EC DECLARATION OF CONFORMITY

Basic UDI Nr : 541517480701TMATX2UW
Actor ID/SRN : BE-MF-000019750

The manufacturer:
VERMEIREN GROUP
Address :
Vermeirenplein 1/15
2920 Kalmthout

Belgium

declares under his sole responsibility that the CE marked devices :

Product group: Alternating pressure mattresses + compressor

Intended purpose: Active assistive products for tissue integrity when lying down. Products
intended to redistribute the load on vulnerable parts of the body during
extended periods of lying and to prevent sores and decubitus ulcers.
(WHO ICF: d450, d460, d469, d498, d499)

ISO 9999: 04 33 06
EMDN: V080701
Brand: Vermeiren
Type: MAT-X2

have been classified as class I, according to annex Vill (EU) MDR 2017/745, rule 13,

and is manufactured in full conformity with the European regulations and/or directives below -
including the latest modifications - and with the national law, that organizes these directives:

MDR (EU) 2017/745, 2006/42/EG, RoHS 2011/65/EU, EMC directive 2014/30/EU, LVD 2014/35/EU
and is in conformity with the following international standards:
EN ISO 21856:2022

City, Date: Kalmthout, 2024-03-12

Signature:

Name: Patrick Vermeiren

Function: CEO

VERMEIREN Group N.V. VERMEIREN
Vermeirenplein 1-15 we care for you

2920 Kalmthout — Belgium
Tel. +323 6202020
B.T.W BE 0887.199.216

www.vermeiren.com | info@vermeiren.com Certified ISO 13485




	CE_MAT-X2_2024-03-12_en

