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Akiored
D-TM-11321-01-00

Certificate

Product Service

No. Q6 002145 0002 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Shenzhen IMDK Medical

Technology CO., Ltd

C Zone,10F, Building 16
Yuanshan Industrial B Area
Gongming Street

Guangming District

518106 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Shenzhen IMDK Medical Technology CO., Ltd

C Zone,10F, Building 16, Yuanshan Industrial B Area, Gongming
Street, Guangming District, 518106 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

Production and Distribution of Pulse Oximeter, Ultrasonic
Doppler Fetal Heart Rate Detector

EN I1SO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes

(IS0 13485:2016)

DIN EN I1SO 13485:2016

The Cetification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.3),
which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2018-08-25

GZ1828301

2018-09-25
2021-09-24

[ o]

Stefan Preil



DECLARATION OF CONFORMITY
TO CounciL DIRECTIVE 93/42/EEC oF 14 JUNE 1993
CONCERNING MEDICAL DEVICES

d MANUFACTURER: Shenzhen IMDK Medical Technology Co.,Itd
C Zone,10F,Building 16,Yuanshan Industrial B Area,Gongming Street,Guangming

District,518106. Shenzhen.

MeDical DewcE: PuLse OxiMETER, CT10THTACTOTAZCTI0TAICIOB Y
C10182
CLASSIFICATION - ANNEX (X cLass i, RILETT

CONFORMITY ASSESSMENT ROUTE: Annex VIl + V.3

WE, THE MANUFACTURER, EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY,
AND HEREWTTH DECLARE THAT THE STATED MEDICAL DEVICES
MEET THE TRANSPOSITION INTO MATIOMAL LAW, THE PROVISIONS OF COUNCIL DHRECTIVE
B3M42/EEC oF 14 JunE 1993 CONCERMNING MEDNCAL DEVICES,
MCLUDING, AT 21 MARcH 2010, THE AMENDMENTS BY CounciL DiRecTivE 2007 /47/EEC.
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MAMUFACTURER.

NoTIFIED BoDY: TOV SUD PrODUCT SERVICE GMBH
RiDLERSTR 65, D-80338 MONCHEN, GERMANY

IDENTIFICATION NUMBER c 'e 0123

(EC) CERIFICATE(S).

EuroreaN REPRESENTATIVE: MedMNet GmbH, Borstrasse 10, 48163 Muenster, Germany.

STaRT oF CE-MARKING:

PLace, DATE oF DecLaranion: Shenzhen,09/08/2018

| SiGNATURE: uN XiE II!} wﬂ#j
; POSITION: GENERAL MANAGER

MAHUFACTURER I3 EXCLUSIVELY RESPONSIBLE FOR THE DOC,

Rt EN ISOMEC 170501 rerdtRan e Juna 2009
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ZERTIFIKAT & CERTIFICATE ¢

+* * * 1(* Benannt durch/Designated by
Zentralstelle der Lander

v
* 3
. R A fir Gesundheitsschutz &

* X bei Arzneimitteln und  »

. Medizinprodukten §

Kk g k% 2L6-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or lll)

No. G2 002145 0001 Rev. 00

Product Service

Manufacturer: Shenzhen IMDK Medical

Technology CO., Ltd

C Zone,10F, Building 16
Yuanshan Industrial B Area
Gongming Street

Guangming District

518106 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Shenzhen IMDK Medical Technology CO., Ltd
C Zone,10F, Building 16, Yuanshan Industrial B Area, Gongming
Street, Guangming District, 518106 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

Product Pulse Oximeter and Ultrasonic Doppler Fetal Heart Rate
. Detector
Category(ies):

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

Report No.: GZ1828301
Valid from: 2018-09-25
Valid until: 2023-09-24

Date, 2018-09-25 / / 4

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

TUV SUD Product Service GmbH « Certification Body * Ridlerstrae 65 + 80339 Munich « Germany



