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NOTE TO THE READER

The following documents are part of the Policy statement concerning coatings intended to
come into contact with foodstuffs:

e Framework Resolution ResAP (2004) 1on coatings intended to come into contact with
foodstuffs

e Technical document No. 1 - List of substances to be used in the manufacture of
coatings intended to come into contact with foodstuffs (Version No 1)

e Technical document No. 2 — Scientific background for the elaboration of the Frame
Resolution ResAP (2004) 1 (under preparation)

The documents are available on the Internet website of the Partial Agreement Division in the
Social and Public Health Field:

www.coe.int/soc-sp
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FRAMEWORK RESOLUTION RESAP (2004) 1 ON COATINGS
INTENDED TO COME INTO CONTACT WITH FOODSTUFFS



FRAMEWORK RESOLUTION RESAP (2004) 1 ON COATINGS
INTENDED TO COME INTO CONTACT WITH FOODSTUFFS
(Adopted by the Committee of Ministers
on 1% December 2004 at the 907" meeting of the Ministers’ Deputies)
(Superseding Resolution AP (96) 5)

The Committee of Ministers, in its composition restricted to the Representatives of Austria,
Belgium, Cyprus, Denmark, Finland, France, Germany, Ireland, Italy, Luxembourg, The
Netherlands, Norway, Portugal, Slovenia, Spain, Sweden, Switzerland and the United
Kingdom, member states of the Partial Agreement in the Social and Public Health Field,

Recalling Resolution (59) 23 of 16 November 1959, concerning the extension of the activities
of the Council of Europe in the social and cultural fields;

Having regard to Resolution (96) 35 of 2 October 1996, whereby it revised the structures of
the Partial Agreement and resolved to continue, on the basis of revised rules replacing those
set out in Resolution (59) 23, the activities hitherto carried out and developed by virtue of that
resolution; these being aimed in particular at:

a. raising the level of health protection of consumers in its widest sense: constant
contribution to harmonising — in the field of products having a direct or indirect impact on the
human food chain as well as in the field of pesticides, pharmaceuticals and cosmetics —
legislation, regulations and practices governing, on the one hand, quality, efficiency and
safety controls for products and, on the other hand, the safe use of toxic or noxious products;

b. integrating people with disabilities into the community: defining — and contributing to its
implementation at European level — a model coherent policy for people with disabilities,
which takes account simultaneously of the principles of full citizenship and independent
living; contributing to the elimination of barriers to integration, whatever their nature, whether
psychological, educational, family-related, cultural, social, professional, financial or
architectural;

Having regard to the action carried out for several years for the purposes of harmonising
their legislation in the public health field and, in particular, with regard to materials and
articles intended to come into contact with foodstuffs;

Considering that coatings intended to come into contact with foodstuffs may, through
migration of constituents to the foodstuffs, pose under certain conditions a risk to human
health;

Noting that certain issues expressed in general terms in the Appendix to the present
framework resolution need further analysis, input from other scientific projects currently
carried out and appropriate innovative solutions;

Taking the view that each member state, faced with the need to introduce regulations
governing this matter, would find it beneficial to harmonise such regulations at European
level,

Recommends to the governments of the member states of the Partial Agreement in the
Social and Public Health field to take into account in their national laws and regulations on
coatings intended to come into contact with foodstuffs the principles set out hereafter.



APPENDIX TO
FRAMEWORK RESOLUTION RESAP (2004) 1 ON COATINGS
INTENDED TO COME INTO CONTACT WITH FOODSTUFFS

1. Field of application

Framework Resolution ResAP (2004) 1 on coatings intended to come into contact with
foodstuffs applies to coatings which in the finished state are intended to come into contact or
which are brought into contact with foodstuffs and are designed for that purpose. The
following types of coating are covered:

a) Coatings for metal packaging;
b) Flexible packaging coatings;
c) Heavy-duty coatings.

2. Definition

For the purpose of the framework resolution, “coatings” mean the finished material prepared
mainly from organic materials applied to form a layer/film on a substrate in such a way as to
create a protective layer and/or to impart technical performance.

