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EUDAMED - Eurdopska databaza

zdravotnickych pomocok ’

Vytvorenie eurdpskej databazy zdravotnickych pomdécok (EUDAMED) je jednym z
kf'd€ovych aspektov v ramci novych pravidiel tykajucich sa zdravotnickych pomo&cok
(Nariadenie (EU) 2017/745) a diagnostickych zdravotnickych pomécok in vitro
(Nariadenie (EU) 2017/746).

EUDAMED poskytne zZivy obraz o Zivotnom cykle zdravotnickych pomécok, ktoré sa
spristupfiuju v Eurdpskej Gnii (EU). Bude integrovat rozne elektronické systémy na
zhromazdovanie a spracovanie informacii o zdravotnickych pomaockach a prepojenych
spolo¢nostiach (napr. vyrobcoch). Cielom databazy EUDAMED je zvysit celkovu
transparentnost, a to aj prostrednictvom zlepSenia pristupu k informacidm pre verejnost
a zdravotnickych pracovnikov, a posilnit koordinaciu medzi roznymi ¢lenskymi statmi

v EU.

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



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

EUDAMED

modul registracie hospodarskych

subjektov
modul UDI / registracie pomocok QC

modul notifikovanych osob a
certifikatov

modul klinickych skusani a studii vykonu ®

modul vigilancie a dohladu vyrobcu po
uvedeni na trh

modul trhového dohladu @



Modul registracie hospodarskych
subjektov

umoznuje hospodarskym subjektom predlozit prostrednictvom Ziadosti o registraciu
informacie potrebné na ziskanie jednotného registracného Cisla

SRN = Single Registration Number ACTOR ROLES

What are the different Actor roles in EUDAMED?

EUDAMED - European Dalabase on Medical Devices SURERVISINGIENTITIES ECONOMICIORERATONS
An actor is a natural or legal person (organisation)
with a specific role that has to be registered

in EUDAMED. MANUFACTURER (MF)
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Distributors are not registered in EUDAMED
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Registracia hospodarskych subjektov

SRN

®
WHAT'S AN SRN?

The Single Registration Number (SRN)
uniquely identifies every economic
operator in EUDAMED.

The SRN is issued once the relevant
competent authority has validated the
Actor registration request.

SRN

Single Registration Number

Actor role
abbreviation

|
o I 000000001

Country ISO2 code 9 digits



Hospodarsky subjekt a SRN

Po posudeni a schvaleni ziadosti prislusSnym dradom (CA) vygeneruje
Eudamed hospodarskemu subjektu SRN.

ECONOMIC OPERATORS

Manufacturer, Authorised representative, System & Procedure pack producer
and Importer

Example for Example for &

Organisation A Organisation B o
.
1 ACTOR ROLE
® 1 SRN
The economic opeérator will obtain a unique
SRN for each actor role
_1 ACTOR ROLE
1 S-RN

I the economic operator has multiple roles,

he economic operator will obtain a unique separated registration requests ane required
SRN for each actor role

in order 1o obtain a different and spedcfic

If the economic operator has multiple roles. SRN for each actor role
separated registration requests are required
in order to obtain a different and specific
SRN for each actor role




Modul UDI / registracie pomocok

REGISTRATION PROCESS FOR REGULATION DEVICES

What's the process to register a Regulation device in EUDAMED?

Q@ ©

MANUFACTURER ° - UDI-D1 identif

High risk class devices, covered by a Type
Examination or Technical Documentation Certificate
(for devices referred to in MDR Art 29(3) or in IVDR

Art 26(2)) requires the Notified Body confirmation
of device data before the device can be publicly

available.

i

»

-0 ration » atio
Choose the legislation, Enter Basic UDI-DI Enter Certificate
enter the Issuing entity attributes information. information (if applicable -
with the Basic UDI-DI only for MDR Class il
value and and some and Class lIb and IVDR
special characteristics. Class D, C and B with
Self-testing or Near
patient testing)
(by registering the
relevant product
certificate)
Enter Issuing entity with
the UDI-DI value, the
Add Container Nomenclature code,
package(s) information UDI-DI information and
if applicable. characteritics.
CONFIRMATION o 4 « _— P 1-DI informat Q

(publicly available)

NOTIFY BODY

Notifications are sent to inform actors
to verify or undertake an action.

CONFIRMATION

(publicly available)

L
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Modul notifikovanych osob a certifikatov

CERTIFICATE PAPER VERSION UNIQUE IDENTIFIER

The paper Certificate version is identified by a unique number which is the “NB number + Certificate
number (+ possibly ‘Revision number’)".

NB + Certificate + j Certificate
number number i revision number
Ve \
I.-’ \ EUDAMED CERTIFICATE DATA VERSION IDENTIFICATION
I'\_ / The EUDAMED Certificate data version is identified by the “Certificate paper version unique
U identifier” and the "EUDAMED version number”.

Current Actor in EUDAMED
(Notified Body Identification number from
Nando is automatically identified from )
user acting on behalf of NB. ) NB Certificate Certificate
number + number + revision number

+ The EUDAMED version number is
incremented for any update of a certificate
like for the certificate paper version

EUDAMED identifier However, in case of decision
version number (Withdrawn, Suspended, Re-instated ..)
applied on a certificate, it will mean a new

EUDAMED version although not a new
Certificate paper version.




EUDAMED — Casova os

EUDAMED Time line

The European Commission planning — June 2022

v

the Official Journal of the
European Union (OJEU)

The use of EUDAMED
becomes mandatory as
regards obligations and
requirements related to
Actors, Vigilance, Clinical
Investigation &
Performance Studies and
Market Surveillance
modules

Q4 2023 Q1-Q2 2024 | Q2 2024 Q2 2024 Q4 2024 Q2 2026

End of the Independent | Audit results | EUDAMED has End of 6 months transitional End of 24 months

EUDAMED | Audit presented to | achieved full functionality | period after publication of the | transitional period after

MVP' the Medical following the outcome of | notice in the OJEU. publication of the notice in

development Devices the Audit. the OJEU

for all six Coordination The full EUDAMED system

modules Group Publication of a (all 6 modules) is released. | The use of EUDAMED
(MDCG) Commission notice in becomes mandatory as

regards obligations and
requirements related to
UDI/Device and NB &
Certificate modules

EUDAMED Minimum Viable Product (MVP) means that the system developed implements at least the minimum Medical Devices Regulations requirements
and allows competent authorities and all stakeholders to comply with their legal obligations.
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