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e Medical Device Directive 93/42/EEC
e Active Implantable Medical Devices Directive 90/385/EEC
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A derogation from the applicable conformity assessment procedure in accordance with Article

59(1) of this Regulation or has required the manufacturer, in accordance with Article 97(1) of this

Regulation, to carry out the applicable conformity assessment procedure.
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e In Vitro Diagnostic Medical Device Directive 98/79 EC
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https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32023R0607
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