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EUDAMED

funkcénost a poziadavky na jednotlivé hospodarske subjekty

Zuzana Batova
Statny Ustav pre kontrolu lieéiv
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Regulation (EU) 2017/745 on medical devices Regulation (EU) 2017/746 on in vitro diagnostic
(MDR) medical devices (IVDR)
applicable since 26 May 2021, applicable since 26 May 2022
plus extra transitional period for ,legacy devices’ plus extra transitional period for ,legacy devices’

EUDAMED Implementing Act » Mode of access (restricted, public)
Commission Implementing » Registration in EUDAMED
Regulation (EU) 2021/2078 » Technical and administrative support

Regulation (EU) 2024/1860 » Enable the gradual roll of the functional EUDAMED modules
» Amendment of transition periods for mandatory use of the EUDAMED
modules; mandatory use of a module 6 months after publication of the

notice in the Official Journal of EU (OJEU) SUKLO




EUDAMED

> Informaény systém zriadeny Nariadenim (EU) 2017/745 a

2017/746

» Cielom EUDAMEDu je:

O

O
O
O

O

centralizacia informacii,
sledovatelnost pomocok (UDI)

zvysenie transparentnosti zlepsenim pristupu k informaciam,
posilnenie komunikacie a koordinacie medzi stakeholdermi (CA,

vyrobca, dovozca, NB)
evidovanie incidentov a posilnenie vigilancie

SUKLO
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Vyrobca System/Procedure Pack Notifikovana osoba
Splnomocneny zastupca, Producer,
Dovozca Vkladaju informacie o
vkladaju UDI a ostatné certifikatoch a
sa registruju ako , Actors” udaje podla prilohy VI ziadostiach (zamietnutie,
(SRN) stiahnutie)
Cldnok 31 MDR Clanok 28,29 MDR Cldnok 57 MDR
Cldnok 28 IVDR Cladnok 25,26 IVDR Cldnok 52 IVDR

SUKLO
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@%® Pravny zadklad a povinnosti (2/2)

Sponzor a Kompetentna
autorita

klinické skusanie/studie
vykonu

Vyrobca
Splnomocneny zastupca,
Kompetentna autorita

vigilancné hlasenia (MIR,
FSCA) a PSUR

Clanok 73 MDR
Clanok 69 IVDR

Kompetentna autorita

Informacie o opatreniach
z trhového dohladu,
inSpekcné spravy,
nesulad vyrobkov

Clanok 92 MDR
Clanok 87 IVDR

Clanok 100 MDR
Clanok 95 IVDR

SUKLO



Vytvoreny
EU login

Potreba mat
dva LAA ucty
pre zaistenie
pristupu k
udajom HS

EUDAMED

ﬂ European |
Commission EUDAMED

landing page

Euwrcpean Commisgion » EUDAMED

Welcome to EUDAMED - European Database on Medical Devices

EUDAMED is the IT system established by Requlation (EL) 2017/745 [ on medical devices and
Regulation (EU} 2017746 [ on in vitro diagnosis medical devices.

EUDAMED provides a living picture of the lifecycle of medical devices that are made available in
the European Union (EU). It integrates different electronic systems to coliate and process
information about medical devices. EUDAMED aims to enhance overall transparency, including
better access to information for public and healthcare professionals, and to enhance coordination
between the different Member States in the EU.

EUDAMED is composed of six modules related to: actor registration, unigue device identification
(UDI1) and device registration, nofified bodies and certificates, clinical investigations and
performance studies, vigilance and post-market surveillance and market surveillance.

Starting from May 28, 2026, the use of the first four modules is mandatory:
1. Actor registration,
2. UDI/Devices registration,
3. Motified Bodies and Cerlificates,
4. Market Surveillance.

_ [ Sign in to EUDAMED |

Access to EUDAMED is restricted to users identified by their EU Login account.

