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Dear Customer, 
 
The following information is provided relative to ISOFlex Packaging’s Polyethylene products and EU Directives 
concerning Food Contact Regulations. This applies to the following items supplied to our customers. 
 
Materials and articles intended to come into contact with food - Regulation (EC) No 
1935/2004 of the European Parliament and of the Council of 27 October 2004 
ISOFlex product is suitable to come into contact with food as provided for in our statement regarding Directive 
2002/72/EC. ISOFlex maintains purchase, sales and manufacturing records adequate to meet the requirements 
of Traceability (Article 17). This is a wholesale product and is suitable for use to produce articles which may or 
may not come into contact with food. It is labeled for food contact by documentation supplied by ISOFlex upon 
request. 
 
Food Contact Plastics Status 
ISOFlex product is manufactured from polymers which have clearances according to Directive 2002/72/EC (as 
amended  by 2004/1/EC, 2004/19/EC and 2005/79/EC) relating to plastic materials and articles intended to 
come into contact with foodstuffs. The monomer(s) and additives for this product are listed in Annex II Section 
A, and Annex III Section A. 
 
EU Reach – Absence of SVHC 
Please be advised that none of the component substances are intentionally present in the subject films and 
meet the current criteria for authorization under the European Union Reach Regulation (EC) No. 1907/2006. 
Specifically, ISOFlex Packaging does not deliberately add any substance in the European Chemical Agency’s 
Candidate List of substances of very high concern to the product, nor are any substances present in the product 
above the applicable threshold (0.1%). 
 
Good Manufacturing Practice 
ISOFlex products, which are specified as suitable for food contact use per the regulations listed above, are 
manufactured using GMP’s per Directive 2003/2006/EC. These GMP’s are suitable for plastics manufacturing 
facilities and processes. These practices are as outlined in procedures listed in our documentation for SQF 
Level 3 registration.  
 
In all EU countries, finished plastics food-contact materials or articles, made from or containing this product 
need to comply with Overall Migration Limits (OML) requirements and Specific Migration Limits (SML), where 
applicable as specified in EC Directive 2002/72/EC, as amended – when tested on the food-contact surface 
with the appropriate food simulants and time/temperature conditions , This is part of the responsibility of the 
user of this film product. 
 
THE INFORMATION CONTAINED HEREIN IS GIVEN IN GOOD FAITH, BUT 
NO WARRANTY, EXPRESSED OR IMPLIED, IS OFFERED 
 
 
Keith VanHulle 
 

 
Technical Director - Corporate 

 

 
 


