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Commission Delegated Regulation (EU) 2016/128 of 25 September 2015
supplementing Regulation (EU) No 609/2013 of the European Parliament
and of the Council as regards the specific compositional and information

requirements for food for special medical purposes (Text with EEA relevance)

COMMISSION DELEGATED REGULATION (EU) 2016/128
of 25 September 2015
supplementing Regulation (EU) No 609/2013 of the European
Parliament and of the Council as regards the specific compositional

and information requirements for food for special medical purposes

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) No 609/2013 of the European Parliament and of the Council
of 12 June 2013 on food intended for infants and young children, food for special medical
purposes, and total diet replacement for weight control and repealing Council Directive 92/52/
EEC, Commission Directives 96/8/EC, 1999/21/EC, 2006/125/EC and 2006/141/EC, Directive
2009/39/EC of the European Parliament and of the Council and Commission Regulations (EC)
No 41/2009 and (EC) No 953/2009", and in particular Article 11(1) thereof,

Whereas:

(1)

2

)

4)

Commission Directive 1999/21/EC® lays down harmonised rules on dietary foods for
special medical purposes in the framework of Directive 2009/39/EC of the European
Parliament and of the Council®.

Directives 2009/39/EC and 1999/21/EC are repealed by Regulation (EU) No 609/2013.
That Regulation lays down general compositional and information requirements
for different categories of food, including food for special medical purposes. The
Commission has to adopt specific compositional and information requirements for food
for special medical purposes, taking into account the provisions of Directive 1999/21/
EC.

Food for special medical purposes is developed in close cooperation with health
care professionals to feed patients affected by or malnourished because of a specific
diagnosed disease, disorder or medical condition that makes it impossible or very
difficult for those patients to satisfy their nutritional needs through the consumption
of other foods. For that reason, food for special medical purposes must be used under
medical supervision, which may be applied with the assistance of other competent
health professionals.

The composition of food for special medical purposes may differ substantially
depending, among others, on the specific disease, disorder or medical condition for the
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)

(6)

(7

(®)

)

dietary management of which the product is intended, on the age of the patients and
the place in which they receive health care support, and the product's intended use. In
particular, food for special medical purposes can be classified in different categories
depending on whether its composition is standard or specifically nutrient-adapted for
a disease, disorder or medical condition and on whether or not it constitutes the sole
source of nourishment for the persons for whom it is intended.

Because of the wide diversity of food for special medical purposes, the rapidly evolving
scientific knowledge on which it is based, and the need to ensure adequate flexibility to
develop innovative products, it is not appropriate to lay down detailed compositional
rules for such food products. It is however important to set principles and requirements
specific to them in order to ensure that they are safe, beneficial and effective for the
persons for whom they are intended on the basis of generally accepted scientific data.

In particular, the nutritional composition of food for special medical purposes developed
to satisfy the nutritional requirements of infants should be based on that of infant
formula and follow-on formula, in order to take into account the specificities of the
nutritional requirements of infants. However, taking into account that infant formula
and follow-on formula are intended for healthy infants, derogations should be provided
for food for special medical purposes developed to satisfy the nutritional requirements
of infants when this is necessary for the intended use of the product.

It is important to set basic rules concerning the content of vitamin and mineral
substances in food for special medical purposes in order to ensure the free circulation
of products which are different in composition and the protection of consumers.
Such rules should be based on those of Directive 1999/21/EC, given that they have
ensured an adequate framework for food for special medical purposes so far. Rules
should include minimum and maximum amounts, in the case of products considered
to be nutritionally complete for covering the nutritional requirements of the patient,
and maximum amounts only, in the case of products considered to be nutritionally
incomplete, without prejudice to modifications for one or more of these nutrients
rendered necessary by the intended use of the product.

Pursuant to Regulation (EU) No 609/2013, the Commission has to adopt provisions
restricting or prohibiting the use of pesticides and on pesticide residues in food for
special medical purposes developed to satisfy the nutritional requirements of infants
and young children. Adopting provisions that are in line with the current scientific
knowledge requires a significant amount of time, given that a comprehensive evaluation
has to be carried out by the European Food Safety Authority on a number of aspects,
including the appropriateness of the toxicological reference values for infants and young
children.

