
Certificate of raw materials 

LOPE (540) I Material N° 205449-250

The chemical composition of the raw material complies with the following recommendations 
or regulations. 

Food Contact Declaration 

AUSTRIA: Kunststoff-Verordnung (KVO), Uber Gebrauchsgegenstande aus Kunststoff, die 
fur die Verwendung bei Lebensmitteln und Nahrungserganzungsmitteln bestimmt sind BGBI. 
II Nr. 476/2003 of 14/10/2003, zuletzt geandert durch die Verordnung BGBI II Nr. 196/2010 of 
25.06.2010. 

BELGIUM: Arrete royal du 3 juillet 2005 relatif aux materiaux et aux objets en matiere 
plastique destines a entrer en contact avec les denrees alimentaires, amended by Arrete 
royal du 5 juillet 2006. 

FRANCE: Brochure n°. 1227 du Journal Officiel de la Republique Franc;aise; Materiaux au 
contact des denrees alimentaires, produits de nettoyage de ces materiaux. 
Edition July 2002. 
Arrete du 2 janvier 2003 relatif aux materiaux et objets en matiere plastique mis ou destines 
a etre mis au contact des denrees, produits et boissons alimentaires (arretes modificatifs: 
arrete du 29 mars 2005, arrete du 9 ao0t 2005,arrete du 19 octobre 2006, arrete du 25 avril 
2008, arrete du 19 novembre 2008 et arrete du 3 septembre 2010). 

GERMANY: Empfehlung Ill "Polyathylen" of Kunststoffe im Lebensmittelverkehr: 
Empfehlungen des Bundesinstituts fur Risikobewertung (BfR) (former BgW). 
Status: March 2011. 
Neufassung der Bedarfsgegenstandeverordnung of 23 December 1997, latest amendment 
September 23, 2009, (BGBI 12009, 3130) 

ITALY: Decreto Ministeriale No 227 del 04.05.2006. 
Regolamento recante aggiornamento del decreto ministeriale 21 marzo 1973, concernente la 
disciplina igienica degli imballaggi, recipienti, utensili destinati a venire in contatto con le 
sostanze alimentari e con sostanze d'uso personale, and subsequent amendments up to and 
including Decreto 23.04.2009, published in the Gazzetta Ufficiale - G.U. Serie Generale n. 
144 del 24-6-2009. 

SPAIN: Real Decreto numero 103/2009, de 6 de febrero, par el que se modifica el Real 
Decreto 866/2008, de 23 de mayo, par el que se aprueba la lista de sustancias permitidas 
para la fabricaci6n de materiales y objetos pla.sticos destinados a entrar en contacto con los 
alimentos y se regulan determinadas condiciones de ensayo. (BOE numero 41 de 
17/02/2009.) 

THE NETHERLANDS: Regeling Verpakkingen- en Gebruiksartikelen (Warenwet), 
supplement 36. Chapter 1 - Kunststoffen. 

UNITED KINGDOM: Plastics for food applications: A code of practice for safety in use, 
issued by BPF/BIBRA. 
1991 Edition. 
Statutory Instruments 1998 No.1376, 2000 No.3162, 2002 No.2364, 2002 No.3008, 2005 
No.325 and 2006 No.1401 and 2009 No.205 
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Status: March 2009. 

EC: Commission Regulation (EU) No. 10/2011 of January 14, 2011, including its 
amendments (EU) No. 1282/2011 of November 28, 2011 and (EU) No. 1183/2012 of 
November 30, 2012. 
This material contains no monomers which are regulated with a specific migration limit. 
This material does not contain intentionally incorporated additives which are regulated with a 
specific migration limit. 
This material contains one or more intentionally added dual use additives which are subject 
to disclosure of adequate infonnation as described in Annex IV of Commission Regulation 
(EU) 10/2011. The identity of this/these substance(s) can be disclosed for testing purposes 
upon special request and under maintaining secrecy. 
This material has been manufactured in accordance with the relevant requirements of 
Commission Regulation EC No. 2023/2006 on good manufacturing practice for materials and 
articles intended to come into contact with food. 
Migration estimations on test samples (1.6 mm test plates), carried out under conditions 
covering long term storage above 6 months at room temperature and below, including 
heating up to 70°C for up to 2 hours, or heating up to 100°C for up to 15 minutes in the 
standard food sumulants A,B and D2 have shown that under these conditions migration limits 
(overall and if relevant specific see above) were not exceeded: 
- in the non-fatty food simulants 3% acetic acid and 10% ethanol
If the material is used for contact over a long period of time with fatty food, a reduction factor
above 3 (according to Commission Regulation (EU) No 10/2011) applies.

