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EUDAMED
funkénost a pozZiadavky na jednotlivé hospodarske subjekty

Zuzana Batova
Statny Ustav pre kontrolu lie¢iv

SUKLO
N\Y% &
D %@ Regulaény ramec
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
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EUDAMED

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

2017/746
* X % s .
x X » Cieflom EUDAMEDu je:
**** o centralizacia informacii,
o sledovatelnost pomdcok (UDI)
o zvysenie transparentnosti zlepSenim pristupu k informdcidam,
o posilnenie komunikacie a koordinacie medzi stakeholdermi (CA,
vyrobca, dovozca, NB)
o evidovanie incidentov a posilnenie vigilancie
SUKLO
\y&
@%@ Pravny zaklad a povinnosti (1/2)
Vyrobca System/Procedure Pack Notifikovana osoba
Splnomocneny zastupca, Producer,
Dovozca Vkladaju informacie o

sa registruju ako ,Actors”
(SRN)

vkladaju UDI a ostatné
udaje podla prilohy VI

certifikatoch a
Ziadostiach (zamietnutie,
stiahnutie)

Clanok 31 MDR
Clanok 28 IVDR

Clanok 28,29 MDR
Clanok 25,26 IVDR

Clanok 57 MDR
Clanok 52 IVDR

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

Sponzor a Kompetentna
autorita

klinické skusanie/studie
vykonu

Vyrobca
Splnomocneny zastupca,
Kompetentna autorita

vigilanéné hlasenia (MIR,
FSCA) a PSUR

Kompetentna autorita

Informdcie o opatreniach
z trhového dohladu,
inSpekéné spravy,
nesulad vyrobkov

Cldnok 73 MDR

Cldnok 69 IVDR

nok 92 MDR

¢
Clanok 87 IVDR

14
14

Clanok 100 MDR
Clanok 95 IVDR

SUKLO

Vytvoreny
EU login

Potreba mat
dva LAA Gcty
pre zaistenie
pristupu k
udajom HS

<4

EUDAMED landing page

- European |
Commission EUDAMED

Welcome to EUDAMED - European Database on Medical Devices

EUDAMED s the IT system established by Requlation (EU) 2017/745 (2 on medical devices and
Reguiation (EU) 20171746 €% on in vitro diagnosis medical devices,

EUDAMED
the European Union (EU). It ntegrates difierent electronic systems {0 collate and process
nformation about medical devices. EUDAMED aims to enhance overal transparency, including
better access to information for publi andto

between te different Member States i the EU.

EUDAMED is composed of six modules related to: actor registraion, unique device identification
(UDI) and device regisiration, notfied bodies and certficates, cliicalinvestigations and
performance studies, vigiance and post-market surveillance and market surveiliance.
‘Starting from May 28, 2026, the use of the first four modules is mandatory

1. Actor registraton,

2 UDIDevices regisiraton,

3. Notified Bodies and Certficates,

4. Market Survellance.

to EUDAMED

Access to EUDAMIED is restricted to users identifed by their EU Login account,

You already have an EU Login account
Enter with EU Login

No EU Login account? Create your EU Login account

A\ Yalesueyouadorreqsieredin Jeast
‘Adminsiralors (L) In case thers is only one Lk and this LAA deletes the LAA EU
Login, deactivates the LAA accountfor the Actor or quts the actor organisation, he
Actor willlose s access to EUDAMED

User's ights and obligations (2 [PDF 171.41 K]
‘Dedaration on informaion securiy responsibilfies (4 [PDF 221.52 KB]

Q Release note @ 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 fulrelease note
document here: EUDAMED Release Note (42.25.0 and fixes) and the full
documentation on the release is avallable as follows: Welcome 1o the EUDAMED
Information Centre
oTx:

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

o Warning 8 2026-05-04
Tuesday, 5 May 2026, 0700 CET unti 19:00 CET, EUDAMED may not be avaiable
e We apologize for

@ vomino 820251127
The notice decaring the functionalty of the frst four modules has been published in
the OJEU. This publicatin intiates  6-month transiton period. Therefore, starting
from May 28, 2026, it be mandatory to use the irst four modules: Actor,
UDIdevices, NBs & Cetiicates, and Market Survellance

o
(@)

