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< EU MDR 2017/745, Article 61, Part A and Annex XIV (MDR & R EEd BRI ZESK)

*MDCG 2020-5 Clinical evaluation — equivalence

*MDCG 2020-6 Clinical evidence needed for medical devices previously CE marked
*+MDCG 2020-7 PMCF plan template

*MDCG 2020-13 Clinical evaluation assessment report template

<+ EU IVDR 2017/746, Article 56, Part A and Annex XIII (IVDR IBEFEAL AV EESK)

+MDCG 2020-1 Guidance on clinical evaluation (MDR)/ performance evaluation (IVDR) of
medical device software
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