VPA10791/017/001

Fludosol 200 mg/ml Suspension for use in drinking water for pigs and chickens

Variation Summary Date

VNRA - Vet - B11 b) - b) Tightening of specification limits of
an active substance, starting material, intermediate or reagent
used in the manufacturing process of the active substance -
B11 b) Changes to the quality part of the dossier: Change in
the specification parameters or limits of an active substance,
Vet-B11 b) starting material, intermediate or reagent used in the 10/03/25
manufacturing process of the active substance or of the
immediate packaging of the active substance — tightening of
specification limits of an active substance, starting material,
intermediate or reagent used in the manufacturing process of
the active substance

VRA-R - Vet - G.I.15 z) - z) Other changes under this code
level e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021 - G.I1.15 z) Safety, Efficacy,
Pharmacovigilance changes - Changes to the labelling or the
package leaflet which are not connected with the summary of
product characteristics - Other changes under this code level,

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

Vet - G.I.15 2) 09/09/24

VRA-S - Vet - F.Il.e.1 b) 1. - b) Change in type of container or
addition of a new container 1. Solid, semi-solid and

non-sterile liquid pharmaceutical forms - F.Il.e.1 b) 1. Quality
Changes - Container closure system - Change in immediate
packaging of the finished product - Change in type of
container or addition of a new container - Solid, semi-solid
and non-sterile liquid pharmaceutical forms immunological
medicinal products

Vet - F.Il.e.1 b) 1. 09/01/24

VRA-S - 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 -

Vet - F.I1.b.4 z) | Finished Product -Manufacture - Change in the batch size 09/01/24
(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

VNRA - Vet - B21 - Replacement or addition of a secondary
packaging site of a finished product - B21 Changes to the

Vet-B21 quality part of the dossier: Replacement or addition of a 07/09/23
secondary packaging site of a finished product
VNRA - Vet - B24 - Replacement or addition of a
manufacturer responsible for batch release including batch

Vet - B24 control or testing of a non- sterile finished product - B24 07/09/23

Changes to the quality part of the dossier: Replacement or
addition of a manufacturer responsible for batch release
including batch control or testing of a non- sterile finished
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