
 

 
 

1 

 

UNESDA – Soft Drinks Europe 
Rue du Trône 14-16, B-1000 Brussels | Tel: +32 2 737 01 30 | Fax: +32 2 737 01 39  
mail@unesda.eu  |  wwww.unesda.eu  |  EU Transparency Register 25492952296-56 

 

12 May 2021 

 

SUBMITTED VIA THE ONLINE PROCEDURE 

 

The Norwegian Food Safety Authority  

Felles postmottak  

Postboks 383  

2318 Brumunddal  

Norway 

 

 

PROPOSAL OF AMENDMENTS IN ANNEXES 1 AND 3 IN THE REGULATION ON 

ADDITION OF VITAMINS TO FOODS AND CHANGE IN THE NOTIFICATION 

PROCEDURE OF SECTION 4 

Introduction and background 

UNESDA is the European association representing the European soft drink industry.   Our 

members produce a wide range of non-alcoholic carbonated and non-carbonated beverages 

including ice teas, sports drinks and energy drinks.  

We would like to take the opportunity to respond to your consultation paper dated 19 March 

2021 on the proposal of amendments in Annexes 1 and 3 in Regulation of 26 February 2010 nr. 

247 on addition of vitamins, minerals and other substances to foods (‘the Regulation’). 

Specifically, we would like to submit a consultation response regarding Annex 1 and the category 

“water-based non-alcoholic beverages with or without carbonic acid fortified with caffeine in an 

amount exceeding 15 mg/100 ml”, which is the category in the Annex for relevant amounts of 

vitamins, which can be fortified in energy drinks.  

In addition to the suggestions of the Norwegian Food Safety Authority in their consultation paper 

in Annex I on vitamin C, calcium and zinc, we would like to propose certain adjustments for the 

legal requirements of vitamin B6, to ensure the Norwegian regulatory framework is in line with 

regulatory best practice, and the most recent scientific findings from leading European risk 

assessment bodies, such as the Scientific Committee for Food (SCF), the European Food Safety 

Authority (EFSA) and the Norwegian Scientific Committee for Food Safety (VKM)1,2.  

 

1 VKM (2017). Assessment of vitamin B6 intake in relation to tolerable upper intake levels. Opinion of the Panel on Nutrition, Dietetic 
Products, Novel Food and Allergy of the Norwegian Scientific Committee for Food Safety. VKM Report 2017: 3, ISBN: 978-82-8259-260-4, 
Oslo, Norway. 
2 Overview on Tolerable Upper Intake Levels as derived by the Scientific Committee on Food (SCF) and the EFSA Panel on Dietetic Products, 
Nutrition and Allergies (NDA): https://www.efsa.europa.eu/sites/default/files/assets/UL_Summary_tables.pdf 
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These findings would support:  

1. Raising the maximum upper level of vitamin B6 in Annex 1 from 1,4 mg to 2,0 mg per 100 

ml, as the Danish Veterinary and Food Administration did in 2017, or  

2. Replacing the requirement of a maximum allowed upper level, with a reference value for 

vitamin B6. 

In addition to this, we would alternatively suggest amending section 4 of the Regulation to allow 

producers placing products containing more than 1,4 mg/100 ml of vitamin B6 on the Norwegian 

market to do so via the simplified notification procedure outlined in section 5 of the Regulation. 

This would remove the need to undergo the current notification procedure in section 4 of the 

Regulation. 

Scientific background 

The European SCF, EFSA and the Norwegian VKM, have confirmed that intakes of vitamin B6 

above 100 % NRV are not considered a health risk.3,4 These institutions have accepted a tolerable 

upper intake level (UL) of 25 mg/day for vitamin B6.  As there is no demonstrated health risk for a 

vitamin B6 intake above 1,4 mg/100 ml, but a confirmed safety value up to 25 mg/day, we 

respectfully submit that the precautionary principle does not apply in this case and that best 

practice reform is permissible. 

Currently, the stated amount of vitamin B6 in Annex I for the category “water-based alcoholic 

beverages with or without carbonic acid fortified with caffeine in an amount exceeding 15 

mg/100 ml” allows a maximum amount of 1,4 mg per 100 ml. EU law provides the same 

threshold but only as a reference value, not as a maximum upper level. Most European countries 

only provide reference values for vitamin B6, however one country that also provides for a 

maximum upper level is Denmark. In contrast to Norway, the Danish regulator allows a 

maximum amount at 2 mg per 100 ml. 

