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TUDOMAX, 10 mg/g, powder for use in drinking water/milk

Variation Summary Date

Vet - G.I.18

VRA-S - Vet - G.I.18 - One-off alignment of the product 

information with version 9.0 (or the latest version of the QRD 

templates that are in effect at the time that this one-off variation is 

submitted) of the QRD templates i.e. major update of the QRD 

templates in accordance with Regulation (EU) 2019/6, for 

veterinary medicinal products placed on the market in accordance 

with Directive 2001/82/EC or Regulation (EC) No 726/2004 - 

G.I.18 Safety, Efficacy, Pharmacovigilance changes - One-off 

alignment of the product information with version 9.0 (or the latest 

version of the QRD templates that are in effect at the time that this 

one-off variation is submitted) of the QRD templates i.e. major 

update of the QRD templates in accordance with Regulation (EU) 

2019/6, for veterinary medicinal products placed on the market in 

accordance with Directive 2001/82/EC or Regulation (EC) No 

726/2004 

21/03/25

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

26/10/22


