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Post Authorisation Assessments

Milgusto Chewable 12.5 mg/125 mg Film-coated Tablets for Dogs 
Weighing at Least 5 kg

Vm 01656/3085

16 May 2026 Change(s) in the name or address or contact details of a 
qualified person for pharmacovigilance.

01 May 2026 Submission of a Ph. Eur. CEP for an active substance.
11 December 2024 Minor change in the manufacturing process of the 

finished product.
05 November 2024 Alignment of product information with v 9.0 of the QRD 

templates in accordance with EU Regulation 2019/6.
14 May 2024 Introduction of a summary of the PSMF or changes to 

the summary of the PSMF not already covered 
elsewhere in this Annex. 

09 February 2024 Update to a Ph. Eur. CEP for an already authorised 
manufacturer of the active substance.
Update to a Ph. Eur. CEP for an already authorised 
manufacturer of the active substance.

25 September 2023 Submission of a new or updated Ph. Eur. certificate of 
suitability.

08 April 2022 Submission of an updated Ph. Eur. certificate of 
suitability for an active substance from an already 
approved manufacturer.

12 January 2022 Submission of a new Ph. Eur. certificate of suitability for 
an active substance from a new manufacturer.
Submission of a new Ph. Eur. certificate of suitability for 
an active substance from a new manufacturer.

11 November 2021 Addition of a manufacturing site of the finished product.