The Norwegian upper limit for Vitamin B6, which deviates from the European practice as well as 

from the Danish upper limit, forces producers to create a dedicated formula for the Norwegian 

market, despite there being no scientific evidence demonstrating that an intake above 1,4 

mg/100 ml is considered a health risk. On the contrary, as confirmed by the SCF, EFSA and 

Norwegian VKM, intakes of vitamin B6 above 100% NRV are not considered a health risk and 

 

3 VKM (2017). Assessment of vitamin B6 intake in relation to tolerable upper intake levels. Opinion of the Panel on Nutrition, Dietetic 
Products, Novel Food and Allergy of the Norwegian Scientific Committee for Food Safety. VKM Report 2017: 3, ISBN: 978-82-8259-260-4, 
Oslo, Norway. 
4 Overview on Tolerable Upper Intake Levels as derived by the Scientific Committee on Food (SCF) and the EFSA Panel on Dietetic Products, 
Nutrition and Allergies (NDA): https://www.efsa.europa.eu/sites/default/files/assets/UL_Summary_tables.pdf 
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these institutions have accepted a tolerable upper intake level (UL) of 25 mg/day for vitamin B6. 

5,6  

Therefore, replacing the maximum upper level for Vitamin B6 with a reference value as provided 

by EU law, or increasing the maximum upper level to 2 mg/100 ml as provided by the Danish 

regulation, would not only improve harmonisation of legal requirements and reduce unnecessary 

regulatory burdens, but would also help producers operate more efficiently, by both reducing 

wastage and supporting the sector’s economic recovery in the light of current business 

constraints due to the Covid-19 crisis.  

European Legal framework 

The European Commission regulates vitamins and minerals that may be added to foods and 

beverages in EC regulation 1925/2006, Annex I according to a scientific risk assessment. Whereas 

the addition of vitamins and the specific prerequisites in this regard are already harmonised on 

European level through this regulation, no upper levels have been set so far in a harmonised EU-

wide level. Until this area is also harmonised, Art 17(3) foresees that Member States may 

continue to apply their own rules in this regard. EC Regulation 1925/2006 on the addition of 

vitamins and minerals to foods is part of the EEA Agreement, and has been implemented as part 

of the national Norwegian regulation. 

All European Member States are following the EU Regulation 1169/2011 on food information to 

consumers. In annex XIII, A, 1. vitamins and their nutrient reference values (NRVs) are prescribed 

which may be declared on a product label. These NRVs are not maximum upper levels but 

reference values which permit the declaration of a significant amount of a vitamin if it fulfils 

certain requirements. For beverages, like energy drinks, a vitamin must exceed 7.5% of 100 ml to 

be considered as significant amount. The same table specifies the reference value for vitamin B6 

being 1.4 mg/100 ml, but not as a maximum upper level.  

Denmark, in a similar way to Norway, makes use of the permission in EC Regulation 1925/2006 to 

restrict the addition of vitamin B6, by setting forth a maximum upper level of 2 mg/100 ml for 

“non-alcoholic beverages based on water with our without flavouring and with added caffeine in 

an amount above 15 mg per 100 ml”.7 The Danish Veterinary and Food Administration (DVFA) is 

also regularly acting on public consultation on changes to the fortification legislation and in 

January 2017 increased the maximum upper level for vitamin B6 from 1,4 mg to 2 mg per 100 ml, 

as intakes above 1,4 mg/100 ml have been considered as safe. For food supplements, as not 

seeing any safety concern with vitamin B6, the DVFA has even abolished maximum amounts in 

2018, arguing that the present maximum limits which date back to 1996 are outdated given the 

latest scientific research. Based on this, the Danish National Food Institute has prepared new 

 

5 VKM (2017). Assessment of vitamin B6 intake in relation to tolerable upper intake levels. Opinion of the Panel on Nutrition, Dietetic 
Products, Novel Food and Allergy of the Norwegian Scientific Committee for Food Safety. VKM Report 2017: 3, ISBN: 978-82-8259-260-4, 
Oslo, Norway. 
6 Overview on Tolerable Upper Intake Levels as derived by the Scientific Committee on Food (SCF) and the EFSA Panel on Dietetic Products, 
Nutrition and Allergies (NDA): https://www.efsa.europa.eu/sites/default/files/assets/UL_Summary_tables.pdf 
7 Cf. Annex I of BEK no 1698 of 26/11/2020 
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amounts for vitamins and minerals which are to apply solely as guidance levels in future for food 

supplements. For vitamin B6 an upper level of 15 mg/day has been specified, further 

underscoring the scientific consensus on the safety of vitamins when added at significant 

amounts of this level to consumable products. 

