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Regulation (EC) 1925/2006 on the
addition of vitamins and minerals and of
certain other substances to food
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SCOPE…
o Harmonisation of the provisions laid down by law in Member States in relation to the addition
of vitamins, minerals and certain other substances to foods
o Ensure the effective functioning of the internal market (free movement of products, create
equal conditions of competition)
o Provide high level of consumer protection
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Ingredients…
A wide range of nutrients and other ingredients are used in food manufacturing, including (but not
limited to):
o Vitamins
o Minerals including trace elements
o Amino acids
o Essential fatty acids
o Fibre
o Various plants and herbal extracts
Such nutrients or ingredients are added to food in order to "enrich" or "fortify" the food in question, so
as to add or emphasize particular nutritional characteristics
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Specific Current Legislation

REGULATION (EC) 1925/2006 on the addition of vitamins and minerals and of
certain other substances to foods

REGULATION (EC) No 108/2008 amending Regulation
(EC) 1925/2006 (comitology procedure)
REGULATION (EU) no 1169/2011 on the provisions of food information to
consumers (nutrition declaration)
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1161/2011
Specific Current Legislation

Point 2 of Annex II to Regulation (EC) No 1925/2006 is amended as follows:
(a) the following entries are inserted after the entry ‘ferrous sulphate’:
‘ferrous ammonium phosphate ferric sodium EDTA’;
(b) the following entry is inserted after the entry ‘chromium (III) sulphate and
its hexahydrate’:
‘chromium picolinate’.
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119/2014
Specific Current Legislation

In point 2 of Annex II to Regulation (EC) No
1925/2006, the following entry is inserted after the
entry ‘chromium picolinate’:
‘chromium(III) lactate tri-hydrate’.
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2017/1203
Specific Current Legislation

In point 2 of Annex II to Regulation (EC)
No 1925/2006 the following entry is inserted after the entry
‘calcium sulphate’:
‘calcium phosphoryl oligosaccharides’.
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Specific Current Legislation
COMMISSION IMPLEMENTING REGULATION (EU) No 307/2012
establishing implementing rules for the application of Article 8
of Regulation (EC) No 1925/2006
COMMISSION IMPLEMENTING REGULATION (EU) No 489/2012 establishing implementing rules
for the application of Article 16 of Regulation (EC) No 1925/2006
COMMISSION REGULATION (EU) 2015/403 of 11 March 2015 amending Annex III to Regulation
(EC) No 1925/2006 of the European Parliament and of the Council as regards Ephedra species and
Yohimbe (Pausinystalia yohimbe (K. Schum) Pierre ex Beille
COMMISSION REGULATION (EU) 2019/650 of 24 April 2019 amending Annex III to Regulation
(EC) No 1925/2006 of the European Parliament and of the Council as regards Yohimbe
(Pausinystalia yohimbe (K. Schum) Pierre ex Beille
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1. General provisions of Regulation 1925/2006
• Addition of vitamins and minerals
• Addition of certain other substances
2. Labelling provisions
• Nutrition labelling
• Nutrition claims
• Health claims
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General Provisions Of Regulation
No. 1925/2006
The Regulation No.1925/2006 applies without prejudice to specific Community legislative
provisions regarding:
• Foods for particular nutritional uses, in the absence of specific provisions, compositional
requirements of such products rendered necessary by the particular nutritional requirements
of the persons for whom they are intended;
• Novel foods and novel food ingredients
• Genetically modified food
• Food additives and flavourings
• Authorised oenological practices and processes
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Purpose
ü FORTIFICATION
Vitamins and minerals and certain other substances are added to
foods irrespective of whether the nutrients are originally present in the
food
The provisions of this Regulation regarding vitamins and minerals
shall not apply to food supplements covered by Directive
2002/46/EC
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Restrictions on the Addition of Vitamins and
Minerals
o unprocessed foodstuffs, including, but not limited to, fruit, vegetables, meat, poultry and fish;
o beverages containing more than 1,2% volume of alcohol
v Products marketed as ‘tonic wine’ or ‘ginger tonic wine’ have been notified by IR and UK for a
derogation
• Additional restrictions for other foods or food categories may be adopted via comitology procedure

