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What do
Sustainability

and

Material Compliance
have to deal with each other?



Global Regulations regarding Sustainability & Material Compliance
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What Regulations Apply to Electrical Medical Devices?
Example: Maxium Smart C — HF Generator by KLS Martin

Regulation Source Mandatory
MDR Classifikation & Docu MDR (EU 2017/745), Anhang Il/lll  Mandatory in EU
Risk Management ISO 14971 Mandatory in EU
UDI / EUDAMED MDR, Art. 2729 Mandatory in EU
Base Safety IEC 60601-1 Mandatory in global
EMV IEC 60601-1-2 Mandatory in global
HF-special IEC 60601-2-2 Mandatory in global
Usability IEC 60601-1-6 / IEC 62366-1 Mandatory in EU
Software IEC 62304 Mandatory in EU
Labeling & Symbols ISO 15223-1/ISO 20417 Mandatory in EU
Chemicals-Compliance REACH / RoHS Mandatory in EU
SCIP-Notice REACH, AbfallRRL Mandatory in EU
Elektical Devides EoL WEEE / ElektroG Mandatory in EU
Battery BattG Mandatory in EU
30+ reg U Iato ry Package VerpackG / PPWR Mandatory in EU
- Quality Management ISO 13485 Mandatory in global
I’eq u [ re m e ntS fOr a Audits MDR Mandatory in EU
. USA Submission FDA 510(k) Mandatory in US
com plex electrical CB-Report IECEE CB-Scheme Mandatory in global
China / Brasil / Canada NMPA, ANVISA, Health Canada Mandatory in CA/BR/CN

medical device
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Sustainability- & Compliance-Data from Purchase to Production
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Copyright NTT DATA Business Solutions AG — All Rights Reserved

No part of this publication may be reproduced or transmitted in any form or for any purpose without the express permission of NTT DATA Business Solutions
AG. The information contained herein may be changed without prior notice

Some software products marketed by NTT DATA Business Solutions AG and its distributors contain proprietary software components of other software vendors. All
product and service names mentioned, and associated logos displayed are the trademarks of their respective companies. Data contained in this document serves
informational purposes only. National product specifications may vary

The information in this document is proprietary to NTT DATA Business Solutions AG. This document is a preliminary version and not subject to your license
agreement or any other agreement with NTT DATA Business Solutions AG. This document contains only intended strategies, developments, and product functionalities
and is not intended to be binding upon NTT DATA Business Solutions AG to any particular course of business, product strategy, and/or development. NTT DATA
Business Solutions AG assumes no responsibility for errors or omissions in this document. NTT DATA Business Solutions AG does not warrant the accuracy or
completeness of the information, text, graphics, links, or other items contained within this material. This document is provided without a warranty of any kind, either
express or implied, including but not limited to the implied warranties of merchantability, fithess for a particular purpose, or non-infringement

NTT DATA Business Solutions AG shall have no liability for damages of any kind including without limitation direct, special, indirect, or consequential damages that may
result from the use of these materials. This limitation shall not apply in cases of intent or gross negligence

The statutory liability for personal injury and defective products is not affected. NTT DATA Business Solutions AG has no control over the information that you may

access through the use of hot links contained in these materials and does not endorse your use of third-party web pages nor provide any warranty whatsoever relating to
third-party web pages.
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