° @
°
°e0®

ResMed Stellar series

Non-invasive/invasive ventilators

ENGLISH

The information provided in this addendum replaces or supplements content found in the Stellar 100
and Stellar 150 User and Clinical Guides.

Supplementary information on FiO, monitoring

Note: It may take up to 15 minutes for the FiO, sensor readings to meet the specified accuracy after
powering on the device.

The FiO, sensor performance can be adversely affected by relative humidity, condensation on the
sensor or unknown gas mixtures.

FiO, monitoring is affected by changes in ambient and cyclical pressure. This change in monitoring is
proportional ie, at 3 000m (10 000 ft) altitude the ambient pressure decreases by 30% relative to sea
level and will result in a 30% decrease in monitored FiO,,.

For information on maintenance and disposal of the oxygen sensor, refer to the FiO, Monitoring Kit
Guide for Stellar.

FiO, sensor calibration

Note: Calibration must be done in room air without supplemental oxygen connection.

Optional accessories

Using water traps

When using a water trap, check the air circuit regularly for accumulated water. Follow the
manufacturer’s recommendations for frequency of inspection of water traps.

Supplementary information on SpO,
Both the SpO, and pulse rate are logged at a sample rate of 1 Hz.
The optional SpO, sensor is calibrated for the display of functional oxygen saturation.

The Disconnected XPOD alarm will activate if the pulse oximeter is connected during therapy and an
interruption to its data transfer occurs for more than 10 seconds.

For part numbers of compatible oximeter accessories for this device, see the ventilation accessories
on www.resmed.com under the Products page. For information on how to use these accessories,
refer to the user guide that comes with these accessories.

/\ WARNING

e Pulse oximeter sensors must not be used with excessive pressure for prolonged periods as
this can cause patient pressure injury.

e The pulse oximeter sensor and cable needs to be verified for compatibility with Stellar,
otherwise, patient injury can result.

Internal battery
The internal battery will operate for approximately three hours under normal conditions.

It can take up to four hours to fully recharge the internal battery, however, this can vary depending on
environmental conditions and if the device is in use.



Working with alarms

When an alarm is muted, the Alarm mute key LED will light constantly. If after two minutes the
problem is still present, the alarm will sound again for high or medium priority alarms except for the
Internal Battery Low (30%) alarm. This alarm will be permanently muted with both the audible signal
and alarm message cleared. However, these indicators will initiate again when the Internal Battery
Empty (2 minutes remaining) alarm is activated.

Technical specifications

Alarm Volume Range High, medium and low priority alarm (measured according to IEC 60601-1-8: 2012):

minimum 42 dB
maximum 79 dB

Applied parts Patient interface (Mask, endotracheal tube or tracheostomy tube)
(as per IEC 60601-1) Oximeter (optional accessory)

Fi0, measurement Range: 18% to 100%, Resolution: 1%, Accuracy: (2.5 vol.% +2.5% of actual oxygen
concentration)* (as per IS0 80601-2-55)

Sp0, measurement Range: 70% to 100%, Resolution: 1%, Accuracy: 2% in a range of 70% to 100%

Internal battery Lithium-lon battery, 14.4V, 2.75 Ah, 40 Wh

Operating hours: 3 h with a new battery under normal conditions

*The measured FiO, sampled at a minimum of 1Hz has a response time of 14s to 90% of the final value. The long
term output drift in 100% O, is typically <6% over 1 year.

General warnings and cautions
/N\ WARNING

Single-use products are not to be re-used due to degradation and contamination risks.

Symbols

Device weight; @ Contains no China environmental hazardous substances.



Guidance and manufacturer’s declaration — electromagnetic
immunity

The device is intended for use in the electromagnetic environment specified below. The customer or
the user of the device should assure that it is used in such an environment.