(i) referred to in Article 44(6) and (13) of Council Regulation (EC) No 1493/1999 of 17 May 1999 on the
common organization of the market in wine (1); and
(ii) which were marketed prior to the adoption of this Regulation; and
(iii) which have been notified to the Commission by a Member State in accordance with Article 11, and provided that no
nutrition or health claim is made.
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Addition of Vitamins and Minerals
Only vitamins and/or minerals listed in
Annex I, in the formulations listed in Annex II, may be added to foods, subject
to the rules laid down in this Regulation.
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Annex I of Reg 1925/2006: Vitamins and
Minerals which may be Added to Foods
1. Vitamins
Vitamin A
Vitamin D
Vitamin E
Vitamin K
Vitamin B1
Vitamin B2
Niacin
Pantothenic acid
Vitamin B6
Folic acid
Vitamin B12
Biotin
Vitamin C
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2. Minerals
Calcium
Magnesium
Iron
Copper
Iodine
Zinc
Manganese
Sodium
Potassium
Selenium
Chromium
Molybdenum
Fluoride
Chloride
Phosphorus

Annex II of Reg 1925/2006: Vitamin
Formulations which may be Added to Foods
1. VITAMIN A

4. VITAMIN K

(a) retinol
(b) retinyl acetate
(c) retinyl palmitate
(d) beta-carotene

(a) phylloquinone
(phytomenadione)

2. VITAMIN D
(a) cholecalciferol
(b) ergocalciferol

5. VITAMIN B1

(OTHER FORMS CONTINUES)

3. VITAMIN E
(a) D-alpha-tocopherol
(b) DL-alpha-tocopherol
(c) D-alpha-tocopheryl acetate
(d) DL-alpha-tocopheryl acetate
(e) D-alpha-tocopheryl acid succinate
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(a) thiamin hydrochloride
(b) thiamin mononitrate
6. VITAMIN B2
(a) riboflavin
(b) riboflavin
phosphate, sodium
7. NIACIN
(a) nicotinic acid
(b) nicotinamide

Denominations – Annex I or Annex II
For General Information

The denominations of vitamins and minerals reported in the Annex I are those relevant for the
nutritional declaration of fortified food
The denominations of vitamins and minerals reported in Annex II are those relevant for the list of
ingredients
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Addition of Vitamins and Minerals
The addition of a vitamin or a mineral to the food shall result in the presence of that vitamin or
mineral in the food in at least a significant amount where this is defined.

Significant amount of vitamins and minerals
As a rule, the following values should be taken into consideration in deciding what constitutes a
significant amount:
15 % of the nutrient reference values supplied by 100 g or 100 ml in the case of products other
than beverages,
7,5 % of the nutrient reference values supplied by 100 ml in the case of beverages,
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15 % of the nutrient reference values per portion if the package contains only a single portion.
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1925/2006: General Conditions for the
Addition of Vitamins and Minerals
o The total amount of the vitamin or mineral present in the food as sold shall not exceed maximum
amounts, irrespective of the purpose of the addition
(UL NOT ESTABLISHED)

o For concentrated and dehydrated products, the maximum amounts shall be those
present in the foods when prepared for consumption according to the manufacturer’s
instructions
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Key Elements for Setting Maximum Amounts
for Vitamins and Minerals

1. Upper safe levels (UL) of vitamins and minerals:
established by risk assessment based on generally acceptable scientific data, taking into account
the varying degrees of sensitivity of different groups of consumers
2. Intakes of vitamins and minerals from other dietary sources
Estimates of intakes are derived through
Ø dietary surveys data (individual dietary survey/ household survey)
Ø food composition data
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Tolerable Upper Intake Level (UL)
The maximum level of total chronic daily intake of a nutrient
(from all sources) judged to be unlikely to pose a risk of adverse
health effects to humans

