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AirMini™

Guidance and manufacturer’s declaration electromagnetic emissions and immunity
Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service according to EMC information

provided in this document.

This declaration currently applies for the following ResMed device:

e AirMini™

Guidance and manufacturer’s declaration—electromagnetic emissions

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

Emissions test Compliance Electromagnetic environment — guidance

RF emissions CISPR 11 Group 1 The device uses RF energy only for its internal function. Therefore, its RF
emissions are very low and are not likely to cause any interference in nearby
electronic equipment.

RF emissions CISPR 11 Class B The device is suitable for use in all establishments, including domestic
establishments and those directly connected to the public low-voltage network
that supplies buildings used for domestic purposes.

Harmonic Emissions Class A

IEC 61000-3-2

Voltage Fluctuations/Flicker Emissions |EC 61000-3-3 Complies

A\ WARNING

e The device should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is necessary, the device should be
observed to verify normal operation in the configuration in which it will be used.

e The use of accessories other than those specified for the device is not recommended. They may result in increased emissions or
decreased immunity of the device.

Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity test

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

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

IEC 61000-4-6

Radiated RF

IEC 61000-4-3

+8 kV contact
15 kV air

2 kV
+1 kV for input/output lines

+1 kV differential mode
+2 kV common mode

100V
240V

30 A/m

10 Vrms
150 kHz to 80 MHz

9 V/m to 85 V/m at frequencies up to
5.785 GHz

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

The AirMini complies with all applicable electromagnetic compatibility requirements (EMC) according
tolEC60601-1-2:2014, for residential, commercial and light industry environments. Portable and mobile
RF communications equipment should be used no closer to any part of the machine, including cables,
than the recommended 10 cm separation distance. The AirMini has been designed to meet EMC
standards. However, should you suspect that the machine performance (eg, pressure or flow) is affected
by other equipment, move the machine away from the possible cause of interference.

The AirMini complies with Part 15 of the FCC Rules and Industry Canada license-exempt RSS standards.
Operation is subject to the following two conditions: This machine may not cause harmful interference,
and this machine must accept any interference received, including interference that may cause
undesired operation.

FCC ID: Q0QBT121, IC: 5123A-BGTBT121

Additional information regarding the FCC Rules and IC compliance for this machine can be found on
www.resmed.com/downloads/devices.
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Air10™ Series | Stellar™| Astral™| RCM | RCMH

Guidance and manufacturer’s declaration electromagnetic emissions and immunity

Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service according to EMC information
provided in this document.

This declaration currently applies for the following ResMed devices:
e Airl0™ Series

o Stellar™

e Astral™

o ResMed Connectivity Module (RCM)

¢ ResMed Connectivity Module Hospital (RCMH)

Guidance and manufacturer’s declaration—electromagnetic emissions

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

Emissions test Compliance Electromagnetic environment — guidance

RF emissions CISPR 11 Group 1 The device uses RF energy only for its internal function. Therefore, its RF emissions
are very low and are not likely to cause any interference in nearby electronic
equipment.

RF emissions CISPR 11 Class B The device is suitable for use in all establishments, including domestic

establishments and those directly connected to the public low-voltage network that
supplies buildings used for domestic purposes.

Harmonic Emissions Class A
IEC 61000-3-2

Voltage Fluctuations/Flicker Emissions IEC 61000-3-3 Complies
/\ WARNING

e The device should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is necessary, the device should be
observed to verify normal operation in the configuration in which it will be used.

e The use of accessories (eg, cables, humidifiers) other than those specified for the device is not recommended. They may resultin
increased emissions or decreased immunity of the device.

Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity test IEC60601-1-2 test level — the device is Electromagnetic environment — guidance
tested to the compliance level
Electrostatic discharge (ESD) +8 kV contact Floors should be wood, concrete or ceramic tile. If floors are covered with synthetic material, the
IEC 61000-4-2 +15kV air relative humidity should be at least 30%.
Electrical fast transient/burst +2 kV for power supply lines Mains power quality should be that of a typical commercial or hospital environment.
|EC 61000-4-4 +1 kV for input/output lines
Surge +1 kV differential mode Mains power quality should be that of a typical commercial or hospital environment.
IEC 61000-4-5 +2 kV common mode
Voltage dips, short interruptions 0 % UT; 0.5 cycle Mains power quality should be that of a typical commercial or hospital environment.
and voltage variations on power At 0°, 45°, 80°, 135°, 180°, 225°, 270° I the user of the device requires continued operation during power mains interruptions, it is
supply input lines and 315° recommended that the device be powered from an uninterruptible power source.
|EC 61000-4-11 0 % UT; 1 cycle and

70 % UT; 25/30 cycles. Single phase: at 0°
0 % UT; 250/300 cycle

Power frequency (50/60 Hz) 30 A/m Power frequency magnetic fields should be at levels characteristic of a typical location in a typical
magnetic field IEC 61000-4-8 commercial or hospital environment.
Conducted RF 3 Vrms Portable and mobile RF communications equipment should be used no closer to any part of the device,
IEC 61000-4-6 150 kHz to 80 MHz including cables, than the recommended separation distance calculated from the equation applicable to
6 Vrms the frequency of the transmitter.
in ISM bands between 150 kHz and Recommended separation distance
80 MHz d=06+P
Radiated RF 3V/m . . . o .
IEC 61000-4-3 80 MHz t0 2.7 GHz Where (P) is the maximum output power rating of the transmitter in watts (W) according to the

transmitter manufacturer and d is the recommended separation distance in meters (m). Field strengths

(1P0rfi/f;335|onal Healthcare] from fixed RF transmitters, as determined by an electromagnetic site survey, ® should be less than the
80 MEZ 102.7 GHz compliance level in each frequency range. Interference may occur in the vicinity of equipment marked
(Home Healthcare) with the following symbol: ‘*((i)»

aField 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.

Notes:

e Utis the AC mains voltage prior to application of the test level.

e 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 (applicable for ventilators)

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 (eg, System Fault or Battery comms lost alarms)
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Air11™ Series

Guidance and manufacturer’s declaration electromagnetic emissions and immunity

Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service according to EMC information
provided in this document.

This declaration currently applies for the following ResMed device:
e Airl1™ Series

Guidance and manufacturer’s declaration—electromagnetic emissions

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

Emissions test Compliance Electromagnetic environment — guidance

RF emissions CISPR 11 Group 1 The device uses RF energy only for its internal function. Therefore, its RF emissions
are very low and are not likely to cause any interference in nearby electronic
equipment.

RF emissions CISPR 11 Class B The device is suitable for use in all establishments, including domestic

establishments and those directly connected to the public low-voltage network that
supplies buildings used for domestic purposes.

Harmonic Emissions Class A
IEC 61000-3-2

Voltage Fluctuations/Flicker Emissions IEC 61000-3-3 Complies
/\ WARNING

e The device should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is necessary, the device should be
observed to verify normal operation in the configuration in which it will be used.

e The use of accessories (eg, cables, humidifiers) other than those specified for the device is not recommended. They may result in
increased emissions or decreased immunity of the device.

Guidance and manufacturer’s declaration — electromagnetic immunity

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

Immunity test IEC60601-1-2 test level — the device is Electromagnetic environment — guidance
tested to the compliance level
Electrostatic discharge (ESD) +8 kV contact Floors should be wood, concrete or ceramic tile. If floors are covered with synthetic material, the
|EC 61000-4-2 +15kV air relative humidity should be at least 30%.
Electrical fast transient/burst +2 kV for power supply lines Mains power quality should be that of a typical commercial or hospital environment.
IEC 61000-4-4 +1 kV for input/output lines
Surge +1 kV differential mode Mains power quality should be that of a typical commercial or hospital environment.
IEC 61000-4-5 +2 kV common mode
Voltage dips, short interruptions 0 % UT; 0.5 cycle Mains power quality should be that of a typical commercial or hospital environment.
and voltage variations on power At 0°, 45°, 80°, 135°, 180°, 225°, 270° If the user of the device requires continued operation during power mains interruptions, it is
supply input lines and 315° recommended that the device be powered from an uninterruptible power source.
IEC 61000-4-11 0% UT; 1 cycle and

