Formular pro registraci osob (pravnickych nebo fyzickych)
Form for Registration Persons (of Juristic or Physical)

Prislugny afad (Ministerstvo zdravotnictvi) / Competent authority (Ministry of Health)
0100 Kod pfislu§ného ufadu / Code of competent authority

CZ/CAO1

0110 Nazev pfisludného Gfadu / Name of competent authority

Ministerstvo zdravotnictvi / Ministry of Health

0120 Kéd statu / Country code 0130 Kéd kraje / Region code
o7 ' €z0112
0140 Obec/ City 0150 PSC / Postal code
Praha 2 128 01
0160 Ulice, ¢islo domu / Street, house number 0165 Cislo postovni schranky / P.O. box
Palackého némésti 4 81
0170 Telefon / Telephone number 0180 Fax/ Fax number
224 972 409, 224 972 754 224 916 002
0190 E-Mail ‘
far@mzer.cz

Ohlaseni registrace (pfed zahajenim &innosti)
Notification (before starting activity)

0200 Datum registrace u pfislusného ufadu 0210 Registraéni &islo / Registration number 2
Date of registration at competent authority "

0220 [[] Prvni registrace / Initial registration
[T1 Hilaseni zmény / Notification of change a
[ Odvolani registrace (napf. pii ukon&eni ¢innosti organizace) / Withdrawal of registration

0230 Diivéjsi registraéni &islo (u zmény nebo odvolani) 7
Previous registration number in notification of change or withdrawal

Ohlasovatel / Reported by
0240 [1 Vyrobce aktivnich prostiedk( / Manufacturer of active devices
[] Zpinomocnény zastupce / Authorized representative
] vyrobce zakazkového aktivniho prostredku / Manufacturer of active custom-made devices
[] Osoba provadéjici sterilizaci aktivnich prostiedkil / Sterilizer of active devices
[] Osoba povéfena uvedenim na trh, véetné distributora / The person who responsible for placing on the market
including distributor
[] Osoba provadajici servis / The person who service provider

Identifikace registrované osoby / Identification of registracion person 4

0250 Ked osoby / Code of person ®

0260 Jméno osoby, piné / Name of person, long

0265 Jméno osoby, zkracené / Name of person, short

0270 Kad statu / Country code ® 0280 Kad kraje / Region code ”
0290 Obec / City 0300 PSC / Postal code
0310 Ulice, &islo domu / Street, house number 0315 Cislo postovni schranky / P.O. box
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mzcr.cz

Kontaktni misto / Contact point

0320 Jméno odpovédné fyzické osoby / 0330 Telefon / Telephone number
Name of responsible physical person

0340 Fax/Fax number 0350 E-Mail

0360 Druh a rozsah vykonavané innosti / Type and extent of activity

0370 Daturn zahajeni &innosti / Date of start of activity

0380 Udaje o opravnéni, na jehoz zakiadé se €innost provadi / Data of concession to activity

identifikace osoby podavajici hlageni / Identification of reporting person ¥

0400 Kpq osoby podavajici hlaSeni / Code of reporting person 8

0410 Jméno osoby, pIiné / Name of person, long

0420 Kéd statu / Country code © 0430 Kod kraje / Region code 7
0440 Obec / City 0445 PSC / Postal code
0450 Ulice, Cislo domu / Street, house number 0455 Cislo postovni schranky / P.O. box

Vyplnil: / Filled in by:

0460 Jméno odpovédné fyzické osoby / 0470 Telefon / Telephone number
Name of responsible physical person

0480 Fax/Fax number 0490 E-Mail

Cestné prohladuji, ze uvedené informace jsou spravné a pravdivé.
| affirm that the information given above is correct to the best of my knowledge.

ODOE o s o R AR S RS DAtum: = . sooumssmrm s S e
City Date

JINENOPHIMENT simvssmmimrmm s aem i R v TS AR Podpis arazitkd  ossescesssimmmmmesisinss s
Name, surname Signature and stamp

Poznamky a jina sdéleni: / Notes and other information:
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Procesni poznamky / Processing notes
Vypini pfislusny Gfad / To be filled in only by competent authority
0900 Datum dorugeni piisluSnému Gfadu / Date of delivery to competent authority *

0910 Jméno odpovédné fyzické osoby / 0920 Telefon / Telephone number
Name of responsible physical person

0930 Datum predani Ustavu zdravotnickych informaci a statistiky / Data of delivery to Institute of Health Information
and Statistics "

Pokyny k vyplInéni formulafe podle § 16.

Za kazdou &innost uvedenou v polozce 0240 musi osoby podavajici hlageni vypinit samostatny formular.
Notes on completing the form according to § 16.

For each activity stated in item 0240 the notifying of persons must fill in a separate form.

