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

please refer to the EMA website.

Palladia 10 mg Film-Coated Tablets for Dogs
Vm 42058/5042

08 June 2026 Change in the specification parameters and/or limits of a 
starting material used in the manufacturing process of the 
active substance.
Addition of a manufacturer of a starting material used in the 
manufacturing process of the active substance where no Ph. 
Eur. Certificate of Suitability is part of the approved dossier.

11 June 2025 Change in batch size range of an active substance 
intermediate.
Change in batch size range of an active substance.

16 April 2025 As there is no local representative, mention of all local 
representatives has been removed as requested from both the 
package leaflet and SPC.
Editorial changes made, mention of local representatives 
removed from adverse reactions sections in both SPC and PL.

20 June 2024 Submission of Mock ups.
07 March 2024 One-off alignment of the product information with version 9.0* 

of the QRD templates.
11 August 2023 Corrections to the name and address of the manufacturers of 

the starting material and active substance.
17 January 2022 Extension of a re-test period of the active substance.
08 April 2021 Change in ATC Vet Code from QL01XE91 to QL01XE90

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

