VPA10996/213/001

Norvax compact PD emulsion for injection for Atlantic salmon

Variation

Summary

Date

Vet - F.ILe.2 z)

VRA-S - Vet - F.Il.e.2 z) - z) Other changes under this code
level e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - F.Il.e.2 z) Quality Changes -
Container closure system - Change in the specification
parameters and/or limits of the immediate packaging of the
finished product - Other changes under this code level, e.g.
variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021

24/10/23

Vet - F.Il.b.2 a) 1.

VRA-S - Vet - F.IL.b.2 a) 1. - a) Replacement or addition of a
site where batch control/testing takes place 1. Replacement or
addition of a site where batch control/testing takes place for a
biological/immunological veterinary medicinal product and
any of the test methods performed at the site is a
biological/immunological method - F.IL.b.2 a) 1. Quality
Changes - Finished Product -Manufacture - Change to
importer, batch release arrangements and quality control
testing of the finished product - Replacement or addition of a
site where batch control/testing takes place - Replacement or
addition of a site where batch control/testing takes place for a
biological/immunological veterinary medicinal product and
any of the test methods performed

15/12/22

Vet - G.L3 b)

VRA-R - Vet - G.1.3 b) - b) Implementation of wording agreed
by the competent authority that require additional minor
assessment, e.g. translations are not yet agreed upon - G.1.3 b)
Safety, Efficacy, Pharmacovigilance changes - Change(s) in
the SPC, labelling or package leaflet intended to implement
the outcome of a procedure or recommendations from the
competent authority or the Agency concerning risk
management measures in pharmacovigilance related to
veterinary medicinal products - Implementation of wording
agreed by the competent authority that require additional
minor assessment, e.g. translations are not yet agreed upon

18/08/22




