
European Union (EU) 2017/745 & (EU) 2017/746 
Medical Devices Regulation
In Vitro Diagnostic Medical Devices Regulation 

MDR (EU) 2017/745 is the new EU legislation and will replace the MDD 93/42/EEC & AIMDD 90/385/EEC.
IVDR (EU) 2017/746 is the new EU legislation and will replace the IVDD 98/79/EC; latest at May 26, 2022.
UDI (Unique Device Identifier) shall appear as new labeling EU identification system on all Medical Devices.
The new Regulation’s definite new Risk Classes and stipulate the use of EU Notified Bodies as mandatory.
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MDR / IVDR … Final Date May 26, 2022

IVDR & MDR Transition Timelines / Amendment December 20, 2021

Non-EU manufacturers shall designate an EU Registered Authorised Representative.
Contact BZT-AR as your partner to be ready for the EU Medical Devices market. 
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