Formulaf pro oznameni informaci vztahujicich se k certifikaci in vitro diagnostik
Form for the Registration of information relating to the certification of In Vitro
Diagnostic Medical Devices

s A. Prisludny ufad (Ministerstvo zdravotnictvi) / Competent authority (Ministry of Health)
7100 Kéd pislusného tfadu / Code of competent authority "

CZ/CA0!
7110 Nézev ptislusného tfadu / Name of competent authority

' Ministerstvo zdravotnictvi

lﬁ:?12() Kéd statu / Country code ? 7130 K6d okresu / District code *
L cz CZ112

7140 Obec / City 7150 PSC / Postal code
i Praha 2 G 128 01
’?160 Ulice, ¢islo domu / Street, house number 7165 Cislo postovni schranky / P.O. box
. Palackého ndmésti 4 o 12801
7170 Telefon / Telephone number 7180 Fax/Fax number

+420 224 972 363, +420 224 972 738 i +420 224 916 002
7190  E-Mail
far@mzcr.cz , _ & ’ ’

B. Identifikace oznimeni (neni soucisti certifikatu) / Identification of the registration (not part of

.. . the certificate)
7200  Datum podani Zadosti o certificaci notifikované osobé / Date of application 4

7205  Statut 7adatele / Status of the applicant
(] Vyrobcee / Manufacturer (] Zplnomocnény zastupce / Authorized representative

7210 Oznaéte jde-li o prvni ozndmeni nebo o zménu informaci / Indicate if this is a first registration or
a change of information ¥

[] prvni zadost / First application

(] hlageni zmény / notification of change ¥

79220 Jde-li o zménu certifikatu, uved'te drivéjsi ¢islo oznameni / If change of certificate, provide previous
registration number

7‘23'0 Udejte zda byl certifikat vydan, zménén, doplnén, odebran, atd. ©
Indicate if the certificate has been issued, modified, complemented, withdrawn etc.

[] vydéan / issued ] pozastaven / suspended
[[] zménén / modified ] odmitnut / refused
(O doplnén / complemented [[] staZen - ukonéen vyrobcem

[ stazen-odebran / withdrawn / withdrawn because discontinued by manufacturer



mzcr.cz

7240

C. Certifikat
Cislo certifikatu / Certificate number 7

7260 Udejte podle které pfilohy byl certifikat vydan / Indicate against which Annex the certificate has (or had)
been issued
- [[] Ptiloha 3, bod 6 / Annex 3, section 6 [Jpiiloha 6, bod 5 / Annex 6, section 5 ¥
[] Priloha 4 / Annex 4 [] Priloha 6, bod 6 / Annex 6, section 6 ¥
[] P¥iloha 5/ Annex 5

7270

Datum vydani/pozastaveni/stazeni/odmitnuti atd / Date of issue/suspension/withdrawal/refusal etc. ¥

7280

Datum ukonleni platnosti certifikitu / ukonéeni pozastaveni / Date of expiry of the certificate /
termination of suspension ¥

7290

Identifika¢ni &islo notifikované osoby / Notified Body Identification number
CZ/NB

7330

D. Identifikace vyrobce / Identification of the manufacturer
K6d vyrobce / Manufacturer code '?

7340

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

7345 Jméno vyrobce (pravnicka nebo fyzicka osoba), zkracené / Name of manufacturer, short
7.350‘ Kéd statu® / Country code ? 7360 Kéd kraje / Region code ¥

7370  Obec / City 7356 PSC / Postal code

7390  Ulice, &islo domu / Street, house number ’7400 Cislo po$tovni schranky / P.O. box
7410 Nizev kontaktniho mista / Name - Contact 7420 Telefon / Telephone number

point

7430

Fax / Fax number 7440 E-Mail

7460

E. Identifikace zplnomocnéného zastupce / Authorized representative 1

Kéd zplnomocnéného zastupce / Code of authorized representative '”

cz/

7470

Jméno zplnomocnéného zastupce (pravnicka nebo fyzicka osoba) / Name of authorized representative

