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Intellectual property information

Fisher & Paykel Healthcare products:

F&P, Airvo, Duet, AirSpiral, Optiflow, WigglewiNG and Wigglepads are trademarks of Fisher & Paykel Healthcare Limited.
For patent information refer to: www.fphcare.com/ip

For more information, please contact your local Fisher & Paykel Healthcare representative.

Compatible third-party products:

Masimo

O\asivo SET

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology °, Signal 1.Q.%, TF-I°, uSpO,°,
X-Cal® RD SET™, TFA-T™ are trademarks of Masimo Corporation.

This device is covered under one or more of patents as set forth at: http://www.masimo.com/patents.htm

No Implied License: Possession of this device does not convey any express or implied license to use the device with unauthorized sensors
or cables that would, alone, or in combination with this device, fall within the scope of one or more of the patents relating to this device.

Non-authorized Accessories: Masimo technology is designed to operate together with Masimo cables, sensors and accessories as an
integrated system. When any component of the system is compromised, erroneous measurements can occur. Accordingly, the use of
unauthorized sensors or accessories, such as third party reprocessed, or copycat sensors can yield unreliable results when used with a
Masimo device. The performance of Masimo technology is not validated when used with any unauthorized sensor or accessory.

Masimo SET is the pulse oximetry technology proven to provide accurate measurements under the challenging monitoring conditions of
low perfusion and patient motion as supported by over 100 clinical studies.

Medtronic/Nellcor™
Nellcor™ SpQO,
technology from

Medtronic

Nellcor™, OxiMax™, OxySoft™, Oxymax™, Satseconds™, Medtronic™ are trademarks of Medtronic PLC.
For patent information refer to: http://medtronic.com/patents

No Implied License: Possession or purchase of this device does not convey any express or implied license to use the device with
unauthorized consumable products which would, alone, or in combination with this device, fall within the scope of one or more patents
relating to this device and/or consumable products.

The Nellcor OxiCable is based on Covidien Sales’ proprietary technology and should only be used with Nellcor branded sensors for
proper operation and performance.

Nonin

&> NONIN

Nonin®, Xpod®, PureLight®, PureSAT®, FlexiWraps®, Flexi-Form® are trademarks of Nonin Medical Inc.
For patent information refer to: www.nonin.com

Using any sensors other than Nonin-branded PureLight® sensors with the Nonin Xpod USB connector may result in inaccurate
performance (of the Airvo™ 3 and/or Nonin products) and will void the Nonin product warranty.
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Before you start

 This user manual is for instructions on using the Airvo 3.

* This user manual is intended for healthcare professionals. While the information provided is believed to be accurate, it is not a
substitute for exercising professional judgement.

* Read this user manual, including all warnings, before using the Airvo 3.
» Before the Airvo 3 is used for the first time, it must be set up according to the instructions in the Airvo 3 Technical Manual.

» Some accessories may not be available in certain countries. Please contact your local Fisher & Paykel Healthcare representative for
more information.

« If any device or accessory label is damaged or unreadable, contact your Fisher & Paykel Healthcare representative for a replacement.

Additional resources
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« If using the Disinfection Kit to reprocess the Airvo 3, refer to the Disinfection Kit Manual provided with the Disinfection Kit (900PT600).
» Refer to user instructions supplied with individual accessories for correct use and additional safety information.

* Please contact your local Fisher & Paykel Healthcare representative for a copy of the Airvo 3 Technical Manual.
» Refer to the Airvo 3 Technical Manual for initial setup, maintenance, servicing and additional troubleshooting instructions.
« Visit the Airvo 3 website at: www.fphcare.com/airvo3 to download user instructions including this user manual.

« If the software on your device gets updated, please ensure you download a copy of the user manual that reflects the new software.
The software number is available on your device and on the back page of this user manual.

+ For assistance from your Fisher & Paykel Healthcare representative contact us at: www.fphcare.com/contact-us.

Conventions used in this manual

WARNING
A warning alerts the user to a potential hazard with use or misuse of the device which, if not avoided, could result in death or serious injury.

CAUTION

A caution alerts the user to a potential hazard with use or misuse of the device which, if not avoided, could result in minor or moderate
injury.

Note
A note emphasizes information important for using the Airvo 3 correctly.
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1. Introduction

The Airvo 3 is designed to deliver Optiflow™ high flow therapy to spontaneously breathing patients.

A blower inside the Airvo 3 entrains flows of room air of 2 - 70 L/min, which may be blended with oxygen from high-pressure sources
(such as wall supplies or bottles) or low-pressure sources (such as flowmeters). The air-oxygen mixture is then warmed and humidified
in the water chamber, before being transported through the heated breathing tube to a nasal, tracheostomy or mask patient interface.

The Airvo 3 is powered by wall power supply, with internal battery backup to provide continuity of therapy during intra-hospital transport.

1.1 Intended use/indications for use

The Airvo 3 is for the treatment of spontaneously breathing patients who would benefit from receiving high flow warmed and
humidified respiratory gases. This includes patients who have had upper airways bypassed. The flow may be from 2 - 70 L/min
depending on the patient interface. The Airvo 3 is for patients in hospitals and subacute facilities.

The Airvo 3 can deliver these high flow gases through nasal cannula to augment the breathing of spontaneously breathing neonate,
infant, child, adolescent and adult patients suffering from respiratory distress and/or hypoxemia in the hospital setting. The Airvo 3 is not
intended to provide total ventilatory requirements of the patient and is not for use during field transport.

1.2 Contraindications

Contraindications are therapy-specific. Refer to instructions of patient interfaces and/or tube and chamber kits for contraindications.

1.3 Side-effects

Side-effects are therapy-specific. Refer to instructions of patient interfaces and/or tube and chamber kits for side-effects.

2. Safety information

The Airvo 3 and accessories are to be operated by, or under the supervision of, qualified personnel only. Read this manual, particularly all
warnings, cautions and notes, and the instructions for use supplied with all accessories before using the Airvo 3.

2.1 General

WARNINGS

* The Airvo 3 is not intended for life support. Do not use Airvo 3 on patients who cannot tolerate a brief interruption of therapy.
» Appropriate patient monitoring is required for all patients using the Airvo 3.

» Delivery of respiratory gases may generate positive airway pressure. This must be considered where positive airway pressure could have
adverse effects on a patient. To avoid serious injury, appropriately monitor the patient for risk factors of airway and lung pressure injury.

* Anybody connecting patient consumables, accessories or spare parts to the Airvo 3 is accountable for the compatibility of the device
and those patient consumables, accessories and/or spare parts.

» Do not use any patient consumables, accessories or spare parts that are not listed in this user manual, or the Airvo 3 Technical Manual.
Incompatible consumables, parts or accessories could affect the quality of therapy, injure the patient, decrease electromagnetic
immunity or increase electromagnetic emissions.

» Use only patient interfaces, heated breathing tubes, water chambers and filters specified in this manual to prevent disconnection
during use, especially when moving the Airvo 3.

» Do not use antistatic or electrically conductive patient breathing circuits with the Airvo 3.

* Do not connect the Airvo 3 to the battery of a battery-powered wheelchair, which may compromise device performance and therapy
delivered.

» Do not start or operate the Airvo 3 unless the device setup, including all accessories, is verified to be correct.

» Carefully route accessories, cords and cables, including the breathing tube, to reduce the possibility of patient entanglement or
strangulation.

» Visually inspect the Airvo 3 and accessories before use and replace if damaged or suspected to be damaged. Using a damaged
device or accessories may impair performance and/or compromise safety.

» Make sure the auditory alarm signal is audible to the operator who will respond to alarms by following the instructions in section 7.5 to
test the alarm before starting therapy.

» Do not use an Airvo 3 on more than one patient at any one time.

» Do not use accessories beyond the maximum period of use specified in this manual. Exceeding the maximum use period can result in
serious injury, including infection.

» Do not expose the Airvo 3 battery to water, fire or excessive heat. Do not crush, disassemble or puncture the battery, or short-circuit
the connector terminals.
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Do not use the Airvo 3 as an apnea monitor.
Do not use the Airvo 3 for arrhythmia analysis.

In the event of a battery leaking, do not allow the liquid to come in contact with the skin or eyes. If contact has been made, wash the
affected area with copious amounts of water and seek medical advice.

Seek medical advice immediately if a cell or a battery has been swallowed.
Changes or modifications not expressly approved by Fisher & Paykel Healthcare voids the user’s authority to operate the device.

The therapy delivered to the patient can be impacted by the use of a pneumatic/jet nebulizer. Refer to compatible accessories and
drug manufacturer instructions for correct usage.

Do not use any solutions, suspensions, emulsions, anesthetic or respirable gases that are not identified in these user instructions.
They may not be compatible with the patient consumables, device or accessories.

Use only genuine F&P replacement battery modules to prevent damage to the Airvo 3, excessive temperatures, fire or explosion.

Operating environment

Do not use the Airvo 3 at an altitude or temperature outside the rated range listed in the specifications section of the manual.
Using outside of these ranges can compromise the equipment performance which consequently can result in degradation of the
health of the patient.

Do not use the Airvo 3 when outside the operating conditions listed in the specifications section. Therapy may be compromised
outside this range.

Do not use the Airvo 3 in a magnetic resonance imaging (MRI) environment.
Do not use the Airvo 3 with, or in the presence of, a flammable anesthetic mixture with air or oxygen.
Do not use the Airvo 3, or accessories, during defibrillation.

Do not use the Airvo 3, or accessories, near any ignition source, including electrosurgery, electrocautery, or laser surgery instruments.
Exposure to oxygen increases the risk of fire that may result in patient injury.

Do not use the Airvo 3, or accessories during electrocautery.

Explosion hazard: Do not use the Airvo 3 in the presence of flammable anesthetics or other flammable substances in combination
with air, oxygen-enriched environments, or nitrous oxide.

Do not use the Airvo 3 in a hyperbaric chamber.

Avoid using the Airvo 3, or accessories, adjacent to, or stacked with, other equipment, which 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.

The Airvo 3 is not designed for use in the home.

CAUTIONS

The emissions characteristics of this equipment make it suitable for use in industrial areas and hospitals (CISPR 11 class A). If it is used
in a residential environment (for which CISPR 11 class B is normally required) this equipment might not offer adequate protection to
radio-frequency communication services. The user might need to take mitigation measures, such as relocating or re-orienting the
equipment.

To avoid burns

Do not touch the hot surface of the heater-plate or chamber base.

Never operate the Airvo 3 if:
- the heated breathing tube has been damaged in any way including holes, tears or kinks,
- itis not working properly, or
- water has entered the device.

Do not restrict ventilation around the Airvo 3, which may cause it to overheat.
Do not block the flow of air through the Airvo 3 or breathing tube.

To avoid electric shock

Do not store or use the Airvo 3 where it can fall, or be pulled, into water. Disconnect the power cord and stop using the Airvo 3 if
water has entered the case.

To protect from electric shock, always remove the sensor and completely disconnect the pulse oximeter before bathing the patient.
Never operate the Airvo 3 if it has, or is suspected of having:

- been dropped or damaged,

- adamaged power cord or plug, or

- been dropped into water.

See the Airvo 3 Technical Manual for instructions to replace a damaged power cord.

Do not attempt to adjust, repair, open, disassemble or modify the Airvo 3, pulse oximeter equipment, or accessories except as
described in this user manual or the Airvo 3 Technical Manual. Return the Airvo 3 to your Fisher & Paykel Healthcare representative for
servicing, if necessary.
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* Do not touch the patient at the same time as any conductive parts of the device, such as USB ports.

Note

« If a serious incident has occurred while using this device please inform your local Fisher & Paykel Healthcare representative and
Competent Authority in your country.

2.2 Supplementary oxygen

WARNINGS

* You must take special care when using supplementary oxygen to reduce the risk of fire. Keep all sources of ignition away from the
Airvo 3 and, preferably, not in the same room as the Airvo 3 during use.

* Do not use supplementary oxygen while smoking, near sparks or open flames.

* A spontaneous and violent ignition may occur if oil, grease or greasy substances contact oxygen under pressure. Keep these
substances away from all oxygen equipment.

* The Airvo 3 is a high flow device. Ensure the oxygen supply is designed to provide enough oxygen flow for all connected equipment,
particularly when the supply is shared by multiple devices.

* Only connect pure oxygen to the oxygen inlet ports on the Airvo 3. The oxygen concentration displayed will be wrong if any other
gas, or mixtures of gases, is connected.

+ Only use lotions and/or salves that are labeled as oxygen-compatible to avoid the risk of fire and burns.
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3. Overview

This section shows the Airvo 3 system and compatible accessories.

3.1 Identifying system components

Patient interface Water bag

E.g Optiflow+ nasal interface

o
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Mobile pole

stand handle Wall oxygen

supply
AirSpiral™

breathing tube

Pulse oximetry
sensor

Auto-fill water
chamber

Storage basket

Oxygen bottle

Oxygen-bottle
holder

Mobile pole stand

The Airvo 3 System
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3.2 Identifying device components

Low-pressure

oxygen (LPO) port Touch screen Heated

breathing tube
port

l

Filter cover

Outlet

Chamber ports

Heater
plate

Air-filter
release T
) L1
High-pressure Integrated mounting point .
oxygen (HPO) port* for mobile pole stand Finger guard

USB port 1
USB port 2

Cable tidy

.

<—— Battery

Power cord ——» -

*HPO connection may vary depending on regional selection of connector type (DISS, NIST or SIS)
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Signal light

Touch screen

System menu

Power on/off
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Data and Graphs

3.3 Navigating the user interface

The Airvo 3 touch screen provides access to therapy and device status, settings and alarms. You interact with the user interface by:

» touching elements on the screen to open setting screens, make selections and change values, and
* swiping up/down to scroll through menus that are only partly displayed.

3.3.1 Home screen

Optiflow - High Flow

<— Start therapy
Tap to start
delivering therapy

Settings tiles —» E; ?

Displays therapy settings and
measurements. Tap tiles to
change settings or view more

information
NESERERENGEIE G SRl Standby - No therapy being delivered L3 <«— Status indicators
Displays therapy
. . I
information and alarms [~ Q
Data and Graphs Power System
information on/off menu

Target

value
D EEEEEE——

Standby Therapy on

WARNING

To ensure responsiveness keep the Airvo 3 touchscreen clean and dry. Performance may be reduced if the screen is allowed to
become wet.
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3.3.2 Message bar

The Message bar shows the current state of therapy delivery, confirms settings changes and displays alarms.
Example messages are shown in the table below.

Message bar Description

Breathing gases are not being delivered to the patient.
Tap the Start button to begin therapy.

Breathing gases are being delivered.
Tap the Stop button, then confirm action to return to standby mode.

/N Blockage Detected ey Active alarms are displayed on top of other messages.
Tap the alarm for details or press 5; to temporarily pause the alarm audio.

See section 7 for troubleshooting alarms.

3.3.3 Status indicators
The following icons may be displayed in the Message bar.

Icon Description
Z{ﬁ Audio pause

qj The Airvo 3 is being powered from the wall power supply
Iil 100% Status of the internal battery
D 50% 50% of the battery charge is remaining
50% Battery is charging and 50% of the charge is remaining
50% Battery is not charging properly*
Battery is missing or faulty*

Touch display is locked to prevent accidental changes

()
=
IA' Battery is due for replacement*
—

An Airvo 3 USB device is connected to one of the USB ports

*Check the battery is properly installed. Replace the battery if the problem persists.

3.3.4 Signal light

The signal light flashes when any alarm is active. Its color indicates the highest priority
alarm that is active. See section 7 for troubleshooting alarms.

Signal light
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3.3.5 System menu

Exit Menu

The system menu provides access to additional settings and information.

Tap = to open the system menu when the Home screen is displayed. s

Pulse Oximetry Alarms and Settings

SYSTEM

Device Info

Menu item Description

Lock Screen The lock screen can prevent accidental settings changes

Pulse Oximeter Alarms Configure the pulse oximetry settings including SpO, alarms

and Settings

Device Info Displays the version, disinfection, filter and battery information

System Settings Change advanced Airvo 3 settings, limits and behaviors. Refer to the Airvo 3 Technical Manual for

more information

3.3.6 Data and Graphs screen
The Data and Graphs screen displays current and previous measurements and settings for the current patient.
Tap 2 to open the Data and Graphs screen when the Home screen is displayed.

4. Preparing the Airvo 3

Review the safety information in section 2 before proceeding. Refer to appendices 1- 3 for a list of consumables and accessories that
have been validated for use with the Airvo 3.

4.1 Equipment required

You will need:

» Airvo 3 attached to a mobile pole stand,
* clean and disinfected outlet elbow,
* bag of USP sterile/distilled water for inhalation (or equivalent).

Outlet elbows can be processed in two different ways:

Disinfection kit (900PT600)

For hospitals using the disinfection kit for reprocessing: A clean and disinfected outlet elbow will already be installed in the Airvo 3.
Remove the clean storage cover and/or the red disinfection tube before use.

Washer-disinfector

For hospitals using a washer-disinfector for reprocessing: obtain a clean and disinfected outlet elbow, e.g. from your Central Sterile
Services Department (CSSD) system.

If supplementary oxygen is prescribed for your patient, you will need either:

* high-pressure oxygen hoses to connect the Airvo 3 to the wall oxygen supply or an oxygen-bottle regulator, or
* low-pressure oxygen tubing to connect the Airvo 3 to a flowmeter.
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WARNING

Only use patient consumables and accessories that are compatible with the Airvo 3 (see Appendix 1-3).
Do not modify patient consumables or accessories in any way.

411 Optiflow high flow therapy

To provide Optiflow high flow therapy, you will need a:
1. Breathing tube and chamber kit.

2. Optiflow patient interface.

Refer to Appendix 1for a list of compatible consumables.

Note

The Airvo 3 is compatible with delivering specified nebulized medications. See the user instructions for the 900PT562 for more
information (including warnings and cautions).
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Nasal interface

N]
&) =D
Optiflow+ Optiflow Junior 2
Optiflow 3S Optiflow Junior 2+

Optiflow+ Duet

Tracheostomy interface Mask interface adapter

Optiflow+ tracheostomy interface Optiflow+ mask interface adapter
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4.2 Airvo 3 setup

Standard aseptic technigues should be followed to minimize contamination when handling the Airvo 3 and accessories.

1. Check Airvo 3 height

Check that the Airvo 3 is attached securely to the mobile pole stand and is
below the patient’s head height.

Position the Airvo 3 so that the power cord connection to the wall power supply
is easily accessible and can be disconnected if necessary.

CAUTION

Do not place the Airvo 3 where controls can be changed by the patient.

2. Connect the outlet elbow (if applicable)

This step applies if your hospital uses a washer-disinfector to clean and disinfect
the outlet elbow. This step does not apply if your hospital uses the disinfection
kit (900PT600).

Insert the clean, disinfected outlet elbow into the slot on the top of the Airvo 3.

WARNING
Make sure the Airvo 3 is off when connecting the outlet elbow.

3. Assemble the water chamber

Open the tube and chamber kit and remove the MR290 auto-fill
water chamber and chamber adapter.

Remove the blue port caps from the chamber by pulling the tear
tab upwards then remove the bracket holding the water supply
tube.

Fit the supplied adapter over the two vertical ports on the
chamber and push on fully then clip the water supply tube into
position.

4. Insert the water chamber

Fit the water chamber to the Airvo 3, sliding the chamber past the finger guard
onto the heater-plate. Take care to align the port adapter with the blue ports on
the Airvo 3.

Ensure the water chamber is fully inserted by pushing firmly on the front of the
chamber until it slides past the finger guard.

To remove the water chamber, grip the port adapter and pull the chamber away
from the Airvo 3.

WARNINGS

To avoid burns:

Do not start therapy without the water chamber in place.

Do not touch the heater-plate, water chamber or chamber base during use.
Exercise caution when removing the chamber.

To avoid electrical shock:

When handling the Airvo 3 with the water chamber in place, avoid tilting the
device to prevent any chance of water entering the unit enclosure.

Do not use the MR290 auto-fill water chamber if it has been dropped,
allowed to run dry or damaged in any way. This could lead to the chamber
overfilling.

I
L
i
O
=z
(T}




A-14 | Airvo 3 - USER MANUAL

5. Connect the water bag

Attach the sterile water bag to the hanging bracket 50 cm above the Airvo 3.
Remove the spike from the chamber bracket and push the bag spike into the
fitting at the bottom of the bag.

Open the vent cap on the side of the bag spike.

CAUTION

Only use USP sterile/distilled water, suitable for inhalation, to fill the water
chamber. Adding other substances can adversely affect the humidifier and
therapy delivered.
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6. Check the water level

Check that water flows into the chamber and remains below the maximum
water-level line.

The chamber will automatically maintain the correct water level until the water bag
is empty.
CAUTION

Do not use the MR290 auto-fill chamber if the water level rises above the
maximum water-level line. This may lead to water entering the patient’s airway.

7. Install the breathing tube

Connect the breathing tube by lining up the pins on top of the Airvo 3, pushing
down until you hear a click and the tube locks into place.

To remove the breathing tube, squeeze the sides of the connector and pull up.

WARNING
To avoid burns:

Do not use an insulating sleeve or any similar accessories which are not
recommended by Fisher & Paykel Healthcare.

Note

Make sure the outlet elbow is installed in the Airvo 3 before attaching the heated
breathing tube.

See step 2 “Connect the outlet elbow (if applicable)” above.
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4.3 Supplementary oxygen Low-pressure
oxygen (LPO) port

The Airvo 3 provides two options for connecting supplementary oxygen:
1. A high-pressure oxygen (HPO) inlet port, and
2. Alow-pressure oxygen (LPO) inlet port.

The high-pressure oxygen inlet port is connected to the wall oxygen supply or to
the pressure regulator on an oxygen bottle. The ability of the Airvo 3 to provide
the target FiO, is limited by the line pressure of the high-pressure inlet port (HPO).

If the Airvo 3 is unable to maintain the target FiO,, the device will generate a
“FiO, Below Target” alarm. The low-pressure oxygen inlet port is connected to an
external flowmeter, typically a rotameter.

High-pressure oxygen
(HPO) port

WARNINGS

You must take special care when using supplementary oxygen to reduce the risk of fire. Keep all sources of ignition away from the
Airvo 3 and, preferably, not in the same room as the Airvo 3 during use.

Do not use supplementary oxygen while smoking, near sparks or open flames.
When using bottled oxygen, ensure the volume remaining in the bottle is sufficient for the therapy planned.

Connect only pure oxygen gas to the oxygen inlet ports on the Airvo 3. The oxygen concentration displayed will be wrong if any
other gas, or mixtures of gases, is connected.

The oxygen concentration delivered to the patient can be affected by changes to the oxygen setting, patient interface or
obstructions in the air path.

Only use lotions and/or salves that are labeled as oxygen-compatible to avoid the risk of fire and burns.

Appropriate patient monitoring must be used at all times.

Make sure that all oxygen connectors are tightened sufficiently to prevent leaks.

As the low-pressure oxygen (LPO) inlet port uses an alternative small-bore connector design different from those specified in the
ISO 80369 series, there is a possibility that a misconnection can occur with a medical device using a different alternative small-bore

connector, which can result in a hazardous situation causing harm to the patient. Special measures need be taken by the user to
mitigate these reasonably foreseeable risks.

During Optiflow high flow therapy, the fraction of oxygen inspired by the patient will be lower than the value displayed on the FiO,
tile if the patient’s peak inspiratory demand exceeds the flow delivered.

The Airvo 3 is a high-flow device. Connect it only to a pipeline designed to handle its flow rate. Not doing so may disrupt nearby
equipment. Ensure proper installation to avoid issues.

There is a risk of fire associated with oxygen enrichment during oxygen therapy. Do not use the equipment or accessories near
sparks or open flames.

Smoking during oxygen therapy is dangerous and is likely to result in facial burns or death. Do not allow smoking or open flames
within the same room as the equipment or any oxygen-carrying accessories. If the patient intends to smoke, always turn the
equipment off, remove the cannula and leave the room where the equipment is located. If unable to leave the room, wait

10 minutes after the equipment has been turned off.

Do not lubricate fittings, connections, tubing, or other accessories of the equipment to avoid the risk of fire and burns.

Oxygen makes it easier for a fire to start and spread. Do not leave the nasal cannula or mask on bed coverings or chair cushions, if
the device is turned on, but not in use; the oxygen will make the materials more flammable. Turn the device off when not in use to
prevent oxygen enrichment.

It is the responsibility of the responsible organization to ensure that the oxygen source is compatible with the rated range of
pressure, flowrate and oxygen concentration as marked on the equipment and indicated in the instructions for use as this can
affect the performance of the equipment or pipeline system that can consequently result in serious deterioration of health.

Open flames during Optiflow high flow therapy are dangerous and are likely to result in fire or death. Do not allow open flames
within 2 m of the equipment or any oxygen-carrying accessories.

CAUTION

Do not connect an oxygen supply to both the high-pressure oxygen inlet port and the low-pressure oxygen inlet port at the same time.
Using the low-pressure inlet at the same time as the high-pressure inlet may cause incorrect oxygen delivery and a FiO, Above Target
alarm.

Note

The built-in oxygen analyzer uses ultrasonic measurement technology. It does not require in-field calibration.
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4.3.1 High-pressure oxygen (HPO) source '

When oxygen is connected to the HPO port, the Airvo 3 directly controls the oxygen @
input to meet the target FiO, setting.

Wall oxygen
supply

L2

4.3.2 Low-pressure oxygen (LPO) inlet port Wall oxygen

When using the LPO port, the amount of oxygen taken in by the Airvo 3 is controlled by an supply
external flowmeter. Connect a tube from the external flowmeter to the LPO port. Make sure
that the flowmeter is turned off whenever the Airvo 3 is not delivering therapy.

When using the low-pressure oxygen inlet port, monitor the oxygen concentration displayed
on the Home screen. The flowmeter must be adjusted manually to maintain the prescribed
oxygen concentration when changing the respiratory gas flow rate.

Clinicians may configure a High FiO, alarm to discourage use of high FiO, values in particular
clinical environments.

The High FiO, alarm can be disabled or a threshold between 30% and 95% can be selected
when the Airvo 3 is initially set up for your environment (see Oxygen high alarm threshold,
Airvo 3 Technical Manual). The alarm threshold is displayed on the Titrate FiO, screen, if
enabled. Tap the FiO, tile to open the Titrate FiO, screen.

WARNING

Turn off the low-pressure oxygen source whenever the Airvo 3 is not delivering therapy, to ensure that oxygen does not build up
inside the device.

5. Using the Airvo 3

5.1 Getting started

Turn on the Airvo 3

Plug the Airvo 3 power cord into the wall power supply.

Lock the wheels of the mobile pole stand to prevent the Airvo 3 from moving.
Turn on the Airvo 3 by holding down the Power on/off button for 2 seconds.

WARNINGS

Make sure the Airvo 3 is dry before plugging the power cord into the
wall power supply to avoid a potential electric shock.

It is critical that nothing obstructs the gas intake surrounding the HPO
port; this includes items like bedding. Blocking this area can disrupt
‘ the patient’s therapy.

Note

If the Airvo 3 has been unused and disconnected from the wall power supply
for some time, the device will not power on without being plugged in.

WARNINGS

The Airvo 3 must be cleaned and disinfected between patients. Refer to section 8 for the steps required to reprocess the Airvo 3
between patients.

Do not exceed the maximum use period for single-patient-use accessories and consumables (see section 8.3 for the schedule for
changing accessories).
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Review disinfection state
The Airvo 3 will ask you if it will be used on:

New Patient Same Patient the same patient who last used the device (tap Same Patient)
Set up new patient? Continue treating same
patient?
OR
J . .
Q % a new patient (tap New Patient).

Standby - No ther eing delivered

2 ©

o e For a new patient, check that:
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1. The outlet elbow has been cleaned and disinfected.
2. A new tube and chamber have been installed.

Review disinfection state

(if the disinfection method is set to disinfection kit only)
Disinfection Status .
Continue For a new patient, check that:

Last disinfection successful

1. The outlet elbow has been cleaned and disinfected.

The Airvo 3 will indicate the outcome of the last disinfection cycle:

Serial Number Disinfection Count
¥ 15

Green: The previous disinfection cycle was
completed successfully.
Standby - No therapy being delivered

2~ O

Orange: A successful disinfection cycle has not been
performed. Please run a successful disinfection cycle
before use on a new patient.

Red: The previous disinfection cycle failed to complete.
Please run a successful disinfection cycle before use on a
O patient.

The number of successful disinfection cycles completed by the Airvo 3 is
displayed in the lower left hand corner under 'Disinfection count’.

2. A new tube and chamber have been installed.
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5.2 Optiflow high flow therapy settings

The default range of Optiflow high flow therapy settings is shown below. Some settings may have been limited, or disabled, when the
device was initially set up for its intended clinical environment. Refer to the Airvo 3 Technical Manual for details.

Settings are persistent and will retain their previous value when the Airvo 3 is turned on. Selecting New Patient when reviewing the
disinfection state (see section 5.1 above) applies the default values for its intended clinical environment to all settings.

Setting Range Description
Target humidity 31-37°C Target humidity for the respiratory gas supplied to the patient interface
Target flow 2-70L/min Flow rate of the respiratory gas supplied to the patient
. o Target oxygen concentration for the breathing gases when an external oxygen
FiO, 21-100% ; . ;
supply is connected to the high-pressure oxygen inlet port
This setting is disabled by default, and only available when the set flow is greater
. . than 25 L/min refer to the Airvo 3 Technical Manual for details. Expiratory relief
Expiratory relief Off, 10%, - - . - )
(Target flow tile) 20%, 30% automatically reduces the respiratory gas flow rate during exhalation and returns it

to normal during inhalation. Indicative flow rates are displayed on the settings screen.
These may differ depending on the method and strength of the patient's breath

Tiles on the Home screen show current Optiflow high flow therapy settings and measurements. Only tiles relevant to connected
accessories are shown.

Optifiow - High Flow

Settings tiles
Displays therapy settings ’ =
and measurements. Tap tiles — 2l
to change settings or view 37 il Start therapy
more information ot Tap to start
C delivering therapy

(MESELERENGEIET O N Standby - No therapy being deliver ed Status indicators
Displays therapy
. . I
information and alarms lﬁ O
Data and Graphs Power System
information on/off menu

Ta.rglet Target flow
humidity setting (top)
setting )
s Respiratory rate

measurement *
(bottom)

SpO, 1 (top)
Pulse rate (bottom)

Oxygen
concentration
(FiO,) setting or
measurement * t

SpO, alarm
P thresholds

* The FiO, tile shows the breathing gas oxygen concentration setting when supplementary oxygen is connected to the high-pressure oxygen (HPO) inlet
port and measured oxygen concentration when connected to the low-pressure oxygen (LPO) inlet port. Measured oxygen concentration is not available in
standby mode.

t“--"is displayed when a value is not available; values are gray when signal quality is poor.

1 The SpO, tile is displayed automatically when a compatible pulse oximeter is connected.
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5.3 Starting Optiflow high flow therapy

Follow the steps below to start delivering Optiflow high flow therapy. Some settings may have been limited, or disabled, when the
device was initially set up for your clinical environment. Refer to the Airvo 3 Technical Manual for details.

Adjust target humidity
1. Tap the target humidity tile to open the Target Humidity screen.
2. Use the +/ - buttons or slider to select a desired target humidity.

3. Tap Confirm to apply the change and return to the Home screen.
Tap Cancel to discard any changes.

Cancel Target Humidi
9 i WARNING %
37 Airvo 3 is classified as a Category 1 humidifier for patients with -
o bypassed airways (tracheostomies) in the following modes only: 37 °C g
and 10 - 60 L/min. Do not use any other mode for patients with w
37 b bypassed airways (tracheostomies).
El

standby - Mo therapy being del d 00% Note

Patients using face masks may find high temperatures uncomfortable.
Consider a target temperature of 31°C.

Adjust target flow

1. Tap the target flow tile to open the Target Flow screen.

2. Use the +/ - buttons or slider to select the desired flow.

3. Tap Confirm to apply the change and return to the Home screen.
Tap Cancel to discard any changes.

An appropriate flow rate for your patient should be prescribed following
Cancel ~ Target Flow hospital protocols.

20|

70 Note
Refer to the patient interface user instructions for details.

The table below shows the target flow* settings able to be used with
compatible interfaces

PATIENT INTERFACE 2345678910 15 20 25 . 50 55 60 65 70
Junior 2
OJR418 XL y) 25
0JR520 XXL 10
Optifiow  OPT942/0PT962/OPTI0A2 (S)
Interfaces
OPT944/0PT964/0PTI044 (M) 10
OPT946/0PT966/0PT1046 (L) 10
Trache OPT970 10

*The rated flow rate depends on the device, breathing circuit and patient interface. These flow rates are an indication of the achievable range, however, the
rated flow rates in the breathing circuit and patient interface user instructions need to also be considered. The smallest range across these instructions is
applicable. For any inconsistencies please refer to your FPH representative to confirm the rated flow rate of your system configuration.
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Start therapy

Check that the breathing tube is assembled correctly and all connections
are secure. Check the alarms are operating properly according to the
instructions in section 7.5.

1. Tap the START button to begin therapy. After warming up, the Airvo 3
will play a short melody and display the message “Therapy on”.

Optiflow - High Flow

31 30

Limin
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RR — bpm

Adjust supplementary oxygen (optional)

WARNINGS

Use continuous SpO, monitoring on patients who would desaturate
significantly if their oxygen supply is disrupted.

The FiO, control limits should be prescribed based on patient
condition, hospital policies and clinical judgement for Optiflow nasal
high flow therapy.

Cancel  Titrate FiO,

Oxygen connected to the high-pressure inlet port (HPO)
1. Tap the FiO, tile to open the Titrate FiO, screen.
2. Use the +/ - buttons or slider to select the desired FiO,.
% Fi0, 3. Tap Confirm to apply the change and return to the Home screen.
Tap Cancel to discard any changes.

The Airvo 3 will automatically adjust oxygen flow to maintain the
selected FiO,.

Oxygen connected to the low-pressure inlet port (LPO)

The Airvo 3 does not directly control FiO.,.
Use an external flowmeter to adjust FiO, to the prescribed level.
The oxygen tile displays measured FiO,

Note

It may take a few minutes for the oxygen measurement to
stabilize.

The external flowmeter will need to be readjusted following changes to
Airvo 3 target flow.
High FiO, alarm

Clinicians may configure a High FiO, alarm to discourage the use of high
FiO, values in particular clinical environments. See the Airvo 3 Technical
Manual for setup details.

If the alarm is enabled, the alarm threshold is displayed on the Target FiO,
screen.
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Fit the patient interface

Fit the patient interface to your patient following the user instructions supplied with the
interface.
Take care to follow all warnings and cautions.

Connect to the patient interface
Connect the patient interface to the connector at the end of the breathing tube.

The patient may be connected to the heated breathing tube immediately. When therapy
initiation is not urgent, it is recommended to wait until the Airvo 3 plays a short melody and
displays “Therapy On” in the Message bar.

Attach the breathing tube clip to the patient’s clothing.

CAUTION

Keep the heated breathing tube away from electrical monitoring leads (e.g. EEG, ECG/EKG, EMG,
pulse oximeter) to reduce the risk of interference with the signal monitored.

Note

The air may feel warm when your patient starts using the Airvo 3. This is normal. The patient
should continue to breathe normally.

WARNINGS

Do not allow the breathing tube to remain in direct contact with the patient’s skin for long
periods of time to avoid the risk of burns. The healthcare professional shall assess the
conditions for safe contact, such as duration and skin condition.

Do not cover or add heat above ambient levels to any part of the breathing tube or
interface e.g. by covering with a blanket or by heating with infrared radiation, an overhead
heater, or an incubator, as this can affect the quality of the therapy or injure the patient.

o Ol ©

Do not use sealed patient interfaces with Optiflow high flow therapy, to avoid the risk of
suffocation or barotrauma.

Ensure a sufficient intended leakage between the breathing system and the patient to
allow the patient to exhale.
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5.4 During therapy

Monitor the patient following hospital protocols and clinical judgement. Ensure you can hear and respond to any device alarms.

If there is an interruption to the power supply, and the battery is depleted, the Airvo 3 will raise a Power Out alarm, turn off, and not
deliver any therapy to the patient. The power out alarm will sound once every 10 seconds for a minimum of 120 seconds, and the signal
light above the touch screen will flash. Once power is restored the Airvo 3 can be restarted and will retain the previous therapy and
alarm settings.

WARNING

If using the battery as the power source, periodically check the battery status to ensure the battery does not become depleted
while therapy is being delivered.

5.4.1 Lock Screen (optional)
The lock screen can prevent accidental settings changes.

ENGLISH

Exit Menu To enable the lock screen:

1. Tap = to open the system menu.
fotoues 2. Select Lock screen from the system menu.
Pulse Oximetry Alarms b Atings The symbol ﬁ is shown in the Message bar.

SYSTEM
To disable the lock screen:

3. Touch the screen while it is locked, then hold the Unlock icon for
three seconds.

Device Info

Standby - No therapy being delivered

Hold to unlock

0,
b

g delivered

Stabilizing to target value
5.4.2 Monitor and adjust settings

Adjust settings as needed. Most changes take effect after pressing the confirmation

button but it may take a few minutes for some settings, such as target humidity, to

respond to changes. Tiles show an animated ellipsis symbol (...) to indicate that a therapy Target
setting has not yet reached its target. value

5.4.3 Manage condensation
Drain excess condensate from the breathing tube by:

Unit

1. Disconnecting the breathing tube from the patient interface, and
2. Lifting the patient end of the tube so the condensate runs into the water chamber.

Reduce the flow rate below 30 L/min if the condensate does not run freely into the water chamber. Return the flow rate to the
prescribed setting after draining the breathing tube.

Direct cold air away from the heated breathing tube where possible. Air conditioners, fans, open windows and other sources of cold air
may increase condensation.

Consider reducing the target humidity if condensation persists.
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5.5 Mobility and battery operation -

The HPO (High Pressure Oxygen) dual-input
manifold and internal rechargeable battery
Wall oxygen

provide continuity during intra-hospital transport. | =
fsuppy - —— HPO dual-input

Reduced humidity will be delivered when the
manifold

Airvo 3 is being powered only by the battery;

for more details see Appendix 4.

The HPO dual-input manifold uses the oxygen [@(({Cl(
supply with the highest pressure.

When transporting the Airvo 3 with your patient:

1. Ensure the Airvo 3 is affixed to the mobile pole
stand.

2. Adjust therapy settings as necessary for
intra-hospital transport.

3. If using supplementary oxygen:

Pressure
regulator

» Check that the oxygen bottle contains enough
oxygen for your journey.

» Turn on the oxygen-bottle pressure regulator.

« Disconnect the oxygen hose from the wall supply.
Either attach it to a second oxygen bottle for longer trips or hook it
over the Airvo mobile pole stand if additional oxygen is not required.

The HPO dual-input manifold will use the oxygen-bottle supply automatically. Check the battery contains enough charge for intra-
hospital transport. A new battery will provide therapy for approximately 50 minutes when fully charged. A Low Battery alarm will occur
when 35% of the battery is remaining (no changes to the device or therapy). A Critically Low Battery alarm will occur when 20% of the
battery is remaining (humidity is turned off, oxygen and flow continue to be delivered). When the battery is fully depleted, the Airvo 3
will interrupt therapy and produce a Power Out alarm.
4. Unplug the Airvo 3 from the wall power supply.

5. The Airvo 3 will display a Battery Mode: Low Humidity alarm. Optiflow - High Flow

6. When you reach your destination:
°c

L/min

* Reconnect the Airvo 3 to the wall power supply and the wall oxygen
supply.

» Turn off the oxygen bottle pressure regulator to avoid draining the oxygen

bottle and switch to the wall oxygen supply. o
~bpm

If you are not using the HPO dual-input manifold, connect an oxygen bottle

(if required) to one of the oxygen inlet ports when transporting your patient.
Ensure any oxygen supply connected to the low-pressure oxygen (LPO) inlet
port is turned off when the device is in standby mode, not delivering therapy.

WARNINGS

Only transport the Airvo 3 when it is affixed to the mobile pole stand. If the Airvo 3 ever needs to be removed from the mobile pole
stand, empty all the water from the water chamber.

Only use the Airvo 3 battery with the Airvo 3 device.
Only charge the Airvo 3 battery with the Airvo 3 device.

Loss of power will result in loss of therapy. In the event of a Critically Low Battery alarm, promptly connect the Airvo 3 to the wall
power supply to avoid loss of therapy due to the battery becoming depleted.

Contact technical personnel to remove the battery from the device if it is not likely to be used for an extended period of time.
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5.6 Stopping therapy

When therapy is finished:
Optiflow - High Flow 1. Remove the patient interface from your patient.
i | 2. If oxygen is provided through the low-pressure oxygen inlet port on the

37 30 top of the Airvo 3, turn off and disconnect the oxygen supply.
: Note

*C L/min
The Airvo 3 will automatically stop oxygen provided through the
high-pressure oxygen inlet port. You do not need to disconnect it.

1. Tap the STOP button to end therapy.

2. Review any warnings, then tap Yes to confirm and enter standby mode
or No to continue therapy.

3. Turn the Airvo 3 off by holding down the Power button for 2 seconds.
4. Tap Yes to power down the device.

RR — ppm

Therapy on

Stop therapy?
The Airvo 3 must be cleaned and disinfected between patients. Follow the
reprocessing instructions if your patient has finished using the device.

WARNINGS

To avoid burns, do not touch the heater-plate or the bottom of the
Therapy on water chamber. The water in the chamber and the heater-plate
beneath the chamber become hot during use.

Turn off the low-pressure oxygen source before stopping therapy.
The oxygen flow must be turned off when the Airvo 3 is not delivering
therapy to ensure oxygen does not build up inside the device.

Power down device?

Standby - No the

6. Monitoring data

WARNING

In line with the indications for use of the Airvo 3, the monitoring functionality of the Airvo 3 is intended for use on spontaneously
breathing patients and not intended for patients requiring life support. It is the responsibility of the clinician to select the
appropriate level of monitoring for their patient and to be prepared to deal with alarms and equipment malfunction.

Additional, independent monitoring equipment may be necessary.

The Airvo 3 is not designed to collect identifiable information about end-users. To function effectively, Airvo 3 will collect and store
limited therapy data. The therapy data will be securely stored on the Airvo 3 device.

Limited Airvo 3 device information may be collected by F&P Healthcare, via USB port, to monitor medical device performance, including
device identifiers. This is to monitor medical device effectiveness, and improvement opportunities (e.g. firmware). Information is stored
and used securely by F&P Healthcare and does not include any data relating to your patient’s personal information.

For more information about what type data is involved in these activities, refer to the Airvo 3 Technical Manual.

Please refer to the T&Cs for your data protection and privacy obligations. Alternatively, refer to our Global Privacy Statement on our
website for more on how we handle personal information.
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6.1 Dataand Graphs

The Airvo 3 records up to 24 hours of data for review on the Data and Graphs screen, accessible by tapping the Data and Graphs
information button K from the Home screen. Data and Graphs data will be lost if power from the battery and from the wall power
supply is lost. Refer to the Airvo 3 Technical Manual for detailed information on data handling.

6.2 Patient data i 21 93
The values displayed in the patient data screen are described below. SpOJFIO: PR
Measurements that are not available are shown as “--”. Measurements may not R o

be available when the Airvo 3 is in standby mode or the device has not 443 [r—
collected enough data for a reliable measurement. 0 : 37

& [ w0

Label Unit Description
Flow L/min The current flow rate of breathing gases supplied to the patient
RR BPM The patient’s respiratory rate (breaths per minute), averaged over the last 90 seconds
Humidity °C The current humidity of the breathing gases supplied to the patient interface
Fio, % The current fraction of oxygen in the breathing gases supplied to the patient
SpO,/FiO0,* Ratio of SpO, and FiO,
ROX* SpO, divided by FiO, and respiratory rate
SpO,* % Peripheral blood oxygen saturation measured by pulse oximeter
PR* BPM Pulse rate measured by pulse oximeter (beats per minute)

Back to
Home screen > 4

6.3 Long term graphs

—_— >
Airvo 3 Data and Graphs show measurements plotted Graph )
against time for up to 24 hours. New measurements scroll Graph period == —
are added to the right side of the graph. Prior data will period selectors > ]
scroll to the left as new measurements are added. W
Gaps will appear in the plotted data if therapy is —>
stopped or measurements are missing due to poor
signal quality.

The graphs available are described in the table below.

Label Unit Description
Target flow L/min The target flow rate of breathing gases supplied to the patient
RR BPM The patient’s respiratory rate (breaths per minute), averaged over the last 90 seconds
Fio, % The fraction of oxygen in breathing gases supplied to the patient
SpO,/Fi0,* Ratio of SpO, and FiO,
ROX* SpO, divided by FiO, and respiratory rate
SpO,* % Peripheral blood oxygen saturation measured by pulse oximeter
PR* BPM Pulse rate measured by pulse oximeter (beats per minute)

*Only available if connected to a pulse oximeter
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7. Troubleshooting

This section describes common causes, and solutions to, problems and alarms that you may encounter while using the Airvo 3.
The Airvo 3 Technical Manual contains additional information that may be helpful in resolving more advanced problems.

71 Alarms

The Airvo 3 has visual and auditory alarms to notify users about interruptions to a patient’s treatment. These alarms are generated by an
intelligent alarm system, which processes information from sensors and target settings of the device and compares this information with
pre-programmed limits. Changes to alarm settings will be preserved during or after any power loss.

The signal light flashes and troubleshooting information is displayed on the Airvo 3 touch screen when any alarm is active. The color of
the signal light indicates the highest-priority active alarm condition.

7.2 Alarm priority

Alarms are grouped by urgency and severity into three priority levels: low, medium, high. When multiple alarms are active, the audible
alert, signal light and Message bar background color will signal the highest-priority alarm active.

+ A response is needed for all alarms. Signal light
* A prompt response is required for all medium-priority alarms.
* Animmediate response is required for all high-priority alarms.

Priority Message bar, signal light color Audible alert
Low Solid yellow High then low-pitched beep
Medium Flashing yellow 3 beeps every 9 seconds
High Flashing red 10 beeps every 5 seconds
WARNING

Audible alarms may not be heard if the alarm volume is set lower than ambient noise. Missed alarms may lead to patient injury.
Refer to the Airvo 3 Technical Manual to review and set the alarm volume.

7.3 Auditory information signals

The informative sounds made by the Airvo 3 are:

Melody Meaning

Ascending sequence of 5 tones The breathing gas has warmed up

Single tone A touch on the display has been registered

Single low then high tone All active alarms have been resolved

High note followed by 2 (identical) lower notes, The Power Out alarm is active. The wall power supply has been
repeated every 10 seconds disconnected or turned off and the battery is depleted
Descending sequence of 3 tones The device has completed the power off process

Sequence of 3 tones with high, low then middle pitch The device has been turned on
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7.4 Viewing alarm details Alarm condition

Alarms are displayed with suggestions and action buttons *
for managing the alarm information: Blockage Detected K <« Hide

| » |
suggestions

» Tap the Audio Pause button to silence the alarm for
120 seconds. The Audio Pause button will change to Step1
Zi:i when audible alarms are silenced.

* Use < to scroll through multiple suggestions. Check tube far
Some alarms have only one suggested resolution. blockages.

» Tap Hide suggestions to collapse the alarm
information to the Message bar. Restore —
suggestions by tapping the alarm condition
on the Message bar.

o <— Suggestions/

action

>
5l
=

The alarm condition and action button are displayed ? Audio pause
on the Message bar when alarm information is

collapsed. A ¢
The Message bar cycles through each alarm condition e I

when multiple alarms are active. Tapping the Message
bar displays a list of active alarm conditions, from Alarm condition
highest priority to lowest priority and they are
ordered from when they occurred.
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Action buttons

Alarm signals always indicate the highest-priority z
active alarm condition. AT Hide suggestions 'f-.r\‘ Pause alarm

. OK' Reset & dismiss K Un-pause alarm
7.5 Checking the alarm system P

To test the alarm system:

1. In standby mode, disconnect the breathing tube
then press “Start”.

2. Verify that the “Check tube” visual alarm
appears on screen.

3. Verify that the signal light flashes yellow. High FiO; z;' <—Show suggestions

4. Verify that the auditory alarm signal can
be heard.

Critically Low Battery <— Active alarms

3 A Alarms

Do not use the Airvo 3 if it fails this test.
Contact your Fisher & Paykel Healthcare

. L Number of
representative.

) L Audio pause
active alarms

7.6 Airvo 3 alarms

The intelligent alarm system of the Airvo 3 prioritizes the most relevant alarms to the user. As part of this, if there are high or medium
priority alarms on-screen then any low priority alarms are not displayed until the higher priority alarms are resolved.

The table below shows all the alarms you may encounter while using the Airvo 3 as well as common causes, resolutions, and any delays
inherent in determining alarm conditions. The design of the alarm system is based on an intended operator’s position of 2 meters from
the device.

Alarm condition Priority Delay Meaning

Faults
Device Fault High - A technical fault has occurred, and the patient may need immediate attention.
[Fault X.X.X] Restart the device to clear the fault condition. If the issue persists, contact your

service representative

Device Fault Med. - A technical fault has occurred, and the patient may need prompt attention. Restart
[Fault X.X.X] the device to clear the fault condition. If the issue persists, contact your service
representative.

Power system alarms

Power Out High <5s The Airvo 3 has been disconnected from the wall power supply and the internal
battery is depleted. The auditory alarm will sound once every 10 seconds for 120
seconds and the signal light above the touch screen will flash. The touch screen is off
during the Power Out alarm. The Airvo 3 will shut down after signaling the Power Out
alarm but will restart automatically if power is restored before it shuts down.
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Alarm condition Priority

Unsupported Battery  Med.

Critically Low Battery  Med.

Low Battery Low

Battery not functional Low

Battery Mode: Low
Reduced Humidity

Battery Charger Low
Fault

Therapy alarms - tube

Outlet Elbow High
Missing

Check Tube Med.
Wrong Tube Med.

Outlet Elbow Fault Med.

Outlet Elbow Med.
Too Warm

Therapy alarms - high flow

Chamber Leak Med.
Detected
Leak Detected Med.

Blockage Detected Med.

Flow Below Target Med.

Delay

<5s

<5s

<5s

<5s

<5s

<30s

<I5s

<5s

<5s

<5s

<5s

<30s

<30s

<I5s

<2min

Meaning

The device is running off the battery and either an incorrect battery type is connected
or communications with the battery could not be established. Charging is disabled.
During battery use the behaviour is the same as the Critically Low Battery alarm.

The Airvo 3 battery level is critically low and indicates at least 5 minutes left for
complete loss of battery power. The humidification is turned-off to maintain
operation of the blower and oxygen supply. Connect to wall power supply to
continue therapy as normal.

The Airvo 3 battery level is low and indicates at least 10 minutes left for complete loss
of battery power. Connect to wall power supply to continue therapy as normal.

The Airvo 3 has detected a battery failure. Replace the battery.

The Airvo 3 has been disconnected from the wall power supply and the device is now
running off the battery. The delivered humidity may be reduced.

The battery charger is not functioning correctly and has been disabled. Restart the
device to resolve the fault. If the issue persists, contact your service representative.

The Airvo 3 outlet elbow has been removed from the device during therapy.
Check that the outlet elbow is fully inserted into the Airvo 3. If the issue persists,
replace the outlet elbow.

The Airvo 3 cannot detect the heated breathing tube. Check that the heated
breathing tube is not damaged and is plugged in correctly. Replace the heated
breathing tube if the problem persists.

The heated breathing tube is not suitable for the selected therapy, or is damaged.
Connect a suitable heated breathing tube. Replace the breathing tube if the problem
persists.

A fault has been detected with the outlet elbow. Check that the outlet elbow is fully
inserted into the Airvo 3. If the issue persists, replace the outlet elbow.

The outlet elbow is too warm to run start up checks. Wait for the outlet elbow to cool
down. If the issue persists, replace the outlet elbow.

The water chamber has been removed. Ensure the water chamber is correctly
inserted into the Airvo 3. If the issue persists, contact your service representative.

When used with the Optiflow Junior 2 patient interfaces, the Airvo 3 has detected a
reduction in the resistance to flow of the breathing circuit. Check:

* the water chamber has not been removed and is properly installed,

* the heated breathing tube is plugged in correctly or is not damaged,

* the patient interface has not been disconnected, and

« the air filter is fitted correctly.

If the issue persists, replace the consumables.

The Airvo 3 has detected a blockage. Check:

« for blockages in the heated breathing tube, patient interface and inlet air filter,
« the patient interface is the correct size for the patient, and
« the target flow rate is within the rated range of the interface.

If the issue persists, replace the consumables.

The Airvo 3 flow rate is lower than the target flow rate. Check:

« for blockages in the heated breathing tube, patient interface and inlet air filter,
* the patient interface is the correct size for the patient, and
« the target flow rate is within the rated range of the interface.

If the issue persists, replace the consumables.
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Alarm condition Priority Delay Meaning

Flow Above Target Low <2 min The Airvo 3 flow rate is higher than the target flow rate. Check:
« for leaks in the water chamber, heated breathing tube and patient interface,
 theinlet air filter is inserted correctly, and
« the target flow rate is within the rated range of the interface.

If the issue persists, replace the consumables.
Therapy alarms - other
Target Flow Med. <60s' The Airvo 3 has exceeded an internal temperature limit. Continued operation in the
Too High current configuration may result in a device fault and reduced therapy. Check:
« for blockages in the heated breathing tube, patient interface and inlet air filter,
« the patient interface is the correct size for the patient,

« the target flow rate is within the rated range of the interface, and
 the ambient temperature is within the rated range of the device.

I
L
i
O
=z
(T}

This alarm will resolve when the internal temperature is within the expected range.

Check Water Med. <30 min The water chamber has run out of water. Replace the water bag to resume normal
operation. Ensure that the water chamber and/or water bag are not allowed to run
out of water to ensure continuous humidification of the breathing gases.

Humidity Below Med. <30 min' The Airvo 3 cannot reach the target humidity. Check the water chamber contains
Target water and the chamber base is not damaged. Consider reducing the target humidity
or flow rate, if appropriate. If the issue persists, replace the water chamber.

Check Operating Low <Imin’ The Airvo 3 has detected ambient conditions that are not suitable. Do not use the
Conditions Airvo 3 when the ambient temperature is below 18 °C or above 28 °C. Move the
device to a suitable environment.

Oxygen alarms

No O, Pressure Med. <5s There is no oxygen being supplied to the high-pressure (HPO) inlet port during

at HPO Port therapy. Check that the oxygen supply is working. If using an oxygen bottle, check
the bottle is not empty. If switching to the low-pressure (LPO) inlet port or stopping
oxygen delivery, set the FiO, target to 21%.

FiO, Below 25% Med. <30s' The oxygen being supplied to the LPO port has fallen below 25% during therapy.
Check if the oxygen supply has been disconnected.

FiO, Below Target Med. <2 min The oxygen concentration being delivered is lower than the FiO, target setting.
Check the oxygen supply is properly connected to the HPO inlet port and there are
no leaks at any oxygen hose connections. Make sure the number of connected
devices does not exceed the capacity of the oxygen supply. Consider using the LPO
connection if the oxygen supply has insufficient capacity.

FiO, Above Target Med. <2 min The oxygen concentration being delivered is higher than the FiO, target setting.
Check an oxygen supply is not connected to the low-pressure oxygen inlet port.
Only one oxygen source should be used at a time. Check the oxygen supply is
properly connected to the high-pressure oxygen inlet port and that there are no leaks
at the oxygen hose connections.

High FiO, (LPO) Med. <20s The FiO, supplied by the LPO port is above the selected High Oxygen Alarm
threshold for its intended clinical environment (range 30-95% or Off, default: Off, see
Airvo 3 Technical Manual). Check FiO, is appropriate for the patient’s condition.
Reduce FiO, to the normal range when it is appropriate to do so.

Unexpected O, Med. <15 min’ Oxygen is being supplied to the Airvo 3 while in standby. Check all oxygen supplies are
turned off and disconnected. If the issue persists, contact your service representative.

High FiO, (HPO) Med. <5s The FiO, target is above the selected High Oxygen Alarm threshold for its intended
clinical environment (range 30-95% or Off, default: Off, see Airvo 3 Technical Manual).
Check FiO, is appropriate for the patient’s condition. Reduce FiO, to the normal
range when it is appropriate to do so.
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Alarm condition Priority Delay Meaning

Pulse oximetry alarms

Pulse Ox Med. <I0s The Airvo 3 is unable to communicate with the pulse oximeter. Check that the USB

Communication connector cable, sensor adapter cable and sensor cables are all properly connected.

Failure Replace the sensor cable, adapter cable then USB connector cable if the problem
persists.

Pulse Ox Med. <10s The selected pulse oximeter has not been recognised. Please remove or change

Not Recognized oximeter.

Pulse Ox Med. <5s The pulse oximetry USB connector cable has become disconnected. Reconnect pulse

Disconnected oximetry USB connector cable.

No Pulse Ox Sensor Med. <5s* A pulse oximetry sensor cable was not detected or is inoperable. Check that the

Connected sensor cable is properly connected to the USB connector cable or replace the sensor

cable if necessary.

Pulse Ox Sensor Med. <5s* The pulse oximeter is no longer receiving SpO, measurements from the patient. Check
Off Patient that the sensor is properly attached to a suitable measurement site on the patient.
No SpO, Reading Med. <5s* The pulse oximeter is not sending valid SpO, measurements. Check the sensor, cable
(Masimo and USB interface. Try replacing each component in turn until the problem is resolved.
and Nellcor)
<16 s*
(Nonin)
No Pulse Rate Med. <5s* The pulse oximeter is not sending valid Pulse Rate measurements.
Reading (Masimo Check the sensor, cable and USB interface. Try replacing each component in turn until
and Nellcor) the problem is resolved.
<16 s*
(Nonin)
Check Pulse Ox Med. <5s* Masimo only. The pulse oximetry USB connector cable and/or the pulse oximetry
Cable/Sensor sensor cable is not functioning correctly. Please remove and reconnect the accessory

and if the problem persists replace the accessory.

Incompatible Pulse Ox Low <5s* Masimo only. The pulse oximetry USB connector cable is incompatible.
Cable Please disconnect it from the device.

Incompatible Pulse Ox Low <5s* Masimo only. The pulse oximetry sensor cable is incompatible.

Sensor Please disconnect it from the device.

Pulse Ox Cable Low <5s* Masimo only. The pulse oximetry USB connector cable is nearing expiration.

Near Expiration

Pulse Ox Sensor Near  Low <5s* Masimo only. The pulse oximetry sensor cable is nearing expiration.
Expiration
Pulse Timeout High <5s* Nellcor only. The pulse oximetry USB connector cable is reporting the loss of a

patients pulse signal. Check the condition of the patient.

SpO, Measurement Low <5s* Nellcor only. The pulse oximeter is indicating that its dynamic averaging time has
Delayed exceeded 25 seconds for the SpO, measurement.

Pulse Rate Low <5s* Nellcor only. The pulse oximeter is indicating that its dynamic averaging time has
Measurement Delayed exceeded 25 seconds for the pulse rate measurement.

Pulse Ox Board Failure Med. <5s* Masimo and Nellcor only. The pulse oximetry USB connector cable has failed. Please

remove and reconnect the cable and if the problem persists replace the cable.

Check Pulse Ox Med. <5s* Masimo and Nellcor only. The pulse oximetry sensor cable is not functioning correctly.
Sensor Please remove and reconnect the cable and if the problem persists replace the cable.
Replace Pulse Ox Med. <5s* Masimo and Nellcor only. There is a fault with the pulse oximetry USB connector cable

Cable and it needs replacement.
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Meaning

Masimo and Nellcor only. There is a fault with the pulse oximetry sensor cable and it
needs replacement.

Check your patient. The SpO, measurement has decreased below the Low SpO,
alarm threshold. Check that the alarm setting is appropriate for your patient
(Range: 20-98%, default 85%, see Airvo 3 Technical Manual).

Check your patient. The SpO, measurement has exceeded the High SpO, alarm
threshold. Check that the alarm setting is appropriate for your patient
(Range: 21-99% or Off, default Off, see Airvo 3 Technical Manual).

The Airvo 3 cannot heat up to the required disinfection temperature. Check:

* the disinfection tube blue connector is connected to the top of the outlet elbow,
« the disinfection tube red end is connected to the left hand chamber port,

« the disinfection filter is connected to the right hand chamber port,

Then restart the device. If the problem is not resolved, replace the disinfection tube
and outlet elbow in turn. If the issue persists, contact your service representative.

The Airvo 3 detected higher than expected temperatures during the disinfection cycle.
Check:

« the disinfection tube blue connector is connected to the top of the outlet elbow,

« the disinfection tube red end is connected to the left hand chamber port,

« the disinfection filter is connected to the right hand chamber port,

Then restart the device. If the problem is not resolved, replace the disinfection tube
and outlet elbow in turn. If the issue persists, contact your service representative.

The Airvo 3 cannot detect the disinfection tube. Check that the disinfection tube is
not damaged and is plugged in correctly, then restart the device.

If the problem is not resolved, replace the disinfection tube and outlet elbow in turn.
If the issue persists, contact your service representative.

The Airvo 3 has detected a leak in the disinfection circuit. Check:

+ The disinfection tube blue connector is connected to the top of the outlet elbow,
» The disinfection tube red end is connected to the left hand chamber port,

» The disinfection filter is connected to the right hand chamber port,

Then restart the device. If the problem is not resolved, replace the disinfection tube
and outlet elbow in turn. If the issue persists, contact your service representative.

The Airvo 3 has detected a blockage. Check that the disinfection tube is not blocked
and that the disinfection filter is not wet, then restart the device.

If the problem is not resolved, replace the disinfection tube and outlet elbow in turn.
If the issue persists, contact your service representative.

The Airvo 3 has detected ambient conditions that are not suitable. Do not use the
Airvo 3 when the ambient temperature is below 18 °C or above 28 °C. Move the
device to a suitable environment, then restart the device. If the issue persists,
contact your service representative.

The power cable has been removed and device is unable to perform a disinfection
cycle. Connect device to wall power, then restart the device. If the issue persists,
contact your service representative.

Oxygen is being supplied to the Airvo 3 while in disinfection mode. Check all oxygen
supplies are turned off and disconnected. If the issue persists, contact your
service representative.

* The quoted delays account for the Airvo 3 alarm generation delay only. Quoted delays do not account for third party pulse oximeter module algorithm

delay which will vary.

t An additional alarm signal generation delay of 2 s applies
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8. Reprocessing

Standard aseptic technigues should be followed to minimize contamination when handling the Airvo 3 and accessories. The patient
interface, heated breathing tube, water chamber and outlet elbow may become contaminated during use. As soon as possible after
using the Airvo 3:

1. Remove the single-use accessories from the Airvo 3 and dispose of them in accordance with local laws, regulations and hospital
protocols for disposing of contaminated products.

* Squeeze the sides of the breathing tube connector and lift to remove it from the Airvo 3.

Reprocess the Airvo 3 device exterior by following the instructions in section 8.1.

Clean and high-level disinfect the Outlet Elbow by following the instructions in section 8.2.

Replace accessories within the maximum use period shown in section 8.3 (schedule for changing accessories).

Clean and disinfect pulse oximetry accessories (including reusable sensors) in accordance with the manufacturer’s instructions.

LEFNIWIN

WARNINGS
Do not clean and/or disinfect the Airvo 3 while it is being used by a patient.

Do not submerge the Airvo 3 or accessories in any cleaning solution or attempt to sterilize by autoclave, irradiation, steam, gas,
ethylene oxide or any other method. This will seriously damage the device.

8.1 Airvo 3 device exterior reprocessing

8.1.1 Device exterior cleaning

Equipment

* Mild detergent and clean water
+ Clean lint-free cloths

* Protective gloves

Instructions
1. Mix a solution of warm clean water and mild detergent (refer to the detergent manufacturer’s instructions for use).
2. Dampen a clean cloth with the cleaning solution.

3. Thoroughly wipe all outside surfaces of the device (including the Outlet Elbow) for at least one minute to remove any visible soil.
Use the corner/edge of the cloth to clean all crevices of the device.

Dampen a clean cloth with clean water.

Thoroughly wipe all outside surfaces of the device with the damp cloth to rinse and remove any detergent residue.
Thoroughly wipe all outside surfaces of the device with a dry cloth until it is visibly dry.

Allow to air dry until completely dry.

~No o s

8.1.2 Device exterior disinfection

Perform disinfection only after all cleaning steps are complete
Equipment

« Disinfectant wipes

* Clean lint-free cloths

* Clean water

* Protective gloves
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Instructions
1. Use pre-soaked disinfectant wipes, thoroughly wipe all outside surfaces of the device (including the Outlet Elbow).

2. Ensure that these surfaces remain visibly wet as directed by the manufacturer of the disinfectant wipes. Use additional wipes as
needed to ensure that these surfaces remain wet for the required length of time.

Dampen a clean cloth with clean water.

Thoroughly wipe all outside surfaces of the device with the damp cloth to remove any disinfectant residue.
Thoroughly wipe all outside surfaces of the device with a dry cloth until it is visibly dry.

Allow to air dry until completely dry.

IS

WARNINGS

Other cleaning agents may be used if they are: non-abrasive, non-toxic, and non-corrosive. Do not use any cleaning agents that are
not compatible with polycarbonate plastic.

Cleaning agents that are not suitable for use with the Airvo 3 include: ammonia, ammonium hydroxide, caustic soda, iodine,
methanol, methylated spirits, turpentine, and alkaline bleaches such as sodium hypochlorite. The use of any of these products will
damage the Airvo 3.

Turn off and disconnect the Airvo 3 from the wall power supply before cleaning to reduce the risk of electric shock.
Do not submerge the device in liquid of any kind.

Do not spray liquid directly onto the device.

Do not use rinse aids as these may cause damage to the outlet elbow.

These instructions have been validated by the manufacturer of the medical device as being capable of preparing a medical device
for reuse. It remains the responsibility of the processor to ensure that the processing achieves the desired results, by using the
correct equipment, materials, and personnel in the processing facility. This requires routine monitoring of the process.
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8.2 Outlet elbow reprocessing

The Outlet Elbow requires cleaning and high-level disinfection. The Outlet Elbow can be reprocessed in two different ways.

8.2.1 Outlet elbow reprocessing via the Disinfection Kit (900PT600)
Disinfection Kit 900PT600 (see instructions in 900PT600).

8.2.2 Outlet elbow reprocessing via washer disinfector

The outlet elbow can be removed from the Airvo 3 for reprocessing by your central sterile services or reprocessing department.
Reprocessing the outlet elbow must be performed in a washer-disinfector that complies with and is maintained, checked and validated
to ANSI/AAMI ST15883-1:2009 (USA) and I1SO 15883-1:2006 (outside USA).

Disassembly

Remove the outlet elbow from the Airvo 3. Firmly grab the rubber port-seal on the
outlet elbow, push down on the grip lines with your thumb and pull the outlet elbow
towards the front of the Airvo 3.

Transportation

Follow hospital infection control protocols to package the outlet elbow for transport. Protect the outlet elbow from mechanical
damage during transport.

Using the storage cover

It is important that the Airvo 3 is stored properly after reprocessing. Store the Airvo 3in

a clean, dry and dust-free location that is suitable for medical devices.

Cover the Airvo 3 with the storage cover so that it remains clean during storage:

*  Wrap the Airvo 3 in a storage cover (900PT603) so that the identification label on
the cover sits prominently above the display of the Airvo 3.

* Seal the cover with the adhesive tabs on the storage cover.
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Cleaning and disinfection

Washer-disinfector supplies required for reprocessing of the Airvo 3 outlet elbow are:

« Mildly alkaline cleaning agent such as neodisher® MediClean forte (0.2% v/v)

Place the outlet elbow in a washer-disinfector and orient the outlet elbow such that washing fluid can contact all internal surfaces and
allow for draining. Run a cleaning and thermal high-level disinfection cycle:

* Pre-cleaning: Cold rinse for at least 1 minute

* Cleaning: Wash at 55 °C for at least 5 minutes with a mildly alkaline cleaning agent as per manufacturer’s instructions
(e.g. neodisher® MediClean forte, 0.2 % v/v)

* Neutralisation: Cold rinse for at least 1 minute
* Rinsing: Cold rinse for at least 1 minute

+ Thermal disinfection: 90 °C for 5 minutes

* Drying: 90 °C for 25 minutes

Note
Do not exceed the maximum use period for the outlet elbow.
Follow the manufacturer’s instructions and warnings for all cleaning products.

