VPA10983/048/005

Clavaseptin 750 mg palatable tablets for dogs

Variation Summary Date

VRA-R - Vet - G.I.15 z) - z) Other changes under this code level
e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - G.I.15 z) Safety, Efficacy,

Vet - G.I.15 z) | Pharmacovigilance changes - Changes to the labelling or the 04/08/23
package leaflet which are not connected with the summary of
product characteristics - Other changes under this code level, e.g.
variations outlined in section 6 and 7 of EMA/CMDv/7381/2021
VNRA - Vet - C1 - Change(s) in the name or address or contact
details of a qualified person for pharmacovigilance (QPPV) - C1

Vet - Cl1 Changes to the safety, efficacy and pharmacovigilance part of the | 20/06/23
dossier: Change(s) in the name or address or contact details of a
qualified person for pharmacovigilance (QPPV)
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

Vet - C6 Changes to the safety, efficacy and pharmacovigilance part of the | 20/06/23
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
VRA-R - Vet - F.I1.b.3 i) - 1) Minor change in the manufacturing
process of a sterile finished product after the primary packaging
step - F.IL.b.3 1) Quality Changes - Finished Product

.. | -Manufacture - Change in the manufacturing process of the

Vet-FILb.3 1) finished product, incl%lding an intermediate isid in the 06/06/23
manufacture of the finished product - Minor change in the
manufacturing process of a sterile finished product after the
primary packaging step
VRA-R - Vet - G.I.15 z) - z) Other changes under this code level
e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - G.I.15 z) Safety, Efficacy,

Vet - G.I.15 z) | Pharmacovigilance changes - Changes to the labelling or the 15/08/22

package leaflet which are not connected with the summary of
product characteristics - Other changes under this code level, e.g.
variations outlined in section 6 and 7 of EMA/CMDv/7381/2021




