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Directorate

Post Authorisation Assessments

Mometamax Ultra Ear Drops Suspension for Dogs
Vm 01708/5062

16 July 2026 Addition of 'Application site erythema', 'Application site pruritus’,
'Deafness' and 'Impaired hearing' to the adverse events section
under frequency category 'Very rare'.

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.

26 November 2025 Change in a stability protocol of the finished product.

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

21 October 2025 One-off alignment of the product information with version 3 of the
QRD template.

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.

20 October 2023 Addition of a new test procedure at a manufacturing site
responsible for testing of the finished product.

02 May 2023 Minor changes to an approved test procedure for the active
substance.

26 April 2023 Change in test procedure for the finished product: - Other changes

to a test procedure.
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