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Otomicol ear drops and cutaneous suspension for dogs, cats and guinea pigs

Variation

Summary

Date

Vet - C1

VNRA - Vet - C1 - - Vet - C1 - Change(s) in the name or address
or contact details of a qualified person for pharmacovigilance
(QPPV)

31/03/26

Vet - G.115 z)

VRA-R - Vet - G.I.15 z) - - Vet - G.I.15 z) - Changes to the
labelling or the 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 this
guidance

01/09/25

Vet - B43

VNRA - Vet - B43 - - Vet - B43 - Editorial changes to part 2 of
the dossier if inclusion in an upcoming procedure concerning part
2 is not possible

29/07/25

Vet - C10 a)

VNRA - Vet - C10 a) - a) Administrative information concerning
the holder’s representative - C10 a) Changes to the safety,
efficacy and pharmacovigilance part of the dossier: Changes to
the labelling or the package leaflet which shall not be connected
with the SPC: — administrative information concerning the
holder’s representative

10/01/25

Vet - G115 2)

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.I1.15 z) Safety, Efficacy,
Pharmacovigilance changes - Changes to the labelling or the
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

18/09/24




