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Amendment by Antonios Trakatellis

Amendment 31
Title

Proposal 
REGULATION OF THE EUROPEAN 
PARLIAMENT AND OF THE COUNCIL

Proposal
REGULATION OF THE EUROPEAN 
PARLIAMENT AND OF THE COUNCIL

on the addition of vitamins and minerals and 
of certain other substances to foods

on the addition of vitamins and minerals and 
of compounds of mineral and non-mineral 
elements and of certain other substances to 
foods

Or. el

Justification

Τhe correction is necessary if the title is to be scientifically correct since chloride, fluoride, 
iodine and phosphorus are not minerals but non-mineral elements. Since the title is 
scientifically incorrect, either the title should be changed and every reference to minerals be 
understood as mineral and non-mineral elements or, alternatively, the definitions section 
should describe minerals as meaning compounds of mineral elements, also including 
compounds of non-mineral elements.
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Amendment by Avril Doyle

Amendment 32
Recital 4

(4) Some Member States require the 
mandatory addition of some vitamins and 
minerals to certain ordinary foods, for
reasons dictated by public health 
considerations. These may be pertinent at 
national or even regional level and as such 
would not support today harmonisation of 
the mandatory addition of nutrients across 
the Community. However, if and when this 
became appropriate, such provisions could 
be adopted at Community level. Meanwhile, 
it would be useful that information on such 
national measures be compiled.

(4) Some Member States require the 
mandatory addition of some vitamins and 
minerals to certain ordinary foods, for 
reasons dictated by public health 
considerations. These may be pertinent at 
national or even regional level and as such 
would not support today harmonisation of 
the mandatory addition of nutrients across 
the Community. However, if and when this 
became appropriate, such provisions could 
be adopted at Community level in 
accordance with the principle that mass 
medication of the population at large 
through the addition of the substance in 
question to publicly supplied basic 
necessities, such as drinking water, should 
not be permitted, unless it can be 
scientifically proven that the health of 
sensitive groups within the population is 
not adversely affected by such addition. 
Meanwhile, it would be useful that 
information on such national measures be 
compiled.

Or. en

Justification

The addition of fluoride to drinking water has a disproportionate negative effect on bottle-fed 
neonates and young children, when general consumption habits are taken into account as 
outlined in Article 7.

Amendment by Avril Doyle

Amendment 33
Recital 9

(9) At international level Codex 
Alimentarius adopted in 1987 General 
Principles for the addition of nutrients, 

(9) At international level Codex 
Alimentarius adopted in 1987 General 
Principles for the addition of nutrients, 
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including vitamins and minerals, to foods. 
Due consideration is given to the definitions 
included therein for “restoration”, 
“nutritional equivalence”, and “substitute 
food”. The Codex definition for 
“fortification” or “enrichment” allows the 
addition of nutrients to food for the purpose 
of preventing or correcting a deficiency of 
one or more nutrients in the population or 
specific population groups that can be 
demonstrated by existing scientific evidence 
or indicated by estimated nutrient intakes 
due to changing dietary habits.

including vitamins and minerals, to foods. 
Due consideration is given to the definitions 
included therein for "restoration", 
"nutritional equivalence", and "substitute 
food". The Codex definition for 
"fortification" or "enrichment" allows the 
addition of nutrients to food for the purpose 
of preventing or correcting a deficiency of 
one or more nutrients in the population or 
specific population groups that can be 
demonstrated by existing scientific evidence 
or indicated by estimated nutrient intakes 
due to changing dietary habits. Mass 
medication of the population at large 
through the addition of the substance in 
question to publicly supplied basic 
necessities, such as drinking water, should 
not be permitted unless it can be proven 
that the health of sensitive groups within 
the population is not adversely affected by 
such addition.

Or. en

Amendment by Jillian Evans, Bart Staes

Amendment 34
Recital 11

(11) Only vitamins and minerals normally 
found in and consumed as part of the diet 
and considered essential nutrients should be 
allowed to be added in foods although this 
does not mean that their addition therein is 
necessary. Controversy as to the identity of 
these essential nutrients that could 
potentially arise should be avoided. 
Therefore it is appropriate to establish a 
positive list of these vitamins and minerals.

(11) Only vitamins and minerals normally 
found in and consumed as part of the diet 
and considered essential nutrients should be 
allowed to be added in foods although this 
does not mean that their addition therein is 
necessary. Controversy as to the identity of 
these essential nutrients that could 
potentially arise should be avoided. 
Therefore it is appropriate to establish a 
positive list of these vitamins and minerals.

To protect consumers, a positive list of 
certain other bioactive substances which 
can be used in foodstuffs must be 
established.

Or. en
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Justification

Vitamins and minerals allowed for fortification are on a positive list. Consumers need the 
same level of protection for bioactive substances which are added to give specific properties 
to foodstuffs. Extracts with hormonal effects (mainly phytohormones) or bioactive substances 
like caffeine, nicotine or quinine should be carefully checked before any addition to food is 
authorised. Therefore a positive list, indicating the restrictions on use and maximum contents, 
needs to be established for such extracted or synthesized substances.

Amendment by Jillian Evans, Bart Staes

Amendment 35
Recital 12

(12) The chemical substances used as 
sources of vitamins and minerals to be 
added to food should be safe and also be 
bio-available i.e. available to be used by the 
body. For this reason a positive list of these 
substances should also be established. Such 
substances that have been approved by the 
Scientific Committee for Food (opinion 
expressed on 12 May 1999), on the basis of 
the above criteria of safety and 
bioavailability, and can be used in the 
manufacture of foods intended for infants 
and young children, in other foods for 
particular nutritional uses or in food 
supplements should appear in this positive 
list.

(12) The chemical substances used as 
sources of vitamins, minerals and certain 
other substances which could be added to 
food must be safe and also be bio-available 
i.e. available to be used by the body. For this 
reason a positive list of these substances 
should also be established. Such substances 
that have been approved by the Scientific 
Committee for Food (opinion expressed on 
12 May 1999), on the basis of the above 
criteria of safety and bioavailability, and can 
be used in the manufacture of foods intended 
for all sections of the population, including 
infants, young children, pregnant women 
and the elderly, in other foods for particular 
nutritional uses or in food supplements 
should appear in this positive list.

Or. en

Justification

The same rules need to apply for vitamins, minerals and other bioactive substances.

Amendment by Jillian Evans, Bart Staes

Amendment 36
Recital 14

(14) Food to which vitamins and minerals 
are added are in most cases promoted by 

(14) Food to which vitamins, minerals and 
certain other substances are added are in 
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manufacturers and may be perceived by 
consumers as products having a nutritional, 
physiological or other health advantage over 
similar or other products without such 
nutrients added. This may induce consumer 
choices that may be otherwise undesirable. 
To counter this potential undesirable effect, 
it is considered appropriate to impose some 
restrictions to the products to which 
vitamins and minerals can be added, in 
addition to those that would result naturally 
from technological considerations or 
become necessary for safety reasons when 
maximum limits of vitamins and minerals 
in such products are set. The content in the 
product of certain substances, like alcohol, 
would, in this context, be an appropriate 
criterion for not allowing vitamins and
minerals to be added to it. In order to avoid 
any confusion for the consumer as to the 
natural nutritional value of fresh foods, 
vitamins and minerals should also not be 
allowed to be added to them.

most cases promoted by manufacturers and 
may be perceived by consumers as products 
having a nutritional advantage, or
physiological or other health advantages
over similar or other products without such 
nutrients added. This may induce consumer 
choices that may be otherwise undesirable, 
because the fortified products are too high 
in calories, too fat or too sweet. To counter 
this potential undesirable effect, the products 
to which vitamins, minerals and certain 
other substances are voluntarily added 
must be subject to restrictions. The content 
in the product of certain substances, like 
alcohol, or the nutrient profile are, in this 
context, appropriate criteria for not 
allowing vitamins, minerals and certain 
other substances to be added to it. The 
establishment of a nutrient profile must 
take into account the content of different 
nutrients and substances with a nutritional 
or physiological effect, in particular those 
such as fat, saturated fat, trans-fatty acids, 
salt/sodium and sugars whose excessive 
intakes in the overall diet are not 
recommended and those such as poly- and 
monounsaturated fats, available 
carbohydrates other than sugars, vitamins, 
minerals, protein and fibre. The nutrient 
profile should also include calorie content. 
When setting the nutritional profiles, the 
different categories of foods and the place 
and role of these foods in the overall diet 
should be taken into account. Exemptions 
to respect established nutrient profiles may 
be necessary for certain foods or categories 
of foods depending on their role and 
importance in the diet of the population. In 
order to avoid any confusion for the 
consumer as to the natural nutritional value 
of fresh foods, vitamins, minerals and 
certain other substances must not be 
allowed to be added to them.

Or. en
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Justification

The additional text derives from Recitals 6 and 7 in the Commission proposal on nutrient and 
health claims made on foods (COM(2003)424) and seeks to create a sensible parallelism 
between the two regulations. Furthermore, the addition of vitamins and minerals should not 
be allowed in products with a high content of saturated fat, trans-fatty acids, sugar, salt and 
the like. Less healthy foods could be camouflaged as healthy foods by using additives and this 
may confuse consumers. The same applies to the fortification of food with certain bioactive 
substances.

Amendment by Phillip Whitehead, Linda McAvan, John Bowis

Amendment 37
Recital 14

(14) Food to which vitamins and minerals 
are added are in most cases promoted by 
manufacturers and may be perceived by 
consumers as products having a nutritional, 
physiological or other health advantage over 
similar or other products without such 
nutrients added. This may induce consumer 
choices that may be otherwise undesirable. 
To counter this potential undesirable effect, 
it is considered appropriate to impose some 
restrictions to the products to which vitamins 
and minerals can be added, in addition to 
those that would result naturally from 
technological considerations or become 
necessary for safety reasons when maximum 
limits of vitamins and minerals in such 
products are set. The content in the product 
of certain substances, like alcohol, would, in 
this context, be an appropriate criterion for 
not allowing vitamins and minerals to be 
added to it. In order to avoid any confusion 
for the consumer as to the natural nutritional 
value of fresh foods, vitamins and minerals 
should also not be allowed to be added to 
them.