•
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Since 2006 the EFSA’s NDA Panel has performed a comprehensive evaluation
of the possible adverse health effects of individual micro-nutrients at intakes
exceeding the dietary requirements and, where possible, established Tolerable
Upper Intake Levels (ULs) for different population groups

Tolerable Upper Intake Level (UL)

Ø EFSA has published in 2006 ULs for vitamins and minerals determined by SCF and EFSA
Ø UL levels established for 16 of the 34 nutrients
Ø UL not established because of insufficient data to establish dose-response relationships
for established adverse effect
Ø EFSA should finalize opinions on Dietary Reference Values for micronutrients in 2015
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General Conditions For The Addition Of
Certain “Other” Substances To Food
‘other’ substance:
a substance other than a vitamin or a mineral that has a nutritional or physiological effect
Categories of substances other than vitamins and minerals chosen in the
EAS Report are following:
o - amino acids;
o - enzymes;
o - pre- and probiotics;
o - essential fatty acids;
o - botanicals and botanical extracts;
o - miscellaneous bioactive substances.
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Regulation 1925/2006: Definition of
Other Substances

‘other substance’ means a substance other than a nutrient that has a nutritional or
physiological effect

‘nutrient’ means protein, carbohydrate, fat, fibre, sodium, vitamins and minerals listed in the
Annex to Reg. 1169/2011, and substances which belong to or are components of one of
those categories
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1925/2006: Addition of “Other” Substances
to Food
The provisions regarding the addition of certain “other” substances apply to both, ordinary food
and food supplements

No positive list of those
“other” substances is foreseen
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Tolerances Of Nutrient Values

Safety Provisions
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Safety Provisions For Food According To
Regulation 178/2002
Ø Art. 14
Food shall not be placed on the market if it is unsafe
Unsafe = injurious to health or unfit for human consumption.
Ø Art. 17
Food business operators at all stages of production, processing and distribution within the
businesses under their control shall ensure that foods satisfy the requirements of food law
which are relevant to their activities and shall verify that such requirements are met.
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Article 8 Regulation 1925/2006
Substances prohibited, restricted or under
Community scrutiny

Art. 8: Procedure (1)
Submission of a REQUEST with necessary
information to demonstrate that the conditions
required are met

c la ri

fic at

io n s

Member State
(MS)
Commission

Publication of any complete request made by MS on
Commission’s website

EFSA Risk Assessment Opinion
Comments by
interested
parties

- not harmful effect
- harmful effect
- harmful effect but scientific uncertainty exists
Decision by Commission + MS

Art. 8: Procedure (2)
Substances prohibited, restricted or under
Community scrutiny (Annex III)
Decision to include, if necessary, the substance or ingredient containing
the substance in Annex III
PART A

PART B

PART C
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Has a harmful effect and its addition shall
be prohibited
Has a harmful effect and its addition to
food shall be allowed under specified
conditions
A possible harmful effect has been
identified but scientific uncertainty persists

Substances under Community scrutiny
Substance “X” listed in Part C

FILE

4 years

EFSA
9 months
(+ 3 months)

Opinion

18 months

scientific data
on safety
Supplementary
information

Decision by Commission + MS
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Food
Business
Operators

Reg. 1925/2006: Addition Of Certain “Other”
Substances To Food – Potential Risk

Where the use of a substance other than vitamins and minerals may represent a
potential risk to consumers.

