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ﬂ EDAN EDAN INSTRUMENTS, INC.

DECLARATION OF CONFORMITY
TO CounciL DIRECTIVE 93/42/EEC

CONCERNING MEDICAL DEVICES
MANUFACTURER: Edan Instruments, Inc.

#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122 Shenzhen, P.R.China

EUROPEAN REPRESENTATIVE: Shanghai international Holding Corp. GmbH (Europe)
Eiffestrasse 80 D-20537 Hamburg Germany
| PRODUCT/MODEL: Pulse Oximeter/ H100B
The accessories are used together with the product
GMDN [NAME/CODE]: Pulse oximeter, battery-powered /45607
CLASSIFICATION: Class Il b, Rule 10 According To Annex IX oF the MDD

CONFORMITY ASSESSMENT ROUTE:  Annex |l excluding (4)

WE, EDAN INSTRUMENTS, INC., HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCT(S)
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE
93/42/EEC OF 14 JUNE 1993 INCLUDING AMENDMENTS BY DERECTIVE 2007/47/EC.

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.

STANDARDS APPLIED: EN 60601-1:2006+A1:2013, EN 60601-1-2:2007/AC: 2010, EN ISO
80601-2-61:2011, EN ISO 109983-1:2009, EN 1SO 10993-5:2009, EN 1SO 10993-10:2010,
EN ISO 14155:2011, EN ISO 14871:201 2, EN 62304:2006, EN 62366:2008, EN 880:
2008, EN 1041:2008, EN ISO 780:1999

NoTIFIED BODY: TUV SUD PRODUCT SERVICE GMBH

RIDLERSTR 65, D-80339 MUNCHEN, GERMANY
IDENTIFICATION NUMBER C € 0123
(EC) CERTIFICATE(S): G1170591264 006 VALID UNTIL: 2022-09-17
START OF CE-MARKING: 2008-01-04
PLACE, DATE OF ISSUE: SHENZHEN,  20)7.¢ ()
SIGNATURE: Lix oA

NAME LIU YONGYING
MANAGEMENT REPRESENTATIVE -
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Logo EDAN EDAN INSTRUMENTS, INC.

VYHLASENIE O ZHODE
SMERNICE RADY 93/42/EHS
TYKAJUCE SA ZDRAVOTNICKYCH ZARIADENI

VYROBCA: Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122 Shenzhen, Cinska Pudova republika

EUROPSKY ZASTUPCA: Shanghai International Holding Corp. GmbH (Eurépa)
Eiffestrasse 80 D-20537 Hamburg, Nemecko

PRODUKT/MODEL: Pulzovy oxymeter/H100B
PrisluSenstvo sa pouZiva spolu s vyrobkom

GMDN [NAZOV /KOD]: Pulzovy oxymeter, napajany z batérie/45607
KLASIFIKACIA: Trieda II b, pravidlo 10 podla prilohy IX MDD

CESTA HODNOTENIA ZHODY:: Priloha II okrem (4)

MY, EDAN INSTRUMENTS, INC., TYMTO VYHLASUJEME, ZE VYSSi UVEDENY
VYROBOK SPLNA TRANSPOZICIU DO NARODNEHO PRAVA, USTANOVENIA SMERNICE
RADY 93/42/EHS zo 14. jina 1993, VRATANE NOVIEL, POMOCOU SMERNICE 2007/47/ER.
VSETKA PODPORNA DOKUMENTACIA JE UCHOVAVANA V PRIESTORACH VYROBCU.

POUZITE NORMY: EN 60601-1:2006+A1:2013, EN 60601-1-2:2007/AC: 2010, EN ISO 80601-
2-61:2011, EN ISO 10993-1:2009, EN ISO 10993-5:2009, EN ISO 10993-10:2010, EN ISO
14155:2011, EN ISO 14971:2012, EN 62304:2006, EN 62366:2008, EN 980: 2008, EN 1041:2008,

EN ISO 780:1999
Notifikovany orgén: TUV SUD Product Service GmbH

RidlerstraBBe 65, D-80339 Mnichov, Nemecko
Identifikagné &islo: CE 0123
Osveddéenie(a) ER: G1 170591264 006 Platné do: 17.9.2022
Zadiatok oznadenia EC:  4.1.2008
Miesto, datum vydania:  Shenzhen, 12.8.2017
Podpis: necitatelny podpis
Meno LIU YONGYING

ZASTUPCA MANAZMENTU
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Odtladok uradnej petiatky/Translator's seal

PREKLADATELSKA DOLOZKA

Preklad/prekladatel'sky ukon som vypracoval ako prekladatel’ zapisany v zozname znalcov,
timoénikov a prekladatel'ov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky, v
odbore pre jazyk anglicky, pod evidenénym &islom 971381. ]
Preklad/prejkladatel’sk)’f tikon je zapisany v denniku pod &islom Zl/ \729 = /
Prekladané listiny sthlasia s preloZenymi listinami.

Zaroveti vyhlasujem, Ze som si vedomy nasledkov  vedome nepravdiveho
prekladu/prekladatel'ského tikonu.

TRANSLATOR'S STATEMENT

I hereby certify that I have translated the document attached hereto as a certified translator
registered in the List of Experts, Interpreters and Translators kept by the Ministry of Justice of

the Slovak Republic, English Language Section, under registration number 971381.

The translation/translation act is entered in the translator's book under number A ("/,/Ab [ /
The translation corresponds to the content of the translated document.

I hereby declare that I am aware of the consequences arising from the knowingly false
translation.

Podpis prekladatel’a/Translator's signature éi