(14) Food to which vitamins and minerals 
are added are in most cases promoted by 
manufacturers and may be perceived by 
consumers as products having a nutritional, 
physiological or other health advantage over 
similar or other products without such 
nutrients added. This may induce consumer 
choices that may be otherwise undesirable. 
To counter this potential undesirable effect, 
it is considered appropriate to impose some 
restrictions to the products to which vitamins 
and minerals can be added, in addition to 
those that would result naturally from 
technological considerations or become 
necessary for safety reasons when maximum 
limits of vitamins and minerals in such 
products are set. The content in the product 
of certain substances, like alcohol, would, in 
this context, be an appropriate criterion for 
not allowing vitamins and minerals to be 
added to it. Any derogation from the ban on 
adding vitamins and minerals to alcoholic 
beverages should be limited to protecting 
traditional recipes for branded products; no 
claims about the nutrition or health 
benefits of such additions should be made.
In order to avoid any confusion for the 
consumer as to the natural nutritional value 
of fresh foods, vitamins and minerals should 
also not be allowed to be added to them.
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Or. en

Justification

The UK has long established tonic wine production, which involves the addition of certain 
mineral substances to (red) wine according to 19th century recipes. Today minerals 
characterise the product but are not added to fortify or enrich it and no claims are made. The 
proposed amendment would allow the continued production and marketing of tonic wine, but 
subject to quantitative limits on the addition of minerals and underlining that no related 
nutrition and health claims may be made.

Amendment by Phillip Whitehead, Linda McAvan, John Bowis

Amendment 38
Recital 14

(14) Food to which vitamins and minerals 
are added are in most cases promoted by 
manufacturers and may be perceived by 
consumers as products having a nutritional, 
physiological or other health advantage over 
similar or other products without such 
nutrients added. This may induce consumer 
choices that may be otherwise undesirable. 
To counter this potential undesirable effect, 
it is considered appropriate to impose some 
restrictions to the products to which vitamins 
and minerals can be added, in addition to 
those that would result naturally from 
technological considerations or become 
necessary for safety reasons when maximum 
limits of vitamins and minerals in such 
products are set. The content in the product 
of certain substances, like alcohol, would, in 
this context, be an appropriate criterion for 
not allowing vitamins and minerals to be 
added to it. In order to avoid any confusion 
for the consumer as to the natural nutritional 
value of fresh foods, vitamins and minerals 
should also not be allowed to be added to 
them.

(14) Food to which vitamins and minerals 
are added are in most cases promoted by 
manufacturers and may be perceived by 
consumers as products having a nutritional, 
physiological or other health advantage over 
similar or other products without such 
nutrients added. This may induce consumer 
choices that may be otherwise undesirable. 
To counter this potential undesirable effect, 
it is considered appropriate to impose some 
restrictions to the products to which vitamins 
and minerals can be added, in addition to 
those that would result naturally from 
technological considerations or become 
necessary for safety reasons when maximum 
limits of vitamins and minerals in such 
products are set. The content in the product 
of certain substances, like alcohol, would, in 
this context, be an appropriate criterion for 
not allowing vitamins and minerals to be 
added to it. Any derogation from the ban on 
adding vitamins and minerals to alcoholic 
beverages should be limited to authenticity 
indicators with the objective of combating 
fraud. In order to avoid any confusion for 
the consumer as to the natural nutritional 
value of fresh foods, vitamins and minerals 
should also not be allowed to be added to 
them.
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Or. en

Justification

It is necessary to retain the potential use of vitamins and minerals, in very small quantities, as 
authenticity markers in spirit drinks. The spirits industry (gin, vodka, etc.) uses a range of 
substances as chemical markers in branded products to enable the authenticity of products to 
be verified. Such markers are a valuable tool in the fight against counterfeit spirit drinks, 
which can present health risks to consumers from uncontrolled ingredients, including 
methanol, and cost the legitimate producers substantial amounts each year.

Amendment by Phillip Whitehead, Linda McAvan, Jillian Evans, Bart Staes

Amendment 39
Recital 15

(15) For vitamins and minerals excessive 
intakes may result in adverse effects and 
therefore necessitate the setting of maximum 
safe levels for them when they are added to 
foods, as the case may be. These levels must 
ensure that the normal use of the products, 
under the instructions of use provided by the 
manufacturer and in the context of a 
diversified diet, will be safe for the 
consumer. Therefore they should be total 
maximum safe levels of the vitamins and
minerals present in the food naturally and/or 
added to the food for whatever purpose, 
including for technological uses.

(15) For vitamins and minerals excessive 
intakes may result in adverse effects and 
therefore necessitate a precautionary 
approach to fortification and the setting of 
maximum safe levels for them when they are 
added to foods, as the case may be. These 
levels must ensure that the normal use of the 
products, under the instructions of use 
provided by the manufacturer and in the 
context of a diversified diet, will be safe for 
the consumer. Therefore they should be total 
maximum safe levels of the vitamins,
minerals and certain other substances 
present in the food naturally and/or added to 
the food for whatever purpose, including for 
technological uses.

Or. en

Justification

The same rules need to apply for vitamins, minerals and other substances.

Amendment by Renate Sommer

Amendment 40
Recital 16

(16) For that reason these maximum levels (16) For that reason these maximum levels 
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and any other conditions restricting their 
addition to foods, where necessary, should 
be adopted taking into account their upper 
safe levels established by scientific risk 
assessment based on generally acceptable 
scientific data and their potential intake from 
other foods. Due account should also be 
taken of the population reference intakes of 
vitamins and minerals. Where it is 
necessary, for certain vitamins and minerals, 
to establish restrictions regarding the foods 
to which they can be added, priority should 
be given according to the purpose of the 
addition and the contribution of the food to 
the overall diet.

and any other conditions restricting their 
addition to foods, where necessary, should 
be adopted taking into account their upper 
safe levels established by scientific risk 
assessment based on generally acceptable 
scientific data and their potential intake from 
other foods. Due account should also be 
taken of the population reference intakes of 
vitamins and minerals. Where it is 
necessary, for certain vitamins and minerals, 
to establish restrictions regarding the foods 
to which they can be added (e.g. the 
addition of iodine only to salt), priority 
should be given according to the purpose of 
the addition and the contribution of the food 
to the overall diet.

Or. de

Justification

To ensure that the harmonisation of the addition of iodine to food in Europe is consistent with 
the worldwide system of universal salt iodisation for preventing iodine deficiency-related 
diseases.

Amendment by María del Pilar Ayuso González

Amendment 41
Recital 20 a (new)

(20a) Articles 28 and 30 of the EC Treaty 
provide an exception to the rule of free 
movement of goods within the Community 
which national authorities can invoke 
provided that certain conditions are 
satisfied. 
In exercising their discretion relating to the 
protection of public health under the EC 
Treaty, national authorities must comply 
with the principle of proportionality. It is 
for the national authorities to show that 
their rules are necessary to give effective 
protection based on a detailed assessment 
of the risk. They have to ensure that the 
alleged real risk to public health appears to 
be sufficiently established on the basis of 
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the latest scientific data available.

Or. en

Justification

The addition of vitamins and minerals to foods may only be prohibited if a serious danger to 
public health through the enrichment with vitamins and minerals can be scientifically 
substantiated. This reflects the recent case law of the European Court of Justice. (Judgement 
of 5 February 2004, Case 24/00, Commission/France). These recitals serve to clarify the 
scope of Article 13 of the proposed Regulation.

Amendment by María del Pilar Ayuso González, John Bowis

Amendment 42
Article 1, paragraph 2

2. The provisions of this Regulation 
regarding vitamins and minerals shall not 
apply to food supplements covered by 
Directive 2002/46/EC.

2. The provisions of this Regulation shall not 
apply to food supplements covered by 
Directive 2002/46/EC.

Or. en

Justification

Food supplements are already regulated under Directive 2002/46/EC.  This Directive 
foresees a report of the European Commission to the European Parliament and Council on 
the advisability of establishing specific rules for categories of nutrients or substances with a  
nutritional or physiological effect other than vitamins and minerals by 12 July 2007 at the 
latest. It therefore seems inappropriate to regulate certain kinds of ingredients in one 
category of foodstuffs, namely food supplements, under two different legal acts.

Amendment by John Bowis

Amendment 43
Article 1, paragraph 2 a (new)

2a. The provisions of this Regulation 
regarding vitamins and minerals shall not 
apply to pre-harvest feeding and breeding 
practices covered by other Community 
legislation.

Or. en
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Justification

The Regulation should not apply to plants or animals in which the levels of specific nutrients 
have been increased through feeding or breeding practices.

Amendment by Avril Doyle

Amendment 44
Article 1, paragraph 3, point (d a) (new)

(da) to specific provisions laid down in 
Community legislation concerning 
drinking water.

Or. en

Justification

Drinking water is a food and should be subject to the provisions of this regulation.

Amendment by Françoise Grossetête

Amendment 45
Article 2, point 1

Does not affect English version

Or. fr

Amendment by Renate Sommer

Amendment 46
Article 2, point 4, introductory part

(4) “fortification” or “enrichment” means the 
addition of one or more vitamins and/or 
minerals to a food whether or not it is 
usually contained in the food in order to take 
into account:

(4) “fortification” or “enrichment” means the 
addition of one or more vitamins and/or 
minerals to a food whether or not it is 
usually contained in the food in order to take 
into account, for example:

Or. de
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Justification

The grounds for fortification/enrichment set out in (a) to (c) should not be regarded as 
exclusive.

