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Post Authorisation Assessments

Tolracol 50 mg/ml Oral Suspension for Pigs, Cattle and Sheep
Vm 01656/4068

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

08 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)

22 February 2024 Change in test procedure for the finished product: - Other 
changes to a test procedure.

30 December 2022 Deletion of a non-significant specification parameter for 
the finished product.

03 September 2019 Renewal – UK as CMS
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.
26 October 2017 Change in contact details for local representative.
02 February 2017 Change in the address of a manufacturer used in the 

manufacture of the active substance.
27 March 2015 Extension to shelf life from 6 months to 12 months.
15 May 2015 Addition of UK local representative information to the 

package leaflet. 
16 March 2015 Change in distributor details. 