- 2

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

- European |
Commission

Information Centre — EUDAMED

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

News

2EU Theretoe, 2281

Welcome to the EUDAMED information centre

EUDAMED provides 2 iving picture of the lfecycle of available in the €)1t
the diflerent Member States in the El

to collate and process inform:

EUDAMED of

actor regi unique device Jified b a certiicates, d pere

@ Strting from May 25, 2026, the use of four modules is mandatory:
1. Actor registraton
2 UDIDevices registration:
3.Nolffed Bodies and Certicates

4 Market Suveilance

Getting Started — Documentation —

Get started using the EUDAMED platform, leam the basics User guides, technical documentation and release notes

https://webgate.ec.europa.eu/eudamed-help/en/welcome-to-the-eudamed-information-centre.html

VEREJNA CAST/ PUBLIC

European . ‘
English Search

EUDAMED - European Database on Medical Devices

LEUEY Actors v | UDIDevices v | Certificates 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  fiving 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 (€.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, unique device identification (UDI) and device registration, notified bodies and
certificates, clnical investigations and performance studies, vigilance and market surveillance:

Se:

Economic Operators Devices, Systems, Procedure packs Certificates (Issued or Refused)

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

https://ec.europa.eu/tools/eudamed/#/screen/home




13.05.2026

%

@%® Struktdra databazy

EUDAMED

Trhovy dohlad

Vigilancia a sledovanie
po uvedenf na trh

Ci/pi

Certifikaty

Registracia pomdcok

Registracia HS

organizacia/PO/FO, ktora musi byt registrovand v EUDAMEDe a mat doriho pristup, pretoze

Actor/ aktivny uzivatel

ma povinnosti vyplyvajice z MDR/IVDR ohladom vkladania udajov, obsahu

Urcené organy

Splnomocneni
zastupcovia (EU)
Kompletizéri
systémov/suprav (EU a
nonkEU)

Supervising roles/ Economic operators’ Sponzor/
Dohlad Role/ HS Zadavatel

EK Vyrobcovia (EU a non- Zadavatelia klinickych

NCAs EU) skusani/studii vykonu

NBs Dovozcovia (EU)
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Co v EUDAMED najdete

Co v EUDAMED nenajdete

* Vyrobcov, EC REP, Dovozcov

* ZP/IVD sériovo vyrabané a k nim
udaje

* Nazov pomécky
https://ec.europa.eu/tools/eudamed/#/s
creen/search-device/9al1c859e-483c-
4e19-860e-0e6ddc5c7c7e

* Basic UDI, master UDI

ES certifikaty

rizikova trieda

EMDN kéd a

dalSie udaje vymedzené v Casti A oddiele

1 prilohy VI MDR

* ES certifikaty

Informécia o umiestneni ZP/IVD na trhu v SR
a dodanie navodu na poutZitie v statnom jazyku

Evidencia yyrobcov ZP na mieru so sidlom v SR

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

Povinna registracia distributora, kedZe
distribdtori sa neregistruju v EUDAMEDe

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

Hlasenia podla ¢l. 10a (prerusenie alebo

ukoncenie dodavok ZP/lVD) (revizia nariadeni uvazuje o
zriadeni centralneho modulu)

Registracia hospodarskych subjektov



https://ec.europa.eu/tools/eudamed/
https://ec.europa.eu/tools/eudamed/
https://ec.europa.eu/tools/eudamed/
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Vyrobcovia: registruju sa sami; registruju svoje ZP/IVD ZP a vkladaju prisltichajlce 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 Gdaje o tychto vyrobcoch mimo EU a vyrobkoch zadanych
do EUDAMED
Splnomocneni zastupcovia: registruju sa sami; participuju na registracii non EU vyrobcov;
registruju vigilancné hldsenia (ak je to potrebné) a overuju informacie

poskytnutné non-EU vyrobcom

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

l

Slovenské HS st validované a konfirmované v EUDAMEDe SUKLom -> SRN

CD
@%@ Potrebné udaje k registracii

» 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) (Prehlasenie o zodpovednosti za bezpecnost informacii)
» Organisation identification document (Vypis z OR; pri vyrobcoch ¢innost ,vyroba ZP“)
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o Seatny istav pre kontrolu lieév.
SUKLO Bowichanl st
T