Directive 1999/21/EC does not lay down such provisions. Commission Directives
2006/125/EC® and 2006/141/EC®, however, do currently lay down specific
requirements in this respect for foods for healthy infants and young children, based
on two opinions given by the Scientific Committee for Food (SCF) on 19 September
1997 and 4 June 19987,
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(10)

(11)

(12)

(13)

(14)

(15)

(16)

(17)

Taking into account the date of 20 July 2015 set by Regulation (EU) No 609/2013 for the
adoption of this Delegated Regulation, the relevant existing requirements of Directives
2006/125/EC and 2006/141/EC should, at this stage, be taken over. However, it is
appropriate to use the terminology of Regulation (EC) No 1107/2009 of the European
Parliament and of the Council®.

A very low residue limit of 0,01 mg/kg for all pesticides is set on the basis of the
precautionary principle. In addition, more severe limitations are set for a small number
of pesticides or metabolites of pesticides for which even a maximum residue level
(MRL) of 0,01 mg/kg might, under worst-case intake conditions, lead to an exposure
exceeding the acceptable daily intake (ADI) for infants and young children.

A prohibition of the use of certain pesticides would not necessarily guarantee that food
for special medical purposes developed to satisfy the nutritional requirements of infants
and young children is free from those pesticides, since some pesticides are persistent
in the environment and their residues can be found in the food. For that reason, those
pesticides, are considered not to have been used if residues are below a certain level.

Food for special medical purposes has to comply with Regulation (EU) No 1169/2011
of the European Parliament and of the Council®. In order to take account of the specific
nature of food for special medical purposes, this Regulation should lay down additions
and exceptions to those general rules, where appropriate.

Providing all information that is necessary to ensure the appropriate use of food for
special medical purposes should be mandatory for this type of food. That information
should include information on the properties and characteristics in relation to, among
others, the special processing and formulation, nutritional composition and rationale
of use of the product that make it useful for its specific intended purpose. Such
information should not be considered as nutrition and health claims within the meaning
of Regulation (EC) No 1924/2006 of the European Parliament and of the Council”.

The nutrition declaration for food for special medical purposes is essential in order
to guarantee its appropriate use, both for patients consuming that food and for health
care professionals who recommend its consumption. For that reason and in order
to provide more complete information to patients and healthcare professionals, the
nutrition declaration should include more particulars than those required by Regulation
(EU) No 1169/2011. In addition, the exemption provided for in point 18 of Annex V to
Regulation (EU) No 1169/2011 should not apply and the nutrition declaration should
be mandatory for all food for special medical purposes, irrespective of the package or
container size.

Consumers of food for special medical purposes have different nutritional needs than
the normal population. The expression of nutrition information on the energy value
and the amount of nutrients of food for special medical purposes as a percentage of
daily reference intake values set out in Regulation (EU) No 1169/2011 would mislead
consumers and should therefore not be allowed.

The use of nutrition and health claims authorised under Regulation (EC) No 1924/2006
to promote food for special medical purposes would not be appropriate, since consumers
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(18)

(19)

(20)

of such products are patients suffering from a disease, disorder or condition and are,
therefore, not part of the general healthy population. In addition, food for special
medical purposes is to be used under medical supervision and its consumption should
not be promoted through the use of nutrition and health claims directly targeting
consumers. For those reasons, the use of nutrition and health claims should not be
allowed for food for special medical purposes.

In the past years, an increasing number of products have been placed on the market
as food for special medical purposes developed to satisfy the nutritional requirements
of infants. These products are sometimes promoted with means directly targeting
consumers that are not subject to the restrictions under Union legislation applicable
to infant formula and follow-on formula. In order to avoid possible abuses linked to
the misclassification of products, reduce confusion for consumers on the nature of the
different products being offered to them and guarantee conditions of fair competition,
it seems appropriate to introduce additional restrictions on the labelling, presentation,
advertising, and promotional and commercial practices of food for special medical
purposes developed to satisfy the nutritional requirements of infants. Those restrictions
should be similar to those applicable to infant formula and follow-on formula for
healthy infants, with adjustments taking into account the intended use of the product
and without prejudice to the need to provide food information to patients and health
care professionals to ensure the product's appropriate use. Given that food for special
medical purposes is to be used under medical supervision, those restrictions should not
make it more difficult for food business operators to communicate with health care
professionals and should allow health care professionals to assess the suitability of
different products for their intended use.

