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Plastene R products are supplied on their original form and packaging. They are in compliance

ATOXICITY DECLARATION

PLASTENE R66

with the following normatives concerning plastic materials with food contact,

ITALY

GERMANY
AUSTRIA

FRANCE
THE NETHERLANDS

BELGIUM

UNITED KINGDOM

SPAIN
SWITZERLAND

UE

USA

Decreto Ministeriale 21.03.73 "Disciplinz igienica degli imballaggi, recipienti, utensili
destinati a venire a contatto con le sostanze alimentari e le sostanze d'uso persanale” and
following amendments.

D.M. 174 del 6 Aprile 2004 "materiali e oggetti che possono assere utilizzati negli impianti
fissi di captazione, trattamento, adduzione e distribuzione di acque destinate al consumo
umano" cosi come riportato nell'allegato llia del DMV 174/04 (mnaterie plastiche).

Bedarfsgegenstandeverordnung von 30.11.2006 and following amendments.

Kunststoffverordnung 2003, BGBI. teil Il 476/2003 and following amendments.

Applicable regulations published in the Brochure N°1227. Arrété du 02.01.2003
"Matériaux et objets en matiére plastique mis ou destinés a &tre mis au contact des
denrées, produits et boissons alimentaires” and following amendments.

Verpakkingen en Gebruikaartikelen Besluit (Warenwet) 21/08/1991 and following
amendments.

Arrété Royal 11 Mai 1992 "Materiaux et object destines a entrer en contact avec les
denrées alimentaires” and following amendments. Arréte Royal 3 juillet 2005 and
following amendments.

Statutory Instrument 2002, No. 2364 "The Plastic Materials and Articles in Contact with
Food, Regulations 2002" and following amendments. Statutory Instrument 2009, No,
2938 (England).

Real Decreto 118/2003 of 31.01.2003 and following amendments. Real Decreto 103/2009
of 06.02.2009.

RS 817.023.21 “Ordinanza del Dipartimento Federale dell'Interno sui materiali e oggetti in
materia plastica” dated 23.11.2005.

Commission Regulation (EU) No 10/2011 "Plastic materials and articles intendad to come
into contact with food" .

Code of Federal Regulations, 2012 Food and Drug Administration (FDA) Title 21
§177.1520 (Olefin polymers) — paragraph (c) point 3.1.a; excluding fatty foods and
agueous solution with more than 8% of alcohol.

The monomers have no migration limits.
The products contain the following additives with migration restriction:

- Octadecyl 3-(3,5-di-tert-butyl-4-hydroxyphenyl}propionate
pm/ref 68320, SML=6mg/kg; (max. use concentration 540ppm)

- Poly[6-[(1,1,3,3-tetramethylbutyl)amino) -1,3,5-triazine-2,4-diy!]-[(2,2,6,6-tetramethyl-
4-piperidyl)-imino]hexamethylene|[(2,2,6,6-tetramethyl-4-piperidyl)imino]
pm/ref: 81200 - SML=3mg/kg. (max. use concentration 2100ppm)

Migration testing has to be performed by the end-user on the final item, according to the expected use
conditions, to verify the compliance with the applicable regulatory limits.

The products do not contain substances authorized as flavourings, nor as food additives with restrictions in the

applicable EC directives.

We point out that it is a responsibility of the end users to ensure that materials and articles, manufacturad with
good manufacturing practice (Regulation (EC) 2023/2006), under the normal ar foreseeable conditions of use, do
not transfer their constituents to foodstuffs in quantities which could endanger human health and/or bring
unacceptable changes in the composition of the foodstuffs or a deterioration in the organoleptic properties
(Regulation {EC) No 1935/2004).
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Plastene R products are supplied on their original form and packaging. They are in compliance
with the following normatives concerning plastic materials with food contact.

Decreto Ministeriale 21.03.73 "Disciplina igienica degii imballaggi, recipienti, utensili

destinati a venire a contatto con le sostanze alimentari e le sostanze d'uso persanale” and
ITALY following amendments.

D.M. 174 del 6 Aprile 2004 "materiali e oggetti che possono essere utilizzati negli impianti

fissi di captazione, trattamento, adduzione e distribuzione di acque destinate al consumo

umano" cosi come riportato nell'allegato llla del DM 174/04 (materie plastiche).

GERMANY Bedarfsgegenstandeverordnung von 24.06.2013 and following amendments.
Applicable regulations published in the Brochure N°1227. Arrété du 02.01.2003
FRANCE "Matériaux et objets en matiére plastique mis ou destinés 3 &tre mis au contact des
denrées, produits et boissons alimentaires" and following amendments.
AUSTRIA Kunststoffverordnung 2003, BGBI. teil Il 476/2003 and following amendments.

Arrété Royal 11 Mai 1992 "Materiaux et object destines a entrer en contact avec les
BELGIUM denrées alimentaires” and following amendments Arrété Royal 3 juillet 2005 and
following amendments.

Real Decreto 118/2003 of 31.01.2003 and following amendments. Real Decreto 103/2009

PRI of 06.02.2009.

Statutory Instrument 2002, No. 2364 "The Plastic Materials and Articles in Contact with
UNITED KINGDOM Food, Regulations 2002" and following amendments. Statutory Instrument 2012, No.

26189 {England).

» i i i i E 1/08/1991and f i

THE NETHERLANDS Verpakkingen en Gebruikaartikelen Besjuit (Warenwel) 21/08/1991and following

amendments.

issi i i i = d articles intes come

EUROPEAN UNION _Commlssmn R?gulaho'r.] (EU) No 1{?/2011 Plastic matarials and articles intended to come

into contact with food" and following amendments.
SWITZERLAND RS 817.023.21 “Ordinanza del Dipartimento Federale dell'interno sui materiali e oggetti in

materia plastica” dated 23.11.2005.

The monomers have no migration limits. The products contain the following additives with migration restriction:

-Octadecyl 3-(3,5-di-tert-butyl-4-hydroxyphenyl)propionate pm/ref 68320, SML=6mg/kg; (max. use
concentration 700 ppm)

-Approved zinc compounds; SML=25mg/kg as Zn (max. use conceniration zinc stearate 25ppm, zinc oxide
500ppm).

-Poly[6-[{1,1,3,3-tetramethylbutyl)amino]-1,3,5-triazine-2,4-diyl]-[(2,2,6,6-tetramethyl-4-piperidyl)-imino]
hexamethylene [(2,2,6,6-tetramethyl- 4-piperidy!)imino] pm/ref: 81200 - SML=3mg/kg. (max. use concentration
1400ppm)

Migration testing has to be performed by the end-user on the final item, according to the expected use
conditions, to verify the compliance with the applicable regulatory limits.

The products do not contain substances authorized as flavourings, nor as direct foad additives with restrictions in
the Regulation (EC) 1333/2008 (Dual Additives).

We point out that it is a responsibility of the end users to ensure that materials and articles, manufactured with
good manufacturing practice (Regulation (EC) 2023/2006), under the normal or foreseeable conditians of use, do
not transfer their constituents to foodstuffs in quantities which could endanger human health and/or bring
unacceptable changes in the composition of the foodstuffs or a deterioration in the crgancleptic properties
{Regulation (EC) No 1935/2004).

This statement is valid three years and replaces those issued earlier..
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PLASTENE R66

This statement is valid three years and replaces those issued earlier..
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