Amendment by Karin Scheele

Amendment 47
Article 2, point 4 a (new)

(Does not affect English version, which is 
identical to Am. 6 in Draft Report).

Or. de

Justification

Vitamins and minerals allowed for fortification are listed and defined in Annexes I and II. At 
the minimum, therefore, a definition of 'certain other substances' is also required in this 
regulation. This amendment is intended to replace Amendment 6 in the draft report, and, in 
German, replaces the word 'ernährungsphysiologisch' with 'physiologisch', thereby ensuring 
that such substances as caffeine are also covered.

Amendment by Niels Busk

Amendment 48
Article 3, paragraph 2, point (a)

(a) restoration and/or, (a) restoration, if a food has been identified 
as a significant source of essential 
nutrients in the food supply. A food is 
considered to be a significant source of an 
essential nutrient if the edible portion of 
the food prior to processing, storage or 
handling contains the essential nutrient in 
amounts equal to or greater than 10% of 
the recommended nutrient intake in 
reasonable daily intake.

Or. en

Justification

It is necessary to specify when restoration is acceptable to prevent loopholes. According to 
the Codex Alimentarius, restoration is relevant where a food has been identified as a 
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significant source of essential nutrients in the food supply. The proposed value is identical 
with the value in the Codex Alimentarius General Principles for the Addition of Essential 
Nutrients to Foods.

Amendment by Françoise Grossetête, 

Amendment 49
Article 3, paragraph 2, point (a)

Does not affect English version

Or. fr

Amendment by Åsa Westlund

Amendment 50
Article 3, paragraph 2 a (new)

2a. The addition of vitamins and minerals 
to foods must not be used to mislead or 
deceive the consumer in respect of the 
nutritive value of the food, whether by 
means of labelling, presentation, 
advertising or the additive itself.

Or. sv

Justification

The paragraph concerning misleading in Article 8 (p. 2) is so important that it should be 
moved from Article 8 to Article 3, where conditions for the addition of vitamins and minerals 
are listed.

Amendment by Renate Sommer

Amendment 51
Article 3, paragraph 3

3. Implementing rules for the addition of 
vitamins and minerals to foods for the 
purpose of restoration and nutritional 
equivalence of substitute foods may be 
adopted, as necessary, in accordance with 
the procedure referred to in Article 16(2).

3. Implementing rules for the addition of 
vitamins and minerals to foods for the 
purpose of restoration and nutritional 
equivalence of substitute foods may be 
adopted, as necessary, in accordance with 
the procedure referred to in Article 16(2) 
after obtaining the opinion of the 
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Authority. Before adopting such 
implementing rules, the Commission shall 
hold consultations with interest groups, in 
particular the food industry and consumer 
associations. 

Or. de

Justification

The opinion of the EFSA and consultations with interest groups are needed to fulfil the 
objectives of the Regulation.

Amendment by John Bowis, Françoise Grossetête

Amendment 52
Article 3, paragraph 3

3. Implementing rules for the addition of 
vitamins and minerals to foods for the 
purpose of restoration and nutritional 
equivalence of substitute foods may be 
adopted, as necessary, in accordance with 
the procedure referred to in Article 16(2).

3. Implementing rules for the addition of 
vitamins and minerals to foods for the 
purpose of restoration and nutritional 
equivalence of substitute foods may be 
adopted, as necessary, in accordance with 
the procedure referred to in Article 16(2). 
Prior to setting such rules, the Commission 
shall carry out consultation with interested 
parties, in particular food business 
operators and consumer groups.

Or. en

Justification

Such consultation is necessary in order to ensure that the aims of the Regulation are not 
jeopardised.

Amendment by Phillip Whitehead, Linda McAvan

Amendment 53
Article 3 a (new)

Article 3a
Conditions for the addition of certain other 

substances
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1. Only certain other substances listed in 
Annex III may be added to foods subject to 
the rules laid down in this Regulation.
2. Within 2 years after the adoption of this 
Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 16(2), lay down criteria and 
conditions for the use of certain other 
substances that can be used as ingredients 
of fortified food. The criteria and 
conditions shall be defined on the basis of a 
precautionary approach based on the need 
to protect public health and avoid 
consumers being misled.
3. Modifications to the lists referred to in 
paragraph 1 shall be adopted in accordance 
with the procedure referred to in Article 
16(2).

Or. en

Justification

For a precautionary approach regarding fortification of foodstuffs it is necessary to establish 
comparable rules between vitamins, minerals and other substances. While rules on vitamins 
and minerals are already covered by other legislation, the advice of EFSA scientists is needed 
for other substances.

Amendment by Jillian Evans, Bart Staes

Amendment 54
Article 3 a (new)

Article 3a
Conditions for the addition of certain other 

substances
1. Only certain other substances listed in 
Annex III may be added to foods subject to 
the rules laid down in this Regulation.
2. Within 2 years after the adoption of this 
Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 16(2), lay down criteria and 
conditions for the use of certain other 
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substances that can be used as ingredients 
of fortified food. The criteria and 
conditions shall be defined on the basis of a 
restrictive and precautionary approach 
focusing on consumer protection.
3. Modifications to the lists referred to in 
paragraph 1 shall be adopted in accordance 
with the procedure referred to in Article 
16(2).

Or. en

Justification

For a precautionary approach regarding fortification of foodstuffs it is necessary to establish 
comparable rules between vitamins, minerals and other substances. Extracts with hormonal 
effects (mainly phytohormones) or bioactive substances like caffeine, nicotine or quinine 
should be carefully checked before any addition to food is authorised. Therefore a positive list 
for such extracted or synthesized substances, indicating the restrictions on use and maximum 
contents, needs to be established following the scientific advice of the Authority.

Amendment by Jillian Evans, Bart Staes

Amendment 55
Article 4, paragraph 1, introductory part

By way of derogation from Article 3 
paragraph 1 and until (seven years from the 
entry into force of this Regulation), Member 
States may allow in their territory the use of 
vitamins and minerals not listed in Annex I, 
or in forms not listed in Annex II, provided 
that:

By way of derogation from Article 3(1) and 
until (30 months from the entry into force of 
this Regulation), Member States may allow 
in their territory the use of vitamins,
minerals and certain other substances not 
listed in Annex I, or in forms not listed in 
Annex II and Annex III, provided that:

Or. en

Justification

For consumer protection both vitamins/minerals and other substances need to be supervised 
and therefore be subject to  a positive list. There is no reason to consider other substances 
differently from vitamins and minerals bearing in mind that many other bioactive substances 
can be critical to human health, such as caffeine or St Johns wort.
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Amendment by Phillip Whitehead, Linda McAvan

Amendment 56
Article 4, paragraph 1, introductory part

By way of derogation from Article 3 
paragraph 1 and until (seven years from the 
entry into force of this Regulation), Member 
States may allow in their territory the use of 
vitamins and minerals not listed in Annex I, 
or in forms not listed in Annex II, provided 
that:

By way of derogation from Article 3(1) and 
until (seven years from the entry into force 
of this Regulation), Member States may 
allow in their territory the use of vitamins,
minerals and certain other substances not 
listed in Annex I, or in forms not listed in 
Annex II and Annex III, provided that:

Or. en

Justification

For consumer protection both vitamins/minerals and other substances need to be supervised 
and therefore be subject to a positive list. There is no reason to consider other substances 
differently from vitamins and minerals bearing in mind that many other active substances can 
be critical to human health, such as St Johns wort.

Amendment by Avril Doyle

Amendment 57
Article 4, paragraph 1, point (b a) (new)

(ba) the substance in question is not used in 
the compulsory mass medication of the 
population at large.

Or. en

Justification

Mass medication of undifferentiated population groups should not be permitted unless it can 
be scientifically proven that sensitive groups within the population, such as neonates and 
young children, are not adversely affected by such addition.

Amendment by María del Pilar Ayuso González, Françoise Grossetête

Amendment 58
Article 4, paragraph 1 a (new)

Member States shall inform the 
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Commission about the use of vitamins and 
minerals allowed in their territory although 
they are not listed in Annex I, or in forms 
not listed in Annex II. The Commission 
shall make this information available to the 
public.

Or. en

Justification

In order to ensure legal security and predictability to market operators, it is necessary to 
have a transparent system, which provides the operators with an overview of the substances 
that may or may not be added to food in each of the Member States of the EU.

Amendment by María del Pilar Ayuso González, Françoise Grossetête

Amendment 59
Article 4, paragraph 2

Member States may, in compliance with the 
rules of the Treaty, continue to apply 
existing national restrictions or bans on trade 
in foods to which vitamins and minerals not 
included in the list in Annex I or in the 
forms not listed in Annex II are added.

During the transition period, other Member 
States may, on the basis of public safety 
grounds and in compliance with the rules of 
the Treaty, continue to apply existing 
national restrictions or bans on trade in 
foods to which vitamins and minerals not 
included in the list in Annex I or in the 
forms not listed in Annex II are added. 
Member States shall keep the Commission 
informed about any such national 
restriction or ban and the Commission 
shall make such information available to 
the public.

Or. en

Amendment by Jillian Evans, Bart Staes, Phillip Whitehead, Linda McAvan

Amendment 60
Article 4, paragraph 2

Member States may, in compliance with the 
rules of the Treaty, continue to apply 
existing national restrictions or bans on trade 
in foods to which vitamins and minerals not 

Member States may, in compliance with the 
rules of the Treaty, continue to apply 
existing national restrictions or bans on trade 
in foods to which vitamins, minerals and 
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included in the list in Annex I or in the 
forms not listed in Annex II are added.

certain other substances not included in the 
list in Annex I or in the forms not listed in 
Annex II or Annex III are added.

