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Agency — request for access to the Registry of medical devices (RZPRO) and allocation of
power of attorney

What is an agency?

An agency is a person / entity authorized by the person handling medical devices (“notifier”) to file notification
of a person, application for notification of a medical device or application for clinical investigation authorisation
in RZPRO.

1)Select “Request for access to the registry as RZPRO Agency” on the website

WWW.rzpro.cz

ACCESS FOR NOTIFIERS AND PROFESSIONALS

RZPRO aims to provide the competent authorities with rapid access to information (registered in the Czech Republic) about products, authorized representatives, importers, distributors, persons engaged in servicing medical devices, sponsors of clinical
tnials and Notified Bodies for medical devices, ceriificates issued by Notified Bodies, on incidents and corrective measures and to data on clinical trials, in order fo increase the safety and effective sharing of relevant information between concemed
government authorities in the field of medical devices in the Czech Republic.

Persons who notified the Ministry of Health g to the before 1. 4. 2015, are considered as registered in accordance with § 26 of the new law on medical devices. If you have complied with this requirement,
please wait until you receive the access information o your user account in the unified management of users EREG; access information will be sent on 30. 04. 2015 to data boxes and on 15. 5. 2015 by registered mail addressed 10 your
own hands.

Access to RZPRO for experts and notifiers (the "Login" in the upper left comer)
In case that you, as a handler of medical devices did not notify your activity to Ministry of Health under the legislation effective before 1. 4. 2015 or you carry out a new activity, ie. after 1. 4. 2015 continue to request access to RZPRO

!Reuuests for access to the registry as RZPRO Agency !

Requests for access to the reqistry as RZPRO Notifier

2) Fill in the form

Fill in the application according to the instructions.

Zadost o pristup do systému registru zdravotnickych prostiedki RZPRO / Application form for access to RZPRO

Pokyny | Instructions
Pokyny pro subjekty z CR Instructions for foreign companies

FormuléF Fdosti pro ziskani protnine pfistupu agentury do registru zdrsvatnickjch prostiedki RZPRO. Zadosti do JTPLISU wyfizuje Ustay Tha spplication form for obtsining initisl sccess to JTPLISU. The applications for abtaining scoess to JTPLISU are mansged by UZIS. Should you hsve any question o
088

zdravoinicejch informac] a siatistiky CR (dile jen .UZIS"), nikoliv smm stay pro kontrolu |€5i (ddie fen SUKL"). Dotazy tjksjiei se piistupu do complication. please contact UZIS at helpdesk registry@uzis. cz or by phone st +420 222 268
JTRIISU sméfujte im emailu helpdesk regi y na UIZIS, tel. +420 222 260 999
Tato 3adost mus/ byt ; dvnénou k takovému dkonu podie zékona & 50072004 Sb.. sprévni féd, we znéni pozddjiich predpisi (déle This applicstion must bzs»gnzd by & person suthorized to act pursuant fo Act no. 500/2004 Coll., Administrative Procedure Code, a5 amended (hersinafier the

jen .sprévni Fad). “Administretive Code”
In case of & legal person, & person who is uthorized to Sctin the proceedings before the court pursuant to Section 21 of Act no. 88/1863 Coll.. Civil Procedurs Code. 85

ded. may sign the application according to Section 30 of the Administrative Procedure Code. Anyens who sets on behalf of a legal person. must prove suthorization for
such acts. For natural or legal person the spplicstion may be submitted aiso by agent, but enly under the conditions. of the Administrative Code.

'V pfipadé prévnické osoby mi § 30 spréyniho Fédu ten, kdo je k tomu oprévnén v fizeni pfed soudem podie § 21 zékona &
53/1063 Sb., obiansij soudni féd, ve Znéni pozdéiioh predpist. KaZdy, ko éinf dkony 2a prévnickou osobu, musi prokézst své oprévnéni. Za

fyzickou & prévnickou osobu miZe byt 24dost podns rovnas zmocnéneem, avBak pouze phi spinéni padminek spravnihe fédu

