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Medicines
Directorate
Post Authorisation Assessments
Rofectan Plus XL Tablets For Dogs
Vm 40162/4035
12 January 2025 Submission of updated CEP for the manufacture of an active
substance.
12 January 2025 Submission of updated CEP for the manufacture of an active
substance.
12 January 2025 Submission of updated CEP for the manufacture of an active
substance.

19 December 2022 | Other changes to the active substance: - Substantial changes in
the updated version of the ASMF or the active substance part of

the dossier.
26 May 2022 Submission of a new Ph. Eur. certificate of suitability for an
active substance from an already approved manufacturer.
26 May 2022 Submission of a new Ph. Eur. certificate of suitability for an
active substance from an already approved manufacturer.
22 April 2022 Submission of a new Ph. Eur. certificate of suitability for an

active substance from a new manufacturer.
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