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Post Authorisation Assessments

Toltranil 50 mg/ml Oral Suspension for Pigs, Cattle and Sheep

Vm 01656/4035

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

qualified person for pharmacovigilance. (GB).

14 March 2026

Alignment of the product information with version 9.1* of
the QRD templates.

03 May 2024

Introduction of a summary of the PSMF or changes to the
summary of the PSMF not already covered elsewhere in
this Annex. (NI)

21 December 2023

Change in test procedure for the finished product: - Other
changes to a test procedure.

23 December 2022

Deletion of a non-significant specification parameter of the
finished product.

22 April 2020

Change in the invented name of the veterinary medicinal
product in IE.

11 June 2019

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

19 February 2018

Extension of a re-test period of the active substance.

02 February 2017

Change in the address of a manufacturer used in the
manufacture of the active substance.

23 July 2015 Increase to the shelf-life of the finished product, from 2
years to 3 years.
Increase to the shelf-life of the finished product once
opened, from 6 months to 1 year.

26 June 2015 Renewal — UK as CMS.

17 December 2014 | Addition of sheep (lambs) as a target species.

30 January 2014 Change to the name of the active substance manufacturer.

11 November 2013

Addition of cattle as a target species and change of
distributor.

26 March 2012

Change the shelf life after first opening the immediate
packaging from 3 months to 6 months

07 March 2012

To add a new manufacturer of the active substance.




