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Amcofen 12.5/125.0 mg chewable tablets for dogs weighing at least 5 kg

Variation Summary Date

Vet - C6

VNRA - Vet - C6 - Introduction of a summary of the PSMF or 

changes to the summary of the PSMF not already covered elsewhere 

in the Annex to Regulation (EU) 2021/17 - C6 Changes to the safety, 

efficacy and pharmacovigilance part of the dossier: Introduction of a 

summary of the PSMF or changes to the summary of the PSMF not 

already covered elsewhere in the Annex to Regulation (EU) 2021/17

22/03/24

Vet - C4

VNRA - Vet - C4 - Change(s) in the SPC, labelling or package leaflet 

intended to implement the outcome of a procedure or 

recommendation from the competent authority or the Agency 

concerning risk management measures in pharmacovigilance related 

to veterinary medicinal products - C4 Changes to the safety, efficacy 

and pharmacovigilance part of the dossier: Change(s) in the SPC, 

labelling or package leaflet intended to implement the outcome of a 

procedure or recommendation from the competent authority or the 

Agency concerning risk management measures in pharmacovigilance 

related to veterinary medicinal products

16/01/24


