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Variation

Summary

Date

Vet - B43

VNRA - Vet - B43 - Editorial changes to part 2 of the dossier if
inclusion in an upcoming procedure concerning part 2 is not
possible - B43 Changes to the quality part of the dossier: Editorial
changes to part 2 of the dossier if inclusion in an upcoming
procedure concerning part 2 is not possible

19/11/24

Vet - C10 a)

VNRA - Vet - C10 a) - a) Administrative information concerning the
holder’s representative - C10 a) Changes to the safety, efficacy and
pharmacovigilance part of the dossier: Changes to the labelling or
the package leaflet which shall not be connected with the SPC: —
administrative information concerning the holder’s representative

08/08/23

Vet -C10a)

VNRA - Vet - C10 a) - a) Administrative information concerning the
holder’s representative - C10 a) Changes to the safety, efficacy and
pharmacovigilance part of the dossier: Changes to the labelling or
the package leaflet which shall not be connected with the SPC: —
administrative information concerning the holder’s representative

20/12/22

Vet - B45

VNRA - Vet - B45 - Submission of a new Ph. Eur. CEP from a new
manufacturer (replacement or addition) for a non-sterile active
substance, starting material, reagent or intermediate, excipient - B45
Changes to the quality part of the dossier: Submission of a new Ph.
Eur. CEP from a new manufacturer (replacement or addition) for a
non-sterile: — active substance; — starting material, reagent or
intermediate used in the manufacturing process of the active
substance; — excipient

22/09/22

Vet - C10 a)

VNRA - Vet - C10 a) - a) Administrative information concerning the
holder’s representative - C10 a) Changes to the safety, efficacy and
pharmacovigilance part of the dossier: Changes to the labelling or
the package leaflet which shall not be connected with the SPC: —
administrative information concerning the holder’s representative

08/07/22

B.lz

II - B.I1.z - z Other variation - B.I.z - QUALITY CHANGES -
ACTIVE SUBSTANCE - Other variation

28/06/22




