FormulaF pro oznameni in vitro diagnostik
Form for the registration of devices In Vitro Diagnostic Medical Devices

Prislusny iFad (Ministerstvo zdravotnictvi) / Competent authority (Ministry of Health)
6100 Kod prisluiného dfadu / Code of competent authority
CZ/CA0!

6110 Nézev prislu$ného Gfadu / Name of competent authority

Ministerstvo zdravotnictvi /Ministry of Health

6120  Kod statu / Country code 2 6130 Kod kraje / Region code ¥
CZ CZ0112
6140 Obec / City 6150 PSC / Postal code
Praha 2 128 01
6160.  Ulice, &islo domu / Street, house number 6165 Cislo postovni schranky / P.O. box
" Palackého namésti 4 81
6170 Telefon / Telephone number 6180 Fax /Fax number
| . +420224 972 363, +420 224 972 738 : +420 224 916 002
6190 E-Mail

. gar@mzcr. CcZ

: Identifikace oznameni / Identification of the registration
6200 Datum oznameni / Date of registration 6210 Cislo oznameni / Registration number *

6220 Oznatte, jde-li o prvni oznameni nebo o zménu/ Indicate if this is a first registration or a change of
information, a discontinuation or a withdrawal of a registration
[[] prvni ozndmeni / first registration
[ hlaSeni zmé&ny / notification of change - popiste v ptiloze / write in Annex
[] zruseni oznameni vyrobcem / discontinuation by manufacturer
[ stazeni prislusnym Gfadem / withdrawal by competent authority

vvvvv

6230 Jde-li o zménu, ukon&eni nebo staZeni, uved'te dfiv&jsi &islo oznameni / If change, discontinuation or
withdrawal, provide previous registration number

Statut ohlasujici organizace / Status of the organization making this application ”

6240 [ ] Vyrobce / Manufacturer
[T} Zpinomocnény zastupce, véetng distributord / Authorized representative including distributors

Identifikace vyrobce / Identification of the manufacturer ¥

6250 K6d vyrobee / Manufacturer code *

6260 Jméno vyrobce (pravnicka nebo fyzickd osoba), plné / Name of manufacturer, long



mzcr.cz

Informace vztahujici se k ¢inidlim, reakénim produktiim, kalibritoriim a kontrolnimu materidlu:
V pojmech spoleénych technickych charakteristik, popFipadé analytii (pfiloha 2, seznam A a B)
Information related to reagents, reagent products, calibration and control materials: In terms of
common technical characteristics and/or analytes (Annex 2, List A and B)

14) nebo/or 15)

6450 Pouzity nomenklaturni systém / Nomenclature system used
[J GMDN [[] UMDNS
6460 Kod skupiny in vitro diagnostika / Group Code '?
Nazev skupiny in vitro diagnostika / Group Term '”
6470 Cesky / In Czech
6480 Anglicky / In English
Struény popis / Short descriptionw)
6490  Cesky / In Czech
6500  Anglicky / In English
Informace o jinych in vitro diagnostikach (seznam C a D) : Piislu$né adaje / Information on other
in vitro diagnostic medical devices (List C and D): appropriate indications.
6550 Pou¥ity nomenklaturni systém / Nomenclature system used !4 ¢ber 15)
(1 GMDN [] UMDNS
6560 Kod skupiny in vitro diagnostika / Group Code'®
Nazev skupiny in vitro diagnostika / Group Term'”
6570  Cesky / In Czech
6580  Anglicky / In English
Stru&ny popis / Short description '*
6590 Cesky /In Czech
6600 Anglicky / In English
Dodateéné informace pro in vitro diagnostika seznamu A, B a C dle pokynii k vypInéni tohoto
formulafke (str. 4) / Additional information List A, B and C from notes on completing the Form
(page 4)
6605 Typ in vitro diagnostika '® / Type




Informace vztahujici se k ¢inidlim, reakénim produktiim, kalibritoriim a kontrolnimu materidlu:
V pojmech spoleénych technickych charakteristik, popFipadé analytii (pfiloha 2, seznam A a B)
Information related to reagents, reagent products, calibration and control materials: In terms of
common technical characteristics and/or analytes (Annex 2, List A and B)

14) nebo/or 15)

6450 Pouzity nomenklaturni systém / Nomenclature system used
[J GMDN [[] UMDNS
6460 Kod skupiny in vitro diagnostika / Group Code '?
Nazev skupiny in vitro diagnostika / Group Term '”
6470 Cesky / In Czech
6480 Anglicky / In English
Struény popis / Short descriptionw)
6490  Cesky / In Czech
6500  Anglicky / In English
Informace o jinych in vitro diagnostikach (seznam C a D) : Piislu$né adaje / Information on other
in vitro diagnostic medical devices (List C and D): appropriate indications.
6550 Pou¥ity nomenklaturni systém / Nomenclature system used !4 ¢ber 15)
(1 GMDN [] UMDNS
6560 Kod skupiny in vitro diagnostika / Group Code'®
Nazev skupiny in vitro diagnostika / Group Term'”
6570  Cesky / In Czech
6580  Anglicky / In English
Stru&ny popis / Short description '*
6590 Cesky /In Czech
6600 Anglicky / In English
Dodateéné informace pro in vitro diagnostika seznamu A, B a C dle pokynii k vypInéni tohoto
formulafke (str. 4) / Additional information List A, B and C from notes on completing the Form
(page 4)
6605 Typ in vitro diagnostika '® / Type




