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Sensor’s LEDs

Nominal Wavelengths and Nominal Power Output
Values

(RED) 660nm — 1.8mw
(IR) 905nm — 2.0mw

Display

Type

High quality TFT full colors liquid crystal display
(LCD) with LED backlight and capacitive touch

Data Displayed

SpO,, Pulse Rate, Plethysmograph Waveform,
Temperature, Alarms and Status Messages

NOTE: There is no display delay from the calculated value.

Measurement Range

SpO, 0% - 100%
Pulse Rate 30 - 250 BPM (Beat per Minute)
Temperature 32.0 - 138.9 °F (0.0 - 60.0 °C)
Perfusion 0.2% - 20%
Resolution
SpO, (Functional) 1%
Pulse Rate 1 BPM
Temperature 0.1°C
Accuracy
(91-100 %) +/- 1%
SpO; (Functional) No motion and normal perfusion (81-90 %) +/-2%
(70-80 %) +/-3%
Pulse Rate No motion and normal perfusion (30-250 BPM)  +/-3 BPM
. Neonate* o o
SpO: (Functional) No motion and normal perfusion (70-100 %) 3%
SpO, (Functional) Motion or Low perfusion (70-100 %) +/-3%
Pulse Rate Motion or Low perfusion (35-245 BPM)  +/-5 BPM
Temperature Not including sensor accuracy (0- 40 °C) 1-2%
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o Pulse Rate accuracy performed by using ProSim 8 Firmware v2.08 Fluke Biomedical
patient simulator.

o Neonatal testing was completed on healthy adult subjects and 1% was added to the %
Arms to account for fetal hemoglobin effects.

e Only 2/3 of measurements are expected to fall within the declared range of SpO,

accuracy.
Data Values
Data averaging 8 seconds
Data update period From 8 to 30 seconds*
Alarm condition delay None
Alarm signal generation delay None

* Based on measurement conditions data update period varies from 8 to 30 seconds.

Alarm Limits

Low SpO, 0% - 99%
High SpO, 1% - 100%
Low Pulse Rate 30- 229 BPM
High Pulse Rate 31- 230 BPM
Physical Characteristic
Dimension (WHD) 25 x8x22cm
Weight 1Kg
Environmental
Temperature -5°Cto40°C (23 °Fto 113 °F)
Operating Relative humidity 5% to 95% RH, non-condensing 503 mbar to 1059 mbar
Pressure Approximate elevation of -378 to 594 (-1240 to 1950 ft)
Temperature -29 °C to 60 °C (-20 °F to 140 °F)
Storage Relative humidity 5% to 95% RH, non-condensing 503 mbar to 1059 mbar
Pressure Approximate elevation of -378 to 594 (-1240 to 1950 ft)




Characteristic of Auditory Alarm Signals
According to IEC 60601-1-8:2006

Pulse Frequency 700 Hz
Effective Pulse High Priority 50 ms ) High Priority 50 ms
Duration (t,) Pulse Spacing (tg)

d Medium Priority 170 ms Medium Priority 130 ms
tsus 150 ms tou 10s
tsus 550 ms tom 20s

High Priority
L Lt
tSHS th

LU

LU JUULI

Medium Priority t
d

s
- 4>

th

I_I_I‘I_Ii

A4

U1

Electrical Characteristics

Power Requirement 80~264 VAC
Frequency Range 47~63 Hz
Rated Power 30 W

Fuse 2 x 500 mA/250 VAC, 5 x 20 mm

Battery Li-Ion 7.4 V, Rechargeable, Maximum Protection
Battery Operating Time 5 hours

Battery Charging Time 3 hours

NOTE: System power is designed to work without interruption. It means you can disconnect main power and the
system will switch to the internal battery automatically without any delay.

Electromagnetic Effects

The oximeter board complies with the requirements of IEC 60601-1-2:2014 electromagnetic compatibility. The
following basic EMC standards were applied to verify conformance.

IEC 60601-1-2:2014 electromagnetic compatibility

Environment

IEC 60601-1-2:2014 electromagnetic compatibility
CISPR 11 Group 1, class B

Emissions

IEC 60601-1-2:2014 electromagnetic compatibility

Immunity
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IEC (International Electrotechnical Commission) Classifications

Type of protection CLASS 1
Degree of protection Type BF

Mode of operation Continuous
Degree of protection against ingress of liquids Ordinary (IP42)

Using a soaked swab with alcohol for the external

Recommended methods of sterilization or disinfection parts of system, SpO, sensor and extension cable

for appropriate cleaning instructions.

Degree of safety of application in the presence of a

flammable anesthetic

Not suitable for use in the presence of a flammable
anesthetic mixture with air, oxygen or nitrous
oxide.

A Do not use functional tester to assess the accuracy of pulse oximeter probes and monitor.

List of Relevant Standards

1 | IEC 60601-1:2024

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

2 | IEC 60601-1-2:2014

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

3 | IEC 60601-1-8:2006

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

4 | ISO 80601-2-61:2017

Medical electrical equipment - Part 2-61: Particular requirements for basic safety
and essential performance of pulse oximeter equipment

5 | IEC 62304:2006

Medical device software - Software life cycle processes

6 | ISO 14971:2019

Medical devices - Application of risk management to medical devices
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Physiological Alarms

Priority Visual Audible
SpO, High (Red) v
SpO, Low (Red) v

High Pulse High (Red) v
Pulse Low (Red) v
Low Perfusion (Red) v

Technical Alarms

Priority Visual Audible

High Low Battery (Red) v

Medium Sensor Disconnected (Yellow) v
Sensor Off Patient (Yellow) v

System Message

Priority Visual Audible
Defective Sensor (Yellow) x
Pulse Search (Yellow) x

NO Too Much Ambient Light (Yellow) x
Insufficient Light (Yellow) x
Interference Detected (Yellow) x
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