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STATEMENT OF COMPLIANCE WITH FOOD CONTACT REGULATIONS 
 

NATIVIA® D804 NATIVIA® D808 NATIVIA® D812 

NATIVIA® D820 NATIVIA® N130 NATIVIA® N160 

NATIVIA® NBSS NATIVIA® NTSS NATIVIA® NZSS 

 
Taghleef Industries S.p.A. declares that the above listed BOPLA films, when leaving the factory, have 

a composition that complies with the following requirements for food contact applications: 
 

1. EUROPEAN UNION: Articles 3, 11 (5), 15 and 17 of Regulation (EC) No. 1935/2004 and Regulation 
(EU) No. 10/2011 (including its amendments up to Regulation (EU) 2023/1627). Monomers, additives and other 
starting substances are listed in the Annex I of the Regulation (EU) No. 10/2011. Migration tests, carried out 
following the Regulation (EU) No. 10/2011 (simulants A, B, D2 at the condition of 10 days at 40°C), confirm an 
Overall migration results below to 10 mg/dm2 (as reported here below): 
 

Simulant A (mg/dm2) Simulant B (mg/dm2) Simulant D2 (mg/dm2) 

<1 1.6 3.3 

 
 

In order to verify the compliance of annex II of Regulation (EU) 10/2011, a specific migration analysis 
has been carried out concerning the metals (simulant B for 10 days at 60°C). Herewith we report the analysis’ 
results. 
 

Metals Simulant B (mg/Kg) Metals Simulant B (mg/Kg) 

Aluminium <0.5 Iron <0.5 

Antimony <0.02 Lanthanum <0.01 

Arsenic <0.01 Lead <0.01 

Barium <0.02 Lithium <0.02 

Cadmium <0.002 Manganese 0.032 

Chrome 0.014 Mercury <0.01 

Cobalt <0.02 Nickel 0.015 

Copper <0.1 Terbium <0.01 

Europium <0.01 Zinc <1 

Gadolinium <0.01   
 

The above listed films do not contain any other substances for which a specific migration limit (SML) is 
established. 

 
In accordance with Regulation (EC) No. 2023/2006 TI S.p.A. films are manufactured in compliance with 

general rules on good manufacturing practice (GMP). 
 

2. ITALY: D.P.R. 777/82 and D.M. 21.3.1973 and following modifications of Italian Law up to the present 
date.  
 

3. DUAL USE ADDITIVES: The following dual use additives subject to restriction in food as defined in 
Regulation (EC) No. 1333/2008 and Regulation (EU) No. 10/2011 are present in the above mentioned film: 

 

• Lactic Acid E270 

• Citric Acid E330 

• Silicon dioxide E551 
 
Their migration is lower than the overall migration reported at point 1 

 
4. PHTHALATES: the phthalates are not intentionally added in the above mentioned films.  
 

5. USA The subject Taghleef products may be suitably used in contact with food for U.S. Food & Drug 
Administration (FDA) Conditions of Use “C” through “G”, with no thermal treatment of food packaged in it, and its 
ingredients are in compliance with U.S. FDA regulations as approved per 21 CFR 182, 184, and 186 as 
applicable, and per current U.S. FDA Inventory (List) of Effective Food Contact Substance Notification. 
 

USE NOTE: metallised side cannot be used in direct contact with food. 
 



 

 
 

Customers must check that their use of our films is safe and technically suitable in their applications. 
The final item producer is responsible for the evaluation of global/specific migration at the real time/temperature 
conditions. 

 
This document is in compliance with the art. 16 of Reg. 1935/2004/EC and it is specifically made for 

Taghleef Industries S.p.A. customers. 
 
Declaration is valid starting from the below issue date, and will be modified in the case of significant 

modification in our products formula structure or in the case of legislation amendments. 
 
The Customer has the responsibility to check periodically the update of the present document. 
  
Film guarantee: please refer to the product specification. 
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The information contained in this document must be intended as confidential. Any type of divulgation, 
copy or modification not expressly authorized by Taghleef Industries S.p.A. is prohibited. 

 
 
 
 
 
 

  
 
 



COPIA A DISTRIBUZIONE 

NON CONTROLLATA 