Upozoméni Notice:
Do systému s mohou pfinisZovat pouze osaby oprévnEnd ve smysiu zékons & 268/2014 Sb.. o zdravatnickych prostiedeich 2 0 zméné zékons £ Only person suthorized within tha mesning of Act no. 26872014 Call., on Medica! Devices and amending Act no. 6342004 Col.. on Administrative Fees, as amended can log
6342004 Sb., 0 spravnich poplateich, ve znén! pozdéjich predpisd in the system.
si wyhrazuje it pHistup osobém nespifiujicim podminku die pfedshozi vty. The System Operator reserves the right to deny scoess o persons who do not fulfl conditions specified in the previous sentence
Obchodn firma / Company
(® Firma registrovand v &R i Czech company
(OZshraniéni fimna | Foreign company
1E0 7 Company ID
Ovefit / Validate
Kontakini osaba / Cantsct person
Titul pfed / Title before name Jmén  Name: Peijmen | Surname Titul za / Tifle sfier name
i/ Date of birtn Mobiini telefon [ Phone number E-mail 1 E-mail
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3) Send the filled in application

Ochranny prvek / Security

P Madist novy obrdzek / Reload image
7 Opiste prosim &islice v obrézku / Please enter numbers from image

Odeslat / Send

{Po odeslani se 2adost autornaticky dostane do systému a bude déle zpracovavana / Request will be automaticaly aquired by systern and will be further processed)

4) Once the request is processed, you will be sent login data (to the email address you have
provided)

Uzvatelske jmeéno| sukla

Provedte aktivaci nétu kliknutim na tento link:

hitp://eregpublic ksrzis.cz/'cms/web/Strankv/ UserActivation.aspx?
Code=9%ntk45r7uhns&p3nmss

Po provedeni aktivace se miiZete piihldsit.

5) Click on the link that has been sent to your email address

Provedte aktivaci uétu Kliknutim na tento link: /
http:/erespublic ksrzis.cz/cms/web/Strankv/ UserActivation.asp
Code=%ntk45r7uhns8pinmss

Po provedeni aktivace se muzete prihlasit.

Link pro aktivaci je platny 30 dni. Poté miZete ii¢et aktivovat kontaktovanim pracovnilal
HelpDesk na e-mailu: helpdesk registrvi@ksrzis.cz.
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6) Fill in all the fields of the form and press the button “Aktivovat”

Aktivace uzivatelského uctu

Aktive .

7) Your account has been activated

Ve " Uvodni stranka JTP | Vyhledat... ol
Aktivace uzivatelského Uctu

V&3 téet byl uspéiné aktivovén. Déle miizete pokradovat na stranku pro prihlaseni {odkaz v homni liété] nebo na stranky vefejného webu

8) To log in, click on “Log in” in the left upper corner on the website http://eregpublic.ksrzis.cz

Piihlasit se / Log in

270 Uvodni stranka
UZIS Prihlasovaci stranka
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9) Enter the login name you have received by email and password. You will be sent login code by
text message or email. Enter the login code and press the button “Odeslat” (Send).

Prihlaseni do registru rezortu zdravotnictvi L Domi @ Nepovada

| Prihlaseni

([ Jednorazovy kad byl zasian pomaci SMS. )

Jednorazovy kéd: | }Po\e Jednorazovy kod j& povinné.

[ Odeslat H Zpét na odeslani jednorazového kodu

10) Access to RZPRO

In the right upper corner, you shall see the name of the selected contact person. Click on the “RZPRO” icon in
the main menu.

P& 0 nezpracovangch tion INE 0 novich zprav AGENTURASUKL #¢ || 88 26 5 201516:05

-—

Schovat

Interni posta - neprectene zpravy Seznam ukold

Datum Registr,

cgnoo

11) After clicking the icon RZPRO

You shall see “the name of your company / Agency” in the right upper corner of the screen and the only option
is Home (Domu)

I I

f B 0 nezpracovanjch dloh ' BB 0 novjch zprav AGENTURA SUKL £ I HverESS sro | Agentura [ — B8 28 5 2015 16:08

RKRD RZPRO (Narodni regist- zdravoinickych prostsedkd), RZPRO, verze: 14.4.7

w —

Domi

Zaviit launchbar

That is right — you have to be granted the power of attorney by the “Notifier”, to be able to work in RZPRO.
Once the power of attorney is granted, you shall see the name of the company that has authorized you. The
agency may be authorized by numerous companies and it is possible to switch roles.

Notice: it is possible to grant power of attorney only to one agency via the RZRPO. The system does not
permit technically to authorize more agencies at a time.

12) Allocation of power of attorney

The user with role JSU/ Zadatel may grant power of attorney to the agency electronically via RZPRO. After login
press the “JSU” icon, following the “Power of attorney” icon. Select the company and confirm. The power of
attorney may be withdrawn and allocated to a different agency.
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In case of technical difficulties contact: helpdesk.registry@uzis.cz

Medical Devices Branch

1. 8.2019
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