Sprévne vyplnenie tidajov pri registracii hospodarskeho subjektu v EUDAMED
Registricia hospodirskeho subjektu v EUDAMED-¢ pozostava z 4 krokov:
1. Actor identification:

* Role
vioite rolu o ktori Ziadate (Manufacturer/vjrobca; Authorised
y 23 ; System & Procedure

Pack Producer/vjrobea systému alebo siiprav pomécok)

©  Actor/Organisation name:

vioste nzov spoloénosti

National trade register number.
vioite ICO

Organisation identification document

Vioste vypis z obchodného registra (pri vyrobeoch &innost ,viroba 2°)

2. Actor address:
Vypliite potrebné tdaje ako ulica, popisné dislo, mesto, PSC

3. Actor contact detail

Vicite kontaktné a funkéné idaje
4. Registering Local Actor Administrator:

> Vyplite pozadované idaje

SUKLO utny isav pre kontrolu et
UKL Sekca dravotrichych pomécok
et 11,625 08 Gracteva
V1313200
> stahnite s & szvom vy
Vyhldsenie
trost informact v sk !
zdrovotnickych pomécok )
SKverzia
hitps://health ec
eblac3saffbe sk
ENverzia
hitps://webgate ec europa eu/eudamed-
00%20july pdf
Welite 2 i
y : ' Podpittes vio

policka “Signed declaration’”.

SUKLO

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

Y

Toto je pi

sprivy SR

sx© Statny dstav pre kontrolu lieciv

onds v pre st

I Domov > Pre odbomikova firmy > devmn{(kewma[kyl

Obsah pripravujeme

Aktivne pracuj p p

Aktuality

) ""“‘“"‘Y .

trpezlivost.

Sprévne vyplnenie tidajov pri registrac
hospodarskeho subjektu v EUDAMED
Pri registracii hospodarskeho subjektu v databaze EUDAMED je
Stétny dstav pre kontrolu lieciv povi 2 potvrdit
vlozené idaije a prilozené dokumenty. Spravne a Gplné...

28.04.2026

Pokyn SUKL k registrécii v EUDAMED-e a

aktualizécii iidajov v nirodnej databaze

V sivislosti s uvedenim databazy EUDAMED do plnej prevadzky
i 7e od 28. maja 20: gistraci

hospodarskych subjektov ako aj pomécok v databaze. ..

Upozornenie na aktualizaciu ,,MP 148 Postup

Oznamenie o posielani Informacie o vybaveni

pre Certifikatu volného predaja“ a

Ziadosti namiesto formuldra

novelizciu tlaiva

SUKLO

https://www.sukl.sk/sk/zdravotnicke-pomocky/aktuality
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SRN — Single Registration Number

skratka role
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.

25 search criteria v

SK| - MF | -1000012346 = wee
(482 records found |

Actor Abbreviated View
v Role Name City name Count "
DisRN ¢ versen name o Y detail
s r j i y 9 é I,S i b TS (Cumeny Manutacurer  Cryomed anutaciure 5., [5K] Nové Zamky Stovakia
Cumeny PR Teleflex Medical, 5.xo. [SK] Piestany Stovakia
1 ,
Skl ! Importer MEDICAL AID, s.1.0. [SK] Bratislava Slovakia
000049812 (Current) P . sro.[SK]
SKM- ! Importer MG - Slovakia s.ro. [SK] Staré Tura Slovakia
000049780 (curreny  "™P -
S K-Al {_ eesace Sk ! Importer Celimed sro. [SK] Celimed [SK] Bratisiava Slovakia
000049409 (Current)
SK-IM- 1
i i
ceeann

SK-MF-.

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 APP00007 1433

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

Role:
Actor / Organisation name: Abtech Safety
Address: Unit 38, Drive B, First Avenue, Deeside Industrial Estate, Flintshire, Deeside, xcl. 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/pl

Certificates
UDI/Devices

ACTORS

Terminoldgia

OLD device

ZP umiestnené na trh podla
smernic alebo pred tym,

ktorych posledna predajna

jednotka (sales unit) bola
uvedena na trh pred

uéinnostou MDR/IVDR

LEGACY device

ZP umiestnené na trh v stulade

so smernicami, ktorych

jednotlivé predajné jednotky
(sales unit) st uvadzané na trh

po Géinnosti MDR/IVDR

REGULATION device

ZP umiestnené na trh v sulade s

poziadavkami MDR/IVDR (po
ucinnosti MDR/IVDR)

SUKLO

10



13.05.2026

Nariadenie Eurépskeho 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 uréité ZP a IVD ZP

Prechodné obdobia

26. méj e
2021 .-

2022 rouzmen)

Preditent prechodné ol
potencidlne vuzivat le
na ktoré sa vztahuje c
notfikev

tefné pombcy na oy 100 alobe kaoré st
nevyZadovali Gtast notifikovaného
orgénu podfa smermice IVDD, ale
podfa nariadenia IVOR dno.