70 % UT; 25/30 cycles. Single phase: at 0°
0 % UT; 250/300 cycle

Power frequency (50/60 Hz) 30 A/m Power frequency magnetic fields should be at levels characteristic of a typical location in a typical
magnetic field IEC 61000-4-8 commercial or hospital environment.
Conducted RF 3Vrms Portable and mobile RF communications equipment should be used no closer to any part of the device,
IEC 61000-4-6 150 kHz to 80 MHz including cables, than the recommended separation distance calculated from the equation applicable to
6 Vrms the frequency of the transmitter.
in ISM bands between 150 kHz and Recommended separation distance
80 MHz d=06+P
Radiated RF 3V/m : B B [ :
IEC 61000-4-3 80 MHz to 2.7 Gz Where (P) is the maximum output power rating of the transmitter in watts (W) according to the

transmitter manufacturer and d is the recommended separation distance in meters (m). Field strengths

(1P0rtc‘;ssmnal Healthcare from fixed RF transmitters, as determined by an electromagnetic site survey, ® should be less than the
80 MEZ 10 2.7 GHz compliance level in each frequency range. Interference may occur in the vicinity of equipment marked
(Home Healthcare) with the following symbol: R

27 to 85 V/m*

385 MHz to 5.785 GHz*

(Smartphone connectivity)

*Tested as per IEC60601-1-2:2020 Table 9

using separation distance of 0.1 m
Proximity magnetic field 8 A/m at 30 KHz
|EC 61000-4-39 65 A/m at 134.2 KHz

7.5 A/m at 13.56 MHz
aField 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.
Notes:

o Utis the AC mains voltage prior to application of the test level.

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



S9™ Series | Lumis™ Tx

Guidance and manufacturer’s declaration electromagnetic emissions and immunity

Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service according to EMC information
provided in this document.

This declaration currently applies for the following ResMed devices:
e S9™ Series (with or without H5i™ and ClimateLine™)
e Lumis™ Tx

Guidance and manufacturer’s declaration—electromagnetic emissions

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

Emissions test Compliance Electromagnetic environment — guidance

RF emissions CISPR 11 Group 1 The device uses RF energy only for its internal function. Therefore, its RF emissions
are very low and are not likely to cause any interference in nearby electronic
equipment.

RF emissions CISPR 11 Class B The device is suitable for use in all establishments, including domestic

establishments and those directly connected to the public low-voltage network that

with or without USB adapter supplies buildings used for domestic purposes.

with or without Oximeter adapter

Harmonic Emissions Class A
IEC 61000-3-2

with or without USB adapter
with or without Oximeter adapter

Voltage Fluctuations/Flicker Emissions |EC 61000-3-3 Complies

with or without USB adapter
with or without Oximeter adapter

A\ WARNING

e The device should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is necessary, the device should be
observed to verify normal operation in the configuration in which it will be used.

e The use of accessories other than those specified for the device is not recommended. They may result in increased emissions or
decreased immunity of the device.
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 the
device is used in such an environment.

Immunity test IEC60601-1-2 test level Compliance level Electromagnetic environment — guidance
Electrostatic discharge +6 kV contact +6 kV contact Floors should be wood, concrete or ceramic tile. If floors are covered with
(ESD) IEC 61000-4-2 8 kV air 8 kV air synthetic material, the relative humidity should be at least 30%.
Electrical fast +2 kV for power supply lines 2 kV Mains power quality should be that of a typical commercial or hospital
transient/burst +1 kV for input/output lines Not applicable environment.
IEC 61000-4-4
Surge +1 kV differential mode +1 kV differential mode Mains power quality should be that of a typical commercial or hospital
IEC 61000-4-5 +2 kV commaon mode +2 kV common mode environment.
Voltage dips, short <5% Ut (>35% dip in Ut) for <12V (>95% dip in 240V) for Mains power quality should be that of a typical commercial or hospital
interruptions and voltage 0.5 cycle 0.5cycle environment.
variatio_ns on power 40% Ut (60% dip in Ut) for 96V (60% dip in 240V) for 5 cycles  If the user of the device requires continued operation during power mains
supply input lines 5cycles interruptions, it is recommended that the device be powered from an
IEC 61000-4-11 70% Ut (30% dip in Ut) for 168V (30% dip in 240V) for uninterruptible power source.

