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Post Authorisation Assessments

Propomitor 10 mg/ml Emulsion for Injection/Infusion for Dogs and Cats

Vm 06043/3000

10 February 2026

Submission of an updated Ph. Eur. CEP for active substance.

09 June 2025

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

18 March 2025

Update of Mock Ups.

19 March 2024

Change in the holding time of an intermediate or bulk product.

19 March 2024

One-off alignment of the product information with version 9.0 of
the QRD templates in accordance with Regulation (EU) 2019/6.

19 March 2024

Addition of a secondary packing site for the finished product.

15 September 2021 | Changes to the DDPS.
Changes to the DDPS.
01 July 2021 Submission of an updated Ph. Eur. certificate of suitability for

an active substance from an already approved manufacturer.
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