1
2)

2)

3)

3)

Rok, mésic, den / Year, month, day

Bude vydano pfislusnym Ufadem. Sklada se z dvoumistného kédu zemé podle ISO 3166, lomitka, kédu ufadu, lomitka a
vnitiniho registracniho ¢&isla (nnn..) uréeného Gfadem: napi.. CZ/CAO1/nnn...

To be assigned by the competent authority. Composed of the two-letter country code of ISO 3166 followed by a slash, the code
of the competent authority, a slash and an internal registration number, e.g.: CZ/CA01/nnn...

Pii kazdém hlaseni zmény je nutno zaskrtnout znacku ,Hlaseni zmény*. Mimo zménu polozek 0250 a 0260 (jméno osoby) Ize
aktualizovat vSechny ostatni. Pokud vznikne potieba aktualizace polozek 0250 a 0260 je nutno vyplnit novou registraci
ohlagovatele a plvodni registraci ukonéit. Uvadéji se pouze zménéné polozky a u polozek, které se vypoustdji bez nahrady se
uvede text ,vypustit‘. Pfi hlaseni zmény a odvolani registrace musi byt uvedeno ,Dfivéjsi registracéni &islo".

"Notification of change" must be marked for all types of reported changes. Besides change of item 0250 and 0260 (name of
person) all other items may be updated. If items 0250 or 0260 should be updated it is necessary to fill in new registration form of
announcer and terminate old registration. Only the changed items are filled in; in items which should be deleted fill in the text
“vypustit”. In case change or withdrawal the "Previous registration number" must be given.

“)vypliiuje osoba, ktera ma povinnost podle zakona &. 123/2000 Sb., v platném znéni a v souladu s § 16.

4)
5)
5)

6)
6)

Is to be filled in by person with obligation according to Act No. 123/2000 Coll. as amended and according to § 16.

Sklada se z dvoumistného kodu statu (:) a adaje identifikujici vyrobce nebo zplnomocnéného zastupce.

This code is always composed of the two-letter country code of ISO 3166 and the identity of manufacturer or authorized
representative.

Pouzivejte kody statil podle ISO 3166, napf.: Ceska republika: CZ.

Please use the country codes for the different acc. to ISO 3166, e.g.: for Czech Republic: CZ.

AT ... Rakousko / Austria IE ... Irsko /ireland

BE ... Belgie / Belgium IS ... Island / Iceland

CH ... Svycarsko / Switzerland IT ... ltalie / Haly

cZ Ceska republika / Czech Republic LI ... Lichtenstejnsko / Liechtenstein
DE ... Némecko / Germany LU ... Lucembursko / Luxembourg
DK ... Dansko / Denmark NL ... Nizozemi / Netherlands

ES ... Spanélsko / Spain NO ... Norsko / Norway

FI ... Finsko / Finland PT ... Portugaisko / Portugal

FR ... Francie / France SE ... Svédsko / Sweden

GB ... Velka Britanie / United Kingdom SK ...Slovensko / Slovakia

GR ... Recko / Greece

7
7
8)
8)

9)
10

10

Pouzivejte kody krajl podle Opatfeni CSU ze dne 27.4.1999, &astka 33/1999 Sb., v platném znéni (pouze pro éeské vyrobce).

Please use the region codes prescribed by CSO Disposition from 27.4.1999, part 33/1998 Coll., as amended (for Czech
manufacturers only).
Tento oddil se vypinuje jen v pfipadé, Ze registrovana osoba neni totozna s ohlaSovatelem, ktery registraci hiasi.
This part is filled in only if registered of person is diffrent from reporting subject.
Poutzijte zviastni list, jestlize je to zapotrebi. / Use additional sheet if necessary.
)V priloze pouzijte dalsi listy podle potieby k soupisu véech Vami distribuovanych aktivnich prostiedki véetné téch, u kterych
provéadite servis, s vyjimkou aktivnich prostfedk( uréenych pro klinické zkousky.
Use additional sheet of annex if necessary for the list of all active devices supplied or serviced, except for active devices
intended for clinical investigation.
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Seznam aktivnich prostfedku, s vyjimkou aktivnich prostfedk( uréenych pro klinické
zkousky, uvadénych na trh v Ceské republice

Vyplni kazdy ohlasovatel pfi registraci a nasledné aktualizuje 1x ro¢né (pokud doslo ke zméné)

List of active devices except for active devices intended for clinical investigation placed on

market in the Czech Republic
To be filled in by person at the time of registration and updated every year (if changes occurred)

0990 Kady skupiny aktivnich prostiedki podle UMDNS nebo GMDN (zapis po fadcich). Pfi aktualizaci se uvadéji pouze kédy nové
ohlagovanych aktivnjg:)h prostiedkl. Pokud chce ohladovatel néktery aktivni prostiedek zrusit, uvede pfed kédem aktivniho

prostiedku znak ,x".
Code of active devices by UMDNS or GMDN (write in lines). in updating only codes new notiﬂcatiqg of active devices are filled

in. The announcer, if some AD is withdrawn, the code of that AD should be preceded by symbol 'x'.
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