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ANNEX
to the

COMMISSION REGULATION (EU) .../...

authorising certain health claims made on foods and referring to children's development and health

Permitted health claim

Conditions
and/or
Application — restrictions
Relevant Nutrient, of use of L
L . . - . EFSA opinion
provisions of Applicant — Address | substance, food Claim Conditions of use of the claim the food
. reference
Regulation (EC) or food category and/or
No 1924/2006 additional
statement
or warning
Acrticle 14(1)(b) Specialised Nutrition | Thiamine Thiamine contributes to normal The claim may be used only for the [food Q-2008-183

health claim
referring to
children's
development and
health

Europe (formerly
IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

carbohydrate and energy-yielding
metabolism.

If the addition of thiamine is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
thiamine. Thiamine contributes to
normal carbohydrate and energy-
yielding metabolism.

categories] listed below which have a
thiamine content in accordance with the
compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
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1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a thiamine content of 15%
of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of thiamine as referred to in
the claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERALY/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Article 14(1)(b)
health claim
referring to
children's
development and
health

HiPP GmbH & Co.

Vertrieb KG

Georg-Hipp-Strale
7,85276

Pfaffenhofen
GERMANY

Thiamine

Thiamine contributes to the
maintenance of normal
neurological development and
function.

If the addition of thiamine is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
thiamine. Thiamin contributes to
the maintenance of normal
neurological development and
function.

The claim may be used only for the [food
categories] listed below which have a
thiamine content in accordance with the
compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

Q-2009-00455
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e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a thiamine content of 15%
of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of thiamine as referred to in
the claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Article 14(1)(b)
health claim
referring to
children's
development and
health

HiPP GmbH & Co.
Vertrieb KG

Georg-Hipp-Strale
7,85276

Pfaffenhofen
GERMANY

Alpha-linolenic
acid

Alpha-linolenic acid contributes to
brain and nerve tissue
development.

If the addition of alpha-linolenic
acid is mandatory for the category
of the food for which the claim is
made, the wording to be used shall
be the following:

All [category of foods] contain
alpha-linolenic acid. Alpha-
linolenic acid contributes to brain
and nerve tissue development.

The claim may be used only for the [food
categories] listed below which have alpha-
linolenic acid content in accordance with
the compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC;

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides a minimum of 15% of the
adequate intake of 0.5 E%.

Q-2009-00197

Article 14(1)(b)
health claim
referring to

Specialised Nutrition
Europe (formerly
IDACE), 9-31

Magnesium

Magnesium contributes to normal
development of bone.

The claim may be used only for the [food
categories] listed below which have a
magnesium content in accordance with the

Q-2008-150
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children's
development and
health

Avenue des
Nerviens, 1040
Brussels, Belgium

If the addition of magnesium is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
magnesium. Magnesium
contributes to normal development
of bone.

compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a magnesium content of
15% of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of magnesium as referred to
in the claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERALY/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Article 14(1)(b)
health claim
referring to
children's
development and

Specialised Nutrition

Europe (formerly
IDACE), 9-31
Avenue des
Nerviens, 1040

Vitamin A

Vitamin A contributes to the
normal function of the immune
system.

If the addition of vitamin A is

The claim may be used only for the [food
categories] listed below which have a
vitamin A content in accordance with the
compositional criteria for:

Q-2008-160
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health

Brussels, Belgium

mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
vitamin A. Vitamin A contributes
to the normal function of the
immune system.

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a vitamin A content of
15% of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

Article 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition
Europe (formerly

IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

Iron

Iron contributes to normal
cognitive development.

If the addition of iron is mandatory
for the category of the food for
which the claim is made, the
wording to be used shall be the
following:

All [category of foods] contain
iron. Iron contributes to normal
cognitive development.

The claim may be used only for the [food
categories] listed below which have an iron
content in accordance with the
compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

Q-2008-199
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e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least an iron content of 15% of
the reference values for nutrition labelling
for foods intended for infants and young
children as laid down in or Directive
2006/141/EC.

Acrticle 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition

Europe (formerly
IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

Riboflavin
(vitamin B2)

Riboflavin contributes to normal
energy-yielding metabolism.

If the addition of riboflavin is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
riboflavin. Riboflavin contributes
to normal energy-yielding
metabolism.

The claim may be used only for the [food
categories] listed below which have a
riboflavin content in accordance with the
compositional criteria for:

o follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a riboflavin content of
15% of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive

Q-2008-184
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2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of riboflavin as referred to in
the claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Article 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition

Europe (formerly
IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

Pantothenic acid

Pantothenic acid contributes to
normal energy-yielding
metabolism.

If the addition of pantothenic acid
is mandatory for the category of
the food for which the claim is
made, the wording to be used shall
be the following:

All [category of foods] contain
pantothenic acid. Pantothenic acid
contributes to normal energy-
yielding metabolism.

The claim may be used only for the [food
categories] listed below which have a
pantothenic acid content in accordance with
the compositional criteria for:

o follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a pantothenic acid content
of 15% of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

Q-2008-186
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[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of pantothenic acid as
referred to in the claim SOURCE OF
[NAME OF VITAMIN/S] AND/OR
[NAME OF MINERAL/S] as listed in the
Annex to Regulation (EC) No 1924/2006.]

Article 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition

Europe (formerly
IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

Vitamin C

Vitamin C contributes to increasing
non-haem iron absorption.

If the addition of vitamin C is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
vitamin C. Vitamin C contributes
to increasing non-haem iron
absorption.

