ALl

EU DECLARATION OF CONFORMITY
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Kéd: ESR_DECO_SIR20LC_ROLLER20_2-1_CS Date: 2024-09-05
Vyrobce:
Ndzev vyrobce/registrovany obchodni ndzev ALIFAX S.R.L.
Adresa Via Merano 30

33045 NIMIS (UD)
ITALY

prohlasuje na svou odpovédnost, Ze nize uvedeny prostredek(y):

Ndzev produktu a kat. islo ROLLER 20 SIR20-LC

Zamyslené pouziti

ROLLER 20 je in vitro diagnosticky automaticky analyzdtor pro
kvantitativni stanoveni sedimentace erytrocytd (ESR) ve vzorcich lidské
krve s EDTA od dospélych a détskych pacientd s podezienim na zdnét.
ROLLER 20 poskytuje wvysledky pro informovdni klinického
managementu u zdvaznych i nezdvaznych stav(, které vyzaduji dalsi
diagnostické vysetreni a vyhodnoceni klinického stavu..

Lékal provddi své odborné zhodnoceni informaci poskytnutych
analyzdtorem diky svym odbornym znalostem, kompetencim a
schopnostem dle mistniho prdva.

Zdakladni UDI-DI

805604014SIR20.195.804DA

Trida rizika

Podle Nafizeni Evropského parlamentu a Rady (EU) 2017/746 [IVDR]:
Trida A.

je v souladu s nafizenim (EU) 2017/746 o diagnostickych zdravotnickych prostredcich in vitro [IVDR].

Ddle prohlasujeme, ze zafizeni bylo navrzeno a vyrobeno v souladu s nize uvedenymi normami a evropskymi

smérnicemi/ narizenimi:

Normami

EN ISO 13485:2016+A11:2021: Medical devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 14971:2019: Medical devices - Application of risk management to medical
devices

EN ISO 15223-1:2021: Medical devices - Symbols to be used with medical device
labels, labelling and information to be supplied by the manufacturer - Part 1: General
requirements

ENISO 18113-1:2011: In vitro diagnostic medical devices - Information supplied by
the manufacturer (labelling) - Part 1: Terms, definitions and general requirements
ENISO 18113-3:2011: Information supplied by the manufacturer (labelling) - Part 3:
In vitro diagnostic instruments for professional use

IEC 62304:2006+A1:2015: Medical device software - Software life cycle processes
IEC 62366-1:2015+A1:2020: Medical devices - Part 1: Application of usability
engineering to medical devices

[IEC 61010-1:2010+A1:2016: Safety requirements for electrical equipment for
measurement, control, and laboratory use - Part 1: General requirements

IEC 61010-2-101:2018: Safety requirements for electrical equipment for
measurement, control, and laboratory use - Part 2-101: Particular requirements for
in vitro diagnostic (IVD) medical equipment

IEC TR 62366-2:2016: Medical devices - Part 2: Guidance on the application of
usability engineering to medical devices

SpoleAné Specifikace

N/A

Evropskymi smérnicemi/
narizenimi

Directive 2011/65/EU (RoHS2) and subsequent amendments
Regulation (EU) 1907/2006 (REACH)
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Electromagnetic Compatibility (EMC) Directive 2014/30/EU and its harmonized

standards
Low Voltage Directive (LVD) Directive 2014/35/EU and its harmonized standards

Zarizeni byla oznaéena znackou CE jako zdravotnické prostredky IVD podle ¢ldnku 48 (10) narizeni IVDR
2017/746.

Jakdkoli zména provedend na zafizeni/zafizenich bez predchoziho souhlasu vyrobce md za ndsledek
automatickou ztrdtu platnosti tohoto prohldseni o shodé.

Misto a datum vyddni: Nimis (UD), 05 zdri 2024

Jméno a funkce: Camillo Galiano, Managing Director
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