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ProhlaSujeme na vlastni odpovédnost, Ze nize uvedené vyrobky splfiuji vechny platné pozadavky

nafizeni (EU) 2017/746 o diagnostickych zdravotnickych prost¥edcich in vitro.

| Informace o vyrobku

Ndézev

recomCLIA Sample Diluent A

' Zakladnf UDI-DI
42505711B2150WV

Klasifikace rizika (podle pfilohy VIII)

AKX B cO

D [

Metoda posuzovani shody

O PRILOHA IX

Kompletni systém kvality

(tfida B, C, D)

C. certifikatu EU:

Notifikovand osoba:

[
Identifikatni C.:

0483

10120

mdc medical device certification GmbH

(1 PRILOHA IX

Ovéteni technické dokumentace

(tfida D)

| C. certifikatu EU:

Notifikovand osoba:

Identifika&ni ¢.:

mdc medical device certification GmbH

0483

PRILOHA L, 1 a 1l
(tffda A, nenl sterilnf)

| O Spole&né specifikace:

Harmonizované normy, narodni normy, jiné normativnf dokumenty: viz p¥floha seznam norem

Doba platnosti prohlaseni o shodé
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Pfriloha Seznam norem

Cislo dokumentu + &islo vydani
EN ISO 13485:2016/AC:2018

EN ISO 13485:2016/A11:2021
EN 13612:2002+AC:2002

EN 1SO 23640:2015

EN ISO 14971:2019/A11:2021

ISO/TR 24971:2020-06

EN ISO 15223-1:2021

EN ISO 18113-1:2024
EN ISO 18113-2:2024

EN 62366-:2015+AC:2015+AC:2016
+A1:2020
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Titulek

Medical devices - Quality management systems - Requirements for

regulatory purposes (ISO 13485:2016)

Performance evaluation of in vitro diagnostic medical devices

In vitro diagnostic medical devices — Evaluation of stability of in vitro
diagnostic reagents (ISO 23640:2011);

Medical devices - Application of risk management to medical devices
(1SO 14971:2019);

Medical devices - Guidance on the application of I1SO 14971 (ISO/TR .
24971:2020).

Medical devices - Symbols to be used with information to be supplied
by the manufacturer - Part 1: General requirements (ISO 15223-
1:2021);

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions, and general
requirements (ISO 18113-1:2022); German version EN I1SO 18113-
1:2024

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 2: In vitro diagnostic reagents for
professional use (ISO 18113-2:2022); German version EN 1SO 18113-
2:2024

Medical devices - Part 1: Application of usability engineering to medical
devices (IEC 62366-1:2015 + COR1:2016 + A1:2020)

v pfipadé potreby pridejte dalsi fadky
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