25 cycles 25 cycles

<5% Ut (>95% dip in Ut) for 5 sec <12V (>95% dip in 240V) for 5 sec

Power frequency 3A/m 3A/m Power frequency magnetic fields should be at levels characteristic of a typical
(50/60 Hz) magnetic field location in a typical commercial or hospital environment.

IEC 61000-4-8

Conducted RF 3Vrms 3Vrms Portable and mobile RF communications equipment should be used no closer to
IEC 61000-4-6 150 kHz to 80 MHz 150 kHz to 80 MHz any part of the device, including cables, than the recommended separation
Radiated RF 3V/m 10V/m distance calculated from the equation applicable to the frequency of the

IEC 61000-4-3 80 MHz to 2.5 GHz 80 MHz to 2.5 GHz transmitter.

Recommended separation distance

d=1.17P

d = 0.35 /P 80 MHz to 800 MHz

d =0.70 yP 800 MHz to 2.5 GHz

Where (P) is the maximum output power rating of the transmitter in watts (W)
according to the transmitter manufacturer and d is the recommended separation
distance in meters (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: G

aField 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.

®Qver the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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Notes:
e Utis the AC mains voltage prior to application of the test level.
e At 80 MHz and 800 MHz, the higher frequency range applies.

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

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

These devices are 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.

Rated maximum output power of Separation distance according to frequency of transmitter (m)

transmitter (W) 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=1.174P d=0.35P d=07P

0.01 0.12 0.04 0.070

0.1 0.37 0.11 0.22

1 12 0.35 0.70

10 3.7 1.1 22

100 12 35 7.0

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.

Notes:

¢ At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

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



VPAP™ Tx

Guidance and manufacturer’s declaration electromagnetic emissions and immunity

Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service according to EMC information
provided in this document.

This declaration currently applies for the following ResMed device:
e VPAP™ Tx

Guidance and manufacturer’s declaration—electromagnetic emissions

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

Emissions test Compliance Electromagnetic environment — guidance

RF emissions CISPR 11 Group 1 The device uses RF energy only for its internal function. Therefore, its RF
emissions are very low and are not likely to cause any interference in nearby
electronic equipment.

RF emissions CISPR 11 Class B The device is suitable for use in all establishments, including domestic
establishments and those directly connected to the public low-voltage network
that supplies buildings used for domestic purposes.

Harmonic Emissions Class A

IEC 61000-3-2

Voltage Fluctuations/Flicker Emissions |EC 61000-3-3 Complies

Note: Class A for all system configurations. Class A is suitable for use in all establishments other than domestic and those directly connected to a
low-voltage power supply network which supplies buildings used for domestic purposes.

A\ WARNING

e The device should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is necessary, the device should be
observed to verify normal operation in the configuration in which it will be used.

e The use of accessories other than those specified for the device is not recommended. They may result in increased emissions or
decreased immunity of the device.

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 the
device is used in such an environment.

Immunity test IEC60601-1-2 test level Compliance level Electromagnetic environment — guidance

+6 kV contact +6 kV contact
+8 kV air +8 kV air

+2 kV for power supply lines +2 kV

+1 kV for input/output lines Not applicable

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.

Electrostatic discharge
(ESD) IEC 61000-4-2
Electrical fast
transient/burst

IEC 61000-4-4

Surge +1 kV differential mode +1 kV differential mode Mains power quality should be that of a typical commercial or hospital

IEC 61000-4-5 +2 kV common mode +2 kV common mode environment.

Voltage dips, short 40% Ut (60% dip in Ut) for No effect Mains power quality should be that of a typical commercial or hospital
interruptions and voltage 5 cycles No effect environment.

variatio_ns on power 70% Ut (30% dip in Ut) for If the user of the device requires continued operation during power mains
supply input lines 25 cycles interruptions, it is recommended that the device be powered from an

IEC 61000-4-11 uninterruptible power source.

