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Ketosol 100 mg/ml solution for injection for cattle, pigs and horses

Variation

Summary

Date

Vet - B11 d)

VNRA - Vet - B11d)-- Vet-Bl1l1 d) - Change in the
specification parameters or limits of an active substance,
starting material, intermediate or reagent used in the
manufacturing process of the active substance or of the
immediate packaging of the active substance: addition of
a new specification parameter to the specification with its
corresponding test method for an active substance,
starting material, intermediate or reagent used in the
manufacturing process of the active substance

09/12/25

Vet - B44 a)

VNRA - Vet - B44 a) - - Vet - B44 a) - Submission of a Ph.
Eur. CEP for:— active substance;— starting material,
reagent or intermediate used in the manufacturing process
of the active substance;— excipient - Updated cerificate

09/12/25

Vet - B11 d)

VNRA - Vet - B11d) - - Vet-Bl11 d) - Change in the
specification parameters or limits of an active substance,
starting material, intermediate or reagent used in the
manufacturing process of the active substance or of the
immediate packaging of the active substance: addition of
a new specification parameter to the specification with its
corresponding test method for an active substance,
starting material, intermediate or reagent used in the
manufacturing process of the active substance

09/12/25

Vet - B47 b)

VNRA - Vet - B47b) - - Vet - B47 b) - Change to comply
with Ph. Eur. or with a national pharmacopoeia of a
Member State: change to comply with an update of the
relevant monograph of the Ph. Eur. or national
pharmacopoeia of a Member State

01/09/25

Vet - B44 a)

VNRA - Vet - B44 a) - - Vet - B44 a) - Submission of a Ph.
Eur. CEP for:— active substance;— starting material,
reagent or intermediate used in the manufacturing process
of the active substance;— excipient - Updated cerificate

01/09/25

Vet - B21

VNRA - Vet - B21 - Replacement or addition of a
secondary packaging site of a finished product - B21
Changes to the quality part of the dossier: Replacement or
addition of a secondary packaging site of a finished
product

07/01/25

Vet - B39

VNRA - Vet - B39 - Change in any part of the primary
packaging material not in contact with the finished
product formulation - B39 Changes to the quality part of
the dossier: Change in any part of the primary packaging
material not in contact with the finished product
formulation (such as change of colour due to different
plastic used for flip-off caps, colour code rings on
ampoules or change of needle shield)

07/01/25




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

21/06/24

Vet - F.ILe.1 b) 2.

VRA-S - Vet - F.Il.e.1 b) 2. - b) Change in type of
container or addition of a new container 2. Sterile
medicinal products and biological/ immunological
medicinal products - F.Il.e.1 b) 2. Quality Changes -
Container closure system - Change in immediate
packaging of the finished product - Change in type of
container or addition of a new container - Sterile
medicinal products and biological/immunological
medicinal products

23/04/24

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)

01/03/24

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

01/03/24

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

06/06/23

Vet - Cl

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)

05/01/23

Vet - G.1.17 b)

VRA-R - Vet - G.I.17 b) - b) Adaptation of the Product
Information for the original Concerned Member States
after a SRP - G.I.17 b) Safety, Efficacy,
Pharmacovigilance changes - Changes in relation to

14/10/22




MR/SR procedures - Adaptation of the Product
Information for the original Concerned Member States
after a SRP