Article 17(2) of Regulation (EC) No 178/2002 of the European Parliament and of the
Council™ requires Member States to enforce food law, and monitor and verify that
the relevant requirements of food law are fulfilled by food and feed business operators
at all stages of production, processing and distribution. In this context, in order to
facilitate the efficient official monitoring of food for special medical purposes, food
business operators placing food for special medical purposes on the market should
provide the national competent authorities with a model of the label used and all relevant
information considered necessary to demonstrate compliance with this Regulation,
unless Member States have a different efficient monitoring system.

In order to enable food business operators to adapt to the new requirements, this
Regulation should apply from a date that is 3 years after its entry into force. Taking
into account the number and importance of the new requirements applicable to food for
special medical purposes developed to satisfy the nutritional requirements of infants, in
respect of such products this Regulation should apply from a date that is 4 years after
its entry into force,

HAS ADOPTED THIS REGULATION:
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Article 1

Placing on the market

Food for special medical purposes may only be placed on the market if it complies with
this Regulation.

Article 2

Compositional requirements

1 Food for special medical purposes is classified in the following three categories:

a nutritionally complete food with a standard nutrient formulation which, used in
accordance with the manufacturer's instructions, may constitute the sole source of
nourishment for the persons for whom it is intended;

b nutritionally complete food with a nutrient-adapted formulation specific for a disease,
disorder or medical condition which, used in accordance with the manufacturer's
instructions, may constitute the sole source of nourishment for the persons for whom
it is intended;

¢ nutritionally incomplete food with a standard formulation or a nutrient-adapted
formulation specific for a disease, disorder or medical condition which is not suitable
to be used as the sole source of nourishment.

The food referred to in points (a) and (b) of the first subparagraph may also be used as
a partial replacement or as a supplement to the patient's diet.

2 The formulation of food for special medical purposes shall be based on sound medical
and nutritional principles. Its use, in accordance with the manufacturer's instructions, shall be
safe, beneficial and effective in meeting the specific nutritional requirements of the persons for
whom it is intended, as demonstrated by generally accepted scientific data.

3 Food for special medical purposes developed to satisfy the nutritional requirements of
infants shall comply with the compositional requirements set out in Part A of Annex L.

Food for special medical purposes other than that developed to satisfy the nutritional
requirements of infants shall comply with the compositional requirements set out in Part
B of Annex L.

4 The compositional requirements set out in Annex I shall apply to the food for special
medical purposes ready for use, marketed as such or after preparation in accordance with the
manufacturer's instructions.

Article 3

Requirements on pesticides in food for special medical purposes developed
to satisfy the nutritional requirements of infants and young children

1 For the purposes of this Article, ‘residue’ means the residue of an active substance as
referred to in Article 2(2) of Regulation (EC) No 1107/2009 used in a plant protection product
as referred to in Article 2(1) of that Regulation, including metabolites and products resulting
from the degradation or reaction of that active substance.
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2 Food for special medical purposes developed to satisfy the nutritional requirements of
infants and young children shall not contain residues at levels exceeding 0,01 mg/kg per active
substance.

Those levels shall be determined by generally accepted standardised analytical methods.

3 By way of derogation from paragraph 2, for the active substances listed in Annex II,
the maximum residue levels specified in that Annex shall apply.

4 Food for special medical purposes developed to satisfy the nutritional requirements of
infants and young children shall only be produced from agricultural products for the production
of which plant protection products containing the active substances listed in Annex III have not
been used.

However, for the purpose of checks, plant protection products containing the active
substances listed in Annex III are considered not to have been used if their residues do
not exceed a level of 0,003 mg/kg.

5 The levels referred to in paragraphs 2, 3 and 4 shall apply to the food for special
medical purposes ready for use, marketed as such or after preparation in accordance with the
manufacturer's instructions.

Article 4
Name of the food

The name of food for special medical purposes shall be as set out in Annex IV.

Article 5

Specific requirements on food information

1 Unless otherwise provided in this Regulation, food for special medical purposes shall
comply with Regulation (EU) No 1169/2011.

