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

please refer to the EMA website.

Halocur 0.5 mg/ml Oral Solution for Calves
Vm 01708/5037

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

27 August 2025 Editorial changes to the SPC and QRD documentation.
14 March 2025 Deletion of a manufacturing site for an active substance.
02 October 2024 One-off alignment of the product information with version 9.0* of the 

QRD templates. 
02 June 2023 Change in the manufacturer of a starting material/reagent/intermediate 

used in the manufacturing process of the active substance or change 
in the manufacturer of the active substance, where no Ph. Eur. 
Certificate of Suitability is part of the approved dossier: -Introduction of 
a manufacturer of the active substance supported by an ASMF.

07 July 2022 Changes to labelling to include GB details in blue box.

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