You already have an EU Login account
Enter with EU Login

Mo EU Login account? Create your EU | ogin account

A IMake sure gourActnr registered in EUDAMED has at least 2 active Local Actor
Administrators ;LF'.AJ. In case there is only one LAA and this LAA deletes the LAAEU

Login, deactivates the LAA account for the Actor or quits the actor organisation, the
Actor will lose its access to EUDAMED

lhocuments l

User's rights and obligations [} [PDF 171.41 KB]

Declaration on information security responsibilities 5 [PDF 221.52 KEB]

@ Release note B 2026-04-15

Release note v 2.25.3

The new version of EUDAMED v 2.25.3 has been deployed.

The Information Centre — EUDAMED (Production) provides the full release note
document here: EUDAMED Release Mote (v2.25.0 and fixes) and the full

documentation on the release is available as follows: Welcome to the EUDAMED
Infermation Centre.

DTX:

There are no changes related to X350. The XSD schemas for this release have the
following version: 3.0.28

o Warning 8§ 2026-05-04

Tuesday, 5 May 2026, 07:00 CET until 19:00 CET, EUDAMED may not be available
due to maintenance reasons. We apologize for the inconvenience.

o Warning & 2025-11-27

The notice declaring the functionality of the first four modules has been published in
the QJEU. This publication inifiates a 6-month transition period. Therefore, starting
from May 28, 2026, it will be mandatory to use the first four modules: Actor,
UDl/devices, NBs & Certificates, and Market Surveillance

Eleed help?:l
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EUDAMED information center (4

Find the answer you are [ooking for in the information centre

https://webgate.ec.europa.eu/eudamed/landing-page#/



Informacné centrum EUDAMED

H Eurnpe‘ah |
Commission

Information Centre — EUDAMED

Getting started Documentation. Actor Search by module Data exchange Frequently Asked Questions Onboarding material Sitemap

EC Health and Food Safety | Infermation Centre — EUDAMED /| Welcome to the EUDAMED information centre

MNews

The notice declaring the functionality of the first four modules has been published in the OJEW. This publication initiates a 8-month transition peried. Therefore, starting from May 28, 2025, i..

Welcome to the EUDAMED information centre

EUDAMED provides a living picture of the lifecycle of medical devices that are made available in the European Union (EU). It integrates different electronic systems 1o collate and process inform:
fthe different Member States in the EU

EUDAMED is composed of six modules related to: actor registration, unique device identification (UDI) and device regisiration, nofified bodies and cerdificates, clinical investigations and performa

0 Starting from May 28, 2026, the use of four modules is mandatory:

1. Actor regisiration;

ol

UDI/Devices registration:
3. Notified Bodies and Cerlificates;

4. Market Surveillance

Documentation —

Getting Started —

Get started using the EUDAMED platform, learn the basics

User guides, technical documentation and releaze notes

https://webgate.ec.europa.eu/eudamed-help/en/welcome-to-the-eudamed-information-centre.html
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EUDAMED - European Database on Medical Devices

Actors v | UDIDevices w | Cerificates v | News

Home >

EUDAMED database

The creation of a European database on medical devices (EUDAMED) is one of the key aspects of the new rules on medical devices (Regulation (EU)
2017/745) and in vitro diagnostic medical devices (Regulation (EU) 2017/746).

EUDAMED will provide a living picture of the lifecycle of medical devices that are made available in the European Union (EU). It will integrate different
electronic systems to collate and process information about medical devices and related companies (e.g. manufacturers). In doing so, EUDAMED aims to
enhance overall transparency, including through better access to information for the public and healthcare professionals, and to enhance coordination between
the different Member States in the EU.

EUDAMED will be composed of six modules related to: actor registration, unigue device identification (UDI) and device registration, notified bodies and

certificates, clinical investigations and performance studies, vigilance and market surveillance.

Seg
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Economic Operators Devices, Systems, Procedure packs

Certificates (Issued or Refused)

Search for certificates and refused cerificates.

