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SPECTRUM GROUP 

Confirmation 

ELIX ABS-3D FC 000000 

 

− Application: 3D printed part for food contact application 

 

EU Food Contact Regulation 

Materials used in food contact applications are regulated in Europe by the following regulations and directives: 

Regulation (EC) 1935/2004  on materials and articles intended to come into contact with food 

Commission Regulation (EU) 10/2011 on plastic materials and articles intended to come into contact with 

food, and its amendments including Commission Regulation (EU) 

2020/1245 

Compositional Requirements 

The above-mentioned European regulation and directives define the following compositional requirements:  

− Authorized substances 

− General requirements on substances 

− Specific requirements on substances 

− General restrictions on plastics materials and articles 

− Specific migration limits 

− Overall migration limit of < 10 mg of total constituents released per dm2 of food contact surface 

− Overall migration limit of < 60 mg of total constituents released of 1 kg of food simulant (for applications used 

by infants and young children) 

 

Compliance of ELIX 

The above mentioned ELIX products: 

− comply with relevant requirements set out in Article 3 of  Regulation 1935/2004/EC under intended and 

foreseeable use 

− comply with the labelling requirements set out in Article 15 of Regulation 1935/2004/EC 

− comply with the traceability requirements set out in Article 17 of Regulation 1935/2004/EC 

− are manufactured according to good manufacturing practice as set out in Commission Regulation (EC) No 

2023/2006 

− comply with compositional and declaration requirements set out in Chapter II, III and IV of  Regulation (EU) 

No 10/2011 and its amendments. 
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European Regulation 

 
Authorized substances 

The above-mentioned materials are in compliance with the requirements and specifications of Regulation (EC) 

1935/2004 (declaration of conformity).  

Regarding its monomer and additive composition, the products also comply with Commission Regulation 

(EU) No. 10/2011 and its amendments. All monomers and additives used in the above-mentioned materials are listed 

in Annex 1. 

 

Specific migration limits 

According to Commission Regulation (EU) No.10/2011 and its amendments, for the monomers and additives in the 

above-mentioned materials the following limits must be observed: 

Butadiene max. residual content in the article: < 1 mg/kg of the polymer or as an alternative 

specific migration limit: not detectable (detection limit < 0,01 mg/kg related to foodstuff) 

Acrylonitrile specific migration limit: not detectable (detection limit < 0,01 mg/kg related to foodstuff) 

Octadecyl 3-(3,5-di-tert-butyl-4-hydroxyphenyl) propionate specific migration limit: < 6 mg/kg of foodstuff 

It could be expected that the above material shall fulfil the requirements for food contact material set in regulations 

10/2011/EU and therefore may be suitable for single and repeated short term use (repeated use articles) of  

hydrophilic and lipophilic food without heating. 

ELIX Polymers has not tested all above mentioned specific migrations limits (SML’s) on the aforementioned products. 

The compliance with specific migrations limits on the finished article is the responsibility of the business operator and 

depends on the use of the material or article: 

− type or types of food with which it is intended to be put in contact 

− time and temperature of treatment and storage in contact with the food 

− ratio of food contact surface area to volume used to establish the compliance of the material or article. 

 

 

German Regulation 

The BfR (Bundesinstitut für Risikobewertung / Federal Institute for Risk Assessment) has published 

"Recommendations on the health assessment of plastics and other high polymers". The BfR Recommendations on 

Food Contact Materials are based on European law and its transposition into national law.  

For natural ABS materials the following BfR recommendation apply: 

Recommendation VI: Styrene Copolymers and Graf t Polymers, and Mixtures of Polystyrene with other 

Polymers 

With respect to its volatile components, additives and further constituents the above-mentioned materials shall 

comply with this BfR Recommendation. 
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It is the responsibility of our customers to determine if articles made out of above-mentioned materials are suitable 

for the intended use and comply with all applicable regulations and requirements. 

The above-mentioned confirmation only applies to granules delivered by ELIX Polymers S.L. 

 

 

 

Dr. Ramon Malet 

________________________________ 

ELIX Polymers, S.L. 

Product Stewardship & Technical Department Manager 

Crta. de Vilaseca - La Pineda s/n 

43110 La Canonja - Spain 

P.O. nº 176 - 43080- Tarragona 

Tel.: +34 977 835438 

Mov. +34 676 932 998 

ramon.maletmurillo@elix-polymers.com 

www.elix-polymers.com 

 

 

 

 

 

 

 

 

 

 

 

 

Disclaimer - This information and our technical advice - whether in writing or by way of trials - are given in good faith but without warranty, and this also applies where 

proprietary rights of third parties are involved. Our advice does not release you from the obligation to verify the information currently provided and to test our products 

as to their suitability for the intended processes and uses. The application, use and processing of our products and the products manufactured by you on the basis of 

our technical advice are beyond our control and, therefore, entirely your own responsibility. Our products are sold and our advisory service is given in accordance with 

the current version of our General Conditions of Sale and Delivery.  

http://www.elix-polymers.com/