Or. en

Amendment by Holger Krahmer, Horst Schnellhardt

Amendment 61
Article 5

Article 5 Delete.
Restrictions on the addition of vitamins and 

minerals
Vitamins and minerals may not be added 
to:
(a) fresh non-processed produce, including, 
but not limited to, fruits, vegetables, meat, 
poultry and fish;
(b) beverages containing more than 1.2% 
by volume of alcohol.
Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence.

Or. de

Justification

There is no justification for allowing prohibitions on the addition of substances to certain 
foods without giving any indication of the preconditions for such a prohibition. This would 
create a precedent for a future prohibition on the grounds of doubts about safety without 
scientific evidence to substantiate them. 

Allowing complete bans on the addition of substances to additional foods or categories of 
food to be instituted under the commitology procedure is also not acceptable. Measures which 
affect fundamental rights, such as bans on production, are not implementation measures 
which can be adopted under commitology.
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Amendment by Dagmar Roth-Behrendt

Amendment 62
Article 5, paragraph 1, point (b) and paragraph 2

(b) beverages containing more than 1.2% 
by volume of alcohol.
Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence.

Additional foods or categories of foods to 
which particular vitamins and minerals may 
not be added may be determined in 
accordance with the procedure laid down in 
Article 16(2) and in the light of scientific 
evidence if a danger to public health exists.

Or. de

Justification

A ban can be instituted only if there are grounds for fearing that there will be a danger to 
public health if the allowed daily intake is exceeded.

Amendment by John Bowis, Linda McAvan, Phillip Whitehead

Amendment 63
Article 5, paragraph 1, point (b)

b) beverages containing more than 1.2% by 
volume of alcohol.

b) beverages containing more than 1.2% by 
volume of alcohol, except, and by way of 
derogation from Article 3(2),
- to traditional products, in quantities not 
exceeding 0.5% weight/volume,
and provided no nutrition or health claim is 
made.

Or. en

Justification

The UK has long established tonic wine production, which involves the addition of certain 
mineral substances to (red) wine according to 19th century recipes. Today minerals 
characterise the product but are not added to fortify or enrich it and no claims are made. The 
proposed amendment would allow the continued production and marketing of tonic wine, but 
subject to quantitative limits on the addition of minerals and underlining that no related 
nutrition and health claims may be made.
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Amendment by Phillip Whitehead, Linda McAvan, John Bowis

Amendment 64
Article 5, paragraph 1, point (b)

b) beverages containing more than 1.2% by 
volume of alcohol.

b) beverages containing more than 1.2% by 
volume of alcohol, except, and by way of 
derogation from Article 3(2),
- as authenticity indicators, in quantities 
not exceeding 600 parts per billion per 
individual substance.

Or. en

Justification

It is necessary to retain the potential use of vitamins and minerals, in very small quantities, as 
authenticity markers in spirit drinks. The spirits industry (gin, vodka, etc.) uses a range of 
substances as chemical markers in branded products to enable the authenticity of products to 
be verified. Such markers are a valuable tool in the fight against counterfeit spirit drinks, 
which can present health risks to consumers from uncontrolled ingredients, including 
methanol, and cost the legitimate producers substantial amounts each year.

Amendment by Åsa Westlund

Amendment 65
Article 5, paragraph 1, point (b)

(b) beverages containing more than 1.2% by 
volume of alcohol.

(b) foods and beverages containing more 
than 1.2% by volume of alcohol.

Or. sv

Justification

Nowadays, foods may also contain alcohol. One insidious example is the addition of alcohol 
to icecream, which, moreover, is marketed to children.

Amendment by Åsa Westlund

Amendment 66
Article 5, paragraph 1, point (b a) (new)

(ba) cocoa and chocolate products as 
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defined in Directive 2000/36/EC.

Or. sv

Justification

It is not appropriate to add vitamins and minerals to certain foods, as this might encourage 
the consumption of foods which are liable to damage public health.

Amendment by Åsa Westlund

Amendment 67
Article 5, paragraph 1, point (b b) (new)

(bb) confectionery products.

Or. sv

Amendment by Åsa Westlund

Amendment 68
Article 5, paragraph 1, point (b c) (new)

(bc) sugar in various forms as defined in 
Directive 2001/111/EC.

Or. sv

Amendment by Åsa Westlund

Amendment 69
Article 5, paragraph 1, point (b d) (new)

(bd) soft drinks.

Or. sv

Amendment by Renate Sommer

Amendment 70
Article 5, paragraph 2
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Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence.

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence
concerning public health risks, after 
obtaining the opinion of the Authority.

Or. de

Justification

Prohibition of  fortification/enrichment is only justifiable if the EFSA has scientific evidence 
of a public health risk.

Amendment by Chris Davies, John Bowis

Amendment 71
Article 5, paragraph 2

Additional foods or categories of foods to
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence.

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added shall be based on public safety 
grounds and may be determined in 
accordance with the procedure laid down in 
Article 16(2) and in the light of scientific 
evidence.

Or. en

Justification

To ensure that restrictions are introduced only where there is a real and justified need.

Amendment by Avril Doyle

Amendment 72
Article 5, paragraph 2

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence.

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence; 
a ban may be declared only on the basis of 
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the outcome of EU risk evaluation 
procedures and the opinion of the 
competent scientific opinion as determined 
by the Authority.

Or. en

Justification

Regulatory decisions must be scientifically rigorous and subject to peer review.

Amendment by Horst Schnellhardt

Amendment 73
Article 5, paragraph 2

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence.

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence, 
with the proviso that a prohibition may be 
instituted only if there is a danger to public 
health.

Or. de

Justification

The addition of vitamins and minerals to certain foods or categories of food should be 
prohibited only when it can be considered that there is sufficient scientific evidence that the 
addition of vitamins and minerals to such foods constitutes an actual risk to public health. 
These criteria also accord with the latest case law of the Court of Justice (Judgment of 5 
February 2004 in Case 24/00, Commission / France.)

Amendment by Holger Krahmer

Amendment 74
Article 5, paragraph 2

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 

Additional foods or categories of foods to 
which vitamins and minerals may not be 
added may be determined in accordance 
with the procedure laid down in Article 
16(2) and in the light of scientific evidence. 
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16(2) and in the light of scientific evidence. A prohibition may be instituted only if the 
addition of the vitamins and minerals 
constitutes a danger to public health.

Or. de

Justification

The addition of vitamins and minerals to certain foods or categories of food should be 
prohibited only when it can be considered that there is sufficient scientific evidence that the 
addition of vitamins and minerals to such foods constitutes an actual risk to public health. 
These criteria accord with the latest case law of the Court of Justice (Judgment of 5 February 
2004 in Case 24/00, Commission / France.)

Amendment by Jillian Evans, Bart Staes

Amendment 75
Article 5 a (new)

Article 5a
Certain other substances whose use is legal

or subject to restrictions
1. No later than two years after the 
adoption of this Regulation, the 
Commission shall define, in accordance 
with the procedure referred to in Article 16, 
which substances or ingredients containing 
a substance which is not a vitamin nor a 
mineral may be used in foodstuffs and list 
these substances or ingredients:
(a) either in Annex III, part A, provided 
addition of this substance to foodstuffs or 
its use in the production of foodstuffs is 
allowed without restriction,
(b) or in Annex III, part B, provided 
addition of this substance to foodstuffs or 
its use in the production of foodstuffs is 
made subject to the terms agreed therein.
2. Interested stakeholders may send a 
justified request to the Authority, 
suggesting a modification of Annex III.
3. Modifications to the lists referred to in 
paragraph 1 shall be adopted in accordance 
with the procedure referred to in Article 
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16(2).

Or. en

Justification

Vitamins and minerals allowed for fortification are on a positive list. Consumers need the 
same level of protection for bioactive substances which are added to give specific properties 
to foodstuffs. Extracts with hormonal effects (mainly phytohormones) or bioactive substances 
like caffeine, nicotine or quinine should be carefully checked before any addition to food is 
authorised. Therefore a positive list, indicating the restrictions of use and maximum contents, 
needs to be established for such extracted or synthesized substances.

Amendment by Antonios Trakatellis

Amendment 76
Article 5 a (new)

1. Within ...*, the Commission shall, in 
accordance with the procedure laid down in 
Article 16(2), establish specific nutrient 
profiles which food or certain categories of 
foods must have in order to allow the 
addition of vitamins and minerals and of 
compounds of mineral and non-mineral 
elements and of certain other substances 
thereto.
2. The nutrient profiles shall be established, 
in particular, with reference to the amounts 
of the following nutrients present in the 
food:
α) essential amino-acids,
b) fats, saturated fatty acids, trans-fatty 
acids,
c) carbohydrates,
d) salts/sodium,
e) essential trace elements.
3. Nutrient profiles shall be based on 
scientific knowledge about nutrition and 
diet and their relationship to health and, in 
particular, on the role of nutrients and 
other substances with a nutritional or 
physiological effect on chronic diseases. 
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4. In setting the nutritional profiles, the 
Commission shall seek the advice of the 
Authority and carry out consultations with 
interested parties, in particular food 
business operators and consumer groups.
5. Exemptions and updates to take into 
account relevant scientific developments 
shall be adopted in accordance with the 
procedure referred to in Article 16(2).
______________
* 18 months after the entry into force of 
this Regulation.

Or. el

Justification

Nutrients should be examined individually and on the basis of scientific data.

Amendment by Jillian Evans, Bart Staes

Amendment 77
Article 6

1. The purity criteria for substances listed in 
Annex II shall be adopted in accordance 
with the procedure referred to in Article 
16(2), except where they apply pursuant to 
paragraph 2.

1. The purity criteria for substances listed in 
Annex II and Annex III shall be adopted in 
accordance with the procedure referred to in 
Article 16(2), except where they apply 
pursuant to paragraph 2.

