
 

 

0342-xxxx 

Wide mouth bottle 

Type(s) of food intended to come into contact with the 

material 

All types of food groups in terms of the Regulation (EU) No. 

10/2011 

Type(s) of food not to come into contact with the material  None 

Duration and temperature of treatment and storage while 

in contact with the food 

Long-term-storage at up to 40°C 

Ratio of the area of the surface coming into contact with 

the food to volume used to determine compliance of the 

specific total material or article 

0,9 dm² to 65 ml simulant 

Specification of tested conditions of use with 
maximum test requirements (without exceeding 
OML) 

3% Acetic Acid: 10 days 40°C 
10% Ethanol: 10 days 40°C 
Oilve Oil: 10 days 40°C 

The global migration values are lower than the admitted threshold values (for the above -mentioned conditions 
of use). The tests are performed according to Art. 17 and 18 of Regulation (EU) No. 10/2011 in conjunction with  
Annex V. 
Information about restricted substances and / or 
specifications 

octadecyl 3-(3,5-di-tert-butyl-4- 

hydroxyphenyl)propionate – 6 mg/kg (Color 

masterbatch) 

1,1,1-trimethylolpropane – 6 mg/kg, Stearic acid 

expressed as Zinc – 5 mg/kg (White masterbatch), 

Barium – 1mg/kg (Silver masterbatch), 

alkyl(C8-C22)sulphonic acids – 6 mg/kg (Orange and 

Green masterbatch) 
Information on Dual-Use Additives pursuant to 
Regulation (EU) No. 10/2011 

Calcium stearate (CAS No.: 1592-23-0, Ref. No.: 89040 Ca-
salts) as E470a, max. 800 ppm 
Titanium dioxide (E171) - (white, orange, and green 
masterbatch), 
Aluminum (E173) - (white masterbatch) 

Functional barrier None 

Further confirmation to the raw material EP chapter 3.1.3 

FDA title 21 §177.1520(a)(3)(i)(c1) concerning 

specification: 2.1 and 2.2 
94/62/EC 
RoHS 2011/65/EU 
Free of Bisphenol A, Phthalates, BSE/TSE, 
Nanomaterial 

NIAS A NIAS-screening with 95% ethanol was conducted. 
Listed substances in Regulation (EU) No. 10/2011, 
Appendix I, were not detected with unallowable 
concentration. For eventual not listed substances, a 
risk assessment according to article 19 of Regulation 
(EU) No. 10/2011 was conducted by the raw material 
manufacturer. 
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Wide mouth bottle 

Certificate of Conformity • Regulation (EC) No. 1935/2004 of the European Parliament 

and of the Council of October 27, 2004, on materials and 

articles intended to come into contact with food. 

• Commission Regulation (EC) No. 2023/2006 (of December 

22, 2006) on good manufacturing practices for materials and 

articles intended to come into contact with food, as amended. 

• Commission Regulation (EU) No. 10/2011 (dated January 

14, 2011) on plastic materials and articles intended to come 

into contact with food, and its amendments 

 

The user must convince himself of the suitability of the product beyond the requirements of the guidelines.  

Further tests are not carried out by us. 

The declaration is based on our current state of knowledge and information provided by our supplier at the time that the 

document was drawn up. The supplier – Bürkle GmbH in Bad Bellingen/Germany – is certified according to the standard DIN EN 

ISO 9001 by the DQS (German Society for Quality Assurance) since 1995. The number of certificate is 002284-QM15. 
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Bürkle GmbH, Bad Bellingen 

Martin Saint-Denis, Managing Director 

 


