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Prinovox 40 mg + 10 mg spot-on solution for small dogs.

Variation

Summary

Date

Vet - C3

VNRA - Vet - C3 - Change(s) in the SPC, labelling or package leaflet
of a generic or hybrid medicinal product following assessment of the
same change(s) for the reference product - C3 Changes to the safety,
efficacy and pharmacovigilance part of the dossier: Change(s) in the
SPC, labelling or package leaflet of a generic or hybrid medicinal
product following assessment of the same change(s) for the reference
product

20/01/25

Vet - Cl

VNRA - Vet - C1 - Change(s) in the name or address or contact details
of a qualified person for pharmacovigilance (QPPV) - C1 Changes to
the safety, efficacy and pharmacovigilance part of the dossier:
Change(s) in the name or address or contact details of a qualified
person for pharmacovigilance (QPPV)

12/11/24

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

12/11/24

Vet - B45

VNRA - Vet - B45 - Submission of a new Ph. Eur. CEP from a new
manufacturer (replacement or addition) for a non-sterile active
substance, starting material, reagent or intermediate, excipient - B45
Changes to the quality part of the dossier: Submission of a new Ph.
Eur. CEP from a new manufacturer (replacement or addition) for a
non-sterile: — active substance; — starting material, reagent or
intermediate used in the manufacturing process of the active
substance; — excipient

16/09/24

Cl2.a

IB - C.I.2.a - a) Implementation of change(s) for which no new
additional data is required to be submitted by the MAH - C.1.2.a -
SAFETY, EFFICACY, PHARMACOVIGILANCE CHANGES -
HUMAN AND VETERINARY MEDICINAL PRODUCTS -
Change(s) in the Summary of Product Characteristics, Labelling or
Package Leaflet of a generic/hybrid/biosimilar medicinal products
following assessment of the same change for the reference product -
Implementation of change(s) for which no new additional data is
required to be submitted by the MAH

03/02/22




