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Post Authorisation Assessments

Animedazon Spray, 2.45 % w/w Cutaneous Spray Suspension for

Cattle, Sheep and Pigs
Vm 24745/3001

22 February 2026

Deletion of a non-significant specification parameter of an active
substance.

15 December 2025

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

23 November 2024

Change in finished product specification parameters.

18 June 2024 Change of distributor address from Cougar Lane, Naul, Co. Dublin,
Ireland to Block 3, Unit 9, CityNorth Business Campus, Stamullen,
Co. Meath, K32 D990, Ireland.

14 May 2024 Implementation of changes in the SPC not already covered
elsewhere in this Annex.

14 May 2024 One-off alignment of the product information with version 9.0 of the
QRD templates.

03 May 2023 Submission of an updated Ph.Eur certificate of suitability. (NI)

20 February 2023

Updated certificate of suitability from an already approved
manufacturer.

16 October 2019

Submission of an updated Ph. Eur. certificate of suitability for an
active substance from an already approved manufacturer.
Submission of an updated Ph. Eur. certificate of suitability for an
active substance from an already approved manufacturer.

08 March 2017

Replacement of a secondary packaging site of the finished product.

01 August 2016

Harmonisation of the SPC following a repeat use procedure.

20 May 2015 Repeat Use procedure

17 December 2014 | Replacement of the secondary packaging site.

28 July 2014 Submission of an updated Ph. Eur. Certificate of Suitability for an
already approved manufacturer.
Minor change in test procedure for the finished product.

15 May 2014 To extend the shelf-life from 18 months to 36 months.

20 February 2014

Addition of a site for batch control testing.

23 December 2013

Renewal procedure — Germany as RMS.

14 February 2013

Submission of two updated Ph. Eur. Certificates of Suitability.

18 January 2013

Change in control of the finished product.

28 November 2012

To change the QPPV.

26 February 2010

To change the storage conditions of the finished product.

02 July 2009

Introduction of a new distributor.




