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Post Authorisation Assessments

AquaVac PD3 Emulsion for Injection for Atlantic Salmon

Vm 06376/5055

09 March 2026

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

14 August 2025 Changing the legal entity of the Marketing Authorisation
Holder from MSD Animal Health UK Limited, Walton Manor,
Walton, Milton Keynes, MK7 7AJ, United Kingdom to Intervet
International B.V., Wim de Korverstraat 35, 5831 AN
Boxmeer, Netherlands.

02 July 2025 One-off alignment of the product information with the
national product information template v. 3.

04 April 2025 To add an additional method for the sterilisation of
simethicone (anti-foaming agent) using irradiation = 25 kGy.

19 September 2023 Addition of alternative sterilisation method of the immediate

packaging of the finished product.

20 December 2022

Increase of the maximum production volume of the IPNV
antigen from 300 | to 1000 I.

IPNV bulk antigen shelf-life extension from 20 to 22 months.
Addition of a PE storage container for IPNV antigen.
Addition of a site for the manufacture of the active substance
infectious pancreatic necrosis virus (IPNV) antigen and
related in-process controls.

Addition of a site for finished product Quality Control testing.

14 August 2020

Change in the name of the marketing authorisation holder
from Intervet UK Limited to MSD Animal Health UK Limited.

18 March 2020

Renewal — UK as CMS.

13 November 2018

Change in the safety database of an existing
pharmacovigilance system as described in the DDPS

01 December 2016

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

12 November 2015

Change in the shelf life of the finished product up to 19
months.
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