% MEDECO

A MEDIQ COMPANY

Manufacturer’s EU/UK Declaration of Conformity
(in accordance with ISO/IEC 17050-1)

Issuer’s name : Medeco B.V.
Issuer’s address : Brandpuntlaan Zuid 14
2665 NZ Bleiswijk
The Netherlands
Chamber of commerce # : 23038479
Single registration number : NL-MF-000001628
Object of the declaration : Woundcare and Bandages Class | sterile

Intended purpose

Intended purpose

Woundcare products for cleansing covering and/or absorption.

Classification : REGULATION (EU) 2017/745 Annex VIII /
UK MDR 2002 (Sl 2002 No 618, as amended), see attached
Product list

Conformity assessment : REGULATION (EU) 2017/745 Annex Il and Annex I/

Part Il of UK MDR 2002 (Sl 2002 No 618, as amended),
Annex Il excluding section 4

Validity : This declaration of conformity is valid at least during the
lifetime of the products concerned. The declaration will be
updated in case of changes in the product range and after
issuance of a new product or quality system certificate.

Hereby Medeco BV declares that the distributed products as specified in the annexed product list
meet the provisions of the Council Regulation 2017/745 of 5 April 2017 on Medical Devices /
Medical Device Regulations 2002 (SI 2002 No 618, as amended) and comply to all harmonized
standards which are applicable to the products, as published in the Official Journal of the
European Union / to meet the UK MDR 2002. Medeco BV further declares that it is exclusively
responsible for this declaration of conformity.
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Additional information
EU Notified Body

CE certificate

First Issue Date certificate

Validity

UK Approved Body

UKCA certificate
First Issue Date certificate
Validity

UK Responsible Person
UKRP address

% MEDECO

A MEDIQ COMPANY

BSI, Notified Body Number 2797

Say Building, John M. Keynesplein 9,
1066 EP Amsterdam, The Netherlands
MDR 754472

25-04-2024

24-04-2029

BSI Assurance UK Ltd., Approved Body Number 0086,
Kitemark Court, Davy Avenue,

Milton Keynes MK 8PP,

United Kingdom

UKCA 753332

20-08-2021

24-04-2029

Medig Healthcare UK Ltd. Mediq House
Arundel Avenue, Castle Donington, Derby, DE74 2HJ
United Kingdom

This documentation is supported by the Quality Management System certification based on the
harmonized standard EN 1SO 13485:2016, Quality Management System Certificate with
reference numbers: MD 644507, issued for the 1st time on 20 June 2016 and delivered by BSI
The applied standards for this family of products is maintained in the Technical Dossier.

Bleiswijk, 11 April 2025

Name
Function

Signature

DoC number: DoC 754472 _W1s

Rev. 02

W. Baboelal
QA/RA Manager,
On behalf of Medeco BV

FRM423-10
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