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Fasinex 240 mg/ml oral suspension for cattle

Variation Summary Date

Vet - B44

VNRA - Vet - B44 - Submission of a new or updated Ph. Eur. 

CEP from an already approved manufacturer for a non-sterile 

active substance, starting material, reagent or intermediate, 

excipient - B44 Changes to the quality part of the dossier: 

Submission of a new or updated Ph. Eur. CEP from an already 

approved manufacturer for a non-sterile: — active substance; — 

starting material, reagent or intermediate used in the 

manufacturing process of the active substance; — excipient

30/06/23

Vet - B27 b)

VNRA - Vet - B27 b) - b) Addition of a new in-process test and 

limits - B27 b) Changes to the quality part of the dossier: Change

to in-process tests or limits applied during the manufacture of the

finished product: — addition of a new in-process test and limits

08/02/23

Vet - B27 b)

VNRA - Vet - B27 b) - b) Addition of a new in-process test and 

limits - B27 b) Changes to the quality part of the dossier: Change

to in-process tests or limits applied during the manufacture of the

finished product: — addition of a new in-process test and limits

31/01/23

Vet - F.II.b.5 z)

VRA-R - Vet - F.II.b.5 z) - z) Other changes under this code 

level e.g. variations outlined in section 6 and 7 of 

EMA/CMDv/7381/2021 - F.II.b.5 z) Quality Changes - Finished 

Product -Manufacture - Change to in-process tests or limits 

applied during the manufacture of the finished product - Other 

changes under this code level, e.g. variations outlined in section 

6 and 7 of EMA/CMDv/7381/2021 

11/10/22

Vet - F.II.b.4 z)

VRA-R - Vet - F.II.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.II.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 

11/10/22

Vet - B22

VNRA - Vet - B22 - Change to importer, batch control 

arrangements and quality testing (replacement or addition of a 

site) for a finished product - B22 Changes to the quality part of 

the dossier: Change to importer, batch control arrangements and 

quality testing (replacement or addition of a site) for a finished 

product

13/07/22