Inclusion in Annex III: procedure for prohibition, restriction or under Community
scrutiny applies according to Art. 8 of Regulation 1925/2006 and Regulation
307/2012, establishing implementing rules for the application of Art.8
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Yohimbe and Ephedra
and 1925/2006

EFSA’s Opinion on the Evaluation on the
Safety in use of Yohimbe (Pausinystalia
Yohimbe (K. Schum.) Pierre Ex Beille)
The Commission has received a request from
an EU country to initiate the procedure under
Article 8 of the Regulation for Yohimbe
(Pausinystalia yohimbe (K. Schum.) Pierre ex
Beille).

v Request to assess the safety in use of Yohimbe and its
preparations when consumed as component of food, e.g.
food supplement
EFSA reviewed the relevant existing scientific data

It concluded that the chemical and toxicological characterisation of yohimbe bark and its preparations used in food
originating from Yohimbe (Pausinystalia yohimbe (K. Schum) Pierre ex Beille) are not adequate to conclude on their
safety as ingredients of food. Therefore, it was not possible for the Authority to provide advice on a daily intake of
yohimbe bark and its preparations that does not give rise to concerns for human health. During the period of Union
scrutiny and pending a decision on whether to allow the use of the substance or to place it in Part A or B of Annex III
to Regulation (EC) No 1925/2006 at the end of the scrutiny period, national provisions regulating the use of Yohimbe
in food should still apply.
OVERALL CONCLUSION
Yohimbe bark and its preparations belong to the category of botanicals/botanical preparations for
which the available data are not sufficient to conclude on their safety or to establish a health based
guidance value
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EFSA Journal 2013: 11(7):3302

EFSA’s Opinion on the Evaluation on the
Safety in use of Ephedra species
The Commission has received a request from
an EU country to initiate the procedure under
Article 8 of the Regulation
for Ephedra species.

v Request to assess the safety in use of Ephedra species
and its preparations when consumed as component of
food, e.g. food supplement
EFSA reviewed the relevant existing scientific data

It concluded that Ephedra herb and its preparations in food supplements may result in exposure to total ephedra
alkaloids or ephedrine which falls within or may exceed the therapeutic dose ranges for the individual ephedra
alkaloids or ephedrine, in medicinal products. Exposure to total ephedra alkaloids or ephedrine in foods, mainly in
food supplements could lead to severe adverse effects on the cardiovascular and central nervous systems (such as
hypertension and stroke), which may be enhanced in combination with caffeine. Therefore, the use of Ephedra herb
and its preparations containing ephedra alkaloids in food is of significant safety concern for human health

OVERALL CONCLUSION
The Panel concluded that Ephedra herb and its preparations containing Ephedra alkaloids used as
food supplements were of significant safety concern at the estimated use levels
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EFSA Journal 2013: 11(11):3467

Hydroxyanthracene Derivatives
and 1925/2006

EFSA’s Opinion on the Evaluation of the
Safety of Hydroxyanthracene Derivatives

The Commission on its own initiative has initiated the
procedure under Article 8 of the Regulation for the
intake of hydroxyanthracene derivatives from all food
sources as concerns have been raised by the Member
States regarding a potential risk to consumers linked
with the consumption of this substance as outlined in
the opinion by the European Food Safety Authority
(EFSA) on the scientific substantiation of a health claim
related to hydroxyanthracene derivatives and
improvement of bowel function (EFSA Journal
2013;11(10):3412 [12 pp.]). In accordance with Article
8(2) of Regulation (EC) No 1925/2006, the Commission
requested EFSA to provide a scientific opinion on the
safety in use of the substance.
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Trans Fatty Acids
and 1925/2006

Article 1
The content of trans fat, other than trans fat naturally occurring in fat of animal origin, in food intended for the final
consumer and food intended for supply to retail, shall not exceed 2 grams per 100 grams of fat.
Article 2
Food business operators supplying other food business operators with food not intended for the final consumer or
not intended for supply to retail, shall ensure that supplied food business operators are provided with information
on the amount of trans fat, other than trans fat naturally occurring in fat of animal origin, where that amount
exceeds 2 grams per 100 grams of fat.
Article 3
Part B of Annex III to Regulation (EC) No 1925/2006 is amended in accordance with the Annex to this Regulation.

What’s Next?