USA: Code of Federal Regulations, issued by Food and Drug Administration (FDA), 
paragraph 21 CFR 177.1520 (olefin polymers). 
Extraction experiments with test samples have shown that extraction limits specified for use 
in articles that contact food, except for articles used for packing or holding food during 
cooking (specification 177.1520(c)3.1a.) were not exceeded. 
The material does not contain intentionally incorporated additives. 
Status: April 2012. 

Heavy Metals Declaration 

With respect to heavy metals (Cadmium, Mercury, Lead or hexavalent Chromium) the 
chemical composition of this material complies with: 

- EC Directive 94/62/EC on packaging and packaging waste of December 20, 1994 and
amendments.

- EC Directive 2000/53/EC (ELV) on end-of-life of vehicles of September 18, 2000 and
amendments.

- Coalition of Northeastern Governors (CONEG).

BSE/TSE - Declaration 

According to the recipe in the production of this material the following substances as such are 
not intentionally used or added: animal substances or substances of animal origin. 
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Based on the absence of animal materials or materials derived from fatty acids of animal 
origin in the substances used in this grade, to the best of our knowledge the risk of 
transmission of Bovine/ Animal Spongiform Encephalopathy (BSE) is not relevant. 

REACH status 

This material has been successfully registered. 

We can further inform you that this material is not a dangerous preparation according to the 
requirements of the EC regulation 1272/2008/EC on the classification, labelling and 
packaging of substances and mixtures and therefore is not subject to the requirements of 
Article 31(1) and (2) of the REACH regulation. 
Based on that, there is no legal obligation to set up a Safety Data Sheet according to the 
requirements of Article 31 (6 ) and Annex II of the REACH Regulation. 

With regard to the presence of (potential) Substances of Very High Concern we can inform 
you as follows: 

According to the recipe in the production of the above mentioned material, our raw material 
supplier does not intentionally use or add 

- Substances of Very High Concern (SVHC, included in the most recent and authentic
"Candidate List of Substances of Very High Concern for Authorisation", in a
concentration above the threshold limit of 0.1 %, as published by the European
Chemicals Agency (ECHA)

- Substances such as mentioned in Annex XIV of EC Regulation 1907/2006/EC

Phthalates Declaration 

According to the recipe in the production of this material the following substances as such are 
not intentionally used or added: 

- Phthalates

Although the above-mentioned substance(s) as such is/ are not intentionally added to this 
polymer grade, and the absence has not been checked by tests, this does not exclude the 
presence of negligibly slight traces due to, amongst others, impurities in the components 
supplied by external parties and used in the production of such components. 

This declaration applies to the materiai as it leaves its production facilities and does not cover 
any additive, pigment, etc., subsequently included by the converter. 
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Food Contact Declaration 

AUSTRIA: Kunststoffverordnung 2003, BGBI. teil 11476/2003 and following amendments. 

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

FRANCE: Applicable regulations published in the Brochure N°1227. Arrete du 02.01.2003 
"Materiaux et objets en matiere plastique mis ou destines a etre mis au contact des denrees, 
produits et boissons alimentaires" and following amendments. 

GERMANY: Bedarfsgegenstandeverordnung von 24.06.2013 and following amendments. 

ITALY: Decreto Ministeriale 21.03. 73 "Disciplina igienica degli imballaggi, reciplenti, utensili 
destinati a venire a contatto con le sostanze alimentari e le sostanze d'uso personale" and 
following amendments. 

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

THE NETHERLANDS: Verpakkingen en Gebruiksartikelen Besluit {Warenwet) 21/08/1991 
and following amendments. 

UNITED KINGDOM: Statutory Instrument 2002, No. 2364 "The Plastic Materials and Articles 
in Contact with Food, Regulations 2002" and following amendments. Statutory Instrument 
2012, No. 2619 (England). 

USA: Code of Federal Regulations, 2012 Food and Drug Administration (FDA) Title 21 
§177.1520 (Olefin polymers) - paragraph (c) point 3.1.a

EUROPEAN UNION: Commission Regulation (EU) No 10/2011 "Plastic materials and articles 
intended to come into contact with food" and following amendments. 

The monomers have no migration limits. 
The products contain an additive with migration restriction: 

- Octadecyl 3-(3,5-di-tert-butyl-4-hydroxyphenyl)propionate pm/ref 68320, SML=6mg/kg
(max. use concentration 320ppm).

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 statutory limits. 

The raw material does not contain substances authorized as flavourings, nor as direct food 
additives with restrictions in the Regulation (EC) 1333/2008 (Dual Additives). 

Our supplier confirms that this raw material is manufactured using the good manufacturing 
practices (GMP) recommended by Regulation (EC) 2023/2006 and that his quality 
management system ensure the traceability required by the Regulation (EC) No 1935/2004. 
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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 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). 

