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Fertigest 0.004 mg/ml Solution for Injection

Variation

Summary

Date

Vet - G.I.18

VRA-S - Vet - G.I1.18 - - Vet - G.I.18 - One-off alignment of the
product information with version 9.0* of the QRD templates 1i.e.
major update of the QRD templates in accordance with
Regulation (EU) 2019/6, for veterinary medicinal products
authorised in accordance with Directive 2001/82/EC or
Regulation (EC) No 726/2004

16/07/26

Vet-G12b)

VRA-S - Vet - G.I.2 b) - - Vet - G.1.2 b) - Change(s) in the
Summary of Product Characteristics, Labelling or Package
Leaflet of a generic/hybrid medicinal product following
assessment of the same change for the reference product -
Harmonisation of the generic/hybrid product according to article
71(1) after SPC harmonisation of the reference product

16/07/26

Vet - F.I1.b.4 z)

VRA-R - Vet - F.IL.b.4 z) - z) Other changes under this code
level e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - F.I1.b.4 z) Quality Changes - Finished
Product -Manufacture - Change in the batch size (including
batch size ranges) of the finished product - Other changes under

this code level, e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021

14/04/25

Vet - F.ILb.1 2)

VRA-R - Vet - F.ILb.1 z) - z) Other changes under this code
level e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - F.IL.b.1 z) Quality Changes - Finished
Product -Manufacture - Replacement or addition of a
manufacturing site for part or all of the manufacturing process of
the finished product - Other changes under this code level, e.g.
variations outlined in section 6 and 7 of EMA/CMDv/7381/2021

14/04/25

Vet - Al a)

VNRA - Vet - Al a) - a) Change in the name or address or
contact details of the marketing authorisation holder - A1 a)
Administratvie changes: Change in the name or address or
contact details of the marketing authorisation holder

20/06/24




