0 ecou

EU PROHLASENI O SHODE

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

Prohla$ujeme na vlastni vyhradni odpovédnost, ze produkt:

Vyrobek souprava pro extrakci bakteridini DNA
Nazev produktu ePure Bacterial DNA Extraction Kit
Katalogové Cislo E2006

uDI-DI 859421198E20066X

Rizikova tfida

Tfida A, pravidlo 5a

splfiuje poZadavky nasledujicich evropskych dokumenta:

Nafizeni 746/2017

o diagnostickych zdravotnickych prostfedcich in vitro

Pro posouzeni shody byly déle pouZity a dodrZeny nasledujici technické normy:

SN EN ISO 13485

¢SN EN 1SO 14971

Praha, 20.5.2022

Zdravotnické prostfedky — Systém managementu kvality — PoZadavky
pro ucely predpist

Zdravotnické prostiedky — Aplikace fizeni rizika na zdravotnické
prostiedky

)
/:* M/

V Tomas Hanzlik

Misto a datum vystaveni: jednatel

Podepsano jménem Ecoli Dx, s.r.o.
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EU DECLARATION OF CONFORMITY

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

We declare under our sole responsibility that the product:

Product Bacterial DNA Extraction Kit
Name ePure Bacterial DNA Extraction Kit
Catalogue No. E2006

UDI-DI 859421198E20066X

Risk Class Class A, rule S5a

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

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

EN 1SO 13485 Medical devices - Quality management systems - Requirements
for regulatory purposes

EN 1SO 14971 Medical devices - Application of risk management to medical
devices

LZLM/ 4

Prague, 20.5.2022 " Tomas Hanzlik

Place and Date of issue: CEO
Signed on behalf of Ecoli Dx, s.r.o.




