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Directorate

Post Authorisation Assessments
For details of post authorisation assessments prior to 15t January 2021,
please refer to the EMA website.

Canigen Lepto 4, Suspension for Injection for Dogs
Vm 01708/5030

06 March 2026 Introduction of a summary of the PSMF or changes to the
summary of the PSMF not already covered elsewhere in this
Annex.

November 2025 To add an alternative sterility test for the finished product.

To add an additional solution for washing and resuspending
antigens during the preparation of the antigen concentrate.

01 March 2024 To align the product information with the version 9. of the
SPC/QRD templates.
17 October 2022 To introduce associated non-mixed use (at the same time but

not mixed with) of Canigen Lepto 4 with Canigen Bb and to
update SPC section 4.8 and Package Leaflet section 12

accordingly.
30 May 2022 Submission of a new Ph. Eur. certificate of suitability for an
active substance from an already approved manufacturer.
03 September 2021 Change in the invented name of the veterinary medicinal

product from Canigen L4, Suspension for Injection for Dogs to
Canigen Lepto 4, Suspension for Injection for Dogs
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