EC - DECLARATION OF CONFORMITY

In compliance with (EU) 2017/745 Medical Device Regulation

Product name Medlogics Transport Rollator

REF RL100

Basic UDI-DI 697457618RollatorGY

MP Class and Rule According to Rule 1, Annex VI, Regulation (EU) 2017/745

UMDNS

Standards EN ISO 14971:2019

EN ISO 15223-1:2022
EN 1041:2008+A1: 2014
ISO 10993-1:2020

EN ISO 10993-5:2009
EN ISO 10993-10:2013
EN ISO 11199-2: 2005

Conformity Assessments Annex lI+lll of Regulation (EU) 2017/745

We herewith declare that the above mentioned products meet the requirements of Medical
Device Regulation (EU) 2017/745 and the applicable standarts above Regulations by bear-
ing CE-marking.

3" 800501 " 345849

Version: 1 Department: Regulatory Affairs
Date: September 2021 Name: Stanimir Nenov § /
Valid through: Septebmer 2026 Signature: A, ol

Headquarters:
Medlogics.com LTD

()
Lyuben Karavelov é E info@medlogics.com Y M dl |
9000 Varna, Bulgaria W  www.medlogics.com v e OglCSCOl | |




