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Directorate

Post Authorisation Variations

Elanco Milbemycin - Praziquantel 12.5 mg/125 mg Tablets for Dogs
Vm 00879/5009

10 April 2025 Change(s) in the name or address or contact details of a
qualified person for pharmacovigilance.
10 April 2025 Change(s) in the SPC, labelling or package leaflet of a

generic or hybrid medicinal product following assessment
of the same change(s) for the reference product.

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

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

29 August 2023 Addition microbiological testing during stability studies.
Update to the analytical procedure of the dissolution
method.

Update to the analytical procedure of the uniformity of
dosage units method.

17 March 2023 Updated certificate of suitability from an already
approved manufacturer.
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