7480

Kéd statu ?/ Country ? 7485 Kod kraje / Region code *




7490 Obec / City 7495 PSC / Postal code
7500  Ulice, ¢islo domu / Street, house number 7510 Cislo postovni schrénky / P.O. box
7520 Nazev kontaktniho mista / Name - Contact 7530 Telefon / Telephone number

point

7540

Fax/ Fax number 7550 B-Mail

7560

F. Identifikace certifikovaného in vitro diagnostika / Identification of the device covered by the

certificate

In vitro diagnostikum / Classification of the concerned device

[] ze skupiny A, Ptiloha / Device of group A, Annex

[] ze skupiny B, Priloha / Device of group B, Annex

] pro sebetestovani (skupina C), P¥iloha / Device for self-testing (group C), Annex
[] Jiné in vitro diagnostikum (skupina D), P¥iloha / Other device (group D), Annex

7570

Typ in vitro diagnostika / Device Type '2

7580

Pouzity nomenklaturni systém / Nomenclature system used'”
(] GMDN (] UMDNS

17600

Kéd skupiny in vitro diagnostika / Generic Device Group Code 9

7620

17630

Nazev skupiny in vitro diagnostika / Generic Device Group Code

14)

Cesky / In Czech:

Anglicky / In English:

Struny popis / Short description '

7640 = Cesky / In Czech:
7650  Anglicky / In English:
7710 Kéd kategorie in vitro diagnostika / Device Category Code !¢

06

7720

7730

Nazev kategorie in vitro diagnostika / Device Category Term '©

Cesky / In Czech: diagnostické zdravotnické prostredky in vitro

Anglicky / In English: In vitro diagnostic medical devices




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

ODEC ittt e et Dne e
City Date

Jméno, ptijmeni zodpov&dné 0soby e Podpis arazitko ..
Responsible person, name and surname Signature and stamp

Poznamky a jina sd€leni: / Notes and other information: '

Procesni poznamKy / Processing notes
Vypliiuje pouze pfislusny tfad / To be filled in only by the competent authority

7900 Datum doruéeni piistusnému tfadu / Date of delivery to competent authority ¥

7910  Zodpovédny pracovnik / Person responsible 7920 Telefon / Telephone number

7930 Datum predani Ustavu zdravotnickych informaci a statistiky / Data of delivery to Institute of Health
Information and Statistics ¥

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

D Slozen z dvoupismenového kodu statu podle ISO 3166 nésledovaného lomitkem, pismeny CA a &islem

pisluiného ufadu ve stat&, napi.: CZ/CAO01.
R 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/CAOL.
2 Dvoupismenovy kéd statu podie ISO 3166, napf.:
2 Two-letter code of ISO 3166, e.g.:

AT ... Rakousko / Austria IE ... Irsko /Ireland
BE .. Belgie / Belgium IS .. Island/Iceland
CH ... Svycarsko / Switzerland IT .. Italie/ Italy



(6Y4
DE
DK
ES
FI
FR
GB
GR

3)
3)
4)
5)

5

6)

6)

N
7
8

8

9)

9

10)
10)

11)
1
12)
12)
13)

13)

Ceska republika / Czech Republic LI ... Lichten3tejnsko / Liechtenstein

... Némecko / Germany LU ... Lucembursko / Luxembourg
.. Dansko / Denmark NL ... Nizozemi / Netherlands

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

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

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

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

.. Recko / Greece

Pro subjekty CR pouzivejte kody kraji.

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

Rok, mésic, den / Year, month, day.

V ptipadé zmény certifikdtu musi byt oznadeno, Ze se jedné o "zménu certifikatu" a doloZf se &islo dfiv&jsiho

certifikatu. Formuld¥ mus{ byt vyplnén tiplng.
In case achange of a certificate is reported, "change of certificate" must be marked and the "previous

certificate number" must be given. The form must be filled in completely.

Vydan, staZen-odebran, pozastaven, odmitnut a staZen-ukonden se tyké certifikdtu. Zmén&n a doplnén se tyka
in vitro diagnostika. V daném certifikdtu ov&fujicim kvalitu souboru in vitro diagnostik je moZno soubor
zve&tsit (doplnit) nebo in vitro diagnostika zmé&nit.

