VPA22837/001/001

BONHAREN IVN 10 mg/ml solution for injection for horses and dogs

Variation

Summary

Date

Vet - B43

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

25/04/24

Vet - B30 ¢)

VNRA - Vet - B30 ¢) - ¢) Addition of a new specification parameter
to the specification with its corresponding test method - B30 c)
Changes to the quality part of the dossier: Change in the
specification parameters or limits of the finished product:
—addition of a new specification parameter to the specification
with its corresponding test method

28/03/24

Vet - B43

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

16/11/23

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

17/07/23