2 In addition to the mandatory particulars listed in Article 9(1) of Regulation (EU) No
1169/2011, the following shall be additional mandatory particulars for food for special medical
purposes:

a a statement that the product must be used under medical supervision;

b a statement whether the product is suitable for use as the sole source of nourishment;

¢ astatement that the product is intended for a specific age group, as appropriate;

d where appropriate, a statement that the product poses a health hazard when consumed
by persons who do not have the disease, disorder or medical condition for which the
product is intended;

e the statement ‘For the dietary management of ...” where the blank shall be filled in with
the disease, disorder or medical condition for which the product is intended;

f where appropriate, a statement concerning adequate precautions and contra-indications;

g a description of the properties and/or characteristics that make the product useful
in relation to the disease, disorder or medical condition for the dietary management
of which the product is intended, in particular, as the case may be, relating to the
special processing and formulation, the nutrients which have been increased, reduced,
eliminated or otherwise modified and the rationale of the use of the product;
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h  where appropriate, a warning that the product is not for parenteral use;

i instructions for appropriate preparation, use and storage of the product after the opening
of the container, as appropriate.

The particulars referred to in points (a) to (d) shall be preceded by the words ‘important
notice’ or their equivalent.

3 Article 13(2) and (3) of Regulation (EU) No 1169/2011 shall also apply to the
additional mandatory particulars referred to in paragraph 2 of this Article.

Article 6

Specific requirements on the nutrition declaration

1 In addition to the information referred to in Article 30(1) of Regulation (EU) No
1169/2011, the mandatory nutrition declaration for food for special medical purposes shall
include the following:

a the amount of each mineral substance and of each vitamin listed in Annex I to this
Regulation and present in the product;

b the amount of components of protein, carbohydrate, fat and/or of other nutrients and
their components, the declaration of which would be necessary for the appropriate
intended use of the product;

¢ information on the osmolality or the osmolarity of the product where appropriate;

d information on the source and the nature of the protein and/or protein hydrolysates
contained in the product.

2 By way of derogation from Article 30(3) of Regulation (EU) No 1169/2011, the
information included in the mandatory nutrition declaration for food for special medical
purposes shall not be repeated on the labelling.

3 The nutrition declaration shall be mandatory for all food for special medical purposes,
irrespective of the size of the largest surface of the packaging or container.

4 Articles 31 to 35 of Regulation (EU) No 1169/2011 shall apply to all the nutrients
included in the nutrition declaration for food for special medical purposes.

5 By way of derogation from Article 31(3) of Regulation (EU) No 1169/2011, the energy
value and the amounts of nutrients of food for special medical purposes shall be those of the food
as sold and, where appropriate, those of the food ready for use after preparation in accordance
with the manufacturer's instructions.

6 By way of derogation from Article 32(3) and (4) of Regulation (EU) No 1169/2011,
the energy value and the amount of nutrients of food for special medical purposes shall not be
expressed as a percentage of the reference intakes set out in Annex XIII to that Regulation.

7 The particulars included in the nutrition declaration for food for special medical
purposes that are not listed in Annex XV to Regulation (EU) No 1169/2011 shall be presented
after the most relevant entry of that Annex they belong to or are components of.

Particulars not listed in Annex XV to Regulation (EU) No 1169/2011 that do not belong
to or are not components of any of the entries of that Annex shall be presented in the
nutrition declaration after the last entry of that Annex.
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The indication of the amount of sodium shall appear together with the other minerals
and may be repeated next to the indication of the salt content as follows: ‘Salt: X g (of
which sodium: Y mg)’.

Article 7

Nutrition and health claims
Nutrition and health claims shall not be made on food for special medical purposes.

Article 8

Specific requirements for food for special medical purposes
developed to satisfy the nutritional requirements of infants

1 All mandatory particulars for food for special medical purposes developed to satisfy
the nutritional requirements of infants shall appear in a language easily understood by the
consumers.

2 The labelling, presentation and advertising of food for special medical purposes
developed to satisfy the nutritional requirements of infants shall not include pictures of infants,
or other pictures or text which may idealise the use of the product.

However, graphic representations for easy identification of the product and for
illustrating methods of preparation shall be permitted.

3 The labelling, presentation and advertising of food for special medical purposes
developed to satisfy the nutritional requirements of infants shall be designed in such a way that
it enables consumers to make a clear distinction between such products and infant formula and
follow-on formula, in particular as to the text, images and colours used, so as to avoid any risk
of confusion.