3. Specifications

Coatings used for food contact applications under normal or foreseeable conditions of use
should meet the following conditions:

3.1. they should not transfer their constituents to foodstuffs in quantities, which could
endanger human health, bring about an unacceptable change in the composition of the
foodstuffs or a deterioration in the organoleptic characteristics thereof;

3.2. they should be manufactured in accordance with guidelines on good manufacturing
practice for coatings intended to come into contact with foodstuffs and using substances of
“Technical document No. 1 - List of substances to be used in the manufacture of coatings
intended to come into contact with foodstuffs” as well as aids to polymerisation as set out in
Resolution AP (92) 2 on control of aids to polymerisation (technological coadjuvants) for
plastics materials and articles intended to come into contact with foodstuffs or substances of
relevant national regulations, and prepared, applied and cured in strict adherence to
manufacturer’s specifications, according to the conditions specified;

3.3. they should not transfer their constituents to foodstuffs in quantities exceeding 10
mg/dm? of surface area of material or article (mg/dm?) (overall migration limit). However, this
limit should be 60 mg of the constituents released per kg of foodstuff (mg/kg) in the following
cases:

a) articles which are containers or are comparable to containers or which can be
filled, with a capacity of not less than 500 ml and not more than 10 |;

b) articles which can be filled and for which it is impracticable to estimate the surface
area in contact with foodstuffs;

c) caps, gaskets, stoppers or other similar devices for sealing.



3.4. they should not transfer migrating components not listed in “Technical document No. 1 —
List of substances to be used in the manufacture of coatings intended to come into contact
with foodstuffs” which have MW < 1000 D in quantities which could endanger human health.
These non listed substances of MW < 1000 D should be subjected to appropriate risk
assessment taking into account dietary exposure as well as toxicological and structure
activity considerations.



TECHNICAL DOCUMENT No. 1

LIST OF SUBSTANCES TO BE USED IN THE MANUFACTURE OF
COATINGS INTENDED TO COME INTO CONTACT WITH
FOODSTUFFS
Version No. 1 -10.06.2004



1. CLASSIFICATION SYSTEM OF SUBSTANCES TO BE USED FOR MATERIALS
AND ARTICLES INTENDED TO COME INTO CONTACT WITH FOODSTUFFS

General specifications

List 1 - Substances approved for the use of materials and articles intended to come
into contact with food

1. Substances evaluated by SCF, classified in list 0-4, and used in compliance with specific
migration limits or other restrictions, if any;

2. Substances evaluated and approved by the Committee of expert on materials coming into
contact with food;

3. Substances approved in Partial Agreement member states or by FDA, based on an
evaluation of a toxicological dossier, which meets the present SCF criteria;

4. Substances authorised as direct food additives in compliance with specific migration limits
or other restrictions;

5. The substances which have been approved by Partial Agreement member states or by
FDA applying scientific evaluation criteria of the time of their approval will be listed in a
Temporary Appendix to List 1.

List 2 — Substances not approved for the use of materials and articles intended to
come into contact with food

Substances which do not meet the criteria set for List 1 substances.
Complementary specifications

1. The substances of the Temporary Appendix should be integrated in List 1 or List 2 not
later than five years after adoption of the List of substances.

2. List 1 and List 2 will be updated in principle once a year in order to take into account newly
evaluated substances, new submissions by industry or substances to be deleted.



2. INTRODUCTION OF THE LISTS
2.1. The monomer lists (A + B) contain:

2.1.1. The substances for the manufacture of organic macromolecular compounds undergoing
polymerisation, polycondensation, polyaddition or any other similar process.

2.1.2. The natural or synthetic macromolecular substances to be used in the manufacture of
modified macromolecules, if the monomers or the other starting substances required to
synthesise them are not included in the list.

2.1.3. The substances to be used to modify existing natural or synthetic macromolecular
substances.

2.2. The additive lists (C + D) contain:

2.2.1. The substances which are incorporated into coatings in order to achieve a technical
effect in the finished product and which are present in the finished product.

2.3. The lists do not include the salts (including double salts and acid salts) of aluminium,
ammonium, calcium, iron, magnesium, potassium, sodium and zinc of the listed acids, phenols
or alcohols. These salts can, however, be used as well. Chemical names containing ... acid(s),
salts’ appear in the lists if the free acid(s) is (are) not listed separately. In such cases the
meaning of the term ‘salts’ is ‘salts of aluminium, ammonium, calcium, iron, magnesium,
potassium, sodium and zinc'.

