


4. Manufacturing date: see the label Expected service life of
the device including parts and accessories: 5 years.
5. Normal working condition

Working Temperature 5°C to 40°C (41°F to 104°F)

Relative Humidity 15% to 80%, non-condensing

Atmospheric Pressure 70 kPa to 106 kPa

Rated Voltage DC30V

o

. Default values and conditions of alert

Parameter Value

Oxygen Saturation Upper Limit: 100 Lower Limit: 94

Pulse Rate Upper Limit: 130 Lower Limit: 50

Safety Type

Anti-electric-shock type: internal power supply device
Anti-electric-shock degree: Type BF applied part
Running mode: Continuous working Waterproof grade: IP22

Keep the transmitting and receiving windows free of obstructions before and
after use.

Storage and Transportation

Packaged products should be stored in well-ventilated rooms without corrosive
gas and with an ambient temperature of —=10°C to +50°C, a relative humidity
10%- 93% (without condensation), and an atmospheric pressure of 50-106 kPa.

Alert Condition When the alert switch is on and the actual

measured value goes beyond the preset alert
parameter range, the Oximeter gives an alert
sound along with flicker (threshold value for
prompting can be set up)

Technical parameters (Software version: V2.12)

Parameter Value
Oxygen 35%-100%
Display Range Saturation
Pulse rate 25 bpm tp 250 bpm
Oxygen
Saturation 1%
Resolution
Pulse rate Tbpm
Oxygen o, o, o, .
Measur.e.ment Saturation +2% (70% to 100%) No requirement (s 69%)
precision
Pulse rate *2 bpm
Oxygen Upper limit: 50% to 100%
Saturation Lower limit: 50% to 100%
Alert range
Upper limit: 25 bpm to 250 bpm
Pul it
ulse rate Lower limit: 25 bpm to 250 bpm
Oxyggn +1% of the preset value
Alert error Saturation
Pulse rate The greater of +10% of the preset
value and 5 bpm
High-performance dry battery can
Battery be used for about 685 times at
normal temperature
Service life 5 Years

Technical statement

The device has no alarm system for SpO2 or pulse rate physiological alarm condition.

When the signal detected by the pulse oximeter is inadequate or weak, the SpO2
and Pulse rate readings on display are: "--"and "---".

FUNCTIONAL TESTER can not be used to assess the accuracy of a pulse oximeter
probe or a pulse oximeter monitor.

The pulse oximeter has a specific calibration curve which is accurate for the
combination of the pulse oximeter and pulse oximeter probe. If the functional tester
can measure the error comes from the main part of the pulse oximeter, the accuracy
of the pulse oximeter that replicates this calibration curve can be verified.
MANUFACTURER will make available on request circuit diagrams, component part
lists, descriptions, calibration instructions, or other information that will assist service
personnel designated by the manufacturer in parts repair.

The pulse rate waveform is normalized. When the pulse rate waveform tends to be

smooth and stable, the measurement value is optimal. Data update period: less than

30s, data averaging: every 8 data.
Note 1:The Pulse oximeter measurements are statistically distributed, only about

two-thirds of pulse oximeter equipment measurements can be expected to fall within

*Arms of the value measured by a co-oximeter.

Note 2:The statistic conclusion of an controlled desaturation study which guided
by"ISO 80601-2-61, Annex EE, guideline for evaluating and documenting SpO2
accuracy in human subjects”. The statistic result displayed the accuracy distribution
between the range of 70%-100%.

Lay responsible organization must contact its local authorities to determine the
proper method of disposal of potentially bio hazardous parts and accessories as
appliable.

Any serious incident that has occurred in relation to the device should be
reported to the manufacturer and the competent authorities of your Member
State.

Customer Service

Tenovi, Co.
Address: 1 Cate St. Suite 100, Portsmouth, NH 03801 USA
Website: www.tenovi.com

EMC Information-Guidance and Manufacture's

T* WARNING: Use of this equipment adjacent to or stacked with other equipment
should be avoided because it could result in improper operation. If such use is
necessary, this equipment and the other equipment should be observed to verify
that they are operating normally.”

2* WARNING: Use of accessories, transducers and cables other than those
specified or provided by the manufacturer of this equipment could result in
increased electromagnetic emissions or decreased electromagnetic immunity of
this equipment and result in improper operation.”

3* WARNING: Portable RF communications equipment (including peripherals such
as antenna cables and external antennas) should be used no closer than 30 cm
(12 inches) to any part of the ME equipment, including cables specified by the
manufacturer. Otherwise, degradation of the performance of this equipment
could result.”

Table 1

Declaration - electromagnetic emission

Emission Test Compliance
RF emissions

CISPR 1 Group

RF emissions Class B
CISPR T

Harmonic emissions

IEC 61000-3-2 Not applicable

Voltage fluctuations
/flicker emissions
IEC 61000-3-3

Not applicable

Table 2

Declaration - electromagnetic immunty

Immunity Test

IEC 60601 test level

Compliance level
Compliance level

Electrostatic discharge
(ESD) IEC 61000-4-2

8 kV contact
2KV, £4kV,
*8 kV, 15 kV air

8 kV contact
*2kV, £4 kV,
*8 kV, 15 kV air

Electrical fast transient/
burst IEC 61000-4-4

+2kV for power supply lines
£1kV for input/output lines

Not applicable

Surge
IEC 61000-4-5

+0.5kV, = 1kV line(s) to lines
*0.5kV, £ TkV, £ 2 kV line(s)
to earth

Not applicable

Voltage dips, short
interruptions and voltage
variations on power
supply input lines

IEC 61000-4-T1

0% UT; 0.5 cycle At 0°,
45°,90°,135°,180°, 225°,
270°and 315°

0 % UT; 1cycle and

70 % UT; 25/30 cycles
Single phase: at 0°

0 % UT; 250/300 cycles

Not applicable

Power frequency
(50/60 Hz) magnetic
field IEC 61000-4-8

30A/m

30A/m

NOTE: UT is the a.c. mains voltage prior to application of the test level.

Table 3

declaration - electromagnetic immunity

Immunity test

IEC 60601 test level

Compliance level

3V
Conducted RF

0.15 MHz to 80 MHz

IEC 61000-4-6 6V in ISM bands between Not applicable
0.15 MHz and 80 MHz
Radiated RF 10V/m
IEC 61000-4-3 80 MHz to 2.7 GHz Tov/m
Table 4
Declaration - IMMUNITY to proximity fields from RF wireless communications
IEC60601 test level Compliance
Immunity Test v —Level
Test Modulation aximum Immunity
frequency power level
Radiated RF 385 MH; “Pulse
z jon: . 27V, 27V
EC 61000-4-3 Modulation: 1.8W /m /m
18Hz
*FM+ 5Hz
450MHz | deviation: 2w 28V/m | 28V/m
1kHz sine
710MHz | “"Pulse
745 MHz Modulation: 0.2W 9V/m oV/m
780 MHz | 217Hz
810 MHz | ““Pulse
870 MHz | Modulation: 2w 28V/m 28V/m
930 MHz 18Hz
1720 MHz | **Pulse
1845 MHz | Modulation:| ~ 2W 28V/m | 28V/m
1970 MHz | 217Hz
**Pulse
2450 MHz | Modulation: 2W 28V/m 28V/m
217Hz
5240 MHz | **Pulse
5500 MHz | Modulation: 02w 9V/m 9V/m
5785 MHz | 217Hz

Note* - As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may
be used because while it does not represent actual modulation, it would be

worst case.

Note** - The carrier shall be modulated using a 50 % duty cycle square wave

signal.
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