VPA10810/027/001

Soluclin 25 mg/ml oral solution for cats and dogs

Variation

Summary

Date

Vet-G.I.17 a)

VRA-S - Vet - G.I.17 a) - - Vet - G.1.17 a) - Changes in relation

to MR/SR procedures - Update of the dossier in preparation of
a SRP/MRP/duplicate application in order to conform to the
current legislation

14/10/25

Vet-FILf.1a) 1.

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

14/10/25

Vet - G.1.9

VRA-E - Vet - G.1.9 - - Vet - G.1.9 - Other variations not
specifically covered elsewhere in chapter G which involve the
submission of studies to the competent authority, including
additional clinical and non clinical studies, including
BE-studies

14/10/25

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

19/07/24




