
Veterinary Medicines Directorate
Woodham Lane, New Haw, Addlestone, Surrey, KT15 3LS

Telephone +44 (0)1932 336911

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

please refer to the EMA website.

Posatex Ear Drops Suspension for Dogs
Vm 01708/5059

08 March 2026 Introduction of a summary of the PSMF or changes to the 
summary of the PSMF not already covered elsewhere in this 
Annex.

28 October 2025 Change in the specification parameters and/or limits of an 
excipient.

13 October 2025 Extension or introduction of a re-test period/storage period 
supported by real time data.
Change in storage conditions of the active substance/reference 
standard.

11 June 2025 Change to an approved stability protocol of an active substance.
09 May 2025 Change in the specification parameters and limits of the finished 

product.
27 February 2025 Changes in the Summary of Product Characteristics, Labelling & 

Package Leaflet due to new quality data. 
One-off alignment of the product information with version 3. 

17 October 2024 Introduction of a new site of micronisation for the active substance 
manufacture.
Minor change to production equipment including process changes 
relating to the equipment.

14 March 2024 Addition of a new specification parameter to the specification of 
the active substance with its corresponding test method. 
Deletion of a non-significant specification parameter in the 
specification parameters of the immediate packaging of the active 
substance. 
Deletion of a non-significant specification parameter of the active 
substance. 

30 November 2022 Editorial changes to part 2 of the dossier.
27 July 2022 Changes to labelling to include GB and NI specific details in blue 

box.
08 April 2021 Minor change to an approved test procedure of the active 

substance.

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