Power frequency 3A/m 3A/m Power frequency magnetic fields should be at levels characteristic of a typical
(50/60 Hz) magnetic field location in a typical commercial or hospital environment.

IEC 61000-4-8

Conducted RF 3Vrms 3Vrms Portable and mobile RF communications equipment should be used no closer to
IEC 61000-4-6 150 kHz to 80 MHz 150 kHz to 80 MHz any part of the device, including cables, than the recommended separation
Radiated RF 10 V/m 30 V/m distance calculated from the equation applicable to the frequency of the

IEC 61000-4-3 80 MHz to 2.5 GHz 80 MHz to 2.5 GHz transmitter.

Recommended separation distance
d=1.17P

d=0.12 /P80 MHz to 800 MHz

d =0.23 P 800 MHz to 2.5 GHz

Where (P) is the maximum output power rating of the transmitter in watts (W)
according to the transmitter manufacturer and d is the recommended separation
distance in meters (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: @

aField 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.

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

Notes:

e Utis the AC mains voltage prior to application of the test level.

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

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

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

These devices are 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.

Rated maximum output power of Separation distance according to frequency of transmitter (m)

transmitter (W) 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=1.17P d=0.12yP d=023P

0.01 012 0.012 0.023

0.1 0.37 0.037 0.074

1 12 012 0.23

10 37 0.37 0.74

100 12 12 23

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.

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

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



ApneaLink™ | ApneaLink™ Plus | ApneaLink™ Air

Guidance and manufacturer’s declaration electromagnetic emissions and immunity

Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service according to EMC information
provided in this document.

This declaration currently applies for the following ResMed devices:
e Anpealink™

e AnpeaLink™ Plus

e AnpealLink™ Air

Guidance and manufacturer’s declaration—electromagnetic emissions

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

Emissions test Compliance Electromagnetic environment — guidance

RF emissions CISPR 11 Group 1 The device uses RF energy only for its internal function. Therefore, its RF
emissions are very low and are not likely to cause any interference in nearby
electronic equipment.

RF emissions CISPR 11 Class B The device is suitable for use in all establishments, including domestic
establishments and those directly connected to the public low-voltage network
that supplies buildings used for domestic purposes.

Medical Electrical Equipment needs special precautions regarding EMC and needs to be installed and put into service according to EMC information provided in this document.

A\ WARNING

e The device should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is necessary, the device should be
observed to verify normal operation in the configuration in which it will be used.

e The use of accessories other than those specified for the device is not recommended. They may result in increased emissions or
decreased immunity of the device.

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 the
device is used in such an environment.

Immunity test IEC60601-1-2 test level Compliance level Electromagnetic environment — guidance
Electrostatic discharge +6 kV contact +6 kV contact Floors should be wood, concrete or ceramic tile. If floors are covered with
(ESD) IEC 61000-4-2 8 kV air 8 kV air synthetic material, the relative humidity should be at least 30%.
Power frequency 3A/m 3 A/m Power frequency magnetic fields should be at levels characteristic of a typical
(50/60 Hz) magnetic field location in a typical commercial or hospital environment.
IEC 61000-4-8
Conducted RF 3Vrms 3Vrms Portable and mobile RF communications equipment should be used no closer to
IEC 61000-4-6 150 kHz to 80 MHz 150 kHz to 80 MHz any part of the device, including cables, than the recommended separation
Radiated RF 3V/m 3V/m distance calculated from the equation applicable to the frequency of the
IEC 61000-4-3 80 MHz to 2.5 GHz 80 MHz to 2.5 GHz transmitter.

Recommended separation distance

d=12+P

d=1.2 /P80 MHz to 800 MHz
d=2.3P800 MHzto 2.5 GHz

Where (P) is the maximum output power rating of the transmitter in watts (W)
according to the transmitter manufacturer and d is the recommended separation
distance in meters (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: G

aField 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.

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

Notes:

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

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

Rated maximum output power of Separation distance according to frequency of transmitter (m)

transmitter (W) 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=1.17P d=1.17P d=233P

0.01 012 012 0.23

0.1 0.38 0.38 0.73

1 12 12 23

10 38 38 73

100 12 12 23

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.

