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1. Regulation (EU) 2017/745 of the European Parliament and of the Council of
5April 2017 on medical devices, amending Directive 2001/83/EC,
Regulation (EC) No 178/2002  and  Regulation (EC) No 1223/2009  and
repealing Council Directives 90/385/EEC and 93/42/EEC (Text with EEA
relevance) Text with EEA relevance (2020;
http://data.europa.eu/eli/reg/2017/745/2020-04-24/eng).

2. Directorate-General for Health and Food Safety, “Guidance on exemptions
from the requirements to perform clinical investigations pursuant to Article
61(4)-(6) MDR” (MDCG 2023-7, 2023), (available at
https://health.ec.europa.eu/latest-updates/mdcg-2023-7-guidance-exemptions-re
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