Search for economic operators (manufacturers, Search for UDI-DI and device data including
system/procedure pack producers, authorised SS(C)P.
representatives, importers).

https://ec.europa.eu/tools/eudamed/#/screen/home
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EUDAMED . . : :
Vigilancia a sledovanie
po uvedeni na trh

CI/PI

Registracia HS



Actor/ aktivny uzivatel’

organizacia/PO/FO, ktora musi byt registrovand v EUDAMEDe a mat donho pristup, pretoze
ma povinnosti vyplyvajuce z MDR/IVDR ohladom vkladania udajov, obsahu

Supervising roles/
Dohlad

Economic operators’
Role/ HS

EK

NCAs

NBs

Urcené organy

Sponzor/
Zadavatel

Vyrobcovia (EU a non-
EU)

Dovozcovia (EU)
Splnomocneni
zastupcovia (EU)
Kompletizéri
systémov/suprav (EU a
nonEU)

Zadavatelia klinickych
skusani/stadii vykonu




Co v EUDAMED najdete

Co v EUDAMED nenajdete

* Vlyrobcov, EC REP, Dovozcov

e ZP/IVD sériovo vyrabané a k nim
udaje

* Nazov pomocky
https://ec.europa.eu/tools/eudamed/#/s

creen/search-device/9al1c859e-483c-
4e19-860e-0e6ddc5c7c7e

* Basic UDI, master UDI

e ES certifikaty

* rizikova trieda

e EMDN kéd a

e dalSie udaje vymedzené v Casti A oddiele
1 prilohy VI MDR

* ES certifikaty

Informacia o ZP/IVD v SK jazyku a ndvod na
pouzitie v stathom jazyku

Evidencia vyrobcov ZP na mieru so sidlom v SR

Evidencia vyrobcu IVD v  zdravotnickych
zariadeniach v SR podla ¢l. 5 (5) IVDR

Povinna registracia distributora, kedze
distributori sa neregistruju v EUDAMEDe

Hlasenia podla ¢l. 16 MDR (preklady,
prebalovanie, preznacovanie)

Hlasenia podla ¢l. 10a (preruSenie alebo
ukoncenie dodavok ZP/'VD) (revizia nariadeni uvaZuje o

zriadeni centralneho modulu)



https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e
https://ec.europa.eu/tools/eudamed/#/screen/search-device/9a1c859e-483c-4e19-860e-0e6ddc5c7c7e

Registracia hospodarskych subjektov



Vyrobcovia: registruju sa sami; registruju svoje ZP/IVD ZP a vkladaju prislichajice spravy z PMS a
vigilancie

Dovozcovia: registruju sa sami, priradia sa k vyrobcom mimo EU, pre ktorych uvadzaju ZP/IVD ZP
na trh; mozu kontrolovat Udaje o tychto vyrobcoch mimo EU a vyrobkoch zadanych
do EUDAMED

Splnomocneni zastupcovia: registruju sa sami; participuju na registracii non EU vyrobcov;
registruju vigilancné hlasenia (ak je to potrebné) a overuju informacie

poskytnutné non-EU vyrobcom

System/procedure pack producer: registruju sa sami a registruju svoje systémy/supravy

|

Slovenské HS su validované a konfirmované v EUDAMEDe SUKLom = SRN
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» Actor role

» Organisation name

» Organisation identifiers

» Organisation address

» Authorised representative (for non-EU MF)

» Responsible CA (depending on address)

» Public contact details

» Contact details for CAs (non-public)

» PRRC (only for MF and AR)

» Signed agreement annex (non-public) (Prehldsenie o zodpovednosti za bezpecnost informacii)
» Organisation identification document (Vypis z OR; pri vyrobcoch cinnost ,vyroba ZP“)



= . . - . Etdtny tistav pre kontrolu lieéiv

SU KLO Stdtny tistav pre kontrolu liediv SUKLO Sehci:md pi .
Selcia adravotnidkych pomocok Kvetna 11, 825 08 Bratislava
Kwetna 11, 525 08 Bratislava

V1 3132026
V1_31.3 2026
i L . L i . = Stiahnite si na odkaze niZEie dokument s nazvom “Decloration on Information Security
Spravne vyplnenie udajov pri registracii hospodarskeho subjektu v EUDAMED Responsibilities in the Context of the European Medical Device Database/ Vwhldsenie
Registracia hospodarskeho subjektu v EUDAMED-e pozostava z 4 krokow: o zodpav.::dmsh za b:;-zpecnosf informdcif v stivislosti s Eurdpskou databdzou
zdrovotnickych pomdcok )"
1. Actor identification:
5K verzia