Visual inspection

Visually inspect the outlet elbow for mechanical damage or discoloration of the chamber seal. If the seal or elbow appear damaged or
discolored, replace the outlet elbow.

WARNING

Do not use the outlet elbow if the seal or elbow appear damaged or discolored. A damaged outlet elbow may affect therapy
delivery.

Storage and transport

It is important that the outlet elbow is stored properly after reprocessing. Store the outlet elbow in a clean, sealed plastic bag labeled
with the disinfection process details. Follow your hospital protocol for storage of high-level disinfected devices. Protect the outlet
elbow from mechanical damage during transport. Store the outlet elbow in a clean, dry and dust-free location that is suitable for
medical devices. The outlet elbow can alternatively be inserted back into the Airvo 3 then covered with the storage cover until the
next use.

Reassembly

When setting up the Airvo 3 for the next use follow the reassembly steps below. If reassembly
occurs prior to the next use, cover the Airvo 3 with the outlet elbow assembled with the clean
storage cover.

Slide the disinfected outlet elbow into the slot above the chamber area on the Airvo 3.
Push firmly on the front of the elbow until the elbow locks into place.

Note
Make sure the outlet elbow is installed in the Airvo 3 before attaching the heated breathing tube.
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8.3 Schedule for changing accessories

The Airvo 3 accessories must be changed according to the schedule below. All single-patient-use accessories must be disposed of after
the patient’s therapy to prevent cross-contamination. Replace accessories within the period shown below, or immediately if they are
damaged or discolored.

Accessory Maximum use

Optiflow Junior interfaces 1 week, or 1 patient (whichever comes first)
Optiflow+ / Optiflow+ Duet interfaces 14 days (7 days when using a nebulizer),
Optiflow 3S interfaces or 1 patient

All AirSpiral tube and chamber kits (whichever comes first)

Air filter 3 months or 1000 hours use

(whichever comes first)

Outlet elbow 5 years or 50 washer-disinfector cycles
(whichever comes first)

Battery* 300 cycles or 2 years from first use (whichever comes first)
Pulse oximetry accessories Refer to instructions for use supplied with device

* See Airvo 3 Technical Manual for instructions to change the battery.

8.4 Replacing the air filter

Air filter change due. Replace now?

The Airvo 3 will display a message on startup when the air filter is due to be
replaced.

Begin by removing the old filter:
1. Raise the filter cover.

2. Push the filter removal tool down firmly onto the low-pressure oxygen inlet port to
get the removal tool to grip.

Hold down the air-filter release button.

Pull up on the filter removal tool to remove the filter.

Insert the new filter and push down on top of the filter until it clicks into place.
Lower the filter cover.

o U AW

8.5 Servicing

The Airvo 3 does not require regular maintenance and contains no user serviceable parts. If the Medical Equipment system is modified
from the specification of the manufacturer, evaluation to the requirements of 60601-1 standard is required. Refer to the Airvo 3 Technical
Manual for product acceptance checks, functional tests and spare parts. Contact your Fisher & Paykel Healthcare representative if a fault
develops or you are concerned the Airvo 3 is not operating correctly.
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9. Pulse oximetry

The Airvo 3 supports the following pulse oximeter accessories:

The Masimo SET uSpO, Pulse Oximetry Cable (3412)

The Medtronic Nellcor OxiCable (PMCION-SF)

The Nonin Xpod 3012LP USB (6703-001)

The Nonin Xpod 3012HR USB Connector Cable (114403-001)

Pulse oximeters primarily measure the oxygen saturation of blood and pulse rate. Oxygen saturation or SpO, is the percentage of
hemoglobin in the blood that is saturated with oxygen. Hemoglobin is a protein in the red blood cells that carries oxygen from the lungs
to the rest of the body. Pulse rate is the number of heart beats per minute.

A pulse oximeter operates by emitting two different wavelengths of light, typically red and infrared, into a perfused tissue site such as a
fingertip or earlobe. The emitted light passes through the tissue, and a photodetector in the sensor measures the intensity of the
transmitted or reflected light. By comparing the absorption of red and infrared light, the pulse oximeter calculates the ratio of
oxygenated to total hemoglobin in the blood, which is used to determine the oxygen saturation level. Additionally, the device analyzes
the variations in the light intensity to measure the patient's pulse rate.

9.1 Pulse oximetry warnings, cautions, and notes
WARNINGS

In line with the indications for use of the Airvo 3, the monitoring functionality of the Airvo 3 is intended for use on spontaneously
breathing patients and not intended for patients requiring life support. It is the responsibility of the clinician to select the appropriate
level of monitoring for their patient and to be prepared to deal with alarms and equipment malfunction. Additional, independent
monitoring equipment may be necessary.

If any measurement seems questionabile, first check the patient’s vital signs by alternate means and then check the pulse oximeter for
proper functioning.

Using different alarm settings on devices within a single area, such as an intensive care unit, can cause a hazard.
Periodically reposition the sensor to help prevent ischemia.

If any measurement seems questionable, first check the patient’s vital signs by alternate means. Then check the pulse oximeter USB
connector, adapter, sensor, and Airvo 3 for proper operation.

Carefully route cabling to reduce the possibility of patient entanglement or strangulation.
Do not use single-patient-use pulse oximeter sensors on more than one patient to avoid cross-infection and/or contamination.
Refer to the third party pulse oximeter sensor instructions for information on the risks of re-using a single use sensor.

Follow the user instructions supplied with multi-use pulse oximeter sensors, adapters and USB connector cables to clean and disinfect
these devices between patients to avoid cross-infection and/or contamination.

Tissue damage may be caused by incorrect application of the sensor, e.g. by wrapping the sensor too tightly. Follow the instructions
supplied with the sensor for correct application.

Use only compatible oximetry sensors and accessories for SpO, and pulse rate measurements. Verify compatibility before use to
avoid incorrect operation of your Airvo 3, inaccurate measurements and/or patient injury. See Appendix 3 for a list of compatible
accessories.

Supplemental oxygen will attenuate patterns of desaturation. A patient’s respiratory compromise can be proportionally more severe
before patterns appear in the saturation trend. Remain vigilant when monitoring a patient on supplemental oxygen.

Explosive hazard: Do not use this device in an explosive atmosphere or in the presence of flammable anesthetics or gases.
To protect from electric shock, always remove the sensor and completely disconnect the pulse oximeter before bathing the patient.

Nellcor:

Do not rely solely on the Nellcor OxiCable for patient assessment. It must be used in conjunction with clinical signs and symptoms.
Avoid spilling liquids into the Nellcor OxiCable.

Refer to the OxiCable PMCION-SF instructions for use for a complete list of warnings and more information when using the Medtronic
OxiCable with the Airvo 3.

Nonin:

Operation of the Nonin Xpod USB connector below the minimum amplitude of 0.3% modulation may cause inaccurate results.

CAUTIONS

Before cleaning the pulse oximetry accessories, disconnect the device from the Airvo 3 to avoid electrical shock and flammability
hazards.

Do not place the pulse oximetry accessories on electrical equipment that may affect the device, preventing it from working properly.

To minimize radio interference, other electrical equipment that emits radio frequency transmissions should not be in close proximity
to the pulse oximeter equipment.

Do not place the Airvo 3 where controls can be changed by the patient.

The accuracy of the SpO, measurement may be affected if the total sensor cable length (including extension cables) is greater than
3 meters.



Airvo 3 - USER MANUAL | A-37

» Setting extreme alarm thresholds can render alarms useless and may lead to patient injury.

* Check that the pulse oximetry alarm limits are appropriate for the patient being monitored every time pulse oximetry is used.

* Inspect the sensor application site at least every 6 to 8 hours to ensure correct sensor alignment and skin integrity. Patient sensitivity
may vary due to medical status or skin condition. Discontinue use of adhesive tape sensors if the patient exhibits an allergic reaction
to the adhesive material.

Masimo:

« If the Low Perfusion message is frequently displayed, find a better perfused monitoring site. In the interim, assess the patient and, if
indicated, verify oxygenation status through other means.

+ Change the application site or replace the sensor and/or patient cable when a “Replace Pulse Ox Sensor” and/or “Replace Pulse Ox
Cable”, or a persistent poor signal quality message (such as “Low Signal 1.Q”) is displayed on the Airvo 3. These messages may
indicate that patient monitoring time is exhausted on the patient cable or sensor.

« [f using pulse oximetry during full body irradiation, keep the sensor out of the radiation field. If the sensor is exposed to the radiation,
the reading might be inaccurate or the device might read zero for the duration of the active irradiation period.

 Variation in measurements may be profound and may be affected by sampling technigue as well as the patient’s physiological
conditions. Any results exhibiting inconsistency with the patient’s clinical status should be repeated and/or supplemented with
additional test data. Blood samples should be analyzed by laboratory instruments prior to clinical decision making to completely
understand the patient’s condition.

* Replace the cable or sensor when a “replace sensor” or when a “low SIQ” message is consistently displayed while monitoring
consecutive patients after completing the troubleshooting steps listed in this manual.

* Please refer to the instructions for use provided with the Masimo uSpO, Pulse Oximetry Cable for additional warnings, cautions, and notes.

» The Masimo SET uSpO, Pulse Oximetry Cable (Oximetry Cable) must be connected to the Airvo 3 for power, communication, display
and alarm management.
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Nonin:

» The Nonin Xpod USB connector has motion tolerant software that minimizes the likelihood of motion artefact being misinterpreted as
good pulse quality. In some circumstances, however, this device may still interpret motion as good pulse quality. This covers all
available outputs (i.e. SpO,, PR, PLETH, PPG).

Note

» The accuracy of pulse oximeter sensors, adapters and patient cables cannot be assessed using a functional tester.

* High-intensity extreme lights (such as pulsating strobe lights) directed on the sensor, may not allow the pulse oximeter to obtain vital
sign readings.

* When using the Maximum Sensitivity setting, performance of the “Sensor Off” detection may be compromised. If the device is in this
setting and the sensor becomes dislodged from the patient, the potential for false readings may occur due to environmental “noise”
such as light, vibration, and excessive air movement.

» For more information about required safety and regulatory requirements for pulse oximeters, refer to ISO 80601-2-61, and |IEC
60601-1. Additional safety information can be found in the labelling provided with each sensor.

» Do not loop the pulse oximetry cabling into a tight coil or wrap around the device, as this can damage the patient cabling.

« Additional information specific to the sensors compatible with the Airvo 3 pulse oximeter, including information about parameter/
measurement performance during motion and low perfusion, may be found in the sensor’s directions for use.

» Masimo cables and sensors are provided with X-Cal™ technology to minimize the risk of inaccurate readings and unanticipated loss of
patient monitoring. Refer to the Cable or Sensor directions for use for the specified duration of the patient monitoring time.

» Each specific sensor comes with manufacturer-supplied instructions for its use. Please refer to these for further details, including
Bland Altman plots.

9.2 Setup for pulse oximetry

Connect the pulse oximetry USB connector cable to either USB port on the back of the Airvo 3. Clip the cable into the cable tidy so that
it is not pulled out accidentally. The Airvo 3 will automatically detect a compatible pulse oximeter.

Pulse Oximetry
Connection
Converter
(900PT476)
Required for
Nellcor only

A A
Pulse oximetry USB Pulse oximetry Pulse oximetry sensor cable
connector cable extension (reusable or single patient use)
or adaptor cable
(both optional)

N
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9.2.1 Pulse oximetry accessories

When compatible pulse oximetry accessories are connected, the Airvo 3 can display:
« functional oxygen saturation (SpO,),

* pulse rate (no pulse rate alarms are included in the Airvo 3),

« perfusion index (Masimo only),

+» plethysmograph, and

* signal quality indicators

9.3 During therapy

The Pulse Oximetry tile will be automatically displayed on the Home screen when a compatible pulse oximetry USB connector cable is
connected to the Airvo 3.

Optiflow - High Flow STOP o

w. 2 9

I
L
o
O
=
(T}

% Fi0,

Pulse oximetry measurements and status are shown as follows:

SpO,
Pulse oximetry is Poor signal quality Pulse
connected to the Airvo 3 (see section 7 for '
» . High/low SpO
but‘no measurements are troubleshooting). fate a|agm< thresﬁolzd
available. (“--” if disabled)

Tap the Pulse Oximetry tile to open the Pulse Oximetry screen.

— . SpO, plethysmograph

Signal 1Q Waveform (Masimo only)

| | |
B D 2_5 Perfusion Index (Masimo only)
PI %

t bp
ER P ﬁ < Open Pulse
Oximeter Alarms
and Settings page

% SpO,

SatSeconds
(Nellcor only)

Oximeter
status bar Therapy on CIJ.J [ﬂ 1004

High/low alarm setting ~ Pulse rate
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Connect the USB connector cable to the to Airvo 3

Connect the pulse oximeter USB connector cable to the USB port
on the back of the Airvo 3. The Airvo 3 will automatically detect
compatible devices. Connect the pulse oximetry sensor cable to
the other end of the USB connector cable.

OR

Pulse Oximetry
Connection
Converter
(900PT476)
Required for
Nellcor only

Attach sensor to patient

Carefully select a pulse oximetry sensor based on the patient’s
age, weight and intended sensor application site. More information
can be found in the instructions supplied with each sensor.

WARNINGS
Inaccurate SpO, and/or pulse-rate readings may be caused by:

* |Improper sensor application and placement. « Intravascular dyes, such as indocyanine green or

+ Elevated levels of Carboxyhemoglobin (COHb) or methylene blue.
methaemoglobin (MetHb): High levels of COHb or MetHo may ¢ Externally applied coloring and texture, such as nail

occur with a seemingly normal SpO,. When elevated levels of polish, acrylic nails, glitter, etc.
COHb or MetHb are suspected, laboratory analysis « Birthmark(s), tattoos, skin discolorations, moisture on
(COOximetry) of a blood sample should be performed. skin, deformed or abnormal fingers etc.

* Elevated levels of bilirubin. + Skin color disorders.

* Elevated levels of dyshemoglobin. « Excessive ambient light.

» Vasospastic disease, such as Raynaud's, and peripheral « Excessive motion.

vascular disease.

* Hemoglobinopathies and synthesis disorders such as
thalassemia, Hb s, Hb ¢, and sickle cell, etc.

* Hypocapnic or hypercapnic conditions.

+ Severe anemia.

» Very low arterial perfusion.

» Extreme motion artifact.

« Abnormal venous pulsation or constriction.
* Severe vasoconstriction or hypothermia.
Arterial catheters and intra-aortic balloon.

* Electrosurgical interference.

» Blood flow restrictors (arterial catheters, blood pressure
cuffs, infusion lines, etc.).

* Moisture in the sensor.

* |Improperly applied sensor.

* Incorrect sensor type.

 Poor pulse quality.

« Venous pulsations.

* Low hemoglobin concentrations.
* A sensor not at heart level.

Dyes or any substance containing dyes that change usual blood pigmentation may cause erroneous readings.

Loss of monitoring can result if any objects hinder the pulse measurement. Ensure that no blood flow restrictors (e.g., blood
pressure cuff) hinder pulse measurements.

The oximeter sensor may not work on cold extremities due to reduced circulation. Warm or rub the finger to increase circulation or
reposition the sensor.

Inaccurate readings can result due to residue (e.g. dried blood) in light path or degradation of optical characteristics of sensor
components. Refer to cleaning instructions supplied with the pulse oximetry accessories.

False high readings can result if SpO, is low due to dysfunctional hemoglobin (e.g. carboxyhemoglobin or methemoglobin).

Read the instructions supplied with the pulse oximetry accessories for additional safety information (including any potential risks or
adverse effects from sensor materials), measurement site selection, detailed sensor setup, maximum sensor application time at a
single site before repositioning, cable lifetime, sensor lifetime, factors that can interfere with measurement, troubleshooting and
maintenance instructions.
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9.4 Description of measurements

Pulse oximetry measurements are displayed on the Pulse
Oximetry tile, the Pulse Oximetry screen and the Data and
Graphs screen. Measurements are updated every second.

Tap the Pulse Oximetry tile to open the Pulse Oximetry
screen and I to open the Data and Graphs screen.

Back

%SpO0;

Tapping Q on the Pulse Oximetry screen provides a % 60 bpr,

shortcut to the pulse oximetry alarms and settings.

CAUTION

If any measurement seems questionable, check the patient’s
vital signs by another method. Then check the pulse oximetry
accessories and Airvo 3 are set up, configured and working
correctly.

9.41 Spo,

Therapy an
Pulse

Oximetry tile |~

The Airvo 3 is calibrated to display functional oxygen saturation (Sp0O,)

as a percentage. The SpO, value displayed is an average of
measurements over a user selectable period (see Averaging Time
in section 9.5 below). A long averaging period will generally
produce more stable values but the SpO, displayed will respond
more slowly to rapid changes in arterial blood oxygen saturation
(Sa0,).

Stability of the SpO, measurements displayed may provide a
good indication of a valid signal. Though stability is a relative term,
experience with the device and patient observations will help you
separate physiological effects from artifacts caused by a
poorly-placed sensor or excess patient motion.

Inconsistencies between SpO, displayed on the Airvo 3 and arterial
blood gas analysis or clinical assessment may be caused by:

* poor signal quality,

* low perfusion,

« improperly-placed sensors or cables, and/or
+ the patient’s condition.

9.4.2 Pulse rate

Pulse rate (§, PR) measurements are based on optical detection
of pulsatile peripheral blood flow by the pulse oximeter sensor.
The pulse rate displayed, in beats per minute (bpm), is an average
of measurements over a user-selectable period.

Small differences in the pulse rate displayed by different
equipment may be caused by different approaches to averaging.
Small discrepancies between cardiac electrical activity and pulse
rate obtained from peripheral measurements can also arise.

Large discrepancies between equipment may be caused by:

* poor signal quality,

* low perfusion,

 improperly placed sensors or cables, and/or
+ the patient’s condition.

9.4.3 Plethysmograph

A plethysmograph (or photo-plethysmograph) provides a non-normalized
indication of the change in blood volume measured by the pulse oximeter
sensor. The shape of the plethysmograph may change between patients,

between measurement sites and for different sensor models.

The plethysmograph provides an indication of signal inadequacy. A low
amplitude or variable plethysmograph may indicate poor/inadequate signal.

The plethysmograph is displayed on the Pulse Oximetry screen.

Back

Back

92:

% Sp0;

Back

Therapy on

Pulse Oximetry

Pulse Oximetry screen

Pulse Oximetry

Pulse Oximetry

Pulse Oximetry

PR bpm




9.4.4 Signal IQ@ Waveform (Masimo)

The Signal 1Q waveform shows the measurement confidence and timing of
each detected pulse relative to the plethysmograph waveform. The height of
the vertical bars indicate the relative confidence of the measurement. A high
bar corresponds to higher confidence. In addition, the bars should visually
correlate to the peak of the plethysmograph waveform. This along with
perfusion index provides a better tool for assessing potential problems such as
blood flow obstructions, poor sensor placement, artifacts or interference.

If Signal 1Q is low an indication will occur with the status message “Low SpO,
Signal 1Q” displayed. During this time the SpO, and pulse rate numbers will be
grayed out.

9.4.5 Perfusion Index (Masimo)

The Perfusion Index (PI) is the ratio of the pulsatile blood flow to the
non-pulsatile or static blood in peripheral tissue. Perfusion index represents
a noninvasive measure of peripheral perfusion that can be continuously and
noninvasively obtained from a pulse oximeter.

9.4.6 Signal quality indicators (Nonin)

Nonin pulse oximetry equipment indicate signal quality based on the perfusion
of the patient. There are three states: green, yellow, and red corresponding to
high, low/marginal, and low/poor signal quality respectively. During these
periods of low signal quality (signal inadequacy) pulse oximetry values
displayed may be incorrect. The Airvo 3 indicates low signal quality by graying
out the SpO, and Pulse rate numbers.

9.5 Description of settings and alarms
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b

PR bpm

Therapy on

Back Pulse Oximetry

FR bpm
Therapy on

Back Pulse Oximetry

Low Signal Quality

Therapy on

This section describes the behavior of pulse oximetry settings and alarms. See the Alarms and measurement section (9.6) on how to

make changes to the alarm thresholds and settings.

9.5.1 Patient alarm thresholds

The following alarms can alert you to changes in your patient’s condition:

* SpO, Low alarm

* SpO, High alarm

The corresponding alarm will be raised when a measurement is lower or higher

than the alarm threshold. SpO, alarm thresholds are displayed on the Pulse
Oximeter tile and Pulse Oximeter screen.

9.5.2 SpO, Alarm Delay (Masimo and Nonin)

Pulse Oximetry

Therapy on

The SpO, Alarm Delay setting defers the Low SpO, and High SpO, alarms for up to 15 seconds.

This delay helps reduce non-actionable alarms for short desaturations. The alarm will start, if the alarm condition remains, after the delay.

9.5.3 SatSeconds” Limit (Nellcor)

The SatSeconds™ feature provides alarm management for mild or brief SpO,
limit violations. SatSeconds monitors both the degree and duration of
desaturation as an index of desaturation severity. This means that when more
significant desaturations occur the alarm will activate quicker than when minor
desaturations occur. When the SatSeconds feature is enabled, the SatSeconds
icon fills in the clockwise direction as the SatSeconds alarm management
system detects SpO, readings outside of the limit settings. The SatSeconds
icon empties in the counterclockwise direction when SpO, readings are within
limits. When the SatSeconds icon reaches full, a High or Low SpO, alarm will be
raised.

Refer to Appendix 5: SatSeconds Alarm Management Feature for additional
detail on the SatSeconds functionality.

Back Pulse Oximetry

PR bpm

Therapy an
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9.5.4 Alarm response time

100

SpO, reaches alarm threshold
Alarm condition
\ r Low SpO, alarm raised

Low SpO,alarm threshold

80 Sao, reaches—f \:‘

alarm threshold

Blood oxygen saturation (%)

User set SpO, alarm delay/SatSeconds — Time

. A ) )
Alarm condition delay A Alarm signal generation delay
Total alarm system delay

Pulse oximeter physiological audible and visual alarms are subject to an alarm response delay. These are defined in ISO 80601-2-61 as:

1. Alarm condition delay: the duration for a physiological change to be recognized by a pulse oximeter. This can be attributed to signal
processing and averaging of the signals from the pulse oximeter. This also includes the user set SpO, delay/SatSeconds.

2. Alarm signal generation delay: the period between detecting an alarm condition and signaling the alarm and is made up of inherent
delays in the alarm system and communication time.

3. Overall alarm system delay: the period between the physiological change in the patient being monitored and reporting the alarm to
the user.

Measurement averaging will affect the alarm condition delay: a larger averaging time will increase the alarm condition delay. These delay
concepts are illustrated on the graph for a decrease in Sa0, leading to a SpO, Low alarm as an example. The illustration does not reflect
the actual length of delays. Refer to ISO 80601-2-61 for more information about alarm response delay.

9.5.5 Averaging time

The SpO, averaging time can be adjusted depending on patient acuity and area of care. This is the time, in seconds for Masimo, and
heart beats for Nonin that measurements are averaged over. Shorter averaging times are sometimes preferred in, for example, sleep
testing while longer averaging times are more suited to telemetry and neonates.

9.5.6 Sensitivity modes (Masimo)

There are three sensitivity modes. Normal sensitivity is recommended for patients who are experiencing some compromise in blood
flow or perfusion. These patients are usually observed frequently such as in the intensive care unit. Adaptive Probe Off Detection
(APOD) sensitivity is recommended when there is a higher probability of the sensor becoming detached. It is also the recommended
mode for areas where patients are not visually monitored continuously. It provides enhanced protection against erroneous pulse rate
and SpO, readings when the sensor becomes inadvertently detached from a patient due to excessive movement. Maximum sensitivity
(MAX) is recommended for patients with weak signals, useful during procedures or when clinician contact is continuous such as high
acuity areas.

9.5.7 Response mode (Nellcor)

The Nellcor OxiCable utilizes the OxiMax algorithm which automatically extends the dynamic averaging time for measuring SpO,
depending on measurement conditions. There are two response modes available, Normal and Fast. In Normal Mode, the SpO, averaging
time is six to seven seconds and in Fast Mode, the SpO, averaging time is approximately three seconds. The Pulse rate averaging time is
approximately five seconds, independent of response mode.
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9.6 Alarm and measurement settings

Exit Menu
To change pulse oximetry alarm thresholds and settings:
1. Tap = to open the system menu, Lock Screen
2. Select Pulse Oximeter Alarms and Settings, e T R e
3. Tap the desired setting, scrolling if necessary,
4. Use the +/ - buttons to select the required value, SYSTEM
5. Tap Confirm to apply the change or Cancel to discard any changes and return Device Info
to the settings list. Standby - No the
Tap Back twice to return to the Home Screen when you have finished making lad
changes. T
All settings are persistent and will retain their previous value when the Airvo 3 is 2
turned on and Same Patient is selected. Selecting New Patient when reviewing the Back  Pulse Oximetry Alarms and Settings (G)
disinfection state applies the default values for its intended clinical environment to 2
all alarm and measurement settings. Refer to the troubleshooting section for Low SpO; Alarm | B5% > i
troubleshooting SpO, measurements and general device alarms.
High SpO2 Alarm | 98% h >

Pulse Oximeter Brands

Cancel  Low 5p0; Alarm

Label Description Factory default Range
Low SpO, Alarm’’ Threshold for SpO, Low alarm 85% 20 - 98%'
High SpO, Alarm’ Threshold for SpO, High alarm Off Off, 21 - 99%"
$p0, Alarm Delay Delay before audible Low SpO, or High SpO, alarm 15 seconds 0, 5,10, 15 seconds

(Masimo and Nonin)

f;:?liz‘:;‘ds Limit Delay before audible Low SpO, or High SpO, alarm 10 SatSeconds ~ Off, 10, 25, 50, 100

Averaging Time Masimo: The length of time to average over 8 seconds 2-4,4-6,8,10,12, 14,16 seconds
9ing Nonin: The number of pulses to average over 8 beats 4 or 8 beats

Sensitivity Mode Masimo Only APOD Normal, APOD, Max®

Response Mode Nellcor Only Normal Normal, Fast

* The minimum threshold may be set when the device is set up for its intended clinical environment. Refer to the Airvo 3 Technical Manual for details.

* The high alarm threshold cannot be set below the low alarm threshold.

1 The alarm threshold can be changed in 1% steps.

§ Max sensitivity mode does not persist through an Airvo 3 power cycle. Once powered back up the sensitivity setting reverts to the current default setting.
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9.7 Troubleshooting

Back Pulse Oximetry

SatSeconds

oximeter

status bar Therapy on

: SpO, plethysmograph
| Signal 1Q Waveform (Masimo only)

| l | |
0 g A B 0 -5 Perfusion Index (Masimo only)
2 98
(Nellcor only)  [JES] 85 PI%

% SpO; PR bpm
Pulse Pulse Search

Q <— Open Pulse Oximeter
Alarms and Settings
page

High/low alarm setting Pulse rate

To help ensure successful monitoring of your patient’s SpO,:

* Apply the pulse oximeter sensor to a well-perfused site.
» Select a measurement site that has unrestricted blood flow.

» Follow all the instructions supplied with the pulse oximetry sensor to ensure the device is correctly applied.

The pulse oximeter status bar displays the status of the pulse oximeter. Tap the pulse oximeter tile to open the pulse oximetry screen
and view the status. Possible status messages and warnings are described below.

Message Cause/remedy

Low SpO, Signal IQ

Low Signal Quality

Replace Cable Next
Patient

Replace Sensor
Next Patient

Sensor Initialising
Low Perfusion
Index

Demo mode

Masimo only. The pulse oximeter is indicating low signal confidence in the values displayed due to poor signal
strength. The parameters displayed are grayed out while in this state. The patient should be assessed and the
sensor should be checked for correct application.

Nonin only. The pulse oximeter is indicating low signal quality. The parameters are displayed in gray while in this
state. These low signal quality states may be caused by excess motion, low perfusion, a long/blocked light path,
or a damaged or incorrectly fitted sensor.

» Follow the sensor’s user instructions to check it is the correct type and that it has been correctly applied to
the patient.

* Reduce or eliminate motion at the monitoring site.

+ Consider an adhesive sensor.

* Check that the sensor’s emitter and detector are properly aligned, particularly when using an adhesive sensor.

+ Consider a different measurement site.

+ Check that blood flow to the measurement site is not restricted.

» See the pulse oximetry section for physiological conditions that may affect pulse oximetry measurement
accuracy and consider an alternative method if indicated.

* Remove excessive fingernail polish or artificial nails.
* Replace the sensor.

Masimo only. The pulse oximetry USB connector cable is defective or has expired and should be replaced after
the current patient.

Masimo only. The pulse oximetry sensor cable is defective or has expired and should be replaced after the
current patient.

Masimo only. The pulse oximetry sensor is initialising. If values are not displayed within 30 seconds disconnect
and reconnect the sensor. If the problem persists replace the sensor.

Masimo only. The pulse oximeter is indicating that the perfusion index of the patient is low. Please move the
sensor to a better perfused site.

Masimo only. The pulse oximeter is indicating that it is running in demonstration mode. If this is unintentional
please remove and replace the oximetry equipment.
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Message Cause/remedy

SpO, Only Mode Masimo only. The pulse oximeter is indicating that it is running in SpO, only mode. No pulse rate is available.
Check the sensor placement referring to the directions for use provided with the sensor.

Pulse Search Masimo and Nellcor only. The pulse oximeter is performing a pulse search. For Nellcor a continuous message
indicates a loss-of-pulse while a flashing message indicates searching. If values are not displayed within
30 seconds, disconnect and reconnect the sensor. If the problem persists replace the sensor.

Interference Masimo and Nellcor only. The pulse oximeter is indicating that interference has been detected.

Detected Check that the sensor is correctly applied and if necessary cover the sensor site with an opague material.

Patient Missing The pulse oximeter cannot detect a patient. Check that the sensor is properly fitted by following the user 5
instructions supplied with the sensor. =

Sensor The pulse oximeter is indicating that there is no sensor currently connected. If there is remove and reconnect. g

Disconnected If the problem persists please replace the oximeter accessories. Ll

Nellcor recommends the following actions if there are any issues with their oximetry:

* Reposition sensor,

* Ensure the sensor is not too tight,

» Try an alternative sensor placement sight,
» Optically cover the sensor sight,

+ Use an adhesive sensor,

+ Use an ear, nasal, or forehead sensor,

+ Use a headband with the forehead sensor,
* Check the assembly,

* Remove any nail polish from nail beds,

+ Check for and eliminate external interference,
+ Clean the sensor site,

+ Secure the sensor cable.

If pulse oximeter measurements do not correlate with clinical assessment and/or arterial blood gas measurements:
» check the pulse oximeter status, as described above,

» check the pulse oximeter sensor is fitted correctly, following the user instructions supplied with the sensor,

* review the pulse oximetry section for conditions that may affect pulse oximetry measurement accuracy and consider an alternative
method if indicated, and/or

* try a different measurement site.

If the Airvo 3 loses mains power, the system will automatically switch over to use the internal battery and pulse oximetry functionality
will be maintained including patient settings and trend data.

If mains power is lost and the battery is depleted, pulse oximetry functionality will be lost. It will be restored once power is restored to
Airvo 3 maintaining patient settings but trend data will be lost.
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Specifications

General

Dimensions
Weight (including battery)
Supply voltage/current

Supply frequency

USB port sourcing
(1and 2)

Auditory alarm
Sound pressure level
Audio pause duration

Sound level

A-weighted sound power level
A-weighted sound pressure level
Ingress protection

Expected service life
Operating conditions

Ambient temperature
Humidity

Ambient pressure
Altitude range
Mode of operation

Maximum surface temperature of
applied parts*

Maximum delivered dew-point
temperature of respiratory gas*

205 mm x 295 mm x 190 mm
4.45 kg

100 -N5VAC, 24 A
(2.6 A max")

220 - 240 VAC, 11 A
(1.3 A max")

50 - 60 Hz
USB 2.0 Type A

5V,025A
(maximum each port)

>40dBA@1m
120 seconds

<50dBA@1m
<60 dBA

<50 dBA

1P222

5 years®

18 -28°C

10 - 95% relative humidity
(non-condensing)

700 - 1060 hPa
0-3000m

Continuous operation

44 °C

43°C

Storage and transport conditions

Ambient temperature>®

Humidity (non-condensing)
Battery (900PT957L)

Chemistry

Voltage

Capacity, Power output
Battery life

Recharge time
Shelf life
Operating time’
to 20%

Typical

-10 - 50 °C
10 - 95% relative humidity

Lithium lon (Li-lon)
14.4VDC
<99.4Wh, 80 W

300 cycles or 2 years from first
use (whichever comes first)

6 hours (maximum)

3 years

50 minutes

Supplementary oxygen

Oxygen sensor startup time <30s
Oxygen response time <60s

High-pressure oxygen
(HPO) inlet port

Line pressure 280 - 600 kPa
Maximum flow rate (3s&10s) 100 L/min (STPD8)
% Concentration 93%, >99%

Low-pressure oxygen
(LPO) inlet port

Line pressure 0-70kPa
Maximum flow rate 60 L/min (STPD®)
% Concentration 93%, >99%
Optiflow high flow therapy®
Target humidity range 31-37°C
Target flow range™ 2-70L/min
Maximum limited pressure™ 60 cmH,0
Maximum operating pressure <45 ¢cmH,0

Oxygen concentration 21-100% FiO,

Humidity*” >33 mg/L at 37 °C target humidity,
Wall power 10 - 60 L/min target flow®
>16 mg/L for all other settings
Static temperature stability +2°C
Warm-up time® (MR290 chamber)
231+2°Cto37°C <20 min

1. Inrush current may reach 50 A.

2. The device is protected against solid objects larger than 12 mm (e.g contact
with a finger) and vertically dripping water will have no harmful effects when
the enclosure is tilted at an angle of up to 15° from its standard position.

. Assumes typical usage pattern. Actual service life may vary.

4. In accordance with ISO 80601-2-74. Tested to an accuracy of +1°C or + 1mg/L,

as appropriate.

5. Storage at temperatures above 40 °C for prolonged periods will accelerate

battery degradation.

6. The device may require up to 24 hours to equilibrate to operating temperature

before it is ready for use.

7. For humidity performance under battery use, see Appendix 4.

8. Flow rate is expressed in STPD (standard temperature and pressure, dry) as

per ISO 80601-2-74.

9. Values are expressed in body temperature, pressure, saturated (BTPS), in

accordance with ISO 80601-2-74, unless otherwise stated.

10. Achievable flow range depends on the patient interface selected.

. In accordance with ISO 80601-2-90.

12. Applies to use with bypassed airway patient interfaces only.

13. Applies when the device is connected to a wall power supply for warm-up.

W
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Range and accuracy of measured parameters

Measurement Symbol Displayed Range Accuracy
Humidity Temp 31-37°C Not specified
Flow rate* Flow 2-70L/min + (1+ 5% of reading) L/min
Oxygen concentration* t FiO, 21-100% Lower of:
+ 4%, or

+ (2.5% + 2.5% of reading)
- excluding rounding to 21% and 100%, as appropriate

- provided “Oxygen concentration” setting is correct %
Respiratory rate RR 4-70BPM RMS error of <3 BPM* S
Peripheral blood oxygen SpO, 1-100% See the specifications sections below. 5
saturation
Pulse rate PR/ Masimo 25 - 240 beats/min See the specifications sections below.

Nellcor 20 - 300 beats/min
Nonin 18 - 321 beats/min

Perfusion Index Pl 0.02% - 20% Not specified (Masimo only)

* Test equipment and methods are selected and controlled to ensure the uncertainty coverage is no more than 30% of the disclosed tolerance.
t Oxygen measurements are automatically compensated for changes in barometric pressure.

1 An RMS accuracy is a statistical calculation of the difference between device measurements and reference measurements.
Approximately two-thirds of the device measurements fell within +/- ARMS of the reference measurements in a controlled study.

Pulse oximetry specifications (Masimo)
Specifications are tabulated for the Airvo 3 and all compatible sensors unless otherwise stated.

Data update period <30 sec

Measurement wavelengths and Output Power Radiant power with a 50mA pulsed LED is less than 15mW.
Masimo's RD SET and LNCS sensors use red and infrared light emitting diodes.
The wavelengths for all sensors except TC-I and TF-I sensors are 660 Nanometres (nm),
and 905nm for red and infrared respectively.
TC-1: 653nm and 880nm for red and infrared respectively.
TF-I: 660nm and 880nm for red and infrared respectively.
This information is especially useful for clinicians performing photodynamic therapy.

Accuracy (see notes 1-12 below)

Saturation (%SpO0,) - During No Motion Conditions

Adults/Pediatrics 70 -100% + 2 digits
0 - 69% unspecified
Neonates 70 -100% =+ 3 digits

0 - 69% unspecified
Saturation (%SpO,) - During Motion Conditions

Adults/Pediatrics 70 - 100% * 3 digits
0 - 69% unspecified
Neonates 70 -100% * 3 digits

0 - 69% unspecified
Pulse Rate (bpm) - During No Motion Conditions
Adults, Pediatric, Neonates 25 to 240 * 3 digits

Pulse Rate (bpm) - During Motion Conditions
Adults, Pediatric, Neonates 25 to 240 + 5 digits
Resolution

Saturation (%SpO0,) 1%
Pulse Rate (bpm) 1
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Low Perfusion Performance

Pulse Amplitude + 2 digits
% Transmission 5%

Saturation (%SpO0,) + 2 digits
Pulse rate + 3 digits

1 The Masimo SET technology with Masimo sensors has been validated for no motion accuracy in human blood studies on healthy adult male and female
volunteers with light to dark skin pigmentation in induced hypoxia studies in the range of 70 - 100% SpO, against a laboratory CO-Oximeter and ECG
monitor. This variation equals +Istandard deviation. Plus or minus one standard deviation encompasses 68% of the population.

2 The Masimo SET technology with Masimo sensors has been validated for motion accuracy in human blood studies on healthy adult male and female
volunteers with light to dark skin pigmentation in induced hypoxia studies while performing rubbing and tapping motions, at 2 to 4 Hz at an amplitude
f1to 2 cm and a non-repetitive motion between 1to 5 Hz at an amplitude of 2 to 3 cm in induced hypoxia studies in the range of 70 - 100% SpO, against a
laboratory CO-Oximeter and ECG monitor. This variation equals +1 standard deviation, which encompasses 68% of the population.

3 The Masimo SET technology has been validated for low perfusion accuracy in bench top testing against a Biotek Index 2™ simulator and Masimo’s
simulator with signal strengths of greater than 0.02% and transmission of greater than 5% for saturations ranging from 70 to 100%. This variation equals
+1 standard deviation. Plus or minus one standard deviation encompasses 68% of the population.

4 The Masimo SET Technology with Masimo Neo sensors has been validated for neonatal motion accuracy in human blood studies on healthy adult male
and female volunteers with light to dark skin pigmentation in induced hypoxia studies while performing rubbing and tapping motions, at 2 to 4 Hz at an
amplitude of 1to 2 cm and a non-repetitive motion between 1to 5 Hz at an amplitude of 2 to 3 cm in induced hypoxia studies in the range of 70-100%
SpO, against a laboratory CO-Oximeter and ECG monitor. This variation equals #1 standard deviation. Plus or minus one standard deviation encompasses
68% of the population. 1% has been added to the results to account for the effects of fetal hemoglobin present in neonates.

5 The Masimo SET technology with Masimo sensors has been validated for pulse rate accuracy for the range of 25 -240 bpm in bench top testing against a
Biotek Index 2™ simulator. This variation equals +1 standard deviation. Plus or minus one standard deviation encompasses 68% of the population.

6 See sensor directions for use (DFU) for complete application information. Unless otherwise indicated, reposition reusable sensors at least every 4 hours
and adhesive sensors at least every 8 hours.

7 The TC-I sensor is contraindicated for patients with pierced ears at the measuring site.

8 The TF-I sensor must be removed and repositioned to a different monitoring site at least every 2 hours. If extended monitoring is required, use of a single
patient adhesive digit sensor is recommended.

9 The TF-I, TC-l, and DBI sensors were not validated under motion conditions.

10 The Trauma and Newborn sensors are for use only with instruments containing Masimo SET oximetry (Version 4.1.0.1 or higher) or monitors licensed to use
specialty sensors.

1 Sensor accuracy specified when used with Masimo technology using a Masimo patient cable for LNOP sensors, RD SET sensors, the LNCS sensors, or the
M-LNCS sensors. Numbers represent Arms (RMS error compared to the reference). Because pulse oximeter measurements are statistically distributed, only
about two-thirds of the measurements can be expected to fall within a range of = Arms compared to the reference value. Unless otherwise noted, SpO,
accuracy is specified from 70% to 100%. Pulse Rate accuracy is specified from 25 to 240 bpm.

12 Masimo M-LNCS, LNOP, RD, and LNCS sensors, cables, and adapters have the same optical and electrical properties and may differ only in application type
(adhesive/non-adhesive/hook & loop), cable lengths, optical component locations (top or bottom of sensor as aligned with cable), adhesive material type/
size, and connector type (LNOP 8 pin modular plug, RD 15 pin modular plug, LNCS 9 pin, cable based, and M-LNCS 15 pin, cable based). All sensor
accuracy information and sensor application instructions are provided with the associated sensor directions for use.

13 For M-LNCS Blue, LNOP Blue is the predicate. Masimo SET technology with LNOP Blue sensors have been validated for no motion accuracy in human
blood studies on neonatal, infant and pediatric patients with congenital cyanotic cardiac lesions in the range of 60%-100% SpO, against a laboratory
co-oximeter. This variation equals plus or minus one standard deviation, which encompasses 68% of the population.

14 The presented 510(k) reference is based on the specific FDA clearance for the specific Masimo technology board cleared with the compatible Masimo
sensor. The 510(k) reference may vary for the Masimo sensor depending on the pulse oximetry technology (i.e. Masimo SET, Masimo rainbow SET, Philips
FAST, Nellcor).
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Pulse oximetry specifications (Nellcor)
Please refer to the OxiCable Instructions for Use for product specifications.

Pulse oximetry specifications (Nonin)
Specifications are tabulated for the Airvo 3 and all compatible sensors unless otherwise stated.

Nonin:

Data update period

Measurement wavelengths and Output Power*

<30 sec

Red: 660 nanometers @ 0.8 mW max. avg.
Infrared: 910 nanometers @ 1.2 mW max avg. (using Nonin Purelight® sensor)

SpO, Accuracy (A,..) 70 t0 100%
No Motion Adults/Pediatrics’ Neonates
Reusable
8000AX Series: + 2 digits N/A
800XJ Series: + 3 digits N/A
8000SX Series: + 2 digits N/A
8000R: + 3 digits N/A
8000Q2: + 3 digits N/A
Disposable
6000CX Series: + 2 digits + 3 digits
7000X Series: * 2 digits + 3 digits
Motion
Reusable
8000AX Series: + 2 digits N/A
800XJ Series: + 3 digits N/A
8000SX Series: + 3 digits N/A
Low Perfusion ¢ + 2 digits + 3 digits
Pulse Rate Accuracy Adults/Pediatrics' Neonates
No Motion (18 - 300 BPM)
Reusable
8000AX Series: + 3 digits N/A
800XJ Series: + 3 digits N/A
8000SX Series: + 3 digits N/A
8000R: + 3 digits N/A
8000Q2: + 3 digits N/A
Disposable
6000CX Series: + 3 digits + 3 digits
7000X Series: + 3 digits + 3 digits
Motion (40 - 240 BPM)
Reusable
8000AX Series: + 5 digits N/A
800XJ Series: + 5 digits N/A
8000SX Series: + 5 digits N/A
Low Perfusion (40 - 240 BPM) ¢ + 3 digits + 3 digits

* This information is especially useful for clinicians performing photodynamic therapy.

t+1Arms represents approximately 68% of measurements.
1 Includes Infant patients

§ Does not apply to those sensors listed as N/A under the neonate column, 8000R and 8000Q2
Notes:

SpO, accuracy testing is conducted during induced hypoxia studies on healthy, non-smoking, light-to-dark-skinned subjects during motion and no-motion
conditions in an independent research laboratory. The measured arterial hemoglobin saturation value (SpO,) of the sensors is compared to arterial
hemoglobin oxygen (Sa0,) value, determined from blood samples with a laboratory co-oximeter. The accuracy of the sensors in comparison to the
co-oximeter samples measured over the SpO, range of 70 - 100%. Accuracy data is calculated using the root-mean-squared (Arms value) for all subjects,
per ISO 80601-2-61 formerly ISO 9919, Standard Specification for Pulse Oximeters for Accuracy.

Pulse rate motion testing measures pulse rate accuracy with motion artifact simulation introduced by a pulse oximeter tester. This test determines whether
the oximeter meets the criteria of ISO 80601-2-61, formerly ISO 9919, for pulse rate during simulated movement, tremor, and spike motions.

Low perfusion testing uses an SpO, Simulator to provide a simulated pulse rate, with adjustable amplitude settings at various SpO, levels. The module must
maintain accuracy in accordance with ISO 80601-2-61, formerly ISO 9919, pulse rate and SpO, at the lowest obtainable pulse amplitude (0.3% modulation).
The Nonin Xpod has been validated for pulse rate accuracy from 18-300 bpm with no motion and from 40-240 bpm with motion. Testing was carried out
using a Datrend Oxitest Plus 7 simulator.

Low perfusion testing uses an SpO, Simulator to provide a simulated pulse rate, with adjustable amplitude settings at various SpO, levels. The module must
maintain accuracy in accordance with ISO 80601-2-61, formerly ISO 9919, pulse rate and SpO, at the lowest obtainable pulse amplitude (0.3% modulation).
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Standards compliance

Designed to conform to the Do not place any part of the device or accessories within 30 cm of any
following standards: portable mobile radio frequency communication equipment. The Airvo 3

|IEC 60601-1:2005+AMD1:2012 +AMD2:2020 complies with the electromagnetic compatibility requirements of IEC

|IEC 60601-1-2:2014+AMD1:2020 60601-1-2. In certain circumstances the Airvo 3 may affect or be affected by
ANSI/AAMI ES 60601-1:2005 and AT:2012 and A2:2021  nearby equipment because of electromagnetic interference. Excessive
CAN/CSA-C22.2 NO.60601-1:14+A2:2022 (R2022) electromagnetic interference may affect the therapy delivered by the device.
IEC 60601-1-6:2010+AMD1:2013+AMD2:2020 If this should happen, try moving the Airvo 3 or the unit causing interference,

IEC 60601-1-8:2006+AMDI:2012+AMD2:2020 or consult your healthcare provider.

ISO 80601-2-61:2017
ISO 80601-2-74:2021

Medical — cardio, vascular and pulmonary
\}sslpfso equipment as to electrical shock, fire and
< mechanical hazards only in accordance with
AAMI ES60601-1 (2005) + AMD 1(2012),
(H US csa can/csa-c22.2 NO. 6060114, IEC
60601-1-6:2010, AMD1:2013, IEC 60601-1-8:
E354976 2006 + Am.1: 2012, ISO 80601-2- 61:2017,
CORI1:2018, ISO 80601-2-74:2017

Accessory equipment connected to the any port of the Airvo 3 must be certified to IEC 60601-1-1 or IEC 60950-1.

All configurations shall comply with the system standard IEC 60601-1-1. Anyone who connects additional equipment to the signal input
part or signal output part configures a medical system and is therefore responsible for ensuring that the system complies with the
requirements of the system standard IEC 60601-1-1. If in doubt, consult your technical services department or your local Fisher & Paykel
Healthcare representative.

Certain elements of the software included with product are supplied under the license terms of third parties, including elements of the
software that are subject to certain open source software licenses. Where required by the terms of these licenses, Fisher & Paykel
Healthcare Limited provides notices regarding such software elements on its website.

Please visit www.fphcare.com/airvo3/third-party-licenses to view these notices. Note that the notices that apply may be updated as the
software included in the product is updated. The F&P Airvo 3 is in compliance with Directive 2014/53/EU. The full text of the EU
declaration of conformity is available at the following internet address: www.fphcare.com/certifications.

Device disposal instructions

This device contains electronic components and a lithium-ion battery. Regulations in your country may require them to be
collected for waste recovery and recycling to reduce the environmental impact. Please dispose of this device in
accordance with local regulations.

Disposal of accessories, spare parts and packaging

chamber in a waste bag at the end of use and discard with normal waste. Hospitals should discard according to their

H- Dispose of accessories, spare parts and packaging according to local guidelines. Place the breathing tube and water
@ standard method for disposing of contaminated product.
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Symbols

&
For safety reasons,

refer to the instructions
for use

A

Alarm symbol

=

Class Il equipment
(double insulated)

R

Type BF applied part
(body floating)

=0

Storage and transport
conditions

l

YYYY-MM-DD
Date of manufacture

MD

Medical Device*

EU Authorised
representative

*symbol seen on select models

A

Warning,
hot surface

J

Alarm limits

<

Magnetic Resonance (MR)
unsafe

H

Do not discard
as regular waste

®

Importer

wl

Manufacturer

C€0123

European conformity -
TOV SUD

Pb
Co

Contains hazardous
substances
Pb Lead, Co Cobalt

O

Power on/off button

¥

USB port and Compatible USB
device detected

Humidity range

{

Temperature range

&

Distributor

ol

YYYY-MM-DD
Manufacturer and date of
manufacture

lioN

Regulatory compliance mark*

System menu
button

P22

Protected against ingress
of small objects
and water drops

&)

Do not use if package
is damaged

=y

Operating conditions

Catalogue number

[sN]

Serial number

SSIE,
Qo=
[H us

UL Classified Mark
Canada, USA*
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Appendix 1. Patient consumables

The patient interfaces and accessories shown in the tables below are approved for use with the Airvo 3. Carefully read the user
instructions, including all warnings and cautions, supplied with each device before use.

Some accessories may not be available in certain countries. Contact your Fisher & Paykel representative for the latest information on
patient interfaces available for the Airvo 3. All patient interfaces are Type BF applied parts.

Optiflow high flow therapy

Description Part number Size Pack size
5 Optiflow+ nasal interface OPT942 Small 20
-
2 OPT944 Medium 20
T}
OPT946 Large 20
Optiflow+ Duet interface OPT962 Small 20
OPT964 Medium 20
OPT966 Large 20
Optiflow 3S nasal interface OPT1042 Small 20
OPT1044 Medium 20
OPT1046 Large 20
Optiflow Junior 2 nasal interface* OJR414 (WJRN2) M 20 (20)
OJR416 (WJRT12) L 20 (20)
0OJR418 (WJR1M12) XL 20 (20)
Optiflow Junior 2+ nasal interface* 0JR520 (WJRN4) XXL 10 (10)
Optiflow Junior 2 WigglewiNG WJR212 M, L, XL 20
WJR214 XXL 10
Optiflow+ tracheostomy interface OPT970 15 mm 20
Optiflow+ mask interface adaptert OPT980 22 mm mask 20
interface adapter
AirSpiral tube and chamber kit 900PT561 - 10
AirvoNeb tube and chamber kit 900PT562 - 10

* Wigglepads part numbers are shown in parentheses.
t The mask adapter interface is designed for vented masks only. Do not use sealed masks with Optiflow high flow therapy.
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Appendix 2. Parts and accessories

Some accessories may not be available in certain countries. Please contact your local Fisher & Paykel Healthcare representative for more
information.

Accessories

Mobile pole stand 900PT421

Mobile pole stand handle 900PT445 %

Mobile pole stand clamp 900PT428 S

Oxygen-bottle holder 900PT427, E
900PT427L

Storage basket 900PT426

Storage cover 900PT603

HPO Dual-Input Manifold 900PT460D,

(DISS, NIST, SIS) 900PT460N,
900PT460S

HPO adapter (DISS to NIST) 900PT462DN

Airvo 3 data port adapter* 900PT473

Airvo 3 USB service cable 900PT474

Fisher & Paykel Healthcare Device Manager 900PT475
Disinfection kit* 900PT600

* The data port adapter allows for data to be transferred from the Airvo 3 to patient monitoring and hospital computer systems. Integration is required to
enable functionality. For more informtation please contact your local Fisher & Paykel Healthcare representative.

t A disinfection kit is required when using the built-in disinfection mode to disinfect the outlet elbow. It is not required for hospitals using a washer-
disinfector to clean and disinfect the outlet elbow.

Spare parts

Description Part number
Cleaning sponge sticks 900PT602
Storage cover 900PT603
Outlet elbow 900PT930
Air Filter 900PT933
Battery module 900PT957L

WARNINGS

Equipment connected to Airvo 3 via the Data Port Adaptor (900PT473) must be certified according to IEC 60950-1 or IEC 60601-1.
All combinations of equipment must be in compliance with IEC 60601-1 requirements for medical electrical systems. Any person
who connects additional equipment has now configured a medical system and is therefore responsible for ensuring that the system
complies with the requirements of IEC 60601-1. Consult a technical specialist in your hospital for more information.

Using accessories other than those specified may result in increased electromagnetic emissions or decreased electromagnetic
immunity of the Airvo 3.

All data transferred from Airvo 3 is intended for information only and must not be used as the sole basis for diagnostic or
therapeutic decisions.
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Appendix 3. Pulse oximetry accessories

The pulse oximetry accessories listed below are compatible with the Airvo 3. Carefully read the user instructions, including all warnings
and cautions, supplied with each device before use. Not all accessories are available in all markets, and some accessories may not be
available from Fisher & Paykel Healthcare.

Masimo:

Part numbers of validated Masimo pulse oximetry USB connector cable, adapters, and extension cables

Description Masimo part number (cable length) FPH part number
Masimo SET uSpO, Pulse Oximetry Cable 3412 1.8 m) 9516-3412
RD to LNC Adapter Cable 4089 (0.9 m) N/A
RD to LNC Adapter Cable 4105 (0.45 m) N/A
LNC-4-Ext 2021 (1.2 m) N/A

Part numbers of validated Masimo pulse oximetry sensor cables and sensor consumables

RD SET DCI Series Adult Reusable Finger Clip Sensors 4050 (0.9 m)

RD SET DCI-P Series Pediatric Reusable Finger Clip Sensors 4051(0.9 m)

RD SET TC-I Reusable Tip Clip Sensor 4053 (0.9 m)

RD SET Y1 SpO, Multisite Reusable Sensor 4054 (0.9 m)

RD SET TF-1 SpO, Reusable Transflectance Forehead Sensor 4055 (0.9 m)

RD SET DB-I Reusable Soft Sensors 4052 (0.9 m)

RD SET Series Adt SpO, Disposable Sensors 4000 (0.45 m) (20 pack)
RD SET Series Pdt SpO, Disposable Sensors 4001 (0.45 m) (20 pack)
RD SET Series Inf SpO, Disposable Sensors 4002 (0.45 m) (20 pack)
RD SET Series Neo SpO, Disposable Sensors 4003 (0.45 m) (20 pack)
RD SET Series Neo Pt SpO, Disposable Sensors 4004 (0.45 m) (20 pack)
RD SET Series Neo Pt SpO, Disposable Sensors (Non-Adhesive) 4005 (0.45 m) (20 pack)
RD SET Specialty Sensor Series Adult Trauma 4011 (10 pack)

RD SET Specialty Sensor Series Newborn Neonatal 4013 (10 pack)

RD SET Specialty Sensor Series Newborn, Infant, Pediatric 4012 (10 pack)

RD SET Blue Disposible Sensor 4014 (10 pack)

RD SET Ear Sensor 4015 (0.9 m) (10 pack)
RD SET TFA-1SpO0, Disposable Transflectance Forehead Sensor 4016 (0.9 m)

LNCS DCI ADT Reusable Sensor 1863 (0.9 m)

LNCS DCIP Reusable Sensor 1864 (0.9 m)

LNCS TC-I Reusable Tip Clip Sensor 1895 (0.9 m)

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology ®, Signal 1.Q.%, TF-I°, uSpO,®, X-Cal® RD SET™, TFA-™
are trademarks of Masimo Corporation.



Masimo:

Part numbers of validated Masimo pulse oximetry sensor cables and sensor consumables

Sensor description Masimo part number (cable length)

LNCS Y1 SpO, Multisite Reusable Sensor

LNCS TF-I Adult SpO, Reusable Transflectance Sensor
LNCS DB-I Series Reusable Soft Sensors

LNCS Adtx, Adult Adhesive Sensor

LNCS Adtx-3, Adult Adhesive Sensor

LNCS Pdtx, Pediatric Adhesive Sensor

LNCS Pdtx-3, Pediatric Adhesive Sensor

LNCS Inf, Infant Adhesive Sensor

LNCS Inf-3, Infant Adhesive Sensor

LNCS Inf-L, Infant Adhesive Sensor

LNCS Neo, Neonate Adhesive Sensor

LNCS Neo-3, Neonate Adhesive Sensor

LNCS Neo-L, Neonate Adhesive Sensor

LNCS NeoPt, Sensitive Skin Neonate Adehesive Sensor
LNCS NeoPt-3, Sensitive Skin Neonate Adhesive Sensor
LNCS NeoPT-L, Sensitive Skin Neonate Adhesive Sensor
LNCS NeoPt-500, Neonate Non-Adhesive Sensor

LNCS Trauma Adult Adhesive Sensor

LNCS Specialty Sensor Series Newborn neonatal

LNCS Specialty Sensor Series Newborn, Infant, Pediatric
LNCS E1 Ear Sensor

LNCS TFA-1SpO, Disposable Transflectance Forehead Sensor

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology ¢, Signal 1.Q.%, TF-I, uSpO,?, X-Cal® RD SET™, TFA-T™

are trademarks of Masimo Corporation.

2258 (0.9 m)

1896 (0.9 m)

2653 (0.9 m)

1859 (0.45 m) (20 pack)
2317 (0.9 m) (20 pack)
1860 (0.45 m) (20 pack)
2318 (0.9 m) (20 pack)
2328 (0.45 m) (20 pack)
2319 (0.9 m) (20 pack)
1861 (0.9 m) (20 pack)
2329 (0.45 m) (20 pack)
2320 (0.9 m) (20 pack)
1862 (0.9 m) (20 pack)
2330 (0.45 m) (20 pack)
2321(0.9 m) (20 pack)
1901 (0.9 m) (20 pack)
2331(0.45 m) (20 pack)
241 (0.9 m) (20 pack)
2412 (0.9 m) (20 pack)
2413 (0.9 m) (20 pack)
2918 (0.9 m) (10 pack)

3858 (0.9 m) (10 pack)

Airvo 3 - USER MANUAL | A-55

I
L
i
O
=z
(T}




A-56 | Airvo 3 - USER MANUAL

Nellcor:

Adaptors and extension cables

Description Part number
Pulse Oximetry Connection Converter 1 900PT476 (0.3 m)
Medtronic/Nellcor™ OxiCable PMCION-SF (2.8 m)

Part numbers of validated Nellcor pulse oximetry sensor consumables

:
8 Nellcor SpO, Forehead Sensor MAXFAST (0.75 m) (24 pack)
5 Nellcor SpO, Nonadhesive Sensor SC-A/SC-NEO/SC-PR (0.9 m) (24 pack)
Nellcor Flexible SpO, Sensor FLEXMAX/FLEXMAX-P (0.9 m)
Nellcor SpO, Adhesive Sensors MAXA/MAXAL/MAXN/MAXI/MAXP (0.9 m) (24 pack)
Nellcor SpO, Adhesive Sensors Nasal MAXR (0.45 m) (24 pack)
Nellcor Reusable SpO, Sensors DS100A (1 pack), OXI-A, OXI-N, OXI-P, OXI-I (24 pack) (0.9 m)
Nellcor Reusable Multisite SpO, Sensors D-YS, D-YSE, D-YSPD (0.9 m), PDSLV (replacement sleeves, 12 pack)
Nellcor Single-Patient Use Sensor Wraps POSEY (for OXI-A/N/P/I, D-YS) (12 pack)

Nellcor Single-Patient Use Adhesive Sensor Wraps ~ ADH-A/N (for OXI-A/N, D-YS), ADH-P/I (for OXI-P/I, D-YS) (100 pack)

Nellcor Single-Patient Use Foam Sensor Wraps FOAM A/N (for OXI-A/N, D-YS), FOAM P/I (for OXI-P/I, D-YS)
(100 pack)
Nellcor OxySoft™ Neonatal-Adult SpO, Sensors OXYSOFTN (24 pack)

Fisher & Paykel is an authorised distributor of Nellcor™ OxiCable
Nellcor™, OxiMax™, OxySoft™, Oxymax™, SatSeconds™, Medtronic™ are trademarks of Medtronic PLC.
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Part numbers of validated Nonin pulse oximetry USB connector cables

Description

Nonin part number (cable length)

Nonin Xpod 3012HR USB Connector Cable

Nonin Xpod 3012 LP USB

114403-001 (1 m)

6703-001 (1 m)

Part numbers of validated Nonin pulse oximetry sensor cables and sensor consumables

Sensor description

8000SS reusable soft sensors, small

8000SM reusable soft sensors, medium
8000SL reusable soft sensors, large

8000AA adult reusable finger clip sensors
8000AP pediatric reusable finger clip sensors
8000Q2 ear clip sensor

800O0R reflectance sensor

8000J adult semi-reusable Flex Sensor

8008J infant semi-reusable Flex Sensor

8001J neonatal semi-reusable Flex Sensor
6000CA adult cloth disposable sensors

6000CP pediatric cloth disposable sensors
6000CI infant cloth disposable sensors

6000CN neonatal cloth disposable sensors
7000A adult Flexi-Form® lll disposable sensors
7000P pediatric Flexi-Form lll disposable sensors
7000I infant Flexi-Form Il disposable sensors
7000N neonatal Flexi-Form lll disposable sensors
8000JFW adult FlexiWraps

8008JFW infant FlexiWraps

8001JFW neonatal FlexiWraps

8000H reflectance sensor holder pack

Sensor Clip for LP Xpod External Pulse Oximeter

Nonin part number (cable length) (other information)
6837-000 (1 m), 6837-300 (3 m)

6836-000 (1 m), 6836-300 (3 m)

6835-000 (1 m), 6835-300 (3 m)

3278-001 (1 m), 3278-006 (2 m, 6.6 m), 3278-003 (3 m)
2360-000 (1 m), 2360-003 (3 m)

6455-000 (1m)

0487-000 (1m)

0741-000 (1 m), 2353-002 (3 m)
(includes x25 8000JFW FlexiWraps®)

0740-000 (1 m) (includes x25 8008JFW FlexiWraps)
0739-000 (1 m) (includes x25 8001JFW FlexiWraps)
7426-001 (1 m) (24 pack)

7426-002 (1 m) (24 pack)

7426-003 (1 m) (24 pack)

7426-004 (1 m) (24 pack)

7427-001 (1 m) (24 pack)

7427-002 (1 m) (24 pack)

7427-003 (1 m) (24 pack)

7427-004 (1 m) (24 pack)

4097-000, (25 pack), for use with 8000J

4774-000, (25 pack), for use with 8008J

4777-000, (25 pack), for use with 8001J

0616-000, (10 caps & 20 adhesive stickers) for use with 8000R

7504-001

Nonin®, Xpod®, PureLight®, PureSAT®, FlexiWraps®, Flexi-Form® are trademarks of Nonin Medical Inc.
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Appendix 4. Humidification behavior during battery operation

The Airvo 3 reduces the energy used to humidify breathing gases when not powered from a wall power supply, to conserve battery
power. In all cases, the Airvo 3 continues supplying supplementary oxygen and breathing gases until the battery is depleted.

For Optiflow high flow therapy, active humidification of the breathing gases is reduced during battery operation. If the Critically Low
Battery alarm is raised, active humidification is stopped to conserve battery power.

Connect the Airvo 3 to a wall power supply before the battery is empty to automatically resume normal therapy. If the Airvo 3 battery is
depleted, the device stops supplying supplementary oxygen and breathing gases, powers down and produces the Power Out alarm.
To resume therapy after the device has powered down, connect the Airvo 3 to a wall power supply.

<— Wall power
disconnected

Low Battery Alarm

:

Lower flow rate <— Critically Low

Battery alarm

Higher flow rate

Humidity in breathing gas delivered

\ Battery
************************* empty

> <t > Time

A

Active humidification: Flow & supplementary
typical 50 minutes oxygen only:
Typical: 40 minutes

The Airvo 3 delivers reduced humidity in the breathing gas during Optiflow high flow therapy until the battery is nearly depleted,
where humidity is turned off to maintain the delivery of flow and oxygen.
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Appendix 5. SatSeconds alarm management feature

SatSeconds is an additional function available when using the Series of SpO, events A
Medtronic Nellcor OxiCable solution. SatSeconds differs from Alarm ‘activates
traditional alarm management in that it monitors both degree and i
duration of desaturation as an index of desaturation severity
helping to distinguish clinically significant events from minor and
brief desaturations that may result in nuisance alarms.

Consider a series of events leading to a violation of the clinician set
SatSeconds alarm limit (right). An adult patient experiences several =
minor desaturations, then a clinically significant desaturation. ) A B ) C
First SpO, event  Second SpO, event  Third SpO, event

I
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i
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A5.1 First SpO, event

92%
Consider the first event. Suppose the SatSeconds alarm limit is set 90%
to 25. The patient’s SpO, drops to 79% and the duration of the .
event is 2 seconds before the saturation again exceeds the lower 88%
alarm threshold of 85%. 86%
In this situation there is a 6% drop below the low alarm threshold % 84%
multiplied by a 2 second duration which equals a SatSeconds o 5
of 12 82%
' - 80%
Because the SatSeconds alarm limit is set to 25 and the actual )
number of SatSeconds equals 12 there is no alarm activated. 78% 2 'secon'ds
0 2 4 6 8 10
Seconds
A5.2 Second SpO, event 9%
Consider the second event. Suppose the SatSeconds alarm limit is 90%
still set to 25. The patient’s SpO, drops to 84% and the duration of
the event is 15 seconds before the saturation again exceeds the 88%
lower alarm threshold of 85%. 86% \ /
In this situation there is a 1% drop below the low alarm threshold S 4% | ; ___________________________ : ﬁ%- ’
multiplied by a 15 second duration equals 15 SatSeconds. Because < 82% D 15 seconds "
the SatSeconds alarm limit is set to 25 and the actual number of
SatSeconds equals 15 there is no alarm activated. 80%
78%
O 16 18 20 22 24 26 28 30 32
Seconds
A5.3 Third SpO, event 9%
Consider the third event. Suppose the SatSeconds alarm limit is still 90%
set to 25. The patient’s SpO, drops to 75%, which is 10% below the .
lower alarm threshold of 85%. At this level of saturation the event 88%
cannot exceed 2.5 seconds without invoking the SatSeconds alarm 86%
(10% x 2.5 seconds = 25 SatSeconds). ~ Qo
o' 84%
Since the patient’s saturation does not return to a value over the & g%
lower alarm threshold within 2.5 seconds the low SpO, alarm is 80%
activated. ©
78%
0,
/6% 2.5 seconds
74%

0O 40 42 44 46 48 50 52 54 56
Seconds

A5.4 The SatSeconds Safety Net

The SatSeconds “Safety Net” is for patients with saturation levels frequently below the limit, but not staying below the limit long
enough for the SatSeconds time setting to be reached. When three or more limit violations occur within 60 seconds, an alarm
sounds even if SatSeconds time setting has not been reached.
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Masimo End-User License Agreement

UNhsinodtT

END-USER LICENSE AGREEMENT

THIS DOCUMENT IS A LEGAL AGREEMENT BETWEEN YOU (“PURCHASER”) AND FPH. IF YOU DO NOT AGREE TO THE TERMS OF
THIS AGREEMENT, PROMPTLY RETURN THE ENTIRE PACKAGE, INCLUDING ALL ACCESSORIES, IN THEIR ORIGINAL PACKAGE, WITH
YOUR SALES RECEIPT TO FPH FOR A FULL REFUND.

a.

h.

Grant of License. In consideration of payment of the license fee, which is part of the price paid for this product. FPH grants to
Purchase a nonexclusive, nontransferable license, without right to sub-license, to use the copy of the incorporated software/firmware,
and documentation in connection with Purchaser’s use of Masimo products for their labeled purpose. FPH reserves all rights not
expressly granted to purchaser.

