
 

 

 
EU-Declaration of Conformity for food contact  

We:  

Manufacture:  Hynex® 

Postal address: Schellingstraat 22 

Postal code:  4879 NK  

City:   Etten-Leur 

Country:             The Netherlands 

This declaration of conformity is issued under the sole responsibility of the manufacturer. 

Declare that this document is applicable to the following product(s): 

Product name:            Disposable Hynex Nitrile gloves M3,5g   

Brand Name:            Hynex 

Model number:  XS /S /M /L /XL/XXL 

Article numbers:  See below 

Color XS S M L XL XXL 

Blue 7263506 7263507 7263508 7263509 7263510 7263511 

Blue (200p/box) 2003506 2003507 2003508 2003509 2003510 2003511 

Black 8403506 8403507 8403508 8403509 8403510 8403511 

Black (200p/box) 2223506 2223507 2223508 2223509 2223510 2223511 

White 5823506 5823507 5823508 5823509 5823510 5823511 

Pink 2643506 2643507 2643508 2643509 2643510 2643511 

 

Object of Declaration: 

Basic UDI-DI: 697024575Nitrile7G 

Class I for medical device/ Category III for PPE 

Colors: Blue, Black, White, Pink 

 



 

 

Declares that the disposable nitrile gloves, manufactured from NBR latex as the main material, comply with the 
provisions of Regulation (EC) No. 1935/2004, Regulation (EU) No. 10/2011, and applicable national regulations. 

When used as intended, both the overall migration and specific migrations remain below the legal limits set out 
in Regulation (EU) No. 10/2011. Regulation (EU) No. 10/2011 does not apply to nitrile gloves with regard to 
requirements for materials and raw materials; it is only applicable in relation to migration testing. 

The nitrile gloves may be safely used for the preparation and handling of foodstuffs. 

Food types for which the product is intended to come into contact: 

• Food Simulant A 

• Food Simulant B 

• Food Simulant D2 

Simulant Test Conditions Result 

Food Simulant A (10% Ethanol) 40°C – 2 hours < 10 mg/dm² 

Food Simulant B (3% Acetic Acid) 40°C – 30 minutes < 10 mg/dm² 

Food Simulant D2 (Olive Oil) 40°C – 2 hours < 10 mg/dm² 

 

Note: Restricted substances and dual-use substances are not included. For substances not listed in the Union 
List (Annex I of Regulation (EU) No. 10/2011, as amended), national provisions such as the recommendations 
of the German Federal Institute for Risk Assessment (BfR) and the requirements of Section 31(1) of the German 
Food and Feed Code (LFGB) remain applicable. 

The disposable nitrile examination gloves are consumer products based on natural and synthetic rubber 
materials. 

This Declaration of Conformity is issued under the sole responsibility of Hynex®. 

 

Signed for and on behalf of:  

Place of issue     Date of issue   Name, Function, Signature 

 

 

 

 

Etten-Leur 09-06-2026 
Elfride Lim  
Legal & Compliance Manager  