+ Role:
vioZte rolu o ktoru ZFiodate (Manufacturer/vyrobea; Authorised
Representative,/splnomocneny zdstupca; Importer/dovozea; System & Procedure

https://health.ec.europa.eu/document/download /62940d07d-ce32-42b2-a0bb-
eblac352fhe sk

Pack Producer/virobea systému alebo suprav pomdcok) EM verzia
s Country- https:/fwebgate ec.europa.eu/eudamed-
vioite Slovakia static/documents/assets/responsibilities/WEB-2020-00306-01-06-EN-TRA-
s Actor/Organisation name: 00%20july. pdf
vioZte ndzov spolocnosti Wyplite Whldsenie s tym, Ze v dokumente oznadite rolu o ktord Zadate a ktord musi
¢ VAT number: koreZpondovat s rolou o ktord Ziadate v kroku 1. Podpiste a viofte dokument do
vioite IC DPH policka “Signed declaration”.
+ National trade register number:
viozte ICO

¢ (Organisation identification document:
vioZte vypis z obchodného registra (pri virobecoch éinnost vyroba ZP<)

Pt “ilcdta rale = bond adaio fwreboaimemdaciurer; dovoaxafimperier; spiromacrany castepea/IC REP.)
Ciwd BTy T

Ay | g A T Waotta nazoy spakatrarn

Aldaigeialed narks

AT infornatios: Fan

AT murmber: Wiakie DiE

E0R s

Wit | 1 s S1EE ERTbET Vizdts 13

L e ilication o Vizétz wyph © chekodegsn ragisbe

L e onfieredion diwe

2, Actor address:

Vyplfite potrebné tdaje ako ulica, popisné &islo, masto, PSC
3. Actor contact details:

VloZte kontaktné a funkdné Odaje

4, Registering Local Actor Administrator:

* Vyplite pofadované ddaje S U K L O

https://www.sukl.sk/sk/zdravotnicke-pomocky/aktuality



Toto je pilotnd verzia nového webu. Predchadzajicu verziv ndjdete na povodny.suklsk

Oficidlna strénka verejnej spravy SR

sk Statny ustav pre kontrolu lieciv ‘ Zadajte hladany vyraz Q, vyhladat

Onds Pre vergjnost, pacientov a médid | Pre odbornikov a firmy Aktuality Kontakty

_

| Domov » Preodbornikov afirmy » Zdravotnicke pomécky

Aktuality

Obsah pripravujeme

Aktivne pracujerne na doplneni obsahu pre tito stranku. Dakujeme za trpezlivost.

Aktuality

Spravne vyplnenie udajov pri registracii Pokyn SUKL k registracii v EUDAMED-e a
hospodarskeho subjektu v EUDAMED aktualizacii udajov v narodnej databaze

Pri registracii hospodarskeho subjektu v databaze EUDAMED je V stvislosti s uvedenim databdzy EUDAMED do plnej prevadzky
Statny Ustav pre kontrolu lieciv povinny validovat a potvrdit upozorfiujeme, 7e od 28. maja 2026 je registracia

vloZené Udaje a priloZené dokumenty. Spravne a Gplné... hospodarskych subjektov ako aj pomécok v databaze...
28.04. 2026 15.04.2026 — Aktualita

Upozornenie na aktualizaciu ,,MP 148 Postup Oznamenie o posielani Informacie o vybaveni
pre vystavenie Certifikatu volného predaja“ a Ziadosti namiesto potvrdeného formulara

novelizaciu tlaciva Ziadosti o certifikat

https://www.sukl.sk/sk/zdravotnicke-pomocky/aktuality

SUKLO



SRN —Single Registration Number

S k ra t ka ro I e Home > Economic Operators

B Economic Operators

The search for economic operators allows you to search and retrieve all records that contain the search terms you enter. At least one search criterion is
mandatory.