Ownership of Software/Firmware. Title to, ownership of, and all rights and interests in, any Masimo software and/or firmware and the
documentation, and all copies thereof, remain at all times vested in Masimo Corporation, licensor to FPH, and they do not pass to
purchaser.

Assiganment. Purchaser shall not assign or transfer this License, in whole or in part, by operation of law or otherwise, without FPH's
prior written consent; any attempt without such consent, to assign any rights, duties or obligations arising hereunder shall be void.

Copy Restrictions. The software/firmware, mask works, circuit board layouts, and accompanying written materials are copyrighted.
Unauthorized copying of the software, including software that has been modified. Unauthorized copying of the software, including
software that has been modified, merged, or included with other software, or other written materials is expressly forbidden.

You may be held legally responsible for any copyright infringement that is cause or incurred by your failure to abide by the terms
of this license. Nothing in this license provides any rights beyond those provided by 17 U.S.C 117.

Use Restriction. As the Purchaser, you may physically transfer the products from one location to the another provided that the
software/firmware is not copied. You may not electronically transfer the software/firmware from the products to any other device.
You may not disclose, publish, translate, release distributed copies of, modify, adapt, translate, reverse engineer, decompile,
disassemble, or create derivative works based on the Masimo product, the software/firmware, or the written materials without the
prior written consent of Masimo. Masimo sensors that are designated for single use are licensed under Masimo patents for use on a
single patient only, and are not sold. Possession of a Masimo device does not convey any express or implied license to use the device
with unauthorized sensors or cables that would, alone, or in combination with this device, fall within the scope of one or more of the
patents relating to the device. There is no license, implied or otherwise, that would allow use of single use Masimo Sensors beyond
their intended single use. After use of single use Masimo sensors, there is no further license granted by Masimo to use the sensors
and they must be discarded.

Non-authorized Accessories. Masimo technology is designed to operate together with Masimo devices, cables, sensors, and
accessories as an integrated system. When any component of the system is compromised, erroneous measurements can occur.
Accordingly, the use of unauthorized cables, sensors, or accessories, such as third-party reprocessed or copycat sensors, can yield
unreliable results when used with a Masimo device. The performance of Masimo technology is not validated when used with any
unauthorized cable, sensor, or accessory.

Transfer restrictions. The software/firmware is licensed to the Purchaser and may not be transferred to anyone, except other
end-users, without the prior written consent of FPH. In no event may you transfer, assign, rent, lease, sell, or otherwise dispose of the
software/firmware or the products on a temporary basis.

Beneficiary. Masimo Corporation is a Beneficiary of this Agreement and has the right to enforce its provisions.

U.S Government Rights: If you are acquiring software (including the related documentation) on behalf of any part of the United
States Government, the following provisions apply: the software is deemed to be “commercial software” and “commercial computer
software documentation”, respectively pursuant to DFAR section 227.7202 FAR 12.212 as applicable. Any use, modification,
reproduction, release, performance, display or disclosure of the software (including the related documentation) by the U.S.
Government or any of its agencies shall be governed solely by the terms of this agreement.
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Thong tin s& hiru tri tué

Cac san pham ctia Fisher & Paykel Healthcare:
F&P, Airvo, Duet, AirSpiral, Optiflow, WigglewiNG va Wigglepads la cac nhén hiéu cla Fisher & Paykel Healthcare Limited.
DE biét thém théng tin, vui long lién hé véi dai dién Fisher & Paykel Healthcare tai dia phuong cia ban.

Céc san pham bén thi ba tuong thich:

Masimo

\asivoSET

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology ®, Signal 1.Q.%, TF-I°, uSpO,°,
X-Cal® RD SET™, TFA-1™ la cdc nhan hiéu ctia Masimo Corporation.

Thiét bi nay dugc bao vé theo mét hodc nhiéu bang sang ché nhu dugc néu tai: http://www.masimo.com/patents.htm

Khong c6 Gidy phép ngu y: Viéc s& hitu thiét b nay khong dong nghia vaéi viéc ¢ bat ky gidy phép ré rang hodc ngu y nao vé quyén st dung
thiét bi nay vdi cac cdm bién hodc day cap khong dugc phé duyét, ma khi dung riéng biét hodc két hop véi thiét bi nay sé ndm trong pham vi
clia mdt hodc nhiéu bang sang ché lién quan dén thiét bi nay.

Phu kién khéng dugc phé duyét: Cong nghé Masimo dugc thiét ké dé hoat dong cling cac day cap, cdm bién va phu kién Masimo nhu mét
hé théng tich hop. Khi bat ky bd phan nao ctia hé théng bi can thiép, c6 thé xay ra cac phép do bi 16i. Theo d6, viéc st dung cac cdm bién
hodc phu kién khong dugc phé duyét, chdng han nhu cdm bién clia bén thit ba da dugc tai x ly hodc cdm bién hang nhai c6 thé cho ra két
qué khéng dang tin cay khi st dung véi thiét bi Masimo. Hiéu qua hoat déng clia cdng nghé Masimo khong dugc cong nhan khi st dung véi
bat ky cdm bién hodc phu kién nao khong dugc phé duyét.

Masimo SET la cong nghé do néng do oxy trong mau da dugc chiing minh bai han 100 nghién ctiu 1am sang la dem lai cac phép do chinh
xac trong cac diéu kién theo déi khé khan nhu tusi mau thap va bénh nhan cr dong.

Medtronic/Nellcor™
Nellcor™ SpQO,
technology from

Medtronic

Nellcor™, OxiMax™, OxySoft™, Oxymax™, Satseconds™, Medtronic™ la cac nhan hiéu ctia Medtronic PLC.
Pé biét thong tin vé bang sang ché, tham khao: http://medtronic.com/patents

Khong cé Gidy phép ngu y: Viéc s& hitu hodc mua thiét bi nay khdng déng nghia véi viéc cé bat ky gidy phép rd rang hodc ngu y nao vé
quyén st dung thiét bi nay vdi cac san pham tiéu hao khong dugc phé duyét, ma khi dung riéng biét hodc két hgp vdi thiét bi nay sé nam
trong pham vi cla mét hodc nhiéu bang sang ché lién quan dén thiét bi nay va/hodc cac sdn pham tiéu hao.

Nellcor OxiCable dua trén cdng nghé doc quyén clia Covidien Sales va chi nén sir dung vdi cdc cdm bién mang nhan hiéu Nellcor d€ dam bao
van hanh chinh xac va dat hiéu qua hoat dong phu hgp.

Nonin

&> NONIN

Nonin®, Xpod®, PureLight®, PureSAT®, FlexiWraps®, Flexi-Form® la cadc nhan hiéu ctia Nonin Medical Inc.
Pé& biét thong tin vé sang ché, tham khao: www.nonin.com

Viéc st dung bat ky cdm bién nao khéng phai cdm bién PureLight® mang nhan hiéu Nonin két hop véi dau néi USB Nonin Xpod c6 thé dan
dén viéc hoat ddng khéng chinh xac (ctia cac sén pham Airvo™ 3 va/hodc Nonin) va sé lam mat hiéu luc bdo hanh san phdm Nonin.
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Trudc khi bat dau

+ Hudng dan st dung nay cung cdp thong tin hudng dan st dung may Airvo 3.

- Hudng dan st dung nay danh cho cac chuyén gia cham soc stic khde. Mac du thong tin dugc cung cap dugc cho la chinh xac nhung
khéng thé thay thé viéc thuc hién danh gia chuyén mén.

+ Hay doc huéng dan st dung nay bao gém tat c& cac canh bao, trudc khi st dung may Airvo 3.
« Trudc khi st dung may Airvo 3 lan dau, phai cai dat may theo hudng dan trong ban Huéng dan ky thuat may Airvo 3.

« Mot s6 phu kién c6 thé khong cé sdn tai mot s6 quéc gia. Vui long lién hé véi dai dién Fisher & Paykel Healthcare tai dia phuong clia ban dé
biét thém théng tin.

PS

- Né&u bat ky thiét bi hodc phu kién nao cé nhan bi héng hodc khong thé doc dugc, hay lién hé véi dai dién Fisher & Paykel Healthcare clia
ban dé nhan nhan thay thé.

~

Céc nguén tham khao bé sung
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« Néu strdung Bo kht trung dé tai x(r ly may Airvo 3, tham khao Hudng dan stir dung B kh trung dugc cung cap cling Bo khirtring
(900PT600).

« Tham khdo hudng dan st dung di kém cac phu kién riéng |& dé biét cach st dung ding va théng tin an toan bé sung.

« Vuilong lién hé vdi dai dién cta Fisher & Paykel Healthcare tai dia phuong d€ nhan ban sao Hudng dan ky thuat may Airvo 3.

« Tham khdo Hudng dan ky thuat may Airvo 3 dé biét cac hudng dan thiét lap ban dau, bao tri, bdo dudng va cac huéng dan khéc phuc
su c6 khac.

- Truy cdp trang web ctia may Airvo 3 tai: www.fphcare.com/airvo3 dé tai vé cac théng tin hudng dan st dung bao gém huéng dan
st dung nay.

- Né&u phan mém trén thiét bi clia ban dugc cap nhat, hay nhd tai xuéng ban sao hudng dan st dung cho phan mém mdi. Ma sé phan mém
6 san trén thiét bj cta ban va & trang sau ctia hudng dan sir dung nay.

+ Néu ban muén dugc dai dién clia Fisher & Paykel Healthcare hé trg, hay lién hé véi chiing t6i tai: www.fphcare.com/contact-us.

Cac quy uédc dugc sir dung trong huéng dan nay

CANH BAO
Muc canh béo dua ra canh bao cho ngudi diing vé mét méi nguy tiém an khi st dung hodc lam dung thiét bi ma, néu khéng tranh dugc, ¢ thé
dan dén tir vong hodc thuong tich nghiém trong.

THANTRONG

Muc than trong canh béo ngudi duing vé mét mai nguy tiém an khi st dung hodc lam dung thiét bj ma, néu khéng tranh dugc, c6 thé dan
dén thuang tich nhe hodc vira phai

Luuy
Muc luu y nhdn manh théng tin quan trong dé str dung Airvo 3 dung cach.
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1. Gidi thieu

May Airvo 3 dugc thiét ké dé cung cap liéu phap luu lugng cao Optiflow™ cho bénh nhan thé tu nhién.

Quat théi trong may Airvo 3 hit cac luéng khi trong phong vdi téc dé 2 - 70 L/phut, luéng khi nay sau d6 c6 thé dugc tron véi oxy tir cac
nguén ap suat cao (chdng han nhu nguén cap khi gén tudng hodc binh oxy) hodc cac nguén ap suat thap (chéng han nhu luu lugng ké).
Hén hgp khong khi-oxy sau d6 dugc lam am va lam am trong buéng chiia nudc, trudc khi dugc van chuyén qua éng thé dugc lam am dén
giao dién thd clia bénh nhan qua mdi, 16 m& khi quan hodc mat na.

May Airvo 3 ldy dién tir nguén cap dién gén trén tudng va cé pin du phong bén trong dé duy tri tinh lién tuc ctia qua trinh diéu tri trong khi
van chuyén gita cac khoa phong trong bénh vién.

1.1 Muc dich st dung/chi dinh st dung

May Airvo 3 dugc dung dé diéu tri cho cac bénh nhan thé tu nhién, nhiing ngui sé nhan dugc Igi ich tir viéc st dung khi luu lugng cao dugc
lam &m va 8m. Ho bao gém nhiing bénh nhan c6 duding thd trén la dudng tha nhan tao. Luu lugng cé thé tir 2 - 70 L/phut tuy thudc vao giao
dién tha ctia bénh nhan. May Airvo 3 danh cho cac bénh nhan trong bénh vién va co s& ban cip tinh st dung.

May Airvo 3 c6 thé truyén dan céc loai khi luu lugng cao nay qua 6ng thdng mii dé tang cuding kha nang thé tu nhién ctia bénh nhan la tré
sasinh, tré nho, tré em, thanh thiéu nién va ngudi I6n bi suy hd hap va/hoéc thiéu oxy dang dugc diéu trj trong bénh vién. May Airvo 3 khong
nham muc dich dap (g moi yéu cau vé may tha clia bénh nhan va khéng dé sir dung trong qué trinh van chuyén bénh nhan tai hién trudng.
1.2 Chéng chidinh

Théng tin chéng chi dinh tly theo liéu phap. Tham khao hudng dan vé cac giao dién thd clia bénh nhan va/hodc b 6ng thé va ngan chia
nudc dé biét cac chéng chi dinh.

1.3 Tacdung phu

Tac dung phu tuy theo liéu phap. Tham khao hudng dan vé cac giao dién tha ciia bénh nhan va/hodc bd 8ng thé va ngan chida nudc dé biét
cac tac dung phu.

2. Théng tin an toan

Viéc van hanh mdy Airvo 3 va cac phu kién chi cé thé dugc thuc hién béi nhan su d@a dugc dao tao hodc dudi sy gidm sat ctia nhan sy da dugc
dao tao. Doc hudng dan nay, dac biét la tat ca cac canh bao, than trong va luu y cling nhu huéng dan st dung dugc cung cap kém theo tat ca
cac phu kién trudc khi sit dung may Airvo 3.

2.1 Thong tin chung

CANHBAO

« May Airvo 3 khéng dugc thiét ké dé hé trg su séng. Khdng st dung may Airvo 3 trén nhiing bénh nhan khong thé chiu dugc néu liéu phap
bi gian doan trong thoi gian ngén.

« Can phai tién hanh theo déi thich hgp déi vai tat ca bénh nhan st dung may Airvo 3.

« Viéc cung cdp khi thd cé thé tao ra &p Iuic dudng tha duong. Phai xem xét diéu nay trong cac trudng hop &p luc dudng tha duong c6 thé
anh hudng bat Igi d&n bénh nhan. D& tranh thuong tich nghiém trong, hiy theo déi bénh nhan mét cach thich hgp dé tdm soat cac yéu té
nguy co gay tén thuong dudng thé va ap luc phéi.

- Batky ai két ndi cac vat tu tiéu hao danh cho bénh nhan, phu kién hodc phu tung thay thé véi may Airvo 3 déu phai chiu trach nhiém vé
kha nang tuong thich gitia thiét bj vai cac vat tu tiéu hao danh cho bénh nhan, phu kién va/hodc phu tling thay thé do.

« Khong st dung bat ky vat tu tiéu hao danh cho bénh nhan, phu kién hodc phu tiing thay thé nao khéng dugc liét ké trong hudng dan
st dung nay hodc Huéng dan ky thuat mdy Airvo 3. Cac vat tu tiéu hao, phu ting hodc phu kién khéng tuong thich cé thé anh hudng dén
chat lugng tri liéu, gy tén thuong cho bénh nhan, gidm kha nang mién nhiém dién tir hodc tang phat xa dién tu.

« Chisrdung cac giao dién thd ctia bénh nhan, 8ng thé dugc lam &m, ngan chiia nudc va bé loc dugc chi dinh trong hudng dan nay dé
tranh viéc mdy bi ngat két néi trong qua trinh st dung, dac biét Ia khi di chuyén may Airvo 3.

- Khéng strdung hé théng day thg chéng tinh dién hodc dan dién cho bénh nhan cung véi may Airvo 3.

- Khéng két néi méy Airvo 3 véi dc-quy clia xe |an dién chay bang dc-quy, diéu nay c6 thé anh hudng dén hiéu suét cia mdy va liéu phap
dugc cung cép.

« Khong khéi déng hodc van hanh may Airvo 3 tris phi da kiém tra réng thiét 1ap clia may, bao gom tat ca cac phu kién, la chinh xac.

- Can than khi di day cho cac phu kién, day va cap, bao gém ca 8ng thé, d€ gidm kha nang bénh nhan vuéng day hodc day siét vao cé.

« Kiém tra may Airvo 3 va cac phu kién bang mat thudng trudc khi st dung va thay thé néu bi hdng hodc nghi ngd bi héng. St dung cac
thiét bi hodc phu kién bi hdng c6 thé lam gidm hiéu suat va/hoic su an toan.

« Dam béo ngudi van hanh sé phan héi cdnh bao c6 thé nghe thay tin hiéu canh bao bang am thanh. D& kiém tra diéu nay, hay lam theo
hudng dan trong phan 7.5 dé kiém tra cdnh bao trudc khi bat dau lieu phap.

+ Khéng st dung may Airvo 3 cho hon mét bénh nhan cung mét ltc.
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- Khéng strdung céc phu kién lau hon thdi gian sir dung téi da dugc quy dinh trong hudng dan nay. St dung lau hon thai gian st dung
t6i da c6 thé dan dén thuong tich nghiém trong, bao gém ca nhiém triing.

« Khong dé pin ctia may Airvo 3 ti€p xdc vdi nudc, Ilfa hodc nhiét d6 qua cao. Khéng nghién nat, thao rdi hodc lam thiing pin hodc lam
doan mach cac cuc clia dau néi.

+ Khong st dung mdy Airvo 3 lam may theo déi ngung thé.

« Khéng str dung may Airvo 3 dé phan tich loan nhip tim.

- Trong trudng hgp pin bj ro ri, khong dé chat 1dng tiép xtc véi da hodc mét. Néu da tiép xuc, hay rifa sach viing bi anh hudng véi that nhiéu
nudc va xin tu van vé y té.

- Xintuvan véy té ngay lap tic néu nudt phai cuc pin hodc pin.

« Viéc thuc hién cac thay d6i hodc stra d6i khong dugc Fisher & Paykel Healthcare phé duyét ré rang sé khién ngudi dung mat di quyén
van hanh thiét bi.

« Viéc st dung may phun khi dung st dung khi nén/dang phan luc cé thé anh hudng dén liéu phap dugc cung cap cho bénh nhan.
Tham khao hudng dan ca nha san xuat phu kién va thudc tuong thich dé biét cach st dung dung.

PS

- Khéng st dung bat ky dung dich, hén dich, nhi tuong, khi gdy mé hoac khi tha nao khéng dugc xac dinh trong hudng dan sir dung nay.
Chuing c6 thé khéng tuong thich vdi cac vat tu tiéu hao danh cho bénh nhan, thiét bi hodc phu kién.

«  Chistrdung cadc mé-dun pin thay thé F&P chinh hang dé phong nguia trudng hgp may Airvo 3 bi hu hdng, nhiét dé qué cao, chay hodc né.
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Méi truong van hanh
+ Khong str dung may Airvo 3 & d6 cao hodc nhiét do ngoai pham vi dinh muc dugc néu trong phan théng sé ky thuat clia hudng dan
st dung. Lam nhu vay c6 thé lam gidm hiéu qua hoat dong clia thiét b, c6 thé dan dén sy suy gidm tinh trang stic khde ctia bénh nhan.

« Khong str dung may Airvo 3 khi méi trudng nam ngoai pham vi cac diéu kién hoat dong dugc liét ké trong phan thong s ky thuat.
Tinh hiéu qua cta liéu phap cé thé bj &nh hudng khi & ngoai pham vi nay.

+ Khong st dung mdy Airvo 3 trong mdi trudng chup cong hudng ti (MRI).

- Khéng strdung may Airvo 3 cuing hén hgp thudc gay mé dé chay vai khéng khi hodc oxy hodc trong méi trudng c6 hén hgp nay.

« Khong st dung may Airvo 3 hoac phu kién trong qua trinh khit rung tim.

+ Khong st dung may Airvo 3 hodc cac phu kién gan bat ky nguén danh Itta nao, bao gdém dung cu phau thuat dién, dét dién hodc laze.
Viéc tiép xuc véi oxy lam ting nguy ca hda hoan va c6 thé dan dén thuong tich cho bénh nhan.

+ Khong st dung may Airvo 3 hodc cac phu kién trong qua trinh dét dién.

« Nguy ca né: Khéng st dung may Airvo 3 khi ¢ thudc gay mé dé chay hodc cac chat dé chay khac két hgp véi khong khi, méi trudng giau
oxy hodc oxit nito.

+ Khong strdung may Airvo 3 trong budng cao ap.

« Tranh st dung khi mdy Airvo 3 hodc cac phu kién dugc dat sat canh hodc xép chéng Ién cac thiét bj khac, diéu nay c6 thé dan dén viéc may
hoat d6ng khéng chinh xac. Néu can phai st dung nhu vy, nén dé y dén mdy nay va cac thiét bj khac dé xac nhan rang ching hoat dong
binh thuong.

« My Airvo 3 khéng dugc thiét ké dé st dung tai nha.

THANTRONG

« Dac diém phat thai cCia thiét bj nay khién cho thiét bj phu hgp dé st dung trong cac khu cong nghiép va bénh vién (CISPR 11 loai A).
Néu dugc st dung trong méi trudng dan cu (théng thudng yéu cau st dung CISPR 11 loai B), thiét bi nay c6 thé khéng bao vé day du cho
cac dich vu lién lac tan s6 radio. Ngudi dung c6 thé can thuc hién céc bién phéap gidm thiéu rdi ro, chdng han nhu di di hodc dinh hudng
lai thiét bi.

Pé tranh bibéng
- Khéng cham vao bé mat con dang ndng clia tdm lam dm hodc dé€ ngan chiia nudc.
« Tuyét d6i khdng van hanh may Airvo 3 néu:
- 6ng thd dugc lam am bi hdng theo bat ky cach nao, bao gom c6 16 ha, bi rach hodc bi xoén,
- may khong hoat dong duing cach, hodc
- €6 nudc ngdm vao thiét bi.
« Khéng can tré kha ning théng gid xung quanh Airvo 3, diéu nay cé thé khién thiét b qua nhiét.
- Khong chadn ludng khi di qua may Airvo 3 hodc 6ng thé.

Dé tranh bi dién giat
+ Khong bao quan hodc st dung may Airvo 3 & nai c6 thé bi roi hodc bi kéo xuéng nudc. Ngét két ni day nguén va ngiing st dung
may Airvo 3 néu nudc da ngdm vao vd may.
« Détranh bj dién giat, luon thdo cdm bién va ngt két ndi hoan toan may do oxy xung trudc khi tdm cho bénh nhan.
« Tuyét d6i khong van hanh may Airvo 3 néu thiét bj c6 hodc nghi ngd thiét bj da:
- birai hoac bi héng,
- bihong day nguén hodc phich cdm, hodc
- bi roi xuéng nudc.



B-6 | Airvo 3-HUGNG DAN SUDUNG

+ Xem Hudng dan k¥ thuat may Airvo 3 dé biét thong tin hudng dan cach thay thé day nguén bi hong.

+ Khéng ¢8 gang diéu chinh, sfa chita, m&, thao rdi hodc thay déi may Airvo 3, may do oxy xung hodc cac phu kién ngoai trit nhu dugc
mo ta trong hudng dan st dung nay hodc trong Huéng dan ky thuat may Airvo 3. Gi lai may Airvo 3 cho dai dién Fisher & Paykel
Healthcare clia ban dé bao duéng, néu can.

« Khéng cham vao bénh nhan va bat ky phu tung dan dién nao clia thiét bj, chdng han nhu c8ng USB, cing mét ldc.

Luuy

+ Néu mot bién c6 nghiém trong xay ra trong khi sit dung thiét bi nay, vui long théng bao cho dai dién cta Fisher & Paykel Healthcare tai
dia phuong va ca quan c6 tham quyén & quéc gia ctia ban.

2.2 Oxybésung

CANH BAO

« Ban phai dic biét can than khi st dung oxy bé sung dé han ché nguy cc chay né. Gilt cho tat cd cac nguén danh Itra cach xa may Airvo 3,
va tét nhat la khéng dé trong cing mét phdng véi may Airvo 3 trong qua trinh st dung.

« Khéng st dung oxy bé sung khi hat thudc, gan tia Ilfa hodc ngon Ita tran.
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+ C6thé xay ra su cd bdc Ia nhanh va manh néu dau, m& hodc cac chat nhan ti€p xdc vdi oxy trong diéu kién &p suat cao. Dé cac chat nay
& nai cach xa tat ca cac thiét bj cung cap oxy.

« May Airvo 3 a thiét bi cung cap luu lugng cao. Dam bao nguén cap oxy dugc thiét ké dé cung cap du luu lugng oxy cho tat ca cac thiét bi
dugc két néi, dac biét la khi nhiéu thiét bi dung chung nguén cap.

« Chikét néi oxy tinh khiét véi cac c6ng nap oxy trén mdy Airvo 3. Néu két néi vdi bat ky loai khi hodc hén hgp khi nao khac thi ndng d6 oxy
dugc hién thi sé khéng chinh xac.

« Chistrdung céc loai kem dudng va/hodc thudc mé ghi nhan la tuong thich véi oxy dé tranh nguy ca hda hoan va bong.
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3. Téng quan

Phan nay trinh bay vé hé thdng Airvo 3 va cac phu kién tuang thich.

3.1 Xacdinh cac thanh phan ciia hé théng

Giao dién thé cia bénh nhan Tdi nudc

Vi du: Giao dién thé qua mi Optiflow+
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Tay cam

cta khung tru di déng Nguén cip oxy

1 m gén tudng

Ong thd
AirSpiral™

Cam bién
do oxy xung

<«——— Airvo 3

Ong gop dan khi

A Ngan chiia nuéc
dau vao oxy kép L

tunap
Gia d& bao quan

Binh oxy

Gia do
binh oxy

Khung tru di déng

Hé théng Airvo 3
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3.2 Xacdinh cac thanh phan cia thiét bi

C6ng oxy ap suat thap (LPO) Man hinh cam ding e . ,
Cong 6ng thé

dugc lam &m

l

Nap b loc

<+——— Ongcutdaura

C6ng ngan chdia nudce

Tam lam &m

b6 loc khi T

' o z -
Cong oxy Diém lap tich hop cho

ap suét cao (HPO)* khung tru di dong B6 phén bdo vé ngén tay

Céng USB 1
C6ng USB 2

Thung chuia day cap

.

<—— Pin

Day nguébn ——» -

*Két néi HPO c6 thé khac nhau tuy vao Iua chon loai dau néi theo khu vuc (DISS, NIST hodc SIS)
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beén tin hiéu

Man hinh cdm ting

Menu hé théng

Bat/tat nguén

D(t liéu va Biéu @6
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3.3 Huéng dan vé giao dién ngudi dung

Man hinh cdm (ing ctia may Airvo 3 cho phép truy cap vao trang thai, cai dat va canh bao ctia liéu phap va thiét bi. Ban tuong tac véi giao dién
ngudi dung bang cach:

« cham vao céc thanh phan trén man hinh d& m& man hinh cai dit, thuc hién lya chon va thay déi gia tri, va

« vuétlén/vudt xudng dé€ cudn qua cdc menu dugc hién thi chi mét phan.

3.3.1 Man hinh chinh

Hién thi cai dit va cac s6 do clia Nhén de bat dau
liéu phap. Nhan vao cac 6 dé cung cép liéu phap
thay ddi cai dat hodc xem thém

0 caidat —» ;; ? <— Bétdau liéu phap

thong tin
Thong béao va canh bao ——» aGER R ong phan phai ligu phap nao <— Chibao trang thai
Hién thi thong tin va canh béo
vé liéu phap ~ 0]
Théng tin Bat/tat Menu
D liéu va Biéu d6 nguon hé thong

Pang 6n dinh dén gia tri muc tiéu

Gia tri
muc tiéu

Ché do chs Liéu phap
dang bat

CANH BAO

DE dam bao kha nang cdm Ung, giir man hinh cdm ting Airvo 3 sach sé va khé rao. Hiéu sudt hoat dong cé thé bi gidm néu man hinh
bi uét.
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3.3.2 Thanh théng bao

Thanh Théng béo hién thi trang théi hién tai clia qué trinh cung cap liéu phap, xac nhan cac thay déi cai dat va hién thj canh bao.
Céc théng béo vi du dugc hién thi trong bang dudi day.

Thanh théng bao M6 ta

Ché d chis- Khéing phain phéi ligu phip ndo =] R

Bénh nhan hién dang khong duoc cung cép khi thé.
(V] Nhan vao nut Start (Bt dau) dé bat dau liéu phap.

Liéu phidp dang bat Bénh nhan dang dugc cung cap khi thé.
Nhan vao nut Stop (DUing), sau d6 xac nhan thao tac dé tré vé ché dé cha.

7% Phac hién Téc nghén o Canh bdo dang hoat dong dugc hién thi nam trén cac thong bao khac.
Nhan vao canh bao dé biét chi tiét hosic nhan X dé tam diing 4m thanh canh bao.

Xem phan 7 dé biét cac canh bao khéc phuc su cé.

3.3.3 Chibao trang thai
Céc biéu tugng sau day c6 thé dugc hién thi trén thanh Théng béo.

Biu tuong Mé ta

Zg Tam dung am thanh
¢ Méy Airvo 3 dang ldy dién tir nguén dién trén tudng

IE 100% Tinh trang pin bén trong

D 50% Con lai 50% pin
50% Pin dang sac va con 50% pin
50% Pin sac khéng dung cach*
Thiéu pin hodc pin bi 16i*

Man hinh cdm ting bi khoa dé ngén chan nguy co vé tinh thuc hién thay d6i

[y
)
m Pin t6i han thay*
4

Thiét bi USB Airvo 3 dugc két néi véi mét trong cac céng USB

*Kiém tra xem pin da dugc 18p ding chua. Thay pin néu su ¢8 van tiép dién.

3.3.4 Dentin hiéu

Beén tin hiéu sé nhap nhdy khi c6 bat ky canh bao nao dang hoat dong. Mau clia dén cho biét
canh bdo c6 muc uu tién cao nhat dang hoat dong. Xem phén 7 dé biét cac cdnh bao
khac phuc su cé.

Peén tin hiéu




Airvo 3 - HUGNG DAN SU DUNG | B-11

3.3.5 Menu hé théng

Thoat  Bang chon
Menu hé théng cho phép truy cap vao cac cai dat va thong tin bé sung. e
Nhan = d€ md menu hé théng khi Man hinh chinh dugc hién thi.

Cai dat va Bao dong Oy Xung

HE THONG

Théng tin Thiét bi

-
S
Man hinh khéa Man hinh khéa cé thé ngan chin nguy co vé tinh thay déi cai dat g
Ll
Cai dat va Bao déng C4u hinh cai dat do oxy xung bao gém canh bao SpO, -
cGia may do oxy xung
Théng tin thiét bi Hién thi théng tin vé phién ban, khir trung, b loc va pin
Cai dat hé théng Thay d6i cai d&t nang cao, gisi han va hanh vi ciia may Airvo 3. Tham khao Hudng dan ky thuat

may Airvo 3 dé biét thém théng tin

3.3.6 Man hinh Ditliéu va Biéu dé
Man hinh D{rliéu va Biéu d6 hién thi cac phép do va cai dat hién tai va trudc d6 cho bénh nhan hién tai.
Nhan [22 & m& man hinh Ditliéu va Biéu d6 khi Man hinh chinh dugc hién thi.

4. Chuan bi may Airvo 3

Xem lai thong tin an toan & phan 2 trudc khi tiép tuc. Tham khdo phu luc 1 - 3 dé biét danh sach cac vat tu tiéu hao va phu kién da dugc
xac nhan phu hop st dung véi may Airvo 3.

4.1 Thiétbican thiét

Ban sé can:

+ May Airvo 3 dugc gan vao khung tru di dong,

« 6ng cut dau ra sach va da dugc khir triing,

« tdi nuSc vo trung/nudc cat USP dung dé hit thd (hodc sdn pham tuong duong).

Ong ciit dau ra c6 thé duoc xi ly theo hai cach khac nhau:

Bé khir trung (900PT600)

D3Gi vdi cac bénh vién strdung bo khir triing dé tai xr ly: Ong clt du ra sach va da khirtriing sé dugc 3p dat san trong may Airvo 3.
Thao tdm phu béo vé sach cho may va/hodc 6ng khit truing mau do trudc khi sir dung.

May rifa-khir trung

D6i v6i cac bénh vién st dung may rira-khr triing dé tai x( ly: 1ay mét 6ng cut dau ra sach va da khir trung, chdng han nhutir hé théng
Bon vi tiét khuan trung tdm (CSSD) clia ban.

Néu bénh nhan ctia ban dugc ké don oxy bé sung, ban sé can:

- day oxy &p suat cao dé€ két néi may Airvo 3 vao nguén cip oxy gan tudng hodc thiét bi diéu tiét binh oxy, hodc
- day oxy &p suat thap dé két ndi may Airvo 3 véi luu lugng ké.
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CANHBAO
Chi strdung vat tu tiéu hao danh cho bénh nhan va phu kién tuong thich véi may Airvo 3 (xem Phu luc 1 - 3).
Khong stfa chira vat tu tiéu hao danh cho bénh nhan hodc phu kién dudi bat ky hinh thiic nao.

4.1.1 Liéu phap luu luogng cao Optiflow

DE cung cap liéu phap luu lugng cao Optiflow, ban sé can:
1.B6 6ng thd va ngan chia nudc.

2. Giao dién tha clia bénh nhan Optiflow.

Tham khao Phu luc 1 dé xem danh sach cac vat tu tiéu hao tuang thich.

Luuy

May Airvo 3 tuong thich véi viéc cap céc loai thudc xdng khi dung dugc chi dinh. Xem hudng dan st dung cho 900PT562 d€ biét thém
théng tin (gém ca cac canh béao va than trong).
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Giao dién thé qua mii

Optiflow+ Optiflow Junior 2
Optiflow 3S Optiflow Junior 2+
Optiflow+ Duet

Giao dién thé qua 16 mé khi quan Bo két ndi giao dién théd mat na

Giao dién thé qua |6 mé khi quan Optiflow+ B6 két néi giao dién thd mat na Optiflow+
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4.2 Thiétlap may Airvo 3

Khi x{ ly may Airvo 3 va phu kién, phai tuan tht nghiém ngat cac ky thuat vo triung tiéu chuan nham gidm thiéu su lay nhiém.

1. Kiém tra chiéu cao cia may Airvo 3

Kiém tra d€ dam bao may Airvo 3 dugc gan chac chdn vao khung tru di dong va
nam thdp hon dau bénh nhan.

D3t mdy Airvo 3 sao cho c6 thé dé dang két néi day nguén véi ngudn dién gén
tudng va cé thé dé dang ngét két ndi khi can thiét.

THAN TRONG
Khéng dat méy Airvo 3 & nai bénh nhan c6 thé thay d6i bo diéu khién.

PS

~

2. Két néi 8ng cut dau ra (néu cé)
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Budc nay ap dung néu bénh vién ctia ban st dung may rlta-khir tring dé lam sach
va khirtriing 6ng cut dau ra. Budc nay khéng ap dung néu bénh vién cia ban
st dung bo khir tring (900PT600).

Lap 6ng cut dau ra sach, da khir triing vao khe trén cling cia may Airvo 3.

CANHBAO
Dam béo tat may Airvo 3 khi két ndi 6ng cit dau ra.

3. L3p rap ngan chira nuéc

M& bé 8ng tha va ngan chiia nudc, thdo ngan chia nudc tu dong
nap MR290 va b két nGi ngan chiia nudc.

Thao ndp c6ng mau xanh duong ra khéi ngan chita nudc

bang cach kéo thé xé theo hudng 1én trén réi thao gia dé chiia
6ng cap nudc.

L3p bd két ni kém theo vao hai cng thdng ding trén ngan chia
nudc va ddy hét vao, sau dé kep 6ng cap nudc vao ding vi tri.

4. L3p ngan chita nuéc

L&p ngan chia nudc vao may Airvo 3, trugt ngan chiia nudc qua b phan bao vé
ngén tay trén tdm lam dm. Can than cin chinh bo két ndi céng vdi cac céng mau
xanh duong trén mady Airvo 3.

Dam bao ngan chita nudc khép hoan toan bang cach dn manh vao mat trudc cla
ngan chia nudc cho dén khi trugt qua bd phan bao vé ngén tay.

D€ 1dy khoang chifa nudc ra, hay ndm chat bo két néi cdng va kéo ngan chiia nudc
ra khoi mdy Airvo 3.

CANHBAO

Bé tranh bi béng:

Tuyét d6i khong bat dau thuc hién liéu phép khi chua ldp ngan chita nudc vao
ddng vi tri.

Khong cham vao tam lam am, ngan chifa nudc hodc dé ctia ngan chita nudc
trong qua trinh st dung.

Than trong khi thdo ngan chia nudc.

Dé tranh bi dién giat:

Khi thao tédc may Airvo 3 da Ip ngan chiia nudc, hay chu y tranh lam nghiéng
thiét bj d€ ngan nudc ngadm vao va thiét bi.

Khong st dung ngan chira nudc tu dong nap MR290 néu ngan dé da bi roi,
chay cho dén can nudc hodc bi hdng dui bat ky hinh thiic nao. Lam viéc nay
6 thé khién ngan chita nudc bi day tran.
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5. K&t ndi tui nud'c

Gan Ui nuGc v trung vao khung treo cao hon 50 cm phia trén may Airvo 3.

Thao dau nhon ra khéi tdm gitr ngan chia nudc va ddy manh dau nhon cua tui vao
b0 phan 13p & day tui.

M& ndp théng hai & bén phia dau nhon cta tdi.

THANTRONG

Chi st dung nudc cat/kh( trung USP, thich hop dé hit vao, dé d6 ddy ngan chiia nuéc.
Viéc thém cac chat khac cé thé anh hudng bét loi d&n may tao d6 am va lieu phap
duoc cung cap.

6. Kiém tra miic nuéc

Kiém tra d€ dam bao nudc chdy vao ngan chiia nudc va dugc duy tri dudi vach béo
muc nudc téi da.

Ngan chita nudc sé tu dong duy tri muc nudc ding cho dén khi tdi nudc can.

THANTRONG

Khong st dung ngan chira nudc tu dong nap MR290 néu muic nudc 1én cao hon
vach bao muc nudc t6i da. Lam nhu vay cé thé khién nudc di vao dudng thd cla
bénh nhan.

7.L3p 6ng thé

N&i 6ng thd béng cach xép théng hang cac chét Ién trén may Airvo 3, ddy xuéng cho
dén khi ban nghe thdy tiéng tach va 6ng thd khép vao vi tri.

Dé thao 6ng thd, bép céc canh clia dau néi va kéo 1én.

CANH BAO
Dé tranh bi béng:

Khong st dung éng cach nhiét/dién hoac bat ky phu kién tuang tu nao
khong dugc Fisher & Paykel Healthcare khuyén dung.

Luuy
Pam béo 6ng cut dau ra dugc [3p vao may Airvo 3 trudc khi gén éng thé dugc
lam &m.

Xem budc 2 “Két ni 8ng cut dau ra (néu cd)” & trén.
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43 Oxybdsung ) o
! o X Cong oxy ap suat thap (LPO)
May Airvo 3 cung cép hai tuy chon dé két néi oxy bd sung: —

1. Céng nap oxy ap sudt cao (HPO), va
2. C8ng nap oxy &p suat thap (LPO).

C6ng nap oxy ap suat cao dugc ndi véi ngudn cap oxy gén tudng hodc véi thiét bi
diéu tiét 4p suat trén binh oxy. Kha nang cung cap FiO, muc tiéu clia may Airvo 3
bi gidi han bai ap suat dudng day ctia cdng nap ap suat cao (HPO).

Néu may Airvo 3 khdng thé duy tri FiO, muc tiéu, thi méy sé tao ra canh bao

“FiO, Below Target” (FiO, dusi muc tiéu). C8ng nap oxy ap suat thap duoc két ndi
véi luu lugng ké bén ngoai, thudng la méy do luu lugng dang phao.

PS

C6ng oxy ap luc cao (HPO)

g

CANHBAO
Ban phai dac biét can than khi st dung oxy b sung dé han ché nguy ca chay né. Giir cho tit ca cac nguén dénh Itia cach xa méy Airvo 3,
va tét nhat la khéng dé trong cing mét phong véi may Airvo 3 trong qua trinh st dung.
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Khéng st dung oxy bé sung khi hit thudc, gan tia Itia hodc ngon Ita tran.

Khi str dung binh oxy, hay dam bao lugng con lai trong binh du cho liéu phap diéu tri du kién.

Chi két néi khi oxy tinh khiét vdi céc c8ng nap oxy trén Airvo 3. Néu két néi bat ky loai khi hodc hén hgp khi nao khéc thi ndng dé oxy
dugc hién thi sé khéng chinh xac.

Néng dd oxy dugc cap cho bénh nhan cé thé bj anh hudng béi cac thay ddi vé théng s cai dat oxy, théng sé cai dat oxy, giao dién thé
clia bénh nhan hodc cé vat can & dudng éng khi.

Chi st dung céc loai kem duéng va/hodc thusc m& ghi nhan la tuong thich véi oxy dé tranh nguy co héa hoan va béng.

Phai luén theo déi bénh nhan theo céch thich hop.

P3am bao réng tat cd cac dau néi oxy dugc siét chat du dé tranh ro .

Vi c8ng nap oxy ap sudt thap (LPO) st dung thiét k& dau ndi 16 nho thay thé khac vdi thiét ké dugc quy dinh trong sé-ri ISO 80369,

c6 khé nang xay ra két ndi sai gilia thiét bi y té€ nay va thiét bi y té st dung dau néi 16 nhé thay thé khac, diéu nay cé thé dan dén tinh
hudng nguy hiém gay hai cho bénh nhan. Nguai dung can thuc hién cac bién phap dic biét dé gidm thiéu cac nguy co hop ly c6 thé
ludng trudc nay.

Trong qué trinh thuc hién liéu phap luu lugng cao Optiflow, ty 1& oxy dugc bénh nhan hit vao sé thap hon gid tri hién thi trén 6 FiO, néu
nhu cau hit vao & muic cao nhat ctia bénh nhan vugt qua luu lugng dugc cung cap.

May Airvo 3 la thiét bj cung cap luu lugng cao. Chi két néi may nay véi dudng dan cé kha nang xtr ly luu lugng cia may. Viéc khong tuan
thd hudng dan nay c6 thé lam héng thiét bi gan d6. Dam bao 13p dat ding cach dé tranh gap phai su c6.

C6 nguy ca hda hoan lién quan dén tinh trang mai trudng giau oxy trong khi thuc hién liéu phap oxy. Khong st dung thiét bi hodc

phu kién gan tia Itra hodc ngon Itia tran.

Hut thudc trong qua trinh thuc hién liéu phap oxy rat nguy hiém va cé kha nang dan dén bi béng & mit hodc tir vong. Khéng cho phép
hut thu6c hodc dét Itia trong cling phong véi thiét bi hodc bat ky phu kién chita oxy nao. Néu bénh nhan c6 y dinh hat thudc, hay luén
tét thiét bi, thao 6ng thong mi va r&i khdi phong noi dat thiét bi. Néu khong thé rai khdi phong, dai 10 phut sau khi tat thiét bi.

Khéng béi tran cac phu kién, két néi, 8ng hodc cac phu kién khac ctia thiét bi dé tranh nguy ¢ hda hoan va béng.

Oxy lam cho ngon Itia dé bac 1én va lan réng hon. Khéng dé 6ng théng mii hodc mat na trén tam trai giudng hodc dém ghé néu thiét
bi da bat nhung khéng st dung; oxy sé khién vat liéu dé chay hon. Tét thiét bj khi khong st dung dé tranh tao thém nhiéu oxy.

T6 chuc phu trach c6 trach nhiém dam bao rang ngudn oxy tuang thich véi pham vi ap suat, miic luu lugng va néng dé oxy dinh muc
nhu dugc danh dau trén thiét bj va dugc néu trong hudng dan st dung vi diéu nay cé thé anh huéng dén hiéu suat hoat dong ctia
thiét bi hodc hé théng dudng dan, cé thé gay ra suy gidm suc khde nghiém trong.

Ngon Ita tran trong qué trinh thuc hién liéu phap luu lugng cao Optiflow rat nguy hiém va c6 kha niang dan dén hoéa hoan hoic tr vong.
Khéng dé ngon Iia tran cach thiét bj hodc bat ky phu kién chiia oxy nao trong pham vi 2 mét.

THANTRONG

Khéng két ndi nguén cap oxy vao ca cng nap oxy ap sudt cao va cdng nap oxy &p sudt thap ciing mét lic. St dung ca cdng nap ap suat thap
va céng nap ap sudt cao cling Itc cé thé khién qua trinh cap oxy khéng chinh xac va tao ra canh béo FiO, trén muc tiéu.

Luuy
Thiét bj phan tich oxy tich hgp sdn st dung cdng nghé do dac siéu am. Khéng can hiéu chuan trong thiét bi.
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4.3.1 Nguén oxy ap suat cao (HPO)

Khi oxy dugc két néi véi céng HPO, mdy Airvo 3 truc tiép diéu khién dau vao oxy dé
dap Ung cai dat FiO, muc tiéu.

4.3.2 CAng nap oxy ap suat thap (LPO)

Khi st dung c8ng LPO, lugng oxy ma may Airvo 3 I8y vao sé dugc kiém soat béi luu lugng ké
bén ngoai. K&t néi 6ng tir luu lugng ké bén ngoai véi cdng LPO. Bam bao tit luu lugng ké bat
ctrkhi nao may Airvo 3 khdng cung cap liéu phap.

Khi st dung c8ng nap oxy &p suat thap, hay theo déi néng dé oxy hién thij trén Man hinh chinh.
Khi thay déi t6c dé luu lugng khi hé hap, phai diéu chinh tha céng luu lugng ké dé duy tri

noéng d6 oxy quy dinh.

Céc bac silam sang cé thé cdu hinh cdnh béo FiO, cao dé tranh viéc st dung cac gia tri FiO, cao
trong méi trudng lam sang cu thé.

C6 thé tét cdnh bao FiO, cao hodc chon cac ngudng 30% va 95% khi thuc hién thiét 1ap ban dau
may Airvo 3 cho méi trudng diéu tri (xem Ngudng canh béo lugng oxy cao, Hudng dan ky thuat
may Airvo 3). Nguéng canh bao dugc hién thi trén man hinh Titrate FiO, (Chudn dé FiO,),

néu dugc bat. Nhan vao 6 FiO, d& ma man hinh Titrate FiO, (Chuén d6 FiO,).

CANH BAO

' oS Nguon cip
? oxy gan tudng

Nguén cap
oxy gan tudng

E% Luu lugng ké

™

Tat nguén oxy ap suat thap bat ci khi nao Airvo 3 khéng cung cp liéu phap dé dam bao oxy khéng tich tu bén trong thiét bi.

5. Strdung may Airvo 3

5.1 Batdau

Bat may Airvo 3

CANH BAO

Luuy

Cam day ngudn ctia may Airvo 3 vao ngudn dién gan tudng.
Khoa cac banh xe ctia khung tru di ddng dé may Airvo 3 khéng di chuyén.

Bat may Airvo 3 bang cach gir nit Bat/Tat nguén trong 2 gidy.

Dam bdo may Airvo 3 & trong tinh trang khé réo trudc khi cam day nguén
vao nguén dién gén tudng dé tranh bi dién giat.

Biéu quan trong la dam bao khong cé vat can dudng dan khi xung quanh
c6ng HPO; bao gém cé céc vat dung nhu chan ga go6i dém. Vat can & khu

Y vuc nay c6 thé Iam anh huéng dén qua trinh diéu tri clia bénh nhan.

Khi may Airvo 3 khong dugc st dung va da bi ngat két néi khdi nguén dién
gén tudng trong mot thai gian, thiét bi sé khéng bat nguén néu khéng

cam dién.

CANH BAO

Phai lam sach va khir tring may Airvo 3 gitra cac 1an st dung cho céc bénh nhan. Tham khao phan 8 dé xem cac budc can thiét dé

tai x ly Airvo 3 gitfa cac lan st dung cho cac bénh nhan.

Khéng vugt qua thai gian st dung téi da déi véi cac phu kién va vat tu tiéu hao dung cho mét bénh nhan (xem phan 8.3 dé xem lich

thay phu kién).
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Xem lai trang thai khir trung

May Airvo 3 sé& hoi xem ban c6é muén st dung trén:

Bénh nhan Mdi Cung mot Bénh cling moét bénh nhan da st dung thiét bi gan day nhat (nhan Same Patient
Thiét 1ap cho bénh nhan Tiép tuc digu tri cho cang (Cung mét bénh nhan))

méi? mét bénh nhan? ’

HOAC

bénh nhan mai (nhan New Patient (Bénh nhan mdi)).

PS

Quayloi  B&nh nhan M6 Xéc nhan DGi véi bénh nhan mdi, hay kieém tra dé dam bao:

~

-
—
S
)
P
—
—

1.0Ong ctt d4u ra da duoc lam sach va khirtriing.
2.0ng thé méi va ngan chiia nuéc da dugc 14p dat.
Bam bao rang mét dng khuyu xa

bén sach, da khir tring dugc lap

dat

Chéddc ong phan phai ligu phap nao

O

Xem lai trang thai khii tring

(néu phuong phap khir triing dugc détla chi bé khir tring)
Trang théi khir triing o R . s A

Khir triing thanh céng méf Tiép tuc Béi véi bénh nhan mdi, hay kiem tra dé dam bao:

nhat 1.0ng ctt dau ra da dugc lam sach va khirtring.

May Airvo 3 sé biéu thj két qua clia chu trinh khir tring gan nhat:

58 Ian khirtring
5

Mau xanh la: Chu trinh khtr tring trudc dé da dugc
hoan thanh thanh cong.

Ché @b chér - Khéng phan phéi liéu phédp nao & m 100

2 0 =

(10]e)

Mau cam: Chua thuc hién dugc chu trinh khir triing
thanh cong. Vui long chay chu trinh khit tring thanh
cong trudc khi st dung cho bénh nhan méi.

@O

C

Mau dé: Chu trinh khir triing trudc d6 khong hoan thanh.
Vi long chay chu trinh khi triing thanh cong trudc khi
st dung cho bénh nhan.

©O

S6 chu ky khr tring thanh cong ma may Airvo 3 da hoan thanh dugc hién
thi & géc dui bén trai trong phan ‘Disinfection count’ (S6 lan khir tring).

2.08ng thé méi va ngan chiia nudc da duoc 14p dt.
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5.2 Caidatliéu phap luu luong cao Optiflow

Pham vi mac dinh ctia cai dat liéu phap Iuu lugng cao Optiflow dugc hién thi bén dudi. Mét s6 cai dat c6 thé da b giGi han hodc bi vé hiéu héa
khi thiét bi dugc thiét lap ban dau cho méi trudng lam sang du kién. Tham khao Huéng dan ky thuat may Airvo 3 dé biét thong tin chi tiét.
Cai dat dugc duy tri va sé gilr lai gid tri truc dé khi may Airvo 3 dugc bat. Thao tac chon New Patient (Bénh nhan méi) khi xem lai tinh trang
khtrtrung (xem phan 5.1 & trén) sé ap dung cac gia tri mac dinh cho mai trudng lam sang du kién ctia may cho tat ca cai dat.

Cai dat Pham vi M6 ta
D6 am muc tiéu 31-37°C Dé dm muc tiéu cho khi hd hap cung cap cho giao dién tha clia bénh nhan
Luu luong muc tiéu 2-70L/phut Luu lugng muc tiéu cho khi hd hap cung cép cho bénh nhan
FiO, 21-100% Néng dc_)loxy muc tiéu cho khi thé khi ngudn cap oxy bén ngoai dugc két néi véi cong
nap oxy ap suat cao
Cai dat nay mac dinh 1a tat va chi ¢é san khi luu lugng cai dat 16n hon 25 L/phdt,
hay tham khao Huéng dan ky thuat may Airvo 3 dé biét théng tin chi tiét. Tinh nang
Giam ap suatkhithéra Tat, 10%, gidm ap suat khi thé ra sé ty ddng lam giam muic luu lugng khi hé hap khi bénh nhan
(6 luu lugng muc tiéu) 20%, 30% thé ra va chuyén tré lai binh thuding khi bénh nhan hit vao. Muc luu lugng chi dinh dugc

hién thi trén man hinh cai dit. Cac théng s6 nay c6 thé khac nhau tly thudc vao
phuong phép va cuong d6 thd cdia bénh nhan.

Céc 6 trén Man hinh chinh hién thi cac s6 do va cai dat liéu phap luu lugng cao Optiflow hién tai. Chi cac 6 lién quan dén phu kién dugc
két n6i mdi dugc hién thi.

Optiflow - Liru lrging cao
0 cai dit
Hién thj cai dat va cac s6 do y
cla liéu phap. Nhan vao cac —» ! Ve )
6 dé thay d6i cai dat hoac 3 7 2 <— Batdau liéu phap
A Nhan dé bat dau

xem thém thong tin P .
cung cap liéu phap

Thong bao va canh bao ——» [RaiIaIE phan phdi liéu phap nao 8 <«—— Chibao trang thai
Hién thi théng tin va canh bao I
vé liéu phap O
Thong tin DG liéu Bat/tat Menu
va Biéu do nguén hé théng

Cai dit dé am Cai dat luu lugng
muc tiéu 37 muc tiéu (trén cung)

Chis6 do

nhip thé * (dudi cing)

Cai dit hosc do luong SpO; & (”(e(;‘ cung) :

néng do oxy (FiO,) *+ ptm teung
Nguéng canh béao
"3 SpO,

* O FiO, hién thi cai dit néng dé oxy trong khi thd khi oxy b6 sung dugc két néi véi cdng nap oxy ap suét cao (HPO) va hién thi néng dé oxy khi dugc két ndi véi
c6ng nap oxy &p sudt thap (LPO). Néng do oxy do dugc khong hién thi khi & ché dé cha.

+“--"dugc hién thi khi khong cé gia tri; gia tri c6 mau xam khi chat lugng tin hiéu kém.

+0 SpO, sé tu dong hién thi khi két néi véi may do oxy xung tuang thich.
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5.3 Bat dau liéu phap luu lugng cao Optiflow

Thuc hién theo cac budc bén dudi dé bat dau cung cap liéu phap luu lugng cao Optiflow. Mot s6 cai dat c6 thé da bj gisi han hodc bi vé hiéu
hoa khi thiét bi dugc thiét 1ap ban dau cho méi trudng 1am sang ctia ban. Tham khado Hudng dan ky thuat may Airvo 3 dé biét thong tin chi tiét.

Piéu chinh d6 4m muc tiéu

1. Nhan vao 6 d6 m muc tiéu d@& mé& man hinh Target Humidity
(D6 &m muc tiéu).

2. SUdung cacnat +/ - hodc thanh trugt dé chon d6 am muc tiéu
mong muén.

3. Nhan Confirm (Xac nhan) dé ap dung thay déi va quay vé Man hinh chinh.
Hiy D& &m Muc tigu X&cnhan Nhén Cancel (Hdy) d& htly moi thay ddi.

CANHBAO
May Airvo 3 dugc phan loai la may tao d6 dm Loai 1 danh cho bénh nhan

37
C
¢6 dudng tha nhan tao (16 mé khi quan) chi & cac ché do sau: 37 °C va
b = 10 - 60 L/phut. Khéng st dung bat ky ché d6 nao khac cho bénh nhéan cé
3 b

-
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S
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P
=
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duong tha nhan tao (16 mé khi quan).

iBu phar

Luuy
Bénh nhan st dung mit na cé thé cdm thdy khé chiu khi nhiét dé cao.
Hay can nhc nhiét d6 muc tiéu 31 °C.

Piéu chinh luu lugng muc tiéu

1. Nhén vao 6 luu lugng muc tiéu &€ mé& man hinh Target Flow
(Luu lugng muc tiéu).

2. Strdung cac nut +/ — hodc thanh trugt dé chon luu lugng mong muén.

3. Nhan Confirm (Xac nhan) dé 4p dung thay déi va quay vé Man hinh chinh.
Nhan Cancel (Hdy) d& hdy moi thay déi.

Hy Luu lugng Muc tiéu Xacnhin Mc luu lugng thich hgp cho bénh nhéan ctia ban nén dugc quy dinh theo cac
phac dé ctia bénh vién.
70
=+ Luuy
=] Tham khéo hudng dan st dung giao dién thd ciia bénh nhan dé biét thong tin
- h chitiét.
LA k.
Wl
héing phén phdi liéu phép rdo £ (1] 100 Bang duai day chira cac thong s6 cai dat luu lugng muc tiéu* c6 thé dugc sir

dung véi cac giao dién thé tuong thich

GIAO DIEN THG CUA BENH NHAN 234 56 78910 15 20 25 .. 50 55 60 65 70
Junior 2
OJR418 XL 2 25
OJR520 XXL 10 50
Giao dién thé OPT942/0PT962/0PT1042 (S) 10 60
Optiflow

10 70

OPT944/0PT964/0PT1044 (M)

OPT946/0PT966/0PT1046 (L)

=
o
N
(=}

Khi quan OPT970

=
(=]
[o)]
o

Bo chuyén ddi matna OPT980

*Mdic luu lugng dinh miic phu thudc vao thiét bi, hé théng day thé va giao dién tha clia bénh nhan. Nhiing muc luu lugng nay la ddu hiéu cho biét pham vi c6
thé dat dugc, tuy nhién, muc luu lugng dinh muc trong huéng dan st dung hé thdng day thé va giao dién thd cdia bénh nhan ciing can dugc xem xét. C6 thé ap
dung pham vi nhd nhét trong cac huéng dan nay. Néu cé bat ky mau thudn nao, vui long lién hé véi dai dién FPH clia ban dé xac nhan mc luu lugng dinh mic
trong cau hinh hé théng clia ban.
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Optiflow - Luu lurgng cao

37 30

Limin

RR — bpm

Huy Chuén 4§ FiO, Xacnhén

21..

ang bat

Bét dau liéu phap

Kiém tra d€ dam bao 6ng tha da dugc I3p ding cach va tat ca cac két ndi déu

chéc chén. Kiém tra cac cdnh bao xem c6 hoat dong binh thudng theo

hudng dan & phan 7.5 hay khong.

1. Nhén vao nit START (BAT DAU) & bt d4u liéu phép. Sau khi khéi dong,
Airvo 3 sé phat mét giai diéu ngén va hién thj thong bao “Therapy on”
(Batliéu phap).

Piéu chinh lugng oxy bé sung (tuy chon)

CANHBAO
St dung ché d6 theo déi SpO, lién tuc & bénh nhan ma oxy xung sé giam
manh néu viéc cung cap oxy bi gian doan.

Céc gidi han kiém soét FiO, nén dugc quy dinh theo tinh trang clia
bénh nhan, chinh sach ctia bénh vién va danh gia lam sang déi véi
liéu phap luu lugng cao qua mai Optiflow.

Oxy dugc néi vao cong nap ap suat cao (HPO)

1. Nhan vao 6 FiO, @& m& man hinh Titrate FiO, (Chuan do FiO,).

2. Strdung cac nat +/ - hodc thanh trugt d& chon FiO, mong muén.

3. Nhan Confirm (Xac nhan) dé ap dung thay déi va quay vé Man hinh chinh.
Nhan Cancel (Hay) d& htly moi thay d6i.

May Airvo 3 sé tu dong diéu chinh Iuu lugng oxy dé duy tri mic

FiO, da chon.

Oxy dugc néi vao céng nap ap suat thap (LPO)

May Airvo 3 khéng truc tiép diéu khién FiO,.

St dung luu lugng ké bén ngoai dé diéu chinh FiO, dén

muic quy dinh.

O oxy hién thj FiO, do dugc

Luuy

C6 thé mat vai phut dé két qua do oxy 6n dinh.

Sé can diéu chinh lai luu lugng ké bén ngoai sau nhiing thay déi déi véi
luu lugng muc tiéu cdia may Airvo 3.

Canh béo FiO, cao

Céc béc silam sang c6 thé cdu hinh canh bao FiO, cao dé tranh viéc sir dung cac
gia tri FiO, cao trong méi truding lam sang cu thé. Xem Hudng dan ky thuat
may Airvo 3 dé biét théng tin chi tiét vé thiét 1ap.

Néu canh bao dugc bat, ngudng béo déng dugc hién thi trén man hinh FiO,
muc tiéu.
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Peo giao dién thé ctia bénh nhan

Deo giao dién thd ctia bénh nhan cho bénh nhan theo hudng dan st dung di kém giao dién thé.
Hay can than lam theo tat ca cac cdnh bao va than trong.

Két ndi véi giao dién thé ctia bénh nhan
Két néi giao dién thd ctia bénh nhan vao dau ndi phia cudi 6ng thé.
Bénh nhan c6 thé dugc két néi véi 6ng thd dugc lam dm ngay lap tuc. Khi khéng cap thiét phai

bat dau liéu phap, ban nén dgi cho dén khi Airvo 3 phat mét giai diéu ngén va hién thj“Therapy On”
(Bat liéu phap) trén thanh Thong bao.

Gén kep 6ng thd vao quan 4o clia bénh nhan.

THAN TRONG

Gilt 6ng thd dugc lam dm cach xa cac day dan theo doi tin hiéu (vi dy: EEG, ECG/EKG, EMG,
may do oxy xung) dé€ gidm nguy cc gdy nhiéu tin hiéu can theo déi.

Luuy

C6 thé cdm thay khong khi 8m hon khi bénh nhan clia ban bat dau st dung Airvo 3. Diéu nay la
binh thudng. Bénh nhan nén tiép tuc thé nhu binh thudng

CANH BAO

Khéng dé 6ng thé ti€p xuc truc ti€p véi da bénh nhan trong thdi gian dai dé tranh nguy co
bi béng. Chuyén gia cham séc stic khde sé danh gia cac diéu kién dé tiép xdc an toan,

chang han nhu thdi gian va tinh trang da.

Khong che phi hodc téng nhiét trén miic nhiét moi trudng xung quanh déi véi bat ky phan
nao clia 6ng thd hodc giao dién thé, vi du: bang cach phd chan hodc sudi am bang buc xa
héng ngoai, méy susi gén tran hodc 10 4, vi diéu nay cé thé anh hudng dén chat lugng tri liéu
hoac lam bénh nhan bi thuong.

©f Ol ©

Khong st dung liéu phép luu lugng cao Optiflow cling véi cac giao dién thé clia bénh nhan
dang bit kin dé tranh nguy cc ngat thé hodc chan thuang khi ép.

Pam bao gilta hé théng tha va bénh nhan cé d6 ha du kién dt dé cho phép bénh nhan thé ra.

PS
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5.4 Trong khi thuc hién liéu phap

Theo déi bénh nhan theo cac phac dé cia bénh vién va danh gia 1am sang. Dam béo ban c6 thé nghe va phan ting véi moi canh bao clia
thiét bi.

Néu nguon dién bj gian doan va hét pin, may Airvo 3 sé dua ra canh bao Mat dién, sau do sé ngiing chay va khéng cung cap liéu phap cho
bénh nhan. Canh bao mat dién sé phét ra 10 gidy mét Ian trong t6i thiéu 120 gidy va dén tin hiéu phia trén man hinh cdm ting sé nhap nhay.
Sau khi c6 dién tr& lai, c6 thé khai dong lai mdy Airvo 3 va may sé gt lai cac cai dit liéu phap va cdnh béo trudc do.

CANHBAO
Néu st dung pin lam nguén dién, hay kiém tra dinh ky tinh trang pin d& dam bao pin khéng bi hét dién trong khi dang thuc hién
liéu phap.

5.4.1 Man hinh khéa (tuy chon)
Man hinh khéa c6 thé ngan chin nguy co vé tinh thay déi cai dat.

=
E.
S
O
=
L
=

Thodt  Béngchon Pé bat man hinh khéa:

1. Nhan = dé m&menu hé thong.
Khoa Man hinh

2. Chon Man hinh khoéa tir menu hé théng.
Cai dit va Bdo dong o:;@ i Biéu tugng El dugc hién thi trén thanh Théng bao.

HE THONG

Pé& tit man hinh khéa:

3. Cham vao man hinh da bi khéa, sau do gitr biéu tugng M& khéa trong
ba giay.

Théng tin Thiét bj

10ng phan phai liéu phap nao

Gilr dé m& khéa

e,
5

ng phan phdiliéu phap nao & ¢' 8] 1o
S

Pang 6n dinh dén gia tri muc tiéu
5.4.2 Theo déiva diéu chinh cai dat

Diéu chinh cai dat khi can thiét. Hau hét cac thay d6i sé co hiéu luc sau khi nhan nit xac nhan

nhung c6 thé mat vai phut dé mot s6 cai dat, chdng han nhu dd dm muc tiéu, phan tng véi o

cac thay di. Cac 6 hién thi biéu tugng dau chadm Iiing déng (...) dé biéu thi réng cai dat liéu Giati__
phép van chua dat dugc muc tiéu. muctieu

5.4.3 Kiém soat lugng nuéc ngung tu
Xa lugng nudc ngung tu du thira ra khoi 6ng thé bang cach:

Ponvi

1.Théo 6ng thd ra khoi giao dién thd cGia bénh nhan, va
2.Nang dau 6ng thd & phia bénh nhan lén dé nudc ngung tu chdy vao ngan chia nudc.

Gidm mic luu lugng xudng dudi 30 L/phit néu nudc ngung tu khéng tu chay vao ngan chira nude. Dua mic luu lugng vé cai dat quy dinh
sau khi thoat nudc & 6ng tho.

Hudng khong khi lanh ra khéi 8ng thé dugc lam &m néu cé thé. May diéu hoa khéng khi, quat, clia s6 dang mé va cac nguén khéng khi lanh
khéc cé thé lam tang tinh trang ngung tu.

Hay can nhéc gidm dé §m muc tiéu néu tinh trang ngung tu van tié€p dién.
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5.5 Dichuyén may va van hanh pin

N
C)ng dan khi dau vao kép HPO (Oxy ap su4t cao)

va pin sac bén trong cung cap khé nang tri liéu
lién tuc trong qud trinh van chuyén trong bénh vién. l’

Nguén cap

oxy gén tudng —— Ong g6p dan khi

Khi may Airvo 3 chi dugc cap ngudn bang pin, r
dau vao kép HPO

mdy sé tao am it hon; dé biét thém chi tiét,

hay xem Phu luc 4.

Ong g6p dan khi dau vao kép HPO strdung ngudn [@(((C-(
cap oxy vdi ap suat cao nhat.

Khi di chuy&n may Airvo 3 ciing véi bénh nhan

clia ban:

1. Dam bao may Airvo 3 dugc gan vao khung tru
didong.

2. Thuc hién cac diéu chinh cai dat liéu phap can
thiét d€ van chuyén trong bénh vién.

Bo diéu chinh
4p suat

3. Néu st dung oxy b8 sung:

« Kiém tra d€ ddm bao réng binh oxy c6 chita du oxy
cho qué trinh di chuyén hay khéng.

- Bat thiét bj diéu tiét ap suat binh oxy.

- Ngat két nGi 6ng dan oxy khéi nguén cap gan tudng.
Gan vao mot binh oxy thit hai khi di chuyén quang dudng dai hon hodc méc
trén khung tru di dong Airvo néu khong can thém oxy.
Ong gop dan khi dau vao kép HPO sé ty dong st dung ngudn cap 12 binh oxy. Kiém tra xem pin c6 da dién dé van chuyén trong bénh vién
hay khong. Pin mai sé cho phép thuc hién liéu phap trong khoang 50 phut khi dugc sac day. Canh béo Low Battery (Pin yéu) sé xuat hién khi
pin con lai 35% (khéng co thay d6i nao vé thiét bi hoic liéu phéap). Canh béo Critically Low Battery (Pin rat yéu) sé xuat hién khi pin con lai 20%
(tinh nang lam &m bi tat, oxy va luu lugng khi tiép tuc dugc cung cap). Khi hét pin, méy Airvo 3 sé& ngling cung cap liéu phap va dua ra
canh bao Power Out (Mat dién).
4. Rut phich cdm may Airvo 3 khoi nguén dién gan tudng.
5. Méy Airvo 3 sé hién thi canh bao Battery Mode: Low Humidity Optiflow - Luu Iugng cao DUNG o
(Ché do tiét kiem pin: D6 am thap).
6. Khiban dén dugc dia diém can dén:

+ Két ndi lai may Airvo 3 v6i nguén dién gan tudng va ngudn cap oxy 37 30 21
*c

gan tudng.

L/min % FiDy

« Tat thiét bj diéu tiét ap sudt binh oxy dé tranh rdt can binh oxy va
chuyén sang nguén cap oxy gan tudng. J RR = bpm HPO
Néu khong st dung 8ng gop dan khi dau vao kép HPO, hay két néi binh oxy /) Ché o Pin: 80 &m Gidm
(néu can) véi mot trong cac cdng nap oxy khi van chuyén bénh nhan. Dam bao
moi ngudn cap oxy dugc két ndi véi cdng nap oxy &p suat thap (LPO) déu bi tat khi
thiét bi & ché do cha va khong cung cap liéu phap.