4 Adpvertising of food for special medical purposes developed to satisfy the nutritional
requirements of infants shall be restricted to publications specialising in baby care and scientific
publications.

Member States may further restrict or prohibit such advertising. Such advertising shall
contain only information of a scientific and factual nature.

The first and second subparagraphs shall not prevent the dissemination of information
exclusively intended for health care professionals.

5 There shall be no point-of-sale advertising, giving of samples or any other promotional
device to induce sales of food for special medical purposes developed to satisfy the nutritional
requirements of infants directly to the consumer at the retail level, such as special displays,
discount coupons, premiums, special sales, loss-leaders and tie-in sales.

6 Manufacturers and distributors of food for special medical purposes developed to
satisfy the nutritional requirements of infants shall not directly provide, to the general public or
to pregnant women, mothers or members of their families, free or low-priced products, samples
or any other promotional gifts.
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Article 9

Notification

When food for special medical purposes is placed on the market, the food business
operator shall notify the competent authority of each Member State where the product
concerned is being marketed of the information appearing on the label, by sending to it
a model of the label used for the product, and of any other information the competent
authority may reasonably request to establish compliance with this Regulation, unless a
Member State exempts the food business operator from that obligation under a national
system that guarantees an efficient official monitoring of the product concerned.

Article 10
Directive 1999/21/EC
In accordance with Article 20(4) of Regulation (EU) No 609/2013, Directive 1999/21/
EC is repealed with effect from 22 February 2019. However, Directive 1999/21/EC shall

continue to apply until 21 February 2020 to food for special medical purposes developed
to satisfy the nutritional requirements of infants.

References to Directive 1999/21/EC in other acts shall be construed as references to this
Regulation in accordance with the scheme set out in the first paragraph.

Article 11
Entry into force and application
This Regulation shall enter into force on the twentieth day following that of its
publication in the Official Journal of the European Union.

It shall apply from 22 February 2019, except in respect of food for special medical
purposes developed to satisfy the nutritional requirements of infants, to which it shall
apply from 22 February 2020.

For the purposes of the second subparagraph of Article 21(1) of Regulation (EU) No
609/2013, in respect of food for special medical purposes developed to satisfy the
nutritional requirements of infants the later date referred to in the second paragraph of
this Article shall be considered as the date of application.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 25 September 2015.

For the Commission
The President
Jean-Claude JUNCKER
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ANNEX I

COMPOSITIONAL REQUIREMENTS REFERRED TO IN ARTICLE 2(3)

PART A

Food for special medical purposes developed to
satisfy the nutritional requirements of infants

Products referred to in Article 2(1)(a) developed to satisfy the nutritional requirements
of infants shall contain the vitamins and mineral substances as specified in Table 1.

Products referred to in Article 2(1)(b) developed to satisfy the nutritional requirements
of infants shall contain the vitamins and mineral substances as specified in Table
1, without prejudice to modifications for one or more of these nutrients rendered
necessary by the intended use of the product.

Maximum levels of vitamins and mineral substances present in products referred to
in Article 2(1)(c) developed to satisfy the nutritional requirements of infants shall not
exceed those specified in Table 1, without prejudice to modifications for one or more
of these nutrients rendered necessary by the intended use of the product.

Where this is not contrary to the requirements dictated by the intended use, food for
special medical purposes developed to satisfy the nutritional requirements of infants
shall comply with the provisions relating to other nutrients applicable to infant formula
and follow-on formula, as the case may be, laid down in Commission Delegated

Regulation (EU) 2016/127"2.

TABLE 1

Values for vitamins and minerals in food for special medical purposes developed to satisfy
the nutritional requirements of infants

Per 100 kJ Per 100 kcal
Minimum | Maximum Minimum | Maximum
Vitamins
Vitamin A (pg- |16,7 43 70 180
RE)*
Vitamin D (ug) 0,48 0,72 2 3
Vitamin K (pg) 0,24 6 1 25
Vitamin C (mg) |0,96 7,2 4 30
Thiamin (pg) 9,6 72 40 300

a

Preformed vitamin A; RE = all trans retinol equivalent.

b  Preformed niacin.
c Dietary folate equivalent: 1 ug DFE = 1 ng food folate = 0,6 pg folic acid from food for special medical purposes.
d  Based on vitamin E activity of RRR-a-tocopherol.

