VPA10980/019/001

Alfadexx 2 mg/ml solution for injection for horses, cattle, goats, pigs, dogs and cats

Variation

Summary

Date

Vet - G115 2)

VRA-R - Vet - G.I.15 z) - z) Other changes under this code level
e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - G.I.15 z) Safety, Efficacy,
Pharmacovigilance changes - Changes to the labelling or the
package leaflet which are not connected with the summary of
product characteristics - Other changes under this code level, e.g.
variations outlined in section 6 and 7 of EMA/CMDv/7381/2021

21/08/23

Vet - Cl10a)

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

12/06/23

B.ILb.1.a

[Ain - B.IL.b.1.a - a) Secondary packaging site - B.Il.b.1.a -
QUALITY CHANGES - FINISHED PRODUCT - Manufacture -
Replacement or addition of a manufacturing site for part or all of
the manufacturing process of the finished product - Secondary
packaging site

31/01/22




