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Post Authorisation Assessments

Prolusyn 50 micrograms/ml Solution for Injection for Cattle

Vm 54400/4000

17 June 2025

Addition of a new specification parameter to the specification
with its corresponding test method. (NI)

26 March 2025

Change in the specification parameters of the finished product.—
Addition of a new specification parameter to the specification
with its corresponding test method. (GB)

21 March 2025

Change in the address of the marketing authorisation holder.
Replacement of the importer and manufacturer responsible for
batch testing and sterility test.

Replacement of a manufacturer responsible for batch release
not including batch control or testing of a sterile or non-sterile
finished product. (GB).

16 January 2025

Changes to the quality part of the dossier. Deletion of a test
procedure for the finished product. (GB and NI).

12 January 2025

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

28 October 2021

To obtain joint labelling for a mutually recognised product with
Ireland.

01 October 2021

Replacement of a manufacturer responsible for batch release of
the finished product.
Replacement of a site where batch control/testing takes place.

29 April 2021

Change of Distributor, from Syn Vet-Pharma Ireland Limited,
Business Service Group, 7A Durands Court, 45 Parnell Street,
Waterford X91 P381, Ireland to DUGV (UK) Limited, Union
House, 111 New Union Street, Coventry, Warwickshire, CV1
2NT.

04 March 2021

Change of MAH. From Cyton AH Biosciences GmbH, Konrad-
Zuse-Ring 25, 68163 Mannheim,

Germany to Syn Vet-Pharma Ireland Limited, Business Service
Group, 7A Durands Court,

45 Parnell Street, Waterford X91 P381, Ireland.
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