VPA22664/084/001

Closiver 5 mg/ml/125 mg/ml Solution for Injection for Cattle and Sheep

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

27/11/23

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

19/09/23

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

19/07/23

Vet- G.L11 b)

VRA-R - Vet - G.I.11 b) - b) Deletion not resulting from a safety
issue - G.I.11 b) Safety, Efficacy, Pharmacovigilance changes -
Deletion of a food producing or non-food producing target
species - Deletion not resulting from a safety issue

01/12/22

Vet - A2

VNRA - Vet - A2 - Change in the (invented) name of the
veterinary medicinal product - A2 Administratvie changes:
Change in the (invented) name of the veterinary medicinal
product

01/09/22

Vet - B3 1)

VNRA - Vet - B3 t) - t) Deletion of a Ph. Eur. CEP - B3 t)
Changes to the quality part of the dossier: Deletion of a Ph. Eur.
CEP — for an active substance; — for a starting material, reagent
or intermediate used in the manufacturing process of the active
substance; — for an excipient

05/08/22

B.l.z

IT - B.I.z - z Other variation - B.1.z - QUALITY CHANGES -
ACTIVE SUBSTANCE - Other variation

09/06/22