CANHBAO

Chi van chuyén may Airvo 3 khi méay da dugc gan vao khung tru di ddng. Néu can thado may Airvo 3 ra khéi khung tru di dong,
hay dé hét nudc ra khéi ngan chida nudc.

Chi st dung pin Airvo 3 véi may Airvo 3.

Chi sac pin Airvo 3 véi may Airvo 3.

M4t nguén dién sé dan dén may khong thuc hién liéu phap. Trong trudng hgp c6 canh bao Critically Low Battery (Pin rat yéu),
hay nhanh chéng két néi thiét bj Airvo 3 vao nguén dién gan tudng dé tranh may khéng thuc hién liéu phap do hét pin.

Lién hé véi nhan vién ky thuat dé thao pin khai thiét bi néu khéng cé y dinh st dung pin trong thdi gian dai.

-
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5.6 Dung liéu phap

Khi két thuc liéu phap:

Optiflow - Luu lugng cao oirne @ 1. Thao giao dién thé ctia bénh nhan ra khoi bénh nhan.
i i % 2. Néu oxy dugc cung cap qua céng nap oxy ap suat thdp & mat trén clia
37 3 u 2 1 may Airvo 3, hay tit va ngét ngudn cap oxy.
_ : Luuy
e Lfmin % FiOy 3
Méy Airvo 3 sé tu dong ngat oxy dugc cung cap qua cdng nap oxy
RR = bpem HPO ap sudt cao. Ban khong can phai ngét két néi.
L1t phip dang bk & i) om 1. Nhan vao nat STOP (DUNG) dé két thuc liéu phap.

2. Xem lai moi cdnh bao, sau d6 nhan Yes (C6) dé xac nhan va vao ché dé
ch& hodc No (Khéng) dé tiép tuc liéu phap.

3. TatMay Airvo 3 bang cach gitr nit Nguén trong 2 gidy.

) 4. Nhan Yes (C6) dé tat nguén thiét bi.

Ngung tri ligu?

Phai lam sach va khir tring may Airvo 3 gilra cac lan stt dung cho cac

bénh nhan. Lam theo hudng dan tai x( ly néu bénh nhan da sir dung xong

thiét bi.

CANH BAO

DéE tranh bj bdng, khéng cham vao tdm lam dm hodc ddy ngan chita nudc.
Nudc trong ngan chtra va tam lam am bén dudi ngan dudi sé néng lén
trong khi st dung.

Tat ngudn oxy ap suat thap trudc khi nguing liéu phap. Phai tit luu lugng
oxy khi may Airvo 3 khéng thuc hién liéu phap dé oxy khong tich tu bén
trong thiét bi.

Liéu phdp dang bat

Ché dd ch

6. Theo doi dir liéu

CANHBAO

Phu hgp véi céc chi dinh st dung méy Airvo 3, chiic ndng theo déi clia may Airvo 3 dugc thiét ké dé st dung cho nhimng bénh nhan thé
ty nhién va khong danh cho nhiing bénh nhan can hé trg su séng. Bac si lam sang ¢6 trach nhiém Iya chon muic dé theo déi thich hgp
cho bénh nhan va chuén bi sén sang dé ting phé vdi cac canh béo va truc trac cda thiét bi. C6 thé can thiét bi giam sat doc lap, bé sung.

May Airvo 3 khong dugc thiét ké dé thu thap théng tin nhan dang vé ngusi dung cudi. D€ hoat dong hiéu qua, may Airvo 3 sé thu thap va
luu trir dit liéu gidi han vé liéu phap. DG liéu vé liéu phap sé duoc luu trt an toan trén thiét bi Airvo 3.

Théng tin gidi han vé may Airvo 3 c6 thé dugc F&P Healthcare thu thap thong qua cdng USB dé theo déi hiéu suat hoat dong clia thiét bi y té,
bao gébm c& ma nhan dang thiét bi. Biéu nay nham theo déi muc dé hiéu qua cla thiét bi y t& va nhimg diém can cai tién (vi du nhu firmware).
Thong tin dugc F&P Healthcare luu trir va sir dung mét cach an toan bao mat va khong bao gém bat ky dir liéu nao lién quan dén thong tin

ca nhan clia bénh nhan.

DE biét thém théng tin vé loai d{r liéu nao ¢6 lién quan dén cac hoat dong nay, hay tham khao Hudng dén ki thuat mdy Airvo 3.

Vui ldng tham khao cac Diéu khoan va Diéu kién dé biét nghia vu bao vé dit liéu va quyén riéng tu clia ban. Ngoai ra, hay tham khao Tuyén b
vé Quyén riéng tuToan cau clia chiing t6i trén trang web dé biét thém vé cach chiing téi xtt Iy théng tin ca nhan.
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6.1 Dirliéu va Biéu do

May Airvo 3 ghi lai dt liéu trong vong t&i da 24 gid d€ c6 thé xem lai trén man hinh D liéu va Biéu d6, c6 thé truy cap béng cach nhan nat
théng tin Dif liéu va Biéu d6 |22 tirMan hinh chinh. Théng tin trong D& liéu va Bidu dé sé bi mat néu mat dién tif pin va nguén dién
gan tudng. Tham khao Huéng dén ki thuat méy Airvo 3 dé biét thong tin vé xirly di liéu.

< Luru Iurging

6.2 Ditliéu vé bénh nhan
Céc gia tri dugc hién thi trén man hinh dit liéu vé bénh nhan dugc mé ta bén dudi.
Céc phép do khéng cé san sé dugc hién thi la“—-". Cac phép do c6 thé khéng

€6 sén khi Airvo 3 & ché d6 chd hodc thiét bi chua thu thap da dir lieu dé

thuc hién phép do déng tin cay.

PS

~
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Nhan dan Pon vi M6 ta
Luu luong L/phut Mdic luu lugng khi tha dang dugc cung cap cho bénh nhan
RR BPM Nhip thé ctia bénh nhan (nhip thd méi phat), trung binh trong 90 gidy vita qua
Poam °C D6 dm khi thd dang dugc cung cap cho giao dién thd ctia bénh nhan
FiO, % Ty 1& oxy trong khi thé dang dugc cung cap cho bénh nhan
SpO,/FiO,* Ty lé SpO, va FiO,
SpO, and FiO, Ty lé SpO, trén FiO, va nhip th&
SpO,* % DO bao hoa oxy trong mau ngoai vi dugc do bang may do oxy xung
PR* BPM Nhip tim dugc do bang may do oxy xung (nhip méi phut)

Quay lai
man hinh chinh = RS

6.3 Biéu do dai han

>
Dirliéu va Biéu d6 Airvo 3 hién thi cac s6 do dugc ghi lai | Bachon
theo thdi gian trong vong t6i da 24 gid. Cac s6 do mdi EEQT dothi | |1 oang .
dugc thém vao phia bén phai ctia biéu dé. Dt liéu trudc thf(r)iag;gn thai gian - 0]
d6 sé cudn sang trai khi cac s6 do mai dugc thém vao. biéu d6 u
Céc khodng tréng sé xuat hién trong dir liéu dugc lap —_>

biéu d6 néu dimg liéu phap hodc thiéu s6 do do
chat lugng tin hiéu kém.

Céc biéu d6 c6 sén dugc mé ta trong bang dudi day.

Nhan dan Pon vi M6 ta
Luu IL!’?’ng L/phut Mdrc luu lugng khi thd muc tiéu dugc cung cap cho bénh nhan
muc tiéu
RR BPM Nhip thé ctia bénh nhan (nhip thd méi phat), trung binh trong 90 gidy viia qua
FiO, % Ty 1é oxy trong khi thé dugc cung cap cho bénh nhan
SpO,/FiO,* Ty 1é SpO, va FiO,
ROX* Ty lé SpO, trén FiO, va nhip th&
SpO,* % D6 bao hoa oxy trong mau ngoai vi dugc do bang may do oxy xung
PR* BPM Nhip tim dugc do bang may do oxy xung (nhip méi phut)

*Chi kha dung néu dugc két ndi véi may do oxy xung
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7. Khac phucsu co

Phan nay mé ta cac nguyén nhan phé bién ciing nhu giai phap cho cac su cé va canh bao ma ban cé thé gap phai khi st dung may Airvo 3.
Hudng dan ky thuat may Airvo 3 cé chiia théng tin bé sung cé thé hiu ich cho viéc gidi quyét cac su ¢d nang cao hon.

7.1 Canhbao

May Airvo 3 cé canh bao bang dm thanh va hinh &nh @& canh béo ngudi dung vé cac gian doan trong diéu tri cho bénh nhan. Nhiing canh
bao nay do hé thdng bao déng thong minh tao ra, hé théng xt ly théng tin tir cac cdm bién va thong s6 cai dat muc tiéu clia thiét bj va so
séanh théng tin nay véi cac gidi han da dugc Iap trinh sén. Nhimg thay d6i vé cai dat canh béo sé dugc luu trong hodc sau cac l1an mat dién.
Deén tin hiéu nhap nhéy va thong tin vé khac phuc su ¢6 dugc hién thi trén man hinh cdm tng may Airvo 3 khi ¢6 bat ky canh bao nao dang
hoat déng. Mau clia dén tin hiéu cho biét tinh trang canh bao dang hoat dong dugc uu tién cao nhat.

7.2 Miic uu tién canh bao
Céc canh bao dugc x&p nhém theo muic dd khan cap va muic dd nghiém trong thanh ba muic dé uu tién: thap, trung binh, cao. Khi c6 nhiéu

canh bao dang hoat d6ng, cdnh bao b&ng am thanh, dén tin hiéu va mau nén ca thanh Thong béo sé biéu thi cdnh bao c6 mic uu tién cao
nhat dang hoat dong.

Pén tin hiéu

- Can phan héi déi vai moi canh bao.
- Can phan héi nhanh chéng d6i véi moi canh béo c6 muc uu tién trung binh.

« Can phan héi ngay lap tic d6i véi moi cnh bao c6 muic uu tién cao.

Muic uu tién Mau thanh thong bao, mau dén tin hiéu
Thap Mau vang 6n dinh Tiéng bip cao sau d6 trdm
Trung binh Nhap nhay mau vang 3 tiéng bip sau méi 9 gidy
Cao Nhap nhay mau do 10 tiéng bip sau méi 5 gidy
CANHBAO

C6 thé khéng nghe dugc cdnh bao bang &m thanh néu am lugng canh bao dugc dat thap hon tiéng 6n xung quanh. Bd I& cdnh bao
6 thé dan dén xay ra thuang tich cho bénh nhan. Tham khdo Hudng dan ky thuat may Airvo 3 dé xem lai va cai dat am lugng canh béo.

7.3 Tin hiéu thong tin dang am thanh
Nhing &m thanh thong bao do mdy Airvo 3 phéatra la:

Giai diéu Y nghia

Chubi 5 am bao ting dan Khithd da &m lén

Mot am bao Thao tac cham trén man hién thj da dugc ghi lai

Mét am tram, theo sau la mdt am cao Tat ca cac cdnh bao dang hoat dong da dugc gidi quyét

Nét cao theo sau la 2 nét tram (giéng hét nhau), Canh bao Mat dién dang hoat ddng. Nguén dién gan tudng da bi ngat
1ap lai sau méi 10 giay hodc bi tat va pin da hét dién

Chuébi 3 am bao giam dan Méy da hoan tat qua trinh tit nguén

Chubi 3 am bao véi am dé cao, thap va trung binh Thiét bi da dugc bat



7.4 Xem chitiét cdnh bao

Céc canh béo dugc hién thi cing vdi ggi y va nat hanh dong

dé quan ly théng tin canh bao:

+ Nh&n nat Audio Pause (Tam diing Am thanh) dé tét
ti€éng canh bao trong 120 gidy. Nut Audio Pause
(Tam dimg Am thanh) sé chuyén thanh Zj:ﬁ khi cac
canh bdo bang am thanh da tat.

- Stdung dé cudn qua nhiéu dé xuat. Mot s6
canh béo chi co mét gidi phap dugc dé xuat.

« Nhan Hide suggestions (An dé xust) dé thu gon
thong tin cdnh béao vao thanh Théng béo. Khéi phuc
dé xudt bang cach nhan vao tinh trang canh bao
trén thanh Théng béo.

Tinh trang cdnh bao va nut hanh déng dugc hién thi
trén thanh Thong bao khi théng tin cdnh bao da
thu gon.

Thanh Thong bao hién tiing tinh trang canh béo khi
€6 nhiéu cdnh bao dang hoat ddng. Nhan vao thanh
Théng bao sé hién thi danh sach cac tinh trang canh
bao dang hoat dong, tir muc uu tién cao nhat dén muic
uu tién thap nhat va dugc sap xép theo trinh ty thai
gian xay ra.

Tin hiéu canh béo luén chi ra tinh trang canh bao dang
hoat déng c6 muc uu tién cao nhat.

7.5 Kiém tra hé théng canh bao

DE kiém tra hé théng canh bao:

1. & ché d6 chg, thao 6ng tha sau d6
nhan“Start” (B4t dau).

2. Xacminh rang canh béo “Check tube”
(Kiém tra 6ng) bang hinh dnh xut hién
trén man hinh.

3. Kiém tra dé€ dam bao rang deén tin hiéu
nhap nhdy mau vang.

4. Kiém tra d€ dam bao rang cé thé nghe dugc
tin hiéu canh béo bang am thanh.

Tinh trang cadnh bdo

\
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Phit hign Téc ngh&n | B <« An
dé xuat
Buée
Ki#m tra dng tuyp cd <— Dé xuat/
bi tc nghién khang. hanh déng

f Tam diing am thanh

/N Phit hién Tac nghén

[ 38

Tinh trang canh bao

Nut hanh dong

¢ o
A An dé xuat

OK Dbt lai & bo qua

Thigu Ong khuyu X3 bén

fr\' Tam duing cdnh bao
K Huy tam diing canh bao

RO, Cao

v’ | <—Hién thi dé xuat

L S6 lugng canh bao
dang hoat dong

<— Canh bao dang
hoat dong

LTam ding am thanh

Khéng st dung may Airvo 3 néu thiét bj nay khdng qua dugc Ian kiém tra ny. Lién hé véi dai dién clia Fisher & Paykel Healthcare cda ban.

7.6 Canhbao clia may Airvo 3

Hé théng canh béo théng minh clia may Airvo 3 uu tién nhiing cdnh bdo phu hop nhat véi ngusi dung. Do d6, néu man hinh hién thi
canh béo c6 muic dé uu tién cao hodc trung binh thi moi cdnh bao cé muic d6 uu tién thap sé khéng dugc hién thi cho dén khi cac cdnh bao

€6 muc d6 uu tién cao hon dugc gidi quyét.

Bang dui day hién thj tit ca cac canh béo c6 thé gap phai khi s dung méy Airvo 3 cling nhu nguyén nhan phé bién, cach giai quyét va
bat cirkhd ndng cham tré nao von 6 trong viéc xac dinh cac diéu kién canh bao. Thiét ké ctia hé théng canh bao tuy thudc vao vj tri du kién

clia ngudi van hanh cach thiét bj 2 mét.

Y nghia

Tinh trang canh bao Mirc uu Cham tré
tién
L6i
L6i thiét bi Cao -
[Fault X.X.X]
L6i thiét bi Trung -
[Fault X.X.X] binh
Canh bao hé théng nguén
Mat dién Cao <5 gidy

D3 xdy ra 16i ky thuat va bénh nhan c6 thé can dugc cham soc ngay. Khai dong lai thiét bi dé giai
quyét tinh trang 16i. Néu sy ¢ van tiép dién, hay lién hé véi dai dién dich vu ctia ban

D3 xay ra 16i ky thuat va bénh nhan c6 thé can dugc chdm séc nhanh chéng. Khai dong lai thiét bi dé
gidi quyét tinh trang 16i. Néu su ¢4 van tiép dién, hay lién hé véi dai dién dich vu cda ban.

Méy Airvo 3 da bi ngat két ni véi ngudn dién gan tudng va pin trong méy da hét dién. Canh bao bang

am thanh sé phat mét Ian sau méi 10 gidy trong 120 gidy va dén tin hiéu phia trén man hinh cdm tng
s& nhap nhay. Man hinh cdm (ing tét khi c6 cdnh bao Mat dién. May Airvo 3 sé tit sau khi phat tin hiéu
canh bao Mat dién nhung sé tu dong khai dong lai néu nguén dién dugc phuc héi trudc khi tét.
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Tinh trang canh bao Miicvu  Chamtré
tién
Pin khéng dugc hé trg Trung <5 giay Thiét bi sap hét pin va dudc két néi véi loai pin khong dung hodc khong thé thiét 1ap thong tin lién lac
binh véi pin. Sac pin bi tat. Trong khi st dung pin, hién tugng nay cting giéng nhu canh bao Pin rat yéu.
Pin ratyéu Trung <5 giay Mic pin Airvo 3 rat thip va cho biét réing con it nhat 5 phat niia la can hét pin. Chic ndng tao dé &m
binh dugc tét dé duy tri hoat déng clia quat théi va ngudn cap oxy. K&t néi véi nguén dién gén tudng dé

ti€p tuc liéu phap nhu binh thuong.

Pin yéu Thap <5 giay Muic pin Airvo 3 thap va cho biét rang con it nhat 10 phut nia la can hét pin. Két néi véi nguodn dién
gan tudng dé tiép tuc liéu phap nhu binh thudng.
[
Ll Pin khéng hoat déng Thap <5 giay May Airvo 3 da phat hién 16i pin. Thay pin.
S
(U] Ché do Tiét kiém pin: Thap <5 giay May Airvo 3 da bi ngét két néi khai nguén dién gén tusing va thiét bi hién sdp hét pin. D6 am dugc
2 Giam d6 am cung cép c6 thé giam.
L
- L6i bd sac pin Thap <30 gidy B sac pin khong hoat dong binh thudng va da bj tat. Khai dong lai thiét bi dé giai quyét I6i.

Néu su ¢6 van tiép dién, hay lién hé véi dai dién dich vu clia ban.

Canh bao liéu phap - éng

Thiéu éng cit daura Cao <15 gidy Ong cit dau ra Airvo 3 da dugc thao ra khéi thiét bi trong khi thuc hién liéu phap.
Kiém tra dé ddm bao 6ng cut dau ra da dugc 13p khdp hoan toan vao may Airvo 3. Néu sy ¢6 van tiép
dién, hay thay 6ng cat dau ra.

Kiém tra Ong Trung <5 giay May Airvo 3 khong phét hién dugc 6ng thd duoc lam dm. Kiém tra xem 6ng tha dugc lam &m cé bi

binh hu héng khéng va da dugc két néi dung cach chua. Hay thay 6ng thé dugc lam &m néu su cd van
tiép dién.

Saidng Trung <5 giay Ong tha dugc lam &m khong phit hop véi liéu phap da chon hoac bi hong. Két néi 6ng thé da dugc
binh lam @m phu hgp. Thay 6ng thd néu su ¢6 van tiép dién.

L6i 6ng cut dau ra Trung <5 giay D3 phat hién xay ra 16i vai 6ng cat dau ra. Kiém tra d€ dam bao 8ng cit dau ra da dugc I3p khép
binh hoan toan vao may Airvo 3. Néu su c8 van tiép dién, hay thay 6ng cut dau ra.

Ong cit daura qua dm Trung <5 giay Ong cit dau ra &m dén muic khong thé chay kiém tra khdi dong.
binh Chd cho 6ng cut dau ra ngudi. Néu su ¢b van tiép dién, hay thay 6ng cut dau ra.

Canh béo liéu phap - luu lugng cao

Phat hién ro ri Trung <30 giay Ngan chifa nugc da dugc thao. Dam bao ngan chiia nudc dugc ldp vao may Airvo 3 ding cach. Néu

ngan chita nuéc binh su 6 van tiép dién, hay lién hé vai dai dién dich vu ctia ban.

Phathiénrori Trung <30 giday Khi dugc st dung cling giao dién thé clia bénh nhan Optiflow Junior 2, may Airvo 3 da phat hién stic
binh can dong clia hé théng day tha gidm. Kiém tra dé dam bao rang:

« ngan chtta nudc chua dugc théo ra va da dugc 1ap chinh xac,

«  8ng thd dugc lam dm da dugc cdm vao ding cach hodc khdng bi hu héng,
- giao dién thd clia bénh nhan chua dugc ngét két néi va

b loc khi dugc I3p chinh xac.

Né&u su c6 van ti€p dién, hay thay vat tu tiéu hao.

Phat hién tic nghén Trung <15 giay" May Airvo 3 da phat hién tdc nghén. Kiém tra dé dam bao réng:
binh +  khong c6 téc nghén trong 6ng tha dugc lam &m, giao dién tha clia bénh nhan va bé loc khi vao,

« strdung giao dién thd dung kich thudc cho bénh nhan, va

« muc luu lugng muc tiéu ndm trong pham vi dinh muc cla giao dién thé.

Néu sy c6 van tiép dién, hay thay vat tu tiéu hao.

Luu luong duéi muctiéu  Trung <2 phut M luu lugng may Airvo 3 thap hon muic luu lugng muc tiéu. Kiém tra dé dam béo rang:
binh «  khong c6 tdc nghén trong 6ng thé dugc lam &m, giao dién thé clia bénh nhan va bé loc khi vao,

« strdung giao dién thd dung kich thudc cho bénh nhan, va

« muc luu lugng muc tiéu nam trong pham vi dinh mic cGa giao dién thé.

Néu su ¢6 van tiép dién, hay thay vat tu tiéu hao.

Luu luong qua Muc tiéu Thap <2 phut Muic luu lugng Airvo 3 cao hon muic luu lugng muc tiéu. Kiém tra dé ddm bao réng:
« khéng c6 ro ri trong ngan chira nudc, 6ng thd dugc lam am va giao dién tha cla
bénh nhan,
+ bb loc khi nap da dugc Iap dung cach, va
« muc luu lugng muc tiéu nam trong pham vi dinh muc cda giao dién tha.

Néu su ¢6 van tiép dién, hay thay vat tu tiéu hao.



Tinh trang canh bao

Mufc uvu

tién

Cham tré
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Canh bao liéu phap - khac

Luu luong muc tiéu
qua cao

Kiém tra nudc

D6 am thap hon muc tiéu

Kiém tra diéu kién hoat
dong

Canh bao oxy

Khéng c6 ap suit O,
tai Céng HPO

FiO, dudi 25%

FiO, dudi muc tiéu

FiO, trén muc tiéu

FiO, cao (LPO)

0, khong nhu mong doi

FiO, cao (HPO)

Canh bao do oxy xung
L6i giao tiép
véi may do oxy xung
Khéng nhan thay
may do oxy xung

May do oxy xung
Khéng két néi

Cam bién may do

oxy xung khéng két néi

Trung
binh

Trung
binh

Trung
binh

Thap

Trung
binh

Trung
binh

Trung
binh

Trung
binh

Trung
binh

Trung
binh

Trung
binh

Trung
binh

Trung
binh

Trung
binh

Trung
binh

<60 giay"

<30 phut

<30 phut*

<1 phut

<5 giay

<30 giay"

<2 phut

<2 phut

<20 giay

<15 phut*

<5 giay

<10 gidgy

<10 giay

<5 giay

<5 giay*

Airvo 3 da vugt qua giGi han nhiét do bén trong. Viéc ti€p tuc van hanh & cau hinh hién tai c6 thé dan
dén thiét bj xy ra 16i va gidm hiéu qua clia liéu phép. Kiém tra dé dam bao réng:

+  khéng cé téc nghén trong 6ng thé dugc lam &m, giao dién thd clia bénh nhan va bé loc khi vao,
+ strdung giao dién thd duing kich thudc cho bénh nhan,

+ muc luu lugng muc tiéu nam trong pham vi dinh muc cdia giao dién thd, va

+ nhiét do méi trudng ndm trong pham vi dinh mic ctia thiét bi.

Canh bao nay sé dugc gidi quyét khi nhiét d6 bén trong may nam trong pham vi duy kién.

Ngén chifa nudc bi hét nudc. Thay tli nuéc dé tiép tuc hoat dong binh thudng. Hay ddm bao rang
ngan chita nudc va/hodc tdi nudc khong bi can nudc dé dam bao qua trinh lam dm khi thd dugc
lién tuc.

Méy Airvo 3 khong thé dat dugc dd &m muc tiéu. Kiém tra ngan chia nudc xem c6 nudc hay khéng
va dam bao dé ngan chiia khéng bi huhdng. Can nhic gidm dé 8m muc tiéu hodc téc dé luu lugng,
néu thich hgp. Néu su cé van tiép dién, hay thay ngan chira nudc.

May Airvo 3 da phat hién cac diéu kién moéi trudng xung quanh khéng phu hgp. Khéng st dung may
Airvo 3 khi nhiét dd méi trudng xung quanh dudi 18 °C hoac trén 28 °C. Chuyén thiét bj dén mai
trudng thich hop.

Oxy khéng dugc cdp vao cdng nap ap suat cao (HPO) trong khi thuc hién liéu phap. Kiém tra dé dam
bao nguén cap oxy dang hoat ddng. Néu str dung binh oxy, hay kiém tra xem binh c6 réng khéng.
Néu chuyén sang c8ng nap &p sudt thap (LPO) hodc dimg cap oxy, hay dat cai dat muc tiéu FiO,
thanh 21%.

Lugng oxy dugc cp cho cdng LPO da gidm xuéng dudi 25% trong khi thuc hién liéu phap. Kiém tra
xem nguén cap oxy cd bi ngat khong.

Néng dé oxy dugc cung cdp cao hon cai dat muc tiéu FiO,. Kiém tra xem nguén cap oxy cé dugc két
néi dung cach véi cdng nap HPO hay khéng va dam bao khéng cé ro ri & bét ky két néi 6ng dan oxy
nao. Dam bao s6 lugng thiét bj dugc két ni khdng vugt quéa cong sudt clia nguén cap oxy. Can nhac
str dung két ni LPO néu cdng suat clia ngudn cap oxy khéng du.

Néng d6 oxy dugc cung cép cao hon cai dit muc tiéu FiO,. Kiém tra dé dam bao réng nguén cap oxy
dang khéng két ndi véi c8ng nap oxy ap suat thap. M&i [an chi nén st dung mét nguén cap oxy.
Kiém tra xem nguén cap oxy cé dugc két néi diing cach véi céng nap oxy ap suat cao hay khong

va dam bao khéng c6 ro ri & cac két néi 6ng dan oxy.

FiO, do cdng LPO cung cdp cao hon ngudng Canh béo oxy cao dugc chon cho méi trudng 1am sang
du kién (pham vi 30-95% hodc Tat, méc dinh: Tat, hay xem Huéng dan ky thuat may Airvo 3). Kiém tra
xem FiO, c6 phii hgp vai tinh trang ctia bénh nhan hay khéng. Gidm FiO, vé pham vi binh thuong khi
lam nhu vay la thich hgp.

Oxy sé dugc cung cip cho may Airvo 3 khi & ché dé chd. Kiém tra tat ca cdc ngudn cap oxy xem cé bi tét
va ngat két néi hay khéng. Néu su c6 van tiép dién, hay lién hé vai dai dién dich vu ctia ban.

Muc tiéu FiO, cao han ngudng Canh béao oxy cao dugc chon cho méi trudng 1am sang du kién
(pham vi 30-95% hodc Tat, mic dinh: Tat, hay xem Hudng dén ky thuat may Airvo 3). Kiém tra xem
FiO, c6 phu hgp véi tinh trang cia bénh nhan hay khéng. Gidm FiO, vé pham vi binh thudng khi lam
nhu vay la thich hop.

Airvo 3 khong thé giao ti€p véi may do oxy xung. Kiém tra € dam béo cap dau néi USB, cap bo
chuyén déi cdm bién va cap cdm bién déu dugc két néi ding cach. Thay thé cap cdm bién, cap bd
chuyén déi, sau d6 la cap dau ni USB néu sy c6 van tiép dién.

Chua ghi nhan dugc may do oxy xung da chon. Vui 1dng thdo hodc thay mdy do oxy xung.

Cép dau ndi USB ctia may do d6 bao hda oxy trong méau dé bi ngat két ndi. Két néi lai cap dau néi
USB ctia may do do bao hoa oxy trong mau.

Khéng phét hién dugc cap cdm bién may do oxy xung hodc cap khong hoat dong. Kiém tra dé dam
bao cap cam bién dugc két néi ding cach véi cap dau ndi USB hodc thay cap cdm bién néu can.

PS
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Tinh trang canh bao

Cam bién may do
oxy xung tit phia
bénh nhan

Khéng c6 chi sé SpO,

Khéng ¢6 chi sé nhip tim

Kiém tra Cap/Cam bién
may do oxy xung

Cap may do oxy xung
khong tuong thich

Cam bién oxy xung
khéng tuong thich

Céap may do oxy xung
gan hét han sitdung
Céap cam bién may do
oxy xung gan hét
han sirdung

Hét thai gian ché
nhip tim

Phép do SpO, bi cham

Phép do nhip tim bi cham

Bang mach may do
oxy xung bi 16i

Kiém tra cdm bién
may do oxy xung

Thay thé cap may do
oxy xung

Thay thé cdm bién
may do oxy xung

Trung
binh

Trung

binh

Trung binh

Trung binh

Thap

Thap

Thap

Thap

Cao

Thap

Thap

Trung

binh

Trung
binh

Trung
binh

Trung
binh

Canh bao do oxy xung vé sinh ly

SpO, Thap

Sp0, cao

Cao

Trung
binh

Cham tré

<5 giay*

<5 giay*
(Masimo va
Nellcor)
<16 giay*
(Nonin)

<5 giay*
(Masimo va
Nellcor)

<16 giay*
(Nonin)

<5 giay*

<5 giay*

<5 giay*

<5 giay*

<5 giay*

<5 giay*

<5 giay*

<5 giay*

<5 giay*

<5 giay*

<5 giay*

<5 giay*

Ngudi dung

datt

Ngudi dung
dat"

Méy do oxy xung khéng con nhan dugc cac s6 liéu do SpO, tir phia bénh nhan. Kiém tra € dam bao
gén cam bién ddng cach vao vi tri do phu hgp trén bénh nhan.

Méy do oxy xung khéng guii céc s6 do SpO, hap Ié. Kiém tra cdm bién, cap va giao dién USB. Hay thir
thay thé lan lugt tiing thanh phan cho dén khi su ¢ dugc giai quyét.

Méay do oxy xung khéng guii cac s6 do Nhip tim hgp I&.
Kiém tra cdm bién, cap va giao dién USB. Hay thit thay thé Ian lugt tiing thanh phan cho dén khi su c&
dugc gidi quyét.

Chi riéng Masimo. Cap dau néi USB may do oxy xung theo nhip tim va/hodc cap cdm bién may do
oxy xung khéng hoat déng chinh xac. Vui 1dng thao va két néi lai phu kién va thay thé phu kién néu
su c6 van tiép dién.

Chi riéng Masimo. Cap dau néi USB may do oxy xung khéng tuong thich.
Vui Idng ngat két ndi khoi thiét bi.

Chi riéng Masimo. Cap cdm bién may do oxy xung khéng tuong thich.
Vui long ngét két nGi khoi thiét bi.

Chi riéng Masimo. Cap dau néi USB méy do oxy xung sép hét han sir dung.

Chi riéng Masimo. Cap cdm bién may do oxy xung sap hét han st dung.

Chi riéng Nellcor. Cap dau néi USB méy do oxy xung dang bao cao mét tin hiéu nhip tim ctia bénh
nhan. Kiém tra tinh trang ctia bénh nhan.

Chi riéng Nellcor. May do oxy xung dang biéu thi réng thdi gian trung binh dong clia may da vugt
qua 25 gidy khi do SpO,.

Chi riéng Nellcor. My do oxy xung dang biéu thi réng thdi gian trung binh dong clia may da vugt
qua 25 gidy khi do nhip tim.

Chi riéng Masimo va Nellcor. Cap dau néi USB clia mdy do oxy xung bi 16i. Vui ldng théo va két néi lai
cap va thay thé cap néu su 6 van tiép dién.

Chi riéng Masimo va Nellcor. Cap cdm bién may do oxy xung khéng hoat dong chinh xac.
Vui long théo va két ndi lai cap va thay thé cap néu su c6 van tiép dién.

Chi riéng Masimo va Nellcor. D4 xay ra 16i véi cap dau néi USB may do oxy xung va can thay thé.

Chi riéng Masimo va Nellcor. D4 x3y ra |6i v6i cap cdm bién may do oxy xung va can thay thé.

Kiém tra bénh nhan. S8 do SpO, da gidm xuéng dudi ngudng canh bao SpO, thip. Kiém tra dé ddm
bao cai dat cdnh bao phu hgp véi bénh nhan (Pham vi: 20-98%, mac dinh 85%, xem Hudng dan ky
thuat may Airvo 3).

Kiém tra bénh nhan. S8 do SpO, da vugt qua ngudng canh béo SpO, cao. Kiém tra d& dam béo cai
dat cdnh bao phu hgp véi bénh nhan (Pham vi: 21-99%, méac dinh Tat, xem Hudng dan ky thuat
may Airvo 3).
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Tinh trang canh bao Cham tré Y nghia

Canh bao khtr trung

Qua trinh khir tring Trung <3 phat May Airvo 3 khong thé lam dm dén nhiét d6 khit tring can thiét. Kiém tra d€ ddm bao réng:
khong duy tri dugc binh + dau ndi mau xanh duong clia 8ng khit trung dugc ndi vao phia trén cling ctia 8ng cit dau ra,
nhigtdo . dau mau d6 clia 6ng khr tring dugc néi vao cng ngan chiia nudc bén trai,

+ b6 loc khtrtring dugc néi vao céng ngén chida nudc bén phai,

Sau d6, khai dong lai thiét bi. Néu su ¢ khdng dugc gidi quyét, hay lan lugt thay 6ng khirtriing
va 6ng cut dau ra. Néu su 6 van ti€p dién, hay lién hé vai dai dién dich vu clia ban.

Phat hién qua nhiét Trung binh <5 gidy Méy Airvo 3 da phét hién nhiét d6 cao hon du kién trong chu trinh khr trung. Kiém tra dé
dam bao rang:
+dau ndi mau xanh duang ctia 6ng khir triing dugc néi vao phia trén cling cia 6ng cat dau ra,
. dau mau dd clia 6ng khr tring dugc néi vao cng ngan chiia nudc bén trai,
+ b6 loc khtrtring dugc néi vao céng ngén chida nudc bén phai,
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Sau d6, khai dong lai thiét bi. Néu su ¢ khdng dugc gidi quyét, hay lan lugt thay 6ng khirtring
va 6ng cat dau ra. Néu su 6 van ti€p dién, hay lién hé vai dai dién dich vu clia ban.

Kiém tra 6ng Trung binh <5 gidy Méy Airvo 3 khéng thé phat hién 8ng khir trung. Kiém tra dé ddm bao 6ng khtt tring khéng bi héng
va dugc cdm dung céach, sau d6 khéi déng lai thiét bi.
Néu su 8 khdng dugc gidi quyét, hay lan lugt thay 6ng khir triing va 6ng clit dau ra. Néu sy ¢ van
ti€p dién, hay lién hé vai dai dién dich vu ctia ban.

Phat hiénrori Trung binh <35 gidy Méy Airvo 3 da phat hién ro ri trong hé théng day khr triing. Kiém tra dé dam bao rang:
«Dau néi mau xanh duong clia 6ng kh trung dugc néi vao phia trén cung clia 6ng cut dau ra,
« Dau mau db clia 6ng khr tring dugc néi vao cng ngan chiia nudc bén trai,
« Bo loc khtrtriing dugc néi vao céng ngan chiia nudc bén phai,
Sau do, khai dong lai thiét bi. Néu su ¢ khdng dugc gidi quyét, hay lan lugt thay 6ng khir trung va
Ong clit dau ra. Néu sy c6 van tiép dién, hay lién hé véi dai dién dich vu cta ban.

Phat hién tic nghén Trung binh <10 gidy Méy Airvo 3 da phat hién tdc nghén. Kiém tra dé dam bao &ng khr tring khéng bi tic nghén va bo
loc khir trung khéng bj udt, sau d6 khdi dong lai thiét bi.
Néu su 8 khéng dugc gidi quyét, hay lan lugt thay 6ng khir trling va 6ng clit dau ra. Néu sy ¢ van
ti€p dién, hay lién hé vai dai dién dich vu ctia ban.

Kiém tra diéu kién Trungbinh <1 phutt May Airvo 3 da phat hién cac diéu kién moéi trudng xung quanh khéng phu hgp. Khéng sirdung

hoat dong may Airvo 3 khi nhiét do méi trudng xung quanh dudi 18 °C hoac trén 28 °C. Chuyén thiét bj dén
méi trudng thich hgp, sau d6 khéi déng lai thiét bj. Néu su ¢6 van tiép dién, hay lién hé vai dai dién
dich vu ctia ban.

Nguén dién gén tuéng Trung binh <5 gidy Day cap ngudn da bj thao va thiét bi khong thé thuc hién chu trinh khir trung. Két néi thiét bj vai
da ngitkétnai nguén dién gan tudng, sau d6 khai dong lai thiét bi. Néu su cd van ti€p dién, hay lién hé véi dai dién
dich vu ctia ban.

0,khéng nhumongdoi  Trungbinh <1 phut Oxy sé dugc cung cap cho mdy Airvo 3 khi & ché do khir trung. Kiém tra tit ca cac ngudn cap oxy xem

6 bi tat va ngat két néi hay khéng. Néu su ¢6 van tiép dién, hay lién hé véi dai dién dich vu clia ban.

* P tré dugc trich dan chi tinh dén dé tré tao canh bao clia may Airvo 3. D6 tré dugc trich dan khong tinh dén do tré cla thuat toan mo-dun mdy do xung oxy
cUa bén thir ba sé cé su khac biét.

* Ap dung d6 tré tao tin hiéu cnh bao bé sung la 2 giay
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8. Taixuly

Khi xtt ly méy Airvo 3 va phu kién, phai tuan tht nghiém ngat cac ky thudt vé tring tiéu chuan nham giam thiéu nguy co nhiém ban.
Giao dién thd ctia bénh nhan, 8ng thé dugc lam dm, ngan chiia nudc va 8ng cut dau ra c6 thé bi nhiém ban. S6m nhat c6 thé sau khi
st dung may Airvo 3:
1. Thao cac phu kién st dung mét lan khoi may Airvo 3 va thai bé ching theo luat phap, quy dinh clia dia phuong va quy trinh clia
bénh vién d6i véi viéc thai bd cac san pham bi nhiém ban.
« BOp céc canh clia dau ndi 8ng thd va nhac 1én dé thao ra khdi may Airvo 3.

« N&m chat bo két néi cdng va kéo ngan chiia nudc ra khdi méy Airvo 3 dé thaora.

Tai xtr ly phan v may Airvo 3 bang cach lam theo hudng dan trong phan 8.1.
Lam sach va khir triing & muic @ cao cho Ong clt déu ra bing cach lam theo hudng dan trong phan 8.2.
Thay thé cac phu kién trong pham vi thai gian st dung t6i da dugc néu & phan 8.3 (lich thay thé phu kién).

vk W

Lam sach va khtr tring cac phu kién may do do bao hoa oxy trong mau (bao gém ca cdm bién cé thé tai st dung) theo huéng dan clia
nha san xuat.

CANHBAO
Khong lam sach va/hodc khit tring may Airvo 3 khi bénh nhan dang st dung.

Khéng nhiing may Airvo 3 hodc cac phu kién vao bat ky dung dich tdy rifa nao hodc c6 géng khir tring bang néi hap, chiéu xa, hoi nudc,
khi d6t, oxit ethylene hodc bat ky phuong phap nao khac. Viéc nay sé lam thiét bi héng hdc nghiém trong.

8.1 Taixuly phan vé may Airvo 3
8.1.1 Vésinh bén ngoai thiét bi

Thiét bi

« Chat tdy rira nhe va nudc sach
«+ Vaisach khéng c6 xo

+ Gang tay bao hd

Huéng dan
1. Hoa dung dich nudc 8m sach va chat tdy rifa nhe (tham khao hudng dan st dung ctia nha san xudt chat tdy ria).
2. Lam &m miéng vai vé sinh béng dung dich tay ria.

3. Lauky tét ca cac bé mat bén ngoai clia thiét bi (bao gém ca Ong cut dau ra) trong it nhat mét phuit dé loai bé moi vét ban c6 thé nhin
thay dugc. St dung gdc/mép vai dé lau sach moi khe nhé cda thiét bi.

Lam &m miéng vai lau sach béng nudc sach.

Lau ky tat ca cac bé mat bén ngoai clia thiét bj bang vai dm dé€ lam sach va loai bd hét can chat khir trung.
Lau ky tat ca cac bé mat bén ngoai cta thiét bj bang vai kho cho dén khi nhin rd da kho.

DE khé trong khéng khi cho dén khi khé hoan toan.

N o v oA

8.1.2 Khiitring bén ngoai thiét bi

Chi thuc hién khti triing sau khi hoan thanh xong tat ca cac buéc vé sinh
Thiét bi

+ Khén lau khirtring

+ Vaisach khéng c6 xo

+ Nudc sach

+ Gang tay bao ho
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Huéng dan
1. Strdung khan lau khittring da dugc ngam san, lau ky tat ca cac bé mit bén ngoai clia thiét bi (bao gém ca Ong ctt dau ra).

2. Dam bdo rang c6 thé nhin ré cac bé mat nay ludn udt theo chi dan ctia nha san xuat khan lau khir trung. St dung thém khan lau néu can
dé dam bao rang cac bé mat nay van uét trong khoadng thai gian can thiét.

Lam dm miéng vai lau sach bang nudc sach.

Lau ky tat cd cac bé mat bén ngoai clia thiét bi bang vai 8m dé loai bo hét can chat khi trung.
Lau ky tat ca cac bé mat bén ngoai clia thiét bj bang vai khé cho dén khi nhin ré da kho.

DE kho trong khong khi cho dén khi khé hoan toan.

o vk w

CANHBAO
C6 thé dung céc chat tdy rdia khac néu ching: khéng mai mon, khéng ddc hai va khong an mon. Khong dung bat ky chat tdy rda nao
khong tuang thich véi nhua polycarbonate.

PS

Khéng dung céc chat tdy rira khéng tuong thich véi may Airvo 3 bao gém: amoniac, amoni hydroxit, xdt an da, iodine, metanol, rugu
metyl hda, turpentine va chat tdy trdng cé tinh kiém nhu natri hypoclorit. Sir dung bt ky san pham nao trong s6 nay sé lam héng
may Airvo 3.
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Tét va ngt két néi may Airvo 3 khéi nguén dién gan tudng trudc khi lam sach dé gidam nguy co bij dién giat.
Khong ngam thiét bj trong bat ky loai chat I6ng nao.

Khong phun chat léng truc tiép [én thiét bi.
Khéng st dung chat hé trg trang vi chiing cé thé lam héng 6ng cut.

Nhimng hudng dan nay da dugc nha san xudt thiét biy t€ xac nhan la cé kha nang chudn bj cho thiét b y té& dé c6 thé tai sir dung. Dan vi
xUr ly c6 trach nhiém dam bao rang qua trinh xtr ly dat duoc két qua mong muén, bang cach st dung duing thiét bi, vat liéu va nhan su
trong ca s& xut ly. Diéu nay doi hoi giam sat thudng xuyén trong qua trinh.

8.2 Taixulyéngcutdaura
Ong ctt dau ra can duoc lam sach va khir triing & muic d6 cao. Ong it dau ra c6 thé dugc tai it ly theo hai cach khac nhau.

8.2.1 Taixurly 8ng cit dau ra bang Bo khir tring (900PT600)
B6 khrtruing 900PT600 (xem hudng dan trong 900PT600).

8.2.2 Taixuly 6ng cut dau ra bang may rifa/may khir khuan

Ong clt d4u ra c6 thé dugc thao ra khoi may Airvo 3 dé Don vi tiét khuan trung tam hoac don vi téi x(r Iy tién hanh tai xir ly. Viéc tai x ly 6ng
clt dau ra phai dugc thuc hién trong may rdia-khit triing tuan thi va dugc bao tri, ki€m tra va xac nhan theo ANSI/AAMI ST15883-1:2009
(bén trong Hoa Ky) va ISO 15883-1:2006 (bén ngoai Hoa Ky).

Thao roi

Théo 6ng clt dau ra khdi may Airvo 3. Ndm chit giodng c6ng cao su trén 8ng cut dau ra,
dung ngon tay cai an xudng cac duding kep va kéo 6ng clt dau ra vé phia trudc clia

may Airvo 3.

Van chuyén

Lam theo céc quy trinh kiém soat nhiém tring clia bénh vién dé dong goi 8ng cut dau ra dé van chuyén. Bao vé éng cit dau ra tranh khoi
hu héng ca hoc trong qua trinh van chuyén.

St dung tam phi bdo vé cho may

Can bao quan may Airvo 3 dung cach sau khi tai xt ly. Bdo quan may Airvo 3 & nai sach sé,

khé rdo va khong cé bui, thich hgp cho cac thiét biy té.

Che day may Airvo 3 béng tdm phua b3o vé dé may luén sach sé trong qua trinh bao quan:

- GOi may Airvo 3 bang tdm ph bao vé (900PT603) sao cho nhan nhan dang trén tdm
phti ndm néi bat trén man hién thi ctia Airvo 3.

+ Niém phong tdm pht bang bang dinh dan 1én tdm pht béo vé.
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Lam sach va khti triing

Céc vat tu clia may rdia-khir trung can thiét dé tai xd ly 6ng cut dau ra may Airvo 3 la:

« Chattdy ra cé tinh kiém nhe nhu neodisher® MediClean forte (0,2% v/v)

Dt éng cut dau ra vao may rlra-khi tring va huéng 6ng cut dau ra sao cho dung dich tdy rira c6 thé tiép xuc vdi tat ca cac bé mat bén trong
va ¢6 thé thoat nudc. Chay chu trinh lam sach va khir trung muc do cao bang nhiét:

- Trudc khi lam sach: Trang nudc lanh trong it nhat 1 phat

« Lam sach: Rtia & nhiét dé 55 °C trong it nhat 5 pht véi chat tdy rra cé tinh kiém nhe theo huéng dan clia nha san xuét
(vi du: neodisher® MediClean forte, 0,2% v/v)

- Trung hoda: Trang nudc lanh trong it nhat 1 phat
« Trang sach: Trang nudc lanh trong it nhat 1 phut
« Kh{trung bang nhiét: 90 °C trong 5 phut

- Sdy kho: 90 °C trong 25 phut

Luuy
Khong vugt qué thoi gian st dung t6i da ctia 6ng cut dau ra.
Lam theo hudng dan va canh béo clia nha san xuat déi vai tat c cac san pham tay rla.

Kiém tra bang mit thuéng

Kiém tra bang mat thudng 8ng cut dau ra xem cé huhdng co hoc hodc vong dém ngan chia nudc cé bi bién mau khong. Néu vong dém
hodc 6ng cut c6 vé bi hu hdng hodc bién mau, hdy thay thé 6ng cit dau ra.

CANHBAO
Khéng st dung 6ng ctit dau ra néu vong dém hoic 6ng ctit c6 vé bi hu hdng hoic bién mau. Ong cit dau ra bi hong cé thé anh hudng
dén viéc thuc hién liéu phap.

Bédo quan va van chuyén

Can phai bao quan 6ng cut dau ra duing cach sau khi tai xr ly. Bao quan 6ng cit dau ra trong tudi nhua kin, sach c6 dan nhan chi tiét vé quy
trinh khit triing. Lam theo quy trinh ctia bénh vién déi véi viéc bao quan céc thiét bj da khirtrung & muic do cao. Bao vé 6ng clt dau ra tranh
khéi hu hdng ca hoc trong qué trinh van chuyén. Bdo quan 6ng cut dau ra & nai sach sé&, khé rdo va khong cé bui, thich hgp cho cac thiét bi
y té. Ngoai ra, c6 thé 13p lai 8ng cat dau ra vao mdy Airvo 3 sau do che day bang tdm phl bao vé cho dén 1an sir dung tiép theo.

Lap rap lai

Khi thiét lap may Airvo 3 cho lan st dung tiép theo, hay lam theo cac budc I3p rap lai bén dudi.
Néu tién hanh Iap rap lai trudc lan sit dung tiép theo, hdy che day mdy Airvo 3 & tinh trang 6ng cut
dau ra dugc I3p cing vai tam pht bao vé sach.

Trugt 6ng cut dau ra da khir triing vao khe bén trén phan ngan chira nudc clia may Airvo 3.
D&y manh vao phia trudc 8ng cut cho dén khi 6ng cut khép vao ding vi tri.

Luuy

Dam bao éng cut dau ra dugc I3p vao may Airvo 3 trudc khi gan 6ng thd dugc lam am.
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8.3 Lich thay phu kién
Céc phu kién ctia may Airvo 3 phai dugc thay theo lich bén dudi. Tat ca cac phu kién dugc dung cho mét bénh nhan phai dugc thai bo sau khi

thyc hién liéu phap cho bénh nhan dé€ ngan chadn nhiém khudn chéo. Thay thé cac phu kién trong khoang thai gian dugc néu dudi day hodc
ngay lap tic néu chiing bi hong hodc bién mau.

Phu kién S dung téi da

Giao dién tha Optiflow Junior 1 tuan hodc 1 bénh nhan (tuy diéu kién nao dén trudc)
Giao dién thé Optiflow+ / Optiflow+ Duet 14 ngay (7 ngay khi st dung may khi dung),

Giao dién thé Optiflow 3S hodc 1 bénh nhan

Tat ca bd 6ng thé va ngan chira nugc AirSpiral (tuy diéu kién nao dén trudc)

Boé loc khi 3 théang hoac 1000 gid st dung

(tuy diéu kién nao dén trudc)

Ong cut daura 5 nam hodc 50 chu trinh may rifa-kh(r trung
(tuy diéu kién nao dén trude)

Pin* 300 chu trinh xa hodc 2 nam ké tir1an st dung dau tién
(tuy diéu kién nao dén trudc)

Phu kién may do oxy xung Tham khao hudng dan st dung di kem thiét bi

* Xem Hudng dan ky thuat méy Airvo 3 dé xem hudéng dan thay pin.

8.4 Thaybé lockhi

May Airvo 3 sé hién thj théng bao khi khéi dong néu bo loc khi d&n han can
thay thé.

Bén han thay bd loc khi. Thay ngay?

Bat dau bang viéc thao b loc ch:
1. Nang ndp bd loc.

2. Bdy manh dung cu thao bo loc xudng céng nap oxy ap suat thap dé dung cu thdo
c6 thé bam chit.

Gilf n(t nha bo loc khi.
Kéo dung cu thao bo loc 1én dé théo bé loc.
L3p bd loc mai vao va ddy xudng dinh ctia bd loc cho dén khi khdp vao vi tri.

o vk~ w

Ha thap ndp bo loc.

8.5 Baoduédng

May Airvo 3 khong doi héi phai béo tri thudng xuyén va khéng cé cac phu tung ma ngusi dung c6 thé tu bao dudng dugc. Néu hé théng
Thiét bi Y t& bj thay d6i so véi théng s6 ky thuat clia nha san xudt thi can phai danh gia theo cac yéu cau cla tiéu chuan 60601-1. Tham khao
Hudng dan ky thuat may Airvo 3 dé biét thong tin vé kiém tra nghiém thu san pham, kiém tra chiic ndng va phu tung thay thé. Lién hé vdi
dai dién Fisher & Paykel Healthcare ctia ban néu xuat hién 16i hodc néu ¢ lo ngai vé viéc may Airvo 3 khong hoat dong chinh xac.

PS
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9. Bo d6 bao hoa oxy trong mau

Airvo 3 hé trg cac phu kién may do oxy xung sau day:

+ Cap mdy do oxy xung Masimo SET uSpO, (3412)

- Medtronic Nellcor OxiCable (PMC10N-SF)

+ USB Nonin Xpod 3012LP (6703-001)

- Cap dau ndi USB Nonin Xpod 3012HR (114403-001)

Méy do oxy xung chti yéu do do bao hda oxy clia mau va nhip tim. D6 bao hoa oxy hodc Sp0, la ty 1& phan tram hemoglobin trong mau dugc
bao hoa oxy. Hemoglobin la mét loai protein trong héng cdu mang oxy tir phéi dén phan con lai ctia ca thé. Nhip tim I3 s6 nhip tim méi phut.
Méy do oxy xung hoat dong bang cach phat ra hai budc s6ng anh séng khac nhau, thudng la anh séng doé va héng ngoai, vao vi tri mé dugc
tudi mau nhu dau ngon tay hodc dai tai. Anh sang phat ra di qua mé va cdm bién quang trong cdm bién sé do cudng dé clia anh sang dugc
truyén qua hodc phan xa. Bang cach so sanh muc hap thu anh sang do va hong ngoai, may do oxy xung sé tinh toan ty Ié oxy dugc bao hoa
trén tng lugng hemoglobin trong mau, ty 1& nay dugc st dung dé xac dinh muic d6 bao hoa oxy. Ngoai ra, thiét bi con phan tich sy bién déi
& cudng do anh sang dé do nhip tim cdia bénh nhan.

9.1 Canh bao, can than va luu y vé do oxy xung

CANHBAO

« Phu hop vi cac chi dinh st dung may Airvo 3, chiic nang theo déi ciia may Airvo 3 dugc thiét ké dé sit dung cho nhiing bénh nhan tha
tu nhién va khéng danh cho nhiing bénh nhan can hé trg su séng. Bac silam sang c6 trach nhiém lya chon muc do theo déi thich hgp cho
bénh nhan va chuan bi sdn sang dé ting phé véi cac canh bao va truc tric ctia thiét bi. C6 thé can thiét bi giam sat doc lap, bé sung.

« Néu c6 nghi ngd vé bat ky s6 do nao, trudc tién hay kiém tra cac dau hiéu sinh tén cia bénh nhan bang cac phuong phap thay thé, sau do
ki€m tra may do oxy xung xem c6 hoat déng binh thudng khéng.

« SUrdung céc cai dat canh béo khac nhau trén cac thiét bi trong cing mét khu vuc, chdng han nhu phong chiam séc tich cuc, c6 thé gay
nguy hiém.

« Dinh ky dat lai vi tri cdm bién dé gitp phong nguia thi€u mau cuc bo.

« Néu c6 nghi ngd vé bat ky s6 do nao, trudc tién hay kiém tra cac dau hiéu sinh tén clia bénh nhan bang cac phuong phap thay thé. Sau d6
kiém tra dau n6i USB, bd chuyén ddi, cdm bién ctia may do oxy xung va may Airvo 3 xem c6 hoat ddng binh thudng khéng.

« C8n than khi di day cap dé gidm kha nang bénh nhan bi vudng vao day hoac day siét vao cé.

- Khéng st dung cdm bién may do oxy xung danh cho mét bénh nhan trén nhiéu bénh nhan dé tranh Iay nhiém va/hodc nhiém khuan chéo.

« Tham khdo hudng dan st dung cdm bién may do oxy xung ctia bén thut ba dé biét thong tin vé nhiing rai ro khi st dung lai loai cdm bién
sttdung mot lan.

« Lam theo hudng dan st dung di kém cdm bién, bd chuyén d6i va cap két néi USB clia may do oxy xung dung nhiéu 1an dé lam sach va khi
trung céc thiét bi nay gidia cac lan st dung cho cac bénh nhan nham tranh lay nhiém va/hodc nhiém khuén chéo.

« Mb cé thé bi tén thuong do st dung cdm bién khong dung cach, vi du nhu khi quan cdm bién qua chat. Lam theo hudng dan di kém cdm
bién dé st dung dung.

- Chistrdung cac cdm bién va phu kién may do oxy tuong thich cho cac s6 do SpO, va nhip tim. Xac minh tinh tuong thich trudc khi sir dung
dé tranh viéc mdy Airvo 3 hoat dong khéng chinh xéc, cac s6 do khéng chinh xac va/hodc gay thuang tich cho bénh nhan. Xem Phu luc 3
dé biét danh sach cac phu kién tuong thich.

« Oxy b8 sung sé lam gidm cac mé thuic giam d6 bao hoa oxy. Tinh trang suy hé hap cla bénh nhan cé thé nghiém trong hon trudc khi cac
mé thiic xuat hién trong xu hudng bao hoa. Ludn than trong khi theo déi bénh nhan st dung oxy bé sung.

« Nguy cd né: Khéng st dung thiét bi nay trong méi truding dé né hodc noi cé thudc gay mé hoic cac khi dé chay.

« DEtranh bj dién giat, luén thdo cdm bién va ngat két ndi hoan toan may do oxy xung trudc khi tdm cho bénh nhan.

Nellcor:

« Khéng dua vao duy nhat Nellcor OxiCable dé€ danh gia bénh nhan. Phai st dung thiét bi nay két hop véi cac dau hiéu va triéu chiing
lam sang.

- Trdnh d8 chat 1dng vao Nellcor OxiCable.

« Tham khao hudng dan st dung OxiCable PMC10N-SF dé biét danh sach day dl cac canh bao va biét thém thong tin khi sir dung
Medtronic OxiCable vgi mdy Airvo 3.

Nonin:

« Viéc van hanh dau néi USB Nonin Xpod & dudi diéu ché bién dé téi thi€u 0,3% cé thé dan dén két qua khéng chinh xac.

THAN TRONG

- Trudc khi lam sach cac phu kién do oxy xung, hay ngét két néi thiét bj khdi may Airvo 3 dé tranh nguy co dién giat va chay né.

« Khong dat phu kién do oxy xung trén thiét bj dién c6 thé anh hudng dén thiét bi, khién thiét bj khéng hoat dong binh thudng.

« Dé gidm thiéu nguy co nhiéu séng vé tuyén, khong dugc dat cac thiét bi dién khac cé phat tin hiéu truyén tan s vé tuyén gan thiét bi do
d6 bao hoa oxy trong mau.

« Khong dat may Airvo 3 & nai bénh nhan c6 thé thay déi bo diéu khién.

+ Do chinh xac clia s6 do SpO, ¢6 thé bj anh hudng néu téng chiéu dai cap cadm bién (gém ca cap kéo dai) dai hon 3 mét.

- D3t ngudng canh bao qué cao cé thé khién canh bao trd nén vo dung va cé thé dan dén thuong tich cho bénh nhan.



Airvo 3 - HUGNG DAN SU DUNG | B-37

« Kiém tra dé dadm bao gidi han canh béo do d6 bao hda oxy trong mau phu hgp véi bénh nhan dugc theo déi méi lan st dung chiic ning
do do bao hoa oxy trong mau.

« Kiém tra vj tri @3t cdm bién it nhat sau méi 6 dén 8 gi&y dé ddm bao can chinh cdm bién chinh x4c va da van nguyén ven. Dé man cdm clia
bénh nhan cé thé thay d6i tly theo tinh trang stic khde hodc tinh trang da. Ngting st dung cdm bién cé bang dinh néu bénh nhan c6 biéu
hién di tng véi vat liéu két dinh.

Masimo:

+ Néu théng bao Low Perfusion (Tudi mau kém) hién thi thudng xuyén, hay tim vi tri theo déi tudi mau tét hon. Trong khi d6, hay danh gia
bénh nhan va, néu dugc chi dinh, xdc minh tinh trang bao hoa oxy bang cac cach khac.

- Thay d6i vi tri dat hodc thay thé cdm bién va/hodc day cap phia bénh nhan khi théng bao “Replace Pulse Ox Sensor” (Thay thé cdm bién
may do oxy xung) va/hodc“Replace Pulse Ox Cable” (Thay thé cap may do oxy xung) hodc thong béo chét lugng tin hiéu kém van tiép tuc
(chdng han nhu“Low Signal 1.Q") (Ch4t lugng tin hiéu kém)) dugc hién thi trén may Airvo 3. Nhiing thong bao nay cé thé cho biét cap hoac
c&m bién phia bénh nhan da hét thai gian theo déi bénh nhan.

« Néu strdung phuong phép do dé bao hoa oxy trong méu trong qué trinh chiéu xa toan than, hay dé cdm bién & ngoai trudng buc xa.

Né&u cdm bién tiép xuc véi buc xa, chi s6 c6 thé khéng chinh xac hodc thiét bi c6 thé ghi két qua bang 0 trong sudt thdi gian chiéu xa
hoat dong.

« Bién déng & cac s6 do cd thé rat I6n va cd thé bi anh hudng bi ky thuat Idy mau cling nhu tinh trang sinh ly cia bénh nhan. Bat ky két qua
nao cho thdy su khéng nhét quén véi tinh trang 1am sang cia bénh nhan nén dugc thuc hién lai va/hodc bé sung bang di liéu kiém tra
b8 sung. Cac mau mau phai dugc phan tich bdng dung cu xét nghiém trudc khi dua ra quyét dinh 1am sang dé hiéu ré tinh trang cla
bénh nhan.
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- Sau khi hoan thanh cac budc khdc phuc su c6 dugc liét ké trong hudng dan nay, hay thay cap hodc cdm bién néu théng bao
“replace sensor” (thay cdm bién) hodc“low SIQ” (SIQ kém) hién thj thudng xuyén trong khi theo déi cac bénh nhan lién tiép nhau.

« Vuilong tham khao hudng dén str dung dugc cung cap kém theo Cap may do oxy xung Masimo uSpO, dé xem cac canh bao, than trong va
luuy bé sung.

- Cap mdy do oxy xung Masimo SET uSpO, (Cap mdy do dd bao hoa oxy trong mau) phai dugc két ni véi may Airvo 3 dé quan ly
nguén dién, théng tin giao ti€p, man hién thj va canh béo.

Nonin:

« Dau ndi USB Nonin Xpod cé phan mém hap thu chuyén déng gilp gidm thiu kha nang vat thé chuyén déng bj hi€u nham la chat lugng
nhip tim tét. Tuy nhién, trong mét s6 trudng hap, thiét bi nay van co thé hiéu chuyén déng thanh chat lugng nhip tim tét. Diéu nay
bao gém tat ca cac dau ra c6 san (tuc la SpO,, PR, PLETH, PPG).

Luuy

- Khéng thé danh gia do chinh xac clia cdm bién may do oxy xung, bd chuyén d6i va cap phia bénh nhan bang may kiém tra chuic nang.

« Anh sang cuc manh cudng dé cao (chdng han nhu dén chép nhay) hudng vao cdm bién, c6 thé khéng cho phép méy do oxy xung thu
dugc cac théng s6 dau hiéu sinh ton.

« Khi strdung cai dat Do nhay t6i da, hiéu qua phét hién “Cam bién tat” c6 thé bi anh hudng. Néu thiét bi & ché dé cai dat nay va cdm bién bi
tudt ra khoi bénh nhan thi kha nang cac chi s bi sai ¢ thé xay ra do “tap nhiéu” méi trudng nhu anh sang, rung chuyén va chuyén déng
manh ctia khong khi.

« DEbiét thém thong tin vé cac yéu cau quy dinh va yéu cau an toan can thiét déi véi méy do oxy xung, hy tham khao ISO 80601-2-61 va
IEC 60601-1. C6 thé xem thong tin an toan bé sung trong nhan dan dugc cung cap kém theo méi cadm bién.

« Khéng quan cap may do oxy xung thanh mét cudn day qua chat hodc quan quanh thiét bi vi diéu nay c6 thé lam hong day cép phia
bénh nhan.

+ C6thé xem thdng tin bé sung cu thé cho cac cdm bién tuong thich véi méay do oxy xung clia may Airvo 3, bao gdm théng tin vé hiéu qua
clia théng s6/phép do trong tinh trang c6 chuyén dong va tudi mau kém trong hudng dan st dung cdm bién.

«  Cép va cdm bién Masimo dugc trang bi cdng nghé X-Cal™ dé gidm thiéu nguy ca cac chi s6 khéng chinh xac va mat kha nang theo doi
bénh nhan ngoai dy kién. Tham khao hudng dan vé Cap hodc Cam bién dé biét cach st dung trong khodng thai gian theo déi bénh nhan
dugc chi dinh.

« Méi cdm bién cu thé déu c6 hudng dan st dung danh cho cdm bién d6 do nha san xuat cung cap. Vui long tham khao cac tai liéu nay dé
biét thém chi tiét, bao gém biéu d6 Bland Altman.

9.2 Thiétlap dé do dd bao hoa oxy trong mau

Két néi cap dau néi USB mdy do oxy xung véi mét trong cac cdng USB & mét sau clia may Airvo 3. Kep day cap vao kep gili cdp gon gang dé
khong vo tinh kéo cap d6 ra ngoai. May Airvo 3 sé tu dong phat hién may do oxy xung tuong thich.

B& chuyén d6i két
n6i do oxy xung
(900PT476) Chi can
thiét cho Nellcor

J

Cap dau n6i USB Cép m& rong may do oxy xung Cép cdm bién méy do oxy xung
mady do oxy xung hodc cap bd chuyén déi (tai str dung hodc st dung
(ca hai déu khéng bat budc) cho mét bénh nhan)
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9.2.1 Phukién may do oxy xung

Khi cac phu kién do oxy xung tuong thich dugc két ndi, may Airvo 3 c6 thé hién thi:
+ @6 bdo hoa oxy chiic ndng (Sp0,),

+ nhip tim (khong cé cdnh béo nhip tim nao dugc dua vao may Airvo 3),

- chi s6 tudi mau (chi riéng Masimo),

+ biéu d6 do thé tich, va

+ cac chibdo chat lugng tin hiéu

9.3 Trong khi thuc hién liéu phap

0 Po d6 bao hoa oxy trong mau sé tu dong hién thi trén Man hinh chinh khi cap dau néi USB do d6 bao hoa oxy trong mau tuong thich dugc
két n6i vai may Airvo 3.

Optiflow - Luu lugng cas DUNG o

3= 3
30 21 gs.g,

 Fi,

Céc phép do va tinh trang do d6 bao hda oxy trong mau dugc hién thj nhu sau:

SpO,

Do oxy xung dugc két ndi Cht |Ugf]9 t"g hlt?u kém j
véi may Airvo 3, nhung (xem phan 7 dé biét Nhip tim SpO. cao/thd
khong c6 phép do nao cach khac phuc sy c6). ' nZuén g cénhpbé o
kha dung. (“~"néu tat)
Nhan vao & Do oxy xung d& mé& man hinh Do oxy xung.
Biéu d6 do thé tich SpO,

Dang song Signal 1Q (chi riéng Masimo)

| [ fi
a 2’5 Chi s6 tudi mau (chi riéng Masimo)
SatSeconds :

(chiriéng PI%
Nellcor) TX bpm

u <— Md&trang Cai dat va

Thanh S Tim kiém Xung Béo dong clia may
trang thai v do oxy xung
may do Liéu phap dang bat
OXy Xung Iﬁ

Cai dat cdnh bao cao/thdp  Nhip tim
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Két ndi cap dau néi USB véi may Airvo 3

Két néi cap dau néi USB clia may do oxy xung vdi céng USB & mat
sau clia may Airvo 3. Mdy Airvo 3 sé tu dong phat hién cac thiét bi
tuang thich. Két néi cap cdm bién do do bao hoa oxy trong mau véi
dau kia ctia cap dau néi USB.

HOAC

Bo chuyén
déi két néi
do oxy xung
(900PT476)
Chi can thiét
cho Nellcor

Gan cdm bién Ién bénh nhan

Lua chon can than cam bién do oxy xung dua trén d tudi, can ndng
va vi tri d&t cdm bién du dinh & bénh nhan. C6 thé tim thém théng
tin trong hudng dan di kém méi cdm bién.

CANHBAO
Chi s6 SpO, va/hodc nhip tim khéng chinh xac c6 thé la do:

« Ap dung va dat vi tri cdm bién khéng dung cach. « Thudc nhuém néi soi mach, chdng han nhu xanh 14

« Néng d6 Carboxyhemoglobin (COHb) hoéc methaemoglobin indocyanine hodc xanh dung methylene.

(MetHb) tang cao: Néng do COHb hodc MetHb cao c6théxdyra  « Chattao mau va hoa tiét dugc st dung bén ngoai, chdng

khi SpO, c6 vé binh thudng. Khi nghi ngs néng dé COHb hoac han nhu son méng tay, mong gia, kim tuyén, v.v.
MetHb tang cao, can tién hanh phan tich mau mau trong phong (C4c) vét bét, hinh xam, bién d6i mau da, d6 4m trén da,
thi nghiém (do CO-Oxy). ngén tay bi bién dang hoc bat thusng, v.v.

