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MDD TEST REPORT

Report No.: SET2017-00303
Product: Pulse Oximeter

Model No. : C101H1, C101A2, C101A3, C101B1, C101B2

Brand Name: ¢

Applicant: Shenzhen IMDK Medical Technology Co., Lid.

Issued by: CCIC Southem Electronic Product Testing (Shenzhen) Co., Ltd.

Lab Location: Electronic Testing Building, No. 43 Shahe Road, Xili Jiedao,
Manshan District, 518055 Shenzhen, Guangdong, China

Tel: 86 755 26627338 Fax: 86 755 26627238

Thiz test report conzists of 110 pages in total. It may be duplicated completely for legal use with the
approval of the applicant. 1t should not be reproduced except in full, without the written approval of our
laboratory. The client should not use it to claim product endorgement by CCIC-SET. The test results in the
report only apply to the tested sample. The test report shall be invalid without all the signatures of testing
engineers, reviewer and approver. Any objections must be raised to CCIC-5ET within 15 days since the

date when the report is received. It will not be taken into consideration beyond this limit.
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Report No_: SET2017-00303

TEST REPORT
IEC €0801-1
Medical electrical equipment

Part 1: General requirements for basic safety and essential performance

Compiled by (+ signature) .__....__.....

Reviewed by (+ signature). ...

Approved by (+ signature).___...__....:

Date of lsue. ..o sl

Macy. Yang

Bonnie. Mie

Testing Laboratory ..o, :

AP R

Electronic Testing Building, No. 43 Shahe Road, Xili Jiedao, Nanshan
District, 518055 Shenzhen, Guangdong, China

Tel: B6-755-26627338 Fax: 86-735-26627238

Applicant’'sname ...

Shenzhen IMDK Medical Technology Co., Lid.

Address........ccccccccieiieccseeneee D C Zone, 10F, Building 16, Yuanshan Industrial B Area, Gongming
Street, Guangming District, Shenzhen

Test specification:

Standard............ooooooeiieeeeeeeoo.2 IEC.B60601-1: 2005 + CORR. 1:2006 + CORR. 2:2007 + AM1:2012 (or

Testprocedure ... ...

IEC 60601-1: 2012 reprint)
AMNSIfAAMI ES60601-1:2005/ (R)2012 and A1:2012, C1:2009/
(R})2012 and AZ2:2IM04R)2012

Test report only

Mon-standard test method...........0 Mot applicable
Test Report Form No...............0 [ECE0E801_1J
Test Report Form(s) Orginator ....; UL{US)
Master TRF.._ ... . . ... 5 201407

Test item description.... . &

Teade Mark .. i

Manufacturer ...l

$ T | e D ey R R e

ModelType reference...................

Pulze Oximeter
!
Shenzhen IMOK Medical Technology Co., Lid.

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

C101H1, C101A2, C101A3, C101B1, C101B2

DC 3V (2X1.5V AAA battery)
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Coopy of marking plate

Pulse Oximeter
Model; C101H1
\bhnu:m: A0V ZHAAA)Y E

CLO01H1YE0800008
[EC [REP| y4odnat GmbH ] ‘d}" ﬁ
Add: Borkstrasse 1048163 |3 o @
Minsier, Garmany

m  Shenzhan IMDK Megical Technology GO, Lig
‘ Add - C Zone, 10F, Buikding 18. Yuanshan

Irnduslelal B Arae, Gorgming 3ireel,
{HAuangming Disirict, Srenzhan,

Fage 103 01 110 Repont No.- SET2017-0030)

ATTACHNENT FILE {1 photo of the DUT

Photo 1

[ v compiete

[ ]=ternal

[ 1compocent

[ |¥Cn

Photn 2

[ V] ompeie
| | wtemp

[ Icompases
[ |#C8
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Photo 3
[ V] complete
[ lintemal

[ 1component
[ 1PCB

Photo 4

[ 1complete
[¥]intemal

[ ]component

[ 1PCB
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Photo 5

[ ]complete

[ V]intemal

[ ]component

[ 1PCB

Photo 6

[ }complete

[ ¥1intemal

[ ]1component
[ 1PCB

-~ End of Test Report —
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EC Certificate

v Qusality A ca System
Mumwmmemn.mv
{Devices In Class Ba, Hb or W}

Na. G2 002145 0001 Rev. 00

Manufacturer: Shenzhen IMDK Medical

Technology CO,, Ltd

C Zome, 10F, Bullding 16
Yusnshan Insuatrial B Ares
Gongreng Strest

Guangring Desinct

BAB106 Shenzhen

PEOPLES REFUBLIC OF CHINA

Fleilll)'[i!ll! Shenzhen IMDW Medca Technology CO., Lid
C Fore 10F, Building 18, ?mmmﬁﬁ.mﬂ.ﬂmwny
Street, Goanging Destrct, 518408 Shenzhen, PECPLE'S
REPUBLIC OF CHINA

Product Pulse Ouimeter and Ultrasanic Boppler Fotal Heart Rate

Datecto
Categoryl{ies): "
Thas Centification Body of TUW SUD Product Sernce GmbH declares thal the aforementioned
FrEnUfAClUNe has implernanted a quakty Sssurancl sysem for manutacture and final inspestion of the

Syatenn conborms to the reg e of this Directive ond i subject {o penodicsl survedlance. For
mmmmmmmmwmwmmsm See also notey

Biaport Ma.: GZ18Z6301
Valid frogn: 2080926
Valid untii: 0E3-00-24

o [ foorn]

DECLARATION OF CONFORMITY
T0 CouNnciL DIRecTIVE 93/42/EEC oF 14 JUNE 1993
~ CONCERNING MEDICAL DEVICES

“ MANUFACTURER' Shenzhen IMDK Medical Technology Co. Itd
| € Zone,10F Building 16,Yuanshan Industrial B Area,Gongming Street,Guangming |
District, 518106, Shenihen,

MEDiCAL DEVICE: [rasonic Boppler Felal Heart Rate Detector, YM-2T9,
Y278
CLASSIFICATION - ANNEN £ CLASS Ha, FuLett

CONEORMITY ASSESSMENT ROLTE: Amm: Vii+ W3

WWE, THE MANUFACTURER, EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY,
AND HEREWITH DECLARE THAT THE STATED MEDIGAL DEVICES
MEET THE TRANSPOSITION INTO HATIONAL LAW, THE PROVISIONS OF CounciL DIRECTIVE
S34Z/EEC OF 14 JUNE 1993 CONCERMING MEDICAL DEVICES; |
PECLUDING, AT 21 MBRCH 20110, THE AMENDMENTS BY COUNGH. DIRECTIVE 20074 T/EEC,
ALL SUPPGRTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER,

| NoTFIED Booy: TOV SUD Probuct semvice GuaH
| RepLeRSTR BS, D-B0339 MONCHEN, GERMANY

| POENTIFCATION MUMBER c E 0123

| (EC) CERTMFICATE(S):

EUROPEAN REPRESENTATIVE: MadNet GmbH, Borstrasse 10, 48163 Muenster, Genmany.

START OF CE-MARKING:

Puace, Dare oF Decuaramion:  Shenzhen, 0970872018

| BiGNATURE: 5@&_%%@ b o |

L POSITION: GEMERAL MANAGER

MANUFACTURER 5 EXCLUSIVELY RESPONSIELE FOR THE DOC ‘