6610  [_] Posouzeni shody notifikovanou osobou 6615 Identifikaéni Cislo notifikované osoby
: Conformity checked by Notified Body : Notified Body indentification number

6620 [1V souladu s mezinarodnimi technickymi dokumenty (dale jen "Technické specifikace" - pro in vitro
~ diagnostika ze seznamu A Pfilohy)

In conformity with Common Technial Specification (for Annex List A)

6630 [ ] Vyrobce zamysli poZadat o zafazeni do systému thrad
- zvefejného zdravotniho pojisténi v Ceské republice
(zékon &. 48/1997 Sb., o vefejném zdravotnim pojisténi
a 0 zmén¢ a doplnéni nékterych souvisejicich zakonu,
v platném zn&ni) /[_] Ano/ Yes [ ] Ne/No
The producer intends to ask for inclusion into the system
of compensations from the public health insurance
" in the Czech Republic
(Act No. 48/1997 Coll. on the Public Health Insurance and on the
modification/alteration and replenishment/amendment of some
related acts in valid wording/version) [ ] Ano/ Yes [_] Ne / No

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

L8 ] o oS O U —— Dne
City Date

NAZEV FIFNY sisossivivmsvmsvosismsssissssssssisasesssasssasssvssstosssosesssssdsissnssssass

Company
Jméno a pfijmeni zodpovédné osoby .. Podpis arazitko ..
Responsible person, name and surname Signature and stamp

Poznamka: / Note:
K formulafi je nutné priloZit ndvod v éeském jazyce ainformace o oznafovani, napiiklad Stitky,
symboly, napisy (netyka se in vitro diagnostik skupiny D).

It is necessary to attach instruction for use in Czech and labelling, i.e. labels, symbols, ... (not for
group D in vitro diagnostic devices).

Poznémky a jina sd&leni: / Notes and other information: 2



Procesni poznamky / Processing notes
Vypliiuje pouze piislu$ny tfad / To be filled in only by the competent authority

6900 Datum dorugeni pfislusnému tfadu / Date of delivery to competent authority ¥
6910 Zodpovédny pracovnik / Person responsible 6920 Telefon / Telephone number
6930 Datum ptedéani Ustavu zdravotnickych informaci a statistiky / Data of delivery to Institute of Health

Information and Statistics ¥

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

n

2)
2)

AT
BE
CH
CzZ

DE
DK
ES

SloZen z dvoumistného kddu stitu podle ISO 3166 nésledovaného lomitkem, pismeny CA a &islem

piisludného titadu ve staté, na pf. CZ/CA01.
Composed of the two-letter country code of ISO 3166 followed by aslash, CA and the number of the

Competent Authority in the state, e.g.: ES/CA01.
Dvoupismenovy kéd statu podle ISO 3166 napfiklad.:
Two-letter code of ISO 3166 e.g.:

... Rakousko / Austria IE ... Irsko /Ireland

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

.. Svycarsko / Switzerland IT .. Ttalie/ Italy

Ceska republika / Czech Republic LI .. Lichtenstejnsko / Liechtenstein
... Némecko / Germany LU ... Lucembursko / Luxembourg

... Dansko / Denmark NL ... Nizozemi / Netherlands

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




FI
FR
GB
GR
3)
3
4
4
5)

5

6)

6)

7

8)
8)

9

9)

10)
10
11)
11)
12)

~

12)

13

=

13)
14)

14)

15)

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

.. Francie / France SE ... Svédsko / Sweden
... Velké Britanie / United Kingdom SK ...Slovensko / Slovakia
.. Recko / Greece

Pro subjekty CR pouzivejte kédy kraji.

Please use the region codes, if seated in the CZ.

Rok, mésic, den

Year, month, day

Pridé&lené pfisludnym Gfadem. SloZené z dvoumistného kédu statu podle ISO 3166 nasledovaného lomitkem,
pismeny CA, ¢&islem pfisluného ufadu ve staté, lomitkem ainternim registraénim &fslem, na pf.
CZ/CA01/nnn.

To be assigned by the Competent Authority. Composed of the two letter country code of ISO 3166 followed
by aslash, the code of the Competent Authority, aslash and an internal registration number, e.g.