O .
== Search criteria v

SK| - |MF | -1000012346 Ged oo

182 records found.

Actor Abbreviated View
Version Role Name City name Count .
IDISRN * name ty v detail
k V4 k raj i y 9 é I,S I i C 000001473 [CUFI’EI’]t:I Manufacturer Cryamed Manufacture s.r.o. [SK] Nove Zamk}r Slovakia @
od n ofir] w . -
Importer Teleflex Medical, s.r.o. [SK Piestan Slovakia
000049887 (Current) P ' [k y ©
SKANM- ! Importer CHONS s.r.o. [SK] CHONS [SK] KosSice Slovakia @
000049879 (Current) P T
SKAN- ! Importer MEDICAL AiD, 5.r.o. [SK] Bratislava Slovakia @
000049812 (Current) P P
SKIM- ! Importer MG - Slovakia s.r.0. [SK] Stara Tura Slovakia @
000049780 (Current) P T
S K_AI {_ cessss SKIM- ! Importer Celimed s.ro. [SK] Celimed [SK] Bratislava Slovakia @
000049409 (Current) P T
SK-IM- 1
Importer EuDent, Ltd. [SK Trencin Slovakia
S K_ I I\/I — 000049003 (Current) P ' (5K ©
o000 00

SK-MEF-......
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CURRENT ACTOR: | Competent Authority, SK-CA-012, [Statny ustav pre kontrolu liegiv / State Institute for Drug Control ( Slovak CA) [Slovakia] ¥ Notifications

Actor registration management

Congratulations. You have successfully assessed the actor registration.
The application ID is APP0O00071433

The assessment status is Registered and the Actor ID/ISRN UK-MF-000050018 phas been assigned to the actor

Actor / Organisation name: Abtech Safety
Address: Unit 38, Drive B, First Avenue, Deeside Industrial Estate, Flintshire, Deeside jUnited Kingdom jexcl. Northern Ireland)

What do you want to do now?

View pending requests °
View the assessed request

SUKLO
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structure

Market surveillance

Vigilance

CI/PI

UDI/Devices

ACTORS



Terminolégia

OLD device

/P umiestnené na trh podla
smernic alebo pred tym,
ktorych posledna predajna

jednotka (sales unit) bola

uvedena na trh pred
uc¢innostou MDR/IVDR

LEGACY device

/P umiestnené na trh v sulade

so smernicami, ktorych

jednotlivé predajné jednotky

(sales unit) su uvadzané na trh

po ucinnosti MDR/IVDR

REGULATION device

ZP umiestnené na trh v sulade s
poziadavkami MDR/IVDR (po
ucinnosti MDR/IVDR)

SUKLO



Prechodné obdobia

Nariadenie Europskeho parlamentu a Rady (EU) 2023/607 a 2024/1860, ktorym sa menia nariadenia
(EU) 2017/745 a (EU) 2017/746, pokial ide o prechodné ustanovenia pre urcité ZP a IVD ZP

_ MDR
Datumy uplatfnovania

26. méj Vaetky pormdcky okremn tych, na ktoré sa vzfahuje predizené prechodné obdobie, musia

PrediZené prechodné obdobie moZno
potencialne vyuZit len v pripade
pomdcok, na ktoré sa vzfahuje
certifikdt vydany notifikovanou oscbou
alebo vyhldsenie o zhode vydané
vyrobcom pred 26. madjom 2021.

byf v sulade s nariadenim MDR (napr. pomibcky triedy |, nové pomdcky, pomocky s vy-
202 1 Znamnou zmenou).
A~ 26. méj Skonéenie prechodného obdobia pre pévodné zariadenia, ktoré nesplfiaji
—} 2024 podmienky upfatfiovania novych prechodnych obdobi (pozri podmienky v

cervenych raméekoch d'alej v texte).

26' méj Skonéenie platnosti vynimky pre implantovatelng pombcky na

2026 mieutiedyin

31. december Skonienie prechodného obdobia pre im-
plantovatelné pomdcky triedy il a IIb (ak sa
2027 neuplatiuje vynimka, napr. Sijad material)

Koniec prechodného obdobia pre
pomdcky triedy B a sterilné porméacky
triedy A Zariaderia vyZadujice si
zahmutie notifikovaného organu po
prvykrat v rémci MDR

31. december

2028

*Podmienky, ktoré musia byt splnené, aby bolo moZné vyuZit prediZené prechodné obdobie.

