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Post Authorisation Assessments

Bimeprazol 370 mg/g Oral Paste for Horses

Vm 50146/4043

26 March 2026

One-off alignment of the product information with version 3 of
the QRD template.

08 September 2025

Submission of a Ph. Eur. CEP for an active substance.

05 September 2025

Change in distributor.

11 January 2025

Deletion of a non-significant in-process test during the
manufacture of the finished product.

02 October 2024

Update to a Ph. Eur. CEP for an already authorised
manufacturer of the active substance.
Update to a Ph. Eur. CEP for an already authorised
manufacturer of the active substance.

02 October 2024

Change(s) in the name or address or contact details of a
qualified person for pharmacovigilance (QPPV).

28 April 2024

Minor changes:— to an approved test procedure for the finished
product.

22 November 2022

Updated certificate of suitability from an already approved
manufacturer.

09 August 2022

Transfer the method of the release test for the finished product.

18 March 2021

Replacement of a secondary packaging site of the finished
product.

26 January 2021

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

06 November 2020

Changes to the labelling and package leaflet.

08 October 2020

Change of MAH from Oy Medfiles Ltd, Volttikatu 5, Kuopio, FI-
70700, Finland to Bimeda Animal Health Limited, 2, 3, 4 Airton
Close, Tallaght, Dublin 24, IE-D24 E032, Ireland.

06 October 2020

Change in distributor details. From Oy Medfiles Ltd, Volttikatu 5,
Kuopio, FI-70700, Finland to Cross Vetpharm Group UK Ltd,
Unit 2, Bryn Cefni, Llangefni, Anglesey, LL77 7XA.
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