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e | 31 May 2024

Change(s) in the name or address or contact details of a
qualified person for pharmacovigilance (QPPV). (NI)
Introduction of a summary of the PSMF or changes to
the summary of the PSMF not already covered
elsewhere in this Annex. (NI)

e | 20 July 2023

Substantial changes in an updated version of the ASMF.

e | 28 September 2022

Change in the MAH address, from Ceva Animal Health
Ltd, Unit 3, Anglo Office Park, White Lion Road,
Amersham, Buckinghamshire, HP7 9FB to Ceva Animal
Health Ltd, Explorer House, Mercury Park, Wycombe
Lane, Wooburn Green, High Wycombe,
Buckinghamshire, HP10 OHH, United Kingdom.

o | 16 July 2021

Addition of a new specification parameter with its
corresponding test method of a starting material used in
the manufacturing process of the active substance.
Addition of a new specification parameter with its
corresponding test method of an active substance
reagent used in the manufacturing process of the active
substance.

e | June 2021

Variation to add new species sheep and goats.

e | 04 November 2020

Renewal — UK as CMS

e | 28 January 2020

Additional supplier of the active substance.

e | 19 September 2017

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

Change of the back-up procedure of the QPPV of an
existing pharmacovigilance system as described in the
DDPS.

e | 05 October 2016

Introduction of outer carton in addition to currently
approved mock ups.

e | 22 December 2015

Change in the contact details of the QPPV of an existing
pharmacovigilance system as described in the DDPS.
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