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Post Authorisation Assessments

Amoxibactin 500 mg Tablets for Dogs

Vm 41821/4016

22 October 2025

Minor change to the manufacturing process of the finished
product.

18 January 2025 Change in the composition of the flavouring system of a non-
sterile finished product. (NI)

18 January 2025 Change in the composition of the flavouring system of a non-
sterile finished product. (GB)

27 July 2022 Repeat use to add one member state

18 June 2021 Submission of an updated Ph. Eur. certificate of suitability for an

active substance from an already approved manufacturer.

30 June 2020

Renewal — UK as CMS

15 August 2019

Introduction of a new pharmacovigilance system.

10 February 2016

Tightening of specification limits of the finished product
Increase in the shelf-life of the finished product as packaged for
sale, from 2 years to 3 years

27 October 2015

Approval of mock-ups and a change in distributor details.
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