“Podmi oré musia byt spinené, aby bolo mainé vyusit predfent prechodné obdobie. ‘Termin na podpisanie dohody s
‘Podmienky, kt: byt spinené, aby bolo moZné vyutit prediZené prechodné obdobi r - . e i . e - i
kvality podfa IVDR na posidenie zhody podfa IVDR dohladu na notifikovany orgén podia nariadenia
(e (e () ©) ©) @ prace potreby)

Lehota na podanie

Lehota na podpisanie.

) )
Nevykonali sa Ziadne Pomécky nepredstavuji

26. maj Veety pomécky olem tich, na toré sa vetahuie prechocné obdobie, musia byt v silade
x s nariadenim IVDR (napr. nesterilné pomécky triedy A, nové pomécky, pomdcky s viznam

31 Dec  Skontenie prechadného obdobia pre pombcky triedy D a pre
— pombcky, pre ktoré vydala certifikt notifikovana osoba podfa
2027 <merice V0D (naor. poméecy na samtestovarie)

31 DeC  siontenie prechadného obdobia pre pomdcly

2028 triedy C

**Podmienky, ktoré musia byt spinené, aby bolo moZné vyuit predifené prechodné obdobie

O rrrerr— e

9 26. septembra 2025/2026/2027

somnej dohody s
‘Hadost e Pomécky nadale) T
= v podstatné zmeny nepeiatelné Pomécky nadalej : S
podla nariadenia MR X uplatnitelné préwe . — uplatnitelné pravne predpisy EU (smemicu w %
fadenia kvalty podia ‘osobu podia nariadenia "MDD/AMDO) ani Gtelu urtenia bezpetnost VDD) konétrukéného ndvrhu ani (¢elu urtenia
nariadenia MOR

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

bresce e

Certifikat vydany notifikovanou osobou alebo
wyhldsenie o zhode vypracované pred 26.
méjom 2022

Prechodné obdobia pre vSseobecné ZP

Datum

Pravidlo

26. maj 2021

zacCiatok platnosti MDR; vSetky ZP, okrem tych ktoré su
uvedené nizsie, musia byt v stilade s MDR

26. maj 2024

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

26. maj 2026

koniec prechodného obdobia pre implantovatelné ZP na
mieru trieda Il

31. december 2027

koniec prechodného obdobia pre implantovatelné ZP
trieda Ill allb

31. december 2028

koniec prechodného obdobia pre ostatné triedy Ilb, Ila, |
sterilné/s meracou funkciou

podana ziadost na NB
26.5.2024 a podpisana
zmluva s NB do 26.9.2025

11
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Prechodné obdobia pre diagnostické ZP in vitro

Datum

Pravidlo

26. mdj 2022

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

26. méj 2025

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

31. december
2027

koniec prechodného obdobia pre triedu D (pokial islo o IVD
ostatné) a pre IVD s certifikdtom vydanym NB podla IVDD
(priloha Il zoznam A, priloha Il zoznam B, self-testing)

podanad 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)

podana 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)

podana Ziadost 26.5.2027
a podpisana zmluva do
26.9.2027

Gradual roll out and timeline

2025 2026 2027

(222025 ) ((@32025 ] ((Qa2025 |

((a12026 ] [ Q22026 ) [ a32026 ) (042026 |

((a12027 ) (22027 ]

Finalization of MVP
Audit on 3 Modules

28. méj

Non mandatory use

Non mandatory use
MVP Audit Vigilance .
Modules ! v

) 4

Publication of the
notice of
functionality in OJEU

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

Mandatory use of Vigilance modul
N

12
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Informacie o pomocke v EUDAMED

