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Post Authorisation Assessments

Imidamox 40 mg/10 mg Spot-on Solution for Small Dogs

Vm 01656/4205

08 August 2025 Minor change to an approved test procedure for an active
substance.

22 July 2025 Submission of a new Ph. Eur. CEP for an active substance.

03 July 2025 Change in the shelf-life: - Extension of the shelf life of the finished

product.

05 March 2025

Minor change in the manufacturing process of the finished product.

05 February 2025

Minor change to an approved test procedure for the finished
product.

14 December 2024

Minor changes to an approved test procedure for an active
substance.

22 June 2023

Transfer of marketing authorisation holder from KRKA UK Ltd,
Thames House, Waterside Drive, Langley, Berkshire, SL3 6EZ,
United Kingdom to Krka, d.d, Novo mesto, émarjeéka cesta 6, 8501
Novo mesto, Slovenia.

07 July 2021

Change in the address of the marketing authorisation holder from
KRKA UK Ltd Suite 1, 3rd Floor 11-12 St James's Square, London
SW1Y 4LB United Kingdom to KRKA UK Ltd, Thames House,
Waterside Drive, Langley, Berkshire SL3 6EZ United Kingdom.

03 June 2020

Introduction of a new pharmacovigilance system.

17 April 2020

Change of MAH from Billev Farmacija Vzhod d.o.0.,

Parmova ulica 14, 1000 Ljubljana to KRKA UK Ltd, Suite 1, 3rd
Floor, 11-12 St James's Square, London, SW1Y 4LB, United
Kingdom.
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