VPA10823/015/001

Calcipharm 40 Solution for Injection

Variation

Summary

Date

Vet - F.Le.1 b) 2.

VRA-S - Vet - F.Il.e.1 b) 2. - b) Change in type of container or
addition of a new container 2. Sterile medicinal products and
biological/ immunological medicinal products - F.Il.e.1 b) 2.
Quality Changes - Container closure system - Change in
immediate packaging of the finished product - Change in type
of container or addition of a new container - Sterile medicinal
products and biological/immunological medicinal products

02/05/24

Vet - F.Il.b.3 a)

VRA-R - Vet - F.IL.b.3 a) - a) Minor change in the
manufacturing process - F.IL.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

02/05/24

Vet - F.ILb.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

02/05/24

Vet - F.ILb.1 d)

VRA-R - Vet - F.IL.b.1 d) - d) Site where any manufacturing
operation(s) take place, except batch release, batch control,
and secondary packaging, for sterile veterianry medicinal
products (including those that are aseptically manufactured)
excluding biological/ immunological veterinary medicinal
products - F.ILb.1 d) Quality Changes - Finished Product
-Manufacture - Replacement or addition of a manufacturing
site for part or all of the manufacturing process of the finished
product - Site where any manufacturing operation(s) take
place, except batch release, batch control, and secondary
packaging, for sterile veterianry medicinal products (including
those that are aseptically manufactured) excluding biological/
immunological veterinary medicinal products

02/05/24




