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Directorate

Post Authorisation Assessments

Dexacortone 0.5 mg Chewable Tablets for Dogs and Cats

Vm 41821/5021
28 May 2026 Minor change in the finished product manufacturing process.
17 February 2026 Submission of a Ph. Eur. CEP for an active substance.
16 February 2026 Minor change to an approved test procedure for the finished
product.
07 January 2026 Submission of an updated Ph. Eur. certificate of suitability for an

active substance.
Downscaling the batch size of the finished product up to 10-fold.

07 January 2026 Addition of a manufacturing site for part or all of the manufacturing
process of the finished product.

Change in the holding time of an intermediate or bulk product of
the manufacturing process of the finished product.

Minor change in the manufacturing process of the finished

product.

08 August 2025 Alignment of the product information with version 2 of the GB
QRD templates.

08 April 2025 Changes in the composition of a non-sterile finished product: —
addition of component of the flavouring system.

19 July 2022 Unlimited renewal.

15 August 2019 Introduction of a new pharmacovigilance system.

01 March 2019 Changes to the labelling and package leaflet.

Change in distributor details. From Le Vet Beheer B.V.,
Wilgenweg 7, 3421 TV Oudewater, The Netherlands to Dechra
Veterinary Products Limited, Sansaw Business Park, Hadnall,
Shrewsbury, Shropshire, SY4 4AS, United Kingdom.




