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As regards materials intended to come into contact with food (FCMs), according to Requlation (EC)
1935/2004 (the list of material groups is in the Annex 1) they must be produced in accordance with
good manufactoring practices (GMP, as definited by Requlation (EC) 2023/2006) so that, under
normal or foreseeable conditions of use, they do not transfer to food components in quantities such
as to: constitute a danger to human health; lead to unacceptable changes in the composition of
foodstuffs; result in deterioration of their organoleptic characteristics.

All FCMs, when the operator submits the import request to the Border Control Post (BCP) via the
European TRACES information system, must therefore be accompanied by a Declaration of

Conformity attesting their compliance with the applicable rules (art. 16 of the Regulation (EC)
1935/2004).


https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327&qid=1730277839023
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327&qid=1730277839023
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R2023-20080417&qid=1730277979315

The essential elements of the declaration are:

e Reference to Regulation (EC) 1935/2004;

e Reference to Decree of the Minister of Health 21 March 1973 (if applicable);

e Reference to specific rules applicable to the FCMs;

e Identity and address of the Economic Operator issuing the Declaration of
Conformity;

e Identity and address of the Economic Operator producing or importing the
FCMs;

e Type of FCMs and conditions of use (any limitations or restrictions)

e Types of foods for which the FCMs is intended;

e Certification that the FCM meets the limits of global and/or specific
migration (migration tests, contact times and temperatures and simulants
used);

e Date of the declaration and signature of the Economic Operator or his
delegate.

The health Authorities of the Border Control Post (BCP) may also request documentation to support
what is stated in the Declaration of Conformity.

In addition to Regulation (EC) 1935/2004, specific European regulations are in force for the following
materials and articles:

e Plastics (EU Regulation 10/2011);

e Recycled plastics (EU Regulation 2022/1616);

e Active and intelligent materials (EC Regulation 450/2009);

e Polyamide and melamine plastic kitchenware originating in or consigned
from the People’s Republic of China and Hong Kong Special Administrative
Region, China (EU Regulation 284/2011).

Moreover, pursuant to art. 6 of the aforementioned Regulation (EC) 1935/2004, through national
legislation have been regulated also the following materials, for which we refer to the information
in the section on materials _and articles intended to come into contact with food - FCMs

(salute.gov.it):

e Plastics - coatings (Decree of the Minister of Health of 21 March 1973);

e Gomma (Decree of the Minister of Health of 21 March 1973);

e Regenerated cellulose (Decree of the Minister of Health of 21 March 1973);

e Paper and cardboard (Decree of the Minister of Health of 21 March 1973);

e Glass (Decree of the Minister of Health of 21 March 1973);

e Stainless steel (Decree of the Minister of Health of 21 March 1973);

e Tinplate (Decree of the Minister of Health of 18 February 1984 and 13 July 1995, no. 405);
e Painted chrome band (Decree of the Minister of Health 1°June 1988, n. 243);

e Ceramics (Decree of the Minister of Health on 4 April 1985 and 1 February 2007);

e Aluminium (Decree of the Minister of Health 18 April 2007, n. 76).


https://www.salute.gov.it/portale/temi/p2_6.jsp?lingua=italiano&id=1173&area=sicurezzaAlimentare&menu=chimica
https://www.salute.gov.it/portale/temi/p2_6.jsp?lingua=italiano&id=1173&area=sicurezzaAlimentare&menu=chimica