2. Purity criteria for substances listed in 
Annex II, specified by Community 
legislation for their use in the manufacture 
of foodstuffs for purposes other than those 
covered by this Regulation, shall apply.

2. Purity criteria for substances listed in 
Annex II and Annex III, specified by 
Community legislation for their use in the 
manufacture of foodstuffs for purposes other 
than those covered by this Regulation, shall 
apply.

3. For those substances listed in Annex II for
which purity criteria are not specified by 
Community legislation, and until such 
specifications are adopted, generally 
acceptable purity criteria recommended by 
international bodies shall be applicable and 
national rules setting stricter purity criteria 
may be maintained.

3. For those substances listed in Annex II 
and Annex III for which purity criteria are 
not specified by Community legislation, and 
until such specifications are adopted, 
generally acceptable purity criteria 
recommended by international bodies shall 
be applicable and national rules setting 
stricter purity criteria may be maintained.



PE 353.662v01-00 28/57 AM\558569EN.doc

EN

Or. en

Justification

The same safety rules should apply to vitamins, minerals and other substances.

Amendment by Niels Busk

Amendment 78
Article 7, paragraph 1, subparagraph 1

1. When a vitamin or a mineral is added to 
foods for the purposes specified in Article 
3(2), the total amount of the vitamin or 
mineral present, for whatever purpose, in the 
food as sold shall not exceed amounts that 
shall be set. For concentrated and 
dehydrated products the maximum amounts 
that shall be set shall be those present in the 
foods when prepared for consumption 
according to the manufacturers instructions.

1. When a vitamin or a mineral is added to 
foods for the purposes specified in Article 
3(2), the total amount of the vitamin or 
mineral present, for whatever purpose, in the 
food as sold shall not exceed amounts that 
shall be set. For concentrated and 
dehydrated products the maximum amounts 
that shall be set shall be those present in the 
foods when prepared for consumption 
according to the manufacturer's instructions. 
The maximum amount for each food 
category shall be set at a level which 
ensures that the total intake from natural 
sources and enriched foods and the 
contribution from dietary supplements does 
not exceed the upper tolerable level for the 
nutrient in question.

Or. en

Justification

It is important to provide a mechanism to distribute the amounts of a given substance allowed 
among the specific food categories. Given that the maximum amounts are set for reasons of 
health protection, such a mechanism is indispensable in order to ensure that consumers do 
not exceed the maximum levels.

Amendment by María del Pilar Ayuso González

Amendment 79
Article 7, paragraph 1, subparagraph 2

The maximum amounts of vitamins and 
minerals referred to in the first sub-

The maximum amounts of vitamins and 
minerals referred to in the first sub-
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paragraph and any conditions restricting or 
prohibiting the addition of a specific 
vitamin or mineral to a food or a category 
of foods shall be adopted in accordance with 
the procedure referred to in Article 16(2).

paragraph shall be adopted in accordance 
with the procedure referred to in Article 
16(2) and within six months of the date 
upon which the Regulation comes into 
force.

Or. es

Justification

The maximum levels of vitamins and minerals should be established within six months in 
order to ensure consistency with Article 19 of the Regulation, pursuant to which the latter will 
come into effect on the first day of the sixth month following the date of publication. 

Amendment by Renate Sommer

Amendment 80
Article 7, paragraph 1, subparagraph 2

The maximum amounts of vitamins and 
minerals referred to in the first sub-
paragraph and any conditions restricting or 
prohibiting the addition of a specific vitamin 
or mineral to a food or a category of foods 
shall be adopted in accordance with the 
procedure referred to in Article 16(2).

The maximum amounts of vitamins and 
minerals referred to in the first sub-
paragraph and any conditions restricting or 
prohibiting the addition of a specific vitamin 
or mineral to a food or a category of foods 
shall be adopted in accordance with the 
procedure referred to in Article 16(2) within 
6 months of the entry into force of the 
Regulation.

Or. de

Justification

The essential maximum and minimum values to protect consumers' health must be established 
6 months at the latest after the entry into force of the Regulation.

Amendment by John Bowis

Amendment 81
Article 7, paragraph 1, subparagraph 2

The maximum amounts of vitamins and 
minerals referred to in the first sub-
paragraph and any conditions restricting or 
prohibiting the addition of a specific vitamin 

The maximum amounts of vitamins and 
minerals referred to in the first sub-
paragraph and any conditions restricting or 
prohibiting the addition of a specific vitamin 
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or mineral to a food or a category of foods 
shall be adopted in accordance with the 
procedure referred to in Article 16(2).

or mineral to a food or a category of foods 
shall be based on public safety grounds and 
adopted in accordance with the procedure 
referred to in Article 16(2) within six 
months after the entry into force of the 
Regulation.

Or. en

Justification

Restrictions should be based on public safety grounds.
The setting of maximum and minimum amounts must be set within a timeframe of 6 months in 
order to be coherent with Article 19 which provides that the Regulation shall apply on the 
first day of the sixth month following publication in the Official Journal.

Amendment by Chris Davies

Amendment 82
Article 7, paragraph 1, subparagraph 2

The maximum amounts of vitamins and 
minerals referred to in the first sub-
paragraph and any conditions restricting or 
prohibiting the addition of a specific vitamin 
or mineral to a food or a category of foods 
shall be adopted in accordance with the 
procedure referred to in Article 16(2).

The maximum amount of vitamins and 
minerals referred to in the first sub-
paragraph and any conditions restricting or 
prohibiting the addition of a specific vitamin 
or mineral to a food or a category of foods 
shall be based on public safety grounds and
adopted in accordance with the procedure 
referred to in Article 16(2).

Or. en

Justification

To ensure that restrictions are introduced only where there is a real and justified need.

Amendment by María del Pilar Ayuso González, John Bowis

Amendment 83
Article 7, paragraph 1, subparagraph 2 a (new)

Any condition restricting the addition of a 
specific vitamin or mineral to a food or a 
category of foods shall be adopted in 
accordance with the procedure referred to 
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in Article 16(2).

Or. es

Justification

The conditions and restrictions are to be defined on justified grounds nutrient by nutrient, 
where appropriate, on the basis of thoroughly justified safety grounds.

Amendment by Avril Doyle

Amendment 84
Article 7, paragraph 2, point (b)

b) intakes of vitamins and minerals from 
other dietary sources

b) intakes of vitamins and minerals from 
other dietary and non-dietary sources

Or. en

Justification

Certain substances, such as fluoride, are ingested from non-dietary sources, such as 
toothpaste. The total amount of substances ingested must be taken into account.

Amendment by Niels Busk

Amendment 85
Article 7, paragraph 4

4. When the maximum levels referred to in 
paragraph 1 are set for vitamins and 
minerals whose reference intakes for the 
population are close to the upper safe 
levels, the following will also be taken into 
account, as necessary:

4. When the maximum levels referred to in 
paragraph 1 are set for vitamins and
minerals, the following will also be taken 
into account:

a) the requirements for addition of certain 
vitamins or minerals to foods for the 
purpose of restoration and/or for the 
purpose of nutritional equivalence of 
substitute foods;

a) the requirements for mandatory addition 
of certain vitamins and minerals to foods at 
Community or national level to take into 
account a deficiency of certain vitamins or 
minerals in the population or specific 
population groups;

b) the contribution of individual products to 
the overall diet of the population in general 

b) the contribution of the individual product
to the overall diet of the population in 
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or of sub-groups of the population. general or sub-groups of the population;
c) the nutrient profile of the product 
established as foreseen by Regulation (EC) 
No ../2003 on nutrition and health claims 
made on foods.

c) the nutrient profile of the food;

ca) the requirement for the addition of 
certain vitamins and minerals for the 
purpose of restoration.
As a result of this evaluation a list 
indicating the amounts of the individual 
vitamins and minerals that may be added to 
the different food categories and/or 
individual foods will be established.

Or. en

Justification

It is necessary to establish a mechanism which ensures the protection of consumers, while at 
the same time providing the industry and the national authorities with transparent and 
predictable guidelines for the marketing of fortified foods. This could be achieved by 
following a two-step procedure according to which EFSA first established upper safety levels, 
ULs, and secondly compared the ULs with the intake level of the nutrient from the regular 
diet, calculated from the natural dietary content of the nutrient and the estimates of the 
dietary patterns in the population. The contribution from dietary supplements to the total 
intake should be incorporated. It is also important to take into account the differences in the 
intake of the nutrients between age groups as well as the higher susceptibility of children and 
adolescents to the negative effects of some nutrients.

Amendment by Françoise Grossetête

Amendment 86
Article 7, paragraph 4, point (a)

Does not affect English version

Or. fr
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Amendment by Renate Sommer, John Bowis, Holger Krahmer, María del Pilar Ayuso 
González, Avril Doyle, Horst Schnellhardt

Amendment 87
Article 7, paragraph 4, point (c)

(c) the nutrient profile of the product 
established as foreseen by Regulation (EC) 
No ../2003 on nutrition and health claims 
made on foods. 

Delete.

Or. de

Justification

Not necessary in this Regulation since this regulation is based on safety and does not deal 
with the aspect of communication to the consumer.

Amendment by John Bowis

Amendment 88
Article 7, paragraph 4, subparagraph 1 a (new)

The declared content of vitamins and 
minerals will be measured at the end of the 
shelf-life of the product and will be 
assessed against acceptable tolerances.

Or. en

Justification

Nutrient profiling is a matter for the Nutrition and Health Claims on Foods proposal.
It is very important for the Regulation to state when the vitamin or mineral content is going to 
be measured, i.e. the level going into the product or at the end of the shelf-life of the product.  
If the latter, then in some instances this will require a higher level of the vitamin to be added 
to achieve the stated level at the end of the shelf-life.  The acceptable level of tolerance for 
each vitamin and mineral needs to be agreed and factored into the determination of what is 
agreed to be a 'safe' level.

