VPA10987/112/001

Ridamec 1 mg/ml oral solution for sheep

Variation

Summary

Date

Vet - F.IIL.1 a) z.

VRA-R - Vet - F.III.1 a) z. - a) European Pharmacopoeial
Certificate of Suitability to the relevant Ph. Eur. Monograph. z)
Other changes under this code level e.g. variations outlined in
section 6 and 7 of EMA/CMDv/7381/2021 - F.II1.1 a) z.
Quality Changes - CEP/TSE/MONOGRAPHS -Submission of
a new or updated Ph. Eur. certificate of suitability or deletion
of Ph. Eur. certificate of suitability: -For an active substance
-For a starting material/reagent/intermediate used in the
manufacturing process of the active substance -For an
excipient European Pharmacopoeial Certificate of Suitability
to the relevant Ph. Eur. Monograph - Other changes under this
code level, e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021

12/02/25

Vet - F.IIL1 a) z.

VRA-R - Vet - F.III.1 a) z. - a) European Pharmacopoeial
Certificate of Suitability to the relevant Ph. Eur. Monograph. z)
Other changes under this code level e.g. variations outlined in
section 6 and 7 of EMA/CMDv/7381/2021 - F.II1.1 a) z.
Quality Changes - CEP/TSE/MONOGRAPHS -Submission of
a new or updated Ph. Eur. certificate of suitability or deletion
of Ph. Eur. certificate of suitability: -For an active substance
-For a starting material/reagent/intermediate used in the
manufacturing process of the active substance -For an
excipient European Pharmacopoeial Certificate of Suitability
to the relevant Ph. Eur. Monograph - Other changes under this
code level, e.g. variations outlined in section 6 and 7 of
EMA/CMDv/7381/2021

12/02/25

Vet - F.IL.f.1 a) 1.

VRA-R - Vet - F.IL.f.1 a) 1. - a) Extension of the shelf life of
the finished product 1. As packaged for sale (supported by real
time data) - F.IL.f.1 a) 1. Quality Changes -Stability - Change
in the shelf-life or storage conditions of the finished product -
Extension of the shelf life of the finished product - As
packaged for sale (supported by real time data)

08/07/24

Vet - F.I1.d.1 a)

VRA-S - Vet - F.IL.d.1 a) - a) Change outside the approved
specifications limits range - F.II.d.1 a) Quality Changes -
Finished Product -Control of finished product - Change in the
specification parameters and/or limits of the finished product -
Change outside the approved specifications limits range

08/07/24

Vet - C10 a)

VNRA - Vet - C10 a) - a) Administrative information
concerning the holder’s representative - C10 a) Changes to the
safety, efficacy and pharmacovigilance part of the dossier:
Changes to the labelling or the package leaflet which shall not
be connected with the SPC: — administrative information
concerning the holder’s representative

08/11/23

Vet - C10 a)

VNRA - Vet - C10 a) - a) Administrative information

20/12/22




concerning the holder’s representative - C10 a) Changes to the
safety, efficacy and pharmacovigilance part of the dossier:
Changes to the labelling or the package leaflet which shall not
be connected with the SPC: — administrative information
concerning the holder’s representative

B.ILf.1.b.2

IB - B.IL.f.1.b.2 - 2. After first opening (supported by real time
data) - B.IL.f.1.b.2 - QUALITY CHANGES - FINISHED
PRODUCT - Stability - Change in the shelf-life or storage
conditions of the finished product - Extension of the shelf life
of the finished product - After first opening (supported by real
time data)

14/02/22

B.ILf.1.b.1

IB - B.IL.f.1.b.1 - 1. As packaged for sale (supported by real
time data) - B.IL.f.1.b.1 - QUALITY CHANGES - FINISHED
PRODUCT - Stability - Change in the shelf-life or storage
conditions of the finished product - Extension of the shelf life
of the finished product - As packaged for sale (supported by
real time data)

14/02/22