« Nong do bilirubin tang cao. . RGiloan mau da.

+ Noéng db dyshemoglobin tang cao. « Anh séng xung quanh sang qua muc.

« Bénh co thit mach, chdng han nhu bénh Raynaud va bénh « Chuyén dong qua muc.

mach ngoai bién.

« Cécbénh vé huyét sac t6 va réi loan téng hgp nhu tan mau
bam sinh, Hb s, Hb c va hdng cau hinh liém, v.v.

+ Tinh trang gidm CO, méu hodc téng CO, mau.

- Can thiép phau thuat dién.

- Dung cu lam han ché luu lugng méu (6ng thong mach,
bang do huyét ap, dudng truyén dich, v.v.).

- Thi€u mau tram trong.  Cambién c6 hoi dm.
j - Cam bién dugc ap dung khéng dung cach.

- Khong duing loai cdm bién.

« Chatlugng nhip tim kém.

+ Xung tinh mach.

- Nong do hemoglobin thap.

- Tudi mau dong mach rat thap.

« Chuyén dong gia cuc manh.

- Xung hodc co that tinh mach bat thudng.

- Comach hodc ha than nhiét tram trong.

« Ong théng dong mach va béng nong trong déng mach cha. .
9 izl g nong 2 elginizln: + Mot cam bién & do cao khong ngang tim.

Thuéc nhudém hoéc bat ky chat nao chiia thuéc nhudm lam bién di sac t6 méau théng thudng c6 thé dan dén sé doc khdng chinh xac.

C6 thé xay ra mat kha nang theo déi néu c6 bat ky vat thé nao can tré viéc do nhip tim. Dam bao rang khéng cé cac vat [am han ché luu

lugng mau (vi du nhu bang do huyét ap) gay can trg viéc do nhip tim.

Cam bién may do oxy xung c6 thé khong hoat dong trén cac chi bi lanh do gidm luu théng mau. Lam dm hodc xoa ngén tay dé tang

tuan hoan hoac dat lai cdm bién.

Chi s6 khéng chinh xac c6 thé xay ra do chét can (vi du: mau khé) nam trén dudng di clia anh sang hodc dac tinh quang hoc ctia cac

thanh phan ctia cdm bién bi suy gidm. Tham khao hudéng dan lam sach di kém céc phu kién do oxy xung.

C6 thé xay ra chi s6 cao khéng chinh xac néu Sp0, thap do réi loan hemoglobin (vi du: carboxyhemoglobin hodc methemoglobin).

Poc hudng dan di kém phu kién do oxy xung dé biét théng tin an toan bé sung (bao gém moi rdi ro tiém an hodc anh hudng bét loi tur

vat liéu ctia cdm bién), lua chon vi tri do, thiét lap cdm bién chi tiét, thai gian dp dung cadm bién t6i da tai mot vi tri trudc khi dat lai vi tri,

tudi tho cap, tudi tho cdm bién, cac yéu té cé thé anh huéng dén phép do, huéng dan khéc phuc su ¢6 va bao tri.
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9.4 Mo tacacsodo

Céc s6 do oxy xung dugc hién thj trén 6 Do oxy xung,
man hinh Do oxy xung va man hinh Dt liéu va
Biéu d6. Cac s6 do dugc cap nhat méi giay.

Nhan vao & Do oxy xung d& mé& man hinh Do oxy xung va Iz
dé m& man hinh D liéu va Biéu do.

’ . % SpO;
Nhén X¥ trén man hinh Do Oxy xung sé xuat hién % 60 bpr,

16i tat dén cac cai dat va canh bao do oxy xung.

THANTRONG

Néu c6 nghi ngd vé bat ky sé do nao, hay kiém tra cac dau hiéu
sinh ton ctia bénh nhan bang mét phuong phap khac. Sau dé,
kiém tra xem cac phu kién do do bao hda oxy trong mau va may
Airvo 3 da dugc thiét lap, cau hinh va hoat ddng chinh xac chua.

9.4.1 SpoO,

May Airvo 3 dugc hiéu chuan dé hién thi do bao hoa oxy chiic ning
(Sp0,) & dang phan tram. Gia tri SpO, dugc hién thi la gié tri trung binh
clia céc s6 do trong khoang thai gian ngusi dung c6 thé lua chon
(xem Thai gian trung binh trong phan 9.5 bén dudi). Khoang thoi

gian trung binh dai thudng sé tao cac gia tri 6n dinh hon nhung SpO,
dugc hién thj sé phan ting chdm hon véi nhiing thay déi nhanh

chéng vé d6 bao hoa oxy trong mau & ddng mach (Sa0,).

D6 6n dinh clia cac s6 do SpO, dugc hién thi cé thé cho biét dau hiéu
t6t vé tin hiéu hgp & Mac du d6 6n dinh 1a mét thuat ngir tuong dai,
nhung trai nghiém vai thiét bi va viéc quan sat bénh nhan sé gidp
ban tach biét cac tdc dong sinh ly khdi cac hién tugng gid do cdm
bién dt sai vi tri hodc bénh nhan chuyén déng qua nhiéu.

Sukhéng nhat quan gitta SpO, dugc hién thij trén may Airvo 3 va
phan tich khi mau déng mach hodc danh gia 1am sang cé thé do:

« chéatlugng tin hiéu kém,

o tudi mau kém,

- cam bién hodc cap dugc dat khéng dung cach va/hodc

« tinh trang ctia bénh nhan.

9.4.2 Nhip tim

Céc s6 do nhip tim (§, PR) dua trén viéc cam bién quang phét hién

luu lugng mau ngoai vi theo nhip tim bang cdm bién may do oxy xung.
Nhip tim dugc hién thi, tinh b&ng nhip méi phat (bpm), la gia tri

trung binh ctia cac s6 do trong khoang thai gian do ngudi dung

lya chon.

Chénh léch nhé vé nhip tim do cac thiét bi khac nhau hién thi c6 thé
do cac phuong phap tinh trung binh khac nhau gay ra. Khac biét nhd
gilra hoat ddng dién tim va nhip tim thu dugc tir cac sé do ngoai vi
cling c6 thé xdy ra. Khac biét 16n gitia cac thiét b c6 thé do:

% Sp0;

- chétlugng tin hiéu kém,

o tudi mau kém,

- cam bién hodc cap dugc dat khong dung cach va/hodc
« tinh trang cdia bénh nhan.

9.4.3 Biéu do do thé tich

Biéu d6 do thé tich (hoc biéu d6 do thé tich mau bang quang) cung cap dau hiéu
khong theo quy chudn vé thay déi & thé tich mau dugc do bang cdm bién may do
oxy xung. Hinh dang ctia biéu d6 do thé tich c6 thé thay ddi gitta cac bénh nhan,
gilfa cac vi tri do va déi véi céc mau cdm bién khac nhau. Biéu dé do thé tich duara
théng tin chi bao vé tinh trang thiéu tin hiéu. Bi€u dé do thé tich c6 bién dé thap
hodc bién thién c6 thé cho biét tin hiéu kém/thiéu. Biéu d6 do thé tich dugc

hién thi trén man hinh Do oxy xung.

Quay lai

92:

Bo oxy xung

Ligu phap dang bat

L

Man hinh Do oxy xung

Quaylai Do oxy xung

Quaylai Do oxy xung

Liéu phap dang bat

I~

Quay lai

Bo oxy xung

292:

% SpO TX bpm

Ligu phap dang bat



9.4.4 Dang song Signal IQ (Masimo)

Dang s6ng Signal 1Q cho biét dé tin cay ctia phép do va thai gian clia tiing nhip
tim dugc phat hién tuong ting véi dang séng clia bi€u dé do thé tich. Chiéu cao
clia cac cot doc biéu thi d6 tin cdy tuong d6i clia s6 do. Cot cao tuong Uing véi do
tin cdy cao han. Ngoai ra, cac c6t nay phai lién hé truc quan véi dinh clia dang
s6ng biéu d6 do thé tich. Biéu nay cung vdi chi s6 tudi mau mang lai mét cong cu
dénh gid tét hon vé cac van dé tiém an nhu tac nghén luu lugng mau, vi tri dat
cam bién kém, yéu t6 gid hodc nhiéu.

Néu Signal 1Q thap, mét chi bao sé xudt hién cling véi théng béo trang théi

“Low SpO, Signal 1Q” (SpO, Signal 1Q thap) dugc hién thi. Trong thai gian nay,
SpO, va s6 nhip tim s& c6 mau xam.

9.4.5 Chi sd tuéi mau (Masimo)

Chi s6 tugi mau (PI) la ty 1& gitta luu lugng mau theo nhip tim véi mau khéng
theo nhip tim hodc mau tinh & mé ngoai vi. Chi s6 tudi mau dai dién cho phép do
khong xam 1an xac dinh luu lugng tudi mau ngoai vi c6 thé thu dugc lién tuc

va khéng xam lan tir may do oxy xung.

9.4.6 Chisé chat lugng tin hiéu (Nonin)

Thiét bj do oxy xung Nonin cho biét chat lugng tin hiéu dya trén tinh trang tudi
mau clia bénh nhan. C6 ba trang thai: xanh 13, vang va dé lan lugt tuong tng vdéi
chét lugng tin hiéu cao, thap/muc bién do va thap/kém. Trong khodng thoi gian
chét lugng tin hiéu kém (thi€u tin hiéu), cac gia tri do dé bao hoa oxy trong mau
dugc hién thi c6 thé khéng chinh xac. May Airvo 3 biéu thij chat lugng tin hiéu
thap bang cach chuyén mau cla cac sé liéu do SpO, va Nhip tim thanh mau xam.

9.5 M0 ta cai dat va canh bao
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Quaylai Do oxy xung

X bpm

Liéu phdp dang bat

Quaylai Do oxy xung

T bpm

Liéu phdp dang bat

Quaylai Do oxy xung

Chit luging Tin hiéu Thap

Liéu phap dang bt

Phan nay mé ta hoat dong cai dat va canh bao do oxy xung. Xem phan Canh bao va phép do (9.6) dé biét cach thuc hién cac thay déi déi vi

ngudng canh bao va cai dat.

9.5.1 Ngudng canh bao bénh nhan

Cac cdnh bao sau day ¢ thé canh bao cho ban vé nhiing thay d6i trong tinh trang

clia bénh nhan:

- Canh bao Sp0, thap

» Canh bao Sp0O, cao

Canh bao tuong Uing sé xuat hién khi s6 do thap hon hodc cao hon ngudng canh

bao. Nguéng canh bao Sp0O, dugc hién thi trén 6 May do oxy xung va man hinh
May do oxy xung.

9.5.2 D6 tré canh bao SpO, (Masimo va Nonin)

Cai dat Do tré canh bao SpO, sé |Ui canh bao SpO, thap va SpO, cao 1én téi 15 giay.

Quaylai Do oxy xung

Ligu phap dang bat

Cai dat do tré nay gitp giam s lugng canh bao khéng can hanh ddng khi xay ra hién tugng gidam bao hoa oxy trong thoi gian ngan.

Céanh bao sé bat dau, néu tinh trang canh béo van tiép dién, sau thai gian tré.

9.5.3 Gidihan SatSeconds” (Nellcor)

Tinh nang SatSeconds™ cung cap kha nang quan ly canh bao cho céc su kién

vi pham gidi han SpO, nhe hodc ngdn han. SatSeconds theo doi ca muic d va
thdi gian gidm bao hoa oxy dudi dang chi sé vé muic dé nghiém trong cla hién
tugng giam bao hoa oxy. Biéu nay c6 nghia la khi xdy ra hién tugng gidm bao hoa
oxy dang ké, cdnh béo sé kich hoat nhanh hon so véi khi xay ra hién tugng gidm
bao hoa oxy nhe. Khi bat tinh ndng SatSeconds, biéu tugng SatSeconds sé dugc
lam day theo chiéu kim déng hé khi hé théng quan ly cdnh béao SatSeconds phét
hién chi s6 SpO, nam ngoai cai dat giGi han. Biéu tugng SatSeconds sé dugc lam
tréng theo chiéu nguoc kim déng hé khi chi sé SpO, ndm trong gidi han.

Khi biéu tugng SatSeconds dat muc day, canh bao SpO, cao hodc thap sé hién thi.

Tham khao Phu luc 5: Tinh ndng quan ly cdnh bao SatSeconds dé biét thém
chi tiét vé chiic nang SatSeconds.

Nellcor

Quaylai Do oxy xung

Liéu phap dang hat

4

i1

oS

PS

~

TIENGVIET




=
E.
S
O
=
=
=

B-42 | Airvo 3 -HUGNG DAN SU DUNG

9.5.4  Théigian phan héi canh bao

100

95
SpO, dat dén nguéng canh bao
90 Tinh trang canh bédo
\ r Canh bao SpO, thap da dugc duara
85 Nguéng canh bao SpO,thap

%0 SpO, dat dé’n—f \:

ngudng canh bao

Do béo hoa oxy trong mau (%)

75
Ngudi dung dat do tré A Thai gian
cdnh bdo SpO,/SatSeconds
Do trétinhtrang canhbdo — 4 4 D06 tré tao tin hiéu canh bao

T6éng do tré clia hé théng cdnh bao

Canh béo vé sinh ly bang am thanh va hinh anh ctia may do oxy xung sé tly thudc vao dé tré phan héi cdnh bao. Do tré dugc dinh nghia
trong 1SO 80601-2-61 nhu sau:

1. Do tré tinh trang cdnh bao: khoang thdi gian d& may do oxy xung nhan ra thay déi vé sinh ly. D6 tré nay c6 thé |a do viéc xi Iy tin hiéu va
tinh trung binh cac tin hiéu ti may do oxy xung. D6 tré nay cing bao gdm do tré SpO,/SatSeconds do ngudi dung dat.

2. DO tré tao tin hiéu canh bao: khoadng thdi gian tirkhi phat hién tinh trang canh bao dén khi phéat tin hiéu canh béo va dugc tao thanh tir
cac do tré vén co trong hé théng canh bao va thdi gian giao tiép.

3. Do tréténg thé clia hé thng canh béo: khodng thai gian tir Iic gidm sat thay d6i vé sinh ly & bénh nhan dén khi béo co canh bao cho
nguai dung.

Céch tinh trung binh s do sé anh hudng dén do tré tinh trang canh béo: thdi gian tinh trung binh cang nhiéu thi d6 tré tinh trang canh bao
cang l6n. Cac khai niém vé dé tré nay dugc minh hoa nhu vi du trén biéu d6 vé muc gidm Sa0, dan dén canh bao Sa0, thap. Hinh minh hoa
khéng phan énh thai gian tré thuc té Tham khao ISO 80601-2-61 d& biét thém thong tin vé dé tré phan héi canh béo.

9.5.5 Thaigian trung binh

Thdi gian trung binh do SpO, c6 thé dugc diéu chinh tlly thudc vao tinh trang bénh nhan va khu vuc cham séc. Day la thai gian, tinh bing
gidy déi véi Masimo va nhip tim d6i véi Nonin dé I8y trung binh cac phép do. Vi du: thai gian trung binh ngén hon déi khi dugc uu tién trong
viéc kiém tra gidc ngl trong khi thai gian Idy trung binh dai han pht hgp hon véi phép do tirxa va tré sa sinh.

9.5.6 Chédd nhay (Masimo)

C6 ba ché do nhay. D6 nhay binh thudng dugc khuyén nghi cho nhiing bénh nhan dang gap phai mét s6 van dé vé luu lugng mau hodc tusi
mau. Nhiing bénh nhan nay thudng dugc quan sat thudng xuyén nhu & phong cham soc tich cuc. Nén sit dung dé nhay Phét hién dau do
thich tng tat (APOD) khi c6 kha nang cao la cdm bién bi bong ra. Bay cling la ché dé dugc khuyén nghi cho nhiing khu vic ma bénh nhéan
khéng dugc theo déi lién tuc bang mat thudng. Ché d nay ¢ kha nang bao vé nang cao tranh dua ra nhip tim va chi s6 SpO, khéng chinh
xac khi cdm bién vé tinh bj tach ra khéi bénh nhan do chuyén dong nhiéu. D6 nhay t6i da (MAX) dugc khuyén nghj cho nhiing bénh nhan
6 tin hiéu yéu. Ché dé nay hiiu ich trong qua trinh thyc hién tha thuat hodc khi bac silam sang tiép xuc lién tuc, chdng han nhu cac ving

€6 tinh trang cap tinh nghiém trong.

9.5.7 Ché dd phan hai (Nellcor)

Nellcor OxiCable st dung thuat toan OxiMax tu dong kéo dai thdi gian trung binh déng dé do SpO, tuy thudc vao diéu kién do. C6 hai
ché& do phan hoi c6 san la Binh thudng va Nhanh. G ché d6 binh thudng, thai gian trung binh do SpO, la sau dén bay gidy va & Ché do nhanh,
thdi gian trung binh do SpO, la khoang ba gidy. Thai gian trung binh do nhip tim la khoang nam gidy, khong phu thudc vao ché d6 phan héi.



Airvo 3 - HUGNG DAN SUDUNG | B-43

9.6 Caidatcanh bao va phép do

Thodt Bang chon

DéE thay d6i cai dat va ngudng canh bao do oxy xung:
1. Nhan = d& m& menu hé théng, khod Man hinh

2. Chon Cai dat va Bao dong clia may do oxy xung C3i @t vA Bio d6ng Dxy Xung
3. Nhan vao cai dat mong mudn, cudn Ién xudng néu can,
4, Strdung cac nut +/ — dé chon gid tri can thiét, HE THONG
5. Nhan Confirm (Xac nhan) dé ap dung thay déi hodc Cancel (Hay) &€ hdy bo moi Théng tin Thiét bi
thay d6i va quay lai danh séch cai ddt. ch

Nhan Quay lai hai lan @& quay lai Man hinh chinh khi @ thuc hién xong cac thay déi.

Tat ca cac cai dat van xudt hién va sé giti lai gid trj trudc d6 khi may Airvo 3 dugc bat
va Same Patient (Cing mot bénh nhan) dugc chon. Viéc chon New Patient

(Bénh nhan mdi) khi xem lai tinh trang khtr trung sé ap dung cac gia tri mac dinh cho Quaylai  Cai A&t va Bao déng Oxy Xung
mai trudng lam sang du dinh clia mdy déi vai tat ca cac cai dat canh bao va phép do.
Tham khao phan khac phuc su ¢ dé biét thong tin khdc phuc su ¢ phép do SpO, Bao ding Sp0; Thap
va céac canh bao chung cla thiét bi.

-
E-
S
)
P
—
—

Bao dijng 5p0; Cao

Thuong higu May do oxy xung

Hiy Bao ddng SpO; Thap Xac nhan

85%

Phamvi

Canh bao Sp0,thap'*  Nguéng canh béo SpO, thap 85% 20 - 98%*

Canh bao SpO, cao’ Ngudng canh bao SpO, cao Tat Tat, 21 — 99%*

Do tré cdnhbao Sp0O, Do tré trudc canh bao SpO, thap hodc SpO, cao bing

(Masimo va Nonin) am thanh 15 giay 0,5,10,15 giay

Gidihan SatSeconds D9 tré trudc canh bao SpO, thap hodc SpO, cao bang 10SatSeconds T, 10,25, 50,100

(Nellcor) am thanh

Térgannghinn S oo g abisb gt by 24 e 01216160l
Ché dd nhay Chi riéng Masimo APOD Binh thudng, APOD, T6i da®
Ché d6 phan héi Chiriéng Nellcor Binh thudng Binh thudng, Nhanh

* Nguéng t6i thiéu cé thé duoc cai dat khi thiét bi dugc thiét Iap cho méi trudng 1am sang du kién. Tham khdo Huéng dén ky thuat may Airvo 3 dé biét thong tin
chitiét.

* Khéng thé dat nguéng canh bao cao & mic thap han nguéng canh bao thap.

+ Nguding canh béo c6 thé dugc thay déi theo tiing nac 1%.

§ Ché do nhay t6i da khong duy tri trong sudt chu ky bat tat nguén clia Airvo 3. Sau khi bat ngudn tré lai, cai dat do nhay sé tré lai cai dat mac dinh hién tai.
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9.7 Khacphucsucd

Quay lai

SatSeconds
(Chiriéng
Nellcor)
Thanh trang
théi may do
OXy Xung

Tim ki€ém Xung

Liéu phap dang bat

Cai dat canh bao cao/thap

Do oxy xung

Biéu d6 do thé tich SpO,

] Dang séng Signal 1Q (chi riéng Masimo)

60 2°

TXbpm

Chi s6 tudi mau (chi riéng Masimo)

ﬂ <— M@ trang Cai dat va
Bdo déng clia may do
OXy Xung

Nhip tim

Dé gitip ddm bao theo ddi thanh cong Sp0O, clia bénh nhan:

+ Hay dat cdm bién may do oxy xung vao vi tri dugc tudi mau tét.
« Chon vj tri do c6 luu lugng mau khong bi han ché.

+ Lam theo tat ca cac hudng dan di kém cam bién do oxy xung dé dam bao thiét bi dugc st dung dung.

Thanh trang thai may do oxy xung hién thi trang thai cia may do oxy xung. Nhan vao 6 may do oxy xung & mé& man hinh do oxy xung va
xem trang thai. Cac théng bao trang thai va cdnh bao c6 thé xdy ra dugc mé ta dudi day.

Thong bao

Signal 1Q SpO, thap

Chatlugng
Tin hiéu thap

Thay thé Cap cho
Bénh nhan
Tiép theo

Thay thé cdm bién
cho bénh nhan
tiép theo

Khéi tao cdm bién

Chisé
tuéi mau thap

Ly do/céch khac phuc

Chi riéng Masimo. May do oxy xung dang bao rang db tin cay tin hiéu thap trong céac gia tri dugc hién thi do cudng

do tin hiéu kém. Cac théng s6 hién thij sé& c6 mau xam khi & trang thai nay. Bénh nhan can dugc danh gia va cam

bién can dugc kiém tra dé ap dung chinh xac.

Chi riéng Nonin. May do oxy xung dang cho thdy chat lugng tin hiéu thap. Cac thong sé dugc hién thi mau xam khi

& trang thai nay. Tinh trang chét lugng tin hiéu thap nay 6 thé do chuyén dong nhiéu, tusi mau kém, dudng dan

anh sang dai/bi chan hodc cdm bién bi hdng hoac Idp khoéng chinh xac.

+ Lam theo hudng dan st dung cdm bién dé kiém tra xem cam bién cé ding loai khong va cé dugc ap dung ding
cach cho bénh nhan khéng.

« Han ché& hoic loai bd chuyén déng tai vi tri theo déi.

+ Hay can nhac st dung cdm bién dang dinh.

« Kiém tra d€ ddm bao bo phat va dau do cia cdm bién c6 dugc can chinh ding cach hay khong, dac biét [a khi
strdung cam bién dang dinh.

+ Hay can nhac dat tai vi tri do khac.

« Kiém tra d€ ddm bao luu lugng mau dén vi tri do khéng bi han ché.

« Xem phan do oxy xung dé biét cac tinh trang sinh ly c6 thé anh hudng dén doé chinh xac clia phép do oxy xung
va xem xét phuong phép thay thé néu dugc chi dinh.

+ Loai bd I6p son méng tay qua day hodc moéng tay gia.

+ Thay thé cdm bién.

Chi riéng Masimo. Cap dau ndi USB do oxy xung bi 16i hodc da hét han va can dugc thay thé sau khi dung cho

bénh nhan hién tai.

Chi riéng Masimo. Cap cam bién do oxy xung bi 16i hodc da hét han va can dugc thay thé sau khi dung cho bénh
nhan hién tai.

Chi riéng Masimo. Cadm bién do oxy xung dang khdi tao. Néu gia tri khong dugc hién thi trong vong 30 giay,
hay ngat két ndi va két néi lai cdm bién. Néu su c6 van tiép dién, hay thay thé cam bién.

Chi riéng Masimo. May do oxy xung cho thay chi s6 tudi mau ctia bénh nhan thap. Vui long dich chuyén cdm bién
dén vi tri duoc tudi mau tét hon.
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Théng bao Ly do/céch khac phuc

Ché d6 mé phéng Chi riéng Masimo. May do oxy xung dang bao rdng may dang chay & ché dé moé phong. Néu day la trudng hop
vo Y, vui long théo va thay thé thiét bj do oxy xung.

Ché dé chi SpO, Chi riéng Masimo. May do oxy xung dang bao rang may dang chay & ché dé chi SpO,. Khéng ¢ nhip tim.
Kiém tra vi tri cdm bién bang cach tham khao hudng dan sir dung dugc cung cap kém cdm bién.

Tim kiém nhip tim Chi riéng Masimo va Nellcor. May do oxy xung dang tim kiém nhip tim. D&i véi Nellcor, thong bao lién tuc cho biét
khéng cé nhip tim trong khi théng bao nhap nhdy cho thay thiét bi dang tim kiém. Néu gia tri khéng dugc hién thi
trong vong 30 gidy, hay ngat két n6i va két néi lai cdm bién. Néu sy ¢6 van tiép dién, hay thay thé cam bién.

Pa phathiénnhiéu  Chiriéng Masimo va Nellcor. May do oxy xung cho biét da phat hién nhiéu. <E-
Kiém tra d€ dam bao cdm bién da dugc 13p chinh xac va néu can, hay che phd vi tri dat cdm bién bang vat liéu S
trong ma. O

=

Khéng c6 May do oxy xung khong phat hién dugc bénh nhan. Kiém tra d& dam bao cam bién dugc I&p ding cach bang cach j—

bénh nhan lam theo hudng dan st dung di kém cam bién. =

Pa ngit két ndi Médy do oxy xung cho biét hién khéng c6 cdm bién nao dugc két néi. Néu c6, hay théo ra va két néi lai.

cam bién Néu sy c6 van tiép dién, vui Iong thay thé phu kién cia may do oxy xung.

Nellcor khuyén nghi thuc hién cac hanh déng sau néu cé bat ky van dé nao véi phép do oxy xung clia may:

. Datlaivi tri cdm bién,

+ DAam bdo cdm bién khong ép qua chat,

- Hay thir dat cdm bién & vi tri khac,

- Che tdm nhin cdm bién bang vat liéu trong ma,

+ Strdung cdm bién dang dinh,

+ Strdung cdm bién & tai, mGi hodc tran,

- Strdung bang dé c6 cdm bién & tran,

- Kiém tra viéc l3p rap,

+ Loai bd son méng tay khdi moéng tay,

« Kiém tra va loai bd yéu t6 can thiép tu bén ngoai,

« Vésinh sach sé vi tri dat cdm bién,

« C6dinh cap cdm bién.

Néu céc s6 do clia méy do oxy xung khdng tuong ting véi danh gia lam sang va/hodc cac phép do khi mau dong mach:
« kiém tra tinh trang may do oxy xung, nhu dugc mé ta & trén,

« kiém tra xem cdm bién may do oxy xung c6 dugc Ip ding cach hay khéng, lam theo huéng dén st dung di kém cam bién,

« xem lai phan do oxy xung d€ biét cac tinh trang c6 thé anh hudng dén dé chinh xac ciia phép do oxy xung va xem xét phuong phap
thay thé néu dugc chi dinh, va/hoéc

+ thirdp dung tai vi tri do khac.

Né&u may Airvo 3 mat nguén dién chinh, hé théng sé tu dong chuyén sang st dung pin trong may va chiic ndng do d6 bao hoa oxy trong
mau sé dugc duy tri bao gom cai dat bénh nhan va dir liéu xu hudng.

Néu mat nguon dién va hét pin, chiic nang do dé bao hda oxy trong mau sé khdng con. Chiic nang nay sé dugc khoi phuc sau khi nguén
dién dugc khéi phuc cho may Airvo 3, van duy tri cai dat clia bénh nhan nhung dit liéu xu hudng sé bi mat.
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Thong s6 ky thuat

Théng tin chung

Kich thudc
Khéi luong (gém ca pin)

Dong dién/dién ap nguén cap

Tan sé nguén cap

Nguén céng USB
(1va2)

Canh bao bing am thanh
Murc ap suat am thanh
Khoang théi gian tam diing
am thanh

Muic am thanh

Muic cdng sudt am thanh trong s A
Mic ap suat am thanh trong s6 A
Bao vé khoi xam nhap

Tuéi tho du kién ctia thiét bi

Piéu kién hoat déng

Nhiét d méi trudng

Do am

Ap suat méi truong

Pham vi do6 cao

Ché dd hoat dong

Nhiét dé bé mat téi da chia cac
bé phén ting dung*

Nhiét d6 diém suong tdi da cia
khi hé hap*

205 mmx 295 mmx 190 mm
4,45 kg

100-115VAC, 24A
(t6ida2,6A")
220-240VAC, 1,1A
(téida1,3A")

50-60 Hz
USB 2.0 Loai A

5V,025A
(t6i da méi céng)

>40dBAGTm
120 giay

<50dBAG 1T m
<60 dBA
<50dBA

1P222

5nam?

18-28°C

Do 8m tuong déi 10 - 95%
(khéng ngung tu)

700 - 1060 hPa
0-3000m

Hoat dong lién tuc

44°C

43°C

Piéu kién bao quan va van chuyén

Nhiét d6 méi trudng®®
D6 am (khéng ngung tu)
Pin (900PT957L)

Héa hoc
Pién ap
Cong suat, Dau ra cdng suat

Tuéi tho pin

Thai gian sac
Théi han strdung
Thoi gian hoat dong’
dén 20%

Théng thuong

-10-50°C
D6 &m tuong déi 10 - 95%

Lithium lon (Li-lon)
14,4VDC
<99,4Wh, 80 W

300 chu trinh x3 hodc 2 ndm ké
turlan sitdung dau tién
(tby diéu kién nao dén trudc)

6 gios (t5i da)

3 nam

50 phut

Oxy b6 sung
Thai gian khéi dong cam bién oxy
Thai gian phan héi oxy
Céng nap oxy ap suat cao
(HPO)
Ap suat duong day
Murc luu lugng téi da (3 gidy & 10 gidy)
% Néng do
Céng nap oxy ap suat thap
(LPO)
Ap suat duong day
Murc luu lugng téi da
% Néng do

Liéu phap luu lugng cao Optiflow®
Pham vi d6 4m muctiéu

Pham vi luu lugng muc tiéu™

Ap suat gidi han téi da"

Ap suat hoat dong téi da

Nong dd oxy

D6 &m*7
Nguén dién gin tuéng

On dinh nhiét dé tinh
Thei gian khéi dong™
(ngan chifa nuéc MR290)
23+2°Cdén37°C

1. Dong dién khéi dong cé thé dat téi 50 A.

<30 gidy
<60 giay

280-600 kPa
100 L/phut (STPD?)
939%, >99%

0-70kPa
60 L/phut (STPD®)
93%, >99%

31-37°C
2-70L/phuat
60 cmH,0
<45 cmH,0
21-100% FiO,

Pd dm muc tiéu 233 mg/L §37 °C,
luu lugng muc tiéu 10 - 60 L/phut'™
>16 mg/L cho tat ca cac cai dat khac

+2°C

<20 phut

2. Thiét bj dugc bao vé khoi cac vat thé ran I6n hon 12 mm (vi du nhu tiép xdc véi

9.

ngon tay) va nudc nhé giot thdng xudng sé khéng ¢ tac hai khi vé may nghiéng
mot goc [én ti 15° so véi vi tri tiéu chudn.

. Gid sttmé thuic st dung dién hinh. Tudi tho st dung thuc t€ c6 thé khac.
. Theo ISO 80601-2-74. Bugc thir nghiém véi d6 chinh xac + 1 °Chodc + 1 mg/L,

néu thich hgp.

. B&o quan & nhiét do trén 40 °C trong thdi gian dai sé ddy nhanh qué trinh xuéng

cap clia pin.

. Thiét bi c6 thé can t6i 24 gid dé can béng nhiét do hoat dong trudc khi sdn sang

stfdung.

. Débiét hiéu suat tao d6 4m khi st dung pin, xem Phu luc 4.
. Muc luu lugng dugc thé hién béng STPD (nhiét dé va ap suét tiéu chuan, kho)

theo ISO 80601-2-74.
Céc gia tri dugc thé hién theo nhiét d6 ca thé, ap suat, tinh trang da bao hoa
(BTPS), theo ISO 80601-2-74, trir khi c6 quy dinh khac.

10.Pham vi luu lugng c6 thé dat dugc tuy thudc vao giao dién thé clia bénh nhan

dugc chon.

11.Theo I1SO 80601-2-90.
12. Chi ap dung dé st dung vdi cac giao dién tha cia bénh nhan c6 dudng thd

nhan tao.

13.Ap dung khi thiét bj dugc két néi véi nguén dién gan tusing dé khai dong.
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Pham vi va do chinh xac ctia cac tham sé do dugc

Pham vi dugc hién thi Do chinh xac
Poam Nhiét do 31-37°C Khéng dugc chi dinh
Muic luu lugng* Luulugng  2-70L/phut + (1 + 5% s6 doc) L/phut
Néng dd oxy* FiO, 21-100% Muic thap han gitia:
+ 4%, hoac
+(2,5% + 2,5% chi s6)

- khoéng tinh lam tron dén 21% va 100%, néu thich hgp
- mién |3 cai dat“Nong do Oxy” chinh xéac

Nhip thé RR 4-70BPM RMS 16i <3 BPM *

Do bao hoa oxy mau SpO, 1-100% Xem phan thong s6 ky thuat bén dudi.
ngoai vi

Nhip tim PR/ Masimo 25 - 240 nhip/phut Xem phan thong s6 ky thudt bén dudi.

Nellcor 20 - 300 nhip/phut
Nonin 18 - 321 nhip/phut

Chi s6 tudi mau Pl 0,02% —20% Khong dugc chi dinh (chi riéng Masimo)

* Thiét b va phuong phap thi nghiém dugc Iua chon va kiém soat dé dam bao pham vi bién déng khéng qué 30% dung sai dugc cong bé.
* Cac s6 do oxy dugc ty ddng bu cho cac thay d6i vé ap sudt khi ap.
# D6 chinh xac RMS la phép tinh théng ké vé chénh léch gitta s6 do cda thiét bj va s6 do tham chiéu.

X&p xi hai phan ba s6 do ctia thiét bi nam trong khoang +/- ARMS ctia s do tham chiéu trong mét nghién ciiu c6 déi ching.

Théng sé ky thuat may do oxy xung (Masimo)
Thong s6 ky thuat dugc lap thanh bang cho may Airvo 3 va tat ca cac cdm bién tuong thich trir khi co quy dinh khac.

Khoang théi gian cap nhat dir liéu <30 gidy

Budc séng do va Cong suat dau ra Cong sudt buc xa vai dén LED c6 nhip xung 50 mA nhé han 15 mW.
C&m bién RD SET va LNCS ctia Masimo str dung di-6t phat énh sang dé va héng ngoai.
Cac budc song cho tat ca cac cdm bién ngoai trir cdm bién TC-1 va TF- 1an luot la
660 Nanomet (nm) va 905 nm cho anh sang dé va héng ngoai.
TC-1: 653 nm va 880 nm lan lugt cho &nh sang dé va hong ngoai.
TF-I: 660 nm va 880 nm lan lugt cho anh sang d6 va héng ngoai.
Thong tin nay dac biét hiiu ich cho cac bac silam sang thuc hién liéu phap quang déng.

D6 chinh xac (xem cac luu y 1 dén 12 bén dudi)

D6 bao hoa (%SpO0,) - Trong diéu kién khéng chuyén déng

Nguai Ion/Tré em 70-100% + 2 s6
0 -69% khong dugc chi dinh
Tré so'sinh 70-100% + 3 56

0 -69% khong dugc chi dinh
D6 bao hoa (%SpO0,) - Trong diéu kién c6 chuyén dong

Ngu®i l6n/Tré em 70-100% +3 s
0 -69% khong dugc chi dinh
Tré so'sinh 70-100% + 3 s6

0-69% khong dugc chi dinh
Nhip tim (bpm) - Trong diéu kién khéng chuyén déng
Ngudilén, Tré em, Tréso'sinh 25 dén 240 +3 56

Nhip tim (bpm) - Trong diéu kién c6 chuyén déng
Ngu®ilén, Tré em, Tréso'sinh 25 dén 240+ 5 56
Giai phap
Do bao hoa (%Sp0,) 1%
Nhip tim (bpm) 1

PS
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Hiéu suat tuéi mau thap

Bién dé nhip tim +25s6
% Truyén 5%

Do bao hoa (%Sp0,) +256
Nhip tim +356

1 Céng nghé Masimo SET véi cdm bién Masimo da dugc xac nhan la chinh xac khi khéng c6 chuyén déng trong cac nghién ctiu vé mau ctia ngudi trén cac
tinh nguyén vién nam va n(i trudng thanh khée manh cé sic t6 da tir sang dén t6i trong cac nghién cuiu vé tinh trang thiéu oxy gian ti€p trong pham vi
70 - 100% SpO, dua trén may do CO-Oxy va thiét bi theo déi ECG trong phong thi nghiém. Do bién thién nay bang + 1 dé léch chudn. Cong hodc trir mét
d6 léch chudn bao gém 68% téng thé.

2 C6ng nghé Masimo SET véi cdm bién Masimo da dugc xac nhan la chinh xac khi c6 chuyén déng trong cac nghién cdu vé mau clia ngudi trén cac tinh nguyén
vién nam va nit trudng thanh khoe manh c6 sic t6 da tir sang dén t6i trong cac nghién cdu vé tinh trang thiéu oxy gian tiép khi thuc hién cac chuyén déng xoa
va nhan, &2 dén 4 Hz véi bién d 1 dén 2 cm va mét chuyén dong khong I3p lai tir 1 dén 5 Hz & bién d6 2 dén 3 cm trong cac nghién cltu vé tinh trang thiéu oxy
gian tiép trong pham vi 70 - 100% SpO, dua trén may do CO-Oxy va thiét bi theo déi ECG trong phong thi nghiém. D6 bién thién nay bang +1 dé léch chuan,
bao gém 68% tng thé.

3 Cong nghé Masimo SET da dugc xac nhan la chinh xac & diéu kién tudi mau thap trong qua trinh kiém tra ban thir nghiém vai thiét bi mé phéng Biotek Index 2™
va thiét bi mé phéng Masimo véi cudng do tin hiéu trén 0,02% va kha nang truyén trén 5% ddi vai do bao hoa tit 70 dén 100%. Do bién thién nay bang
+1d6 léch chudn. Cong hoc trir mét d6 léch chuén bao gém 68% téng thé.

4 Coéng nghé Masimo SET véi cdm bién Masimo Neo da dugc xac nhan la chinh xac khi c6 chuyén déng clia tré sa sinh trong cac nghién cliu vé méu clia ngudi
trén cac tinh nguyén vién nam va nir trudng thanh khde manh c6 sac t6 da tir séng dén t8i trong cac nghién ctu vé tinh trang thiéu oxy gian tiép khi thuc hién
cac chuyén dong xoa va nhan, & 2 dén 4 Hz véi bién d6 1 dén 2 cm va mot chuyén dong khong 13p lai tir 1 dén 5 Hz & bién dé 2 dén 3 cm trong cac nghién cdu
Vvé tinh trang thiéu oxy gian tiép trong pham vi 70 — 100% SpO, dua trén mdy do CO-Oxy va thiét bi theo déi ECG trong phong thi nghiém. Do bién thién nay
bang + 1.d6 léch chuan. Cong hodc trir mét do léch chudn bao gém 68% tng thé. K&t qué da dugc thém 1% dé tinh dén anh hudng ctia hemoglobin bao thai
hién dién & tré sa sinh.

5 C6ng nghé Masimo SET véi cdm bién Masimo da dugc xac nhan la chinh xac vé nhip tim trong pham vi 25 — 240 bpm trong qua trinh kiém tra trén ban thir
nghiém dua trén thiét bi mé phong Biotek Index 2™. D9 bién thién nay bang 1 do léch chudn. Cong hodc trir mét do léch chudn bao gdm 68% téng thé.

6 Xem hudng dan st dung (DFU) cdm bién dé biét thong tin day dd vé viéc ap dung. Trir phi c6 chi dinh khac, hay dat lai vi tri cac cdm bién c6 thé tai st dung
it nhat 4 gi mot lan va cac cdm bién tu dinh it nhat 8 gi mot lan.

7 Chéng chi dinh st dung cdm bién TC-1 di v6i bénh nhan xé khuyén tai vi tri do.

8 Phai thao cdm bién TF-I va dat lai & vj tri theo déi khac it nhat 2 gig mét Ian. Néu can thém thai gian theo ddi, nén st dung cdm bién s6 dang dinh duing cho
mét bénh nhan.

9 (Cac cdm bién TF-|, TC-l, va DBI khéng dugc xac nhan chinh xac trong diéu kién chuyén dong.

10 Cac cdm bién Chan thuang va Tré sd sinh chi dugc st dung vai cac thiét bi c may do dé bao hoa oxy Masimo SET (Phién ban 4.1.0.1 tr& [én) hodc cac thiét bi
theo déi dugc cdp phép st dung cadm bién chuyén dung.

11 D9 chinh xac quy dinh cia cdm bién khi sir dung véi cong nghé Masimo st dung cap phia bénh nhan Masimo cho cdm bién LNOP, cdm bién RD SET, cam bién
LNCS hogc cdm bién M-LNCS. Céc s6 biéu thi Arms (16 RMS so véi tham chiéu). Vi cac s6 do ctia méy do oxy xung dugc phan bé theo théng ké nén chi c khoang
2/3 56 do c6 thé du kién ndm trong pham vi + Arms so véi gia tri tham chiéu. Trir phi dugc ghi chi khac, dé chinh xac do SpO, dudc quy dinh tir 70% dén 100%.
B0 chinh xac do Nhip tim dugc quy dinh tir 25 dén 240 bpm.

12 Cdm bién, cap va b chuyén déi Masimo M-LNCS, LNOP, RD va LNCS ¢6 cling céc dic tinh quang va dién va chi cé thé khac nhau vé loai ap dung
(dinh/khéng dinh/maéc & quén), chiéu dai cap, vi tri thanh phan quang hoc (trén hodc dudi clia cdm bién dugc can chinh véi cap), loai/kich thudc vat liéu két dinh
va loai dau néi (phich cdm mo-dun LNOP 8 chan, phich cdm mé-dun RD 15 chan, LNCS 9 chan, dung cap, va M-LNCS 15 chan, duing cap). Tat ca théng tin vé do
chinh xac cCia cdm bién va huéng dan ap dung cdm bién déu dugc cung cap cling hudng dan st dung cdm bién lién quan.

13 Béi véi M-LNCS Blue, LNOP Blue la thudc tinh. Cong nghé Masimo SET véi cdm bién LNOP Blue da dugc xac nhan la chinh xac khi khéng c6 chuyén déng trong
cac nghién cu vé mau & ngudi trén bénh nhan sa sinh, tré so sinh va tré em bj tén thuong tim bam sinh tim trong pham vi 60%-100% SpO, so vdi méy do
CO-Oxy trong phong thi nghiém. Do bién thién nay bang cdng hodc trir mot dé léch chudn, bao gém 68% téng thé.

14 Tham chiéu 510(k) dugc trinh bay dua trén gidy phép cu thé ctia FDA danh cho bang c6ng nghé Masimo cu thé dugc chap thuan véi cdm bién Masimo
tuong thich. Tham chiéu 510(k) c6 thé khac nhau déi véi cdm bién Masimo ty thudc vao cong nghé do oxy xung (tic la Masimo SET, Masimo Rainbow SET,
Philips FAST, Nellcor).
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Théng s ky thuat do oxy xung (Nellcor)
Vui long tham khao Hudng dan st dung OxiCable dé biét thong s6 ky thuat clia san pham.
Théng sé ky thuéat do oxy xung (Nonin)

Thong s6 ky thuat dugc lap thanh bang cho may Airvo 3 va tat ca cac cdm bién tuong thich trirkhi co quy dinh khac.
Nonin:

Khoang thoi gian cap nhat dir liéu <30 gidy
Budc séng do va Cong suat dau ra* Dd: 660 nanomet & 0,8 mW trung binh téi da

Hong ngoai: 910 nanomet & 1,2 mW trung binh t6i da
(st dung cadm bién Nonin Purelight®)

P06 chinh xac do SpO, (A,..") 70 @én 100%

Khéng c6 chuyén dong Nguoi I6n/Tré em* Tré so'sinh

C6 thé tai strdung
Sé-ri 8000AX: +256 Khong ép dung
Sé-ri 800XJ: +356 Khong ép dung
Sé-ri 8000SX: +256 Khong ép dung
8000R: +356 Khéng p dung
8000Q2: +3s6 Khong ép dung

Dung mét lan
Sé-ri 6000CX: +256 +356
Sé-ri 7000X: +256 +356

Chuyén déng

C6 thé téi strdung
Sé-ri 8000AX: +256 Khong &p dung
Sé-ri 800XJ: +356 Khong p dung
Sé-ri 8000SX: +356 Khéng ap dung

Tuéi mau thap © +256 +350

D6 chinh xac vé nhip tim Nguoi I6n/Tré em? Tré so'sinh

Khéng c6 chuyén déng (18 - 300 BPM)
C6 thé téistrdung

Sé-ri 8000AX: +356 Khong ép dung
Sé-ri 800XJ: +356 Khéng p dung
Sé-ri 8000SX: +350 Khong ép dung
8000R: +356 Khong ép dung
8000Q2: +356 Khong ép dung
Dung mét lan
Sé-ri 6000CX: +350 +35s0
Sé-ri 7000X: +3s6 +3s6

C6 chuyén déng (40 - 240 BPM)
C6 thé téistrdung

Sé-ri 8000AX: +556 Khéng ap dung

Sé-ri 800XJ: +550 Khong &p dung

Sé-ri 8000SX: +556 Khong &p dung
Tuéi mau thap (40 - 240 BPM) © +350 +350

*Thong tin nay déc biét hitu ich cho cac bac silam sang thuc hién liéu phap quang dong.

++ 1 Arms dai dién cho khodng 68% s6 do.

+Bao gém bénh nhan 1aTré nhd

§ Khong ap dung cho cac cdm bién dugc liét ké 1a Khong &p dung trong cot Tré so sinh, 8000R va 8000Q2

Luuy:

Thit nghiém do chinh xac do SpO, dugc tién hanh trong cac nghién ctiu vé tinh trang thiéu oxy gidn tiép trén cac déi tugng khde manh, khéng hit thude,

c6 lan da séng dén sdm mau trong diéu kién c6 chuyén dong va khéng chuyén dong trong phong thi nghiém nghién ctu doc lap. Gia tri bdo hda hemoglobin
d6ng mach do dugc (SpO,) clia cac cdm bién dugc so sanh véi gia tri oxy trong hemoglobin déng mach (Sa0,), dugc xac dinh tir céc mau méau bang may do
CO-Oxy trong phong thi nghiém. D chinh xac ctia cdm bién so vdi cdc mau may do CO-Oxy dugc do vugt ngoai pham vi SpO, 70 - 100%. Dt liéu vé do

chinh xac dugc tinh toan bang cach st dung gia tri trung binh binh phuong sai sé (gié tri Arms) cho tat ca cac d6i tugng, theo 1ISO 80601-2-61 trudc day la

1SO 9919, Théng s6 ky thuat tiéu chudn danh cho may do oxy xung dé ddm béo Chinh xac.

+  Thinghiém chuyén déng theo nhip tim do dé chinh xac ctia nhip tim bang cach mé phdng chuyén dong gia dugc dua vao bai may do oxy xung. Thir nghiém
nay xac dinh xem may do oxy c6 dap Ung cac tiéu chi clia ISO 80601-2-61, trudc day 1a 1ISO 9919, vé nhip tim trong qua trinh md phdng chuyén déng, rung léc
va chuyén dong dir déi hay khong.

Thi nghiém tudi mau thap st dung Thiét bi mé phdng SpO, dé cung cap nhip tim moé phéng, véi cac cai dit bién d6 c6 thé diéu chinh & nhiéu muic SpO, khac nhau.
Mé-dun phai duy tri d6 chinh xac theo tiéu chudn 1SO 80601-2-61, trudc day 1a 15O 9919, nhip tim va SpO, & bién dé nhip tim thap nhat c6 thé dat dugc

(diéu bién 0,3%).

Nonin Xpod da dugc xac nhan la chinh xac véi nhip tim tir 18-300 bpm khi khéng cé chuyén déng va tir 40 — 240 bpm khi cé chuyén dong. Thir nghiém dugc
thyc hién bang thiét bi mé phdng Datrend Oxitest Plus 7.

Thi nghiém tudi mau thap st dung Thiét bi mé phdng SpO, dé cung cap nhip tim mé phéng, véi cac cai dit bién d6 c6 thé diéu chinh & nhiéu muic SpO, khac nhau.
Mé-dun phai duy tri d6 chinh xac theo tiéu chudn 1SO 80601-2-61, trudc day 13 15O 9919, nhip tim va SpO, & bién dé nhip tim thap nhat c6 thé dat dugc

(diéu bién 0,3%).
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Tuan tha tiéu chuan

Bugkc thiét ké dé phu hop véi Khong dat bat cir phan nao ctia thiét bj hodc phu kién trong khodng 30 cm gan
cac tiéu chuan sau day: thiét bi lién lac tan s6 vo tuyén di ddng hodc xach tay. My Airvo 3 tuan tha theo
IEC 60601-1:2005+AMD1:2012 +AMD2:2020 yéu cau vé kha nang tuong thich dién tir ctia IEC 60601-1-2. Trong cac tinh huéng
IEC 60601-1-2:2014+AMD1:2020 nhét dinh, may Airvo 3 c6 thé anh hudng téi hodc bj anh huéng do nhiéu dién tu.
ANSI/AAMI ES 60601-1:2005 va A1:2012 va A2:2021 Nhiéu dién tir qua muic c6 thé anh hudng téi kha nang diéu tri ma thiét bi
CAN/CSA-C22.2 NO.60601-1:14+A2:2022 (R2022) cung cap. Néu viéc nay xay ra, hay thir di chuyén may Airvo 3 hodc thiét bi gay ra
IEC 60601-1-6:2010-+AMD1:2013+AMD2:2020 nhiéu, hodc tham khao y kién ctia nha cung cap dich vu cham séc suc khoe.

IEC 60601-1-8:2006+AMD1:2012+AMD2:2020
1SO 80601-2-61:2017
1SO 80601-2-74:2021

Y té — thiét bj tim mach va ph&i chilién quan
\‘sslﬁiﬁo dén cac méi nguy hiém vé dién giat,
) héda hoan va co hoc phtt hgp véi
AAMI ES60601-1 (2005) + AMD 1 (2012),
[H US csacancsa-c222N0.60601-1:14,
IEC 60601-1-6:2010, AMD1:2013,
E354976 IEC 60601-1-8: 2006 + Am.1: 2012,
1SO 80601-2- 61:2017, COR1:2018,
1SO 80601-2-74:2017

Phu kién dugc néi véi bat ky c6ng nao ciia may Airvo 3 phai dugc chiing nhan tuan tha IEC 60601-1-1 hodc IEC 60950-1.

Tat ca cau hinh phai tuan tha theo tiéu chudn hé théng IEC 60601-1-1. Bat cir ngudi nao ma ndi thiét bi phu vao phan tin hiéu dau ra hodc
phan tin hiéu vao sé cdu hinh hé théng y té va do d6 sé chiu trach nhiém dam bao rang hé théng tuan tha vdi cac yéu cau cda tiéu chuan

hé théng IEC 60601-1-1. Néu c6 nghi ngd, vui long lién hé véi phong dich vu ky thudt hodc dai dién Fisher & Paykel Healthcare tai dia phuong
cla ban.

Mot s6 thanh phan cGia phan mém di kém san pham dugc cung cap theo diéu khoan cap phép clia bén thi ba, bao gém céc thanh phan ctia
phan mém phai tuan theo mot sé gidy phép phan mém nguén ma nhat dinh. Khi dugc yéu cau theo cac diéu khodn clia cac gidy phép nay,
Fisher & Paykel Healthcare Limited sé& cung cap cac théng bao vé cac thanh phan cda phan mém dé trén trang web ctia minh.

Vui long truy cap www.fphcare.com/airvo3/third-party-licenses dé xem cac thong bao nay. Luu y rang cac théng bao ap dung cé thé dugc
cap nhat khi phan mém di kém san pham dugc cap nhéat. F&P Airvo 3 tuan tha Chi thi 2014/53/EU. Toan van tuyén bé ctia EU vé su pht hop
dugc cung cap tai dia chi internet sau day: www.fphcare.com/certifications.

Huéng dan thai bé thiét bi
Thiét bi nay chura cac linh kién dién tlrva pin lithium-ion. Cac quy dinh & quéc gia clia ban ¢6 thé yéu ciu phai thu gom chiing
dé thu hoi va tai ché chat thai nham gidm bao vé méi trudng. Vui long thai bo thiét bi nay theo quy dinh clia dia phuang.

Thai bo cac phu kién, phu ting va bao bi

= F. Thai b cac phu kién, phu tung thay thé va bao bi theo huéng dan ctia dia phuong. D& 8ng thd va ngén chiia nudc trong

L_@l tUi nudc sau khi st dung va thai bd chiing chung véi rac thai thong thudng. Cac bénh vién phai xtt ly theo phuong phap
tiéu chudn x(r ly san phdm nhiém ban.
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Phu luc 1. Vat tu tiéu hao danh cho bénh nhan

Céc giao dién thd clia bénh nhan va phu kién trong cac bang bén dudi dugc phé duyét dé st dung véi méy Airvo 3. Doc ky hudng dan
st dung, bao gém tét ca cac canh bao va than trong, dugc cung cép kém theo ting thiét bj trudc khi st dung.

M6t s6 phu kién c6 thé khéng cé sdn tai mét s6 quéc gia. Lién hé vdéi dai dién Fisher & Paykel clia ban dé€ biét théng tin mdi nhat vé cac
giao dién thd clia bénh nhan cé sdn cho méy Airvo 3.Tat ca cac giao dién thd clia bénh nhan déu la b phan ting dung Loai BF.

Liéu phap luu lugng cao Optiflow

— Ma b6 phan Kich co bao bi
<§' Giao dién thé qua miii Optiflow+ OPT942 S 20
g OPT944 M 20
LT
- OPT946 L 20
Giao dién thé Optiflow+ Duet OPT962 S 20
OPT964 M 20
OPT966 L 20
Giao dién thé qua miii Optiflow 3S OPT1042 S 20
OPT1044 M 20
OPT1046 L 20
Giao dién thé qua miii Optiflow Junior 2* 0OJR414 (WJR112) M 20 (20)
OJR416 (WJR112) L 20 (20)
OJR418 (WJR112) XL 20 (20)
Giao dién thé qua mii Optiflow Junior 2+* OJR520 (WJR114) XXL 10(10)
Optiflow Junior 2 WigglewiNG WIJR212 M, L, XL 20
WJR214 XXL 10
Giao dién thé qua 16 mé khi quan Optiflow+ OPT970 15 mm 20
Bo két néi giao dién thd mat na Optiflow+" OPT980 Bo két ndi giao dién thé 20
mat na 22 mm
B 6ng va ngan chita nudc AirSpiral 900PT561 — 10
B 8ng thé va ngan chita nugc AirvoNeb 900PT562 — 10

* Ma bd phan Wigglepad dugc hién thj trong ngodc don.
t B& két néi giao dién théd mat na chi dugc st dung véi mét na cé 16 thong hoi. Khdng sir dung mat na dang bit kin véi liéu phép Iuu lugng cao Optiflow.
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Phu luc 2. Linh kién va phu kién

Mot s6 phu kién c6 thé khéng cé san tai mét s6 quéc gia. Vui long lién hé véi dai dién Fisher & Paykel Healthcare tai dia phuong clia ban dé
biét thém thong tin.

Phu kién
Khung tru di dong 900PT421
Tay cam ctia khung tru di déng 900PT445 <E-
Kep ctia khung tru di dong 900PT428 G
Gia d& binh oxy 900PT427 *5
900PT427L ==
Gia dobao quan 900PT426
Tam phi bao vé 900PT603
Ong g6p dan khi dau vao kép HPO 900PT460D,
(DISS, NIST, SIS) 900PT460N,
900PT460S
Bo chuyén déi HPO (DISS sang NIST) 900PT462DN
Bo chuyén ddi cong dit liéu Airvo 3* 900PT473
Cap nhanh USB Airvo 3 900PT474

Trinh quan ly thiét bi Fisher & Paykel Healthcare  900PT475
B6 khit trung* 900PT600

*BO chuyén déi cdng dii liéu cho phép truyén dt liéu tir méy Airvo 3 sang hé théng theo déi bénh nhan va mdy tinh bénh vién. Can phai tich hgp dé kich hoat
chtic néng. Dé biét thém thong tin, vui long lién hé véi dai dién Fisher & Paykel Healthcare dai phuong ctia ban.

tCan phai c6 bo khir trung khi st dung ché @6 khtr trung tich hop sdn dé khir tring 6ng cit dau ra. Khong bét budc bénh vién phai st dung may rdia-khi triing
dé lam sach va khir tring 6ng cut dau ra.

Phu tung

Mo ta Ma bé phan
Thanh bot bién lam sach 900PT602
Tam phi bao vé 900PT603
Ong cut daura 900PT930
B6 loc khi 900PT933
Mo-dun pin 900PT957L

CANHBAO

Thiét bi dugc két néi véi Airvo 3 qua Bé chuyén d6i cdng dit liéu (900PT473) phaéi dugc chiing nhan theo tiéu chudn IEC 60950-1 hoic
IEC 60601-1. T4t ca cac t6 hgp thiét bi phai tuan thi cac yéu cu IEC 60601-1 danh cho hé théng dién y té. Bat ci ngudi nao néi thiét bi
phu ltic nay da cau hinh hé théng y té va do d6 sé chiu trach nhiém dam bao rang hé théng tuan tha véi cac yéu cau clia IEC 60601-1.
Hay tham khao y kién chuyén gia ky thudt tai bénh vién ctia ban dé biét thém théng tin.

St dung céc phu kién khéng dugc chi dinh c6 thé [am ting phét xa dién tir hodc gidm kha ndng mién nhiém dién tir ctia Airvo 3.

T4t c& dir liéu dugc truyén tir Airvo 3 chi dé cung cap théng tin va khéng dugc st dung lam ¢ s& duy nhat cho cac quyét dinh

chan doan hodc diéu tri.
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Phu luc 3. Phu kién do oxy xung

Céc phu kién do oxy xung dugc néu bén dudi tuong thich véi may Airvo 3. Doc ky huéng dan sir dung, bao gém tat ca cac canh bao va
than trong, dugc cung cap kém theo tiing thiét bj trudc khi st dung. Khéng phai tat ca cac phu kién déu c6 sén & moi thi trudng va mét sé
phu kién cé thé khéng cé sén tai Fisher & Paykel Healthcare.

Masimo:

Ma bé phan ctia cap dau néi USB, bd chuyén ddi va cap mé rong clia may do oxy xung Masimo da xac thuc

- Ma b phan Masimo (chiéu dai cap) Ma b6 phan FPH

<§' Cap may do oxy xung Masimo SET uSpO, 3412(1,8m) 9516-3412

g Cap bd chuyén déi RD sang LNC 4089 (0,9 m) Khéng ép dung

<|.||:J Cap bo chuyén d6i RD sang LNC 4105 (0,45 m) Khéng ép dung
LNC-4-Ext 2021 (1,2m) Khong ap dung

Ma bé phan ctia cap cdm bién do oxy xung Masimo da xac thuc va vat tu tiéu hao cia cdm bién

Mé ta cdm bién Ma bd phan Masimo (chiéu dai cap) (théng tin khac)

Cam bién kep ngén tay st dung lai danh cho nguéi Ién Sé-ri RD SETDCI 4050 (0,9 m)

Cam bién kep ngén tay st dung lai danh cho tré em Sé-ri RD SETDCI-P 4051 (0,9 m)

Cam bién kep dau may sir dung lai RD SETTC-I 4053 (0,9 m)

Cam bién st dung lai nhiéu vi tri RD SET Y1 SpO, 4054 (0,9 m)

Cam bién do & tran hap thu phan xa sit dung lai RD SET TF-1 SpO, 4055 (0,9 m)

Cam bién mém st dung lai RD SET DB-1 4052 (0,9 m)

Cam bién dung mét lan Sé-ri RD SET Adt SpO, 4000 (0,45 m) (20 g6i)
Cam bién dung mét lan Sé-ri RD SET Pdt SpO, 4001 (0,45 m) (20 g6i)
Cam bién dung mét lan Sé-ri RD SET Inf SpO, 4002 (0,45 m) (20 goi)
Cam bién dung mét lan Sé-ri RD SET Neo SpO, 4003 (0,45 m) (20 g6i)
Cam bién dung mét lan Sé-ri RD SET Neo Pt SpO, 4004 (0,45 m) (20 g6i)
Cam bién dung mét lan Sé-ri RD SET Neo Pt SpO, (Khéng tu dinh) 4005 (0,45 m) (20 g6i)
Cam bién dic biét sé-ri RD SET danh cho Chan thuong & ngudi I6n 4011 (10 g6i)

Cam bién dic biét sé-ri RD SET danh cho Tré so'sinh, Tré nhé 4013 (10 g6i)

Cam bién dic biét sé-ri RD SET danh cho Tré so'sinh, Tré nhd, Tré em 4012 (10 goi)

Cam bién dung mét lan mau xanh duong RD SET 4014 (10 g6i)

Cam bién dat & tai RD SET 4015 (0,9 m) (10 géi)

Cam bién do SpO, & tran hap thu phan xa dung mét l1an RD SET TFA-1 4016 (0,9 m)

Cam bién st dung lai LNCS DCI ADT 1863 (0,9 m)
Cam bién st dung lai LNCS DCIP 1864 (0,9 m)
Cam bién kep dau may st dung lai LNCS TC-I 1895 (0,9 m)

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology °, Signal .Q.°, TF-1°, uSpO,°, X-Cal® RD SET™, TFA-1™ la cac
nhan hiéu ctia Masimo Corporation.



Masimo:

Ma bd phan ctia cap cdm bién do oxy xung Masimo da xac thuc va vat tu tiéu hao ctia cdm bién

M6 ta cdm bién

Cam bién st dung lai nhiéu vi tri LNCS Y1 SpO,

Cam bién hap thu phan xa st dung lai cho nguéi Ién LNCS TF-1 SpO,
Cam bién mém st dung lai sé-ri LNCS DB-I

Cam bién tu dinh LNCS Adtx, danh cho ngu®i lén

Cam bién tu dinh LNCS Adtx-3 danh cho ngu®i 16n

Cam bién tu dinh LNCS Pdtx, danh cho tré em

Cam bién tu dinh LNCS Pdtx-3, danh cho tré em

Cam bién tu dinh LNCS Inf, danh cho tré nhé

Cam bién tu dinh LNCS Inf-3, danh cho tré nho

Cam bién tu dinh LNCS Inf-L, danh cho tré nhé

Cam bién tu dinh LNCS Neo, danh cho tré so' sinh

Cam bién tu dinh LNCS Neo-3, danh cho tré sa'sinh

Cam bién tu dinh LNCS Neo-L, danh cho tré so' sinh

Cam bién tu dinh cho da nhay cdm LNCS NeoPt, danh cho tré sg'sinh
Cam bién tu dinh cho da nhay cdm LNCS NeoPt-3, danh cho tré so'sinh
Cam bién tu dinh cho da nhay cdm LNCS NeoPT-L, danh cho tré so'sinh
Cam bién khéng tu dinh LNCS NeoPt-500, danh cho tré so sinh

Cam bién tu dinh ding cho chan thuong LNCS danh cho ngudi 16n
Cam bién dac biét sé-ri LNCS danh cho Tré so'sinh

Cam bién dic biét sé-ri LNCS danh cho Tré so'sinh, Tré nhé, Tré em LNCS
Cam bién dat & tai LNCSE1

Cam bién do SpO, & tran hap thu phan xa dung mét Ian LNCS TFA-1

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology ©, Signal 1.Q.%, TF-1°, uSpO,®, X-Cal® RD SET™, TFA-1™ la cac

nhan hiéu ctia Masimo Corporation.

Ma bé phan Masimo (chiéu dai cap)

2258(0,9m)

1896 (0,9 m)

2653 (0,9 m)

1859 (0,45 m) (20 goi)
2317 (0,9 m) (20 g6i)
1860 (0,45 m) (20 g6i)
2318 (0,9 m) (20 gdi)
2328 (0,45 m) (20 goi)
2319(0,9 m) (20 goi)
1861 (0,9 m) (20 g6i)
2329 (0,45 m) (20 gdi)
2320 (0,9 m) (20 gdi)
1862 (0,9 m) (20 goi)
2330 (0,45 m) (20 g6i)
2321 (0,9 m) (20 g6i)
1901 (0,9 m) (20 g6i)
2331 (0,45 m) (20 goi)
2411 (0,9 m) (20 g6i)
2412 (0,9 m) (20 goi)
2413 (0,9 m) (20 gdi)
2918 (0,9 m) (10 goi)

3858 (0,9 m) (10 g6i)

Airvo 3 - HUGNG DAN SU DUNG | B-55

PS

~

-
E-
S
)
P
—
—




[
E-
>
O
P
=
-

B-56 | Airvo 3 -HUGNG DAN SU DUNG

Nellcor:

Bo chuyén d6i va cap mé rong

M6 ta Ma b6 phan

Bo chuyén déi két ndi do oxy xung 1

Medtronic/Nellcor™ OxiCable

900PT476 (0,3 m)

PMC10N-SF (2,8 m)

Ma bé phan cta vat tu tiéu hao da xac thuc véi cdm bién do oxy xung Nellcor

Mé ta cdm bién
Cam bién do SpO, & tran Nellcor
Cam bién Sp0, khéng tu dinh Nellcor
Cam bién Sp0O, Nellcor Flexible
Cam bién SpO, tu dinh Nellcor
Cam bién tu dinh qua miii Nellcor SpO,
Cam bién SpO, sui dung lai Nellcor
Cam bién SpO, sit dung lai cho nhiéu vi tri Nellcor
Boc cam bién Nellcor diing cho mét bénh nhan

Boc cam bién tu dinh Nellcor dung cho
mot bénh nhan

Boc cam bién Nellcor bang xép dung cho
mot bénh nhan

Cam bién SpO, Nellcor OxySoft™ danh cho
tré so' sinh-ngudi I6n

Ma bé phan Nellcor (chiéu dai cap) (théng tin khac)

MAXFAST (0,75 m) (24 g6i)

SC-A/SC-NEO/SC-PR (0,9 m) (24 g6i)

FLEXMAX/FLEXMAX-P (0,9 m)

MAXA/MAXAL/MAXN/MAXI/MAXP (0,9 m) (24 géi)

MAXR (0,45 m) (24 g6i)

DS100A (1 g6i), OXI-A, OXI-N, OXI-P, OXI- (24 géi) (0,9 m)

D-YS, D-YSE, D-YSPD (0,9 m), PDSLV (v& boc thay thé, 12 goi)
POSEY (d6i véi OXI-A/N/P/I, D-YS) (12 g6i)

ADH-A/N (di v&i OXI-A/N, D-YS), ADH-P/I (for OXI-P/I, D-YS) (100 g6i)
FOAM A/N (d6i véi OXI-A/N, D-YS), FOAM P/ (di véi OXI-P/1, D-YS)
(100 g6i)

OXYSOFTN (24 g6i)

Fisher & Paykel Ia nha phan phéi dugc tly quyén clia Nellcor™ OxiCable
Nellcor™, OxiMax™, OxySoft™, Oxymax™, SatSeconds™, Medtronic™ la cac nhan hiéu ctia Medtronic PLC.



