


CMSS0QA/QB Pulse Oximeter is а portaЫe equipment adopting advanced technology, it mainly checks SpO2 and PR value through the finger, which provides 

advanced, non-invasive and scientific means for quantitative measurement of oxygen saturation. 

CMSS0QA/QB is fit for family, hospital, oxygen bar, community healthcare, physical саге in sports (lt сап Ье used before or after doing sports and it is not rec­

ommended to use the device during the process of having sport) and etc. 

Features 
♦ Easy and convenient in operation.

♦ Small in volume, light in weight and convenient in carrying.

♦ Low power consumption.

♦ Small appearance,more fit for children. 

♦ SpO2 value display.

♦ Pulse rate value display, bar graph display.

♦ Pulse waveform display (only CMSS0QB).

♦ With screen overturn fundion (only CMSS0QB).

♦ Pulse sound indication.

♦ Low-voltage indication.

♦ Data beyond limits indication.

♦ Perfusion Index (optional)

Accessories 

♦ One rechargeaЫe buttony battery

♦ Charge accessories: One power adapter , one charger , one data line 

♦ One user manual

♦ One lanyard

Performance 

♦ SpO2 measurement range: 0%-100%

Accuracy: 70%-100%: ± 2%

0%-69%: unspecified 

♦ PR measurement range: 30bpm-250bpm

Accuracy: ± 2bpm or ± 2%, (select larger) .

♦ Resolution:

SpO2: 1%

PR: lbpm

♦ Measurement Performance in Weak Filling Condition: SpO2 and

pulse rate сап Ье shown correctly when pulse-filling ratio is 0.4%. SpO2 

error is ± 4%, pulse rate error is ± 2 bpm or ± 2%(select larger) . 

♦ Resistance to surrounding light: The deviation between the value

measured in the condition of man-made light or indoor natural light and 

that of darkroom is less than ± 1%. 

♦ Power supply: 3.6 V DC-4.2V DC.

♦ Safety classification: lnterior Battery, BF Туре.

Physical characteristic 

♦ Dimension: 46(L) х 40(W) х 29(Н) mm

♦ Weight: About 35g (with а rechargeaЫe buttony battery)
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MANUFACTURER:

CONTEC MEDICAL SYSTEMS CO., LTD
No.112 Qinhuang West Street, Economic ＆Technical
Development Zone, Qinhuangdao, Hebei Province,
PEOPLE’S REPUBLIC OF CHINA

MEDICAL DEVICE: Pulse Oximeter, CMS50QB

CLASSIFICATION - ANNEX IX: Class Ⅱb, Rule 10

CONFORMITY ASSESSMENT ROUTE: Annex Ⅱexcluding chapter 4

WE, （CONTEC MEDICAL SYSTEMS CO., LTD）HEREWITH DECLARE THAT THE STATED
MEDICAL DEVICES. MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF
COUNCIL DIRECTIVE 93/42/EEC OF 14 JUNE 1993 CONCERNING MEDICAL DEVICES;
INCLUDING, AT 21 MARCH 2010, THE AMENDMENTS BY COUNCIL DIRECTIVE 2007/47/EEC
ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURE.

STANDARDS APPLIED: SEE ATTACHED LIST OF (HARMONISED - EN) STANDARDS FOR WHICH
DOCUMENTED EVIDENCE OF COMPLIANCE CAN BE PROVIDED.

NOTIFIED BODY: TÜV SÜD PRODUCT SERVICE GMBH
RIDLERSTR 65, D-80339 M NCHEN, GERMANY

IDENTIFICATION NUMBER: 0123

(EC) CERTIFICATE(S): G1 050972 0050 Rev.04

EUROPEAN REPRESENTATIVE: Shanghai International Holding Corp. GmbH(Europe)
Eiffestrasse 80, 20537 Hamburg Germany

START OF CE-MARKING: 2010-09-30 (Date or Lot or serial number)

PLACE, DATE OF DECLARATION: QINHUANGDAO, 2020-06-18

SIGNATURE: President
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Appendix: list of (harmonised - EN) standards
NO. Reference Title

1 IEC 60601-1:2012
Medical electrical equipment - Part 1: General requirements for
basic safety and essential performance

2
EN 60601-1-2:2007
(IEC60601-1-2:2007)

Medical electrical equipment- Part 1-2: General requirements for
safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests

3 EN 60601-1-6:2013
Medical electrical equipment - Part 1-6: General requirements for
basic safety and essential performance - Collateral Standard:
Usability

4 IEC 60601-1-8:2012

Medical electrical equipment - Part 1-8: General requirements for
basic safety and essential performance -Collateral Standard:
General requirements, tests and guidance for alarm systems in
medical electrical equipment and medical electrical systems

5 EN 62304:2015 Medical device software-Software life-cycle processes

6
EN60601-1-11:2010
(IEC 60601-1-11:2010)

Medical electrical equipment--Part 1-11: General requirements for
basic safety and essential performance - Collateral standard:
Requirements for medical electrical equipment and medical
electrical systems used in the home healthcare environment

7 EN 62366:2015 Medical devices - Application of usability engineering to medical
devices

8 ISO 80601-2-61: 2011 Medical electrical equipment —Part 2-61:Particular requirements
for basic safety and essential performance of pulse oximeter
equipment
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