1. Detaily o Vyrobcovi
2.BASIC-UDI-DI

Rizikova trieda
e Nazov pombcky

opakované pouzitie

Home > Devices/SPPs > 89043812010659

Il UDI-DI: 89043812010659

» Implantovatelna/ s meracou funkciou/ aktivna/ na

e Pritomnost tkaniv/buniek ludského p6évodu alebo |M,a,,u,f,d.,,e,d,mi.s

ZivocisSneho poévodu
3. Certifikaty
4.UDI-DI detaily
+  EMDN kéd
e Obchodny nazov pomacky
e Katalégové cislo
e Velkosti, rozmery
5.Klinické L]daje (referencia na CI/PI; krajiny)

6. Distribucia na trhu

Basic UDI-DI details

Certificates

UDI-DI details

Clinical Investigation /
Performance Study references

Market distribution

Manufacturer details (aniza]

Version 1 (Current) | & Last update date: 2021-06-30

Actor IDISRN IN-MF-000008912 (2

Role Manufacturer

Country India

Organisation name INDUS MEDICARE PRIVATE LIMITED [EN]

Address 1-10-60/3, BEGUMPET (SP Road) , 500016, HYDERABAD, NA
Telephone number +91 40 2776 2603

Email indusmedicare.hyd@gmail.com

Identifikatory pomdcok

Legacy device

Regulation device

——

——

EUDAMED-DI

generované EUDAMED-om

UDI-DI

Podla MDR/IVDR vietky pomdcky registrované v EUDAMEDe maju mat zakladné/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.

13
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Databaza SUKL

Kategorizacny zoznam

EUDAMED master UDI-DI

60 SUKL kodov

6 SUKL kodov 9

E Search criteria )

Model/Name: stérilux X Status: On the EU market X New search
9 records found.
i CEEE] T v Seemhn o

0326148100058 (Cur1ren|) 32614810824C e Glass | aboratolres PAULHARTMANNS - E e o
03261481000034 (Cu:rem) 32614810824C Etsér““)(@ Class | garb‘ora'wes PAUL HARTMANN S gg(;xoiozg |
03261481000027 (Cu:rem) 32614810824C E'Sé”‘“"@ Class | ;arb“"a“’”es AR MARNS g(?éxoiozg
0326148000394 (Cu:rem) 32614810824C Etsé”‘”’(@ Class | :arb‘mmes PAUL HARTMANN S 5563”02029
03261480000356 ' Cu:rem) 32614810824C e Glass | aoratolres PAULHARTMANNS - ER e o
0326148000318 (Cu:rem) 32614810824C :tsé”‘“)@ Class | garb‘ma'wes PAUL HARTMANN S g(?(;oMoz'ozg
03261480000271 (Cu:rem) 32614810824C Etsé”‘“’@ Class | garb“"a“’”es AU EAR MARNS g(?(;xoiozg
0326148000233 (Cu:rem) 32614810824C E'Sé”‘“"@ Class | garb‘mmes PAUL HARTMANN S g(?(;xoiom
0326148000096 } Cu:rem) 32614810824C :‘:”‘“"@ Class | ;a:m'wes RAELAR VAR ;gdgoiozg

tems per page: | 50 ~ 1-90f9

Page number: 1 -

Manufacturer details
Basic UDI-DI details
Certificates

UDI-DI details
Market distribution

Container Package(s)
Information

UDI-DI code / Issuing entity
Status

UDI-DI from another entity
(secondary)

Nomenclature code(s)
NamefTrade name(s)
Reference / Catalogue number
Direct marking DI

© aquantity of device

Type of UDI-PI

Additional Product description
Additional information url

Clinical sizes

Labelled as single use

Need for sterilisation before use

0326148100008 | Gs1

On the EU market

M020199: Cotton gauzes - other

Lot or batch

Manufacturing date

Expiry date

Nature care Cotton Gauz]

(Type): Longth, (Precision): Text, (Text]

(Type): Widih, (Precision): Text, (Text):

Yes

No

UDI-DI detalls

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

UDI-DI code / Issuing entity

Status On the EU market

UDI-DI from another entity -
(secondary)

Nomenclature code(s) M020199: Cotton gauzes - other

Name/Trade name(s) Stérilux® ES [FR]

Reference / Catalogue number

Direct marking DI
© aquantity of device 1
Type of UDI-PI Lot or batch

Manufacturing date

Expiry date

Additional Product description Nature care Cotton Gauz

Additional information url -

Clinical sizes (Type): Length, (Precision): Text, (Text)f7,5x 7,5 cm

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

@%® The EUDAMED system - A

structure

Market surveillance

Vigilance

ci/pl

A

UDI/Devices

ACTORS

Vyhladavanie certifikatu v EUDAMED

B Search for certificates and refused certificates

25 Search criteria

Search for:

@ Certificates () Refused certificates

Certificate core data

) _ — Podla Cisla certifikatu,
- NB, SRN

- —) Podla pomécky
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@%® Ako dalej na Slovensku?