Notes:

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

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

e As ApnealLink™ Air does not have essential performance all ApneaLink™ Air immunity tests have been performed during Recording Mode and
during USB Communication Mode.



S8™ & S8™ Series Il | VPAP™ Series Il

Guidance and manufacturer’s declaration electromagnetic emissions and immunity

Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service according to EMC information
provided in this document.

This declaration currently applies for the following ResMed devices:
e S8™ and S8 Series I
o VPAP™ Series IlI

Guidance and manufacturer’s declaration—electromagnetic emissions
These devices are intended for use in the electromagnetic environment specified below. The customer or the user of the device should assure that

the device is used in such an environment.

Emissions test Compliance Electromagnetic environment — guidance
RF emissions CISPR 11 Group 1 The device uses RF energy only for its internal function. Therefore, its RF
emissions are very low and are not likely to cause any interference in nearby
electronic equipment.
RF emissions CISPR 11 Class B The device is suitable for use in all establishments, including domestic
with serial adapter Class B* establishments and those directly connected to the public low-voltage network
with USB adapter Class B that supplies buildings used for domestic purposes.
Harmonic Emissions Class A
IEC 61000-3-2
Voltage Fluctuations/Flicker Emissions |EC 61000-3-3 Complies

* Class B for all system configurations except when a PC is attached to the device via a serial adapter, in which case the system is Class A compliant.

(S8 Series Il only) Class B for all system configurations except when a ResLink with oximeter is attached to an S8 Series Il device powered from a DC-12 adapter, in which case the
system is Class A compliant.
Class A'is suitable for use in all establishments other than domestic and those directly connected to a low-voltage power supply network which supplies buildings used for domestic

purposes.

A\ WARNING

e The device should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is necessary, the device should be
observed to verify normal operation in the configuration in which it will be used.

e The use of accessories (eg, cables, humidifiers) other than those specified for the device is not recommended. They may resultin
increased emissions or decreased immunity of the device.

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 the
device is used in such an environment.

Immunity test

IEC60601-1-2 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

Power frequency

(50/60 Hz) magnetic field
IEC 61000-4-8
Conducted RF

IEC 61000-4-6

Radiated RF
IEC 61000-4-3

+6 kV contact
+8 kV air

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

+1 kV differential mode

+2 kV common mode

<5% Ut (>95% dip in Ut) for 0.5
cycle

40% Ut (60% dip in Ut) for
5cycles

70% Ut (30% dip in Ut) for

25 cycles

<5% Ut (>35% dip in Ut) for 5 sec
3 A/m

3Vrms
150 kHz to 80 MHz
10 V/m
80 MHz to 2.5 GHz

+6 kV contact
+8 kV air

2 kV

Not applicable

+1 kV differential mode

+2 kV common mode

<12V (>95% dip in 240V) for 0.5
cycle

96V (60% dip in 240V) for 5 cycles

168V (30% dip in 240V) for 25
cycles

<12V (>95% dip in 240V) for 5 sec

3 A/m

10 Vrms
150 kHz to 80 MHz

10 V/m

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

Portable and mobile RF communications equipment should be used no closer to
any part of the device, including cables, than the recommended separation
distance calculated from the equation applicable to the frequency of the
transmitter.

Recommended separation distance

d=1.17P

d =0.35 /P 80 MHz to 800 MHz

d=0.70 /P800 MHz to 2.5 GHz

Where (P) is the maximum output power rating of the transmitter in watts (W)
according to the transmitter manufacturer and d is the recommended separation
distance in meters (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: G

aField 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.
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®Qver the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
Notes:

o Utis the AC mains voltage prior to application of the test level.

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

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

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

These devices are 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.

Rated maximum output power of Separation distance according to frequency of transmitter (m)

transmitter (W) 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=1.174P d=0.35P d=0.7+P

0.01 017 0.04 0.07

0.1 0.37 0.11 0.22

1 1.17 0.35 0.7

10 3.69 1.1 221

100 11.70 3.50 7.0

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.

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

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