EUDAMED Legal Course G@EUROPEIT

— BUDI Date of
Application (DoA) ~ EUDAMED starts
— MDD registration — VDR registration
deadline deadline
— Publication EU - MDR becomes — IVDR becomes - EUDAMED product — MDD certificate — MDD ,last sell
official journal legally binding legally binding registration deadline  validity deadline of stock“

Data submission
transition period
18 months

05.05.17 26.05.21* 26.05.22 26.11.23 26.05.24 26.05.25

* Note: Due to the Covid19 pandemic the legal

enforcement of the MDR has been postponed
by one year to 2021.
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MDR & IVDR Implementation for Labels & Packaging W Consuiting GmbH

IVDR: Class D IVDR: Class B & C IVDR: Class A

MDR: Class lla & IIb MDR: Class |

MDR: Class Il &
Implantable

26.05.21 26.05.23 26.05.25 26.05.27

Legend

: Labels & Packaging
IVDR
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MDR Implementation for Direct Marking & Reusable Devices P . suiting GmiH

26.05.21 26.05.23 26.05.25 26.05.27

MDR: Class Il & MDR: Class lla & lib MDR: Class |
Implantable

MDR : Direct Marking & Reusable Devices

Legend
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MDR & IVDR Implementation Overview W Consuiting GmbH

IVDR: Class D IVDR: Class B & C IVDR: Class A

MDR: Class IIl & MDR: Class lla & IIb MDR: Class |
Implantable

26.05.21 26.05.23 26.05.25 26.05.27

MDR: Class Il & MDR: Class lla & lib MDR: Class |
Implantable

- : Labels & Packaging m : Direct Marking & Reusable Devices

IVDR

Legend
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EU DAMED T| mel | ne &5W7 Consulting GmbH

Medical Device Regulation (MDR) & In Vitro Diagnostic Medical Device Regulation (IVDR) after the update on 23t April 2020

IVDR: Class D IVDR: Class B & C@ |VDR: Class A
MDR: Clllzgss lla & MDR: Class |
MDR: Class Il & MDR: Class lla & MDR: Class |
Implantable lIb

MDR: Class lll &
Implantable

05.05.17 26.05.21 26.05.22 26.05.23 26.11.23 26.05.24 26.05.25 26.05.27
l l lData submission transitionl l l
period-18 months
— Publication EU — BUDI Date of — EUDAMED starts - EUDAMED - MDD - MDD ,lastsell
official journal Application (DoA) product certificate of stock“
— IVDR registration registration validity
— MDD registration deadline deadline deadline
deadline
— IVDR becomes
— MDR becomes legally binding
legally binding
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