VPA10442/001/001

Orniflox 25 mg/ml concentrate for oral solution for pet rabbits, rodents, ornamental

birds and reptiles

Variation

Summary

Date

Vet - Cl1

VNRA - Vet - CI - 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)

02/07/25

Vet - B48

VNRA - Vet - B48 - Addition or replacement of a
measuring or administration device which is not an
integrated part of the primary packaging - B48 Changes to
the quality part of the dossier: Addition or replacement of
a measuring or administration device which is not an
integrated part of the primary packaging

12/06/24

Vet - B44(Do not use)

VNRA - Vet - B44 - Submission of a new or updated Ph.
Eur. CEP from an already approved manufacturer for a
non-sterile active substance, starting material, reagent or
intermediate, excipient - B44 Changes to the quality part
of the dossier: Submission of a new or updated Ph. Eur.
CEP from an already approved manufacturer for a
non-sterile: — active substance; — starting material,
reagent or intermediate used in the manufacturing process
of the active substance; — excipient

07/07/23

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

27/06/22