Amendment by Dan Jørgensen

Amendment 89
Article 7, paragraph 4 a (new)
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4a. The Commission shall set the maximum 
levels referred to in paragraph 1 and the 
recommended daily intake on the basis of 
the Authority's assessment. The 
Commission shall also draw up a list of 
quantitative restrictions on the amount of 
vitamins, minerals and 'other substances' 
that individual groups of foodstuffs may 
contain. These values and the basis for the 
scale of the quantities shall be made public.

Or. da

Justification

To prevent abuse of vitamins and minerals, safe maximum levels should be set. This approach 
gives the Commission and the food producers the real responsibility. Otherwise, consumers 
are being asked to keep track themselves of the percentage of vitamins and minerals they have 
ingested. That is unrealistic and could, therefore, be harmful to public health.

Amendment by María del Pilar Ayuso González, John Bowis, Françoise Grossetête

Amendment 90
Article 7, paragraph 5

5. The addition of a vitamin or a mineral to 
food for the purpose of fortification shall 
result in the presence of this vitamin or 
mineral in the food in at least a significant 
amount as this is defined in the Annex of 
Directive 90/496/EEC. The minimum 
amounts, including any lower amounts, by 
derogation to the significant amounts 
mentioned above, for specific foods or 
categories of foods shall be adopted in 
accordance with the procedure referred to in 
Article 16(2).

5. The addition of a vitamin or a mineral to 
food for the purpose of fortification shall 
result in the presence of this vitamin or 
mineral in the food in at least a significant 
amount, i.e. 15% of the Nutrient Reference 
Value (NRV) per 100g (solids) or 7.5% of 
NRV per 100ml (liquids) or 5% of NRV per 
100kcal (12% of NRV 1MJ) or 15% of 
NRV per serving. The minimum amounts, 
including any lower amounts, by derogation 
to the significant amounts mentioned above, 
for specific foods or categories of foods 
shall be adopted in accordance with the 
procedure referred to in Article 16(2).

Or. en
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Justification

The reference levels should be aligned to the Codex Alimentarius guidelines, so that different 
levels should apply to solid products as opposed to liquid products because the portion size 
for liquids (beverages) is usually larger than for solids.

Amendment by Chris Davies

Amendment 91
Article 7, paragraph 5

5. The addition of a vitamin or a mineral to 
food for the purpose of fortification shall 
result in the presence of this vitamin or 
mineral in the food in at least a significant 
amount as this is defined in the Annex of 
Directive 90/496/EEC. The minimum 
amounts, including any lower amounts, by 
derogation to the significant amounts 
mentioned above, for specific foods or 
categories of foods shall be adopted in 
accordance with the procedure referred to in 
Article 16(2).

5. The addition of a vitamin or a mineral to 
food for the purpose of fortification shall 
result in the presence of this vitamin or 
mineral in the food in at least a significant 
amount as this is defined in the Annex of 
Directive 90/496/EEC. For drinks 7.5% of 
the RDA per serving, regardless of its being 
a single or multi-serving pack, should be 
set as a significant amount. The minimum 
amounts, including any lower amounts, by 
derogation to the significant amounts 
mentioned above, for specific foods or 
categories of foods shall be adopted in 
accordance with the procedure referred to in 
Article 16(2).

Or. en

Justification

As drinks have a higher consumption pattern than foods this is a more appropriate level and 
is directly related to the amount consumed.  In addition it removes the current consumer 
confusion where single serving packs have a different formulation to products in larger multi-
serving packs.

Amendment by Jillian Evans, Bart Staes, Phillip Whitehead, Linda McAvan

Amendment 92
Article 7 a (new)

Article 7a
Maximum and minimum amounts for 

certain other substances
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1. Within 2 years after the adoption of this 
Regulation, the Commission shall, in 
accordance with the procedure laid down in 
Article 16(2), lay down maximum and 
minimum amounts of certain other 
substances that can be used as ingredients 
of fortified food. 
2. The maximum amounts referred to in 
paragraph 1 shall be set taking the 
following into account:
a) upper intake levels of certain other 
substances established by scientific risk 
assessment based on generally acceptable 
scientific data, taking into account, as 
appropriate, the varying degrees of 
sensitivity of different consumer groups;
b) intakes of certain other substances from 
other dietary sources.
3. Modifications to the lists referred to in 
paragraph 1 shall be adopted in accordance 
with the procedure referred to in Article 
16(2). 

Or. en

Justification

The same safety rules should apply to vitamins, minerals and other substances.

Amendment by Holger Krahmer, Horst Schnellhardt

Amendment 93
Article 8

Article 8 Delete.
Labelling, presentation and advertising
1. The labelling, presentation and 
advertising of foods to which vitamins and 
minerals have been added shall not include 
any mention stating or implying that a 
balanced and varied diet cannot provide 
appropriate quantities of nutrients. Where 
appropriate a derogation concerning a 
specific nutrient may be adopted in 
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accordance with the procedure referred to 
in Article 16(2).
2. The labelling, presentation and 
advertising of foods to which vitamins and 
minerals have been added shall not mislead 
or deceive the consumer as to the 
nutritional merit of the food that may result 
from the addition of these nutrients.
3. The labelling of products to which 
vitamins and minerals have been added 
may bear a statement indicating such 
addition under the conditions laid down in 
Regulation (EC) No …/2003 on nutrition 
and health claims made on foods. 
4. Nutrition labelling of products to which 
vitamins and minerals have been added and 
covered by this Regulation shall be 
compulsory. The information to be 
provided shall consist of that specified in 
Article 4, paragraph 1, Group 2 of that 
Directive and of the total amounts present 
of the vitamins and minerals added to the 
food. 
5. This Article shall apply without prejudice 
to Directive 2000/13/EC, Regulation (EC) 
No ../2003 on nutrition and health claims 
made on foods, and other provisions of 
food law applicable to specified categories 
of foods.
6. Rules for implementing this Article may 
be specified in accordance with the 
procedure referred to in Article 16(2).

Or. de

Justification

In the interests of better legislation, double regulation should be avoided. This article 
essentially just repeats existing provisions, and is therefore superfluous. The corresponding 
provisions are to be found either in the existing labelling directive or in the regulation 
currently under discussion concerning nutrition and health claims made on foods.
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Amendment by Renate Sommer, María del Pilar Ayuso González, John Bowis

Amendment 94
Article 8, paragraph 3

3. The labelling of products to which 
vitamins and minerals have been added 
may bear a statement indicating such 
addition under the conditions laid down in 
Regulation (EC) No …/2003 on nutrition 
and health claims made on foods.

Delete.

Or. de

Justification

The reference made in Article 8(3) to the nutrition and health claims proposal is not 
proportionate as it could severely limit the consumer’s right to be informed about the 
presence of vitamins and minerals in specific food products.  Moreover, Article 8(5) takes 
care of other relevant legislation in this respect.

Amendment by Françoise Grossetête

Amendment 95
Article 8, paragraph 3

3. The labelling of products to which 
vitamins and minerals have been added may 
bear a statement indicating such addition 
under the conditions laid down in Regulation 
(EC) No …/2003 on nutrition and health 
claims made on foods.

3. The labelling of products to which 
vitamins and minerals have been added may 
bear a statement indicating such addition 
under the conditions laid down in Regulation 
(EC) No …/2003 on nutrition and health 
claims made on foods.

The designations of products are as 
follows: 
- ‘guaranteed to contain ..’, in the event of 
restoration, 
- ‘enriched by ...’ in the event of 
fortification or enrichment.

Or. fr

Justification

The designations of products to which a nutrient has been added must be covered in the 
regulation.
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Amendment by Jillian Evans, Bart Staes

Amendment 96
Article 8, paragraph 4

4. Nutrition labelling of products to which 
vitamins and minerals have been added and 
covered by this Regulation shall be 
compulsory. The information to be provided 
shall consist of that specified in Article 4, 
paragraph 1, Group 2 of that Directive and 
of the total amounts present of the vitamins 
and minerals added to the food.

4. Nutrition labelling of products to which 
vitamins and minerals have been added and 
covered by this Regulation shall be 
compulsory. The information to be provided 
shall consist of that specified in Article 4, 
paragraph 1, Group 2 of that Directive and 
of the total amounts present of the vitamins, 
minerals and certain other substances
added to the food. In addition the following 
information must be provided:
(a) information on vitamins, minerals and 
certain other substances should be given as 
per serving size in absolute numbers and as 
a percentage of the RDI. In addition, 
information should be expressed per 100 g 
or per 100 ml, measured at the end of the 
product’s shelf-life;
(b) a warning not to exceed the stated RDI;
(c) specific advice for vulnerable groups 
and, if necessary, warning statements;
(d) all voluntarily fortified products should 
carry a statement to the effect that the 
product is "not a substitute for a balanced, 
varied diet";
(e) if vitamins minerals or certain other 
substances which do not naturally occur in 
the product, are added, the package of the 
product must give a clear indication as to 
which vitamins and minerals are added;
(f) a clear distinction shall be made 
between the natural content of vitamins, 
minerals or certain other substances in the 
food and the amount added.

Or. en

Justification

The same rules have to be applied for vitamins, minerals and other bioactive substances.
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Amendment by John Bowis, Chris Davies

Amendment 97
Article 8, paragraph 4

4. Nutrition labelling of products to which 
vitamins and minerals have been added and 
covered by this Regulation shall be 
compulsory. The information to be provided 
shall consist of that specified in Article 4, 
paragraph 1, Group 2 of that Directive and 
of the total amounts present of the vitamins 
and minerals added to the food.

4. Nutrition labelling of products to which 
vitamins and minerals have been added and 
covered by this Regulation shall be 
compulsory. The information to be provided 
shall consist of that specified in Article 4, 
paragraph 1, Group 2 of that Directive and 
of the total amounts present at the end of 
shelf-life of the vitamins and minerals added 
to the food.