The calcium:available phosphorus molar ratio shall not be less than 1 nor greater than 2.

Total phosphorus.
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Riboflavin (nug) |14,3 107 60 450
Vitamin B¢ (ug) |4,8 72 20 300
Niacin (mg)” 0,1 0,72 0,4 3
Folate (ug-DFE)‘ | 3,6 11,4 15 47,6
Vitamin By, (ug) 0,02 0,12 0,1 0,5
Panthotenic Acid | 0,1 0,48 0,4 2
(mg)
Biotin (pg) 0,24 4,8 1 20
Vitamin E (mg | 0,14 1,2 0,6 5
a-tocopherol)’
Minerals
Sodium (mg) 6 14,3 25 60
Chloride (mg) 14,3 38,2 60 160
Potassium (mg) | 19,1 38,2 80 160
Calcium (mg)® |12 60 50 250
Phosphorus 6 24 25 100
(mg)’
Magnesium (mg) | 1,2 3,6 5 15
Iron (mg) 0,07 0,6 0,3 2,5
Zinc (mg) 0,12 0,6 0,5 2,4
Copper (ug) 14,3 29 60 120
Iodine (ng) 3,6 8,4 15 35
Selenium (ug) 0,72 2 3 8,6
Manganese (pg) | 0,24 24 1 100
Chromium (pg) |— 2,4 — 10
Molybdenum — 33 — 14
(ng)
Fluoride (ng) — 47.8 — 200

a  Preformed vitamin A; RE = all trans retinol equivalent.

b Preformed niacin.

c Dietary folate equivalent: 1 pg DFE = 1 pg food folate = 0,6 pg folic acid from food for special medical purposes.

d  Based on vitamin E activity of RRR-a-tocopherol.

e The calcium:available phosphorus molar ratio shall not be less than 1 nor greater than 2.

f  Total phosphorus.
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PART B

Food for special medical purposes other than that
developed to satisfy the nutritional requirements of infants

Products referred to in Article 2(1)(a) other than those developed to satisfy the
nutritional requirements of infants shall contain the vitamins and mineral substances
as specified in Table 2.

Products referred to in Article 2(1)(b) other than those developed to satisfy the
nutritional requirements of infants shall contain the vitamins and mineral substances
as specified in Table 2, without prejudice to modifications for one or more of these
nutrients rendered necessary by the intended use of the product.

Maximum levels of vitamins and mineral substances present in products referred to
in Article 2(1)(c) other than those developed to satisfy the nutritional requirements of
infants shall not exceed those specified in Table 2, without prejudice to modifications
for one or more of these nutrients rendered necessary by the intended use of the
product.

TABLE 2

Values for vitamins and minerals in food for special medical purposes other than that
developed to satisfy the nutritional requirements of infants

Per 100 kJ Per 100 kcal

Minimum | Maximum Minimum | Maximum
Vitamins
Vitamin A (pg- |84 43 35 180
RE)
Vitamin D (ug) |0,12 0,65/0,75" 0,5 2,5/3"
Vitamin K (ug) 10,85 5 3,5 20
Vitamin C (mg) |0,54 5,25 2,25 22
Thiamin (mg) 0,015 0,12 0,06 0,5
Riboflavin (mg) |0,02 0,12 0,08 0,5
Vitamin B¢ (mg) |0,02 0,12 0,08 0,5
Niacin (mg NE) |0,22 0,75 0,9 3
Folic Acid (ug) [2,5 12,5 10 50
Vitamin By, (png) (0,017 0,17 0,07 0,7
Panthotenic Acid | 0,035 0,35 0,15 1,5
(mg)
Biotin (pg) 0,18 1,8 0,75 7,5
Vitamin E (mg |0,5/g of 0,75 0,5/g of 3
o-TE) polyunsaturated polyunsaturated

