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Consultation request for the determination of the novel
food status ARTICLE 4 of Regulation (EU) 2015/2283

Consultation request to determine the novel food status of Benfotiamine

Recipient Member State: Czech Republic, Ministry of Agriculture, Food Safety
Department

Date: 5/12/2025

Name and description of the novel food:

The application concerns benfotiamine, which is a chemically synthesised compound
consisting of a derivative of vitamin B1 (thiamine) and a benzoyl group, intended for
use as a food supplement. This vitamin B1 derivative is designed to improve the
bioavailability of thiamine due to its lipophilic nature, which increases its fat solubility.
Benfotiamine takes the form of a white to slightly yellowish powder, with no distinct
odour or taste, which is only slightly soluble in water and readily soluble in organic
solvents. It does not contain artificial nanomaterials according to Regulation (EU)
2015/2283.

The production of benfotiamine involves the esterification of thiamine hydrochloride
(vitamin B1) with benzoyl chloride under catalytic conditions to produce S-
benzoylthiamine. Subsequently, S-benzoylthiamine is phosphorylated with phosphoryl
chloride, resulting in the final product, S-benzoylthiamine O-monophosphate
(benfotiamine). This process also involves purification by crystallisation or
chromatographic techniques, solvent removal and drying of the product. Finally, the
product is packaged in protective packaging to ensure its stability and purity.

Novel food status:
Benfotiamine is considered as novel foods under Article 3(2)(a)(ix) of Regulation (EU)
2015/2283.

Novel food category:

Article 3(2)(a)(ix): Vitamins, minerals, and other substances used in accordance with
Directive 2002/46/EC, Regulation (EC) No 1925/2006, or Regulation (EU)
No 609/2013.

Conclusion:

Benfotiamine is considered as novel food because it is chemically synthesised
compounds and there is insufficient evidence of their significant consumption as food
or food ingredients in the EU before 15 May 1997.



