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Profexx 50 mg/ml solution for injection for cattle

Variation Summary Date

Vet - F.II.b.1 z)

VRA-R - Vet - F.II.b.1 z) - - Vet - F.II.b.1 z) - Replacement or 

addition of a manufacturing site for part or all of the 

manufacturing process of the finished product - Other changes 

under this code level, e.g. variations outlined in section 6 and 7 

of this guidance

05/06/26

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)

16/12/24

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

16/12/24


