Formula¥ pro oznimeni osob (privnickych nebo fyzickych)
Form for Registration Persons (of Juristic and Physical)

Piislusny dFad (Ministerstvo zdravotnictvi) / Competent authority (Ministry of Health)

0100 Kod prislusného tfadu / Code of competent authority
CZ/CA0!
0110 Nazev pfislusného ufadu / Name of competent authority
Ministerstvo zdravotnictvi / Ministry of Health
0120 Kod statu / Country code 0130 Kod kraje / Region code
CZ CZ0112
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 ndmésti 4 81
0170  Telefon / Telephone number 0180 - Fax / Fax number
+ 420224 972 409, 224 972 754 + 420224 916 002
0190 E-Mail
Jar@mzcr.cz
Identifikace oznameni (pied zahajenim &innosti)
Identification of the registration (before starting activity)
0200 Datum oznameni u pfislu$ného tfadu 0210 Cislo ozndmeni / Registration number 2
Date of registration at competent authority
0220 [] Prvni oznimeni / First registration
[] HlaSeni zmény / Notification of change * - popisté v pfiloze / write in Annex
[] Odvolani oznameni (napf. pfi ukonceni Cinnosti organizace) / Withdrawal of registration
0230 DFivé&jsi &islo ozndmeni (u zmény nebo odvolani) ~
Previous registration number in notification of change or withdrawal
OhlaSovatel / Reported by
0240 [] Vyrobce in vitro diagnostik / Manufacturer of in vitro diagnostic medical devices
(] Zplnomocnény zéstupce / Authorized representative
[] Osoba odpovédné za uvedeni na trh, vietng distributora / Person responsible for placing on the
market
[ ] Osoba provadgjici servis / The person who service provider
4Identiﬁkace ohla3ujici osoby (pravnickeé nebo fyzickeé) / Identification of juristic or physical person
0250

Kéd osoby (prévnické nebo fyzické) / Code of juristic or physical person *




0260

Jméno osoby (pravnické nebo fyzické), plné / Name of person (juristic or physical), long

0265 Jméno osoby (pravnické nebo fyzickeé), zkracené / Name of person (juristic or physical), short
0270 Kod statu / Country code © 0280 Kod kraje / Region code 7

0290 Obec/City 0300 PSC / Postal code

0310 Ulice, ¢islo domu / Street, house number 0315 Cislo postovni schranky / P.O. box
6320 Nazev kontaktniho mista / Name contact point 0330 Telefon / Telephone number

0340 © Fax / Fax number 0350 E-Mail

0?{60 Druh a rozsah vykonéavané &innosti / Type and extent of activity

0370

Datum zahéjeni ¢innosti / Date of start of activity

0380

Udaje o opravnéni, na jehoZ zakladg se &innost provadi / Data of concession to activity

0400

Identifikace osoby (pravnické nebo fyzické) podavajici hlaSeni / Identification of reporting person
(juristic or physical) 8
K6d osoby (pravnické nebo fyzické) podavajici hlageni / Code of reporting person (juristic or physical)”

0450

0410 Jméno osoby (pravnické nebo fyzické), plné / Name of person (juristic or physical), long
0420 Kod statu / Country code ® 0430 Kod kraje / Region code ”
0440 Obec / City 0445 PSC/ Postal code

Ulice, ¢islo domu / Street, house number 0455 Cislo postovni schranky / P.O. box

0460

Vyplnil: / Filled in by:
Nazev kontaktniho mista / Name - contact point 0470 Telefon / Telephone number

0480

Fax / Fax number 0490 E-Mail




ProhlaSuji, Ze uvedené informace jsou podle mého védomi a svédomi spravné.
[ affirm that the information given above is correct to the best of my knowledge.

