D DEKRA

CERTIFICATE

Number: 2144240

The management system of:

ECM Europe BV

Oost-Om 54
5422 VZ Gemert
The Netherlands

including the implementation meets the requirements of the standard:

ISO 13485:2016
EN ISO 13485:2016

Scope

Medical Tubing Systems
Systems for Fluids/Heating
Irrigation sets

Accessories for ophthalmic surgery,
Accessories for Perfusion Devices
Accessories and tubings for/Infusion/Pumps ° F|UldS COHGC“OH Bags and Systems
o/ / /3dmple Collectiony Swabs

Certificate expiry date: 1 September 2026
Certificate effective date: |1 September 2023
Certified since: 1 September/ 2011

DEKRA Certification B.V.

j‘%é

B.T.M. Holtus J.M. McKenzie
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
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DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396





