EU-Declaration of Conformity

We:
Manufacture:
Postal address:
Postal code:
City:

Country:

Hynex®
Schellingstraat 22
4879 NK
Etten-Leur

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 M3,5¢g

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: 697024575N:itrile7G

Class | for medical device/ Category Il for PPE

Colors: Blue, Black, White, Pink




The object of the declaration described above is in conformity with the relevant Union harmonisation
legislation:

MD regulation (EU) 2017/745
PPE regulation (EU) 2016/425

- EU Type-Examination Certificate

The following harmonised standards and technical specifications have been used for class 1 for medical
device:

ENISO 13485:2016 EN 14971:2019 EN 1041:2008 EN15223-1:2016
EN 455-1:2020 EN 455-2:2015; EN 455-3:2015 EN 455-4:2009
1ISO10993-1:2018 ISO 10993-10:2010 I1ISO 10993-11:2017

The following harmonised standards and technical specifications have been used for category lll for PPE:

ENISO 21420:2020 EN ISO 374-1:2016 +A1:2018 EN374-4:2014 EN ISO 374-5:2016
Notified Body (where applicable) 4 Digit Number EU type-examination certificate
SATRA Technology Europe LTD 2777

2777/17447-03/E86-01

PPE is subject to the conformity to type based on quality assurance of the production process (Module D) under
the surveillance notified body SATRA (2777).

Signed for and on behalf of:

Place of issue Date of issue

Name, Function, Signhature
Etten-Leur 11-09-2025

Elfride Lim
Legal & Compliance Manager




