VPA23263/001/001

PULSIX 40 mg/200 mg spot-on solution for dogs over 1.5 kg up to 4 kg

Variation

Summary

Date

Vet - B12 a)

VNRA - Vet - B12 a) - - Vet - B12 a) - Minor changes:— to an
approved test procedure — for active substance or a starting
material, reagent or intermediate used in the manufacturing
process of the active substance; — for the finished product;—
for an excipient

01/09/26

Vet - B32

VNRA - Vet - B32 - - Vet - B32 - Change in the specification
parameters or limits of the finished product to describe more
accurately the appearance of the product

01/09/26

Vet - B12 a)

VNRA - Vet - B12 a) - - Vet - B12 a) - Minor changes:— to an
approved test procedure — for active substance or a starting
material, reagent or intermediate used in the manufacturing
process of the active substance; — for the finished product;—
for an excipient

01/09/26

Vet - C9

VNRA - Vet - C9 - - Vet - C9 - Editorial changes to SPC,
package leaflet or labelling if inclusion in an upcoming
procedure is not possible

18/03/26

Vet - C6

VNRA - Vet - C6 - - Vet - C6 - Introduction of a summary of
the PSMF or changes to the summary of the PSMF not already
covered elsewhere in this Annex

27/11/25

Vet - C1

VNRA - Vet - C1 - - Vet - C1 - Change(s) in the name or
address or contact details of a qualified person for
pharmacovigilance (QPPV)

19/11/25

Vet - F.ILf1 a) 4.

VRA-S - Vet - F.ILf.1 a) 4. - - Vet - F.IL.f.1 a) 4. - Change in
the shelf-life or storage conditions of the finished product -
Extension of the shelf life of the finished product - Extension
of the shelf-life based on extrapolation of stability data not in
accordance with VICH guidelines

17/10/25




