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Post Authorisation Assessments

Marbiflox 100 mg/ml Solution for Injection for Cattle and Pigs (Sows)

Vm 01656/4023

14 May 2026 Change(s) in the name or address or contact details of a
qualified person for pharmacovigilance. (NI).
17 April 2026 Change(s) in the name or address or contact details of a

qualified person for pharmacovigilance. (GB).

18 March 2026

Submission of a Ph. Eur. CEP for an active substance (NI)

08 March 2026

Submission of a Ph. Eur. CEP for an active substance (GB)

24 February 2026

Deletion of a manufacturing site for an active substance. (GB +
NI).

16 September 2025

Change to comply with Ph. Eur. or with a national
pharmacopoeia of a Member State to reflect compliance with
the Ph. Eur. by removing reference to the internal test method
and test method number. (NI).

23 July 2025

Change to comply with Ph. Eur. or with a national
pharmacopoeia of a Member State to reflect compliance with
the Ph. Eur. by removing reference to the internal test method
and test method number. (GB-only)

22 July 2025

One-off alignment of the product information with version 9.0* of
the QRD templates.

09 August 2022

Submission of a new Ph.Eur certificate of suitability.

22 March 2022

Minor changes to an approved test procedure of the finished
product.

03 June 2016

A change of re-test period of the active substance.

16 February 2016

Renewal —-UK CMS

28 May 2015

Addition of a manufacturer for route of synthesis 3
(ROS 3)

29 March 2013

Extension of finished product shelf life from 2 years to 3 years.

22 February 2013

Addition of a new route of synthesis (ROS3) for marbofloxacin
and deletion of a manufacturing site for ROS1.




