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Post Authorisation Assessments

Porcilis Lawsonia Lyophilisate and Solvent for Emulsion for Injection for Pigs

Vm 01708/3032

18 April 2024

Add new site for solvent quality control testing.
Add new site for blending and filling of the solvent.

14 November 2023

To include an additional sterilization method of PET bottles used
as primary packaging for a range of the applicant's vaccines and
solvents.

e | 16 November 2021

Changes to SPC & product literature following a periodic safety
update report (PSUR).

e | 23 July 2021

Increase in the shelf-life of the finished product as packaged for
sale, from 2 years to 3 years.

e | 13 July 2021

Change in distributor details. From various addresses to Same as
MAH, Alternative distributor in Northern Ireland, Intervet Ireland
Limited, Magna Drive, Magna Business Park, Citywest Road,
Dublin 24.

e | 15 June 2021

Changes to SPC & product literature following a periodic safety
update report (PSUR).

e | 17 November 2020

Change of MAH from: Intervet International BV, Represented by:
Intervet UK Limited., Walton Manor, Walton, Milton Keynes,
Buckinghamshire, MK7 7AJ to: MSD Animal Health UK Limited,
Walton Manor, Walton, Milton Keynes, Buckinghamshire, MK7
7AJ.

e | 28 April 2020

Change in the SPC, labelling or package leaflet due to new data.
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