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Post Authorisation Assessments

Furosivet 20 mg Tablets for Dogs and Cats
Vm 61300/3002

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

28 August 2025 Change of legal entity of the Marketing Authorisation Holder from 
Millpledge Ltd, Whinleys Estate, Clarborough, Retford, 
Nottinghamshire, DN22 9NA to Millpledge Europe BVBA, 38 
Verrekijker, 8750 Wingene, Belgium.

12 August 2025 Change in the quantitative composition of the immediate 
packaging for the finished product. (NI)

18 February 2025 Deletion of a non-significant specification parameter for the 
finished product. (NI).

21 January 2025 Minor change in the manufacturing process of the finished product.
11 January 2025 Deletion of a non-significant specification parameter for the 

finished product. (GB)
17 December 2024 Change in shape or dimensions of the container or closure 

(immediate packaging) of a non-sterile finished product. (NI)
01 December 2024 Change in shape or dimensions of the container or closure 

(immediate packaging) of a non-sterile finished product. (GB)
13 May 2024 Unlimited renewal
04 May 2024 Reduction in the testing frequency of an analysis, from routine 

testing to skip or periodic testing.
30 August 2023 Change in composition of the immediate packaging for a finished 

product. (GB)
14 July 2023 Change in qualitative or quantitative composition of the immediate 

packaging for a solid pharmaceutical form for a finished product.
Change in the specification parameters or limits of the finished 
product: – tightening of specification limits.
Change to importer, batch control arrangements and quality 
testing (replacement or addition of a site) for a finished product.
Change to in-process tests or limits applied during the 
manufacture of the finished product: – addition of a new in-process 
test and limits.
Change to in-process tests or limits applied during the 
manufacture of the finished product: – tightening of in-process 
limits.
Changes to the quality part of the dossier: Deletion of - a 
manufacturing site for finished product where batch control takes 
place.
Changes to the quality part of the dossier: Deletion of - a non-
significant specification parameter.
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Changes to the quality part of the dossier: Deletion of - a non-
significant specification parameter (e.g., deletion of an obsolete 
parameter such as odour and taste or identification test for a 
colouring or flavouring material) in the specification parameters or 
limits of the finished product.
Replacement or addition of a manufacturer responsible for batch 
release.
Submission of a new or updated Ph. Eur. CEP from an already 
approved manufacturer.

14 July 2023 Change in immediate packaging of the finished product.
Change in pack size of the finished product.
Change in test procedure for the finished product.

14 July 2023 Changes to the quality part of the dossier.
05 December 2022 Change in the name or address or contact details of a qualified 

person for pharmacovigilance.
19 May 2022 Change in the QPPV of an existing pharmacovigilance system as 

described in the DDPS.

03 November 2020 Change in the QPPV of an existing pharmacovigilance system as 
described in the DDPS. 
Change in the QPPV of an existing pharmacovigilance system as 
described in the DDPS.

09 April 2019 Change in RMS from UK to NL. 
 


