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Tullavis 25 mg/ml solution for injection for pigs

Variation

Summary

Date

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

05/03/24

Vet - C9

VNRA - Vet - C9 - Editorial changes to SPC, package leaflet
or labelling if inclusion in an upcoming procedure is not
possible - C9 Changes to the safety, efficacy and
pharmacovigilance part of the dossier: Editorial changes to
SPC, package leaflet or labelling if inclusion in an upcoming
procedure is not possible

29/01/24

Vet - F.Il.e.5 b)

VRA-S - Vet - F.Il.e.5 b) - b) Change in the fill weight/fill
volume of sterile multidose (or single-dose, partial use)
parenteral medicinal products, including
biological/immunological medicinal products. - F.Il.e.5 b)
Quality Changes - Container closure system -Change in pack
size of the finished product - Change in the fill weight/fill
volume of sterile multidose (or single-dose, partial use)
parenteral medicinal products, including
biological/immunological medicinal products.

31/07/23

Vet - F.If.1

VRA-S - Vet - F.I.f.1 - 1. Substantial changes in the updated
version of the ASMF or the active substance part of the dossier
- F.If.1 Quality Changes - Active Substance - Other changes to
the active substance - Substantial changes in the updated
version of the ASMF or the active substance part of the dossier

15/09/22

Vet - F.IL.f.1 a) 1.

VRA-R - Vet - F.IL.f.1 a) 1. - a) Extension of the shelf life of
the finished product 1. As packaged for sale (supported by real
time data) - F.IL.f.1 a) 1. Quality Changes -Stability - Change
in the shelf-life or storage conditions of the finished product -
Extension of the shelf life of the finished product - As
packaged for sale (supported by real time data)

12/08/22

B.lz

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

07/04/22