ObeC Datim = e e
City Date

Jméno, ptijmeni zodpové€dné osoby ... e Podpis arazitke .
Responsible person, name and surname Signature and stamp

Poznamky a jina sdéleni: / Notes and other information:

Procesni poznimky / Processing notes
Vypini ptisluny tfad / To be filled in only by competent authority

0900 Datum dorudeni pfistuinému ufadu / Date of delivery to competent authority

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

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

Pokyny k vypInéni formulafe pro ozndmeni in vitro diagnostik podle § 13.
Notes on completing the Form for the registration In Vitro Diagnostic Medical Devices according to § 13.



Za kaZdou &innost uvedenou v poloZce 0240 musi osoby podavajici hlaSeni vyplnit samostatny formulaf.
For each activity stated in item 0240 the notifying of persons must fill in a separate form.

D
2)

2)

3

3)

4)
4

5)
5
6)
6)

Rok, mésic, den / Year, month, day

Pfid&lené pfislu§nym ufadem. SloZené z dvoumistného kédu statu podle ISO 3166, lomitka, kddu dfadu,
lomitka a vnitiniho registraénfho ¢isla (nnn..) uréeného Gfadem: napt.: CZ/CAG1/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/CAO01/nnn...

Pti kaZdém hlafeni zmény je nutno zadkrtnout znatku ,,Hla8en{ zm&ny*“. Mimo zmé&nu poloZek 0250 a 0260
(iméno osoby) lze aktualizovat viechny ostatni poloZky. Pokud vznikne potfeba aktualizace polozek 0250
a 0260, je nutno vyplnit nové oznameni a plivodni oznameni ukon&it. Uvadéji se pouze zmé&né&né polozky
aupolozek, které se vypouit&ji bez nahrady, se uvede text ,vypustit“. Pii hlaSeni zmény a odvoléni
oznameni musi byt uvedeno ,,DFiv&jsi &islo ozndmeni®.

"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 organization 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.

Vyplituje kazda fyzicka nebo pravnicka osoba, kterd ma oznamovaci povinnost podle tohoto nafizeni.

Is to be filled in by every juristic or physical subject with obligation to notify according to hereof
Government Order.

Sklada se z dvoumistného kédu statu (ISO 3166).

This code is always composed of the two-letter country code of ISO 3166.

Pouzivejte kédy stath podle ISO 3166: napk.: Ceska republika CZ.

Please use the country codes according 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 .. Italie / Italy

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

F1 .. Finsko / Finland PT ... Portugalsko / Portugal

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

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

GR ... Recko/ Greece

7
7
8)

8)
9)
10)
10)

Pro subjekty CR pouzivejte kody kraji.

Please use the region codes.

Tento oddil se vypliluje jen v ptipadé, Ze ohld§end pravnickd nebo fyzicka osoba neni totozna s tim, kdo
oznameni hlasi.

This part is filled in only if registered organization is diffrent from reporting subject.

Pouzijte zvia§tni list, jestliZe je to zapotfebi. / Use additional sheet if necessary.

V ptiloze pouZijte dalsi list, jestliZe je to potFebné pro V4§ seznam vSech in vitro dagnostik.

Use additional sheet of Annex if necessary for the list of all In Vitro Diagnostic Medical Devices.



Seznam in vitro diagnostik uvadénych na trh v CR
Vyplni kaZdy ohlaSovatel pfi oznamovani a nasledné aktualizuje 1x ro¢né€ (pokud do$lo ke

zméng)

List of In Vitro Diagnostic Medical Devices on the market in the CR )
To be filled meg every organization at the time of registration and updated every year (if
changes occurr Y

0990

Koédy skupiny in vitro diagnostik podle UMDNS / GMDN (zéapis po fadcich). Pfi aktualizaci
se uvadéji pouze kédy nové ohlafovanych in vitro diagnostik. Pokud chce ohlaSovatel nékteré
in vitro diagnostikum zrusit uvede pfed kédem znak ,,x*“. 10)

Code of In Vitro Diagnostic Medical Devices by UMDNS / GMDN (write in lines). In
updating only codes new notification of In Vitro Diagnostic Medical Devices are filled in. If

some In Vitro Diagnostic Medical Device is withdrawn by organisation, the code of that In

Vitro Diagnostic Medical Device should be preceded by symbol 'x'.!¥