» Vyzva na parovanie vyrobcov na SRN

» Vyzva na parovanie
pridelenych SUKL kédov na
- basic UDI
a
- registraciu pomocky v
EUDAMEDe o | Wo—

Aktuality

P 148 Postup

SUKLO

Y &
f EUDAMED povinn\’/ Od 28.5. 2026 Pokyn SUKL k registracii v EUDAMED-e a aktualizicii tidajov v nérodnej

SUKLO 300+ eupameo | 8

databéze

V sivislosti s uvedenim databszy EUDAMED do pine] prevédzky upozoriiujeme, Ze od 28.
méja 2026 je registrécia hospodarskych subjektov ako aj pomocok v databsze EUDAMED

> Registracia subjektov aj pomocok je povinna powrns. ) o i
Po zaregistrovani pomécky v EUDAMEDEe je nésledne na nrodnej Grovni potrebné prepojit

u evidované pombcky s pridelenym SUKL kédom s informaciami o pomacke ktoré sa
nachédzaji v EUDAMEDe.

pomocky je pe

» Povinnost vyplyva z MDR/IVDR

> Tyka sa Regulation device a Legacy device ——

MDR/IVDR.

> Registracia v EUDAMEDe sa tyka:

* Hospodarskych subjektov: vyrobca, EC

REP, dovozca, kompletizéri systémov a Regstricia v EUDAMEDS sa tka:
, o hospodarskych subjektov: wrobcovia, splnomocneni zistupcovia, dovozcovia,
suprav Kompletizéri systémov a stprav. Vysledkom registracie je pridelenie tzv. SRN (Single
Registration Number)

* Pomocok (ZP/ IVD ZP) . ke poml 29) 2 i fkych pomkinito
(IVD ZP) uvédzanych na trh EU. Pri registracii ZP/IVD ZP sa viladaji do EUDAMEDU
okrem inych informacii a ddaje o unikétnom identifiktore pomacky tzv. UDIDI,
konkrétne sa vklada Basic UDI-DI a (Master) UDI-DI.

Registracia sa tyka aj tzv. legacy device s pridelenym EUDAMED DI.

SUKLO
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Prepojenie EUDAMED <> SUKL databéza

Naparovanie:
SUKL kéd = SRN + BASIC UDI-DI/EUDAMED-DI

» Postup pre vyrobcov

» Postup pre distributorov, dovozcoy,
oznamovatelov

Aktualizéciu je potrebné vykonat pre:

» Regulation device do 1. januara 2027
> Legacy device do 30.4.2027

SUKLO sux+ cuoameo

Postup pre vyrobcov:

1. Registracia subjektu v EUDAMED: Zaregistrujte sa v module Economic Operations.
Vysledkom bude pridelenie SRN (Single Registration Number).

2. Registricia pomocok v EUDAMED: Zaregistrujte pomacky v module Devices, Systems,
Procedure packs.

3. Na nérodnej trovni:
- Naparujte pridelené SRN s vyrobcom uvedenym v databaze SUKL
> Napérjte identifikitor pomdcky a referencné cislo modelu k pridelenému SUKL kodu.

Pri regulation devices je identifikétorom Basic UDI-DI, pri legacy devices je identifikitorom
EUDAMED DI

1 pre distribitorov, dovozcov, na SUKL:

1. Pred zaatim parovania si overte, Gi vyrobca uZ pomocku v EUDAMED- zaregistroval. Ak
nie, musite pockat, kjm tak vyrobca urobi. Ak je pomécka v EUDAMED-e zaregistrovan,
motete postupovat poda bodu 2.

2.Na nérodnej Grovni:
- Napérujte pridelené SRN s vyrobcom uvedenym v databaze SUKL
> Naparujte identifikétor pomdcky a referencné Gislo modelu k pridelenému SUKL kodu.

