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Device: Device
Basic UDI-DI: Basic UDI-DI
Manufacturer: Manufacturer name
Manufacturer SRN: Manufacturer SRN
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	Reference
	Name
	Concerning sections
	Rationale

	Directive 93/42/EEC (as last amended)
	COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 (as amended) concerning medical devices
	 All sections
Only partially
	

	MDR
	Regulation (EU) 2017/745 of the European Parliament and the Council
	All sections
Only partially
Section(s) applied: …
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This section should contain all standards recognized in every country where the product is intended to be launched.
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	ISO 14971:2019
	Medical devices — Application of risk management to medical devices
	All sections Only partially
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