Heavy Metals - Phthalate Declaration 

Our supplier confirms that in the manufacturing of this material, the following substances or 
class of substances are not used: 

SUBSTANCES REFERENCE REGULATION 

Directive 94/62/EC "Packaging and packaging 
Heavy metals: cadmium (Cd), waste", Directive 2000/53/EC "End of Life 
hexavalent chromium (Cr VI), lead (Pb), Vehicles", Dir. 2011/65/EU "Restriction of 
mercury (Hg) and their compounds Hazardous Substances - RoHS", US CONEG 

Legislation: SJ/T 11363-2006 (China RoHS). 

Phthalate esters (e.g. DEHP, DBP, BBP, Reg. (EC) No 1907/2006, Annex XVII 
DINP, DIDP, DNOP, etc.) 

From the foregoing it is confirmed that there is no reason that said substances may be found 
in this material as supplied in original sealed packaging. 

REACH information 

Regarding other substances not listed in tnis statement, our supplier confirms that this 
material complies with all the applicable restrictions set by the REACH Regulation (CE) No 
1907/2006, annex XVII "Restrictions on the manufacture, placing on the market and use of 
certain dangerous substances, preparations and articles" and following amendments. These 
laws and their amendments represent our supplier's regulatory reference in case of claims. 

BSE/TSE Declaration 

This material does not contain specified risk materials as defined by Regulation (EC) 
999/2001/EC, and by the EMEA guideline 410/01 rev. 3; in case approved additives 
manufactured by raw materials from animal origin are used, those are certified as BSE/TSE 
free by their suppliers. 

Chemical Inventories 

This material and the ingredients used in their formulation are listed in the following national 
chemical inventories: 
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USA: Toxic Substances Control Act (TSCA) 
Europe: EINECS/ELINCS; REACH pre-registration and Registration procedure (where 

applicable) 

Pharmacopoeia conformity 

The raw material complies by composition with the Pharmacopoeia monographs listed below 
relating to polyolefins for medicopharmaceutical use: 

EUROPEAN 
PHARMACOPOEIA 

USA 

3.1.3. "POL YOLEFINES" (8th EDITION - 2014) 

USP 35 <661 > "POLYETHYLENE CONTAINERS" 

The raw material does not contain any recycled material. 

It is the end-user's duty to ascertain that the finished items, manufactured according to a 
skilled technique with this product, correspond to all requirements of the application they are 
intended for. 

The specific tests prescribed by the Pharmacopoeia monographs must be performed by the 
converter or by the final user, according to the expected use conditions. 
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for applicators and measuring devices 

Attribute No Defect AQL 

Raw material 
1.1 The material must correspond to the specification 0,1 

1.2 The color must comolv with the soeciflcation 0,1 

Labellina 2.1 Labellina on the oackaaina must comply with the soecification 0,4 

Mix-up 3.1 Intermixing of different components 0,1 

4.1 Verv dustv or soiled items 0,1 

4.2 Sliahtly dustv or soiled items 2,5 

4.3 Items completely or partially coloured wit the wrona colour 0,1 

4.4 Soiling with grease or oil residues 0,1 

4.5 Scorch marks > 2 mm 0 0,1 

Cleanliness 4.6 Scorched spots 2,5 

4.7 
Foreign bodies enclosed - appearance markedly impaired, > 1 

0,1 
mm 0 or freQuent 

4.8 
Foreign bodies enclosed - appearance markedly impaired, < 1 

2,5 
mm0 

4.9 Loose material residues 2,5 

5.1 
Marked mould joints and/or residues at the injection points-

0,1 
automated processina impaired or trouble-free usaae impassible 

5.2 
Incompletely formed parts - mechanical processing or trouble-

0,1 
free use imoossible 

Processing Incompletely formed parts- mechanical processing and use not 
Errors 5.3 

impaired 
2,5 

5.4 Tears or chipped areas 0,1 

5.5 Broken parts 0,1 

5.6 Folds, notches, scratches or rouah surface 2,5 

Dimensions 6.1 Critical dimensions do not comolv 0,1 

7.1 Printino for dosaae incomplete - Dosaae not possible 0,1 

Printing 7.2 Printing for dosage incomplete - Dosage still possible 2,5 

7.3 Other text absent, incorrect or illeaible 0,4 

Dosage 8.1 Dosaae out of tolerance 0,1 

9.1 
Parts incorrectly or incompletely assembled - further processing 

0,4 
Assembly, or use impaired 

packing 9.2 Part missina 0,1 

9.3 Individual packs markedly damaaed, soiled, incomplete, etc. 0,4 

The dimensions and the dosage are tested by gauges, for all other attributes the test method 
is a visual examination. 

  