The claim may be used only for the [food
categories] listed below which have a
vitamin C content in accordance with the
compositional criteria for:

o follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a vitamin C content of
15% of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the

Q-2008-176
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claim may be used only for food which is at
least a source of vitamin C as referred to in
the claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Article 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition
Europe (formerly

IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

Iron

Iron contributes to normal
formation of haemoglobin and red
blood cells.

If the addition of iron is mandatory
for the category of the food for
which the claim is made, the
wording to be used shall be the
following:

All [category of foods] contain
iron. Iron contributes to normal
formation of haemoglobin and red
blood cells

The claim may be used only for the [food
categories] listed below which have an iron
content in accordance with the
compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least an iron content of 15% of
the reference values for nutrition labelling
for foods intended for infants and young
children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of iron as referred to in the

Q-2008-147
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claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Article 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition
Europe (formerly

IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

lodine

lodine contributes to normal
thyroid function.

If the addition of iodine is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
iodine. lodine contributes to
normal thyroid function.

The claim may be used only for the [food
categories] listed below which have an
iodine content in accordance with the
compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least an iodine content of 15%
of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of iodine as referred to in the
claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF

Q-2008-144
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MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Acrticle 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition
Europe (formerly

IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

lodine

lodine contributes to normal
cognitive development.

If the addition of iodine is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
iodine. lodine contributes to
normal cognitive development.

The claim may be used only for the [food
categories] listed below which have an
iodine content in accordance with the
compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least an iodine content of 15%
of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of iodine as referred to in the
claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERAL/S] as listed in the Annex to

Q-2008-145
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Regulation (EC) No 1924/2006.]

Axrticle 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition

Europe (formerly
IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

Vitamin D

Vitamin D contributes to normal
development of bones and teeth.

If the addition of vitamin D is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
vitamin D. Vitamin D contributes
to normal development of bones
and teeth.

The claim may be used only for the [food
categories] listed below which have a
vitamin D content in accordance with the
compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a vitamin D content of
15% of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of vitamin D as referred to in
the claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Q-2008-178
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Axrticle 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition

Europe (formerly
IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

Zinc

Zinc contributes to normal function
of the immune system.

If the addition of zinc is mandatory
for the category of the food for
which the claim is made, the
wording to be used shall be the
following:

All [category of foods] contain
zinc. Zinc contributes to normal
function of the immune system.

The claim may be used only for the [food
categories] listed below which have a zinc
content in accordance with the
compositional criteria for:

e follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a zinc content of 15% of
the reference values for nutrition labelling
for foods intended for infants and young
children as laid down in or Directive
2006/141/EC.

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of zinc as referred to in the
claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Q-2008-189

Acrticle 14(1)(b)

Specialised Nutrition

Docosahexaenoic

DHA contributes to normal brain

In order to bear the claims food should

Q-2014-00059
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health claim
referring to
children's
development and
health

Europe (formerly
IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

protection of DNA, proteins and
lipids from oxidative damage.

If the addition of selenium is
mandatory for the category of the
food for which the claim is made,
the wording to be used shall be the
following:

All [category of foods] contain
selenium. Selenium contributes to
the protection of DNA, proteins
and lipids from oxidative damage.

categories] listed below which have a
selenium content in accordance with the
compositional criteria for:

o follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a selenium content of 15%
of the reference values for nutrition
labelling for foods intended for infants and
young children as laid down in or Directive
2006/141/EC.

health claim Europe (formerly | acid (DHA) development. provide:
referring to IDACE), 9-31 . . e for older infants (> 6 months of age)
children's Avenue des 2;:3:%?“%} (t);eDcHaﬁe;)r of the and young children below the age of 24
development and Nerviens, 1040 food f yh' h the clai Y q months, a daily intake of 100 mg DHA.
health Brussels, Belgium 00d for which the claim IS mage,
the wording to be used shall be the | o for children from 2 to 18 years, a daily
following: intake of 250 mg DHA.
All [category of foods] contain
DHA. DHA contributes to normal
brain development.
Article 14(1)(b) Specialised Nutrition | Selenium Selenium contributes to the The claim may be used only for the [food Q-2008-159

EN

14

EN



Working Document prepared by the Commission services - This document cannot be regarded as the official position of the European Commission and does not prejudge the
Commission's final decision

[For other foods targeting children, but not
specifically infants and young children, the
claim may be used only for food which is at
least a source of selenium as referred to in
the claim SOURCE OF [NAME OF
VITAMIN/S] AND/OR [NAME OF
MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.]

Article 14(1)(b)
health claim
referring to
children's
development and
health

Specialised Nutrition
Europe (formerly

IDACE), 9-31
Avenue des
Nerviens, 1040

Brussels, Belgium

Zinc

Zinc contributes to normal growth
[in infants and young children].

If the addition of zinc is mandatory
for the category of the food for
which the claim is made, the
wording to be used shall be the
following:

All [category of foods] contain
zinc. Zinc contributes to normal
growth [in infants and young
children].

The claim may be used only for the [food
categories] listed below which have a zinc
content in accordance with the
compositional criteria for:

o follow-on formulae as laid down in
Directive 2006/141/EC; or

e nutritionally complete foods for special
medical purposes intended for use by
infants and nutritionally complete
foods for special medical purposes
other than those intended for use by
infants as laid down in Directive
1999/21/EC; or

e processed cereal-based foods for
infants and young children as laid
down in Directive 2006/125/EC.

For foods intended for infants and young
children, other than those listed above, the
claim may be used only for food which
provides at least a zinc content of 15% of
the reference values for nutrition labelling
for foods intended for infants and young
children as laid down in or Directive
2006/141/EC.

Q-2008-190
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