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Topimec Super Solution for Injection

Variation

Summary

Date

Vet - F.If.1

VRA-S - Vet - F.If.1 - 1. Substantial changes in the updated version
of the ASMF or the active substance part of the dossier - F.I.f.1
Quality Changes - Active Substance - Other changes to the active
substance - Substantial changes in the updated version of the ASMF
or the active substance part of the dossier

14/02/23

B.l.a3.a

IA - B..a.3.a - a) Up to 10-fold increase compared to the originally
approved batch size - B..a.3.a - QUALITY CHANGES - ACTIVE
SUBSTANCE - Manufacture - Change in batch size (including batch
size ranges) of active substance or intermediate used in the
manufacturing process of the active substance - Up to 10-fold
increase compared to the originally approved batch size

29/03/22

B.l.a.l.a

IAin - B.l.a.1.a - a) The proposed manufacturer is part of the same
pharmaceutical group as the currently approved manufacturer -
B.l.a.l.a - QUALITY CHANGES - ACTIVE SUBSTANCE -
Manufacture - Change in the manufacturer of a starting
material/reagent/intermediate used in the manufacturing process of
the active substance or change in the manufacturer (including where
relevant quality control testing sites) of the active substance, where
no Ph. Eur. Certificate of Suitability is part of the approved dossier -
The proposed manufacturer is part of the same pharmaceutical group
as the currently approved manufacturer

29/03/22




