;Haﬂk;am;@ CE Declaration of Conformity
Rehab

Manufacturer:
Hankamp Rehab BV, Buurserstraat 198-200, 7544 RG Enschede; The Netherlands
SRN | NL-MF-000006108

In accordance with the following Regulation:

EU 2017/745 European Medical Device Regulation

And its amending regulation

Hereby declare under sole responsibility that:

Equipment: ReStep Harness

Classification: Class I (In accordance with Annex VIlI, 2017/745)

Intended Purpose: Harness for ReStep fall prevention system

Variations (UDI-DI): ReStep Harness - Small (8 72089 2136480)
ReStep Harness - Medium (8 72089 2136466)
ReStep Harness - Large (8 72089 2136473)

Is in conformity with applicable requirements of the following standards:

Ref. No. Title Edition

NEN-EN-ISO 13485 Medical devices — Quality management systems — 2016
Requirements for regulatory purposes

EN-ISO 20417 Medical devices — Information to be supplied by the 2021
manufacturer

EN ISO 15223-1 Medical Devices — Symbols to be used with medical device 2021
labels,

labelling and information to be supplied -
Part 1 — General Requirements

EN ISO 14971 Medical Devices — Application of risk management to 2019
medical devices

And is in conformity with the following Common Specifications: -

I hereby declare that the equipment named above has been designed to comply with the relevant
sections of the above reference specifications. The unit complies with all applicable Essential

Requirements of the Regulation-
Signed (date): /GD/‘
gned (date) \ b=

\ >
Name: “Frederik Tonis, CEO

Place of Issuance: ~ Hankamp Rehab BV, Enschede, the Netherlands
Document No: DOCReStepHarness2026V3

Conformity assessment procedure: Annex IV of EU 2017/745 considering the amendment by the regulation: EU 2020/561



