulatory
B.V., Handelsweg 25, 5531 AE Bladel, The Netherlands.

23 April 2025

Alignment of the product information with version 9.0* of the
QRD templates.

04 July 2024

Changes in the Summary of Product Characteristics, Labelling
or Package Leaflet due to new quality data.

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.