2.4. Neither the lists include the following substances although they may be present:
2.4.1. The substances which could be present in the finished product as:

- impurities of the substances used;

- reaction intermediates;

- decomposition products;
2.4.2. The oligomers and natural or synthetic macromolecular substances as well as their
mixtures, if the monomers or other starting substances required to synthesise them are
included in the lists.
2.4.3. The mixture of approved substances.
2.4.4. The aids to polymerisation as set out in Resolution AP (92) 2 on control of aids to
polymerisation (technological coadjuvants) for plastics materials and articles intended to
come into contact with foodstuffs.

2.4.5. The colorants and most pigments and solvents.

2.5. The substances should be of good technical quality as regards the purity criteria.
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3. INFORMATION AND ABBREVIATIONS
The lists contain the following information :

- PM/REF No

- CAS No

- NAME

- SCF-L

— RESTRICTIONS AND/OR
SPECIFICATIONS
- ADI/TDI

- CMP

- HDC

- FPC

~ (NSC

the EU packaging material reference number of the
substance

the Chemical Abstracts Service Registry Number of the
substance

the chemical name of the substance or the substance
group

the number of the list in which the substance is classified
by the Scientific Committee for food/EFSA

restrictions and/or specifications related to the substance

acceptable daily intake or tolerable daily intake as
defined in the reports of the Scientific Committee for
food/EFSA.

coatings for metal packaging. A sign “+” means that the
substance is used in coatings for metal packaging

heavy duty coatings. A sign “+” means that the
substance is used in heavy duty coatings

flexible packaging coatings. A sign “+” means that the
substance is used in flexible packaging coatings

non-stick coatings. A sign “+” means that the substance
is used in non-stick coatings

A number of abbreviations are used under RESTRICTIONS AND/OR SPECIFICATIONS and
ADI/TDI, the meanings of which are as follows :

- ACC Acceptable

- DL detection limit of the method of analysis

- ND not detectable

- NS not specified

- SML specific migration limit in food or in food simulants

- SML(T)  specific migration limit in food or in food simulants expressed as total of
moiety/substance(s) indicated

11



4. NOTES RELATED TO THE COLUMN "RESTRICTIONS AND/OR SPECIFICATIONS"

Warning : there is a risk that the SML could be exceeded in fatty food simulants

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as

PM/REF N° : 10690, 10750, 10780, 10810, 10840, 11470, 11590, 11680, 11710,
11830, 11890, 11980

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 13620, 40320, 87040

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 15760, 16990, 53650

®)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 16993, 16996, 53820

(6)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 17260, 18670, 59280

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as

PM/REF N° : 20020, 20080, 20110, 20140, 20170, 20890, 21010, 21100, 21130,
21190, 21280, 21340, 21460

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 24910, 24940

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 19540, 19960

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 36720, 92000

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 54730/1, 68560

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 60400, 60480, 61440

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 61360, 61600

(14)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 68690, 83650

(15)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 75100, 75105

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as
PM/REF N° : 93120, 93280

Not for use in polymers contacting food for which simulant D is laid down in
Directive 85/572/EEC

This substance may contain up to 20 % of ethyl vinyl benzene
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(19)

Specifications :
Minimum viscosity 100 x 10-6 m2/s (= 100 centistokes) at 25 °C

(20)

Specifications :
Oxirane < 8 %, iodine number < 6

(21)

Specifications :

— Content of mineral hydrocarbons with carbon number less than 25 : not more
than 5 % (w/w)

— Viscosity not less than 11 x 10-6 m2/s (= 11 centistokes) at 100 °C

— Average molecular weight not less than 500

Specifications :

— Content of mineral hydrocarbons with carbon number less than 25 : not more
than 5 % (w/w)

— Viscosity not less than 8.5 x 10-6 m2/s (= 8.5 centistokes) at 100 °C

— Average molecular weight not less than 480

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
10060, 23920

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
10599/90A, 10599/91, 10599/92A, 10599/93

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
13720, 40850

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
13780, 20590, 22424, 25360

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
15700, 16600, 16630, 18640, 19110, 22420, 25208, 25210, 25240, 25573,
25574

(28)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
19060, 22937, 25380, 26155, 26320

(29)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
16150, 49235

(30)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
16960, 53540

(31)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
64300, 68680

(32)

SML(T) in this specific case means that the restriction shall not be exceeded by
the sum of the migration of the following substances mentioned as PM/REF N° :
86480, 86960

13
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