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ZERTIFIKAT @ CERTIFICATE ¢

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lib or Iif)

No. G117 05 91264 006

Manufacturer: Edan Instruments, Inc.

#15 Jinhui Road, Jinsha Community, Kengzi Sub-District
Pingshan District

518122 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  Shanghai International Holding
Corp. GmbH (Europe)
Eiffestralle 80

20537 Hamburg

GERMANY
Product Transcranial Doppler System, Fetal Monitor,
Category(ies): Fetal & Maternal Monitor, Ultrasonic Pocket

Doppler, Patient Monitor, Electrocardiograph,
Ultrasound Scanner, Central Monitoring
System, Pulse Oximeter, Digital Ultrasonic
Diagnostic Imaging System, STRESS ECG,

PC ECG, Vital Signs Monitor, Finger Oximeter,
Ultrasonic TableTop Doppler,

Diagnostic Ultrasound System, Holter System,
Telemetry Transmitter,

Anaesthetic Workstation, Ventilator.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex |1,
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate
is mandatory. See also notes overleaf.

Report No.: BJ1788107

Valid from: 2017-09-18

Valid until: 2022-09-17

Date, 2017-08-31 V\M%
Stefan Preilt

TOV SUD Product Service GmbH is Notified Body with identification no. 0123
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex Il excluding {4)
(Devices in Class lla, b or )

No. G117 0591264 006

Facility(ies): Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122 Shenzhen, PEOPLE'S REPUBLIC OF
CHINA

Edan Instruments, Inc.
3/F-B, Nanshan Medical Equipments Park, Nanhai Rd. 1019#,

Shekou, Nanshan District, 518067 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA
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Certifikat logo TUV SUD

Produktovd sluzba

OSVEDCENIE EUROPSKEJ RADY

SYSTEM ZABEZPECENIA UPLNEJ KVALITY

Smernica 93/42/EHS o zdravotnickych poméckach (MDD),
priloha II, okrem (4) (Zariadenia v triede lla, Ilb aebo Ili)

€. G117 05 91264 006

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

QR KOD
ZASTUPCA EUROPSKE) RADY: Shanghai International Holding Corp. GmbH (Eurépa)
Eiffestrasse 80 D-20537 Hamburg, Nemecko
KATEGORIE PRODUKTU/OV: Transkranidlny dopplerovsky systém, monitor plodu,

monitor plodu a matky, ultrazvukovy vreckovy doppler, monitor pacienta, elektrokardiograf,
ultrazvukovy skener, centrdlny monitorovaci systém, pulzny oxymeter, digitdlny ultrazvukovy
diagnosticky zobrazovaci systém, STRESOVE EKG, poditatové EKG, monitor vitalnych funkcii,
prstovy oxymeter, Ultrazvukovy stolny doppler, diagnosticky ultrazvukovy systém, Holter systém,
telemetricky vysielag, anestetickd pracovn3 stanica, ventilator.

Certifikaény organ spoloénosti TUV SUD Product Service GmbH vyhlasuje, Ze vyssie uvedeny vyrobca
implementoval systém zabezpeZenia kvality na navrh, vyrobu a koneénd kontrolu prislusnych
zariadeni/kategorii zariadeni v stlade s prilohou Il MDD. Tento systém zabezpedenia kvality vyhovuje
poZiadavkdm tejto smernice a podlieha pravidelnému dohfadu. Na predaj zariadeni triedy Il je
povinny dodatocny certifikdt podla prilohy II, ods. 4. Pozrite si aj pozndmky na druhej strane.

Sprava &.: BJ1789107

Platny od: 18.9.2017

Platny do: 17.9.2022 QR kéd
04052768718396

Datum, 31.8.2017 necitatelny podpis

Stefan PreiR
TUV SUD Product Service GmbH je notifikaény organ s identifikaénym &islom 0123.
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Certifikat logo TUV SUD

Produktova sluiba

OSVEDCENIE EUROPSKE) RADY

SYSTEM ZABEZPECENIA UPLNEJ KVALITY

Smernica 93/42/EHS o zdravotnickych poméckach (MDD),
priloha II, okrem (4) (Zariadenia v triede lla, Ilb aebo Iil)

€. G117 05 91264 006
ZARIADENIA: Edan Instruments, Inc.

#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122 Shenzhen, Cinska fudova republika

Edan Instruments, Inc.
3/F-B, Nanshan Medical Equipments Park, Nanhai Rd. 1019#,
Shekou, Nanshan District, 518067 Shenzhen, Cinska fudova republika
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PREKLADATELSKA DOLOZKA

Preklad/prekladatel'sky tkon som vypracoval ako prekladatel' zapisany v zozname znalcov,
timo¢nikov a prekladatel'ov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky, v
odbore pre jazyk anglicky, pod evidentnym ¢islom 971381. ;
Preklad/prekladatel'sky ukon je zapisany v denniku pod ¢islom /Z’ C/ : Z‘ 4 Lmt /
Prekladané listiny sthlasia s preloZzenymi listinami.

Zéroven vyhlasujem, e som si vedomy nasledkov  vedome nepravdivého
prekladu/prekladatel'ského ukonu.

TRANSLATOR'S STATEMENT

P

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 9713}1. :

The translation/translation act is entered in the translator's book under number. 7. e ) ..&’ . /
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.

(—.—

Odtlatok wradnej petiatky/Translator's seal

Podpis prekladatel'a/Translator's signature ‘K/_
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