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COATED ARTICLES WHERE THE FOOD CONTACT LAYER
IS A COATING

DECLARATION OF COMPLIANCE

GUIDELINES

The labelling requirements of the Framework Regulation (EC) N° 1935/2004 shall apply to coated articles where the food contact layer is a coating.

According to Article 16.1 of this Regulation, coated materials and articles, coatings and their raw materials shall be accompanied by a written declaration, appropriate to their position in the supply chain.

The written compliance declaration shall provide adequate and relevant information at each stage of the supply chain to help ensure the suitable use and safety of the coated materials.

CEPE and EMPAC have agreed on a common format for the declaration of compliance for the light metal packaging sector. This document can obviously be used for other coating sector if applicable.

The CEPE /EMPAC document consists of:
· A general statement of compliance with generic information which could be shared with anyone within the company.

· On request , a confidential annex addressed to a named person within a company on a business to business approach providing suitable confidentiality agreements are in place 

PART 1 : GENERAL STATEMENT

The general statement shall contain the following information:

1. Name and address of the company which manufactures or imports the finished material or article, Trade name, Identity of the coating and Date of declaration.

2. Statement of compositional compliance declaring that ALL monomers, other starting substances and additives are listed in the Code of Practice lists A to D (or by reference in AP2004/1 and its amendments) irrespective of the SCF classification.

 Substances appearing in the temporary appendix to list A (monomers and other starting substances) and list C (additives) can continue to be used provided they are subjected to additional toxicological information depending on their migration into foodstuffs or the level of exposure to those substances (see Art 4.2.4 & 5.3.5 of the code of practice for the time frame for future assessment of these substances)

Non listed substances, intentionally added, using the no migration principle are only permitted under strict conditions, if duly identified in the confidential annex.

3. Statement that when applied and cured under the recommended conditions of use, the coatings will comply with the requirements of EU regulation (EC)N°1935/2004

4. Statement of compliance with appropriate specific legislation:

 -
Regulation (EC) N°1895/2005 on the restriction of certain epoxy derivatives

 -
Directive 78/142/EEC on vinyl chloride monomer

 -
National Member State legislation as appropriate

 -
US FDA 

 -
etc

5.  Statement that when applied and cured under the recommended conditions of use, the coatings will comply with all relevant restrictions (QmA, SML, OML) set out in the code of Practice with verification.

6. Statement defining any limitations on compliance (food types, process times & temperatures, markets etc).

PART 2 : CONFIDENTIAL  SECTION

This confidential section will be supplied on request to a named person under appropriate confidentiality agreements.

It shall contain the following information:
1. Identification of all constituents with a restriction on use such as SML or Qm and confirmation that these limits are met. 

Documented analytical results or demonstration than the limit cannot be exceeded or remains below a threshold of 10 ppb should be kept in the supporting documentation.
2.   Notification of the presence of any constituent that is not yet fully evaluated (substances non SCF 0 – 4): substances approved at national level only and appearing in temporary lists B & D.
 An identification of those non SCF 0-4 substances may be requested on a business to business basis with an indication of steps in progress to ensure either that it becomes fully evaluated or that it will be substituted with a fully evaluated material.

3. Identification of all constituents which are also authorised direct food additives (see annex XI of the Code of Practice) unless they are used as monomers and the migration doesn’t exceed 10µg/6dm².

4. Identification of any constituents not listed in the Code of Practice but used on the basis of the “no migration” principle.

The use of this principle implies that the substance does not migrate with a detection limit of 10µg/Kg into food or food simulants, is not CMR and is clearly identified in this confidential section.

Subject to Customer/Supplier discussion, some specific food packers demand, additional information may be requested on a case by case basis.

Coating suppliers have requested the necessary information from their resins and additives suppliers in order to fill in this declaration of compliance .This has been done under the necessary confidentiality agreement and is progressing well.

Unfortunately, in certain critical cases, the identity of certain constituents cannot be disclosed to us and a third party approach (i.e. independent test institute) will have to be put in place.
CEPE 11 June 2009
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