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EU DECLARATION OF CONFORMITY

Ecoli Dx, s.r.o.
Purkyriova 74/2, 110 00 Prague
Czech Republic

We declare under our sole responsibility that the product:

Name ePure

Catalogue No. 0P01018

UDI-DI 8594211980P01018G2
Risk Class Class A, rule 5b

meets the demands of the following European documents:

Regulation 746/2017 on in vitro diagnostic medical devices and repealing Directive
98/79/EC and Commission Decision 2010/227/EU

Directive 2014/30/EU Electromagnetic compatibility Directive

Directive 2014/35/EU for electrical equipment designed for use within certain voltage
limits

Directive 2015/863/EU on the restriction of the use of certain hazardous substances in

electrical and electronic equipment

The following technical standards have been applied for the Conformity Assessment:

EMC:

LVvD:

Others:

Prague, 25.5.2022
Place and Date of issue:

EN 55011
EN 61326-1

EN 61010-1
EN 61010-2-101

EN ISO 14971
EN I1SO 13485
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Signed on behalf of Ecoli Dx,\sl;p.
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EU PROHLASENI O SHODE

Ecoli Dx, s.r.o.
Purkyriova 74/2, 110 00 Praha
Ceska republika

Prohlasujeme na vlastni vyhradni odpovédnost, Ze produkt:

Nazev produktu ePure

Katalogové cislo OP01018

UDI-DI 8594211980P01018G2
Rizikova tfida Trida A, pravidlo 5b

spliuje poZadavky nasledujicich evropskych dokumentti:

Nafizeni 746/2017 o diagnostickych zdravotnickych prostredcich in vitro
Smeérnice 2014/30/EU elektromagneticka kompatibilita
Smérnice 2014/35/EU o elektrickych zafizeni uréenych pro pouiivani v urditych

mezich napéti

Smérnice 2015/863/EU o omezeni pouZivani nékterych nebezpecnych litek v
elektrickych a elektronickych zarizenich

Pro posouzeni shody byly dale pouZity a dodrZzeny ndsledujici technické normy:

EMC: CSN EN 55011
CSN EN 61326-1

LVD: CSN EN 61010-1
CSN EN 61010-2-101

Dalsi: CSN EN 14971
CSN EN ISO 13485
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Misto a datum vystaveni: L \ n:c;(el
Podepsano jménem Ecoli Dyr.o.
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