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AMX 10 mg/ml concentrate for solution for fish treatment

Variation Summary Date

Vet - C1

VNRA - Vet - C1 - Change(s) in the name or address or contact details

of a qualified person for pharmacovigilance (QPPV) - C1 Changes to 

the safety, efficacy and pharmacovigilance part of the dossier: 

Change(s) in the name or address or contact details of a qualified 

person for pharmacovigilance (QPPV)

21/01/25

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

11/07/24

Vet - C2

VNRA - Vet - C2 - Change(s) in the Summary of Product 

Characteristics (SPC), labelling or package leaflet intended to 

implement the outcome of a Union interest referral procedure 

according to Article 83 of Regulation (EU) 2019/6 - C2 Changes to 

the safety, efficacy and pharmacovigilance part of the dossier: 

Change(s) in the Summary of Product Characteristics (SPC), labelling

or package leaflet intended to implement the outcome of a Union 

interest referral procedure according to Article 83 of Regulation (EU) 

2019/6

11/07/23


