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Whereas:

HEGULATIONN [EU]) 2025807 OF THE EUVRUOFEAN PARLIAMENT ANIF O
THE COUNCIL
al 15 March 2023 amiending Hegulation
regnrds the irnmsitionanl provisions for certnin medicnl devices amnd in vitro
diagnoatic medical devices
THE EUROPEAN PARLIAMENT ANMD THE COUNCIL OF THE EUROPEAN

& (ELT 2007745 aml (EL) 2007746 as

Having regard to the Treaty on the Functioning of the Europan Unron, and in particalar
Article | 14 and Article 168(4), point (c). thereof,

Having regard 10 the prapasal from the European Compmssio,

After transmission of the draft legislative act 1o the national porlinments,

Adier consulting the Evropean Economic and Social Committee.

Afier consuliing the Comminiee of the Regions,

Acting in accordance wath the ardinary lemislatrve procedure,

surveillance,

{1} Regulations (ELU) 200177451 and [(EL) 201 777462 of the European Parlinment and of
the Conmnil establish a new regulatory framewark o ensure the simaath Penctionmang of
the imternal market as repards medical devices and in vitro diagnostic medical devices,
laking oz @ base o high level of prodcction of health for patiends and users. Al the same
time, Kegulatsons {EL) 2007745 and (EU) 2017/746 sct high sinndards of quality and
=alery for medical deviees and m vitre diagnostie medical deviees in order o mect
commeen safety concerns as regards such devices. Furthermore, both Regulations
significantly reinfores key clements of the previous regulatory Fromeewasr k in ol
Directives MVAESNEECT and D342EECY and Dircctive WTWED of the Eurspeams
Parliumient and of the CouncilS, such as the supervision of notihied bodhes, conformany
assessment  procedures, clinical evidence requirements, vigilance and market
whilst imtroducing  provisions ensuring  transparency  and  iraceahility
regarding medical deviees and in viro disgnestic moedical devices
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