VPA10996/096/001

Porcilis ERY suspension for injection for pigs

Variation

Summary

Date

Vet - F.lL.a.1 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

23/01/23

Vet - F.l.a.3 b)

VRA-S - Vet - F.I.a.3 b) - b) The scale for a
biological/immunological active substance is
increased/decreased without process change (e.g. duplication of
line) - F.L.a.3 b) 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 - The scale for a
biological/immunological active substance is
increased/decreased without process change (e.g. duplication of
line)

23/01/23

Vet-F.l.a.2 b)

VRA-S - Vet - F.I1.a.2 b) - b) The change refers to a biological /
immunological substance or use of a different chemically
derived substance in the manufacture of a
biological/immunological substance, which may have a
significant impact on the quality, safety and efficacy of the
medicinal product and is not related to a protocol - F.I.a.2 b)
Quality Changes - Active Substance - Manufacture - Changes in
the manufacturing process of the active substance - The change
refers to a biological / immunological substance or use of a
different chemically derived substance in the manufacture of a
biological/immunological substance, which may have a
significant impact on the quality, safety and efficacy of the
medicinal product and is not related to a protocol

23/01/23

Vet - F.ILb.3 a)

VRA-S - Vet - F.I1.b.3 a) - a) Minor change in the manufacturing
process - F.I1.b.3 a) 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 - Minor change in the
manufacturing process

23/01/23




