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Rominervin 10 mg/ml solution for injection for horses

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

25/04/24

Vet - B9 a)

VNRA - Vet - B9 a) - a) Up to 10-fold increase compared to the 

originally approved batch size - B9 a) Changes to the quality part 

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

of active substance or intermediate used in the manufacturing 

process of the active substance — up to 10-fold increase 

compared to the originally approved batch size

25/04/24

Vet - B4 b)

VNRA - Vet - B4 b) - b) Changes to quality control testing 

arrangements for the active substance: replacement or addition of 

a site where batch control or testing of the active substance takes 

place - B4 b) Changes to the quality part of the dossier: Changes 

to the production process or the storage of active substance where

no Ph. Eur. CEP is part of the approved dossier of an active 

substance (including starting material, reagent or intermediate) - 

changes to quality control testing arrangements for the active 

substance: replacement or addition of a site where batch control 

or testing of the active substance takes place

25/04/24

Vet - F.I.d.1 c)

VRA-R - Vet - F.I.d.1 c) - c) Extension or introduction of a re-test

period/storage period supported by real time data - F.I.d.1 c) 

Quality Changes - Active Substance - Stability -Change in the 

re-test period/storage period of the active substance where no Ph. 

Eur. Certificate of Suitability covering the retest period is part of 

the approved dossier - Extension or introduction of a re-test 

period/storage period supported by real time data

24/04/24


