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BhovEs Hepublic

Attn. Dipl. ing. Marek Sintél, statutory representative

Cher reference Carfact porsan BRATISLAWA,
LULMME3PI05 Luber Lysak =421 2 5031 3343 26052023
Subisct: Notified Bady Cenfi i &

Toowkam i may concanr

Confirmation of the status of a formal application, writton agreement, and appropnate surveillance In
the frmmework of Regulatlon EU 2023807 amending Regulations (EU) 2017745 and (EU} 2017/746 as
amendud a3 regards the transitional provisions for certaln medical devices and In vitro dizgnostic
medical devices

This atter confirms thet 3EC International a.s. 2 Notied Oocy (NB) designated against Regulator (ELA
2017745 (MOR) and dontifod by the nurbo® 2265 an NANDD, has ressived a formal agplicaton in
accordance with Sactior 4 3, firel subaaragraph of Annca VIl of MDR and hes signod a writken agresment in
actargance with Sect:on 4.3, secord subparagraph of Arnex Vil of MDR with e following manufacturer

Medexim, spol £ 20
HEzaka HH

921 01 Plesfany
Slovek Republc

ERN Mumber (if avalablz) SH-MF-000015788

The devices coverid by the formal applicaton and the wriller agreemant mentoned above are identfied in
the Tabies below. Tabls 1 wenlifes tre cdesczs which an MDR aopleation has boen recewed, written
ag-eemen! concluled and for which the NB s also maponsibde for aporopriale surveillmnce of the
comesponding devices ander the applicable Directive. Tablke 2 identfes the devices for which an M2JR
apolication has been received and & whtlen agreerwnl cencluded, but the NB has not el téxen the
respensibilty for appropdiate survel lance of tha comesponding devices urder the applicable Direatve

In the cass of dewvices coverec by cemificatas issued under Direcuve SC/385EEC (A MOD) or Dirariive
DAGNEEC (MDD that expired after 26 May 2021 and be'are 20 March 2023, without havig been wihdrawn.
thig lemer also confiems trat the manufactursr signad the writlen agreement uncer MOR by the date of
MODAIMDD cerifizate expiry, or provded eviderce that a cempelart suthority of a Member State hac grantac
& daragation o¢ exemption from the soplicable conformity assessmen: procedure ir accordance with Anicle
£8.1) of MDR or Articke §7(1} of the MDR resgachvely by the 20 Mar 2023 for the ie'evan: devices,
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