
Ausstellungsdatum: 25.08.16 

Declaration of conformity 
for plastic materials, which are in contact with foodstuffs 
pursuant to regulation 10/2011EU from January, 14th 2011 

Herewith we declare, that our plastic film 
OPET/KF61N (OPET/ LF-Adh./ Mono-PE Multilayer Coexfilm) 
Conforms to the legal rules of the German regulation for food contact materials (or their 
counterparts in the European plastic and food contact directives) and the EU-regulation 1935/2004 
in their valid version. 

The total migration (10 mg/dm² or 60 mg/kg) and the specific migration limits mentioned in the table 
below will be in tune with the legal limits in case of intended use. The compliance of the limits was 
checked by tests in compliance with the EU-directives 82/711 and 85/572 or theoretical calculations 
(worst case scenario). 

The used resins (granulates, adhesives, films etc.) are in compliance with the European plastic 
legislation and EU-regulation 10/2011 from January, 14th 2011). 

The following substances with specific migration limits (SML) according to EU-regulation 10/2011 
are contained in the film. 

Monomer CAS-No SML 
mg/kg 

Ethyleneglycol 107-21-1 30 
Terephthalic acid 100-21-0 7,5 
1-Octene 111-66-0 15 
1-Hexene 592-41-6 3 
Octadecyl-3(3,5-di-tert.butyl-4- 
hydroxy-phenyl)-propionate 

2082-79-3 6 

Tris(nonyl-)phenylphosphite 26523-78-4 30 
Zinc oxide 1314-13-2 25 (quoted as zinc) 
Diethylenglycol 111-46-6 30 
1,1,1-Trimethylolpropane 77-99-6 6 
Diphenylmethane-4,4`-diisocyanate* 101-68-8 QM (T) 1mgNCO/kg 
2,4-Toluolisocyanate* 584-84-9 QM (T) 1mgNCO/kg 
* The supplier of our lamination adhesive/hardener-system declares that 2,4-TDI and 4,4`-MDI as mentioned in the table above are used, but there may be present 
traces of other isomers like 2,4 -̀MDI, 2,2`-MDI und 2,6-TDI as impurities 

Intended use or restrictions 

The film may be in contact with the following sorts of foodstuffs: 
Adipose, alcoholic, acid and aqueous foodstuffs 

Foodstuffs, with which the film should not get in contact: 
None known 
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Duration and time of processing and storage at contact with foodstuff: 
10 days at 40°C tested 

Relation of food contact area to the volume, on which conformity was tested: 6 

Because in the film mentioned above a functional barrier from plastics is used we confirm, that the 
guidelines for food contact materials (regulation 10/2011EU) are sticked. 

So called „dual-use-additives”, this means additives, which also used as admixtures in the production 
of foodstuffs, are no contents of our films. 

The traceability of the product in accordance to the EU-regulation 1935/2004 is fulfilled by order- 
nr., reel-nr., and barcode. 

This declaration is valid for the product as described. The EU-directives 82/711 and 85/572 issue a 
guide for the selection of the test conditions for sundry foodstuffs. About this our product complies 
with the guidelines of this directives at attention of the given contact conditions. The company 
manufacturing and packaging the product is responsible for checking capability whether the 
packaging is suitable for applications, which exceed the demands of the directive or declaration. 

The adhesive/hardener-system we use for lamination is based on aromatic amines and supplement V, 
part A of EU-directive 2007/19 states the limit for aromatic amines. The completely hardened 
adhesive system complies with the postulation of supplement V, that the limit of content of primary 
aromatic amines in foodstuffs should be less than the detection limit of 0,01mg/kg (quoted as 
aniline), according to the manufacturer. 

According to the manufacturer a storage of 48 hours at 30°C is sufficient for complete hardening of 
the adhesive. Therefore Buergofol abides at least these conditions in the production and storage of 
our laminated products, we are convinced that the laminated film is in compliance with the directive 
mentioned above. 

Particularly we refer, that in case of printed films there may be not direct contact between printing 
ink and foodstuff. 

The film is free (<100ppm) from heavy metals (Hg, PB, Cd and Cr(VI)) and their compounds. The 
product is in Compliance with directives 94/62 EU and 2004/12 EU food contact as well as 
CONEG model. 

The production of the film takes place under compliance with good manufacturing practice 
according EU regulation 2023/2006. 
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