%» MEDECO

A MEDIQ COMPANY

Manufacturer’s EU and 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 devices and intraoperative use

Intended purpose
Product

Klinion Kliniderm Alginate

‘ Intended purpose

Indicated for the management of chronic and acute
wounds including pressure ulcers, leg ulcers, diabetic
ulcers, post-operative wounds and donor sites.

Klinion Kliniderm Superabsorbent

Indicated for the management of chronic and acute
wounds and may be used throughout the healing
process on leg ulcers, pressure ulcers, oncology
wounds, post-operative wounds and traumatic wounds.

Klinion Kliniderm Foam Dressing

Indicated for the management of chronic and acute
wounds to maintain a moist wound environment in the
healing process.

Klinion Kliniderm Hydrocolloid Dressing

Indicated for the management of chronic and acute
wounds. May also be used as a protective dressing on
sites exposed to rubbing and shearing stresses. Can
be used in combination with compression therapy.

Klinion Kliniderm Silicone Wound
Contact Layer

Indicated for use in combination with a secondary
absorbent dressing for the management of a wide
range of exuding wounds, such as diabetic foot ulcers,
pressure ulcers, leg (venous and arterial) ulcers, first
and second degree burns, surgical wounds and
traumatic wounds. The dressing can also be used as a
wound protective layer on non-exuding wounds on
areas with fragile skin.

Klinion Gauzes and Non-Woven
Dressings

Indicated for moisture absorption during operations
and/or dissect tissue or for the purpose of preparation.

Klinitulle Ointment Dressing

Indicated for superficial wounds and burns, such as
minor burns and scalds, abrasions and lacerations,
donor recipient graft sites, nail extractions and second
degree burns with an intact blister.
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Woundcare and Bandages Woundcare products for cleansing and/or absorption of
exudate.
IV Dressing/Plasters Fixation of the intravenous cannula and protection of

the surrounding skin.

Border Plaster Cover dry wounds or wounds with low exudation.

Film Dressing For surface wounds with slight exudate.

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

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

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

Additional information

EU Notified Body : BSI, Notified Body Number 2797
Say Building, John M. Keynesplein 9,
1066 EP Amsterdam, The Netherlands

CE certificate : MDR 754472

First Issue Date certificate : 25-04-2024

Validity : 24-04-2029

UK Approved Body : BSI Assurance UK Ltd., Approved Body Number 0086,

Kitemark Court, Davy Avenue,
Milton Keynes MK 8PP,
United Kingdom

UKCA certificate : UKCA 753332

First Issue Date certificate 20-08-2021

Validity : 24-04-2029

UK Responsible Person : Mediq Healthcare UK Ltd.

UKRP address : Mediq House, Arundel Avenue, Castle Donington,

DoC number: Woundcare MDR 754472 FRM423-10
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Derby DE74 2HJ

United Kingdom

This documentation is supported by the Quality Management System certification based on the
harmonized standard EN ISO 13485:2016, Quality Management System Certificate with
reference numbers: MD 644507, issued for the 15t time on 20" June 2016, and delivered by BSI.
The applied standards for this family of products is maintained in the Technical Dossier.

Bleiswijk, 28 May 2026

Name : Warsha Baboelal

Function : QA/RA Manager PRRC

Signature
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