fatty acids fatty acids

expressed as expressed as

a For products intended for children of 1 to 10 years of age.
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linoleic acid but linoleic acid but
in no case less in no case less
than 0,1 mg per than 0,5 mg per
100 available kJ 100 available
kcal
Minerals
Sodium (mg) 7,2 42 30 175
Chloride (mg) 7,2 42 30 175
Potassium (mg) |19 70 80 295
Calcium (mg) 8,4/12* 42/60* 35/50* 175/250*
Phosphorus (mg) | 7,2 19 30 80
Magnesium (mg) | 1,8 6 7.5 25
Iron (mg) 0,12 0,5 0,5 2
Zinc (mg) 0,12 0,36 0,5 1,5
Copper (ug) 15 125 60 500
lodine (pg) 1,55 8,4 6,5 35
Selenium (ug) 0,6 2,5 2,5 10
Manganese (mg) | 0,012 0,12 0,05 0,5
Chromium (ug) {0,3 3,6 1,25 15
Molybdenum 0,84 43 3,5 18
(ng)
Fluoride (mg) — 0,05 — 0,2

a  For products intended for children of 1 to 10 years of age.

ANNEX II

ACTIVE SUBSTANCES REFERRED TO IN ARTICLE 3(3)

Chemical name of the substance

Maximum residue level(mg/kg)

Cadusafos 0,006
Demeton-S-methyl/demeton-S-methyl 0,006
sulfone/oxydemeton-methyl (individually or
combined, expressed as demeton-S-methyl)
Ethoprophos 0,008
Fipronil (sum of fipronil and fipronil- 0,004
desulfinyl, expressed as fipronil)
Propineb/propylenethiourea (sum of propineb | 0,006

and propylenethiourea)
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ANNEX III

ACTIVE SUBSTANCES REFERRED TO IN ARTICLE 3(4)
Chemical name of the substance (residue definition)

Aldrin and dieldrin, expressed as dieldrin

Disulfoton (sum of disulfoton, disulfoton sulfoxide and disulfoton sulfone expressed
as disulfoton)

Endrin

Fensulfothion (sum of fensulfothion, its oxygen analogue and their sulfones, expressed
as fensulfothion)

Fentin, expressed as triphenyltin cation

Haloxyfop (sum of haloxyfop, its salts and esters including conjugates, expressed as
haloxyfop)

Heptachlor and trans-heptachlor epoxide, expressed as heptachlor
Hexachlorobenzene

Nitrofen

Omethoate

Terbufos (sum of terbufos, its sulfoxide and sulfone, expressed as terbufos)

ANNEX IV

NAME REFERRED TO IN ARTICLE 4

The name of food for special medical purposes shall be respectively:

— in Bulgarian: ‘Xpanu 3a cienuaiHu MEAMIIMHCKY TIeNN’,

— in Spanish: ‘Alimento para usos médicos especiales’,

— in Czech: ‘Potravina pro zvlastni 1ékatské ucely’,

— in Danish: ‘Fadevare til se@rlige medicinske formal’,

— in German: ‘Lebensmittel fiir besondere medizinische Zwecke (bilanzierte Didt)’,
— in Estonian: ‘Meditsiinilisel ndidustusel kasutamiseks ettendhtud toit’,
— in Greek: ‘Tpooipa yio £181K00¢ 10TP1KoHS GKOTOVG’,

— in English: ‘Food for special medical purposes’,

— in French: ‘Denrée alimentaire destinée a des fins médicales spéciales’,
— in Croatian: ‘Hrana za posebne medicinske potrebe’,

— in Italian: ‘Alimento a fini medici speciali’,

— in Latvian: ‘Ipasiem mediciniskiem noliikiem paredz&ta partika’,

— in Lithuanian: ‘Specialios medicininés paskirties maisto produktai’,
— in Hungarian: ‘Specialis gyogyaszati célra szant élelmiszer’,

— in Maltese: ‘Ikel ghal skopijiet medi¢i specjali’,

— in Dutch: ‘Voeding voor medisch gebruik’,

— in Polish: ‘Zywnos¢ specjalnego przeznaczenia medycznego’,

— in Portuguese: ‘Alimento para fins medicinais especificos’,

— in Romanian: ‘Alimente destinate unor scopuri medicale speciale’,

— in Slovak: ‘Potraviny na osobitné lekarske ucely’,

— in Slovenian: ‘Zivila za posebne zdravstvene namene’,
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— in Finnish: ‘Erityisiin 1a&kinnillisiin tarkoituksiin tarkoitettu elintarvike (kliininen
ravintovalmiste)’,

— in Swedish: ‘Livsmedel for speciella medicinska &ndamal’.
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