Immunity test

IEC 60601-1-2
test level

Compliance level

Electromagnetic environment —guidance

Electrostatic
discharge (ESD)
IEC 61000-4-2

Electrical fast
transient/burst
IEC 61000-4-4

Surge IEC 61000-4-5

Voltage dips, short
interruptions and
voltage variations on
power supply input
lines IEC 61000-4-11

+8 kV contact
+15kV air

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

+1 kV differential
mode

+2 kV common
mode

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

0% UT; 1 cycle and
70% UT; 25/30
cycles. Single
phase: at 0°

0 % UT; 250/300
cycle

+B8 kV contact
+15kV air

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

+1 kV differential
mode

+2 kV common
mode

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

0% UT; 1 cycle and
70% UT; 25/30
cycles. Single
phase: at 0°

0 % UT; 250/300
cycle

Floors should be wood, concrete or ceramic tile.
If floors are covered with synthetic material, the
relative humidity should be at least 30%.

Mains power quality should be that of a typical
commercial or hospital environment.

Mains power quality should be that of a typical
commercial or hospital environment.

Mains power quality should be that of a typical
commercial or hospital environment.

If the user of the device requires continued operation
during power mains interruptions, it is recommended
that the device be powered from an uninterruptible
power source.

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

30 A/m

30A/m

Power frequency magnetic fields should be at
levels characteristic of a typical location in a typical
commercial or hospital environment.




Immunity test IEC 60601-1-2 Compliance level  Electromagnetic environment —guidance
test level
Conducted RF 3Vrms 3Vrms Portable and mobile RF communications equipment
IEC 61000-4-6 150 kHz to 80 MHz 150 kHz to 80 MHz  should be used no closer to any part of the device,
6 Vrms 6 Vims including cables, than the recommended separation
in ISM bands in ISM bands distance calculated from the equation applicable to
between 150 kHz between 150 kHz the frequency of the transmitter.
and 80 MHz and 80 MHz Recommended separation distance:
Radiated AF 3V/m 3V/m d=0.35 \/E otft3|de ISM bands
IEC 61000-4-3 80MHzt025GHz 80 MHzto25GH;  d=12 Pinside ISM bands
(Professional (Professional d=1.2P 80 MHz to 800 MHz
Healthcare) Healthcare) d =23 /P 800 MHz to 2.5 GHz
10 V/m 10V/m where P is the maximum out i
put power rating of the
80MHzto27GHz = BOMHz102.7 GHz  yransmitter in watts (W) according to the transmitter
(Home Healthcare]  (Home Healthcare)  antacturer and d is the recommended separation
distance in metres (m).
Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey,?
should be less than the compliance level in each
frequency range.
Interference may occur in the vicinity of equipment
marked with the following symbol: ({(i;))
Notes:

Ut is the AC mains voltage prior to application of the test level.

At 80 MHz and 800 MHz, the higher frequency range applies.

These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically

with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site
survey should be considered. If the measured field strength in the location in which the device is used exceeds
the applicable RF compliance level above, the device should be observed to verify normal operation. If abnormal
performance is observed, additional measures may be necessary, such as reorienting or relocating the device.

Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.



Recommended separation distances between portable and mobile RF
communications equipment and the device

The device is intended for use in an environment in which radiated RF disturbances are controlled.
The customer or the user of the device can help prevent electromagnetic interference by maintaining
a minimum distance between portable and mobile RF communications equipment (transmitters) and
the device as recommended below, according to the maximum output power of the communications
equipment.

Separation distance according to frequency of transmitter (m)

Rated maximum
output power of 150 kHz to 80 MHz 150 kHzto 80 MHz 80 MHz to 800 MHz ~ 800 MHz to 2.5 GHz

transmitter (W) Outside ISM bands Inside ISM bands

d=035P d=12+P d=12yP d=23+P
0.01 0.1 0.1 0.1 0.2
0.1 0.1 0.4 0.4 0.7
1 0.4 1.2 1.2 2.3
10 1.1 38 38 73
100 35 12.0 12.0 23.0

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in metres (m) can be determined using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the transmitter in watts (W) according
to the transmitter manufacturer.

Note:
e At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

* These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

Potential impact of electromagnetic disturbances

The loss or degradation of the following clinical functions due to electromagnetic disturbances could
result in compromised patient safety:

e Accuracy of ventilation control

e Accuracy of monitoring of airway pressure and volume

e Therapy alarms

Detection of this degradation could be observed by the following device behaviour:
e Erratic ventilation delivery

e Rapid fluctuations in monitored parameters

e False activation of therapy or technical alarms

/\ WARNING

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