Pri regulation devices storom Basic UDI-DI, pri legacy je
EUDAMED DI

Prelinkovanie iidajov s EUDAMED-u s iidajmi na ndrodnej irovni

Statnemu Ustavu e potrebné nahldsit, ktory identifikétor  EUDAMED-u (konkrétne Basic
UDI-DI, EUDAMED-DI) prislicha ku konkrétnemu slovenskému SUKL kédu.

Na nérodnej rovni je potrebné:
> napérovat pridelené SRN k wrobcovi uvedenom v databéze SUKL

> priradit identifikstor
u pridelenému SUKL kodu.

(leg: k

Tito aktualizaciu je potrebné vykonat pre:

> regulation device v obdobi od 28. maja 2026 do 1. janudra 2027
> legacy device do 3042027

Udaje do EUDAMEDu vklada HS
Postup na parovanie:

1. Stiahnite si do svojho pocitaca stibor s ndzvom
»MigracnaTabulka_pomacky*

2. Néjdite si vyrobcu a ,§UKL kédy;
Ak k jednému SUKL kédu potrebujete priradit viac
Basic UDI-DI/ EUDAMED-DI, skopirujte SUKL kédy
na potrebny pocet riadkov pre kazdy Basic UDI-DI/
EUDAMED-DI.

3. Vlozte SRN + BASIC UDI-DI

4. Vyplneny excel subor premenujte v nasledovnom
forméte: nazov firmy_ datum DDMMYY (napr.
SUKLmed_250226).

5. Poslite na eudamed@sukl.sk

Tabulku je moZné posielat opakovane tak ako budu
pribudat ddaje v EUDAMEDe.

SUKLO 3o+ evpamen  H

Statny Ustav vami zaslané daje overi v EUDAMED-e. Po iispeSnom overent k slovenskému
SUKL kodu doplni prislichajici identifikitor (Basic UDI-DI alebo EUDAMED-DI). Doplnené
informacie budi zverejnené v databaze na webovej stranke SUKL-u a v mesaénych
wstupoch

Upozori 12 SUKL ddaje 22 i jekty so sidlom v Slovenske] republike do
databazy EUDAMED nevklads. Rovnako SUKL nevklada ddaje o Z/IVD 2P do EUDAMEDL.
Viozenie spravnych a dplnjch adajov do databazy EUDAMED je povinnostou hospodarskych
subjektov.

Postup pre pérovanie na narodnej irovni

Do tabulky parujte SUKL kod k Basic UDI-DI/EUDAMED-DI a SRN s vyrobcom iba v pripade, 2k
50 uZ pomdcka a wrobcs zaregistrovany v EUDAMED-e.

1. stiahnite si do svojho pocitaga sibor s nézvom ,MigracnaTabulka_pomacky”.
(nttps://www.sukl.sk/vereine/Zozna

Zdravotnickych_pomocok/)

2.V tabulke si ndjdite
) vjrobeu pomacky ku ktorému cheete priradit SRN,
b) SUKL kody ku ktorym chcete priradit Basic UDI-DI/ EUDAMED-DI,

Akk jednému SUKL kédu potrebujete priradit viac Basic UDI-DI/ EUDAMED-DI, skopirujte
SUKL k6dy na potrebny podet riadkov pre kazdy Basic UDI-DI/ EUDAMED-DI.

3. Do tabulky dopliite SRN vyrobcu, Basic UDI-DI/ EUDAMED-DI  Referenén
tak ako s uvedené v EUDAMEDe

4. Vyplneny excel subor premenujte v nasledovnom formate: nizov firmy_ détum DDMMYY
(napr. SUKLmed_250226). Sprévny nazov je doleity pre identifikiciu.

5. Vyplnend tabulku poslite na adresu eudamed @sukl.sk

Po spracovani a overeni vase tdaje doplnime do databazy na nasom webe, ktord sa bude
aktualizovat na mesacnej baze.

Upozorne
Zmeny v evidencii Z¢/IVD 2P sa oznamujd Standardnym postupom.

V Bratislave, diia 24.03.2026 $0KL, Sekcia zdravotnickych pomocok
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Dakujem za pozornost !

Zuzana Batova

SUKLO
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