VPA10454/040/001

Eurican DHPPiI lyophilisate for suspension for injection

Variation

Summary

Date

Vet - F.I.d.1 ¢)

VRA-S - Vet - F.I.d.1 ¢) - ¢) Extension or introduction of a
re-test period/storage period supported by real time data - F.1.d.1
c¢) Quality Changes - Active Substance - Stability -Change in the
re-test period/storage period of the active substance where no Ph.
Eur. Certificate of Suitability covering the retest period is part of
the approved dossier - Extension or introduction of a re-test
period/storage period supported by real time data

30/08/23

Vet - F.IL.b.3 z)

VRA-S - Vet - F.IL.b.3 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.3 z) Quality Changes - Finished
Product -Manufacture - Change in the manufacturing process of
the finished product, including an intermediate used in the
manufacture of the finished product - Other changes under this

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

24/03/23

Vet - C1

VNRA - Vet - CI - Change(s) in the name or address or contact
details of a qualified person for pharmacovigilance (QPPV) - C1
Changes to the safety, efficacy and pharmacovigilance part of the
dossier: Change(s) in the name or address or contact details of a
qualified person for pharmacovigilance (QPPV)

15/03/23

Vet-F.lLa.l d)

VRA-S - Vet - F.l.a.1 d) - d) The change relates to a
biological/immunological active substance or a starting
material/reagent/intermediate used in the manufacture of a
biological/immunological product - F.I.a.1 d) - 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 change relates to
a biological/immunological active substance or a starting
material/reagent/intermediate used in the manufacture of a
biological/immunological product

16/12/22

B.l.a.2.z

IB - B..a.2.z - z Other variation - B..a.2.z - QUALITY
CHANGES - ACTIVE SUBSTANCE - Manufacture - Changes
in the manufacturing process of the active substance - Minor
change to the restricted part of an Active Substance Master File

29/03/22

B.I.b.2.d

IT - B.I.b.2.d - d) Substantial change to or replacement of a
biological/ immunological/ immunochemical test method or a
method using a biological reagent for a biological active
substance - B.I.b.2.d - QUALITY CHANGES - ACTIVE
SUBSTANCE - Control of active substance - Change in test
procedure for active substance or starting
material/reagent/intermediate used in the manufacturing process

29/03/22




of the active substance - Substantial change to or replacement of
a biological/ immunological/ immunochemical test method or a
method using a biological reagent for a biological active
substance




