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Somulose Solution for Injection

Variation Summary Date

Vet - B3 d)

VNRA - Vet - B3 d) - d) Deletion of a non-significant 

specification parameter (active substance, starting material, 

intermediate - B3 d) Changes to the quality part of the dossier: 

Deletion of a non-significant specification parameter (e.g. 

deletion of an obsolete parameter) of — an active substance; — a 

starting material; —an intermediate or reagent used in the 

manufacturing process of the active substance

05/04/24

Vet - B3 d)

VNRA - Vet - B3 d) - d) Deletion of a non-significant 

specification parameter (active substance, starting material, 

intermediate - B3 d) Changes to the quality part of the dossier: 

Deletion of a non-significant specification parameter (e.g. 

deletion of an obsolete parameter) of — an active substance; — a 

starting material; —an intermediate or reagent used in the 

manufacturing process of the active substance

05/04/24

Vet - B3 d)

VNRA - Vet - B3 d) - d) Deletion of a non-significant 

specification parameter (active substance, starting material, 

intermediate - B3 d) Changes to the quality part of the dossier: 

Deletion of a non-significant specification parameter (e.g. 

deletion of an obsolete parameter) of — an active substance; — a 

starting material; —an intermediate or reagent used in the 

manufacturing process of the active substance

05/04/24

Vet - B43

VNRA - Vet - B43 - Editorial changes to part 2 of the dossier if 

inclusion in an upcoming procedure concerning part 2 is not 

possible - B43 Changes to the quality part of the dossier: Editorial

changes to part 2 of the dossier if inclusion in an upcoming 

procedure concerning part 2 is not possible

18/04/23

Vet - G.I.15 z)

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.I.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 

23/03/23

Vet - F.I.a.2 d)

VRA-R - Vet - F.I.a.2 d) - d) Minor change to the restricted part 

of an Active Substance Master File - F.I.a.2 d) 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

25/11/22

Vet - F.I.a.2 d)

VRA-R - Vet - F.I.a.2 d) - d) Minor change to the restricted part 

of an Active Substance Master File - F.I.a.2 d) 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

11/11/22

B.II.f.1.d IB - B.II.f.1.d - d) Change in storage conditions of the finished 22/09/22



product or the diluted/reconstituted product - B.II.f.1.d - 

QUALITY CHANGES - FINISHED PRODUCT - Stability - 

Change in the shelf-life or storage conditions of the finished 

product - Change in storage conditions of the finished product or 

the diluted/reconstituted product

B.II.d.1.e

II - B.II.d.1.e - e) Change outside the approved specifications 

limits range - B.II.d.1.e - 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

22/09/22


