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Variation Summary Date

Vet - F.II.b.3 a)

VRA-R - Vet - F.II.b.3 a) - - Vet - F.II.b.3 a) - 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

03/10/25

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

17/04/25

Vet - B3 m)

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

specification parameter (excipient) - B3 m) Changes to the 

quality part of the dossier: Deletion of a non-significant 

specification parameter (e.g. deletion of an obsolete parameter) 

in the specification parameters or limits of an excipient

17/04/25

Vet - B26 c)

VNRA - Vet - B26 c) - c) Downscaling down to 10-fold 

compared to the originally approved batch size of an immediate 

release oral pharmaceutical forms or to non-sterile liquid based 

pharmaceutical form - B26 c) Changes to the quality part of the 

dossier: Change in the batch size (including batch size ranges) of

the finished product: — downscaling down to 10-fold compared 

to the originally approved batch size of an immediate release 

oral pharmaceutical forms or to non-sterile liquid based 

pharmaceutical form

14/02/25

Vet - F.II.d.1 b)

VRA-S - Vet - F.II.d.1 b) - b) Deletion of a specification 

parameter which may have a significant effect on the overall 

quality of the finished product - F.II.d.1 b) Quality Changes - 

Finished Product -Control of finished product - Change in the 

specification parameters and/or limits of the finished product - 

Deletion of a specification parameter which may have a 

significant effect on the overall quality of the finished product 

10/07/24

Vet - F.II.d.1 b)

VRA-S - Vet - F.II.d.1 b) - b) Deletion of a specification 

parameter which may have a significant effect on the overall 

quality of the finished product - F.II.d.1 b) Quality Changes - 

Finished Product -Control of finished product - Change in the 

specification parameters and/or limits of the finished product - 

Deletion of a specification parameter which may have a 

significant effect on the overall quality of the finished product 

10/07/24

Vet - F.II.d.1 a)

VRA-S - Vet - F.II.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 

10/07/24



Vet - C1

VNRA - Vet - C1 - Change(s) in the name or address or contact 

details of a qualified person for pharmacovigilance (QPPV) - C1 

Changes to the safety, efficacy and pharmacovigilance part of 

the dossier: Change(s) in the name or address or contact details 

of a qualified person for pharmacovigilance (QPPV)

15/03/23