Nonin:

Ma bé phan cta cap dau néi USB do oxy xung Nonin da xac thuc

Cap két nSi USB Nonin Xpod 3012HR

USB Nonin Xpod 3012 LP
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Ma bd phan Nonin (chiéu dai cap)

114403-001 (1 m)

6703-001 (1 m)

Ma bé phan ctia cap cdm bién do oxy xung Nonin da xac thuc va vat tu tiéu hao ctia cdm bién

Mb ta cam bién

Cam bién mém si dung lai 8000SS, nhé

Cam bién mém s dung lai 8000SM, vira

Cam bién mém si dung lai 8000SL, I6n

Cam bién kep ngén tay sit dung lai danh cho ngu&i l6n 8000AA
Cam bién kep ngén tay st dung lai danh cho tré em 8000AP
Cam bién kep & tai 8000Q2

Cam bién phan xa 8000R

Cam bién Flex sir dung lai mét phan danh cho ngui l6n 8000J

Cam bién Flex st dung lai mét phan danh cho tré nhé 8008)
Cam bién Flex st dung lai mét phan danh cho tré so sinh 8001)J
Cam bién dung mét lan boc vai danh cho nguéi I6n 6000CA
Cam bién dung mét lan boc vai danh cho tré em 6000CP

Cam bién duing mét lan boc vai danh cho tré nhé 6000CI

Cam bién dung mét lan boc vai danh cho tré so sinh 6000CN

Cam bién dung mét lan 7000A Flexi-Form® lll danh cho ngu@i I6n

Cam bién dung mét 1an 7000P Flexi-Form Il danh cho tré em

Cam bién dung mét lan 70001 Flexi-Form lll danh cho tré nhé

Cam bién dung mét 1an 7000N Flexi-Form Il danh cho tré so sinh

8000JFW FlexiWraps danh cho nguoi lén
8008JFW FlexiWraps danh cho tré nhé
8001JFW FlexiWraps danh cho tré so'sinh
Goi giili cdm bién phan xa 8000H

Kep cam bién cho May do oxy xung bén ngoai LP Xpod

Ma b6 phan Nonin (chiéu dai cap) (théng tin khac)

6837-000 (1 m), 6837-300 (3 m)

6836-000 (1 m), 6836-300 (3 m)

6835-000 (1 m), 6835-300 (3 m)

3278-001 (1 m), 3278-006 (2 m, 6,6 m), 3278-003 (3 m)
2360-000 (1 m), 2360-003 (3 m)

6455-000 (1 m)

0487-000 (1 m)

0741-000 (1 m), 2353-002 (3 m)
(bao gébm x25 8000JFW FlexiWraps®)

0740-000 (1 m) (bao gém x25 8008JFW FlexiWraps)
0739-000 (1 m) (bao gém x25 8001JFW FlexiWraps)
7426-001 (1 m) (24 g6i)

7426-002 (1 m) (24 goi)

7426-003 (1 m) (24 g6i)

7426-004 (1 m) (24 g6i)

7427-001 (1 m) (24 goi)

7427-002 (1 m) (24 goi)

7427-003 (1 m) (24 goi)

7427-004 (1 m) (24 goi)

4097-000, (25 géi), dung véi 8000J

4774-000, (25 g6i), dung vdi 8008)

4777-000, (25 gdi), dung v&i 8001J

0616-000, (10 ndp & 20 miéng dan) dung véi 8000R

7504-001

Nonin®, Xpod®, PureLight®, PureSAT®, FlexiWraps®, Flexi-Form® la cadc nhan hiéu ctia Nonin Medical Inc.

PS

~

-
E-
S
)
P
—
—




[
L
>
O
P
=
-

B-58 | Airvo 3 - HUGNG DAN SU DUNG

Phu luc 4. Hoat déng tao d& am trong qua trinh van hanh pin

Khi khéng dugc cap dién tir nguén dién gén tudng, may Airvo 3 gidm bét nang lugng dung dé lam &m khi tha dé tiét kiém pin.

Trong moi trudng hgp, mdy Airvo 3 van tié€p tuc cung cap oxy bé sung va khi tha cho dén khi hét pin.

Déi véi lieu phap luu lugng cao Optiflow, kha nang lam dm khi thd chd déng sé gidm xudng trong qua trinh van hanh pin. Néu canh bao
Critically Low Battery (Pin rat y&u) xudt hién, qua trinh tao d6 8m dang hoat dong sé dimng dé tiét kiém pin.

Két néi méy Airvo 3 v6i nguén dién gén tudng trudc khi pin hét dé ty déng tiép tuc cung cap liéu phap nhu binh thudng. Néu pin clia

may Airvo 3 hét, mdy sé ngling cung cap oxy bé sung va khi thd bé sung, tit nguén va tao cdnh bao Power Out (M4t dién).
DE ti€p tuc lidu phap sau khi thiét bi tit nguén, hay két néi méy Airvo 3 véi nguén dién gan tudng.

<— Nguobn dién gan tudng
da ngat két néi

Canh bao Pin yéu

:

T6c do luu lugng thap hon Canh béo pin rit yéu

Do am trong khi thé dugc cung cap

12 mg/L Hét pin
Po6am . l
moi trudng — -
< >l »| Thaoi gian
Tao am chd dong: Chi luu lugng va oxy bé sung:
thong thudng 50 phut Thong thuong: 40 phut

Mdy Airvo 3 gitip gidm dd dm trong khi thd trong khi thuc hién liéu phdp Iuu Iugng cao Optiflow cho dén khi pin gdn hét,
khi d6 dé dm sé bj tat dé duy tri viéc cung cap luu luong va oxy.
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Phu luc 5. Tinh nang quan ly cdnh bao SatSeconds

SatSeconds |a mét chiic ndng bé sung kha dung khi st dung giai Chuéi su kién SpO, A
phap Medtronic Nellcor OxiCable. SatSeconds khac véi hé théng Canh bao kich hoat
quan ly cdnh béo truyén théng & ché SatSeconds theo déi ca muc do )

va thdi gian gidm bao hoa oxy dudi dang chi s6 vé muic do nghiém Ba--
trong cua hién tugng gidm bao hoa oxy, qua dé gitip phan biét cac
su kién c6 y nghia lam sang véi cac su kién giam bao hoa oxy nhe va
ngan han c6 thé dan dén canh bao gay phién nhiéu.

|
|
|
|
I
_______________ -
I
I
I
I

Hay xem xét chui su kién dan dén vi pham gidi han canh bao e B =

SatSeconds do béc silam sang dat (phai). Bénh nhan la ngudi 16n trai .AA _AB MC

qua mat s6 1an giam bao hoa oxy nhe, sau d6 la mét 1an gidm bao hoa Sukién Spo, Sukién Spo, Sukien Spo, 4
oxy ¢4y nghia lam sang. dautién thu hai thua ba

~

A5.1 Sukién SpO, dau tién

Hay xem xét su kién dau tién. Gia st gidi han canh bao SatSeconds
dugc dat la 25. SpO, clia bénh nhan gidm xuéng 79% va thai gian
xay ra su kién la 2 gidy trudc khi d6 bao hoa lai trén ngudng canh bao
thap hon la 85%.

Trong tinh hudng nay, muic gidm 6% so véi ngudng canh bao thap
nhan véi khodng thai gian 2 gidy tuong duong véi SatSeconds la 12.

-
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Spo,

Vi gidi han canh bao SatSeconds dugc dat la 25 va s6 SatSeconds
thuc té€ bang 12 nén khéng cé canh bao nao dugc kich hoat.

A5.2 Sukién SpO, thit hai

Hay xem xét sy kién thir hai. Gia st giGi han canh bao SatSeconds van
dugc dat 1a 25. SpO, clia bénh nhan giam xuéng 84% va thai gian xay

ra sy kién la 15 gidy trudc khi @6 bao hoa lai trén nguéng canh béo 88%
thip hon [ 85%. 86% \ /
84% | S~ $1%

92%
90%

Trong tinh hudng nay, mdic gidm 1% so véi ngudng canh bao thap 2
nhan véi khoadng thdi gian 15 gidy bang 15 SatSecond. Vi giGi han o 82% - 15 gidy o
canh béo SatSeconds dugc dat la 25 va s6 SatSeconds thuic té bang
15 nén khéng c6 canh bao nao dugc kich hoat. 80%

78%

0 16 18 20 22 24 26 28 30 32
Giay

A5.3 Sukién SpO, thirba 92%
Hay xem xét sy kién thit ba. Gid st giGi han canh bao SatSeconds van 90%
dugc dat la 25. SpO, clia bénh nhan gidm x’u6ng 75%, thap hon 10%
50 vGi ngudng canh bao thap han la 85%. O muc dd bao hoa nay, 88%
sukién khéng thé vugt qua 2,5 gidy ma khong kich hoat canh bao 86%
SatSeconds (10% x 2,5 gidy = 25 SatSeconds). S 84%
Vi d6 bao hoa clia bénh nhan khong tré vé gia tri trén nguéng canh a 82%
bao thap han trong vong 2,5 gidy nén canh bao SpO, thap sé dugc )
kich hoat. 80%

78%

0,
76% 2,5 gidy
74%

0 40 42 44 46 48 50 52 54 56
Giay

A5.4 Mang luéi an toan SatSeconds

“Mang ludi an toan” SatSeconds danh cho nhimng bénh nhan c6 muc do bao hoa thudng xuyén thap hon gidi han nhung khéng duy tri
dudi gidi han lau dén muc dat dén cai dat thai gian SatSeconds. Khi xdy ra ba lan vi pham gii han tré 1én trong vong 60 gidy, canh bao
sé phat ra ngay ca khi chua dat dén cai dat thoi gian SatSeconds.
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Thoa thuan cap phép cho ngudi dung cudi Masimo

UNhsivodtl

THOA THUAN CAP PHEP CHO NGUG1 DUNG CUOI

TAI LIEU NAY LATHOA THUAN PHAP LY GIUA BAN (“NGUGI MUA") VA FPH. NEU BAN KHONG DONG Y VG| CAC DIEU KHOAN CUA THOA
THUAN NAY, HAY NHANH CHONG GU1TRA TOAN BO SAN PHAM, BAO GOM TAT CA CAC PHU KIEN TRONG BAO BI GOC, KEM V31 BIEN LAI
MUA HANG CUA BAN CHO FPH BE BUGC HOAN TIEN DAY BU.

a. Cap phép. Xem xét vé viéc thanh toan phi cap phép, day 1a mot phan gia phai tra cho sdn phdm nay. FPH cap cho Ngudi mua gidy phép
khéng déc quyén, khong thé chuyén nhugng, khéng c6 quyén cdp phép phuy, dé st dung ban sao clia phan mém/firmware tich hgp va
tai liéu lién quan dén viéc Ngudi mua str dung céc san phdm Masimo cho muc dich dugc quy dinh trén nhan dan. FPH git lai tat ca nhiing
quyén nao khéng dugc thdng béo ré rang la cdp cho ngudi mua.

|—
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b. Quyén s& hitu phan mém/firmware. Danh nghia, quyén s& hliu va tat ca cac quyén va lgi ich doi véi bat ky phan mém va/hodc firmware
nao clia Masimo cling nhu tai liéu va tat ca cac ban sao ctia chiing luén thudc vé Masimo Corporation, bén cap phép cho FPH va
khéng dugc chuyén cho ngusi mua.

¢. Nhuong lai. Ngudi mua khéng dugc chuyén nhugng hodc chuyén giao toan bd hodc mét phan Gidy phép nay, bang su can thiép ctia
phép luat hodc bang cach khac ma khéng c6 su déng y trudc bang van ban ctia FPH; bat ky nd luc nao ma khéng ¢ su chap thuan cta
FPH, nhdm chuyén nhugng bat ky quyén, nhiém vu hodc nghia vu nao phét sinh theo day déu sé vo hiéu.

d. Han ché sao chép. Phan mém/firmware, san phdm mat na, b cuc bang mach va tai liéu bang van ban di kém déu cé ban quyén. Sao chép
trai phép phan mém, bao gém ca phan mém da dugc stia d6i. Nghiém cdm hanh vi sao chép trai phép phan mém, bao gém cé phan
mém da dugc stia d8i, hgp nhat hodc dua vao phan mém khac hodc céc tai liéu bang van ban khéc. Ban c6 thé phai chiu trach nhiém
phép ly d6i vai bat ky hanh vi vi pham ban quyén nao xay ra hodc phat sinh do khéng tuan thi cac diéu khoan clia gidy phép nay.

Khong cé ndi dung nao trong gidy phép nay cung cap bat ky quyén nao ngoai nhiing quyén theo quy dinh trong dao luat 17 US.C 117.

e. Han ché sttdung. Vi tu cach la Ngudi mua, ban cé thé chuyén san pham tur dia diém nay sang dia diém khac véi diéu kién khéng dugc
sao chép phan mém/firmware. Ban khong dugc chuyén phan mém/firmware tir san phdm sang bat ky thiét bi nao khac bang phuong
thuc dién td. Ban khong dugc tiét 16, xuat ban, dich, phat hanh cac ban sao da dugc phan phdi, stia déi, phong theo, dich, ddo ngugc,
dich ngugc, thao rdi hodc tao tac phdm phai sinh dua trén sén phdm Masimo, phan mém/firmware hoic tai liéu bang van ban ma khéng
6 van ban chap thuan trudc clia Masimo. Cam bién Masimo dugc thiét ké dé dung mét lan duoc cap phép theo béng sang ché cla
Masimo d€ chi st dung cho mét bénh nhan va khéng dugc béan. Viéc s& hitu thiét bi Masimo khéng déng nghia véi viéc c6 bat ky gidy
phép rd rang hodc ngu y nao vé quyén st dung thiét bi nay vai cac cdm bién hodc day cap khéng dugc phé duyét, ma khi dung riéng biét
hodc két hgp vdi thiét bi nay sé nam trong pham vi ctia mét hodc nhiéu bang sang ché lién quan dén thiét bi. Khdng co gidy phép nao,
du ngu y hodc theo hinh thiic khac, cho phép st dung Cam bién Masimo diing mét lan ngoai muc dich st dung mét lan. Sau khi st dung
cam bién Masimo dung mét 1an, Masimo khéng cap thém gidy phép nao dé st dung cdm bién, va ching phai dugc thai bo.

f.  Phukién khéng duoc phé duyét. Céng nghé Masimo duoc thiét ké dé hoat dong cling cac thiét bi, day cap, cdm bién va phu kién Masimo
nhu mét hé théng tich hgp. Khi bat ky bd phan nao clia hé thdng bi can thiép, c6 thé xdy ra cac phép do bj 16i. Theo d6, viéc sit dung cac
day cap, cdm bién hodc phu kién khong dugc phé duyét, chdng han nhu cdm bién ctia bén thit ba da dugc tai xt Iy hodc cdm bién hang
nhai, c6 thé cho ra két qué khéng dang tin cay khi sit dung vai thiét bi Masimo. Hiéu qua hoat déng clia cdng nghé Masimo khéng dugc
cong nhan khi sir dung vai bat ky day cap, cdm bién hoéc phu kién nao khéng dugc phé duyét.

g. Han ché chuyén giao. Phan mém/firmware dugc cap phép cho Ngudi mua va khéng dugc phép chuyén giao cho bat ky ai, ngoai trir
nhiing ngudi dung cudi khac ma khéng cé chap thudn trudc bang van ban ctia FPH. Trong moi trudng hop, ban khong dugc phép
tam thai chuyén giao, chuyén nhugng, thué, cho thué, ban hodc thai bd phan mém/firmware hodc san pham.

h. Bén thu hudng. Tap doan Masimo la Bén thu hudng ctia Thoa thuan nay va cé quyén thuc thi cac diéu khoan ctia Théa thuan nay.

i. Cac quyén ctia Chinh phti Hoa Ky: Néu ban mua phan mém (bao gém ca tai liéu lién quan) thay mat cho bat ky phong ban nao ctia
Chinh phti Hoa Ky, thi cac diéu khodn sau sé dugc ap dung: phan mém dugc coi la“phan mém thuong mai”va “tai liéu phan mém may
tinh thuong mai’, tuong Ung theo phan DFAR 227.7202 FAR 12.212 néu phu hop. Moi viéc st dung, stia d6i, sao chép, phat hanh,
thyc hién, hién thi hodc tiét 16 phan mém (bao gém ca tai liéu lién quan) ctia Chinh phi Hoa Ky hodc bat ky ca quan nao cla
Chinh phti Hoa Ky sé chi phu thudc vao pham vi diéu chinh ctia cac diéu khoan cdia thda thuan nay.
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Fikri miilkiyet bilgileri

Fisher & Paykel Healthcare iiriinleri:
F&P, Airvo, Duet AirSpiral, Optiflow, WigglewiNG ve Wigglepads; Fisher & Paykel Healthcare Limited sirketinin ticari markalaridir.
Daha fazla bilgi icin IGtfen yerel Fisher & Paykel Healthcare temsilcinizle iletisime gegin.

Uyumlu ii¢iincii parti tiriinler:

Masimo

O\sivo ST

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology ®, Signal 1.Q.%, TF-I°, uSpO,°,
X-Cal® RD SET™, TFA-1™; Masimo Corporation sirketinin ticari markalaridir.

Bu cihaz http://www.masimo.com/patents.htm adresinde belirtilen bir veya daha fazla patent kapsamindadir.

Zimni Lisans Bulunmamaktadir: Bu cihazi elinde bulundurmak, bu cihazi tek basina veya bu cihazin yaninda bu cihazla iliskili bir veya
daha fazla patentin kapsamina girebilecek izin veriimemis sensér veya kablolarla kullanmak icin sarih veya zimni herhangi bir lisans
niteligi tasimaz.

Yetkili Olmayan Aksesuarlar: Masimo teknolojisi, Masimo kablolari, sensorleri ve aksesuarlari ile birlikte entegre bir sistem olarak calismak
(izere tasarlanmistir. Sistemin herhangi bir bileseni hasar aldiginda hatali 6lctimler ortaya ¢ikabilir. Buna bagl olarak, G¢tincl taraflarca
yeniden islenmis veya taklit sensorler gibi yetkisiz sensorlerin veya aksesuarlarin Masimo cihaziyla birlikte kullanilmasi giivenilir olmayan
sonuglar verebilir. Yetkisiz bir sensor veya aksesuar ile birlikte kullanildiginda Masimo teknolojisinin performansini dogrulamak mumkin
olmaz.

Masimo SET, 100'den fazla klinik calismayla desteklendigi tizere, distik perflizyon ve hastanin hareket ettirilmesi gibi zorlu izleme
kosullari altinda dogru élctimler sagladigi kanitlanmis puls oksimetre teknolojisidir.

Medtronic/Nellcor™
Nellcor™ SpQ,
technology from

Medtronic

Nellcor™, OxiMax™, OxySoft™, Oxymax™, Satseconds™, Medtronic™; Medtronic PLC sirketinin ticari markalaridir.
Patent bilgileri icin http:/medtronic.com/patents adresine basvurun.

Zimni Lisans Bulunmamaktadir: Bu cihazi elinde bulundurmak veya satin almak, cihazi tek basina veya bu cihazin yaninda bu cihazla
ve/veya sarf malzemeleriyle iliskili bir veya daha fazla patentin kapsamina girebilecek izin verilmemis sarf malzemeleriyle kullanmak
icin herhangi bir acik veya zimni lisans niteligi tasimaz.

Nellcor OxiCable, Covidien Sales sirketinin tescilli teknolojisine dayanmaktadir ve diizglin ¢alismasi ve performans gostermesi icin
yalnizca Nellcor markali sensérlerle kullanilmalidir.

Nonin

& NONIN

Nonin®, Xpod®, PureLight®, PureSAT®, FlexiWraps®, Flexi-Form®; Nonin Medical Inc. sirketinin ticari markalaridir.
Patent bilgileri icin www.nonin.com adresine basvurun.

Nonin marka PureLight® sensoérlerin disindaki sensérlerin Nonin Xpod USB konnektériyle kullanimi, diizgtin ¢alismamasiyla (Airvo™ 3
ve/veya Nonin Urinlerin) sonuclanabilir ve Nonin (riin garantisini gecersiz kilacaktir.
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Baslamadan 6nce

» Bu kullanici kilavuzu, Airvo 3'Un kullanimina iliskin talimatlar sunmak icindir.

» Bu kullanici kilavuzu, saglik uzmanlari igin tasarlanmistir. Saglanan bilgilerin dogru olduguna inanilmakla birlikte bunlar, profesyonel
kanaat uygulamasinin yerine gegcmez.

* Airvo 3'U kullanmadan 6nce, tim uyarilar dahil olmak tzere bu kullanici kilavuzunu okuyun.
* Airvo 3, ilk kullanimindan énce Airvo 3 Teknik Kilavuzundaki talimatlara gére kurulmalidir.
* Bazi aksesuarlar belirli Glkelerde bulunmayabilir. Daha fazla bilgi icin lutfen yerel Fisher & Paykel Healthcare temsilcinizle iletisime gecin.

» Cihaz veya aksesuar etiketlerinin hasarll veya okunaksiz olmasi durumunda degisim icin Fisher & Paykel Healthcare temsilcinizle
iletisime gegin.

Ek kaynaklar

 Airvo 3'U tekrar islemden gecimek icin Dezenfeksiyon Kitini kullaniyorsaniz, Dezenfeksiyon Kitiyle (900PT600) saglanan Dezenfeksiyon
Kiti Kilavuzuna basvurun.

* Dogru kullanim ve ek glvenlik bilgileri icin spesifik aksesuarlarla saglanan kullanici talimatlarina basvurun.

« Airvo 3 Teknik Kilavuzunun bir kopyasi icin lutfen yerel Fisher & Paykel Healthcare temsilcinizle iletisime gegin.
+ ilk kurulum, bakim, servis ve ek sorun giderme talimatlari icin Airvo 3 Teknik Kilavuzuna basvurun.

+ Bu kullanici kilavuzu dahil olmak tizere kullanici talimatlarini indirmek icin www.fphcare.com/airvo3 adresindeki Airvo 3 web sitesini
ziyaret edin.

» Cihazinizdaki yaziim glncellenirse, lutfen yeni yazilimi yansitan kullanici kilavuzunun bir kopyasini indirdiginizden emin olun. Yazilim
numarasi cihazinizda ve bu kullanici kilavuzunun arka sayfasinda mevcuttur.

* Fisher & Paykel Healthcare temsilcinizden destek almak icin su adresten bizimle iletisime gecin: www.fphcare.com/contact-us.

Bu kilavuzda kullanilan ibareler

UYARI

Uyari ifadesi, cihazin kacinilmadidinda 6lUm veya ciddi yaralanmalara neden olabilecek kullanimina veya hatali kullanimina iliskin potansiyel
tehlikeler konusunda kullaniciyi uyarir.

DIKKAT

Dikkat ifadesi, cihazin kacinilmadiginda hafif veya orta diizeyde yaralanmalara neden olabilecek kullanimina veya hatall kullanimina iliskin
potansiyel tehlikeler konusunda kullaniciyr uyarir.

Not
Not ifadesi, Airvo 3'Un dogru kullanimi icin dnemli bilgileri vurgular.
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1. Giris

Airvo 3, spontan soluyan hastalara Optiflow™ ylksek akis terapisi uygulamak Uzere tasarlanmistir.

Airvo 3(in icindeki hava Uflecinin striikledigi 2 ila 70 L/dak oda havasi akisi, yiksek basing kaynaklari (priz beslemeleri veya siseler gibi)
veya dlsUk basing kaynaklarindan (akis 6lcerler gibi) gelen oksijenle harmanlanabilir. Ardindan hava-oksijen karisimi, isitmall solunum
hortumundan nazal, trakeostomi veya maske hasta araylzline tasinmadan énce isitilir ve su haznesinde nemlendirilir.

Airvo 3, priz beslemesiyle calismakla birlikte hastane icinde tasinirken terapinin strekliligini saglamak icin dahili bataryayla desteklenir.

1.1 Kullanim amaci/kullanim endikasyonlari

Airvo 3, 1sitiimis ve nemlendirilmis yiiksek akis solunum gazi almanin iyi gelecedi spontan soluyan hastalarin terapisine yoneliktir. Buna
Gst hava yolu baypasi gecirmis hastalar dahildir. Akis, hasta aray(ziine bagl olarak 2 - 70 L/dak'dan baslayabilir. Airvo 3, hastane ve
subakut tesislerdeki hastalara yoneliktir.

Airvo 3, hastane ortaminda solunum sikintisi ve/veya hipoksemiden muzdarip neonat, infant, cocuk, adolesan ve yetiskin spontan
soluyan hastalari augmente etmek icin nazal kanll aracilidiyla bu yUksek akis gazlarini uygulayabilir. Airvo 3, hastanin tim ventilatuar
gerekliliklerini karsilamak Uzere tasarlanmamistir ve sahada tasirken kullanima yonelik degildir.

1.2 Kontrendikasyonlar

Kontrendikasyonlar terapiye 6zgudur. Kontrendikasyonlar icin hasta araylzi ve/veya hortum ve hazne kitlerinin talimatlarina basvurun.

1.3 Yan etkiler

Yan etkiler terapiye 6zgtdiir. Yan etkiler icin hasta araylzii ve/veya hortum ve hazne kitlerinin talimatlarina basvurun.

2. GuUvenlik bilgileri

Airvo 3 ve aksesuarlari, yalnizca kalifiye personel tarafindan veya gozetiminde calistinimalidir. Airvo 3't kullanmadan énce 6zellikle tiim
uyarilar, dikkat edilecek hususlar ve notlar basta olmak Gzere bu kilavuzu ve tim aksesuarlarla birlikte saglanan kullanim talimatlarini
okuyun.

2.1 Genel
UYARILAR

» Airvo 3, yasam destegi olarak tasarlanmamistir. Airvo 3'U kisa terapi kesintilerini tolere edemeyen hastalarda kullanmayin.
« Airvo 3'lin kullanildigi her hasta icin hastanin uygun sekilde izlenmesi gereklidir.

* Solunum gazi uygulamalari pozitif hava yolu basinci olusturabilir. Bu, pozitif hava yolu basincinin hastada advers etkilere neden
olabilecedi durumlarda dikkate alinmalidir. Ciddi yaralanmalari dnlemek icin hastayi hava yolu ve akcider basinci yaralanmasina neden
olabilecek risk faktorleri agisindan uygun sekilde izleyin.

« Airvo 3'e hasta sarf malzemeleri, aksesuarlar veya yedek parcalar takanlar, cihaz ile bu hasta sarf malzemeleri, aksesuarlar ve/veya
yedek parcalarin uyumlulugundan sorumludur.

» Bu kullanici kilavuzu veya Airvo 3 Teknik Kilavuzunda belirtiimemis hasta sarf malzemeleri, aksesuarlar veya yedek parcalar
kullanmayin. Uyumsuz sarf malzemeleri, parcalar veya aksesuarlar terapi kalitesini etkileyebilir, hastayi yaralayabilir, elektromanyetik
badisikligi azaltabilir veya elektromanyetik emisyonlari arttirabilir.

» Kullanim sirasinda, 6zellikle Airvo 3'0 tasirken baglantinin kesilmesini dnlemek icin yalnizca bu kilavuzda belirtilen hasta arayiiz(,
isitmall solunum hortumu, su haznesi ve filtreleri kullanin.

» Airvo 3'le antistatik veya elektrik ileten hasta solunum devreleri kullanmayin.

« Airvo 3'lin performansini ve uygulanan terapiyi olumsuz etkileyebileceginden cihazi bataryayla ¢alisan tekerlekli sandalye bataryasina
baglamayin.

» Cihaz kurulumunu (tiim aksesuarlar dahil olmak Uzere) dogrulamadan Airvo 3'G baslatmayin veya calistirmayin.

» Hastaya takilma veya strangilasyon olasiligini azaltmak icin solunum hortumu dahil olmak Gzere aksesuar, kordon ve kablolari dikkatle
yonlendirin.

» Kullanimdan énce Airvo 3 ve aksesuarlarini gdrsel acidan inceleyin ve hasar veya hasar stiphesi durumunda bunlari degistirin.
Hasarli cihaz veya aksesuar kullanimi, performans ve/veya giivenligi olumsuz etkileyebilir.

 Terapiyi baslatmadan 6nce alarmi test etmek icin B6IUm 7.5'teki talimatlar uyarinca alarmlara midahale edecek operatorin isitsel
alarm sinyalini duyacagindan emin olun.

 Airvo 3'l ayni anda birden fazla hastada kullanmayin.

» Aksesuarlari bu kilavuzda belirtilen maksimum kullanim sdresi sona erdikten sonra kullanmayin. Maksimum kullanim slresini asmak,
enfeksiyon dahil olmak Uzere ciddi yaralanmalara neden olabilir.
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Airvo 3'lin bataryasini su, ates veya asiri Islya maruz birakmayin. Bataryayl ezmeyin, parc¢alara ayirmayin veya delmeyin ya da konnektér
terminallerine kisa devre yaptirmayin.

Airvo 3' apne monitdrl olarak kullanmayin.
Airvo 3'0 aritmi analizi i¢cin kullanmayin.

Bataryada kacak olmasi durumunda sivinin cilt veya gdzlerle temasina izin vermeyin. Temas durumunda etkilenen bdélgeyi bol suyla
yikayin ve tibbi yardim alin.

Huicre veya bataryanin yutulmasi durumunda derhal tibbi yardim alin.

Fisher & Paykel Healthcare tarafindan agik¢a onaylanmayan degisiklikler veya modifikasyonlar kullanicinin cihazi calistirma yetkisini
gecersiz kilar.

Hastaya uygulanan terapi, pndmatik/jet nebtilizatér kullanimindan etkilenebilir. Dogru kullanim igin uyumlu aksesuarlara ve ilag
(reticisinin talimatlarina bakin.

Bu kullanici talimatlarinda belirtiimeyen sollisyon, slispansiyon, emlsiyon, anestezik veya solunabilir gazlari kullanmayin.
Bunlar hasta sarf malzemeleri, cihaz veya aksesuarlarla uyumlu olmayabilir.

Airvo 3 hasari, asiri sicakliklar, yangin veya patlamalar dnlemek icin yalnizca orijinal F&P yedek batarya modullerini kullanin.

Calisma ortami

Airvo 3'0 bu kilavuzun teknik dzellikler béliminde belirtilen nominal araligin disindaki bir irtifada veya sicaklikta kullanmayin.
Bu araliklarin disinda kullanim, ekipman performansini olumsuz etkileyebilir ve sonug olarak hastanin saghidinin bozulmasina
neden olabilir.

Airvo 3' teknik ozellikler boltimunde belirtilen calistirma kosullarinin disinda kullanmayin. Bu araliginda disinda terapi olumsuz
etkilenebilir.

Airvo 3'0 manyetik rezonans goérlnttleme (MRG) ortaminda kullanmayin.
Airvo 3'l yanici anestezik karisim ile hava veya oksijenle birlikte veya bunlarin bulundugu ortamlarda kullanmayin.
Airvo 3 veya aksesuarlarini defibrilasyon sirasinda kullanmayin.

Airvo 3 veya aksesuarlarini elektrocerrahi, elektrokoter veya lazer cerrahi aletleri gibi tutusma kaynaklarinin yakinlarinda kullanmayin.
Oksijen maruziyeti, hasta yaralanmalarina neden olabilecek yangin riskini artirir.

Airvo 3'0 veya aksesuarlarini elektrokoter sirasinda kullanmayin.

Patlama tehlikesi: Airvo 3'l hava, oksijen bakimindan zengin ortamlar veya nitréz oksitle birlikte yanici anesteziklerin veya baska yanici
maddelerin bulundugdu yerlerde kullanmayin.

Airvo 3'0 hiperbarik odada kullanmayin.

Duizguin calismamasina neden olabileceginden Airvo 3 veya aksesuarlarini baska ekipmanla bitisik veya Ust Gste kullanmaktan kaginin.
Bu sekilde bir kullanimin gerekli oldugu durumlarda bu ekipman ve diger ekipmanlar, normal sekilde ¢alistiklarinin dogrulanmasi
amaciyla gézlemlenmelidir.

Airvo 3, evde kullanim i¢in tasarlanmamistir.

DIiKKAT EDILECEK HUSUSLAR

Bu ekipmanin emisyon 6zellikleri, ekipmani sanayi bolgelerinde ve hastanelerde kullanima uygun kilar (CISPR 11 sinif A). Meskun
mahalde kullanilirsa (bunun icin normalde CISPR 11 sinif B gerekir), bu ekipman, radyo frekans iletisim servisleri icin yeterli koruma
saglayamayabilir. Kullanicinin ekipmanin yerini veya yoninl degistirmek gibi hafifletici dnlemler almasi gerekebilir.

Yaniklari 6nlemek i¢in

Isitici levha veya hazne tabaninin ylzeyine sicakken dokunmayin.
Su kosullarda Airvo 3'l asla ¢alistirmayin:

- Isitmali solunum hortumu delik, yirtik veya kivrilma gibi herhangi bir sekilde hasar gérmusse,
- Dulzgin ¢alismiyorsa, veya

- Cihaza su girmisse.

Asiri 1sinmasina neden olabileceginden Airvo 3'in ¢evresinde ventilasyonu kisitlamayin.
Airvo 3 veya solunum hortumundan gecgen hava akisini bloke etmeyin.

Elektrik carpmalarindan kagcinmak igin

Airvo 3'0 kendiliginden veya cekilerek suya dusebilecedi yerlerde saklamayin veya kullanmayin. Muhafazaya su girmisse elektrik
kablosu baglantisini kesin ve Airvo 3'U kullanmayi birakin.

Elektrik carpmalarina karsi koruma saglamak icin hastayi yikamadan énce daima sensori ¢cikarin ve puls oksimetre baglantisini
tamamen kesin.

Airvo 3'U asadidaki durumlarda veya bunlardan stphe edildiginde asla kullanmayin:
- Dusurtlmas veya hasar gérmusse,

- GUg kablosu veya fiste hasar varsa, veya

- Suya dusUrdlmasse.
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» Hasarli elektrik kablosunu degistirme talimatlari icin bkz. Airvo 3 Teknik Kilavuzu.

 Airvo 3'0, puls oksimetre ekipmanini veya aksesuarlari bu kullanici kilavuzunda veya Airvo 3 Teknik Kilavuzunda tarif edilenin disinda
ayarlamayin, onarmayin, acmayin, parcalarina ayirmayin veya modifiye etmeyin. Airvo 3'0 gerektiginde servis icin Fisher & Paykel
Healthcare temsilcinize iade edin.

» Hastayla ayni anda cihazin USB portlari gibi iletken kisimlarina dokunmayin.

Not

* Bu cihazi kullanirken ciddi bir olay meydana gelirse lUtfen yerel Fisher & Paykel Healthcare temsilcinizi ve Glkenizdeki Yetkili Makami
bilgilendirin.

2.2 Oksijen destegi

UYARILAR

* Yangin riskini azaltmak icin oksijen destegi kullanirken 6zellikle dikkatli olmalisiniz. Kullanim sirasinda tim tutusma kaynaklarini
Airvo 3'ten uzak tutun ve tercihen ayni odada bulundurmayin.

* Sigara icerken, kivilcimlarin veya acik alevlerin yakinlarinda oksijen destegdini kullanmayin.

* Yag, gres veya gres benzeri maddeler basing altinda oksijenle temas ettiginde aniden ve siddetle tutusabilir. Bu maddeleri oksijen
ekipmanindan uzak tutun.

» Airvo 3, bir yiksek akis cihazidir. Oksijen beslemesinin bagli tim ekipmana, 6zellikle birden fazla cihazin beslemeyi paylastigi
durumlarda yeterli oksijen akisi saglayacak sekilde tasarlandigindan emin olun.

* Airvo 3'in oksijen girisi portlarina yalnizca saf oksijen baglayin. Gérlntilenen oksijen konsantrasyonu, baska gaz veya gaz karisimlari
bagdlandidinda hatali olacaktir.

* Yangin ve yanik riskinden kaginmak icin yalnizca oksijen uyumlu olduguna dair etiketli losyon ve/veya merhemleri kullanin.
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3. Genel bakis

Bu bélimde Airvo 3 sistem ve uyumlu aksesuarlar sunulmustur.

Su torbasi

3.1 Sistem bilesenlerini tanima

i oma

Hasta arayiizii

Orn. Optiflow+ nazal arayiizi

Duvar tipi oksijen
beslemesi

l

Mobil aski
standi sapi

AirSpiral™
solunum hortumu

<«— Airvo 3

Puls oksimetre
Otomatik dolumlu
su haznesi

sensoru

Saklama sepeti

Cift oksijen
giris manifoldu

Oksijen sisesi

Oksijen sisesi ' " _
tutucusu ! & ]
|
L\

Mobil aski standi
Airvo 3 Sistemi
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3.2 Cihaz bilesenlerini tanima

DusUk basing .
oksijen (LPO) portu Dokunmatik ekran Isitmali
solunum

hortumu portu

l

Filtre kapadi

«— Cks
dirsegi

Hazne portlari

Isitici
levha

Hava filtresini I
ayirma T o
L=
Yuksek basing Mobil aski standi i¢in
oksijen (HPO) portu* entegre montaj noktasi Parmak koruyucu

USB portu 1
USB portu 2

Kablo tutucu

.

<—— Batarya

Elektrik kablosu ——— e

*HPO bagdlantisi, bdlgesel konnektor tipi secimine (DISS, NIST veya SIS) badl olarak degisebilir
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Sinyal 1s131

Dokunmatik ekran

Sistem menUsi

Guic acik/kapali

Veriler ve Grafikler

3.3 Kullanici arayiiziinde gezinme

Airvo 3'n dokunmatik ekrani terapi ve cihaz durumu, ayarlar ve alarmlara erisim saglar. Kullanici araytziyle soyle etkilesime girersiniz:

» Ayar ekranlarini agmak, secim yapmak ve degerleri degistirmek icin ekrandaki unsurlara dokunarak, ve
* Yalnizca kismen gériintilenen mentilerde inip ¢cikmak icin yukari/asagi kaydirarak.

3.3.1 Ana Sayfaekrani

Optiflow - Yiiksek Akig

‘ Ay"ar }_(utular! k; ! < Terapiyi baslat
Terapi ayar ve ol¢timlerini b Terapi uygulamaya
gorlntuler. Ayarlari baslamak icin
degistirmek veya daha fazla

T - dokunun
bilgi gorinttlemek icin
karelere dokunun
Mesajlar ve alarmlar —— JEEREREIERR IERTENTITERR LS <— Durum gostergeleri

Terapi bilgilerini ve
alarmlari gosterir

Veriler ve Grafikler Gucg Sistem
bilgisi acik/kapali mens(

Hedef degere stabilize ediliyor

Hedef
deger

Beklemede Terapi acik

UYARI

Duyarli kalmasi icin Airvo 3 dokunmatik ekranini temiz ve kuru tutun. Ekranin islanmasina izin verilirse performans dusebilir.
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3.3.2 Mesaj cubugu

Mesaj cubugdu, uygulanan terapinin gtincel durumunu gosterir, ayar degisikliklerini onaylar ve alarmlari gérintuler.
Asagidaki tabloda 6rnek mesajlar sunulmustur.

Mesaj cubugu Tanim

Hastaya solunum gazlari uygulanmiyor.
Terapiyi baslatmak icin Basla diigmesine dokunun.

Solunum gazlari uygulaniyor.
Durdur diigmesine dokunun, ardindan bekleme moduna dénmek icin islemi onaylayin.

Etkin alarmlar, diger mesajlarin en Usttinde goértntdlenir.
Tik: nds N
H Ayrintilar icin alarma dokunun veya alarm sesini gecici olarak duraklatmak icin é’\;
6gesine dokunun.

Alarmlarla ilgili sorunlar gidermek icin bkz. Bélim 7.

3.3.3 Durum gostergeleri
Mesaj cubugunda asagidaki simgeler gdrlintulenir.

Simge Tanim

Sesli bildirimi duraklatma

Airvo 3'e priz beslemesinden gli¢ veriliyor
%100 Dahili batarya durumu
%50 %50 batarya sarji kalmis

%50 Batarya sarj oluyor ve %50 sarj kalmis

O @ ¢ ¢

%50 Batarya diizgtin sarj olmuyor*
Batarya yok veya arizal*
Batarya degisimi gerekiyor*
istem disi degisiklikleri dnlemek icin dokunmatik ekran kilitlendi

USB portlarindan birine Airvo 3 USB cihazi baglandi

< P (&) @]

*Bataryanin dizgin takilip takilmadigini kontrol edin. Sorun devam ederse bataryayi degistirin.

3.3.4 Sinyalisigi

Alarmlar etkinken sinyal 1511 yanip séner. Rengi, etkin olan en yksek dncelikli alarmi
belirtir. Alarmlarla ilgili sorunlari gidermek icin bkz. BéIUm 7.

Sinyal I1s181
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3.3.5 Sistem meniisii

(FIL!_I'g Menu
Sistem menusU, ek ayarlara ve bilgilere erisim saglar. e
Ana sayfa ekrani gérintilendiginde = dgesine dokunarak sistem mendstnd agin.

Puls Oksimetre Alarmian ve Ayarlan

Cihaz Bilgileri

Menii 6gesi Tanim

Kilit Ekram Kilit ekrani, ayarlarin yanlislikla degistirilmesini dnleyebilir

Puls Oksimetre Alarmlar SpO, alarmlari da dahil olmak Gzere puls oksimetre ayarlarini yapilandirin

ve Ayarlan

Cihaz Bilgileri Surdm, dezenfeksiyon, filtre ve batarya bilgilerini gérintuler

Sistem Ayarlan Gelismis Airvo 3 ayar, sinir ve yaklasimlarini degistirin. Daha fazla bilgi icin bkz. Airvo 3 Teknik Kilavuzu

3.3.6 Veriler ve Grafikler ekrani
Veriler ve Grafikler ekraninda mevcut hastanin glincel ve gegmis 6l¢iim ve ayarlari gérintUlenir.
Ana Sayfa ekrani géruntilendiginde l&2 6gesine dokunarak Veriler ve Grafikler ekranini agin.

4. Airvo 3'U hazirlama

Devam etmeden 6nce Boltim 2'deki givenlik bilgilerini inceleyin. Airvo 3 ile kullanim icin valide edilmis sarf malzemeleri ve aksesuarlarin
listesi icin bkz. EK 1- 3.
4.1 Gerekli ekipman

Sunlara ihtiyaciniz olacaktir:

* Mobil aski standina takili Airvo 3,
» Temiz ve dezenfekte edilmis cikis dirsegi,
+ inhalasyon icin USP steril/distile su (veya esdegeri).

Cikis dirsekleri, iki sekilde islemden gegirilebilir:

Dezenfeksiyon kiti (900PT600)

Tekrar islemden gecirme icin dezenfeksiyon kiti kullanilan hastanelerde: Temiz ve dezenfekte edilmis ¢ikis dirsegi, halihazirda
Airvo 3'e takili olacaktir. Kullanimdan énce temiz saklama kilifini ve/veya kirmizi dezenfeksiyon hortumunu ¢ikarin.

Yikayici-dezenfektor

Tekrar islemden gecirme icin yikayici-dezenfektor kullanilan hastanelerde: Ornegin, Merkezi Steril Hizmetler Departmani (CSSD)
sisteminizden temiz ve dezenfekte edilmis bir ¢ikis dirsegi edinin.

Hastaniza oksijen destegdi recete edilirse sunlardan birine ihtiyaciniz olacaktir:

« Airvo 3'0 duvar tipi oksijen beslemesine veya oksijen sisesi regilatdriine baglamak icin yiksek basing oksijen hortumlari, veya
* Airvo 3'0 akis Olcere baglamak icin distk basing oksijen baglanti hortumlari.
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UYARI

Yalnizca Airvo 3'le uyumlu hasta sarf malzemeleri ve aksesuarlarini kullanin (bkz. Ek 1- 3).
Hasta sarf malzemeleri ve aksesuarlarini higbir sekilde modifiye etmeyin.

4.1.1 Optiflow yiiksek akis terapisi

Optiflow ylksek akis terapisi saglamak icin sunlara ihtiyaciniz olacaktir:
1. Solunum hortumu ve hazne kiti.

2. Optiflow hasta araytzu.

Uyumlu sarf malzemeleri listesi icin bkz. Ek 1.

Not

Airvo 3, belirtilen nebdlize ilaglarin uygulanmasiyla uyumludur. Daha fazla bilgi icin (uyarilar ve dikkat edilecek hususlar dahil)
900PT562'nin kullanim talimatlarina bakin.

Nazal arayiiz

Optiflow+ Optiflow Junior 2
Optiflow 3S Optiflow Junior 2+
Optiflow+ Duet

Trakeostomi arayiizii Maske arayiizii adaptérii

Optiflow+ trakeostomi aray(iz Optiflow+ maske aray(iz(i adaptéri
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4.2 Airvo 3 kurulumu

Airvo 3 ve aksesuarlarini kullanirken ederken kontaminasyonu asgari diizeyde tutmak icin standart aseptik teknikler uygulanmalidir.

1. Airvo 3'iin yiiksekligini kontrol etme

Airvo 3'n mobil aski standina saglam bir sekilde tutturuldugunu ve hastanin bas
hizasindan alcakta oldugunu dogrulayin.

Airvo 3'0 elektrik kablosu ile priz beslemesine kolay erisilebilecek ve gerektiginde
bagdlantisi kesilebilecek sekilde konumlandirin.

DIKKAT

Airvo 3'0 denetimlerin hasta tarafindan degistirilebilecedi yerlere koymayin.

2. Cikis dirsegini takma (gegerli oldugunda)

Bu adim, hastanenizde cikis dirsegini temizlemek ve dezenfekte etmek icin
yikayicl-dezenfektdr kullaniimasi durumunda gegerlidir. Bu adim, hastanenizde
dezenfeksiyon kiti (900PT600) kullanilmasi durumunda gegerli degildir.

Temiz, dezenfekte edilmis ¢ikis dirsedini Airvo 3'0in Ustlindeki yuvaya takin.

UYARI
Cikis dirsegini takarken Airvo 3'lin kapali oldugundan emin olun.

3. Su haznesini monte etme

Hortum ve hazne kitini agin ve MR290 otomatik dolumlu su
haznesi ve hazne adaptorind ¢ikarin.

Koparma tirnadini yukariya ¢ekerek mavi port basliklarini
hazneden c¢ikarin, ardindan su besleme hortumunu tutan
braketi ¢ikarin.

Verilen adaptdri haznedeki iki dikey port Uzerine yerlestirin ve
tam olarak itin, ardindan su besleme hortumunu yerine tutturun.

4. Su haznesini takma

Su haznesini parmak koruyucuyu gecip Isitici levhaya kaydirarak Airvo 3'e takin.
Port adaptérinl Airvo 3'in mavi portlarina hizalamaya dikkat edin.

Parmak koruyucuyu gecene kadar su haznesininin énline sikica bastirarak
haznenin tamamen takildigindan emin olun.

Su haznesini ¢cikarmak icin port adaptérini kavrayin ve hazneyi Airvo 3'ten cekin.

UYARILAR

Yaniklari dnlemek igin:

Su haznesi yerinde degilse terapiyi baslatmayin.

Kullanim sirasinda isitici levha, su haznesi veya hazne tabanina dokunmayin.
Hazne cikarilirken dikkatli olunmalidir.

Elektrik carpmasini 6nlemek igin:

Airvo 3 su haznesi yerindeyken kullanildiginda, Unite muhafazasina herhangi
bir sekilde su girmesini engellemek icin cihazi yana yatirmaktan kaginin.

Dusurtlmusse, ¢alisirken susuz kalmasina izin verilmisse veya herhangi bir
sekilde hasar gérmusse MR290 otomatik dolumlu su haznesini kullanmayin.
Bunun yapilmasi haznenin tasmasina neden olabilir.
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5. Su torbasini takma

Steril su torbasini Airvo 3'in 50 cm zerinde asili olan brakete takin.
Sivri cubugu hazne braketinden ¢ikarin ve torbanin sivri cubugunu torbanin
altindaki yere itin.

Torbanin sivri cubugu tarafindaki havalandirma baslidini agin.

DIKKAT

Su haznesini doldurmak icin yalnizca inhalasyona uygun USP steril/distile su
kullanin. Baska maddelerin eklenmesi, nemlendiriciyi ve uygulanan terapiyi
olumsuz etkileyebilir.

6. Su seviyesini kontrol etme

Hazneye su akisini ve suyun maksimum su diizeyi ¢izgisini gegcmedigini dogrulayin.
Hazne, su torbasi bosalana kadar otomatik olarak dogru su diizeyini idame
ettirecektir.

DIKKAT

Suyun makssmum su dlizeyi ¢izgisini asmasi durumunda MR290 otomatik dolumiu
hazneyi kullanmayin. Hastanin hava yoluna su girebilir.

7. Solunum hortumunu takma

Solunum hortumunu, Airvo 3'Un Gstindeki pimleri hizalayarak tik sesini duyana
ve hortum yerine kilitlenene kadar bastirip takin.

Solunum hortumunu ¢ikarmak icin konnektért yanlarindan sikip yukari ¢ekin.

UYARI
Yaniklari 6nlemek igin:

Fisher & Paykel Healthcare tarafindan 6nerilmeyen bir yalitici manson veya
benzeri aksesuarlari kullanmayin.

Not

Isitmali solunum hortumunu takmadan énce ¢ikis dirseginin Airvo 3'e takildigindan
emin olun.

Bkz. yukaridaki Adim 2 "Cikis dirsegini takma (gecerli oldugunda)”.
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4.3 Oksijen destegi

Airvo 3, oksijen destegdini baglamak icin iki secenek sunar:

Dusuk basing
oksijen (LPO) portu

1. YUksek basin¢ oksijen (HPO) giris portu, ve
2. Dusuk basing oksijen (LPO) giris portu.

Yiksek basing oksijen giris portu, duvar tipi oksijen beslemesine veya oksijen
sisesinin basing regllatérine baglanir. Airvo 3'n hedef FiO, degerini saglama
kapasitesi, ytksek basing giris portunun (HPO) hat basinciyla sinirlidir.

Airvo 3 hedef FiO, degerini koruyamazsa, cihazda bir "FiO, Hedefin Altinda"
alarmi olusacaktir. DUslk basing oksijen giris portu harici akis dlcere, tipik olarak
rotametreye bagdlanrr.

Yiksek basin¢ oksijen
(HPO) portu

UYARILAR

Yangin riskini azaltmak icin oksijen destedi kullanirken ézellikle dikkatli olmalisiniz. Kullanim sirasinda tiim tutusma kaynaklarini
Airvo 3'ten uzak tutun ve tercihen ayni odada bulundurmayin.

Sigara icerken, kivilcimlarin veya acik alevlerin yakinlarinda oksijen destegini kullanmayin.
Sise oksijen kullanirken sisede kalan hacmin planlanan terapiye yeteceginden emin olun.

Airvo 3'Un oksijen girisi portlarina yalnizca saf oksijen gazi bagdlayin. Gériintilenen oksijen konsantrasyonu, baska gaz veya gaz
karisimlari baglandiginda hatali olacaktir.

Hastaya uygulanan oksijen konsantrasyonu; oksijen ayari, hasta aray(iz( ve hava yolundaki obstriksiyonlardan etkilenebilir.
Yangin ve yanik riskinden kacinmak icin yalnizca oksijen uyumlu olduguna dair etiketli losyon ve/veya merhemleri kullanin.
Hasta her zaman uygun sekilde izlenmelidir.

Kacaklari énlemek icin ttim oksijen konnektorlerinin yeterince sikildigindan emin olun.

Dustk basing oksijen (LPO) giris portunda ISO 80369 serisinde belirtilenlerin disinda alternatif bir kiictk delikli konnektor tasarimi
kullaniimakta oldugundan, farkl alternatif bir kictk delikli konnektor kullanilan tibbi cihazlarla hatali baglanti olasiligl, hastanin zarar
gorebilecedi tehlikeli durumlara neden olabilir. Kullanicinin bu makul derecede éngértilebilir riskleri hafifletmek icin 6zel dnlemler
almasi gerekir.

Optiflow yUksek akis terapisi sirasinda hastanin inspire ettigi oksijen fraksiyonu, hastanin pik inspirasyon talebi uygulanan akisi
astiginda FiO, karesinde gorintllenen dederden dustk olacaktir.

Airvo 3, bir yUksek akis cihazidir. Yalnizca akis hizini karsilayacak sekilde tasarlanmis bir hortum sistemine baglayin. Bunun
yapllmamasi yakindaki ekipmanlarin bozulmasina neden olabilir. Sorun yasamamak icin dogru kurulum yapildigindan emin olun.
Oksijen terapisi sirasinda gerceklestirilen oksijen zenginlestirme ile iliskili yangin riski s6z konusudur. Ekipmani veya aksesuarlari
kivilcim veya acik alevlerin yakinlarinda kullanmayin.

Oksijen terapisi sirasinda sigara icmek tehlikelidir ve yiizde yaniklar veya 6liimle sonuglanma olasilig yuksektir. Ekipman veya
oksijen taslyan aksesuarlarla ayni odada sigara icilmesine veya acik alev bulunmasina izin vermeyin. Hasta sigara icmek istiyorsa
ekipmani her zaman kapatin, kantll ¢ikarin ve ekipmanin bulundugu odayi terk edin. Oda terk edilemiyorsa, ekipman kapatildiktan
sonra 10 dakika bekleyin.

Yangin ve yanik riskini énlemek icin baglanti pargalarini, baglantilari, hortumlari veya ekipmanin diger aksesuarlarini yaglamayin.
Oksijen yanginin baslamasini ve yayllmasini kolaylastirir. Cihaz agik durumda ancak kullanilmiyorsa nazal kanUll veya maskeyi yatak
ortlleri veya sandalye minderleri Gizerinde birakmayin; oksijen, malzemeleri daha yanici hale getirecektir. Oksijen zenginlesmesini
onlemek icin cihazi kullanmadiginiz zamanlarda kapatin.

Oksijen kaynagdinin, ekipman Uzerinde isaretlenen ve kullanim talimatlarinda belirtilen nominal basing, akis hizi ve oksijen
konsantrasyonu aralidiyla uyumlu olmasini saglamak sorumlu kurulusun sorumlulugundadir, ¢iinkl bu durum ekipmanin veya
hortum sisteminin performansini etkileyebilir ve sonug olarak saglik durumunun ciddi sekilde bozulmasina neden olabilir.

Optiflow ylksek akis terapisi sirasinda acik alevler tehlikelidir ve yangin veya 6limle sonuglanabilir. Ekipman veya oksijen tasiyan
aksesuarlarin 2 m yakininda agik alev bulunmasina izin vermeyin.

DIKKAT

Oksijen beslemesini yiksek basing oksijen girisi portu ve dstik basing oksijen girisi portuna ayni anda baglamayin. DUstk basing girisinin
yiksek basing girisiyle ayni anda kullanilmasi, hatali oksijen uygulama ve FiO, Hedefin Ustiinde alarmina neden olabilir.

Not
Tumlesik oksijen analizérinde ultrasonik 6l¢ciim teknolojisi kullanilir. Tesiste kalibrasyon gerektirmez.
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4.3.1 Yiiksek basing oksijen (HPO) kaynagi '

Oksijen, HPO portuna baglandiginda Airvo 3, hedef FiO, ayarina ulasmak icin oksijen @
girisini dogrudan kontrol eder.

Duvar tipi oksijen
beslemesi

4.3.2 Diisiik basing oksijen (LPO) giris portu Duvar tipi oksijen

LPO portunu kullanirken Airvo 3'tin aldigi oksijen miktari, harici akis élcerle kontrol edilir. beslemesi

Harici akis 6lcerden gelen hortumu LPO portuna baglayin. Airvo 3 terapi uygulamadiginda
akis olcerin kapatildigindan emin olun.

Akis 6l
DusUk basing oksijen girisi portunu kullanirken Ana Sayfa ekraninda gériinttilenen oksijen olcer

konsantrasyonunu izleyin. Akis dlcer, solunum gazinin akis hizini degistirirken recete edilen
oksijen konsantrasyonunu idame ettirmek icin manuel olarak ayarlanmalidir.

Klinisyenler, belirli klinik ortamlarda yiksek FiO, degerlerinden kacinmak icin FiO, Yiksek
alarmini yapilandirabilir.

Yiksek FiO, alarmi, Airvo 3 baslangicta ortaminiza kurulurken devre disi birakilabilir veya
%30 ila %95 esik secilebilir (bkz. Yuksek oksijen alarm esigi, Airvo 3 Teknik Kilavuzu).
Alarm esigi etkinlestirilirse FiO, Titrasyonu ekraninda gorintulenir. FiO, karesine dokunarak
FiO, Titrasyonu ekranini agin.

UYARI
Airvo 3, terapi uygulamadiginda distk basingli oksijen kaynagdini kapatarak cihazin icinde oksijen birikmediginden emin olun.

5. Airvo 3 kullanimi

5.1 Baslarken

Airvo 3'ii agin
Airvo 3 elektrik kablosunu priz beslemesine takin.

Airvo 3'Un hareket etmesini 6nlemek icin mobil aski standinin tekerleklerini
kilitleyin.

Guc acik/kapali digmesini 2 saniye basili tutarak Airvo 3'0 agin.

UYARILAR

Potansiyel elektrik carpmalarindan kacinmak icin elektrik kablosunu
priz beslemesine takmadan énce Airvo 3'Un0z0n kuru oldugundan
emin olun.

HPO portunun etrafindaki gaz girisini higbir seyin (yatak ortlist gibi
esyalar) engellememesi cok dnemlidir. Bu bdlgenin tikanmasi hastanin
terapisini aksatabilir.

Not

Airvo 3 bir siredir kullanilmiyorsa ve priz beslemesi baglantisi kesiimisse,
cihaz fise takill olmadan ac¢ilmayacaktir.

UYARILAR

Airvo 3, hastalar arasinda temizlenmeli ve dezenfekte edilmelidir. Hastalar arasinda Airvo 3'0 tekrar islemden gecirmek (izere
gereken adimlar icin Bélim 8'e basvurun.

Tek hastada kullanimlik aksesuarlar ve sarf malzemelerinin maksimum kullanim siresini asmayin (aksesuarlarin degisim programi
icin bkz. Bélim 8.3).
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Dezenfeksiyon durumunu inceleme
Airvo 3, soyle kullanilip kullanilmayacagdini soracaktir:

Yeni Hasta Ayni Hasta Cihazin son kullanildigi hastada (Ayni Hasta 6gesine dokunun)
Yeni hasta ayarlansin rm? Ay hastamin tedavisine
devam edilsin mi?
VEYA
Q % yeni hastada (Yeni Hasta 6gesine dokunun).

Beklermede - Terapi uygulanmuyor

2 ©

o S Yeni hastada sunlari kontrol edin:

1. Cikis dirsegi temizlenmis ve dezenfekte edilmis.

2. Yeni hortum veya hazne takilmis.
dezenfekte edilmis bir

kaldidindan emin olun

- Terapi uygulanmiyor

O

Dezenfeksiyon durumunu inceleme

(dezenfeksiyon yontemi yalnizca dezenfeksiyon kiti olarak
Dezenfeksiyon Durumu ayarlanmissa)

Son basanh dezenfeksiyon

Yeni hastada sunlari kontrol edin:
1. Cikis dirsegi temizlenmis ve dezenfekte edilmis.

Airvo 3 son dezenfeksiyon dénglstniin sonucunu gosterecektir:

Yesil: Onceki dezenfeksiyon déngisti basariyla
tamamlanmistir.

Turuncu: Basaril bir dezenfeksiyon déngusi
gerceklestiriimemistir. Lutfen yeni bir hastada
kullanmadan énce basarili bir dezenfeksiyon déngusi
gerceklestirin.

Kirmizi: Onceki dezenfeksiyon déngiisti tamamlanamamistir.
LUtfen bir hastada kullanmadan énce basarili bir dezenfeksiyon
O dénguist gerceklestirin.

Airvo 3 tarafindan tamamlanan basarili dezenfeksiyon déngulerinin sayisi
sol alt kdsede "Dezenfeksiyon sayis!” altinda gorintdlenir.

2. Yeni hortum veya hazne takilmis.
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5.2 Optiflow yiiksek akis terapisi ayarlari

Varsayllan Optiflow ylksek akis terapisi ayarlar araligi asagida sunulmustur. Cihaz, baslangicta hedef klinik ortama goére kuruldugunda
bazi ayarlar sinirlanmis veya devre disi birakilmis olabilir. Ayrintilar icin bkz. Airvo 3 Teknik Kilavuzu.

Avyarlar kalicidir ve Airvo 3 acildiginda énceki degeri koruyacaktir. Dezenfeksiyon durumunu incelerken Yeni Hasta 6gesi secildiginde
(bkz. yukaridaki Bélum 5.1) tim ayarlara hedef klinik ortamin varsayilan degerleri uygulanir.

Ayar Aralik Tanim
Hedef nem 31-37°C Hasta araylzlne saglanan solunum gazi icin hedef nem.
Hedef akis 2-70 L/dak Hastaya saglanan solunum gazinin akis hizi
Fio, %21-100 Yiksek basing oksijen girisi portuna harici oksijen beslemesi bagliyken solunum

gazlari icin hedef oksijen konsantrasyonu

Bu ayar varsayilan olarak devre disidir ve yalnizca ayarlanan akis 25 L/dak'dan fazla
oldugunda kullanilabilir; ayrintilar icin bkz. Airvo 3 Teknik Kilavuzu. Ekspiratuar
Ekspiratuar tahliye Kapali, %10, tahliye, ekshalasyon sirasinda solunum gazi akis hizini otomatik olarak azaltir ve
(Hedef akis karesi) %20, %30 inhalasyon sirasinda normale déndurdr. Gosterge niteligindeki akis hizlari ayarlar
ekraninda goéruntdlenir. Bunlar, ydnteme ve hastanin nefesinin glcine bagl olarak
farklilk gosterebilir

Ana Sayfa ekranindaki kareler, gecerli Optiflow ylksek akis terapi ayar ve 6lctimlerini gdsterir. Yalnizca badl aksesuarlarla iliskili kareler
gOsterilir.

Ayar kutulan
Terapi ayar ve olcimlerini

goruntuler. Ayarlarr — “3il o
degistirmek veya daha fazla D18 - Terapllyl baslat
bilgi goruntilemek icin 45 Terapi uyg_ul_amaya
karelere dokunun baslamak i¢in dokunun

NELETETAERIENIETIRE e Beklermede - Ter api uygulanmiyor 3] <«— Durum gdstergeleri
Terapi bilgilerini ve I
alarmlari gosterir Y]
Veriler ve Grafikler Glg Sistem
bilgisi acik/kapali menusu
Hedef nem Hedef akis
ayari ayari (Ust)
o Solunum hizi
Olcimu * (alt)
. SpO, 1 (Ust)
Oksijen 2
konsantrasyonu Nabiz hizi (alt)
(FiO,) ayari veya SpO, alarm
Olelima * & esikleri

* FiO, karesi, oksijen destegi yiksek basing oksijen girisi portuna (HPO) bagliysa solunum gazinin oksijen konsantrasyonunu ve disik basing oksijen (LPO)
giris portuna bagliysa ol¢tilen oksijen konsantrasyonunu gésterir. Olciilen oksijen konsantrasyonu bekleme modunda kullanilamaz.

t Deger kullanilamiyorsa "--" gérunttlenir; sinyal kalitesi distikse degerler gri renktedir.
1 Uyumlu puls oksimetre baglandiginda SpO, karesi otomatik olarak goériinttlenir.
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5.3 Optiflow yiiksek akis terapisini baslatma

Optiflow yiksek akis terapisi uygulamaya baslamadan énce asagidaki adimlari izleyin. Cihaz, baslangicta klinik ortaminiza gore
kuruldugunda bazi ayarlar sinirlanmis veya devre disi birakilmis olabilir. Ayrintilar icin bkz. Airvo 3 Teknik Kilavuzu.

iptal Hedef Nem

Iptal Hedef Akis

30,

Beklemede - Terapi uygulan

70
2

Hedef nemi ayarlama
1. Hedef nem karesine dokunarak Hedef Nem ekranini agin.
2. +/-digmeleriyle veya kaydiriciyla istenen hedef nemi secin.

3. Degisikligi uygulamak ve Ana Sayfa ekranina donmek icin Onayla
6gesine dokunun. )
Degisiklikleri iptal etmek icin Iptal 6gesine dokunun.

UYARI

Airvo 3, yalnizca su modlarda hava yolu baypasi (trakeostomi) gecirmis
hastalar icin Kategori 1 nemlendirici olarak siniflandiriimistir: 37 °C ve
10 - 60 L/dak. Hava yolu baypasi (trakeostomi) gegirmis hastalarda
diger modlari kullanmayin.

Not

Yliz maskesi kullanan hastalar, ylksek sicakliklardan rahatsiz olabilir. Hedef
sicaklik olarak 31 °C degerini distndn.

Hedef akisi ayarlama
1. Hedef akis karesine dokunarak Hedef Akis ekranini agin.
2. +/-dugmelerini veya kaydiriciy kullanarak istenen akisi secin.

3. Degisikligi uygulamak ve Ana Sayfa ekranina dénmek Onayla
6gesine dokunun. )
Degisiklikleri iptal etmek icin Iptal 6gesine dokunun.

Hastane protokolleri uyarinca hastaniza uygun akis hizi recete edilmelidir.

Not
Ayrintilar icin hasta arayiz( kullanici talimatlarina basvurun.

Asagdidaki tabloda uyumlu araytzlerle kullanilabilecek hedef akis* ayarlari
sunulmustur

HASTA ARAYUZU 234567891 15 20 25 .. 5 5 60 65 70
Junior 2
OJRAT6 L 2
OJRATS XL 2 25
0JR520 XXL 10 50
Optiflow OPT942/0PT962/0PTI042 (S) 10 60
Arayiizleri

0OPT944/0PT964/0PT1044 (M)
OPT946/0PT966/0PT1046 (L)
Trake OPT970

Maske Adaptorii OPT980

S}
~
IS}

o
~
IS

()
(o]
o

*Nominal akis hizi cihaza, solunum devresine ve hasta arayUziine bagdhdir. Bu akis hizlari ulasilabilir araligi gésterir ancak solunum devresindeki nominal akis
hizlarinin ve hasta araytiz kullanici talimatlarinin da dikkate alinmasi gerekir. Bu talimatlar arasindaki en kicik aralik gecerlidir. Herhangi bir tutarsizlik
durumunda lttfen sistem yapilandirmanizin nominal akis hizini teyit etmek tizere FPH temsilciniz ile iletisime gegin.
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Terapiyi baslatma

Optifiow - Yilksek Akig

Solunum hortumunun dogdru takilmis ve tim baglantilarin saglam oldugunu
dogrulayin. Bélim 7.5'teki talimatlar uyarinca alarmlarin dizgin ¢alistigini
dogrulayin.

1. Terapiyi baslatmak icin BASLA digmesine dokunun. Isindiktan sonra
Airvo 3 kisa bir melodi ¢alacak ve "Terapi acik” mesajini gérintlleyecektir.

Optiflow - Yiiksek Akis

31 30

Limin

RR — bpm

Oksijen destegini ayarlama (istege bagl)

UYARILAR
Oksijen beslemesi bozuldugunda kayda deger 6lclide desatlre olacak
hastalarda strekli SpO, izlemesi gerceklestirin.

FiO, kontrol sinirlari, Optiflow nazal yiksek akis terapisi icin recete
edilirken hastanin durumu, hastane politikalari ve klinik kanaat g6z
onlnde bulundurulmalidir.

Iptal FiO, Titre Edin

Oksijen yiiksek basing giris portuna (HPO) bagh
1. FiO, karesine dokunarak FiO, Titre Edin ekranini agin.
2. +/-dugmelerini veya kaydiriciyi kullanarak istenen FiO,'yi secin.

3. Degisikligi uygulamak ve Ana Sayfa ekranina dénmek Onayla
6gesine dokunun. )
Degisiklikleri iptal etmek icin Iptal 6gesine dokunun.

Airvo 3, secili FiO,'yi idame ettirmek icin otomatik
olarak oksijen akisini ayarlayacaktir.

Oksijen diisiik basing giris portuna (LPO) bagh

Airvo 3, FiO,'yi dogrudan kontrol etmez.

Harici akis dlcerle FiO,'yi recete edilen diizeye ayarlayin.
Oksijen karesi, 6l¢tlen FiO2'yi gorintuler.

Not

Oksijen 6lciminun stabilize olmasi birkac dakika strebilir.

Airvo 3'Un hedef akisi degistirildikten sonra harici akis 6lgerin tekrar
ayarlanmasi gerekecektir.

Yiiksek FiO, alarmi

Klinisyenler, belirli klinik ortamlarda yuksek FiO, degerlerinden kaginmak icin
FiO, Yiksek alarmini yapilandirabilir. Kurulum ayrintilari icin bkz. Airvo 3
Teknik Kilavuzu.