Or. en

Justification

To ensure that consumers get at least the amount of vitamin or mineral declared.

Amendment by María del Pilar Ayuso González, John Bowis

Amendment 98
Article 8, paragraph 6

6. Rules for implementing this Article may 
be specified in accordance with the 
procedure referred to in Article 16(2).

deleted

Or. en

Justification

Unnecessary. The measures proposed in Article 8 are clear and can be applied directly by 
manufacturers.

Amendment by John Bowis

Amendment 99
Article 9, paragraph 2

2. Where there are no Community 2. Where there are no Community 
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provisions, Member States may make 
provisions for the mandatory addition of 
vitamins and minerals to specified foods or 
categories of foods, in accordance with the 
procedure laid down in Article 14.

provisions, Member States may make 
provisions for the mandatory addition of 
vitamins and minerals to specified foods or 
categories of foods, in accordance with the 
procedure laid down in Article 14.

The Standing Committee’s powers to ban 
these foods/categories of foods should not 
extend to products whose fortification is 
mandatory in one or more Member States, 
without specific safety reason.

Within six months from the entry into force 
of this Regulation, Member States shall 
inform the Commission of existing relevant 
national provisions.

Within six months from the entry into force 
of this Regulation, Member States shall 
inform the Commission of existing relevant 
national provisions. The Commission shall 
make this information public.

Or. en

Justification

Manufacturers should be safe in the knowledge that, if they are acting on a legal requirement 
of their own Member State to carry out mandatory fortification, their products could not be 
unduly rejected by the Standing Committee.
Furthermore, the public availability of this information is in the interests of transparency, in 
accordance with the general principles set in Regulation 178/2002/EC.

Amendment by Françoise Grossetête

Amendment 100
Article 9, paragraph 2, subparagraph 2

Within six months from the entry into force 
of this Regulation, Member States shall 
inform the Commission of existing relevant 
national provisions.

Within six months from the entry into force 
of this Regulation, Member States shall 
inform the Commission of existing relevant 
national provisions. The Commission shall 
make such information available.

Or. fr

Amendment by Jillian Evans, Bart Staes

Amendment 101
Article 10
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Article 10 deleted
Restricted and prohibited substances

1. Where a substance, or an ingredient 
containing a substance other than 
vitamins or minerals, is added to foods or 
used in the manufacture of foods at 
conditions that would result in the 
ingestion of amounts of this substance 
greatly exceeding those reasonably 
expected to be ingested under normal 
conditions of consumption of a balanced 
and varied diet, and where, following in 
each case an assessment of available 
information by the Authority, a harmful 
effect on health resulting from such use 
has been identified, the substance and/or 
the ingredient containing the substance, 
where necessary, shall, in accordance 
with the procedure referred to in Article 
16(2):
a) either be placed in Annex III, Part A 
and its addition to foods or its use in the 
manufacture of foods shall be prohibited;
b) or be placed in Annex III, Part B and 
its addition to foods or its use in the 
manufacture of foods shall only be 
allowed under the conditions specified 
therein.
2. Community provisions applicable to 
specified foods may provide for 
restrictions or prohibitions on the use of 
certain substances in addition to those 
laid down in this Regulation. Where there 
are no Community provisions, Member 
States may make provision for such 
prohibitions or restrictions, in accordance 
with the procedure laid down in Article 
14.

Or. en

Justification

"Certain other substances" should be included in Chapter II in order to apply the same safety 
rules to vitamins, minerals and other substances. Chapter III is then superfluous.
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Amendment by Niels Busk

Amendment 102
Article 10

1. Where a substance, or an ingredient 
containing a substance other than vitamins 
or minerals, is added to foods or used in the 
manufacture of foods at conditions that 
would result in the ingestion of amounts of 
this substance greatly exceeding those 
reasonably expected to be ingested under 
normal conditions of consumption of a 
balanced and varied diet, and where, 
following in each case an assessment of 
available information by the Authority, a 
harmful effect on health resulting from 
such use has been identified, the substance 
and/or the ingredient containing the 
substance, where necessary, shall, in 
accordance with the procedure referred to 
in Article 16(2):

1. Other substances and ingredients 
containing a substance other than vitamins 
and minerals may be added to food if the 
Authority has not given an unfavourable 
opinion in respect of the use of the 
substance, on the basis of a dossier 
containing the scientific data 
demonstrating the safety of the substance 
submitted by food business operators, or 
any other interested parties. The 
Commission shall establish a list including 
those substances authorised for use and the 
conditions for using them.

a) either be placed in Annex III, Part A and 
its addition to foods or its use in the 
manufacture of foods shall be prohibited;
b) or be placed in Annex III, Part B and its 
addition to foods or its use in the 
manufacture of foods shall only be allowed 
under the conditions specified therein.
2. Community provisions applicable to 
specified foods may provide for restrictions 
or prohibitions on the use of certain 
substances in addition to those laid down in 
this Regulation. Where there are no 
Community provisions, Member States may 
make provision for such prohibitions or 
restrictions, in accordance with the 
procedure laid down in Article 14.

2. Food business operators, or any other 
interested parties, may at any time submit 
to the Commission a file containing the 
scientific data demonstrating the safety of a 
substance they wish to add to food.

Or. en

Justification

A positive list shall be introduced, in order to make the proposal consistent with existing 
Community food legislation. Furthermore, this ensures that only substances that are proven 
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not to represent a health risk may be authorised for use. This is also in line with the general 
EC policy on conditions for addition of substances to food, which is based on approval as a 
precondition for marketing.

Amendment by Avril Doyle

Amendment 103
Article 10, paragraph 1

1. Where a substance, or an ingredient 
containing a substance other than vitamins 
or minerals, is added to foods or used in the 
manufacture of foods at conditions that 
would result in the ingestion of amounts of 
this substance greatly exceeding those 
reasonably expected to be ingested under 
normal conditions of consumption of a 
balanced and varied diet, and where, 
following in each case an assessment of 
available information by the Authority, a 
harmful effect on health resulting from such 
use has been identified, the substance and/or 
the ingredient containing the substance, 
where necessary, shall, in accordance with 
the procedure referred to in Article 16(2):

1. Where a substance, or an ingredient 
containing a substance other than vitamins 
or minerals, is added to foods or used in the 
manufacture of foods at conditions that 
would result in the ingestion of amounts of 
this substance greatly exceeding those 
reasonably expected to be ingested under 
normal conditions of consumption of a 
balanced and varied diet, and where, 
following in each case an assessment of 
available information by the Authority, a 
harmful effect on health resulting from such 
use has been identified, taking into account 
the varying degrees of sensitivity of 
different consumer groups, the substance 
and/or the ingredient containing the 
substance, where necessary, shall, in 
accordance with the procedure referred to in 
Article 16(2):

a) either be placed in Annex III, Part A and 
its addition to foods or its use in the 
manufacture of foods shall be prohibited;

(a) either be placed in Annex III, Part A and 
its addition to foods or its use in the 
manufacture of foods shall be prohibited; 

b) or be placed in Annex III, Part B and its 
addition to foods or its use in the 
manufacture of foods shall only be allowed 
under the conditions specified therein.

(b) or be placed in Annex III, Part B and its 
addition to foods or its use in the 
manufacture of foods shall only be allowed 
under the conditions specified therein. Mass 
medication through the addition of the 
substance in question to publicly supplied 
basic necessities, such as drinking water, 
shall not be permitted, unless it can be 
scientifically proven that the health of 
sensitive groups within the population is 
not adversely affected by such addition.

Or. en
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Justification

Mass medication, as a general principle, does not adequately safeguard the health of 
particularly sensitive population groups and should be subject to close Community level 
scientific scrutiny.

Amendment by Frédérique Ries, Richard Seeber, John Bowis

Amendment 104
Article 10, paragraph 1, point (b)

(b) or be placed in Annex III, Part B and its 
addition to foods or its use in the 
manufacture of foods shall only be allowed 
under the conditions specified therein.

b) or be placed in Annex III, part B and its 
addition to foods or its use in the
manufacture of foods shall only be allowed 
under the conditions and subject to 
maximum levels specified therein. For this 
purpose, maximum levels need to be 
established for these substances by the 
Authority.

Or. en

Justification

As for vitamins and minerals (see Article7), maximum levels for other substances should be 
established where an EFSA evaluation has identified safety concerns and where this is 
scientifically feasible. Maximum levels can only be established for those substances where an 
EFSA evaluation has identified safety concerns (Annex III B). In cases where substances are 
under scrutiny (Annex III C) no final EFSA evaluation is available and therefore no maximum 
levels can be set.

Amendment by Jillian Evans, Bart Staes, Niels Busk

Amendment 105
Article 11

Article 11 deleted
Substances under Community scrutiny

1. Where a substance, or an ingredient 
containing a substance other than 
vitamins or minerals, is added to foods or 
used in the manufacture of foods at 
conditions that would result in the 
ingestion of amounts of this substance 
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greatly exceeding those reasonably 
expected to be ingested under normal 
conditions of consumption of a balanced 
and varied diet, and where, following in 
each case an assessment of available 
information by the Authority, the 
possibility of harmful effects on health 
resulting from such use is identified but 
scientific uncertainty persists, the 
substance shall be placed in Annex III, 
Part C, in accordance with the procedure 
referred to in Article 16(2). 
2. Food business operators, or any other 
interested parties, may at any time submit 
for evaluation to the Authority, a file 
containing the scientific data 
demonstrating the safety of a substance 
listed in Annex III, Part C under the 
conditions of its use in a food or in a 
category of foods and explaining the 
purpose of that use. 
3. Within four years from the date a 
substance has been listed in Annex III, 
Part C, a decision shall be taken, in 
accordance with the procedure referred to 
in Article 16(2) and taking into account 
the opinion of the Authority on any files 
submitted for evaluation as mentioned in 
paragraph 2, to generally allow the use of 
a substance listed in Annex III, Part C or 
to list it in Annex III, Part A or B, as 
appropriate.

