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Directorate

Post Authorisation Assessments

Ubiflox 20 mg/ml Solution for Injection for Cattle and Pigs

01 July 2016 Renewal — UK as RMS
25 November 2013 Change of distributor.
05 April 2013 To increase the shelf life of the finished product from 2

years to 3 years.

08 February 2013 Addition of a third route of synthesis (ROS3) for the
active substance and deletion of Krka d.d as a
manufacturing site for ROS1.

06 December 2012 Change in the QPPV of an existing pharmacovigilance
system as described in the DDPS .

25 July 2012 To change the MAH (from Milklich Laboratorios to Krks,

d.d) and Vm numbers.