Supporting the free movement of goods 

Pursuant to para 1 of the preamble of EC Regulation 1925/2006, differing national rules 

regulating the addition of vitamins to foods inherently impede the free movement of goods and 

have a direct impact on the functioning of the internal market. This precipitates the need for 

harmonising national provisions related to the addition of vitamins to foods.  

In the absence of harmonised amounts set by the European Commission, we submit that the 

maximum amounts set by national authorities on the fortification of vitamins - which constitutes 

a national measure subject to the EEA Agreement Art 11 and 13 - should also take into account 

that such maximum amounts set in legislation must not only be based on scientific evidence, but 

also be proportionate, non-discriminatory, transparent, and consistent with similar measures 

already taken. 

Based on the currently applicable national fortification rules, producers have to use a dedicated 

formula for the Norwegian market, specifically with regards to vitamin B6 in order to bring goods 

to the Norwegian market via the simplified notification procedure based on section 5. Without 

this dedicated approach, formulas would fall under the “notification regime” of section 4 of the 

Regulation, meaning producers must wait up to six months until launching their products. If 

producers were to use the same formula in Norway as in other European countries, which is 

common practice, the requirement of the long-lasting notification procedure of section 4 of the 

Regulation would pose a disproportionate burden without scientific justification; and would 

contribute to increased inefficiency and wastage as the Norwegian market cannot benefit from 

EU wide economies of scale.  

The possibility to harmonise formulas within the European region is key to strengthen European 

business operators and their opportunities, as the deviation of formula leads to an increased 

need of internal compliance requirements, which directly impacts the production, production 

planning, internal documentation, raw material sourcing, and costs, especially as the beverage 

sector is looking to quickly recover after significant financial damage suffered due to the (quite 

appropriate and necessary) restrictions on the consumer economy to combat the spread of 

Covid-19.  

Proposal of additional amendments 

As previously stated above, the European risk assessment bodies SCF and EFSA, as well as the 

Norwegian VKM have confirmed that intakes of vitamin B6 above 100 % NRV are not considered 
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a health risk.8 In light of this fact, requiring that a product with 2,0 mg/100 ml vitamin B6 should 

be subject to the more “encumbering” notification procedure in section 4 of the Regulation, 

whereas a product with 1,4 mg/100 ml vitamin B6 is subject to the simple notification 

requirement in section 5, cannot be justified as a proportionate measure in the interest of public 

health and poses an unproportionate burden. 

For the above-mentioned reasons, we therefore request that the Norwegian Food Safety 

Authority to either adjust the threshold of vitamin B6 from 1,4 mg to 2,0 mg per 100 ml as 

an upper level, in harmony with the similar requirement in Denmark, or replace the 

requirement of a maximum allowed upper level by a reference value for vitamin B6, 

following the general European approach.  

In addition, or as an alternative, we suggest that the Norwegian Food Safety Authority 

remove the section 4 notification procedure in the Regulation. As a consequence, the 

simplified notification procedure in section 5 of the Regulation would still apply and would 

be a more proportionate and appropriate regulatory constraint, given the prevailing 

scientific consensus on the safe use of Vitamin B6. 

 

Yours sincerely, 

 

Nicholas Hodac 

Director General - UNESDA 

 

 

8 VKM (2017). Assessment of vitamin B6 intake in relation to tolerable upper intake levels. Opinion of the Panel on Nutrition, Dietetic 

Products, Novel Food and Allergy of the Norwegian Scientific Committee for Food Safety. VKM Report 2017: 3, ISBN: 978-82-8259-260-4, 
Oslo, Norway. 
Overview on Tolerable Upper Intake Levels as derived by the Scientific Committee on Food (SCF) and the EFSA Panel on Dietetic Products, 
Nutrition and Allergies (NDA): https://www.efsa.europa.eu/sites/default/files/assets/UL_Summary_tables.pdf 
 