(e (e ()
Ziadosti

@ 9

2 Lehota na podpisanie
Lehota na podanie

s pisomnej dohody Pomdcky nadalej . )

< notifikovanou osobou 2 7 Nevykonali sa Ziadne Pomicky nepredstavujl
p:d,":f""’;m'““"m' . a prevod vhodného mzw"'“pm""' podstatné zmeny neprijatelné
& Saaciuiio SystAing ddlamn;amﬁw eI e mﬁmmm nzim:mzdmﬁ;alebo
riadenia kvality podla osobu po m;""“’"" MDD/AIMDD) SRR s

nariadenia MDR o s )

~ Nariadenia IVDR
Datumy uplatnovania

@ ©

Predifené prechodné obdobie sa mike
potencidlne wulival len pre pamdcky,
na ktoré sa vzlahuje certifikat
notifikovaného orgdnu wydany

podlia smernice IVDD aleba ktoréd si
nevyladavali dfast notifikovandho
organu podia smemice IVDD, ale
podlia naradenia IVOR dmno.

IE mé Wietky pombcky okrem tych, na ktoré sa vzfahuje prechodné obdobie, musia byt v silade
. & nariadenim IVDR (napr. nesterilngé pomdcky triedy A, nove pomdcky, pormbcky s vyznam-

2022 rou Zrmenou).

31 Dec

Shondenie prechodneho obdobia pre pombcky triedy D a pre

pormdcky, pre ktoré vydala certifikat notifikovand esoba podla
smemice VDD (napr. pormdcky na samotestovanie)

3 1 DEt Skoncenie prechodneho obdobia pre pomocky

2027

©

2023 triedy C

21 Dec Skonienie prechodneho obdobia pre

b@ 2029 pomdcky triedy B a sterilné pomcky

triedy A

**Podmienky, ktoré musia byt splnené, aby bolo mo#né vyu¥it predifené prechodné obdobie

\-""f 26. maja 2025 0 26. maja 2025|2026|2027 o 26. septembra 2025|2026(2027

Termin na podpisanie peomnej dohody s
Termin na zavedenie systému riadenia Termin na podanie Ziadosti notifikevanym organom a prenos prislugného
kvality podla IVDR na posudenie zhody podla IVDR dohladu na notifikovary organ podfa nariadenia
IVDR (v pripade potreby)
9 9 9
anﬁdqrna::l'alejspﬁajﬁprradtim Heriinrall = Farine reri=taind e iCertifikat wdany notifikovanou osobou alebo
mlah:tetnép—&wﬁgs?rqmlsmmm orEtrukEndho ndwhe ani (el urfenia wﬂésmmnmw;;:umémdzﬁ.

https://health.ec.europa.eu/document/download/0f868301-8580-48e8-afal-79aae839188e_sk?filename=thirdcountries_factsheet_sk.pdf



Prechodné obdobia pre vseobecné ZP

Datum Pravidlo

zacCiatok platnosti MDR; vsetky ZP, okrem tych ktoreé su

26. maj 2021 vy . o
6. maj 20 uvedeneée nizsie, musia byt v sulade s MDR

koniec prechodného obdobia pre legacy device ktoré
26. maj 2024 nesplnaju podmienky na aplikovanie prechodného

obdobia

koniec prechodného obdobia pre implantovatelné ZP na

26.m3j 2026 mieru trieda Il

podand Ziadost na NB
26.5.2024 a podpisana
zmluva s NB do 26.9.2025

koniec prechodného obdobia pre implantovatelné ZP

31. december 2027 crieda 11l a I1b

koniec prechodného obdobia pre ostatné triedy llb, lla, |

31. december 2028 o .
sterilné/s meracou funkciou




Prechodné obdobia pre diagnhostické ZP in vitro

Datum

Pravidlo

26. maj 2022

zacCiatok platnosti IVDR; vsetky IVD, okrem tych ktoré su
uvedené nizsie, musia byt v sulade s IVDR