Alarm etkinlestirilirse alarm esidi Hedef FiO, ekraninda gorintilenir.
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Hasta arayiiziinii takma

Hasta araylzlyle saglanan kullanici talimatlari uyarinca arayiz( hastaniza takin.
Tum uyarilara ve dikkat edilecek hususlara uymaya dikkat edin.

Hasta arayiiziinii baglama
Hasta araylzUini solunum hortumunun ucundaki konnektére takin.

Hasta, 1sitmali solunum hortumuna derhal baglanabilir. Terapinin baslatiimasi acil olmadiginda
Airvo 3'Un kisa bir melodi ¢calmasinin ve mesaj cubugunda “Terapi Acik” ibaresini
goruntllemesinin beklenmesi énerilir.

Solunum hortumu klipsini hastanin giysisine tutturun.

DIKKAT

izlenen sinyalle interferans riskini azaltmak icin 1sitmali solunum hortumunu elektrikli izlem
uclarindan (6rn. EEG, ECG/EKG, EMG, puls oksimetre) uzak tutun.

Not

Hasta, Airvo 3'0 kullanmaya basladiginda sicak hava gelebilir. Bu normaldir. Hasta, normal
solumaya devam etmelidir.

UYARILAR

Yanik riskinden kacinmak icin solunum hortumunun hastanin cildiyle uzun stre dogrudan
temasina izin vermeyin. Saglik uzmani, stire ve cilt durumu gibi gtivenli temas kosullarini
degerlendirecektir.

Solunum hortumu veya araylzin hicbir kismini értmeyin veya ortam seviyelerinin Gzerinde
1s1 eklemeyin (6rn. battaniyeyle orterek veya kizildtesi radyasyon, bas Ustl isitici veya
kuvdzle isitarak); bunun yapilmasi terapinin kalitesini etkileyebilir veya hastanin
yaralanmasina neden olabilir.

©i Ol O

Bogulma veya barotravma riskini énlemek icin Optiflow yiksek akis terapisi ile yalitimli
hasta araylzleri kullanmayin.

Solunum sistemi ile hasta arasinda hastanin nefes vermesini saglayacak istenen diizeyde
sizinti olmasini saglayin.
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5.4 Terapi sirasinda

Hastane protokolleri ve klinik kanaat uyarinca hastayi izleyin. Cihaz alarmlarini duyabildiginizden ve bunlara mtdahale edebildiginizden
emin olun.

Elektrik beslemesi kesintisi veya bataryanin tikenmis olmasi durumunda Airvo 3, Glg Kesildi alarmi verecek ve kapanarak hastaya terapi
uygulamayacaktir. Glg kesildi alarmi, en az 120 saniye boyunca 10 saniyede bir duyulacak ve dokunmatik ekranin Usttindeki sinyal 1s1g1
yanip sénecektir. GUg¢ geri saglandiginda Airvo 3, tekrar baslatilabilir ve &nceki terapi ve alarm ayarlarini koruyacaktir.

UYARI

Gug¢ kaynagdi olarak batarya kullaniyorsaniz bataryanin terapi uygulanirken tilkenmediginden emin olmak icin batarya durumunu
periyodik olarak kontrol edin.

5.4.1 Kilit Ekrani (istege bagl)
Kilit ekrani, ayarlarin yanlislikla degistiriimesini 6nleyebilir.

Cikig Menii Kilit ekranini etkinlestirmek icin:

1. = 6gesine dokunarak sistem men(isiini acin.
Kl Ean 2. Sistem mentistinden Kilit ekrani gesini secin.
Puls Oksi metreAIarrnlab;.rarl:ar: Mesaj cubugunda ﬁ semboll gosterilir.

SISTEM
Kilit ekranini devre disi birakmak igin:

3. Kilitliyken ekrana dokunun, ardindan Kilidi A¢ simgesini (¢ saniye
basili tutun.

Cihaz Bilgileri

Beklemede - Terapi uyt

Kilidi agma icin basili tut

Beklemede - Terapi uygulan

Hedef degere stabilize ediliyor
5.4.2 izleme ve ayarlari degistirme

Avarlari gereken sekilde degistirin. Cogu degisiklik, onay diigmesine basilir basiimaz etki
eder ancak hedef nem gibi bazi ayarlarin degisiklige yanit vermesi birkac dakika strebilir.
Kareler, hareketli elips sembold (...) gostererek terapi ayarinin henliz hedefine He?'ef
ulasmadigina isaret eder. deger

5.4.3 Yogusmayi yonetme
Fazla yogusmayi solunum hortumundan séyle drene edin:

Birim

1. Solunum hortumunu hasta arayUzinden ayirin, ve
2. Hortumun hasta ucunu yogusmanin su haznesine akacagi sekilde kaldirin.

Kondensatin su haznesine serbest bir sekilde akmamasi durumunda akis hizini 30 L/dak degerinin altina distiriin. Solunum hortumunu
drene ettikten sonra akis hizini recete edilen ayara geri dénddrdn.

MUmkun oldugunda soguk havayi isitmali solunum hortumundan uzada yonlendirin. Klima, vantilatér, acik pencere ve diger soguk hava
kaynaklari yogusmayi arttirabilir.

Yogusma gecmezse hedef nemi azaltmayi disindn.



Airvo 3 - KULLANICI KILAVUZU | C-23

5.5 Mobilite ve bataryada ¢alistirma { P

HPO (Yuksek Basinch Oksijen) ¢ift girisli manifold §
ve dahili sarj edilebilir batarya, hastane i¢i nakil Duvar tipi oksijen E

sirasinda streklilik sadlar. Airvo 3, yalnizca bes| ) H
f esiemesi =\ | ——HPO cift girisli

manifold

bataryadan gug¢ alirken diisiik nem uygulanacaktir;

daha fazla ayrinti icin bkz. Ek 4.

HPO cift girisli manifold, en ylksek basinca

sahip oksijen kaynagini kullanir. [@(({CI(

Airvo 3'0 hastanizla birlikte bir yerden bir yere

gotlrirken:

1. Airvo 3'n mobil aski standina sabitlendiginden
emin olun.

2. Terapi ayarlarini hastane ici nakil icin gereken
sekilde degistirin.

3. Oksijen destegi kullaniyorsaniz:

regulatéri

» Oksijen sisesinde nakil icin yeterli oksijen olup
olmadigini kontrol edin.

» Oksijen sisesi basing regulatoérind agin.

* Oksijen hortumunu priz beslemesinden ¢ikarin.
Uzun nakiller icin ikinci bir oksijen sisesine takin
veya oksijen destedi gerekmiyorsa Airvo mobil aski standina asin.

HPO cift giris manifoldu, otomatik olarak oksijen sisesi beslemesini kullanacaktir. Bataryanin hastane i¢i nakil icin yeterli sarji olup olmadigini
kontrol edin. Yeni bir batarya tamamen sarj edildiginde yaklasik 50 dakika terapi saglayacaktir. %35 batarya kaldiginda Batarya Zayif
alarmi verilecektir (cihazda veya terapide degisiklik olmaz). %20 batarya kaldiginda Batarya Kritik DUzeyde Zayif alarmi verilecektir
(nem kapanir, oksijen ve akis devam eder). Batarya tamamen tikendiginde, Airvo 3 terapiyi kesecek ve bir GUg Bitti alarmi verecektir.

4, Airvo 3'U priz beslemesinden ¢ikarin.

5. Airvo 3, Batarya Modu: Nem Dustk alarmini gériintiileyecektir. Optiflow - Yitksek Alas DUR o

37 30 2

6. Gideceginiz yere vardiginizda:

* Airvo 3'U priz beslemesine ve duvar tipi oksijen beslemesine tekrar
baglayin.

+ Oksijen sisesinin drene olmasindan kacinmak icin oksijen sisesi basing LD Ano.
regulatéranl kapatin ve duvar tipi oksijen beslemesine gecin. s s
| ~bpm
HPO cift giris manifoldu kullanmiyorsaniz hastanizi tasirken oksijen giris T
portlarindan birine oksijen sisesi baglayin (gerektiginde). Duslk basin¢ oksijen £ Batarya Moo Azalan Nem
(LPO) giris portuna bagl oksijen beslemesinin cihaz bekleme modunda terapi

uygulamiyorken kapandigindan emin olun.

UYARILAR

Airvo 3'0 yalnizca mobil aski standina takiliyken tasiyin. Airvo 3'tin mobil aski standindan ¢ikariimasi gerekirse, su haznesindeki tim
suyu bosaltin.

Airvo 3 bataryasini yalnizca Airvo 3 cihaziyla kullanin.

Airvo 3 bataryasini yalnizca Airvo 3 cihaziyla sarj edin.

Gug kayb, terapi kaybina neden olacaktir. Batarya Kritik Dlizeyde Zayif alarmi verildiginde bataryanin tilkenmesinden kaynaklanan
terapi kaybindan kaginmak i¢in Airvo 3'l derhal priz beslemesine baglayin.

Uzun stire kullaniimamasinin beklendigi durumlarda, bataryayi cihazdan ¢ikarmak icin teknik personelle iletisime gegin.
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5.6 Terapiyi durdurma

Terapi sona erdiginde:
Optiflow - Yiksek Akig 1. Hasta aray(iz(inii hastanizdan cikarin.

37 ] 30 2. Airvo 3'Uin UstUndeki distk oksijen girisi portundan oksijen saglaniyorsa

oksijen beslemesini kapatin ve ayirin.
o L/min

Not

Airvo 3, yiksek basing oksijen girisi portundan sagdlanan oksijeni otomatik
olarak durduracaktir. Ayirmaniz gerekmez.

1. Terapiyi durmurmak icin DUR digmesine dokunun.

2. Varsa uyarilari inceleyin, ardindan onaylayip bekleme moduna ge¢gmek
icin Evet 6gesine veya terapiye devam etmek icin Hayir 6gesine
dokunun.

3. GU¢ digmesini 2 saniye basili tutarak Airvo 3'U kapatin.
Terapl durdurulsun mu? 4. Cihazin glictini kapatmak icin Evet &gesine dokunun.

RR - epm

Terapi agik

Airvo 3, hastalar arasinda temizlenmeli ve dezenfekte edilmelidir. Hastaniz
cihazi kullanmay! bitirdiyse tekrar islemden gecirme talimatlarini izleyin.

UYARILAR

Terapi agik Yaniklardan kacinmak icin isitici levhaya veya su haznesinin altina
dokunmayin. Haznedeki su ve haznenin altindaki isitici levha kullanim
sirasinda Isinabilir.

Terapiyi durdurmadan énce dusik basing oksijen kaynagini kapatin.
Airvo 3, terapi uygulamadiginda oksijen akisini kapatarak cihazin icinde
oksijen birikmediginden emin olun.

nede - Terapi uygulanmiyor

6. Verileri izleme

UYARI

Airvo 3'Un kullanim endikasyonlarina uygun olarak Airvo 3'lin izleme islevi, spontan solunum yapan hastalara yoneliktir ve yasam
destegine ihtiyca¢ duyan hastalar icin tasarlanmamistir. Hastalari icin uygun izleme dizeyini secmek ve alarm ve ekipman arizalarini
ele almaya hazir olmak klinisyenin sorumlulugundadir. Ek olarak, bagimsiz izleme ekipmani gerekli olabilir.

Airvo 3, son kullanicilar hakkinda tanimlanabilir bilgi toplamayacak sekilde tasarlanmistir. Airvo 3, etkili calismak icin sinirli terapi verilerini
toplayacak ve saklayacaktir. Terapi verileri, Airvo 3 cihazinda glvenli bir sekilde saklanacaktir.

F&P Healthcare, tibbi cihaz performansini izlemek icin cihaz tanimlayicilar dahil olmak Gizere bazi Airvo 3 cihaz bilgilerini USP portu
araciligiyla toplayabilir. Bunun amaci tibbi cihazin etkililigini ve iyilestirme firsatlarini (6rn. Griin yazilimi) izlemektir. Bilgiler, F&P Healthcare
tarafindan glivenle saklanip kullanilir ve hastanin kisisel bilgileri ile iliskili verileri icermez.

Hangi tdr verilerin bu faaliyetin ¢ercevesine dahil oldugu hakkinda daha fazla bilgi icin Airvo 3 Teknik Kilavuzuna basvurun.

Veri koruma ve gizlilik yakamltltkleri igin lutfen T&C'lere basvurun. Alternatif olarak kisisel bilgileri nasil kullandigimiz hakkinda daha fazla
bilgi icin web sitemizdeki Global Gizlilik Beyanimiza basvurun.
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6.1 Veriler ve Grafikler

Airvo 3, Ana Sayfa ekraninda Veriler ve Grafikler bilgi diigmesine [22 dokunarak erisilebilen Veriler ve Grafikler ekraninda 24 saate kadar
olan terapi verilerini incelenmek Uizere kaydeder. Bataryadan ve priz beslemesinden gelen gui¢ kesildiginde Veriler ve Grafikler verileri
kaybolacaktir. Veri isleme hakkinda ayrintili bilgi icin Airvo 3 Teknik Kilavuzuna basvurun.

6.2 Hasta verileri

Hasta verileri ekraninda gérintilenen degerler asagdida aciklanmistir.
Kullanilabilir olmayan él¢timler "--" seklinde gdsterilmistir. Airvo 3, bekleme
modundayken veya cihazin topladidi veriler glvenilir 6lcim icin yeterli degilse
olctmler kullanilabilir olmayabilir.

Terapi agik

[~

Etiket Birim Tanim
Akis L/dak Hastaya saglanan solunum gazlarinin gtincel akis hizi
RR BPM Hastanin solunum hizi (dakika basina soluk), son 90 saniyenin ortalamasi
Nem °C Hasta araylzlne saglanan solunum gazlarinin gtincel nemi
Fio, % Hastaya sagdlanan solunum gazlarinin glincel oksijen fraksiyonu
SpO./Fi0,* SpO, ile FiO,'nin orani
ROX* SpO, boli FiO, ve solunum hizi
SpO,* % Puls oksimetrenin 6lctigu periferik kan oksijen satirasyonu
PR* BPM Puls oksimetreyle dl¢llen nabiz hizi (dakikada atim)

Ana Sayfa
ekranina doner > [

6.3 Uzun vadeli grafikler

—_— >
Airvo 3 Veriler ve Grafikler, 24 saate kadar zamana Grafik o
gore grafige dokulmus dlctimleri gosterir. Yeni Kaydirma | Crafik siresi i
olciimler, grafigin sagina eklenir. Yeni dlctim eklendikce  suresi secicileri - Figy]
onceki veriler sola kayacaktir. Terapinin duraklatiimasi
veya sinyal kalitesi distik oldugu icin dlctimlerin eksik —>
olmasi durumunda grafige dokulen verilerde bosluklar
belirecektir.

Kullanilabilir grafikler, asagidaki tabloda ac¢iklanmistir.

Etiket Birim Tanim
Hedef akis L/dak Hastaya saglanan solunum gazlarinin hedef akis hizi
RR BPM Hastanin solunum hizi (dakika basina soluk), son 90 saniyenin ortalamasi
Fio, % Hastaya sadlanan solunum gazlarinin oksijen fraksiyonu
SpO,/Fi0,* SpO, ile FiO,'nin orani
ROX* SpO, béli FiO, ve solunum hizi
SpO,* % Puls oksimetrenin 6l¢cttgu periferik kan oksijen sattrasyonu
PR* BPM Puls oksimetreyle dlcllen nabiz hizi (dakikada atim)

*Yalnizca bir puls oksimetreye bagdliysa kullanilabilir
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7. Sorun giderme

Bu béltimde Airvo 3'U kullanirken karsilasabilecediniz sorun ve alarmlarin yaygin nedenleri ve ¢dztimleri agiklanmistir.
Airvo 3 Teknik Kilavuzu, daha kapsamli sorunlarin ¢ézilmesine yardimi olabilecek ek bilgileri igerir.

71 Alarmlar

Airvo 3'Un gorsel ve isitsel alarmlari, kullanicilart hastanin terapisindeki kesintiler konusunda bilgilendirir. Bu alarmlar, cihazin
sensdrlerinden ve hedef ayarlarindan gelen bilgileri isleyen ve bunlari dnceden programlanmis sinirlarla karsilastiran bir akilli alarm
sistemiyle olusturulur. Alarm ayarlarinda yapilan degisiklikler, gtic kaybi sirasinda veya sonrasinda korunacaktir.

Alarmlar etkinken sinyal 1s1d1 yanip séner ve Airvo 3'in dokunmatik ekraninda sorun giderme bilgileri goértinttlenir. Sinyal 1siginin rengi,
en ylksek dncelikli etkin alarm kosuluna isaret eder.

7.2 Alarm dnceligi

Alarmlar aciliyet ve ciddiyet agisindan Gg¢ 6ncelik diizeyine ayrilir: distk, orta, yuksek. Birden fazla alarm etkinken isitsel uyari, sinyal 1sig
ve Mesaj cubugu arka plan rengi, en yiiksek éncelikli alarmi belirtecektir.

+ Tum alarmlar miidahale gerektirir. Sinyal isig|
* Orta 6ncelikli tim alarmlar, hizla mtdahale gerektirir.
* Yiksek dncelikli tim alarmlar, derhal midahale gerektirir.

Oncelik Mesaj cubugu, sinyal i1s1G1 rengi Sesli uyan
Diisiik Sabit sari Yuksek, ardindan dustk perde bip sesi
Orta Yanip sénen sari 9 saniyede bir 3 bip sesi
Yiiksek Yanip sénen kirmizi 5 saniyede bir 10 bip sesi

UYARI

Sesli alarmlar, alarm sesi dlizeyi ortam giriltistinden diistige ayarlandiginda duyulmayabilir. Kagirilan alarmlar, hastanin
yaralanmasina neden olabilir. Alarm sesi dizeyini incelemek ve ayarlamak icin Airvo 3 Teknik Kilavuzuna basvurun.

7.3 Sesli bilgi sinyalleri

Airvo 3'Un ¢ikardidi bilgi vermeye yonelik sesler:

Melodi Anlami

Yiikselen sirayla 5 ton Solunum gazi Isinmistir

Tek ton Ekrana dokunuldugu algilanmistir

Tek diisiik ton, ardindan yiiksek ton Tum etkin alarmlar ¢ozulmustar

10 saniyede bir tekrarlanan yiiksek nota, ardindan 2 GUg Kesildi alarmi etkin. Priz beslemesi ayriimis veya kapatiimis ve
(6zdes) diisiik nota batarya tikenmistir

3 ton azalan sekans Cihaz, kapanma islemini tamamlamistir

Yiiksek, diisiik, ardindan orta perde 3 ton sekansi Cihaz acilmistir
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7.4 Alarm ayrintilarini gériintiileme Alarm kosulu

Alarmlar, 6nerilerle ve alarm bilgilerini yonetmeye * )
yonelik islem diigmeleriyle birlikte gdrintllenir: Tikanma Algiland K <« Onerileri

gizle

* Alarmi 120 saniye susturmak icin Sesli Bildirimi
Duraklatma dtigmesine dokunun. Sesli Bildirimi Adim1
Duraklatma digmesi, sesli alarmlar
susturuldugunda 2 olarak degisecektir. Hortumda tikanma o < Oneriler/

. R . - olup olmadigim
* Birden fazla 6neri arasinda gezinmek icin kontrol edin.

6gesini kullanin. Bazi alarmlar icin yalnizca tek
bir ¢6zUm Onerilmistir.

* Alarm bilgilerini Mesaj cubuguna gizlemek
icin Onerileri gizle 6gesine dokunun. Mesaj
cubugunda alarm kosuluna dokunarak énerileri f Sesli bildirimi duraklatma
geri agin.

>

Alarm bilgileri gizlendiginde Mesaj cubugunda
alarm kosulu ve islem digmesi gérintdlenir. /N Tikanma Algilandi I m

Birden fazla alarm etkinken tim alarm kosullari
Mesaj cubugunda doner. Mesaj cubuguna Alarm kosulu
dokunmak, en yiksekten en dustk éncelige etkin

alarm kosullarinin listesini gértntdler; bunlar ortaya

oSS islem diigmeleri
cikma siralarina gore dizilir.

Alarm sinyalleri daima en yUksek éncelikli etkin A" Onerileri gizle f-'r\ Alarmi duraklat

alarm kosuluna isaret eder.
OKY sifirla ve iptal et K Alarmi duraklamadan ¢ikar

7.5 Alarm sistemini kontrol etme

Alarm sinyalini test etmek icin:

1. Bekleme modunda solunum hortumunu cikarin,
ardindan "Basla" 6gesine basin.

2. Ekranda "Hortumu kontrol edin” alarminin
gorintilendigini dogrulayin.

3. Sinyal 1siginin sari yanip séndtguni

FIO, Yitksek ¢ | <—Onerileri goster

dogrulayin. Batarya Kritik Duzeyde Zayif <«— Etkin alarmlar
4. lsitsel alarm sinyalinin duyulabildigini 3 /N Alarmiar
dogrulayin.

L Etkin alarm
sayls

Bu testi gecemezse Airvo 3'U kullanmayin. L Sesli bildirimi duraklatma
Fisher & Paykel Healthcare temsilcinizle

iletisime gecin.

7.6 Airvo 3'teki alarmlar

Airvo 3'Gn akilli alarm sistemi, kullaniclya en uygun alarmlari énceliklendirir. Bunun bir parcasi olarak, ekranda yiksek veya orta dncelikli
alarmlar varsa daha yuksek 6ncelikli alarmlar ¢oztlene kadar distk dncelikli alarmlar gérinttlenmez.

Asagidaki tabloda Airvo 3'U kullanirken karsilasabilecegdiniz tim alarmlarin yani sira yaygin nedenler, ¢céztimler ve varsa alarm kosullarinin
belirlenmesindeki yapisal gecikmeler yer alir. Alarm sisteminin tasariminda, operat6riin cihazdan 2 metre uzakta olmasi dngorilmaistar.

Alarm kosulu Oncelik Gecikme Anlami

Anzalar
Cihaz Anizasi Yiksek - Teknik bir ariza meydana gelmistir ve hastanin acil midahaleye ihtiyaci olabilir.
[Anza X.X.X] Hata durumunu ortadan kaldirmak icin cihazi yeniden baslatin. Sorun devam

ederse servis temsilcinizle iletisime gegin

Cihaz Anizasi Orta - Teknik bir ariza meydana gelmistir ve hastanin acil midahaleye ihtiyaci olabilir.
[Anza X.X.X] Hata durumunu ortadan kaldirmak icin cihazi yeniden baslatin. Sorun devam
ederse servis temsilcinizle iletisime gegin.

Gii¢ sistemi alarmlan

Gii¢ Kesildi Yiksek  <5sn Airvo 3, priz beslemesinden ayrilmistir ve dahili batarya tilkenmistir. Isitsel alarm,
120 saniye boyunca 10 saniyede bir duyulacak ve dokunmatik ekranin Ustindeki
sinyal 15181 yanip sdnecektir. GU¢ Kesildi alarmi sirasinda dokunmatik ekran kapalidir.
Airvo 3, Glg Kesildi alarmini bildirdikten sonra kapanacak ancak kapanmadan énce
glc geri saglanirsa otomatik olarak tekrar baslatilacaktir.
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Alarm kosulu Oncelik Gecikme Anlami
Desteklenmeyen Orta <5sn Cihaz, batarya ile calismaktadir ve yanlis tip batarya takiimis veya bataryayla iletisim
Batarya kurulamamustir. Sarj etme devre disi. Batarya kullanimi sirasinda isleyis Batarya Kritik

Duzeyde Zayif alarmi ile aynidir.

Batarya Kritik Orta <5sn Airvo 3 batarya seviyesi kritik dizeyde zayiftir ve batarya gliciiniin tamamen

Diizeyde Zayif tikenmesi icin en az 5 dakika kaldigini gosterir. Nemlendirme, hava Uflecinin
calismasini ve oksijen beslemesini idame ettirmek icin kapanmistir. Terapiye normal
sekilde devam edebilmek icin priz beslemesine baglayin.

Batarya Zayif Dustk <5sn Airvo 3 batarya seviyesi zayiftir ve batarya gliciiniin tamamen tilkenmesi icin en
az 10 dakika kaldigini gosterir. Terapiye normal sekilde devam edebilmek icin priz
beslemesine baglayin.

Batarya ¢alismiyor Dusuk <5sn Airvo 3 bir batarya arizasi algilamistir. Bataryay degistirin.

Batarya Modu: Disuk <5sn Airvo 3, priz beslemesinden ayrilmistir ve cihaz su anda batarya ile calismaktadir.
Diisiik Nem Uygulanan nem azaltilmis olabilir.

Batarya Sarj Cihazi Disuk <30 sn Batarya sarj cihazi diizgln ¢alismamaktadir ve devre disi birakilmistir. Arizayr ¢cozmek
Arizasi icin cihazi tekrar baslatin. Sorun devam ederse servis temsilcinizle iletisime gegin.

Terapi alarmlarn - hortum

Cikis Dirsegi Yiksek  <15sn Airvo 3 ¢ikis dirsedi, terapi sirasinda cihazdan ¢ikarilimistir.
Yok Cikis dirseginin Airvo 3'e tam olarak yerlestirilip yetlestiriimedigini kontrol edin.
Sorun devam ederse cikis dirsegini degistirin.

Hortumu Kontrol Edin  Orta <5sn Airvo 3, 1sitmali solunum hortumunu algilayamamistir. Isitmall solunum hortumunun
hasar gértp gérmedigini ve yanlis takilmis olup olmadigini kontrol edin. Sorun devam
ederse isitmali solunum hortumunu degistirin.

Yanhs Hortum Orta <5sn Isitmali solunum hortumu, secilen terapiye uygun degildir veya hasarlidir.
Uygun isitmali solunum hortumunu takin. Sorun devam ederse solunum hortumunu
degistirin.

Cikis Dirsegi Anzasi Orta <5sn Cikis dirseginde ariza tespit edilmistir. Cikis dirseginin Airvo 3'e tam olarak yerlestirilip
yetlestiriimedigini kontrol edin. Sorun devam ederse ¢ikis dirsegini degistirin.

Cikis Dirsegi Orta <5sn Cikis dirsegi baslangi¢ kontrollerini gerceklestirmek icin cok sicaktir. Cikis dirsegin

Cok Sicak sogumasini bekleyin. Sorun devam ederse ¢ikis dirsegini degistirin.

Terapi alarmlan - yiiksek akis

Hazne Kac¢adi Orta <30 sn Su haznesi ¢ikarilmistir. Su haznesinin Airvo 3'e dogru sekilde yerlestirildiginden emin
Algilandi olun. Sorun devam ederse servis temsilcinizle iletisime gegin.
Kagak Algilandi Orta <30sn Optiflow Junior 2 hasta arayUzleri ile kullanildiginda Airvo 3, solunum devresinin akis

direncinde bir azalma tespit etmistir. Asagidakileri kontrol edin:
* Su haznesi ¢cikarilmamis ve dizgln takilmis,

« Isitmali solunum hortumu dogru takilmis ve hasar gérmemis,
* Hasta araytizi ¢ikariimamis, ve

* Hava filtresi dogru takilmis.

Sorun devam ederse sarf malzemelerini degistirin.

Tikanma Algilandi Orta <15sn’' Airvo 3, tikanma algilamistir. Asagidakileri kontrol edin:

* Isitmali solunum hortumu, hasta aray(zQ ve giris hava filtresinde tikanma,
» Hasta aray(z( hasta icin dogru boyutta, ve
* Hedef akis hizini araytzin nominal aralidi icinde.

Sorun devam ederse sarf malzemelerini degistirin.

Akis Hedefin Altinda Orta <2 dak Airvo 3 akis hizi hedef akis hizindan daha distktir. Asagidakileri kontrol edin:

* Isitmali solunum hortumu, hasta aray(z( ve giris hava filtresinde tikanma,
* Hasta arayUzi hasta icin dogru boyutta, ve
* Hedef akis hizini arayizin nominal araligi icinde.

Sorun devam ederse sarf malzemelerini degistirin.
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Akis Hedefin Ustiinde  Duistik <2 dak Airvo 3 akis hizi hedef akis hizindan daha yUksektir. Asagdidakileri kontrol edin:
* Su haznesi, 1sitmali solunum hortumu ve hasta araylzinde sizinti,
* Giris hava filtresi dogru sekilde takilmis, ve
» Hedef akis hizini arayliziin nominal aralidi icinde.

Sorun devam ederse sarf malzemelerini degistirin.

Terapi alarmlari - diger

Hedef Akis Orta <60 sn’ Airvo 3 dahili sicaklik sinirini asmistir. Gegerli yapilandirma ile ¢alismaya devam etmek,
Cok Yiiksek cihaz arizasina ve uygulanan terapinin azalmasina neden olabilir. Asagidakileri
kontrol edin:

* |sitmali solunum hortumu, hasta araytzi ve giris hava filtresinde tikanma,
* Hasta araylzi hasta icin dogru boyutta,

» Hedef akis hizini araytiziin nominal araligi icinde, ve

* Ortam sicakligi cihazin nominal aralidi icinde.

Bu alarm, dahili sicaklik beklenen aralikta oldugunda ¢6zUlecektir.

Suyu Kontrol Edin Orta <30 dak Su haznesinde su kalmamistir. Normal ¢alismaya devam etmek icin su torbasini
degistirin. Solunum gazlarini stirekli nemlendirebilmek icin su haznesi ve/veya su
torbasindaki suyun tikenmesine izin veriimediginden emin olun.

Nem Hedefin Altinda  Orta <30 dak’ Airvo 3 hedef neme ulasamiyor. Su haznesinde su olup olmadigini ve hazne tabaninin
hasar gorip gérmedigini kontrol edin. Uygun ise hedef nemi veya akis hizini
azaltmayi dustnln. Sorun devam ederse su haznesini degistirin.

Calisma Kosullarim Dlsuk <l dak’ Airvo 3, ortam kosullarinin uygun olmadigini belirlemistir. Ortam sicakligi 18 °C'den
Kontrol Edin dustk veya 28 °C'den yuksekken Airvo 3'0 kullanmayin. Cihazi uygun ortama tasiyin.

Oksijen alarmlan

HPO Portunda O, Orta <5sn Terapi sirasinda yiksek basing oksijen (HPO) giris portuna oksijen saglanmiyor.

Basinci Yok Oksijen beslemesinin ¢alisip calismadigini kontrol edin. Oksijen sisesi kullaniyorsaniz,
sisenin bos olup olmadigini kontrol edin. Dustk basingli (LPO) giris portuna
geciliyorsa veya oksijen uygulamasi durduruluyorsa FiO, hedefini %21 olarak
ayarlayin.

FiO, %25'in Altinda Orta <30sn’ LPO portuna saglanan oksijen, terapi sirasinda %25'in altina dismustr.
Oksijen beslemesi ayrilip ayriimadigini kontrol edin.

FiO, Hedefin Altinda Orta <2 dak Uygulanan oksijen konsantrasyonu, FiO, hedef ayarindan disaktar.
Oksijen beslemesinin HPO giris portuna diizglin baglandigini ve higbir oksijen
hortumu baglantisinda kagak olmadigini dogrulayin. Bagl cihazlarin sayisinin oksijen
beslemesi kapasitesini asmadigindan emin olun. Oksijen beslemesinin kapasitesi
yetersizse LPO baglantisi kullanmayi disdndin.

FiO, Hedefin Ustiinde  Orta <2 dak Uygulanan oksijen konsantrasyonu, FiO, hedef ayarindan yuksektir. Oksijen
beslemesinin distk basing oksijen girisi portuna bagdli olmadigini dogrulayin.
Ayni anda yalnizca tek bir oksijen kaynadi kullaniimalidir. Oksijen beslemesinin
ylksek basing oksijen girisi portuna diizgiin baglandigini ve higbir oksijen hortumu
baglantisinda kagak olmadigini dogrulayin.

FiO, Yiiksek (LPO) Orta <20sn LPO portu tarafindan beslenen FiO,, hedef klinik ortam icin secilen Yiksek Oksijen
Alarmi esiginin Gzerindedir (aralik %30 - 95 veya Kapall, varsayilan: Kapali, bkz.
Airvo 3 Teknik Kilavuzu). FiO,'nin hastanin durumuna uygun olup olmadigina bakin.
Uygun oldugunda FiO,'yi normal araliga disuran.

Beklenmedik O, Orta <15 dak’ Beklemedeyken Airvo 3'e oksijen saglaniyor. Tim oksijen kaynaklarinin kapali ve
baglantisinin kesilmis oldugunu kontrol edin. Sorun devam ederse servis temsilcinizle
iletisime gecin.

FiO, Yiiksek (HPO) Orta <5sn Hedef FiO,, hedef klinik ortam icin segilen Yiksek Oksijen Alarmi esiginin Uzerindedir

(aralik %30 - 95 veya Kapali, varsayilan: Kapali, bkz. Airvo 3 Teknik Kilavuzu). FiO,'nin
hastanin durumuna uygun olup olmadigina bakin. Uygun oldugunda FiO,'yi normal
araliga dusardn.
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Alarm kosulu

Oncelik  Gecikme

Puls oksimetre alarmlar

Puls Oks
lletisim Hatasi

Puls Oks
Taninmiyor

Puls Oks
Baglantisi Kesildi

Puls Oks Sensérii
Baglanmadi

Puls Oks Sensérii
Hastadan Cikti

SpO, Degeri Yok

Nabiz Hizi
Degeri Yok

Puls Oks Kablosunu/
Sensoriinii Kontrol
Edin

Puls Oks Kablosu
Uyumsuz

Puls Oks Sensoérii
Uyumsuz

Puls Oks_!(ablo Siiresi
Dolmak Uzere

Puls Oks Sensér Siiresi
Dolmak Uzere

Puls Zaman Asimi
SpO, Ol¢iimii
Gecikmeli

Nabiz Hizi Ol¢iimii
Gecikmeli

Puls Oks Kart Hatasi
Puls Oks Sensoriinil
Kontrol Edin

Puls Oks Kablosunu
Degistirin

Orta

Orta

Orta

Orta

Orta

Orta

Orta

Orta

Dustk

Dusuk

Dusuk

Dusuk

Yiksek

Dusuk

Dusuk

Orta

Orta

Orta

Anlami

<0 sn Airvo 3, puls oksimetre ile iletisim kuramiyor. USB konnektor kablosu, sensér adaptor
kablosu ve sensdr kablolarinin diizgiin takildigini kontrol edin. Sorun devam ederse
sensor kablosu, adaptoér kablosu, ardindan USB konnektér kablosunu sirayla
degistirin.

<10 sn Secilen puls oksimetre taninmamistir. Lutfen oksimetreyi ¢ikarin veya degistirin.

<5sn Puls oksimetre USB konnektor kablosunun baglantisi kesilmis. Puls oksimetre USB
konnektor kablosunu yeniden baglayin.

<5sn* Puls oksimetre sensori kablosu algilanmamistir veya calistirilabilir degildir. Sensor
kablosunun USB konnektdr kablosuna diizgiin takildigini kontrol edin veya gerekliyse
sensor kablosunu dedgistirin.

<5sn* Puls oksimetre, artik hastadan SpO, élctimlerini alamiyor. Sensérin hastanin uygun
6lciim boélgelerinden birine diizgtin tutturulmus olup olmadigina bakin.

<5sn* Puls oksimetre, gegerli SpO, dlciimlerini gdndermiyor. Sensor, kablo ve USB araytizini

(Masimo kontrol edin. Sorun ¢dzilene kadar tim bilesenleri teker teker degdistirmeyi deneyin.

ve Nellcor)

<16 sn*

(Nonin)

<5sn* Puls oksimetre, gecerli Nabiz Hizi 6l¢timlerini géndermiyor.

(Masimo Sensdr, kablo ve USB arayliziini kontrol edin. Sorun ¢6zilene kadar tim bilesenleri

ve Nellcor)  teker teker degistirmeyi deneyin.

<16 sn*

(Nonin)

<5sn* Yalnizca Masimo. Puls oksimetre USB konnektér kablosu ve/veya puls oksimetre
sensor kablosu diizgiin ¢alismiyor. Litfen aksesuari ¢ikarip yeniden baglayin ve sorun
devam ederse aksesuari degistirin.

<5sn* Yalnizca Masimo. Puls oksimetre USB konnektor kablosu uyumlu degil.
Latfen cihazdan ¢ikarin.

<5sn* Yalnizca Masimo. Puls oksimetre sensor kablosu uyumlu dedgil.
Latfen cihazdan ¢ikarin.

<5sn* Yalnizca Masimo. Puls oksimetre USB konnektér kablosunun suresi dolmak Gzeredir.

<5sn* Yalnizca Masimo. Puls oksimetre sensor kablosunun siresi dolmak Gzeredir.

<5sn* Yalnizca Nellcor. Puls oksimetre USB konnektér kablosu hastanin nabiz sinyalinin
kayboldugunu bildiriyor. Hastanin durumunu kontrol edin.

<5sn* Yalnizca Nellcor. Puls oksimetre, SpO, 6l¢imU icin dinamik ortalama alma stiresinin
25 saniyeyi astigini belirtiyor.

<5sn* Yalnizca Nellcor. Puls oksimetre, nabiz hizi 8lcimu icin dinamik ortalama alma
suresinin 25 saniyeyi astigini belirtiyor.

<5sn* Yalnizca Masimo ve Nellcor. Puls oksimetre USB konnektdr kablosu arizall.
Lutfen kabloyu cikarip yeniden bagdlayin ve sorun devam ederse kabloyu degistirin.

<5sn* Yalnizca Masimo ve Nellcor. Puls oksimetre sensér kablosu diizgtin ¢alismiyor.
Latfen kabloyu cikarip yeniden badlayin ve sorun devam ederse kabloyu degistirin.

<5sn* Yalnizca Masimo ve Nellcor. Puls oksimetre USB konnektér kablosunda bir ariza var

ve degistirilmesi gerekiyor.
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Puls Oks Sensoriinii Orta <5sn* Yalnizca Masimo ve Nellcor. Puls oksimetre sensér kablosunda bir ariza var ve
Degistirin degistiriimesi gerekiyor.

Puls oksimetre fizyolojik alarmlarn

SpO, Diisiik Yuksek  Kullanici Hastanizi kontrol edin. SpO, 6lcimu, SpO, Distk alarm esiginin altina dismastar.
Tarafindan  Alarm ayarinin hastaniza uygun olup olmadigina bakin
Avyarlanirt (Aralik: %20 - 98, varsayilan %85, bkz. Airvo 3 Teknik Kilavuzu).

SpO, Yiiksek Orta Kullanici Hastanizi kontrol edin. SpO, 6lcimu, SpO, Yuksek alarm esigini asmistir. Alarm
Tarafindan  ayarinin hastaniza uygun olup olmadigina bakin
Avyarlanirt (Aralik: %21 - 99 veya Kapali, varsayilan Kapall, bkz. Airvo 3 Teknik Kilavuzu).

Dezenfeksiyon alarmlar

Dezenfeksiyon Orta <3 dak Airvo 3 gerekli dezenfeksiyon sicakligina kadar isinamiyor. Asagidakileri kontrol edin:
Sicakhigi Korunamadi + Dezenfeksiyon hortumunun mavi konektori cikis dirseginin tist kismina bagl,

» Dezenfeksiyon hortumunun kirmizi ucu sol taraftaki hazne portuna bagl,

» Dezenfeksiyon filtresi sad taraftaki hazne portuna bagli,

Ardindan cihazi yeniden baslatin. Sorun ¢ézilmezse, dezenfeksiyon hortumunu ve
cikis dirsegdini sirayla degistirin. Sorun devam ederse servis temsilcinizle iletisime gecin.

Asin Sicaklik Algilandi  Orta <5sn Airvo 3, dezenfeksiyon déngusu sirasinda beklenenden daha yuksek sicakliklar
tespit etti. Asagidakileri kontrol edin:
» Dezenfeksiyon hortumunun mavi konektorl cikis dirseginin Gst kismina bagli,
» Dezenfeksiyon hortumunun kirmizi ucu sol taraftaki hazne portuna bagl,
» Dezenfeksiyon filtresi sag taraftaki hazne portuna bagl,

Ardindan cihazi yeniden baslatin. Sorun ¢bzilmezse, dezenfeksiyon hortumunu ve
¢ikis dirsegini sirayla degistirin. Sorun devam ederse servis temsilcinizle iletisime gegin.

Hortumu Kontrol Edin  Orta <5sn Airvo 3 dezenfeksiyon hortumunu algilayamiyor. Dezenfeksiyon hortumunun hasarli
olmadigini ve dogru takildigini kontrol edin, ardindan cihazi yeniden baslatin.
Sorun ¢oézllmezse, dezenfeksiyon hortumunu ve ¢ikis dirsegini sirayla degistirin.
Sorun devam ederse servis temsilcinizle iletisime gegin.

Kagak Algilandi Orta <35sn Airvo 3, dezenfeksiyon devresinde kacak algilamistir. Asagidakileri kontrol edin:
» Dezenfeksiyon hortumunun mavi konektor( cikis dirseginin Gst kismina bagli,
» Dezenfeksiyon hortumunun kirmizi ucu sol taraftaki hazne portuna bagli,
» Dezenfeksiyon filtresi sag taraftaki hazne portuna bagl,
Ardindan cihazi yeniden baslatin. Sorun ¢bzilmezse, dezenfeksiyon hortumunu ve
cikis dirsegini sirayla degistirin. Sorun devam ederse servis temsilcinizle iletisime gegin.

Tikanma Algilanch Orta <10 sn Airvo 3, tikanma algilamistir. Dezenfeksiyon hortumunun tikali olmadigini ve
dezenfeksiyon filtresinin islak olmadigini dogrulayin, ardindan cihazi yeniden baslatin.
Sorun ¢dzllmezse, dezenfeksiyon hortumunu ve ¢ikis dirsegini sirayla degistirin.
Sorun devam ederse servis temsilcinizle iletisime gegin.

Calisma Kosullarinm Orta <l dak’ Airvo 3, ortam kosullarinin uygun olmadigini belirlemistir. Ortam sicaklidi 18 °C'den
Kontrol Edin distk veya 28 °C'den yiiksekken Airvo 3'U kullanmayin. Cihazi uygun ortama tasiyin,
ardindan cihazi yeniden baslatin. Sorun devam ederse servis temsilcinizle iletisime gegin.

Priz Beslemesi Kesildi  Orta <5sn Glc¢ kablosu cikariimis ve cihaz bir dezenfeksiyon dénguist gerceklestiremiyor. Cihazi
prize bagdlayip yeniden baslatin. Sorun devam ederse servis temsilcinizle iletisime gegin.

Beklenmedik O, Orta <ldak Dezenfeksiyon modundayken Airvo 3'e oksijen saglaniyor. Tim oksijen kaynaklarinin
kapali ve baglantisinin kesilmis oldugunu dogrulayin. Sorun devam ederse servis
temsilcinizle iletisime gecin.

* Belirtilen gecikmeler yalnizca Airvo 3'te yasanan alarm verme gecikmesini kapsar. Belirtilen gecikmeler, Gg¢linct taraf puls oksimetre mod(ill algoritma
gecikmesini hesaba katmaz ve bunlar degiskenlik gosterecektir.

t Ek olarak 2 sn'lik bir alarm sinyali olusturma gecikmesi gecerlidir
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8. Tekrar islemden gecirme

Airvo 3 ve aksesuarlarini kullanirken kontaminasyonu asgari diizeyde tutmak icin standart aseptik teknikler uygulanmalidir. Kullanim
sirasinda hasta aray(z, 1sitmali solunum hortumu, su haznesi ve ¢ikis dirsegdi kontamine olabilir. Airvo 3'G kullandiktan sonra makul
ik firsatta:

1. Airvo 3'ln tek kullanimlik aksesuarlarini ¢ikarin ve kontamine Uriinlerin bertarafina iliskin yerel yasa ve diizenlemeler ve hastane
protokolleri uyarinca bertaraf edin.

* Solunum hortumu konnektortinl yanlarindan sikip kaldirarak Airvo 3'ten ¢ikarin.

Bo6lIUm 8.1'deki talimatlari takip ederek Airvo 3 cihazin disini tekrar islemden gegirin.

Bo6lUm 8.2'deki talimatlar uyarinca Cikis Dirsegini temizleyin ve yiksek seviyede dezenfeksiyon uygulayin.

Aksesuarlari Bolum 8.3'te (Aksesuar Degisim Programi) sunulan maksimum kullanim stiresi sona ermeden degistirin.

Puls oksimetre aksesuarlarini (tekrar kullanilabilir sensérler dahil) Ureticinin talimatlarina uygun olarak temizleyin ve dezenfekte edin.

LEFNIWIN

UYARILAR
Hastada kullanilirken Airvo 3' temizlemeyin veya dezenfekte etmeyin.

Airvo 3 veya aksesuarlarini temizlik solUsyonlarina batirmayin veya otoklay, irradyasyon, buhar, gaz, etilen oksit veya baska
yontemlerle sterilize etmeye ¢alismayin. Bunun yapilmasi cihaza ciddi sekilde zarar verecektir.

8.1 Airvo 3 cihazin disini tekrar islemden ge¢irme
8.1.1 Cihazin disini temizleme

Ekipman

* Yumusak deterjan ve temiz su
» Temiz, tiftiksiz bezler

» Koruyucu eldivenler

Talimatlar
1. Ik, temiz su ve yumusak deterjan sollsyonunu karistirin (deterjan dreticisinin kullanim talimatlarina basvurun).
2. Temiz bir bezi temizlik sollsyonuyla nemlendirin.

3. GOrundr kirleri temizlemek icin cihazin ttim dis yizeylerini (Cikis Dirsedi dahil) en az bir dakika boyunca iyice silin.
Cihazin tim kivrimli yerlerini temizlemek icin bezin kdsesini/kenarini kullanin.

Temiz bir bezi temiz suyla nemlendirin.

Deterjan kalintilarini durulamak ve temizlemek icin cihazin tim dis ylzeylerini nemli bezle iyice silin.
Cihazin tim dis yUzeylerini kuru bir bezle gbzle gorilir sekilde kuruyana kadar iyice silin.

Tamamen kuruyana kadar kendi kendine kurumaya birakin.

~No o s

8.1.2 Cihazin disini dezenfekte etme

Dezenfeksiyonu yalnizca tiim temizlik adimlar tamamlandiktan sonra gergeklestirin
Ekipman

» Dezenfektan mendiller

» Temiz, tiftiksiz bezler

* Temiz su

» Koruyucu eldivenler
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Talimatlar
1. Onceden islatiimis dezenfektan mendiller kullanarak cihazin tiim dis yizeylerini (Cikis Dirsegi dahil) iyice silin.

2. Bu yuzeylerin dezenfektan mendil Ureticisi tarafindan belirtildigi gibi goértindr sekilde islak kalmasini saglayin. Bu yiizeylerin gerekli
stire boyunca islak kalmasini saglamak icin gerektiginde ek mendiller kullanin.

Temiz bir bezi temiz suyla nemlendirin.

Dezenfektan kalintilarini gidermek icin cihazin ttim dis ylzeylerini nemli bezle iyice silin.
Cihazin tim dis yUzeylerini kuru bir bezle gozle gorilir sekilde kuruyana kadar iyice silin.
Tamamen kuruyana kadar kendi kendine kurumaya birakin.

IS

UYARILAR

Asindirict olmayan, toksik olmayan ve korozif olmayan diger temizlik maddeleri kullanilabilir. Polikarbonat plastik uyumlu olmayan
temizlik maddeleri kullanmayin.

Airvo 3'le kullanima uygun olmayan temizlik maddeleri arasinda amonyak, amonyum hidroksit, kostik soda, iyot, metanol, denattire
alkoller, terebentin ve sodyum hipoklorit gibi alkali agarticilar yer alir. Bu Urlnlerin kullanimi Airvo 3'e zarar verecektir.

Elektrik carpma riskini azaltmak igin temizlikten énce Airvo 3'0 kapatin ve priz beslemesinden ayirin.
Cihazi herhangi bir siviya batirmayin.

Sivlyl dogrudan cihazin Uizerine plskirtmeyin.

Cikis dirsedi hasarina neden olabileceginden, durulama yardimcisi kullanmayin.

Bu talimatlar tibbi cihazi yeniden kullanima hazirlama kapasitesine sahip oldugu tibbi cihazin Ureticisi tarafindan dogrulanmistir.
Isleme tesisinde dogru ekipman, malzeme ve personel kullanilarak islemenin istenen sonuglara ulasmasini saglamak isleyicinin
sorumlulugundadir. Bu da stirecin rutin olarak izlenmesini gerektirir.

8.2 Cikis dirsegini tekrar islemden gecgirme

Cikis dirsegi, temizlik ve yiksek seviyede dezenfeksiyon gerektirir. Cikis Dirsedi, iki farkli sekilde tekrar islemden gecirilebilir.

8.2.1 Dezenfeksiyon Kiti (900PT600) ile cikis dirsegini tekrar islemden gegirme
Dezenfeksiyon Kiti 900PT600 (bkz. 900PT600'deki talimatlar).

8.2.2 Yikayici-dezenfektor ile cikis dirsegini tekrar islemden gegirme

Merkezi steril hizmetler veya tekrar islemden gecirme departmaninizin islemden gecirmesi icin Airvo 3'teki ¢ikis dirsegi cikarilabilir.
Cikis dirsedi, ANSI/AAMI ST15883-1:2009 (ABD) ve 1SO 15883-1:2006 (ABD disi) standartlarina uygun ve bu standartlar uyarinca bakima
tabi tutulmus, kontrol edilmis ve valide edilmis yikayici-dezenfektdrde tekrar islemden gecirilmelidir.

Demontaj

Airvo 3'Un ¢ikis dirsedini ¢ikarin. Cikis dirseginin kauguk portunu sikica kavrayin,
kavrama hatlarini basparmagdinizla bastirip ¢ikis dirsegini Airvo 3'Un éniline
dogdru ¢ekin.

Tasima

Cikis dirsegini tasimak lzere ambalajlarken hastanenin enfeksiyon kontrol protokollerine uyun. Cikis dirsegini tasirken mekanik hasara
karsi koruyun.

Saklama kilifini kullanma

Airvo 3'n tekrar islemden gecirildikten sonra usullince saklanmasi énemlidir.

Airvo 3'0 tibbi cihazlara uygun, temiz, kuru ve tozsuz bir yerde saklayin.

Airvo 3'Un saklama kilifini saklanirken temiz kalacak sekilde orttn:

* Airvo 3'U kiliftaki kimlik etiketi Airvo 3'n ekranina tam oturacak sekilde
saklama kilifina (900PT603) sarin.

* Adeziv tirnaklarla saklama kilifinin sizdirmazhgini saglayin.
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Temizlik ve dezenfeksiyon

Airvo 3'Un ¢ikis dirsegini tekrar islemden gecirmek icin gereken yikayici-dezenfektor sarf malzemeleri:

» neodisher® MediClean forte (%0,2 h/h) gibi hafif alkali temizlik maddeleri,

Cikis dirsegini yikayicl-dezenfektdre yikama sivisi tim i¢ ylzeyleriyle temas edecek ve drenaji mimkUn kilacak sekilde yerlestirin
ve yonlendirin. Temizlik ve termal ylksek seviyede dezenfeksiyon déngtist ¢alistirin:

+ On temizlik: En az 1 dakika soguk durulama

+ Temizlik: Ureticinin talimatlari uyarinca hafif alkali temizlik maddesiyle en az 5 dakika 55 °C'de yikayin
(6rn. neodisher® MediClean forte, %0,2 h/h)

» Noétralizasyon: En az 1 dakika soguk durulama
» Durulama: En az 1 dakika soguk durulama

» Termal dezenfeksiyon: 5 dakika boyunca 90 °C
» Kurulama: 25 dakika boyunca 90 °C

Not
Cikis dirseginin maksimum kullanim stresini asmayin.
Her temizlik Grindnde reticinin talimatlari ve uyarilarini izleyin.

Gorsel inceleme

Cikis dirseginde mekanik hasar veya haznenin sizdirmazlik elemaninda renk degisimi olup olmadigini gdrsel olarak inceleyin. Sizdirmazlik
elemani veya dirsek hasarli veya renkleri soluk gértinliyorsa ¢ikis dirsegini degistirin.

UYARI

Yalitkan veya dirsek hasarli veya renkleri soluk gérinlyorsa cikis dirsegini kullanmayin. Cikis dirseginin hasarli olmasi,
terapi uygulamasini etkileyebilir.

Saklama ve tasima

Cikis dirseginin tekrar islemden gegirildikten sonra usullince saklanmasi dnemlidir. Cikis dirsedini dezenfeksiyon isleminin ayrintilariyla
etiketlenmis temiz bir plastik torbada saklayin. Hastanenizin ytksek diizeyde dezenfekte edilmis cihazlarin saklanmasina iliskin
protokollne uyun. Cikis dirsegini tasirken mekanik hasara karsi koruyun. Cikis dirsegini tibbi cihazlara uygun, temiz, kuru ve tozsuz
bir yerde saklayin. Cikis dirsedi, alternatif olarak Airvo 3'e geri takilabilir, ardindan sonraki kullanima kadar saklama kilifiyla 6rtalebilir.

Tekrar montaj

Airvo 3'G sonraki kullanim igin kurarken asagdidaki tekrar montaj adimlarini izleyin. Sonraki
kullanimdan énce tekrar monte edilirse cikis dirsegi takilmis Airvo 3' temiz saklama kilifiyla értdn.

Dezenfekte edilmis ¢ikis dirsegini Airvo 3'in hazne yerinin Ustiindeki yuvaya sokarak kaydirin.
Dirsek yerine kilitlenene kadar siki bir sekilde dirsegin éniine bastirin.

Not
Isitmali solunum hortumunu takmadan énce ¢ikis dirseginin Airvo 3'e takildigindan emin olun.
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8.3 Aksesuar degisim programi

Airvo 3 aksesuarlar, asagidaki programa gore degistiriimelidir. Tek hastada kullanimlik tim aksesuarlar, capraz kontaminasyonu énlemek
icin hastanin terapisinden sonra bertaraf edilmelidir. Aksesuarlari asagida belirtilen stireler sona ermeden veya hasarliysa veya rengi
solmussa derhal degistirin.

Aksesuar Maksimum kullanim

Optiflow Junior arayiizleri 1hafta veya 1 hasta (hangisi 6nce gerceklesirse)
Optiflow+/Optiflow+ Duet hasta arayiizleri 14 glin (nebulizatér kullanirken 7 giin),
Optiflow 3S arayiizleri veya 1 hasta

Tiim AirSpiral hortum ve hazne kitleri (hangisi dnce gerceklesirse)

Hava filtresi 3 ay veya 1000 saatlik kullanim

(hangisi 6nce gerceklesirse)

Cikis dirsegi 5 yil veya 50 yikayici-dezenfektér dongiisu

(hangisi dnce gerceklesirse)
Batarya* 300 doéngl veya ilk kullanimdan itibaren 2 yil (hangisi dnce gerceklesirse)
Puls oksimetre aksesuarlar Cihazla saglanan kullanim talimatlarina basvurun

* Batarya degisim talimatlari icin Airvo 3 Teknik Kilavuzuna bakin.

8.4 Hava filtresini degistirme
Hava filtresi dedigim zamani Simdi
Airvo 3, hava filtresinin degdisim zamani geldiginde baslarken bir mesaj degistirilsin mi?

goruntlleyecektir.

Beklemede - Terapi uygulanmiyor

Eski filtreyi ¢cikararak baslayin:

Filtre kapadini kaldirin.

Kavramasi icin filtre ¢ikarma aletini disik basing oksijen girisi portuna bastirin.
Hava filtresi serbest birakma digmesini basili tutun.

Filtre cikarma aletini yukari ¢ekerek filtreyi ¢ikarin.

Yeni filtreyi takin ve tik sesiyle yerine oturana kadar filtrenin Ustline bastirin.
Filtre kapadini indirin.

o UAwN S

8.5 Servis

Airvo 3, diizenli bakim gerektirmez ve kullanicinin servis uygulayabilecegdi parca icermez. Tibbi ekipmanin Gretici teknik 6zellikleri disina
cikacak sekilde modifiye edilmesi durumunda 60601-1 standardinin gereklilikleri degerlendirilmelidir. Urin kabul kontrolleri, islev testleri
ve yedek parcalar icin Airvo 3 Teknik Kilavuzuna basvurun. Ariza olusursa veya Airvo 3'in diizgln ¢alismadigindan endiselenirseniz
Fisher & Paykel Healthcare temsilcinizle iletisime gegin.
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9. Puls oksimetre

Airvo 3 asagidaki puls oksimetre aksesuarlarini destekler:

* Masimo SET uSpO, Puls Oksimetre Kablosu (3412)

* Medtronic Nellcor OxiCable (PMCION-SF)

* Nonin Xpod 3012LP USB (6703-001)

* Nonin Xpod 3012HR USB Konnektér Kablosu (114403-001)

Puls oksimetreler dncelikle kanin oksijen sattrasyonunu ve nabiz hizini dlcer. Oksijen satlirasyonu veya SpO,, kandaki oksijenle doymus

hemoglobin ylzdesidir. Hemoglobin, kirmizi kan hiicrelerinde bulunan ve akcigerlerden viicudun geri kalanina oksijen tasiyan bir
proteindir. Nabiz hizi, dakikada kalp atisi sayisidr.

Bir puls oksimetre, parmak ucu veya kulak memesi gibi perfiize edilmis bir doku bélgesine tipik olarak kirmizi ve kizilétesi olmak Uizere
iki farkli dalga boyunda isik yayarak ¢alisir. Yayilan isik dokudan geger ve sensordeki bir fotodetektor iletilen veya yansitilan isigin
yogunlugunu 6lcer. Puks oksimetre, kirmizi ve kizildtesi 1sidin emilimini karsilastirarak kandaki oksijenli hemoglobinin toplam hemoglobine
oranini hesaplar ve bu da oksijen doygunlugu seviyesini belirlemek icin kullanilir. Ayrica cihaz, hastanin nabiz hizini 6lgmek igin i1sik
yogunlugundaki degisimleri analiz eder.

9.1 Puls oksimetre icin uyarilar, dikkat edilecek hususlar ve notlar

UYARILAR

* Airvo 3'n kullanim endikasyonlarina uygun olarak Airvo 3'Un izleme islevi, spontan solunum yapan hastalara yoneliktir ve yasam
destegine ihtiyca¢ duyan hastalar icin tasarlanmamistir. Hastalari icin uygun izleme dizeyini secmek ve alarm ve ekipman arizalarini
ele almaya hazir olmak klinisyenin sorumlulugundadir. Ek olarak, bagimsiz izleme ekipmani gerekli olabilir.

« Olciimlerin stipheli gérinmesi durumunda énce hastanin vital bulgularini farkli araclarla kontrol edin ve ardindan puls oksimetrenin
dazgin calisip ¢alismadigina bakin.

* Yogdun bakim Unitesi gibi tek bir yerdeki cihazlarda farkli alarm ayarlarinin kullanilmasi, tehlike dogurabilir.
+ iskemiyi nlemeye yardimci olmak icin sensériin konumunu periyodik olarak degistirin.

+ Olctmlerin stipheli gdriinmesi durumunda &nce hastanin vital bulgularini farkli araclarla kontrol edin. Ardindan puls oksimetre USB
konnektorinln, adaptorin, sensériin ve Airvo 3'n diizgiin ¢alistigini dogrulayin.

» Hastanin takilma veya bogulma riskini azaltmak icin kablolari dikkatle yénlendirin.

* Capraz enfeksiyon ve/veya kontaminasyondan kacinmak icin tek hastada kullanimlik puls oksimetre sensorlerini birden fazla hastada
kullanmayin.

* Tek kullanimlik bir sensérlin yeniden kullanilmasina iliskin riskler hakkinda bilgi icin G¢linci taraf puls oksimetre senséri talimatlarina bakin.

* Capraz enfeksiyon ve/veya kontaminasyondan kacinmak (izere birden fazla hastada kullanilabilen puls oksimetre sensér, adaptor ve
USB konnektdr kablolarini temizlemek ve dezenfekte etmek icin bu cihazlarla saglanan kullanim talimatlarini uygulayin.

* Sensori cok siki sarma gibi hatali sensér uygulamalari, doku hasarina neden olabilir. Dogru uygulama icin sensérle saglanan talimatlari
takip edin.

* SpO, ve nabiz hizi dlctimleri icin yalnizca uyumlu puls oksimetre sensérleri ve aksesuarlarini kullanin. Airvo 3'Unzin dizgin
calismamasindan, hatali élclimlerden ve/veya hastanin yaralanmasindan kacinmak icin kullanimdan énce uyumlulugu dogrulayin.
Uyumlu aksesuar listesi icin bkz. Ek 3.

» Oksijen destegi desatlrasyon paternlerini zayiflatacaktir. Satlrasyon egiliminde paternler ortaya ¢ikmadan énce hastanin solunum
yetmezligi orantili olarak daha siddetli olabilir. Oksijen destedi kullanan bir hastayi izlerken tetikte olun.

« Patlama tehlikesi: Bu cihazi patlayici ortamlarda veya yanici anestezik veya gazlarin bulundugu ortamlarda kullanmayin.

* Elektrik carpmalarina karsi koruma saglamak icin hastayi yikamadan dnce daima sensori ¢ikarin ve puls oksimetre baglantisini
tamamen kesin.

Nellcor:
» Hasta degerlendirmesi icin yalnizca Nellcor OxiCable'a glivenmeyin. Klinik bulgu ve belirtilerle birlikte kullaniimalidir.
* Nellcor OxiCable'in icine sivi doktlmesinden kaginin.

* Medtronic OxiCable'l Airvo 3 ile kullanirken dikkat edilecek uyarilarin tam listesi ve daha fazla bilgi icin OxiCable PMCION-SF kullanim
talimatlarina bakin.

Nonin:
* Nonin Xpod USB konnektériin %0,3 asgari amplitiid moddlasyonunun altinda calistiriimasi, hatall sonuglara neden olabilir.

DIKKAT EDILECEK HUSUSLAR
* Elektrik carpmasi veya tutusma tehlikelerinden kaginmak icin, puls oksimetre aksesuarlarini temizlemeden énce cihazi Airvo 3'ten ayirin.
» Puls oksimetre aksesuarlarini cihazi etkileyerek diizgln ¢alismasini dnleyebilecek elektrikli ekipmanin Ustiine yerlestirmeyin.

 Telsiz girisimlerini asgari diizeyde tutmak icin, radyo frekans iletimi yayan diger elektrikli ekipmanin puls oksimetre aksesuarlarina
yakin kullanilmamasi gerekir.

» Airvo 3'l denetimlerin hasta tarafindan degistirilebilecegi yerlere koymayin.
* Toplam kablo uzunlugunun (uzatma kablolari dahil) 3 metreyi asmasi durumunda SpO, dlciminin hassasiyeti etkilenebilir.



Airvo 3 - KULLANICI KILAVUZU | C-37

» Ekstrem alarm esikleri ayarlandiginda kullanissiz alarmlar verilebilir ve hasta yaralanabilir.
» Puls oksimetre her kullanildiginda puls oksimetre alarm sinirlarinin hastaya uygun olup olmadigina bakin.

* Sensor hizasi ve cilt buttinltgunden emin olmak icin en azindan 6 ila 8 saatte bir sensér uygulama bodlgesini inceleyin. Hasta hassasiyeti,
tibbi durum veya cilt durumuna gore farklilasabilir. Hastanin adeziv materyale alerjik reaksiyon géstermesi durumunda adeziv bantli
sensor kullanimini kesin.

Masimo:

» Perflizyon DUsUk mesaji sik sik gérlintlleniyorsa, daha iyi perflize edilmis bir izleme bolgesi bulun. Bu arada hastayi degerlendirin
ve endikasyon varsa oksijenasyon durumunu baska yollarla dogrulayin.

« Airvo 3'te "Puls Oks Sensoriini Degistirin” ve/veya "Puls Oks Kablosunu Degistirin” mesaji veya kalici bir diistik sinyal kalitesi mesaji
("Dusuk Sinyal 1.Q" gibi) gérintilendiginde uygulama alanini degistirin veya sensorii ve/veya hasta kablosunu degistirin. Bu mesajlar,
hasta izleme siresinin hasta kablosunu veya sensori yorduguna isaret ediyor olabilir.

» Tam vicut radyasyonu sirasinda puls oksimetre kullanirken senséri radyasyon alaninin disinda tutun. Sensériin radyasyona maruz
kalmasi durumunda degerler hatall olabilir veya cihaz, etkin radyasyon strecinde sifir degeri verebilir.

+ Olciim varyasyonlari asiri olabilir ve 6rnek alma teknidinin yani sira hastanin fizyolojik kosullarindan etkilenebilir. Hastanin klinik
durumuyla tutarsiz sonuclar tekrar alinmali ve/veya ilave test verileriyle takviye edilmelidir. Hastanin durumunu tam olarak anlamak
icin klinik karar verilmeden 6nce kan numuneleri laboratuvar aletleriyle analiz edilmelidir.

* Bu kilavuzda listelenen sorun giderme adimlarini tamamladiktan sonra art arda hastalari izlerken strekli olarak "sensér( degistirin”
veya "SIQ disuk" mesaji goérintiilendiginde kabloyu veya sensori degistirin.

* Ek uyarilar, dikkat edilecek hususlar ve notlar icin litfen Masimo uSpO, Puls Oksimetre Kablosuyla birlikte verilen kullanim talimatlarina bakin.
* Masimo SET uSpO, Puls Oksimetre Kablosu (Oksimetre Kablosu) glig, iletisim, ekran ve alarm yonetimi icin Airvo 3'e baglanmalidir.

Nonin:

* Nonin Xpod USB konnektdrde hareket artefakti olasiliginin puls kalitesinin iyi oldugu seklinde yanlis yorumlanmasi olasiligini en aza
indiren, harekete duyarl bir yazilim bulunmaktadir. Ancak bazi durumlarda bu cihaz, hareketi hala puls kalitesinin iyi oldugu seklinde
yanlis yorumlayabilir. Buna tim mevcut ¢iktilar (SpO,, PR, PLETH, PPG) dahildir.

Not

» Puls oksimetre sensodr, adaptor veya hasta kablolarinin hassasiyeti, islev testi cihazlariyla degerlendirilemez.

» Sensore dogrultulan yuksek yodunluktaki ekstrem isiklar (pulsasyonlu strob isiklar gibi), puls oksimetrenin vital bulgu degerlerini
almasina izin vermeyebilir.

» Maksimum Hassasiyet ayarini kullanirken "Sensér Takill Degil” algilama performansi olumsuz etkilenebilir. Cihazin bu ayarda
kullaniimasi ve sensoériin hastadan ¢ikmasi durumunda isik, vibrasyon ve asiri hava hareketi gibi ortamdaki "parazitler" nedeniyle
potansiyel hatal degerler gordlebilir.

» Puls oksimetrelere yonelik gerekli glivenlik ve ruhsat gereklilikleri hakkinda daha fazla bilgi icin bkz. ISO 80601-2-61 ve IEC 60601-1.
Her sensorle saglanan belgelerde ilave glivenlik bilgileri bulunabilir.

» Hasta kablolarina zarar verebileceginden puls oksimetre kablolarini siki bir bobin seklinde veya cihazin ¢evresine sarmayin.

» Hareket veya dusuk perflizyon sirasinda parametre/6lcim performansi bilgileri dahil olmak Gzere Airvo 3 puls oksimetreyle uyumlu
sensorlere 6zgu dider bilgiler, sensériin kullanim yénergesinde bulunabilir.

* Masimo kablo ve sensérler, hatall deger veya 6ngdriilemeyen hasta izleme kaybi riskini asgari diizeyde tutmak icin X-Cal™
teknolojisiyle donatilmistir. Belirtilen hasta izleme slresi icin kablo veya sensdriin kullanim yénergelerine bakin.

* Her bir sensor, kullanimi icin Uretici tarafindan saglanan talimatlarla birlikte gelir. Bland Altman grafikleri de dahil olmak (zere daha
fazla ayrintiicin lGtfen bu talimatlara bakin.

9.2 Puls oksimetre kurulumu

Puls oksimetre USB konnektor kablosunu Airvo 3'in arkasindaki USB portlarindan birine takin. Kabloyu kablo tutucuya yanlislikla ¢ekilip
cikariimayacak sekilde klipsleyin. Airvo 3, uyumlu bir puls oksimetreyi otomatik olarak algilayacaktir.