Issued, withdrawn, suspended, refused and discontinued is certificate-related. Modified and complemented is
device-related. Under a given certificate for a full quality assurance system, the list of devices can be
enlarged (complemented) or devices may be modified.

Toto &islo je vydéno pFisluinou notifikovanou osobou.

This number is issued by the Notified Body involved.

Certifikat mé byt vydén pro kazdou schvélenou $arZi (resp. pro kaZdé jednotlivé in vitro diagnostikum). Pro
informaci poskytovanou v ramci vymény dat notifikovanou osobou postafuje najit v databézi druh certifikatu
vydaného poprvé vyrobci pro dané in vitro diagnostikum a identifikaci notifikované osoby, ktera jej vydala.
For EC verification, the directive requires the Notified Bodies to issue a certificate for each batch (or for each
individual device) which is accepted. For the information provided in the context of the regulatory data
exchange by a Notified Body, it is sufficient to find in the data base the kind of certificate which has been
first granted to the manufacturer of a given device and the identity of the Notified Body which issued it.
SloZeno z dvoupismenového kédu statu podle ISO 3166 nasledovaného lomitkem, pismeny NB a &islem
piisludné notifikované osoby v daném staté, napf.: CZ/NB xxy. To se vztahuje ik organiim posuzujicim
shodu v souladu s dohodami o vzidjemném uzndvani certifikdtti mezi EU a jinymi staty.

Composed of the two-letter country code of ISO 3166 followed by aslash, NB and the number of the
Notified Body in the state, e.g.: CZ/NB xxy. This also applies accordingly to Conformity Assessment Bodies
designated in the Mutual Recognition Agreements.

Vypliluje vyrobce nebo zplnomocnény zastupce. Kod se sklddé z dvoumistného kédu statu (ISO 3166). Ve
stat& 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.

Vypliiuje se pokud vyrobce jmenoval zplnomocnéného zastupce.

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

Nézev typu in vitro diagnostika, dany vyrobcem a uvedeny v certifikatu.

Manufacturer product name as specified in the certificate.

Uved'te pouZitou nomenklaturu in vitro diagnostika bud’ podle Universélniho nomenklaturniho systému
zdravotnickych prosttedkti (UMDNS) nebo podle Globalni nomenklatury zdravotnickych prostredki
(GMDN), a2 bude k dispozici. Pokud nebude véas pfipravena, je nutno pouZit nomenklaturu UMDNS,
Please enter the nomenclature Universal Medical Devices Nomenclature System (UMDNS) or the Global

Medical.



Device Nomenclature (GMDN) when available, if the GMDN is not ready in time, will have to be taken
UMDNS.

) Ké6d anazev skupiny in vitro diagnostika musi byt ptevzat z Globélni nomenklatury zdravotnickych
prostiedkt (GMDN), aZ bude k dispozici. Pokud nebude vé&as pfipravena, je nutno pfevzit kéd a nazev
skupiny in vitro diagnostika z nomenklatury UMDNS.

') Generic Device Group code and term have to be taken from the Global Medical Device Nomenclature
(GMDN) when available. If the GMDN is not ready in time, device code and term will have to be taken
UMDNS.

19 Povinné jen pokud nenf uveden pfislu¥ny kod a nézev skupiny in vitro diagnostika. UzZijte prosim vhodné
terminy nebo kratkou vétu, kterd miiZe obsahovat zdkladn{ udaje o in vitro diagnostiku, napf. uréeny ucel
pouZiti, aspekty rozhodujici o analytické specifikaci, zpisob jeho uéinku ...

19 Only compulsory, if no right Generic Device Group code/term has been given. Please use appropriate terms
or 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 ...

1) "Kategorie a skupina in vitro diagnostika" jsou zaloZeny na CSN EN ISO 15225.

16) ,,Device Category and ,,Generic Device Group* are based on CSN EN ISO 15225.

17) V pfipadé potfeby pouZijte dalii listy.

17) Use additional sheet if necessary.