26. maj 2025

koniec prechodného obdobia pre legacy device ktoré nespifiaju
podmienky na aplikovanie prechodného obdobia

31. december
2027

koniec prechodného obdobia pre triedu D (pokial iSlo o IVD
ostatné) a pre IVD s certifikatom vydanym NB podla [VDD
(priloha Il zoznam A, priloha Il zoznam B, self-testing)

podand ziadost na NB
26.5.2025 a podpisana
zmluva s NB do 26.9.2025

31. december
2028

koniec prechodného obdobia pre triedu C (pokial islo o IVD
ostatné)

podand ziadost 26.5.2026
a podpisana zmluva do
26.9.2026

31. december
2029

koniec prechodného obdobia pre triedu B a A sterilné (pokial
iSlo o IVD ostatné)

podand zZiadost 26.5.2027
a podpisana zmluva do
26.9.2027




2025 PAOPAS 2027

Gradual roll out and timeline

Q2 2025

Q3 2025

Q4 2025

Finalization of MVP
Audit on 3 Modules

Q1 2026

Q22026 | | a32026 | | Qa 2026 [ Q1 2027 ] Q2 2027

Non mandatory use

MVP Audit Vigilance
Modules

\ 4

Publication of the
notice of
functionality in OJEU

28. maj

Mandatory use of Actors, UDI/Devices, NBs &Certificates

Non mandatory use Mandatory use of Vigilance modul



Informacie o pomocke v EUDAMED

1. Detaily o Vyrobcovi
2. BASIC UDI-DI

Rizikova trieda
 Nazov pomobcky
* Implantovatelnd/ s meracou funkciou/ aktivna/ na | «Gebacktothelist

opakované pouzitie

Home > Devices/SPPs > 89043812010659

il UDI-DI: 89043812010659

’ , , L 0w ; A Manufacturer details
* Pritomnost tkaniv/buniek ludského pévodu alebo | Manufacturer details
Vc 0 2 Version 1 (Current) | @& Last update date: 2021-06-30
Zivocisneho pOVOdU Basic UDI-DI details
o o ’ Actor ID/SRN IN-MF-000008912 (4
3.Certifikaty Certicates -
. UDLDI detail Role Manufacturer
-DI details
4.UDI-DI detaily _
, Clinical Investigation / Country India
¢ E M D N kOd Performance Study references o
, , a Organisation name INDUS MEDICARE PRIVATE LIMITED [EN]
* Obchodny nazov pomaocky Market distribution
s ;7 v7s Address 1-10-60/3, BEGUMPET (SP Road), 500016, HYDERABAD, NA
e Kataldgoveé Cislo
° Ve |Ik05ti, rozmery Telephone number +91 40 2776 2603
Email indusmedicare.hyd@gmail.com

5.Klinické udaje (referencia na CI/PI; krajiny)
6.Distribucia na trhu



ldentifikatory pomocok

EUDAMED-DI

generované EUDAMED-om

Legacy device E—)

Regulation device — n——) 0 _D

Podla MDR/IVDR vsetky pomocky registrované v EUDAMEDe maju mat zdkladné/basic UDI-DI.
Legacy device vSak podla smernic nemusia mat pridelené basic UDI-DI a na ich registraciu v EUDAMEDe sa preto zaviedol
EUDAMED-DI.



Databaza SUKL

Kategorizacny zoznam

EUDAMED master UDI-DI

60 SUKL kodov

6 SUKL kodov

9

—— .
=0 Search criteria

Model/Name: stérilux X Status: On the EU market X

9 records found.

