VPA23174/002/001

Fixplan 200 TU/ml

lyophilisate and solvent for solution for injection

Variation

Summary

Date

Vet - C1

VNRA - Vet - C1 - - Vet - C1 - Change(s) in the name or
address or contact details of a qualified person for
pharmacovigilance (QPPV)

25/02/26

Vet - C5

VNRA - Vet - C5 - - Vet - C5 - Change in the
pharmacovigilance system master file (PSMF) location

25/02/26

Vet - C6

VNRA - Vet - C6 - - Vet - C6 - Introduction of a summary of
the PSMF or changes to the summary of the PSMF not
already covered elsewhere in this Annex

10/09/25

Vet-F.ILb.2 a) 1.

VRA-S - Vet - F.Il.Lb.2 a) 1. - - Vet - F.IL.b.2 a) 1. - Change to
importer, batch release arrangements and quality control
testing of the finished product - Replacement or addition of a
site where batch control/testing takes place - Replacement or
addition of a site where batch control/testing takes place for a
biological/immunological veterinary medicinal product and
any of the test methods performed at the site is a
biological/immunological method

09/09/25

Vet - F.ILb.2 b) 1.

VRA-S - Vet - F.I1.Lb.2 b) 1. - - Vet - F.IL.b.2 b) 1. - Change to
importer, batch release arrangements and quality control
testing of the finished product - Replacement or addition of a
manufacturer responsible for importation and/or batch release
- Including batch control/testing for a
biological/immunological product and any of the test methods
performed at that site is a biological / immunological /
immunochemical method

09/09/25

Vet - Al a)

VNRA - Vet - Al a) - a) Change in the name or address or
contact details of the marketing authorisation holder - A1 a)
Administratvie changes: Change in the name or address or
contact details of the marketing authorisation holder

16/01/25

Vet - Cl

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)

19/12/24