ES/CA01/nnn.
Pti kazdém hlaSenf zmé&ny je nutno zadkrtnout znatku ,Hla%eni zmé&ny“. Uvadéji se pouze zmény, které

neméni zafazen{ in vitro diagnostika do skupiny nebo jeho uel pouZiti (tzn. 1ze mé&nit pouze polozky 6490,
6500, 6590, 6600). V opatném pfipad je nutno provést oznameni nového in vitro diagnostika a pivodni
oznamenf ukontit. Uvadéji se pouze zmé&n&né polozky a u poloZek , které se vypoustéji bez nahrady se uvede
text ,,vypustit“. Pfi ,,Hla¥en{ zmé&ny* musi byt uvedeno ,,DFiv&j3i ¢islo ozndmeni (registradni)“.

In each notificaton of change the box "notification of change" must be marked. This notification concerns
only changes in which the classification class, group of device or the intended use of the device (items 6490,
6500, 6590, 6600) is not changed. If any of these items is changed, it is necessary to register a new device
and terminate the previous registration. Only the changed items are filled in; in items which should be deleted
fill in the text "vypustit". Each "Notification of change" the "previous registration number" must be filled in.
Odkaz na nafizeni vlady €.453/2004 Sb., kterym se stanovi technické poZadavky na diagnostické zdravotnické
prostiedky in vitro.

Reference to the goverment order No.453/2004 Coll.,laying down technical requirement for in vitro diagnostic
medical devices.

Uved'te adresu vyrobce shodné s adresou uvedenou na §titku.

The address of the manufacturer should be stated and should be same as the manufacturer’s address stated on

the label.
Vypliiuje vyrobce nebo zplnomocnény zastupce. Kdod se skladé z dvoumistného kddu statu (ISO 3166). Ve

staté musi byt pouZivan pouze jeden systém.

Assigned by the manufacturer or the authorized representative. This code is always composed of the two-
letter country code of ISO 3166. Only one system has to be used within a state.

Vypliluje se, pokud vyrobce jmenoval zplnomocné&ného zastupce.

To be filled in when the manufacturer has nominated an authorized representative.

Je moZné oznadit jen jednu skupinu (vicendsobné zdznamy nejsou mozZné).

Multiple entries are not possible.

"Nové in vitro diagnostikum" - viz § 11 natizeni vlady €.453/2004 Sb., kterym se stanovi technické poZadavky
na diagnostické zdravotnické prostfedky in vitro.

"New" device - according to § 11 of the goverment order No.453/2004 Coll., laying down technical
requirement for in vitro diagnostic medical devices.

"Kategorie in vitro diagnostika”, "skupina in vitro diagnostika" a "typ in vitro diagnostika" jsou zaloZeny na
CSN EN ISO 15225.

"Device Category”, "Generic Device group” and "Device Type" are based on CSN EN ISO 15225.

Uved'te pouZitou nomenklaturu in vitro diagnostika bud’ podle Univerzalnitho nomenklaturniho systému
zdravotnickych prostfedkii (UMDNS) nebo podle Globédini nomenklaturni nomenklatury zdravotnickych
prostfedki (GMDN).

Please enter the nomenclature Universal Medical Devices Nomenclature System (UMDNS) or Global
Medical Devices Nomenclature (GMDN).

Podle Globalni nomenklatury zdravotnickych prostfedkd (GMDN), aZ bude k dispozici. Pokud nebude v&as
pfipravena, je nutno pouZit nomenklaturu UMDNS.



15

=

16

=

16
17)
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17)

18)

18)

19)
19)
20)
20)

the Global Medical Device Nomenclature (GMDN) when available. If the GMDN is not ready in time, will

have to be taken UMDNS.

Vypliite kod skupiny in vitro diagnostika podle pouZité nomenklatury.

Fill in the Generic Device Group code by the used nomenclature.

Je-li k6d a ndzev skupiny in vitro diagnostika pfevzat z Globalni nomenklatury zdravotnickych prostedkt

(GMDN), uZijte preferen¢n{ ndzev.

If Generic Device Group code and term are taken from the Global Medical Device Nomenclature (GMDN):

preferred term has to be used.

Povinné jen pokud neni uveden pfisluiny kéd a ndzev skupiny in vitro diagnostika. UZijte prosim vhodnou

kratkou vétu, kterd miize obsahovat zakladni udaje o in vitro diagnostiku, napf. uréeny el pouZiti, aspekty
rozhodujici o analytické specifikaci, zptisob jeho Géinku ... ’
Only compulsory, if no right Generic Device Group code/term has been given. Please use appropriate terms
of a short phrase. The phrase can include basic features of the product such as, for example, the intended use,
the aspects governing its classification, the analytical qualification, the principal means of action ...

Naézev typu in vitro diagnostika, dany vyrobcem.

Manufacturer's product name.

Pouzijte zvladtni list, jestliZe je to zapotiebi.

Use additional sheet if necessary.