EFSA’s Opinion on the Evaluation on the
Safety of Green Tea Catechins
The Commission, on the basis of a request by certain
EU countries has initiated the procedure under Article
8 of the Regulation for the intake of green tea
catechins, and particularly (-)-epigallocatechin-3gallate (EGCG), from all food sources as safety
concerns have been raised by the Member States
regarding a potential risk to consumers linked with the
intake of these substances. These risks are outlined in
the scientific opinion on green tea extracts by The
National Food Institute of the Technical University of
Denmark, and in the safety assessment on levels of ()- Epigallocatechin-3- gallate (EGCG) in green tea
extracts used in food supplements carried out by the
Norwegian Institute of Public Health. In accordance
with Article 8(2) of Regulation (EC) No 1925/2006, the
Commission requested EFSA to provide a scientific
opinion on the safety in use of the substance.
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EFSA’s Opinion on the Evaluation on the
Safety of Alpha-lipoic Acid use in Food
Supplements
The Commission, on the basis of a request by a
Member State, has initiated the procedure under
Article 8 of Regulation (EC) No 1925/2006 on the
addition of vitamins and minerals and of certain other
substances to foods for the intake of alpha-lipoic acid
in food supplements because of the potential risk to
health associated with the intake of this substance.
Safety concerns associated with the use of alpha-lipoic
acid in food supplements have been outlined in a
scientific opinion by the Danish National Food Institute
(DTU) on the safety of alpha-lipoic acid use in food
supplements, and in an expert opinion on the safety of
placing dietary supplements with alpha-lipoic acid on
the market for the general population by the Belgian
Superior Health Council.
In accordance with Article 8(2) of Regulation (EC) No
1925/2006, the Commission has requested EFSA to
provide a scientific opinion on the safety of the
substance when intentionally added to foods.

?

EFSA’s Opinion on the Evaluation on the
Safety of Monacolins in Red Yeast Rice
The Commission has initiated, on its own initiative, the procedure under
Article 8 of Regulation (EC) No 1925/2006 for the intake of monacolins
derived from red yeast rice (i.e. rice fermented with the red yeast
Monascus purpurseus) as concerns have been raised by the EU
countries regarding a potential risk to consumers linked with the
consumption of these substances. This potential risk is outlined in
scientific opinions by the European Food Safety Authority (EFSA) on
the scientific substantiation of health claims related to monacolin K
from red yeast rice and maintenance of normal blood LDL-cholesterol
concentrations (EFSA Journal 2011; 9(7):2304; EFSA Journal
2013;11(7):3327; EFSA Journal 2013; 11(2): 3084). In accordance with
Article 8(2) of Regulation (EC) No 1925/2006, the Commission
requested EFSA to provide a scientific opinion on the safety in use of
these substances. EFSA has adopted a scientific opinion on the safety
of monacolins derived from red yeast rice.
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Consumer’s Information on
Fortified Food
- Label -

Consumer’s Information on Fortified Food

Regulation No.1925/2006 and subsequent modifications
Regulation No. 1169/2011

Regulation No.1924/2006 and subsequent modifications

Reg. 1169/2011: Compulsory Labelling of
Food
1) The name under which the product is sold;
2) The list of ingredients;
3) The quantity of certain ingredients or categories of ingredients
4) The net quantity;

9)

Instructions for use when it would be impossible
to make appropriate use of the foodstuff in the
absence of such instructions;

10) With respect to beverages containing more than
1,2 % by volume of alcohol, the actual alcoholic
strength by volume.

5) The date of minimum durability or, in the case of foodstuffs which, from
the microbiological point of view, are highly perishable, the ‘use by’ date;

NUTRITION LABELLING IS COMPULSORY
6)
7)

8)

Any special storage conditions or conditions of use;
The name or business name and address of the manufacturer or
packager, or of a seller established within the Community
Particulars of the place of origin or provenance where failure to give
such particulars might mislead the consumer to a material degree as to
the true origin or provenance of the foodstuff;

Information
1169/2011

specified

in

Article

30(1)

of

Reg.

apply without prejudice to other provisions applicable to
specified categories of food

ü Allergen presence

1925/2006 Foods with Added Vitamins and
Minerals : Nutrition and Health Claims
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