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ZERTIFIKAT @ CERTIFICATE ¢

Product Service

CERTIFICATE

No. Q517 11 63196 016

Holder of Certificate: Shenzhen Hexin ZONDAN
Medical Equipment Co., Ltd.

Floor 14, Block D

Dianlian Technology Building
the Crossing between South Circle /;Q“A th, Road
Guangming District m 5
518106 Shenzhen x‘: !
PEOPLE'S REPUBLIC OF CHIN

St

Facility(ies): Shenzhen Hexin ZONDAN Medics]: Eq‘gupmemt
Co,, Ltd. e
Floor 14, Block D, Dianlian Technol& Bmldlng,
the Crossing between South Circle Roa‘d"'e'ahf_q_-a no 0 L
South Fuli Road, Guangming District, 518106
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

. ENISO 13485

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development,
Production and Distribution of
Pulse Oximeter,
Patient Monitor,
Fetal Dopplers,
Fetal Monitor

Applied EN ISO 13485:2016

Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1722301
Valid from: 2018-04-11
Valid until: 2021-04-10

Date, 2018-04-11 WM

Stefan Preif}
(( DAKKS

Deutsche
~ Akkreditierungsstelle
D-ZM-11321-01-00

Page 1 of 1

- i o g ®
TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany Tov
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ZERTIFIKAT ¢ CERTIFICATE ¢

(TN 11 0 11 S +
ERE: Q517 11 63196 016

EPRFEE: FYIHRLERETFREHRAT .
R RYITTIR R X AR B AR B mg 7

ér ':—(’j PR
ﬂ&i@ﬁ% 148% Y i+ ¥ '; ._ /(fi

HE4E: 518106 g‘;% Lo T
. FYTRLERETREARAT \ .~
mmm%%xmmmm&aﬁ% o

PHBCRBEDHR148% s
HE%: 518106

WIEFRE :

tuv-sud.comips-cert

IETEE: BHATFER. AF=RaE.
BB,
YN
ZUBPDAL,
B LIS

IEBRE EN ISO 13485:2016

Wi EIraR - REEEAR - ATEIRER
(1SO 13485:2016)
DIN EN ISO 13485:2016

WIENHTOV SUDF= & IR S5A FRA REH ER AR EEBVIFET THE L
RFFITEERNRRER.

55 SH1722301
A0 2018-04-11
HEH: 2021-04-10

[ o]

Stefan Preil

RIEEH: 2018-04-11

BTN

AER R A MO U SSCE R B T e
( DAKKS

Deutsche

Akkreditierungsstelle
D-ZM-11321-01-00

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany
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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, llb or Ill)

No. G117 1163196 017

Manufacturer: Shenzhen Hexin ZONDAN
Medical Equipment Co., Ltd.

Floor 14, Block D
Dianlian Technology Building

518106 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  Shanghai International Hold
Corp. GmbH (Europe)
Eiffestrale 80
20537 Hamburg

GERMANY
Product Pulse Oximeter,
Category(ies): Patient Monitor,

Fetal Dopplers,
Fetal Monitor

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 I1.
This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class |l devices an additional Annex Il (4) certificate
is mandatory. See also notes overleaf.

Report No.: SH1722301
Valid from: 2018-04-11
Valid until: 2023-04-10

Date, 2018-04-11 w

Stefan Preif

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

Page 1 of 2

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany Tav
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ZERTIFIKAT @ CERTIFICATE ¢

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Ii excludlnF
(Devices in Class lla, llb or lll)

No. G117 1163196 017

Facility(ies): Shenzhen Hexin ZONDAN Medica
Ltd.
Floor 14, Block D, Dianlian Technology Building,
the Crossing between South Circle Road and
South Fuli Road, Guangming District, 518106
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2

i .. o g ®
TUV SUD Product Service GmbH - Zertifizierstelle - Ridlerstralle 65 - 80339 Miinchen - Germany v