Or. en

Amendment by Avril Doyle

Amendment 106
Article 11, paragraph 1

1. Where a substance, or an ingredient 
containing a substance other than vitamins 
or minerals, is added to foods or used in the 
manufacture of foods at conditions that 
would result in the ingestion of amounts of 

1. Where a substance, or an ingredient 
containing a substance other than vitamins 
or minerals, is added to foods or used in the 
manufacture of foods at conditions that 
would result in the ingestion of amounts of 
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this substance greatly exceeding those 
reasonably expected to be ingested under 
normal conditions of consumption of a 
balanced and varied diet, and where,
following in each case an assessment of 
available information by the Authority, the 
possibility of harmful effects on health 
resulting from such use is identified but 
scientific uncertainty persists, the substance 
shall be placed in Annex III, Part C, in 
accordance with the procedure referred to in 
Article 16(2).

this substance greatly exceeding those 
reasonably expected to be ingested under 
normal conditions of consumption of a 
balanced and varied diet, and where, 
following in each case an assessment of 
available information by the Authority, the 
possibility of harmful effects on health 
resulting from such use is identified but 
scientific uncertainty persists, taking into 
account the varying degrees of sensitivity of 
different consumer groups, the substance 
shall be placed in Annex III, Part C, in 
accordance with the procedure referred to in 
Article 16(2).

Or. en

Justification

Particular care must be taken to safeguard the health of sensitive population groups such as 
neonates and young children.

Amendment by Phillip Whitehead, Linda McAvan

Amendment 107
Article 12, paragraph 2, point (a)

a) The vitamins and minerals which may be 
added to foods in accordance with Annex I.

a) The vitamins, minerals, and certain other 
substances which may be added to foods in 
accordance with Annex I and Annex III and 
the reason for their  inclusion therein.

Or. en

Justification

The same principles for other substances should apply as stated for vitamins and minerals.

Amendment by Phillip Whitehead, Linda McAvan

Amendment 108
Article 12, paragraph 2, point (f)

f) Information about the substances 
referred to in Annex III and the reasons for 

deleted
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their inclusion therein.

Or. en

Amendment by Frederika Brepoels

Amendment 109
Article 12, paragraph 2, points (f a) (new) and (f b) (new)

(fa) A list of vitamins, minerals and 
certain other substances whose addition is 
mandatory under national provisions 
pursuant to Article 9.

(fb) A list of substances whose addition is 
prohibited or restricted at national level 
pursuant to Article 4.

Or. nl

Justification

The amendments proposed by the rapporteur are in the same spirit as the proposals in 
Articles 4 and 9; the aim is to institute a transparent system.

Amendment by María del Pilar Ayuso González

Amendment 110
Article 12, paragraph 2, point (f a) (new) and (f b) (new)

(fa) the list of substances for which the 
addition is mandatory at national level;
(fb) the list of substances for which the 
addition is banned at national level.

Or. es

Justification

In the interests of greater transparency and consistency.
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Amendment by Françoise Grossetête

Amendment 111
Article 12, paragraph 2, points (f a) (new) and (f b) (new)

(fa) the list of  substances for which the 
addition is mandatory at national level;
(fb) the list of substances for which the 
addition is banned at national level.

Or. fr

Justification

Consistency with the preceding amendments.

Amendment by Karin Scheele

Amendment 112
Article 13

Without prejudice to the Treaty, in 
particular Articles 28 and 30 thereof, 
Member States may not restrict or forbid 
trade in foods which comply with this 
Regulation and Community acts adopted for 
its implementation by the application of 
non-harmonised national provisions 
governing the addition of vitamins and 
minerals to foods.

1. Without prejudice to paragraph 2, 
Member States may not restrict or forbid 
trade in foods which comply with this 
Regulation and Community acts adopted for 
its implementation.

2. This Regulation shall not affect the right 
of Member States to keep or introduce, in 
accordance with the Treaty, in particular 
Articles 28 and 30 thereof, more stringent 
rules concerning the addition of certain 
other substances which they deem 
necessary in order to protect public health 
and which do not conflict with this 
Regulation.
3. Within six months of the entry into force 
of this Regulation, the Member States shall 
notify the Commission of relevant existing 
national provisions.

Or. de
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Justification

This amendment is intended to replace the rapporteur's Amendment 28. In the case of 'certain 
other substances', Member States should be given the power to keep or introduce national 
provisions. The third paragraph of Amendment 28 is omitted, as it is covered by Amendment 
22 to Article 10 a (new), paragraph 3.

Amendment by John Bowis

Amendment 113
Article 14, paragraph 2

2. If a Member State considers it necessary 
to adopt new legislation, it shall notify the 
Commission and the other Member States of 
the envisaged measures and give the reasons 
justifying them.

2. If a Member State considers it necessary 
on safety grounds to adopt new legislation, 
it shall notify the Commission and the other 
Member States of the envisaged measures 
and give the reasons justifying them.

Or. en

Amendment by Jillian Evans, Bart Staes

Amendment 114
Article 16, paragraph 1

1. The Commission shall be assisted by the 
Standing Committee on the Food Chain and 
Animal Health instituted by Article 58 (1) of 
Regulation (EC) No 178/2002, hereafter 
referred to as the “Committee”.

1. The Commission shall be assisted by the 
Standing Committee on the Food Chain and 
Animal Health instituted by Article 58 (1) of 
Regulation (EC) No 178/2002, hereafter 
referred to as the “Committee”, which shall 
take into account the opinion of the 
Authority.

Or. en

Justification

The Committee should, when delivering an opinion in the framework of commitology, take its 
decisions on the basis of scientific evidence and take into account the opinion delivered by 
EFSA.
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Amendment by María del Pilar Ayuso González

Amendment 115
Article 17

To facilitate efficient monitoring of foods to 
which vitamins and minerals have been 
added, and of foods containing substances 
listed in Annex III, Part B and Part C, 
Member States may require the 
manufacturer or the person placing such 
foods on the market in their territory to 
notify the competent authority of that 
placing on the market by forwarding it a 
model of the label used for the product.

For the exclusive purpose of facilitating
efficient monitoring of foods to which 
vitamins and minerals have been added, and 
of foods containing substances listed in 
Annex III, Part B and Part C, Member States 
may require the manufacturer or the person 
placing such foods on the market in their 
territory to notify the competent authority of 
that placing on the market by forwarding it a 
model of the label used for the product.

Or. es

Justification

The purpose of the notification procedure should be to provide the Member States with 
information concerning the marketing of enriched foods; it may not be converted into a prior-
authorisation procedure.  Notification must be restricted to the layout of the product label at 
the time of marketing.

Amendment by John Bowis

Amendment 116
Article 19, paragraph 3

Foods placed on the market or labelled prior 
to [first day of sixth month following 
publication ] which do not comply with this 
Regulation may be marketed until [last day 
of the seventeenth month following 
publication].

Foods placed on the market or labelled prior 
to [first day of sixth month following 
publication ] which do not comply with this 
Regulation may be marketed until [last day 
of the twenty-third month following 
publication] or until the end of shelf-life, 
whichever is the sooner.

Or. en

Justification

This allows time for businesses to use up existing stock.
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Amendment by María del Pilar Ayuso González

Amendment 117
Article 19, paragraph 3

Foods placed on the market or labelled prior 
to [first day of sixth month following 
publication ] which do not comply with this 
Regulation may be marketed until [last day 
of the seventeenth month following 
publication].

Foods placed on the market or labelled prior 
to [first day of twelfth month following 
publication ] which do not comply with this 
Regulation may be marketed until all stocks 
have been sold off.

Or. es

Justification

Acceptance of products which do not comply with this Regulation, but which have been 
marketed before the date laid down in Article 19, confirms the process of harmonisation 
whilst reducing the immediate burden on businesses.

Amendment by John Bowis

Amendment 118
Annex I, section 2, entry 13

Fluoride deleted

Or. en

Justification

There is no call for the addition of fluoride to food.

Amendment by Renate Sommer, John Bowis, Françoise Grossetête

Amendment 119
Annex II, add new entry under "Mineral substances"

Calcium sulphate

Or. de

Justification

Reference to Directive 2004/5/EC of 20 January 2004 which authorised the use of calcium 
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sulphate in dietetic foods.

Amendment by John Bowis

Amendment 120
Annex II, add new entry under "Mineral substances"

potassium phosphate
sodium phosphate

Or. en

Justification

Potassium phosphate and sodium phosphate are permitted under EC legislation on 
miscellaneous additives.

Amendment by Françoise Grossetête, 

Amendment 121
Annex II, add a new entry under ‘Mineral substances’

Pyridoxine dipalmitate

Or. fr

Justification

To remedy an omission in so far as these substances are already authorised.

Amendment by Jillian Evans, Bart Staes

Amendment 122
Annex III

Substances and whose use in foods is 
prohibited or subject to conditions

Substances and whose use in foods is 
authorised or subject to conditions

Part A - Prohibited substances Part A – Substances which may be added
Part B – Restricted substances Part B – Restricted substances

Part C - Substances under Community
scrutiny
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Or. en

Justification

Vitamins and minerals allowed for fortification are on a positive list. Consumers need the 
same level of protection for bioactive substances which are added to give specific properties 
to foodstuffs. Extracts with hormonal effects (mainly phytohormones) or bioactive substances 
like caffeine, nicotine or quinine should be carefully checked before any addition to food is 
authorised. Therefore a positive list, indicating the restrictions on use and maximum contents, 
needs to be established for such extracted or synthesized substances.


