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Spravne vyplnenie udajov pri registracii hospodarskeho subjektu v EUDAMED

Registracia hospodarskeho subjektu v EUDAMED-e pozostdva z 4 krokov:
1. Actor identification:

* Role:
vloZte rolu o ktoru Ziadate (Manufacturer/vyrobca; Authorised
Representative/splnomocneny zdstupca; Importer/dovozca; System & Procedure
Pack Producer/vyrobca systému alebo stuprav pomécok)

e Country:
vloZte Slovakia

e Actor/Organisation name:

vloZte ndzov spolocnosti

e VAT number:
vlozte IC DPH

e National trade register number:
viozte ICO

e Organisation identification document:

vloZte vypis z obchodného registra (pri vyrobcoch ¢innost ,,vyroba ZP*)

STEP 1 Actor identification RS

Role: Vlozte rolu o ktord Ziadate (vyrobca/manufacturer; dovozea/importer; splnomocneny zdstupca/EC REP...)
Country: Slovakia

Actor [ Organisation name: Vloite nazov speloénosti

Abbreviated name:

VAT information: Yes

VAT number: Vlozte DIC

EORLnumber

National trade register number: Viozte IO

Organisation identification document: Vlozte vypis z obchodného registra

Last confirmation date:

2. Actor address:

Vypliite potrebné tdaje ako ulica, popisné &islo, mesto, PSC
3. Actor contact details:

Vlozte kontaktné a funkéné udaje

4. Registering Local Actor Administrator:

» Vyplnite poZzadované udaje
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» Stiahnite si na odkaze nizsie dokument s nazvom “Declaration on Information Security
Responsibilities in the Context of the European Medical Device Database/ Viyhldsenie
o zodpovednosti za bezpecnost informdcii v suvislosti s Eurépskou databdzou
zdravotnickych pomécok )’

SK verzia
https://health.ec.europa.eu/document/download/6940d07d-ce39-42b2-a9bb-
eblac352ffbe sk

EN verzia
https://webgate.ec.europa.eu/eudamed-
static/documents/assets/responsibilities/WEB-2020-00306-01-06-EN-TRA-

00%20july.pdf

Vyplnte Vyhlasenie s tym, Ze v dokumente oznacite rolu o ktoru Ziadate a ktora musi
korespondovat s rolou o ktoru Ziadate v kroku 1. Podpiste a vloZte dokument do
polic¢ka “Signed declaration”.
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