(Master) UDI-DI / o
EUDAMED ID
03261481000058 1 32614810824C
(Current)
1
03261481000034 32614810824C
(Current)

1
(Current)

Version

03261481000027 32614810824C

1

03261480000394 (Current)

32614810824C

1

03261480000356 (Current)

32614810824C

1

03261480000318 (Current)

32614810824C

1

03261480000271 (Current)

32614810824C

1

03261480000233 (Current)

32614810824C

1

03261480000196
(Current)

32614810824C

Iltems per page: | 50 =~

New search

Basic UDI-DI/
EUDAMED DI

Trade
name

Stérnlux®
ES

Sténlux®
ES

Sténlux®
ES

Stérilux®
ES

Stérilux®
ES

Sténlux®
ES

Sténlux®
ES

Sternlux®
ES

Stérnlux®
ES

1-90f9

Risk class

Class |

Class |

Class |

Class |

Class |

Class |

Class |

Class |

Class |

Manufacturer/Producer (and Autho

rised Representative) name

Laboratoires PAUL HARTMANN S.
arl

Laboratoires PAUL HARTMANN 5.
arl

Laboratoires PAUL HARTMANN 5.
arl

Laboratoires PAUL HARTMANN S.
arl

Laboratoires PAUL HARTMANN S.
arl

Laboratoires PAUL HARTMANN S.
arl

Laboratoires PAUL HARTMANN S.
arl

Laboratoires PAUL HARTMANN S.
arl

Laboratoires PAUL HARTMANN S.
arl

Page number: 1

Actor ID/SRN
FR-MF-
000004029

FR-MF-
000004029

FR-MF-
000004029

FR-MF-
000004029

FR-MF-
000004029

FR-MF-
000004029

FR-MF-
000004029

FR-MF-
000004029

FR-MF-
000004029

View
detail

@

Q|[(O|[©||©|[©||©]||O[©




UDI-DI detalls

Version 1 (Current) | @ Last update date: 2024-05-28

Manufacturer details UDI-DI code / Issuing entity 03261481000058 | GS1 UDI-DI code / Issuing entity 03261481000034 § GS1

Basic UDI-DI details Status On the EU market
_ Status On the EU market
Certificates UDI-DI from another entity -
) (secondary) .
UDI-DI details UDI-DI from another entity -
Nomenclature code(s) M020199: Cotton gauzes - other {secundary}
Market distribution
Container Package(s) Name/Trade name(s) E‘dérilux@ ES [FR] ] Nomenclature code(s) M020199: Cotton gauzes - other
Information
Reference [ Catalogue number 205027
) ) Name/Trade name(s) Stenlux® ES [FR]
Direct marking DI No
© auantity of device 1 Reference / Catalogue number 205028
Type of UDI-PI Lot or batch
--------------------------------------------------------------------------------------------------------------- Direct marking DI No
Manufacturing date
Expiry date o Quantity of device 1
Additional Product description Nature care Cotton Gauzg 17 threads, 8 ply. [EN] Type of UDI-PI Lot or batch

Additional information url =

Clinical sizes (Type): Length, (Precision): Text, (Textk 7.5 x 7,5 cm

(Type): Width, (Precision): Text, (Text):}7.5x 7.5 cm

Labelled as single use ves Additional Product description Nature care Cotton Gauzd 17 threads, 8 ply. [EN]

Need for sterilisation before use No

Expiry date

Additional information url -

Clinical sizes (Type): Length, (Precision): Text, (Text)} 7.5 x 7,5 cm

(Type): Width, (Precision): Text, (Text):



My
e

@%@ The EUDAMED system - A

structure

Market surveillance

Vigilance

CI/PI

Certificates
UDI/Devices

ACTORS



Vyhladavanie certifikatu v EUDAMED

W Search for certificates and refused certificates

- .l o
== Search criteria

Search for:

(@ Certificates () Refused certificates

Certificate core data

Notified Body Certificate type Certificate number

All All

I \V AV 4 ° ° V 4
Economic operator Actor — PO d I a C I S I a Ce rt I fl kat u )
Certificate status IDISRN Economic operator name

All NB’ SRN

Starting certificate validity
date 0 Special device properties

Between o and o All =

¥yyy-mm-dd ¥yyy-mm-dd

Device data in the certificate

Device identification Enter the device identification valueftext

All

—) Podl'a pomécky

Risk class

All




Dakujem za pozornost !

Zuzana Batova

SUKLO
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