DY/

Dillenburg Medical

EU Declaration of Conformity

according to Annex IV of (EU) MDR 2017/745

Dillenburg Medical B.V.

Otterkoog 20

1822 BW Alkmaar ! ML

SRN: NL-MF-000006104

herewith declares under its sole responsibility, that the products

Stadtholder” Gel hot/cold packs with
Basic UDI (GMN): 87182T4GELPACKSS

ltem number Description GTIN
101004 | 12x29em 08719274280866
101007 16x26cm 08719274281467
101016 16x26cm / 6 pes. | UB7 19274281542
101008 20x34cm | DB718274281603
101009 30x40cm 08719274281474

meet with the Regulations of (EU) MDR 2017/745
(Annex VIIl, Chapter |, Section 4.1, Rule 1. Non-Invasive Devices )

meet with the requirements according to Regutations (EU) 2017/745,
Annex |, Ganeral safety and performance
Annex Il, Technical Documentation

References -~

DIN EN IS0 14871:2020  DIN EN ISO 10993-10-2014
DIN EN IS0 15223:2017 DIN EN 10412013

DIN EN 150 10983-1:2010 DIN EN |50 8000:2015
DIN EN ISO 10883-3:2015 DIN EN 8001:2015

DIN EN I1SO 10883-5:2008

Risk Class; above referenced products are Class | praducts.
Validity: this Declaration of Conformity is valid until 01-08-2024 -

Place/Date
Signature R. Troost, M, Dillenburg Medical BV, -
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