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Post Authorisation Assessments
For details of post authorisation assessments prior to 1st January 2021, 

please refer to the EMA website.

Stronghold Plus 30 mg/5 mg spot-on solution for cats >2.5–5 kg
Vm 42058/5069

09 February 2026 Editorial changes to part 2 of the dossier if inclusion in an upcoming 
procedure concerning part 2 is not possible.
Editorial changes to part 2 of the dossier if inclusion in an upcoming 
procedure concerning part 2 is not possible.
Editorial changes to part 2 of the dossier if inclusion in an upcoming 
procedure concerning part 2 is not possible.

22 December 2025 Change to batch control arrangements and quality testing for a 
finished product

23 September 2025 Addition of a new therapeutic indication.
27 June 2025 Editorial changes to part 2 of the dossier if inclusion in an upcoming 

procedure concerning part 2 is not possible.
20 February 2025 Addition of 'treatment of notoedric mange (Notoedres cati)' as an 

indication, with associated warnings in section 4.4 of the SPC.
17 January 2025 Addition of new test procedure for an active substance starting 

material.
Change in the starting material manufacturer.

20 October 2024 One-off alignment of the product information with version 9.0.
18 May 2024 Alternate test method for a starting material added.
04 May 2024 Addition of a new specification parameter for a starting material.
20 October 2023 Extension of the re-test period of the active substance where no Ph. 

Eur. Certificate of Suitability covering the retest period is part of the 
approved dossier.

31 July 2023 Change in batch size of finished product.
Change in batch size of finished product.
Change in batch size of finished product.

18 April 2023 Addition of an alternative supplier of a starting material.
28 February 2023 Change in batch size of an intermediate used in the manufacturing 

process of the active substance.
28 February 2023 Change in batch size of an intermediate used in the manufacturing 

process of the active substance.
20 February 2023 Change in address of a manufacturer of a starting material.
07 November 2022 Correction in the name/address of a manufacturer of an active 

substance.
22 August 2022 Change in name of a supplier of the active substance.

Change in name of a supplier of the active substance.
Deletion of a supplier of the active substance.
Deletion of a supplier of the active substance.

31 May 2022 Change in the name of a supplier of starting material.
30 May 2022 Renewal
09 March 2022 Changes to a test procedure for the immediate packaging of the active 

substance.
Change in manufacturer of the active substance.

https://www.ema.europa.eu/en

