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Bexepril 20 mg Film-coated tablet for dogs

Variation

Summary

Date

Vet - B38

VNRA - Vet - B38 - - Vet - B38 - Change in pack size (number
of units e.g. tablets, ampoules, etc. in a pack) within the range
of the currently approved pack size

11/07/25

Vet - B34

VNRA - Vet - B34 - - Vet - B34 - Change in qualitative and
quantitative composition of the immediate packaging for a
solid pharmaceutical form for a finished product

11/07/25

Vet - C1

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)

25/09/24

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

25/09/24

Vet - G.1.4

VRA-S - Vet - G.1.4 - Change(s) in the Summary of Product
Characteristics, Labelling or Package Leaflet due to new
quality, preclinical, clinical or pharmacovigilance data. - G.1.4
Safety, Efficacy, Pharmacovigilance changes - Change(s) in
the Summary of Product Characteristics, Labelling or Package
Leaflet due to new quality, preclinical, clinical or
pharmacovigilance data.

10/07/24

Vet - F.Il.a.1 a)

VRA-R - Vet - F.Il.a.1 a) - a) Changes in scoring/break lines
intended to divide into equal doses - F.Il.a.1 a) Quality
Changes - Finished Product - Description and composition -
Change or addition of imprints, bossing or other markings
including replacement, or addition of inks used for product
marking - Changes in scoring/break lines intended to divide
into equal doses

18/12/23

Vet - F.ILf.1 a) 1.

VRA-R - Vet - F.IL.f.1 a) 1. - a) Extension of the shelf life of
the finished product 1. As packaged for sale (supported by real
time data) - F.IL.f.1 a) 1. Quality Changes -Stability - 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)

18/12/23