Puls Oksimetre
Baglantisi
Donasturtca
(900PT476)
Yalnizca Nellcor
icin gereklidir

Puls oksimetre USB Puls oksimetre uzatma Puls oksimetre sensér kablosu
konnektor kablosu veya adaptoér kablosu (tekrar kullanilabilir veya tek
(ikisi de istege baglh) hastada kullanimlik)

N
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9.2.1 Puls oksimetre aksesuarlari

Airvo 3, uyumlu puls oksimetre aksesuarlar baglandiginda sunlan gériintiileyebilir:
* islevsel oksijen satlrasyonu (SpO,),

* nabiz hizi (Airvo 3'te nabiz hizi alarmi yoktur),

» perflizyon indeksi (yalnizca Masimo),

+ pletismograf, ve

« sinyal kalitesi gostergeleri.

9.3 Terapi sirasinda

Airvo 3'e uyumlu puls oksimetre USB konnektor kablosu baglandiginda Puls Oksimetre karesi, otomatik olarak Ana Sayfa ekraninda
goruntilenecektir.

Optiflow - Yiksek Akig DUR o

a2 9%

3" Limin % Fi0,

Puls oksimetre élctimleri ve durum, soyle gosterilir:

SpO,

Puls oksimetre Airvo 3'e (DUsUk si_rljyal kalitesi Nab|zj
baglidir ancak herhangi bir sorun gigerme icin SpO, yilksek/diisik
dlctim meveut degildir. bkz, BAItim 7). i algrr%yeéi@i ot

(Devre distysa "--")

Puls oksimetre karesine dokunarak Puls Oksimetre ekranini agin.

Puls Oksimetre

SpO, pletismograf
Signal 1Q Dalga Formu

| [ fi
(yalnizca Masimo)
B D 2’5 Perflizyon indeksi (yalnizca Masimo)

PL%

SpO, %'si
SatSeconds

(yalnizca
% SpO, PR bp ,
Nellcor) D PRI ﬁ < Puls Oksimetre Alarmlari
- P;“S_’ Puls Arama ve Avarlari sayfasini acar
oksimetre
durum Terapi agik
cubugu |ﬁ

Yiksek/dusik alarmi Nabiz hizi
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USB konnektér kablosunu Airvo 3'e takma

Puls oksimetre USB konnektdr kablosunu Airvo 3'Gn arkasindaki
USB portuna takin. Airvo 3 uyumlu cihazlari otomatik olarak
algilayacaktir. Puls oksimetre sensor kablosunu USB konnektor
kablosunun diger ucuna baglayin.

VEYA

Puls Oksimetre
Bagdlantisi
Dénustaracu
(900PT476)
Yalnizca Nellcor
icin gereklidir

Sensorii hastaya takma

Puls oksimetreyi hastanin yas ve kilosuna ve hedef sensor
uygulama bolgesine gore dikkatle secin. Her bir sensérle saglanan
talimatlarda daha fazla bilgi bulunabilir.

UYARILAR
Hatall SpO, ve/veya nabiz hizi degerleri, sunlardan kaynaklaniyor olabilir:

* Hatali sensér uygulamasi veya yerlesimi. « Indosiyanin yesili veya metilen mavisi gibi intravaskiler
* Yiiksek karboksihemoglobin (COHb) veya methemoglobin boyalar.
(MetHb) duizeyleri: Yiksek COHb veya MetHb dizeyleri * Oje, takma tirnak, sim gibi harici uygulanan

renklendirme ve tekstur.

Dogum lekeleri, dovmeler, ciltte renk bozulmalari, ciltte
nem, deforme veya anormal parmaklar vb.

normal gorinen SpO, degerleriyle birlikte ortaya ¢ikabilir.
Yuksek COHb veya MetHb diizeylerinden stphelenildiginde .
kan numunesi laboratuvarda analiz edilmelidir (CO-Oksimetre).

Yuksek bilirubin dizeyleri.
Yuksek dishemoglobin dizeyleri.

Raynaud benzeri vazospastik bozukluk veya periferik vaskuler
hastalik.

Cilt rengi bozukluklar.
Asiri ortam 1$I1§1.
Asiri hareket.

 Elektrocerrahi girisimi.

« Kan akisi kisitlayicilari (arteriyel kateterler, tansiyon aleti
mansonlari, inflizyon hatlari vb.).

* Sensorde nem.

¢ Sensorin dizgln uygulanmamasi.

« Hatali sensér tipi.

« Zayif nabiz kalitesi.

* Venoz pulsasyonlar.

* Dustk hemoglobin konsantrasyonlari.
*+ Kalp seviyesinde olmayan bir sensor.

Talasemi, Hb s, Hb ¢ ve orak hiicre vb. gibi hemoglobinopatiler
ve sentez bozukluklari.

* Hipokapnik veya hiperkapnik durumlar.

* Siddetli anemi.

* Cok dusuk arteriyel perflizyon.

» Ekstrem hareket artefakti.

* Anormal vendz pulsasyon veya konstriksiyon.
Siddetli vazokonstriksiyon veya hipotermi.
Arteriyel kateterler ve intraaortik balon.

Boyalar veya olagan kan pigmentasyonunu degistiren boya iceren maddeler, hatall degerlere neden olabilir.

Nesnelerin nabiz 6lctiminl engellemesi durumunda izleme kaybi olusabilir. Kan akisi kisitlayicilarinin (6rn. tansiyon aleti mansonu)
nabiz él¢tmlerini engellemediginden emin olun.

Oksimetre sensord, dolasimin azalmasindan dolayi soguk ekstremitelerde ¢alismayabilir. Dolasimi arttirmak i¢in parmadi isitin veya
ovun ya da sensoriin konumunu degistirin.

Isik yolundaki kalintilar (6rn. kurumus kan) veya sensoér bilesenlerinin optik dzelliklerini bozulmasi, hatall okumalara neden olabilir.
Puls oksimetre aksesuarlariyla saglanan temizlik talimatlarina basvurun.

SpO,'nin disfonksiyonel hemoglobin (6rn. karboksihemoglobin veya methemoglobin) sebebiyle diistk olmasi, hatali yiksek
Olctimlere neden olabilir.

Ek glvenlik bilgileri (sensér materyallerinden kaynaklanan potansiyel riskler veya advers etkiler dahil), 6lcim bdlgesi secimi, ayrintili

sensor kurulumu, yeniden konumlandirmadan énce tek bir bélgede maksimum sensér uygulama suresi, kablo 6mrd, sensér émr,
6lcimU etkileyebilecek faktorler, sorun giderme ve bakim talimatlari icin puls oksimetre aksesuarlariyla saglanan talimatlari okuyun.
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9.4 Olcgiim aciklamalan

Geri Puls Oksimetre

Puls oksimetre dl¢timleri, Puls Oksimetre karesinde Puls
Oksimetre ekraninda ve Veriler ve Grafikler ekraninda

| | | | [
goruntllenir. Olgimler, saniyede bir kez giincellenir. g
. . . o d & 2 5
Puls Oksimetre karesine dokunarak Puls Oksimetre 98 FS prs 32
ekranini ve l&2 simgesine dokunarak Veriler ve Grafikler 83 7
% Sp0; % Sp0; PR bpm

ekranini agin.
. . . ¥ 60 bpm,
Puls Oksimetre ekraninda Q simgesine dokunuldugunda

puls oksimetrenin alarmlari ve ayarlarina bir kisayol saglanir.

Puls
DIKKAT Oksimetre
- - R ) ) karesi
Olgtimlerin stipheli gérinmesi durumunda hastanin vital Puls Oksimetre ekrani

bulgularini baska bir yontemle kontrol edin. Ardindan,
puls oksimetre aksesuarlari ve Airvo 3'in diizgin kurulmus,
yapilandiriimis ve ¢alisiyor oldugunu dogrulayin.

9.41 Spo,

Airvo 3, islevsel oksijen sattirasyonunu (SpO,) gortnttlemek

icin ylzde olarak kalibre edilir. Gérlintllenen SpO, degeri,
kullanicinin secebilecedi dénemin 6l¢im ortalamasidir

(bkz. asagidaki B6lUm 9.5, Ortalama Alma Sdiresi). Uzun ortalama
sureleri, genelde gorece stabil deder sadlar ancak gérlntilenen
SpO,, arteriyel kan oksijen saturasyonundaki (Sa0,) hizli degisimlere
yavas yanit verecektir.

Puls Oksimetre

Goruntllenen SpO, dlcimlerinin stabilitesi, sinyal gecerliligine dair
iyi bir gbsterge saglayabilir. Stabilite goreli bir terim olsa da cihazla ¥ 60bpm

deneyim ve hasta gdzlemleri, fizyolojik etkileri sensériin kéti Terapi agik
yerlestirilmesinden veya hastanin asiri hareket etmesinden |~
kaynaklanan artefaktlerden ayirmaniza yardimci olacaktir.

Airvo 3'te gorlntilenen SpO, ile arteriyel kan gazi analizi veya
klinik degerlendirme arasindaki tutarsizliklarin olasi nedenleri:
» dUsUk sinyal kalitesi,

+ dusuk perfazyon,

» uygun yerlestirilmemis sensorler veya kablolar, ve/veya

* hastanin durumu.

9.4.2 Nabizhizi

Nabiz hizi (', PR) &lctmleri, puls oksimetre sensdrinin optik Geri Puls Oksimetre
pulsatil periferik kan akisi tespitini temel alr.

Dakikada atis (bpm) cinsinden gdériinttlenen nabiz hizi, kullanicinin
belirleyebilecegdi stire boyunca alinan él¢tmlerin ortalamasidir.

Farkli ekipmanda goérunttlenen nabiz hizlari arasindaki kiicik
farklar, farkli ortalama alma yaklasimlarindan kaynaklaniyor olabilir.
Ayrica kardiyak elektriksel aktivite ile periferik 6lcimlerden elde
edilen nabiz hizi arasinda kicik fark goérulebilir.

Ekipman olctimleri arasindaki blyuk farklilasmalarin olasi nedenleri: S ——
* dUsUk sinyal kalitesi,

* dusuk perfazyon,

+ uygun yerlestirilmemis sensorler veya kablolar, ve/veya
* hastanin durumu.

9.4.3 Pletismograf

Pletismograf (veya fotopletismograf), puls oksimetre sensérinin él¢tigu

kan hacmindeki degdisimin normallestirilmemis bir gdstergesini sagdlar.
Pletismografin sekli hasta, dlcim bolgeleri ve sensér modeline gbre degisebilir.
Pletismograf, sinyal yetersizligine dair bir gésterge sadlar. Distk amplitld veya
degisken pletismograf, sinyalin zayif/yetersiz olduguna isaret ediyor olabilir.

Pletismograf, Puls Oksimetre ekraninda gérlnttlenir. A

Terapi agik



9.4.4 Signal IQ Dalga Formu (Masimo)

Signal 1Q dalga formu, pletismograf dalga formuna bagdli olarak tespit edilen
her bir nabzin élctim guvenilirligini ve zamanlamasini goésterir. Dikey ¢ubuklarin
yiksekligi 6lcimin goreceli glvenilirligini gosterir. Yiksek bir cubuk daha
yiksek guvenilirlige karsilik gelir. Ek olarak, cubuklar gérsel olarak pletismograf
dalga formunun tepe noktasiyla iliskili olmalidir. Bu, perflizyon indeksi ile birlikte
kan akisi tikanikliklari, kot sensér yerlesimi, artefaktlar veya parazit gibi
potansiyel sorunlari degerlendirmek icin daha iyi bir ara¢ sadlar.

Signal 1Q dustkse, bu durum "SpO, Signal I1Q Disuk" mesaji goriinttlenerek
gosterilecektir. Bu slire zarfinda SpO, ve nabiz hizi sayilari gri olacaktir.

9.4.5 Perfiizyon indeksi (Masimo)

Perflizyon indeksi (PI), periferik dokudaki pulsatil kan akisinin nonpulsatil veya
statik kana oranidir. Perflizyon indeksi, puls oksimetrenin slrekli ve noninvaziv
olarak elde edilebilen periferik perflizyonun noninvaziv bir él¢tistint temsil eder.

9.4.6 Sinyal kalitesi gostergeleri (Nonin)

Nonin puls oksimetre ekipmani, hasta perflizyonuna gére sinyal kalitesini
gbsterir. Uc durum vardir: sirasiyla yiksek, diistik/marjinal ve diisik/zayif sinyal
kalitesine karsilik gelen yesil, sari ve kirmizi. Bu distk sinyal kalitesi (sinyal
yetersizligi) streclerinde gérintilenen puls oksimetre degerleri hatall olabilir.
Airvo 3, SpO, ve nabiz hizi sayilarini gri renge déndurerek disik sinyal kalitesi
belirtir.

9.5 Ayarlar ve alarmlarin agiklamalari
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Geri Puls Oksimetre

livot

PR bpm

Terapi agik

Geri Puls Oksimetre

PR bpm

Terapi agik

Geri Puls Oksimetre

Terapi agik

Bu béltimde puls oksimetre ayar ve alarmlarinin yaklasimlari agiklanir. Alarm esik ve ayarlarini nasil degistireceginizi 6grenmek icin

"Alarmlar ve 6lctim” bélimune (9.6) bakin.

9.5.1 Hasta alarm esikleri

Hastanizin durumundaki degisiklikler icin su alarmlarla uyarilabilirsiniz:
* SpO, DUslk alarmi
* Sp0, Yiksek alarmi

Olcuim, alarm esiginden dusiik veya yiksekse ilgili alarm verilecektir. SpO, alarm
esikleri Puls Oksimetre karesinde ve Puls Oksimetre ekraninda gorlntulenir.

9.5.2 SpO, Alarmi Gecikmesi (Masimo ve Nonin)

Puls Oksimetre

Terapi aglk

SpO, Alarmi Gecikmesi ayari, en fazla 15 saniye boyunca SpO, Distk ve SpO, Yiuksek alarmlarini erteler.
Bu gecikme, islem gerektirmeyen kisa desatlirasyon alarmlarini azaltmaya yardimci olur. Gecikmeden sonra alarm kosulu devam ederse

alarm baslatilacaktir.

9.5.3 SatSeconds” Siniri (Nellcor)

SatSeconds™ 6zelligi, hafif veya kisa streli SpO, sinir ihlalleri icin alarm yonetimi
sadlar. SatSeconds, desatlrasyon siddetinin bir endeksi olarak desatirasyonun
hem derecesini hem de siresini izler. Bdylece, daha énemli diizeyde
desatlrasyonlar meydana geldiginde alarm kiiciik desatUlrasyonlara gére daha
hizli devreye girecektir. SatSeconds 6zelligi etkinlestirildiginde, SatSeconds
alarm yoénetim sistemi sinir ayarlarinin disindaki SpO, degerlerini tespit ettikce
SatSeconds simgesi saat ydninde dolmaya baslar. SpO, degerleri sinirlar
dahilinde oldugunda SatSeconds simgesi saat ydninun tersine bosalir.
SatSeconds simgesi doldugunda, SpO, Yiksek veya Dusuk alarmi verilecektir.

SatSeconds islevi hakkinda daha fazla ayrinti icin bkz. Ek 5: SatSeconds Alarm
Yonetimi Ozelligi.

Gen Puls Oksimetre

PR bpm
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9.5.4 Alarm yanit siiresi

100
95

90

SpO, alarm esigine ulasir
Alarm kosulu
\_\_\ r SpO, dusutk alarmi verilir

85

SpO, dusuk alarmi esigi

80 Sa0,, alarm esigine ulasir \:‘

Kan oksijen sattirasyonu (%)

75
Kullanici tarafindan ayarlanan SpO, alarm 5 Slre
gecikmesi/SatSeconds

Alarm kosulu gecikmesi A Alarm sinyal olusturma gecikmesi

Toplam alarm sistemi gecikmesi

Puls oksimetre fizyolojik isitsel ve gorsel alarmlari, alarm yanit gecikmesine tabidir. Bunlar ISO 80601-2-61 kapsaminda su sekilde
tanimlanmistir:

1. Alarm kosulu gecikmesi: Puls oksimetrenin fizyolojik degisimi kabul etmesi icin gereken siredir. Bu durum sinyal isleme ve puls
oksimetreden gelen sinyallerin ortalamasinin alinmasi ile iliskilendirilebilir. Bu ayni zamanda kullanici tarafindan ayarlanan SpO,
gecikmesi/SatSeconds degerini de icerir.

2. Alarm sinyali olusturma gecikmesi: Bir alarm kosulunun tespit edilmesi ile alarm sinyali verilmesi arasindaki stre olup, alarm
sistemindeki dogal gecikmelerden ve iletisim siresinden olusur.

3. Genel alarm sistemi gecikmesi: izlenen hastadaki fizyolojik degisiklik ile alarmin kullaniciya bildiriimesi arasindaki stire.

Olctim ortalamasinin alinmasi, alarm kosulu gecikmesini etkileyecektir: Daha uzun bir ortalama alma siiresi alarm kosulu gecikmesini
artiracaktir. Bu gecikme konseptleri, 6rnek olarak azalan SaO,'nin SpO, Dusik alarmina neden oldugu grafikte gosterilmistir. Gorsel,
aktlel gecikme sirelerini yansitmaz. Alarm yanit gecikmesi hakkinda daha fazla bilgi icin ISO 80601-2-61'e basvurun.

9.5.5 Ortalama alma siiresi

SpO, ortalama alma siresi, hasta akutluk diizeyine ve bakim alanina bagl olarak ayarlanabilir. Bu, Masimo icin saniye cinsinden ve Nonin
icin kalp atisi cinsinden dl¢timlerin ortalamasinin alindidi stiredir. Daha kisa ortalama streleri bazen 6rnegin uyku testlerinde tercih edilirken,
daha uzun ortalama sUreleri telemetri ve yenidoganlar icin daha uygundur.

9.5.6 Hassasiyet modlari (Masimo)

Uc hassasiyet modu mevcuttur. Normal hassasiyet, kan akisi veya perfiizyonunda bir miktar bozulma yasayan hastalar icin énerilir.

Bu hastalar genellikle yogun bakim Unitesinde oldugu gibi sik sik gdzlemlenir. Uyarlanabilir Prob Cikti Algilama (APOD) hassasiyeti,
sensorin yerinden ¢ikma olasiliginin daha yuksek oldugu durumlarda 6nerilir. Ayrica hastalarin stirekli olarak gorsel olarak izlenmedigi
alanlar icin énerilen moddur. Asiri hareket nedeniyle sensér yanlislikla hastadan uzaklastiginda hatali nabiz hizi ve SpO, degerlerinin
okunmasina kars! gelismis koruma saglar. Maksimum hassasiyet (MAX), zayif sinyalleri olan hastalar icin énerilir, proseddrler sirasinda
veya yuksek akutluk gerektiren alanlar gibi klinisyen temasinin stirekli oldugu durumlarda kullanishidir.

9.5.7 Yanit modu (Nellcor)

Nellcor OxiCable, dlctim kosullarina bagli olarak SpO, él¢ciimi icin dinamik ortalama alma stresini otomatik olarak uzatan OxiMax
algoritmasini kullanir. Normal ve Hizli olmak Gzere iki yanit modu mevcuttur. Normal Modda, SpO, ortalama alma sUresi alti ila yedi
saniyedir ve Hizl Modda, SpO, ortalama alma slresi yaklasik (¢ saniyedir. Nabiz hizi ortalama alma slresi, yanit modundan bagimsiz
olarak yaklasik bes saniyedir.
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9.6 Alarm ve 6l¢iim ayarlan

Cikig Menii

Puls oksimetre alarm esiklerini ve ayarlarini degistirmek igin:
1. = 6gesine dokunarak sistem meniisiind agin, kilit Ekrar
2. Puls Oksimetre Alarmlari ve Ayarlari 6gesini secin, Puls C T
3. Gerektiginde kaydirarak istenen degere dokunun,
4. + /- dugmeleriyle gereken degeri secin, SISTEM
5. Degisikligi uygulamak icin Onayla 6gesine veya degisiklikleri iptal etmek Cihaz Bilgileri

ve ayar listesine dénmek icin Iptal 6gesine dokunun. Terapi uyqula

Degisiklik yapmayi bitirdiginizde Geri égesine ¢ift dokunarak Ana Sayfa
ekranina dénun.

TUm ayarlar kalicidir ve Airvo 3 agildiginda ve Ayni Hasta secildiginde dnceki degeri
koruyacaktir. Dezenfeksiyon durumunu incelerken Yeni Hasta 6gesi secildiginde Geri Puls Oksimetre Alarmlari ve Ayarlari
tlm alarm ve 6l¢ciim ayarlarina hedef klinik ortamin varsayilan degerleri uygulanir.
SpO, dlcimleri ve genel cihaz alarmlariyla ilgili sorunlari gidermek icin sorun Duguk Sp0; Alarmi | B5%
giderme bolimune basvurun.

Yuksek SpO; Alarmmi | 98%

Puls Oksimetre Markalan

Iptal Diigiik SpO; Alarmi

Fabrika

Etiket Tanim Aralik
varsayilani
SpO, Diisiik Alarmi™’ SpO, Duslk alarmi esigi %85 %20 - 98
SpO, Yiiksek Alarmi’ SpO, Yiksek alarmi esigi Kapali Kapali, %21 - 99
Spoz_AIarml Gec'lkme5| I:sltsel _SpO% Dustk veya SpO, Yiksek alarmindan 15 saniye 0,5,10, 15 saniye
(Masimo ve Nonin) onceki gecikme
SatSeconds Siniri I;Atsel 'SpOZ. Dustk veya SpO, Yiksek alarmindan 10 SatSeconds  Kapal, 10, 25, 50,100
(Nelicor) onceki gecikme
.. Masimo: Ortalamasi alinacak stirenin uzunlugu 8 saniye 2-4,4-6,8,10,12, 14,16 saniye

Ortalama Alma Siiresi L

Nonin: Ortalamasi alinacak nabiz sayisi 8 atis 4 veya 8 atis
Hassasiyet Modu Yalnizca Masimo APOD Normal, APOD, Maks®
Yanit Modu Yalnizca Nellcor Normal Normal, Hizli

* Cihaz, hedef klinik ortami icin kurulurken minimum esik belirlenebilir. Ayrintilar icin bkz. Airvo 3 Teknik Kilavuzu.

+ Ust alarm esidi, alt alarm esiginden duistik bir degere ayarlanamaz.

1 Alarm esigi, %1'lik kademelerle degistirilebilir.

§ Maksimum hassasiyet modu bir Airvo 3 gli¢c déngust boyunca devam etmez. Tekrar glg verildiginde hassasiyet ayari mevcut varsayilan ayara geri doner.
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9.7 Sorun giderme

SpO, %'si

SatSeconds
(Yalnizca

Geri

i
)
25 85

Puls Oksimetre

z e el SpO, pletismograf

[ ] ] Signal IQ Dalga Formu (yalnizca Masimo)

Perflizyon indeksi (yalnizca Masimo)

Nellcor) % Sp0; PR bpm
Puls Puls Arama <— Puls Oksimetre
oksimetre i : Alarmlari ve Ayarlari
i sayfasini acar
durum Terapi agik Yy C
cubugu

Yiksek/dUistik alarmi ayari

Nabiz hizi

Hastanizin SpO,'sinin basarili bir sekilde izlendiginden emin olabilmek igin:

» Puls oksimetre sensoriini iyi perfiize bir bélgeye uygulayin.
» Kan akisi kisith olmayan bir 6lcim bolgesi secin.
 Cihazin dogru uygulandigindan emin olmak icin, puls oksimetre sensériyle saglanan tim talimatlara uyun.

Puls oksimetre durum ¢ubugu, puls oksimetrenin durumunu goérintiler. Puls oksimetre karesine dokunarak puls oksimetre ekranini agin
ve durumu goérintileyin. Olasi durum mesajlari ve uyarilar asagida ac¢iklanmistir.

Mesaj Neden/¢c6ziim

SpO, Signal IQ
Diisiik

Diisiik Sinyal
Kalitesi

Sonraki Hastada
Kabloyu Degistirin

Sonraki Hastada
Sensorii Degistirin

Sensdr Baglatiliyor
Perfiizyon indeksi
Diisiik

Demo modu

Yalnizca Masimo. Puls oksimetre, zayif sinyal glici nedeniyle gortinttlenen degerlerde dustk sinyal gtvenilirligi
oldugunu belirtiyor. Bu durumdayken gérlnttlenen parametreler gri renktedir. Hasta degerlendirilmeli ve
sensorin dogru uygulanip uygulanmadidi kontrol edilmelidir.

Yalnizca Nonin. Puls oksimetre dusUk sinyal kalitesi gosteriyor. Bu durumdayken parametreler gri renkte
goruntdlenir. Bu dustk sinyal kalitesi durumlari asirt hareket, diistik perflizyon, isik yolunun uzun/tikanmis
olmasi veya hasarli veya hatali takilmis sensér kaynakli olabilir.

* Dodru tipte olup olmadigini ve hastaya dogru uygulanip uygulanmadigini kontrol etmek icin sensériin
kullanici talimatlarini izleyin.

+ [zleme bdlgesindeki hareketi azaltin veya giderin.

* Adeziv sensoér kullanmayi distndn.

* Sensortn emitord ile dedektdrin ézellikle adeziv sensor kullanirken diizgin hizalanip hizalanmadigini
kontrol edin.

+ Olciim bdlgesini degistirmeyi distnan.
+ Olciim bdlgesine kan akisinin kisitlanip kisitlanmadigina bakin.

» Puls oksimetre 6l¢lim hassasiyetini etkileyebilecek fizyolojik kosullar icin puls oksimetre bélimine bakin ve
belirtilmisse alternatif yontemleri distnn.

* Asirt miktarda ojeyi veya takma tirnaklari ¢ikarin.
* Sensorl degistirin.

Yalnizca Masimo. Puls oksimetre USB konektor kablosu arizalidir veya kullanim slresi dolmustur ve mevcut
hastadan sonra degistirilmelidir.

Yalnizca Masimo. Puls oksimetre sensér kablosu arizalidir veya kullanim siresi dolmustur ve mevcut hastadan
sonra degistirilmelidir.

Yalnizca Masimo. Puls oksimetre sensori baslatiliyor. Degerler 30 saniye icinde gorintllenmezse sensérin
baglantisini kesin ve yeniden baglayin. Sorun devam ederse sensori degistirin.

Yalnizca Masimo. Puls oksimetre hastanin perfiizyon indeksinin disik oldugunu goésteriyor. Litfen senséri daha
iyi perflize edilmis bir bolgeye tasiyin.

Yalnizca Masimo. Puls oksimetre tanitim modunda ¢alistigini gésteriyor. Bu durum kasith degilse IGtfen
oksimetre ekipmanini ¢ikarin ve degistirin.
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Mesaj Neden/¢c6ziim

Yalnizca SpO, Modu  Yalnizca Masimo. Puls oksimetre yalnizca SpO, modunda calistigini gdsteriyor. Nabiz hizi mevcut degildir.
Sensorle birlikte verilen kullanim talimatlarina bakarak sensér yerlesimini kontrol edin.

Puls Arama Yalnizca Masimo ve Nellcor. Puls oksimetre bir nabiz aramasi gerceklestiriyor. Nellcor icin, sabit bir mesaj nabiz
kaybini gosterirken yanip sénen bir mesaj aramayi gosterir. Degerler 30 saniye i¢inde gérintilenmezse sensorin
baglantisini kesin ve yeniden baglayin. Sorun devam ederse sensori degistirin.

Girisim Algilandi Yalnizca Masimo ve Nellcor. Puls oksimetre girisim tespit edildigini belirtiyor.
Sensoriin dogru sekilde uygulandigini dogrulayin ve gerekirse sensoér alanini opak bir malzeme ile 6rtin.

Hasta Yok Puls oksimetre, hastayi algilayamiyor. Sensérle saglanan kullanici talimatlari uyarinca sensértin diizglin takilip
takilmadigini kontrol edin.

Sensor Baglantisi Puls oksimetre su anda bagli bir sensér olmadigini gdsteriyor. Bir sensdr varsa ¢ikarin ve tekrar takin.
Kesildi Sorun devam ederse Iitfen oksimetre aksesuarlarini degistirin.

Nellcor, oksimetreleriyle ilgili herhangi bir sorun yasanmasi durumunda asagidaki islemlerin yapilmasini énerir:

* Sensord yeniden konumlandirin,

* Sensorln ¢ok siki olmadigindan emin olun,

* SensorU alternatif bir yere yerlestirerek gortistni degistirin,

* Sensor gorisinl optik olarak kapatin,

* Adeziv sensor kullanin,

» Kulak, nazal veya alin sensér( kullanin,

+ Kafa bantli bir alin senséra kullanin,

« Tertibati kontrol edin,

* Tirnak yataklarindaki ojeleri ¢ikarin,

 Dis parazit olup olmadigini kontrol edin ve ortadan kaldirin,

* Sensor bolgesini temizleyin,

* Sensor kablosunu sabitleyin.

Puls oksimetre 6lctimleri, klinik degerlendirme ve/veya arteriyel kan gazi él¢timleriyle korele degilse:
* Yukarida tarif edildigi gibi puls oksimetre durumunu kontrol edin,

* Puls oksimetre sensoriyle sadlanan kullanma talimati uyarinca sensérin diizgutn takilip takilmadigini kontrol edin,

» Puls oksimetre 6l¢im hassasiyetini etkileyebilecek kosullar icin Puls Oksimetre bélimune bakin ve belirtiimisse alternatif yontemleri
disundn, ve/veya

 Farkli bir 6lctim bolgesi deneyin.

Airvo 3'e gelen sebeke giicl kesilirse, sistem otomatik olarak dahili bataryayi kullanmaya gececek ve hasta ayarlari ve trend verileri de
dahil olmak Uzere puls oksimetre islevselligi korunacaktir.

Sebeke glict kesildiginde veya batarya tikendiginde puls oksimetre islevi yitirilecektir. Airvo 3'e gl¢ geri geldiginde hasta ayarlari
korunarak geri yUklenecek ancak trend verileri kaybolacaktir.
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Teknik 6zellikler

Genel

Boyutlar
Agirlik (batarya dahil)

Besleme gerilimi/akimi

Besleme frekansi

USB portu kaynadi
(1ve2)

Sesli alarm
Ses basing seviyesi
Sesli bildirimi duraklatma siiresi

Ses diizeyi

A agirlikh ses gii¢ seviyesi

A agirlikh ses basing seviyesi
Giris korumasi

Beklenen hizmet 6mrii

Calistirma kosullan

Ortam sicakhgi
Nem

Ortam basinci
irtifa araligi
Calisma modu

Uygulanmis pargalarin maksimum
yiizey sicakhgr*

Maksimum uygulanan solunum
gazinin ¢iy noktasi sicakhgi*
Saklama ve tasima kosullar

Ortam sicakhgi®¢

Nem (yogusmasiz)
Batarya (900PT957L)

Kimya
Voltaj
Kapasite, Gii¢ ¢ikisi

Batarya omrii

Tekrar sarj siiresi
Raf émrii

Calisma siiresi”
%20'ye kadar
Tipik

205 mm x 295 mm x 190 mm

4,45kg

100 -N5VAC, 24 A
(2,6 A maks")
220 - 240 VAC, 1] A
(1,3 A maks")

50-60 Hz

USB 2.0 Tip A
5V,0,25 A
(her port icin maksimum)

1m'de >40 dBA
120 saniye

1m'de <50 dBA
<60 dBA

<50 dBA

1P222

5yil®

18 -28°C
%10 - 95 bagdil nem
(yogusmasiz)

700 - 1060 hPa
0-3000m
Surekli calisma
44 °C

43°C

-10 - 50 °C
%10 - 95 bagdil nem

Lityum iyon (Li-lon)
14,4 VDC
<99,4 Wh, 80 W

300 dongl veya ilk
kullanimdan itibaren 2 yil
(hangisi 6nce gerceklesirse)

6 saat (maksimum)
3yl

50 dakika

Oksijen destegdi

Oksijen sensorii baslatma siiresi <30sn

Oksijen yanit siiresi <60 sn

Yiiksek basing oksijen

(HPO) giris portu
Hat basinci 280 - 600 kPa
Maksimum akis hizi (3snve 10sn) 100 L/dak (STPD?)
Konsantrasyon %'si %93, >%99

Diisiik basing oksijen

(LPO) giris portu
Hat basinci 0-70kPa
Maksimum akis hizi 60 L/dak (STPD®)
Konsantrasyon %'si %93, >%99

Optiflow yiiksek akis terapisi®

Hedef nem araligi 31-37°C

Hedef akis araligi® 2 -70 L/dak

Maksimum sinirli basing" 60 cmH,0

Maksimum ¢alisma basinci <45 cmH,0

Oksijen konsantrasyonu %21-100 FiO,

Nem*’ 37 °C hedef nemde >33 mg/L,

Priz 10 - 60 L/dak hedef akis?
Diger tim ayarlar icin >16 mg/L

Statik sicaklik stabilitesi +2°C
Isinma siiresi® (MR290 haznesi)
23%2°Cila37°C <20 dak

1. Demeraj akimi 50 A degerine ulasabilir.

2. Cihaz 12 mm'den blyuk kati cisimlere karsi korumalidir (6rn. parmakla temas)
ve muhafaza, standart konumundan 15°'ye kadar egildiginde dikey olarak
damlayan suyun zararli bir etkisi olmayacaktir.

. Tipik kullanim paterni varsayilmistir. Gercek hizmet émr( degisebilir.

4. 1SO 80601-2-74 uyarinca. Uygun sekilde +1°C veya +1 mg/L hassasiyet testine

tabi tutulmustur.

5. 40 °C'yi asan sicakliklarda uzun stre saklamak, batarya bozunmasini

hizlandiracaktir.

6. Cihazin kullanima hazir olmadan énce ¢alisma sicakligini dengelemek icin

24 saate kadar sureye ihtiyaci olabilir.

7. Batarya kullanilirken nem performansi icin bkz. Ek 4.

8. Akis hizi, ISO 80601-2-74 uyarinca STPD (standart sicaklik ve basing, kuru)

cinsinden ifade edilir.

9. Degerler, aksi belirtilmedigi stirece ISO 80601-2-74 uyarinca vicut sicakligi,

basing, sattire (BTPS) cinsinden ifade edilir.

10. Saglanabilir akis araligi, secilen hasta aray(iziine baglidir.

1. 1SO 80601-2-90 uyarinca.

12. Yalnizca baypasli hava yolu hasta araytzleri ile kullanim icin gegerlidir.

13. Cihaz, 1Isinma icin priz beslemesine bagliyken gegerlidir.

W
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Olciilen parametrelerin aralik ve hassasiyeti

Sembol Goriintiilenen Aralik Hassasiyet
Nem Sicaklik 31-37°C Belirtilmemis
Akis hizi* Akis 2-70 L/dak + (1+ degerin %5'i) L/dak
Oksijen konsantrasyonu* * FiO, %21 -100 Maksimum:
+%4, veya

+(%2,5 + degerin %2,5'1)
- Uygun oldugunda %21 ve %100'e yuvarlama hari¢
- "Oksijen konsantrasyonu" ayari dogru oldugu slrece

Solunum hizi RR 4 -70 BPM <3 BPM RMS hatas! *

Periferik kan oksijen SpO, %1 -100 Asagidaki teknik dzellikler boélimine bakin.
satiirasyonu

Nabiz hizi PR/ Masimo 25 - 240 atis/dak Asagidaki teknik dzellikler bolumaine bakin.

Nellcor 20 - 300 atis/dak
Nonin 18 - 321 atis/dak

Perfiizyon indeksi Pl %0,02 - 20 Belirtilmemis (yalnizca Masimo)

* Test ekipmani ve yontemleri, belirsizlik kapsaminin agiklanan toleransin %30'undan fazla olmamasini saglayacak sekilde segilir ve kontrol edilir.
t Oksijen 6lgtimleri, barometrik basingtaki degisimler icin otomatik olarak kompanse edilir.
1 RMS hassasiyeti, cihaz 6lctimleri ve referans dlctimler arasindaki farkin istatistiksel hesaplamasidir.

Kontrollii bir calismada cihaz élctimlerinin yaklasik Ucte ikisi referans dlciimlerin +/- ARMS'si dahilinde olmustur.

Puls oksimetre teknik 6zellikleri (Masimo)
Teknik dzellikler, Airvo 3 ve aksi belirtiimedigi srece tim uyumlu sensérler icin tablo olarak sunulmustur.

Veri giincelleme siiresi <30sn

Ol¢iim dalga boylan ve Cikis Giicii 50 mA darbeli LED ile yayilan gti¢c 15 mW degerinden azdir.
Masimo'nun RD SET ve LNCS sensorleri kirmizi ve kiziltesi 1sik yayan diyotlar kullanr.
TC-I ve TF-I sensorleri hari¢c tim sensorler icin dalga boylari sirasiyla kirmizi ve kizilétesi
icin 660 Nanometre (nm) ve 905 nm'dir.
TC-I: Kirmizi ve kizilétesi icin sirasiyla 653 nm ve 880 nm.
TF-I: Kirmizi ve kizilétesi igin sirasiyla 660 nm ve 880 nm.
Bu bilgiler, 6zellikle fotodinamik terapi uygulayan klinisyenler icin kullanishdir.

Hassasiyet (bkz. asagidaki notlar 1-12)
Satiirasyon (%SpO0,) - Hareketsiz Kosullarda

Yetiskin/Pediatrik %70 -100 +2 basamak
%0 - 69 belirtiimemis
Yenidoganlar %70 - 100 +3 basamak

%0 - 69 belirtiimemis
Satiirasyon (%SpO0,) - Hareketli Kosullarda

Yetiskin/Pediatrik %70 - 100 *3 basamak
%0 - 69 belirtiimemis
Yenidoganlar %70 - 100 +3 basamak

%0 - 69 belirtiimemis
Nabiz Hizi (bpm) - Hareketsiz Kosullarda
Yetiskin, Pediatrik, Yenidoganlar 25 ila 240 +3 basamak

Nabiz Hizi (bpm) - Hareketli Kosullarda
Yetiskin, Pediatrik, Yenidoganlar 25 ila 240 +5 basamak
Coziiniirliik

Satiirasyon (% SpO,) %1
Nabiz Hizi (bpm) 1
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Diisiik Perfiizyon Performansi

Puls Amplitiidii +2 basamak
iletim %'si %5

Satiirasyon (%SpO0,) +2 basamak
Nabiz hizi +3 basamak

1 Masimo SET teknolojisi ile Masimo sensoérler, laboratuvar CO-Oksimetre ve ECG monitdriine karsi %70 ila 100 SpO, araliginda indiklenmis hipoksi
tetkiklerinde acik ila koyu cilt pigmentasyonlu saglikli yetiskin erkek ve kadin génlltlerde gerceklestirilen insan kan tetkiklerinde hareketsiz hassasiyet
icin dogrulanmistir. Bu varyasyon +1 standart sapmaya karsilik gelir. Arti veya eksi bir standart sapma nifusun %68'ini kapsar.

2 Masimo SET teknolojisi ile Masimo sensorler, laboratuvar CO-Oksimetre ve ECG monitoriine karsi %70 ila 100 SpO, araliginda Tila 2 cm amplittidde 2 ila
4 Hz'de strtme ve dokunma hareketleri gerceklestirilirken indiklenmis hipoksi tetkiklerinde ve 2 ila 3 cm amplitiidde 1ila 5 Hz'de tekrarsiz tek bir hareketle
induklenmis hipoksi tetkiklerinde agik ila koyu cilt pigmentasyonlu saglikli yetiskin erkek ve kadin génallilerde gergeklestirilen insan kan tetkiklerinde hareket
hassasiyeti icin dogrulanmistir. Populasyonun %68'i icin gecerli bu varyasyon, 1 standart sapmaya karsilik gelir.

3 Masimo SET teknolojisi, %70 ila 100 sattrasyonlar icin %0,02'den yiiksek sinyal glgleri ve %5’ten yuksek iletimle Biotek Index 2™ simulatér ve Masimo
simUlatorle tezgah Ustl testlerde distik perflzyonlu hassasiyet icin valide edilmistir. Bu varyasyon +1 standart sapmaya karsilik gelir. Arti veya eksi bir
standart sapma ntfusun %68'ini kapsar.

4 Masimo SET teknolojisi ile Masimo Neo sensérler, laboratuvar CO-Oksimetre ve ECG monitériiyle %70 ila 100 SpO, araliginda 1ila 2 cm amplittidde 2 ila
4 Hz'de sUrtme ve dokunma hareketleri gerceklestirilirken indiklenmis hipoksi tetkiklerinde ve 2 ila 3 cm amplitiidde Tila 5 Hz'de tekrarsiz tek bir hareketle
indtklenmis hipoksi tetkiklerinde acik ila koyu cilt pigmentasyonlu sagdlikli yetiskin erkek ve kadin gonulltlerde gerceklestirilen insan kan tetkiklerinde
neonatal hareket hassasiyeti icin dogrulanmistir. Bu varyasyon +1 standart sapmaya karsilik gelir. Arti veya eksi bir standart sapma ntfusun %68'ini kapsar.
Neonatlardaki fetal hemoglobin etkileri icin sonuglara %1 eklenmistir.

5 Masimo SET teknolojisi ile Masimo sensérler, Biotek Index 2™ simulatérle tezgah Ustl testlerde 25 ila 240 bpm araliginda nabiz hizi hassasiyeti icin
dogrulanmistir. Bu varyasyon +1 standart sapmaya karsilik gelir. Arti veya eksi bir standart sapma nifusun %68'ini kapsar.

6 Uygulama bilgilerinin tamami icin sensor kullanim yonergelerine (DFU) bakin. Aksi belirtiimedikge, tekrar kullanilabilir sensérleri en az her 4 saatte bir ve
adeziv sensorleri en az her 8 saatte bir yeniden konumlandirin.

7 TC-l sensori, 6lctim bolgesinde kulaklar delik olan hastalar icin kontrendikedir.

8 TF-I sensori en az her 2 saatte bir ¢ikarilmali ve farkli bir izleme bolgesine yeniden yerlestiriimelidir. Uzun sireli izleme gerekiyorsa, tek hastada kullanimlik
yapiskanl parmak sensorintn kullanilmasi nerilir.

9 TF-I, TC-l ve DBI sensorleri hareketli kosullarda dogrulanmamistir.

10 Travma ve Yenidodan sensorleri yalnizca Masimo SET oksimetre (Striim 4.1.0.1 veya Ust() iceren cihazlarla veya ézel sensérleri kullanmak Gzere lisansli
monitérlerle kullanim igindir.

1 LNOP sensorler, RD SET sensorler, LNCS sensérler veya M-LNCS sensorler icin Masimo hasta kablosuyla Masimo teknolojisi kullanildiginda belirtilen sensér
hassasiyeti. Sayilar, Arms'yi temsil eder (referansa kiyasla RMS hatasi). Puls oksimetre dlctimleri istatistiksel dagilim sergilediginden, élcimlerin yalnizca Ggte
ikisinin referans degere kiyasla = Arms araliginda olmasi beklenebilir. Aksi ifade edilmedigi stirece SpO, hassasiyeti %70 ila %100 olarak belirtilmistir. Nabiz
hizi hassasiyeti, 25 ila 240 bpm olarak belirtilmistir.

12 Masimo M-LNCS, LNOP, RD SET ve LNCS sensérler, kablolar ve adaptérlerin optik ve elektriksel 6zelliklerri aynidir ve bunlar yalnizca uygulama tipi
(adeziv/nonadeziv/kanca ve halka), kablo uzunluklari, optik bilesen konumlari (kabloya hizall sensériin Ustil veya altr), adeziv materyal tipi/boyu ve
konnektor tipi (LNOP 8 pinli modiiler fis, RD 15 pinli moddiler fis, LNCS 9 pinli, kabloya gére ve M-LNCS 15 pinli, kabloya gére) bakimindan farklilasabilir.
Tum sensor hassasiyet bilgileri ve sensér uygulama talimati, ilgili sensér kullanim yénergesiyle saglanir.

13 M-LNCS Mavi icin LNOP mavi temel alinmistir. LNOP Mavi sensérlt Masimo SET teknolojisi, bir laboratuvar co-oksimetresine karsi %60-100 SpO, araliginda
konjenital siyanotik kardiyak lezyonlari olan yenidodan, infant ve pediatrik hastalar tizerinde yapilan insan kani ¢alismalarinda hareketsiz kosullardaki
hassasiyet agisindan dogrulanmistir. Bu varyasyon arti veya eksi bir standart sapmaya esittir ve bu da populasyonun %68'ini kapsar.

15 Sunulan 510(k) referansi, uyumlu Masimo sensoéru ile temizlenen belirli Masimo teknoloji karti icin 6zel FDA onayina dayanir. 510(k) referansi, puls oksimetre
teknolojisine bagli olarak Masimo sensor( icin degisebilir (6rn. Masimo SET, Masimo rainbow SET, Philips FAST, Nellcor).
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Puls oksimetre teknik 6zellikleri (Nellcor)
Urtintin teknik ézellikleri icin litfen OxiCable Kullanim Talimatlarina bakin.

Puls oksimetre teknik 6zellikleri (Nonin)
Teknik dzellikler, Airvo 3 ve aksi belirtiimedigi stirece tim uyumlu sensérler icin tablo olarak sunulmustur.

Nonin:
Veri giincelleme siiresi <30sn
Olciim dalga boylan ve Cikis Giicii* Kirmizi: 0,8 mW maks. ortalamayla 660 nanometre
Kizilétesi: 1,2 mW maks. ortalamayla 910 nanometre (Nonin Purelight® sensorle)
SpO, Hassasiyeti (A,,,) %70 ila 100
Hareketsiz Yetiskinler/Pediatrik Neonatallar
Yeniden Kullanilabilir
8000AX Serisi: +2 basamak Gegerli Degil
800XJ Serisi: +3 basamak Gegerli Degil
8000SX Serisi: +2 basamak Gegerli Degil
8000R: +3 basamak Gegerli Degil
8000Q2: +3 basamak Gegerli Degil
Tek Kullanimlik
6000CX Serisi: +2 basamak +3 basamak
7000X Serisi: +2 basamak +3 basamak
Hareketli
Yeniden Kullanilabilir
8000AX Serisi: +2 basamak Gegerli Degil
800XJ Serisi: +3 basamak Gegerli Degil
8000SX Serisi: +3 basamak Gegerli Degil
Perfiizyon Diisiik * +2 basamak +3 basamak
Nabiz Hizi Hassasiyeti Yetiskinler/Pediatrik' Neonatallar

Hareketsiz (18 - 300 BPM)
Yeniden Kullanilabilir

8000AX Serisi: +3 basamak Gegerli Degil
800XJ Serisi: +3 basamak Gegerli Degil
8000SX Serisi: +3 basamak Gegerli Degil
8000R: +3 basamak Gegerli Degil
8000Q2: +3 basamak Gegerli Degil
Tek Kullanimlik
6000CX Serisi: +3 basamak +3 basamak
7000X Serisi: +3 basamak +3 basamak

Hareketli (40 - 240 BPM)

Yeniden Kullanilabilir

8000AX Serisi: +5 basamak Gegerli Degil
800XJ Serisi: +5 basamak Gegerli Degil
8000SX Serisi: +5 basamak Gegerli Degil
Perfiizyon Diisiik (40 - 240 BPM) $ +3 basamak +3 basamak

* Bu bilgiler, ¢zellikle fotodinamik terapi uygulayan klinisyenler icin kullanishdir.

t +1 Arms Olctimlerin yaklasik %68'ini temsil eder.

1 infant hastalar icerir

§ Yenidogan sttununda Gegerli Degil olarak belirtilen 8000R ve 8000Q2 sensérler icin gegerli degildir.

Notlar:

* SpO0, hassasiyet testleri, bagimsiz bir arastirma laboratuvarinda hareketli ve hareketsiz kosullarda saglikli, sigara kullanmayan, acik ila koyu ciltli géntlltlerde
gerceklestirilen indiklenmis hipoksi ¢alismalari sirasinda yapiimistir. Sensorlerin 6lgllen arteriyel hemoglobin satlrasyonu degeri (SpO,), laboratuvar tipi
Co oksimetreyle kan érneklerinde belirlenen arteriyel hemoglobin oksijeni (Sa0,) degeriyle karsilastirilir. Sensérlerin co-oksimetre 6rneklerine kiyasla
hassasiyeti %70 - %100 SpO, araliginda 6l¢tlmustir. Hassasiyet verileri, eskiden 1ISO 9919 olan ISO 80601-2-61 Puls Oksimetre Hassasiyeti Standart Teknik
Ozellikleri uyarinca ttim gondilliilerin karekdk ortalamasi (Arms degeri) kullanilarak hesaplanmistir.

+ Nabiz hizi hareketli testleri, puls oksimetre test cihazinin hareket artefakti simtlasyonuyla nabiz hizi hassasiyetini élcer. Bu test, oksimetrenin hareket, tremor
ve spayk hareket simulasyonlarinda nabiz hiziyla ilgili olarak 1ISO 80601-2-61 (6nceki adi ISO 9919) kriterlerini karsilayip karsilamadigini belirler.

« Perflizyon dusuk testleri, cesitli SpO, diizeylerinde amplittdu ayarlanabilir bir nabiz hizi similasyonu saglamak icin SpO, Simulatérant kullanir. Modl, elde
edilebilen en dustk puls amplittidinde (%0,3 modulasyon) nabiz hizi ve SpO, hassasiyetini eski adi ISO 9919 olan ISO 80601-2-61 uyarinca strdurebilmelidir.

* Nonin Xpod, hareketsiz 18-300 bpm ve hareketli 40-240 bpm arasinda nabiz hizi hassasiyeti icin onaylanmistir. Testler Datrend Oxitest Plus 7 simulatori
kullanilarak gerceklestirilmistir.

* Perflizyon dUsUk testleri, cesitli SpO, dlizeylerinde amplittidl ayarlanabilir bir nabiz hizi similasyonu saglamak i¢in SpO, Simulatértni kullanir. Modl, elde
edilebilen en dusuk puls amplitiidinde (%0,3 modulasyon) nabiz hizi ve SpO, hassasiyetini eski adi ISO 9919 olan ISO 80601-2-61 uyarinca sirdurebilmelidir.
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Standartlara uygunluk

Cihaz veya aksesuarlarin herhangi bir kismini tasinabilir mobil radyo frekans

Su standartlara uyacak sekilde tasarlanmistir: iletisim ekipmanina 30 cm'den yakina konumlandirmayin. Airvo 3, IEC 60601-1-2
IEC 60601-1:2005 + Degisiklik 1:2012 + Degisiklik 222020  elektromanyetik uyumluluk gerekliliklerini karsilar. Bazi durumlarda Airvo 3,
|IEC 60601-1-2:2014 + Degisiklik 1:2020 elektromanyetik girisim etkisiyle yakinlardaki ekipmani etkileyebilir veya
ANSI/AAMI ES 60601-1:2005 ve AT:2012 ve A2:2021 bunlardan etkilenebilir. Asir elektromanyetik girisim, cihazin uyguladigi
CAN/CSA-C22.2 NO.60601-1:14+A2:2022 (R2022) terapiyi etkileyebilir.

IEC 60601-1-6:2010 + Degisiklik 1:2013 + Bu durumda Airvo 3'Un veya girisime neden olan Unitenin konumunu

Degisiklik 2:2020 degistirmeyi deneyin veya saglik hizmetleri uzmaniniza danisin.
IEC 60601-1-8:2006 + Degisiklik 1:2012 +
Degisiklik 2:2020

ISO 80601-2-61:2017

ISO 80601-2-74:2021

Tibbi — kardiyo, vaskler ve pulmoner
»Q;SSIF@ ekipman elektrik ¢carpmasi, yangin ve
< O mekanik tehlikeler agisindan yalnizca
AAMI ES60601-1 (2005) + Degisiklik 1(2012),
c s CSA CAN/CSA-C22.2 NO. 60601-1114,
IEC 60601-1-6:2010, Degisiklik 1:2013,
IEC 60601-1-8:2006 + Degisiklik 1:2012,
Sk ISO 80601-2- 61:2017, Diizeltme 1:2018,
ISO 80601-2-74:2017

Airvo 3'n herhangi bir portuna takilan aksesuar ekipman, IEC 60601-1-1 veya IEC 60950-1 sertifikall olmalidir.

Tum yapilandirmalar, [EC 60601-1-1 sistem standardiyla uyumlu olmalidir. Sinyal giris kismina veya sinyal ¢ikis kismina ilave ekipman baglayan
herkes tibbi bir sistemi yapilandirir ve bu nedenle sistemin IEC 60601-1-1 sistem standardinin gereksinimlerine uygun olmasini saglamaktan
sorumludur. Stphe durumunda teknik servis departmaninizla veya yerel Fisher & Paykel Healthcare temsilcinizle iletisime gegin.

Uriinle saglanan yazilimin bazi unsurlari, bazi acik kaynak yazilim lisanslarina tabi yazilim unsurlari dahil olmak tizere Giclinci taraf lisans
kosullari cercevesinde temin edilir. Bu lisanslarin hiikimleri gerekli kildiginda Fisher & Paykel Healthcare Limited, web sitesinde bu yaziim
unsurlarina dair bildirimlerde bulunur.

Bu bildirimleri gériintilemek icin www.fphcare.com/airvo3/third-party-licenses adresini ziyaret edin. Urinle saglanan yazilim
guincellendikge bu ilgili bildirimlerin gtincellenebilecegini unutmayin. F&P Airvo 3, 2014/53/AB Direktifi ile uyumludur. AB uygunluk
beyaninin tam metnine su adresten ulasilabilir: www.fphcare.com/certifications.

Cihaz bertaraf talimatlan

Bu cihazda elektronik bilesenler ve lityum-iyon batarya bulunur. Ulkenizdeki ydnetmelikler, cevresel etkiyi azaltmak icin
bunlarin atik geri kazanimi ve geri dénisima icin toplanmasini gerektirebilir. Litfen bu cihazi yerel ydnetmeliklere uygun
olarak bertaraf edin.

Aksesuarlarin, yedek parcalarin ve ambalajlarin bertarafi

hortumu ve su haznesini ¢ép posetine koyun ve normal atiklarla atin. Hastaneler, kontamine Grtin bertarafina iliskin

E_ Aksesuarlari, yedek parcalari ve ambalajlar yerel ydnergelere gore bertaraf edin. Kullanim sona erdiginde solunum
@ standart yontemleri uyarinca bertaraf etmelidir.



So6zluk

Airvo 3 - KULLANICI KILAVUZU | C-51
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Ek 1. Hasta sarf malzemeleri

Asadidaki tablolarda gdsterilen hasta araylzleri ve aksesuarlari Airvo 3 ile kullanim igin onaylanmustir. Kullanimdan énce tim uyarilar ve
dikkat edilecek hususlar dahil olmak Gizere her bir cihazla saglanan kullanim talimatlarini dikkatle okuyun.

Bazi aksesuarlar belirli Glkelerde bulunmayabilir. Airvo 3'e yonelik kullanilabilir hasta araylzlerine iliskin glincel bilgiler icin Fisher & Paykel
temsilcinizle iletisime gegin. Tum hasta araylzleri BF Tipi uygulanan parcalardir.

Optiflow yiiksek akis terapisi

Tanim Parg¢a numarasi Boy Paket boyutu
Optiflow+ nazal arayiizii OPT942 Kiguk 20
OPT944 Orta 20
OPT946 BlyUk 20
Optiflow+ Duet arayiizii OPT962 Kiguk 20
OPT964 Orta 20
OPT966 BlyUk 20
Optiflow 3S nazal arayiizii OPT1042 Kiguk 20
OPT1044 Orta 20
OPT1046 BlyUk 20
Optiflow Junior 2 nazal arayiizii* OJR414 (WJRN2) M 20 (20)
OJR416 (WJRT12) L 20 (20)
0OJR418 (WJR1M12) XL 20 (20)
Optiflow Junior 2+ nazal arayiizii* 0JR520 (WJRN4) XXL 10 (10)
Optiflow Junior 2 WigglewiNG WJR212 M, L, XL 20
WJR214 XXL 10
Optiflow+ trakeostomi arayiizii OPT970 15 mm 20
Optiflow+ maske arayiizii adaptoriit OPT980 22 mm maske 20
arayliz( adaptori
AirSpiral hortum ve hazne kiti 900PT561 - 10
AirvoNeb hortum ve hazne kiti 900PT562 - 10

* Wigglepads par¢a numaralari, parantez icinde gosterilmistir.
t Maske adaptori araylzd, yalnizca havalandirmali maskelerle kullanilabilir. Optiflow yiksek akis terapisiyle sizdirmaz maske kullanmayin.
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Ek 2. Parcalar ve aksesuarlar

Bazi aksesuarlar belirli Glkelerde bulunmayabilir. Daha fazla bilgi icin lutfen yerel Fisher & Paykel Healthcare temsilcinizle iletisime gegin.

Aksesuarlar
Mobil aski standi 900PT421
Mobil aski standi sapi 900PT445
Mobil aski standi klempi 900PT428
Oksijen sisesi tutucusu 900PT427,
900PT427L
Saklama sepeti 900PT426
Saklama kilifi 900PT603
HPO Cift Girisli Manifold 900PT460D,
(DISS, NIST, SIS) 900PT460N,
900PT460S
HPO adaptorii (DISS - NIST) 900PT462DN
Airvo 3 veri portu adaptorii* 900PT473
Airvo 3 USB servis kablosu 900PT474

Fisher & Paykel Healthcare Device Manager 900PT475
Dezenfeksiyon kitit 900PT600

* Veri portu adaptéri, verilerin Airvo 3'ten hasta izleme ve hastane bilgisayar sistemlerine aktariimasini saglar. islevselligi etkinlestirmek icin entegrasyon
gereklidir. Daha fazla bilgi igin lUtfen yerel Fisher & Paykel Healthcare temsilcinizle iletisime gegin.

* Cikis dirsegini dezenfekte etmek icin tiimlesik dezenfeksiyon modunu kullanirken dezenfeksiyon kiti gerekir. Yikayici/dezenfektér kullanilan hastanelerde
cikis dirsegini temizlemek ve dezenfekte etmek icin gerekmez.

Yedek parcalar

Siingerli temizlik cubugu 900PT602

Saklama kilifi 900PT603

Cikis dirsegi 900PT930

Hava Filtresi 900PT933

Batarya modiilii 900PT957L
UYARILAR

Veri Portu Adaptért (900PT473) araciligiyla Airvo 3'e baglanan ekipmanlar, IEC 60950-1 veya IEC 60601-1'e gére sertifikalandiriimalidir.
Tum ekipman kombinasyonlari, elektrikli tibbi sistemler icin IEC 60601-1 gerekliliklerine uygun olmalidir. Ek ekipman baglayan kisiler
tibbi bir sistem yapilandirmis olur ve bu nedenle sistemin IEC 60601-1 gerekliliklerine uygun olmasini saglamaktan sorumludur.
Daha fazla bilgi i¢in hastanenizdeki bir teknik uzmana danisin.

Belirtilenler disinda aksesuarlarin kullanilmasi elektromanyetik emisyonlarin artmasina veya Airvo 3'lin elektromanyetik
bagdisikliginin azalmasina neden olabilir.

Airvo 3'ten aktarilan ttim veriler yalnizca bilgi amagldir ve tani veya terapi kararlari alinirken tek dayanak olarak kullaniimamalidir.
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Ek 3. Puls oksimetre aksesuarlari

Asagida belirtilen puls oksimetre aksesuarlari, Airvo 3'le uyumludur. Kullanimdan énce tim uyarilar ve dikkat edilecek hususlar dahil
olmak Uzere her bir cihazla saglanan kullanim talimatlarini dikkatle okuyun. Tim aksesuarlar tim pazarlarda temin edilemeyebilir ve
bazi aksesuarlar Fisher & Paykel Healthcare temin edemeyebilir.

Masimo:

Onaylanmis Masimo puls oksimetre USB konnekt6r kablosu, adaptoérler ve uzatma kablolarinin par¢a numaralan

Tanim Masimo par¢a numarasi (kablo uzunlugu) FPH par¢a numarasi
Masimo SET uSpO, Puls Oksimetre Kablosu 3412 (1,8 m) 9516-3412
RD - LNC Adaptor Kablosu 4089 (0,9 m) Gegerli Degil
RD - LNC Adaptér Kablosu 4105 (0,45 m) Gegerli Degil
LNC-4-Ext 2021 (1,2m) Gegerli Degil

Dogrulanmis Masimo puls oksimetre sensorii kablolari ve sensor sarf malzemesinin par¢a numaralan

Sensor tanimi Masimo par¢a numarasi (kablo uzunlugu) (diger bilgiler)

RD SET DCI Seri Yetiskin Tekrar Kullanilabilir Parmak Klipsli Sensorler 4050 (0,9 m)

RD SET DCI-P Seri Pediatrik Tekrar Kullanilabilir Parmak Klipsli Sensoérler 4051(0,9 m)

RD SET TC-I Tekrar Kullanilabilir Ucu Klipsli Sensor 4053 (0,9 m)

RD SET Y1 SpO, Cok Bolgeli Tekrar Kullanilabilir Sensér 4054 (0,9 m)

RD SET TF-1 SpO, Tekrar Kullanilabilir Transflektans Alin Sensorii 4055 (0,9 m)

RD SET DB-I Tekrar Kullanilabilir Yumusak Sensérler 4052 (0,9 m)

RD SET Serisi Yetiskin SpO, Tek Kullanimlik Sensdrleri 4000 (0,45 m) (20'li paket)
RD SET Serisi Pediatrik SpO, Tek Kullanimlik Sensorleri 4001 (0,45 m) (20'li paket)
RD SET Serisi inf SpO, Tek Kullanimlik Sensérleri 4002 (0,45 m) (20'li paket)
RD SET Serisi Yenidogan SpO, Tek Kullanimlik Sensérleri 4003 (0,45 m) (20'li paket)
RD SET Serisi Yenidogan Pediatrik SpO, Tek Kullanimlik Sensérleri 4004 (0,45 m) (20'li paket)
RD SET Serisi Yenidogan Pediatrik SpO, Tek Kullanimlik Sensorleri 4005 (0,45 m) (20'li paket)
(Nonadeziv)

RD SET Ozel Sensor Serisi Yetiskin Travma 401 (10'lu paket)

RD SET Ozel Sensor Serisi Yenidogan Neonatal 4013 (10'lu paket)

RD SET Ozel Sensor Serisi Yenidogan, infant, Pediatrik 4012 (10'lu paket)

RD SET Mavi Tek Kullanimlik Sensor 4014 (10'lu paket)

RD SET Kulak Sensérii 4015 (0,9 m) (10'lu paket)
RD SET TFA-1SpO0, Tek Kullanimlik Transflektans Alin Sensérii 4016 (0,9 m)

LNCS DCI Yetiskin Tekrar Kullanilabilir Sensor 1863 (0,9 m)

LNCS DCIP Tekrar Kullanilabilir Sensor 1864 (0,9 m)

LNCS TC-I Tekrar Kullanilabilir Ucu Klipsli Sensor 1895 (0,9 m)

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology ®, Signal 1.Q.%, TF-I°, uSpO,?, X-Cal® RD SET™, TFA-1™;
Masimo Corporation sirketinin ticari markalaridir.
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Dogrulanmis Masimo puls oksimetre sensorii kablolari ve sensor sarf malzemesinin par¢a numaralarn

Sensor tanimi Masimo par¢a numarasi (kablo uzunlugu)

LNCS Y1 SpO, Cok Bdlgeli Tekrar Kullanilabilir Sensér

LNCS TF-I Yetiskin SpO, Tekrar Kullanilabilir Transflektans Senso6r

LNCS DB-I Seri Tekrar Kullanilabilir Yumusak Sensérler
LNCS Adtx, Yetiskin Adeziv Sensér

LNCS Adtx-3, Yetiskin Adeziv Sensor

LNCS Pdtx, Pediatrik Adeziv Sensor

LNCS Pdtx-3, Pediatrik Adeziv Sensor

LNCS Inf, infant Adeziv Sensor

LNCS Inf-3, infant Adeziv Sensor

LNCS Inf-L, infant Adeziv Sensor

LNCS Neo, Yenidogan Adeziv Sens6r

LNCS Neo-3, Yenidogan Adeziv Sensér

LNCS Neo-L, Yenidogan Adeziv Sensér

LNCS NeoPt, Hassas Cilt Yenidogan Adeziv Sensor
LNCS NeoPt-3, Hassas Cilt Yenidogan Adeziv Sensor
LNCS NeoPT-L, Hassas Cilt Yenidogan Adeziv Sensor
LNCS NeoPt-500, Yenidogan Nonadeziv Sensor
LNCS Travma Yetiskin Adeziv Sensor

LNCS Ozel Sensor Serisi Yenidogan Neonatal

LNCS Ozel Sensor Serisi Yenidogan, infant, Pediatrik

LNCS E1 Kulak Sensoérii

2258 (0,9 m)

1896 (0,9 m)

2653 (0,9 m)

1859 (0,45 m) (20'li paket)
2317 (0,9 m) (20'li paket)
1860 (0,45 m) (20'li paket)
2318 (0,9 m) (20'li paket)
2328 (0,45 m) (20'li paket)
2319 (0,9 m) (20'li paket)
1861 (0,9 m) (20'li paket)
2329 (0,45 m) (20'li paket)
2320 (0,9 m) (20'li paket)
1862 (0,9 m) (20'li paket)
2330 (0,45 m) (20'li paket)
2321(0,9 m) (20'li paket)
1901 (0,9 m) (20'li paket)
2331(0,45 m) (20'li paket)
241 (0,9 m) (20'li paket)
2412 (0,9 m) (20'li paket)
2413 (0,9 m) (20'li paket)

2918 (0,9 m) (20'li paket)

LNCS TFA-1SpO, Tek Kullanimlik Transflektans Alin Sensérii 3858 (0,9 m) (10'lu paket)

Masimo®, Adaptive Probe Off Detection®, APOD®, Blue®, E1°, LNCS®, SET®, Signal Extraction Technology ¢, Signal 1.Q.%, TF-I°, uSpO,?, X-Cal® RD SET™, TFA-™;
Masimo Corporation sirketinin ticari markalaridr.
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Nellcor:

Adaptérler ve uzatma kablolari

Tanim Par¢a numarasi

Puls Oksimetre Baglantisi Doniistiiriicii 1 900PT476 (0,3 m)

Medtronic/Nellcor™ OxiCable PMCION-SF (2,8 m)

Dogrulanmis Nellcor puls oksimetre sensor sarf malzemelerinin par¢a numaralan

Sensor tanimi Nellcor par¢a numarasi (kablo uzunlugu) (diger bilgiler)
Nellcor SpO, Alin Sensorii MAXFAST (0,75 m) (24'lii paket)
Nellcor SpO, Nonadeziv Sensor SC-A/SC-NEOQ/SC-PR (0,9 m) (24'lii paket)
Nellcor Flexible SpO, Sensér FLEXMAX/FLEXMAX-P (0,9 m)
Nellcor SpO, Adeziv Sensérler MAXA/MAXAL/MAXN/MAXI/MAXP (0,9 m) (24'lii paket)
Nellcor SpO, Adeziv Nazal Sensérleri MAXR (0,45 m) (24'li paket)
Nellcor Tekrar Kullanilabilir SpO, Sensorleri DS100A (1 paket), OXI-A, OXI-N, OXI-P, OXI-I (24'li paket) (0,9 m)

Nellcor Tekrar Kullanilabilir Coklu Bélge SpO, Sensorler D-YS, D-YSE, D-YSPD (0,9 m), PDSLV (yedek manson, 12'li paket)
Nellcor Tek Hastada Kullanimlik Sensér Sargilan POSEY (OXI-A/N/P/I, D-YS icin) (12'li paket)

Nellcor Tek Hastada Kullanimlik Adeziv Sensor Sargilann ~ ADH-A/N (OXI-A/N, D-YS icin), ADH-P/I (OXI-P/I, D-YS icin)
(1001t paket)

Nellcor Tek Hastada Kullanimlik K6piik Sensor Sargilari FOAM A/N (OXI-A/N, D-YS icin), FOAM P/I (OXI-P/I, D-YS icin)
(100'1U0 paket)

Nellcor OxySoft™ Yenidogan-Yetiskin SpO, Sensorleri OXYSOFTN (24'li paket)

Fisher & Paykel, Nellcor™ OxiCable'in yetkili distribltoradur
Nellcor™, OxiMax™, OxySoft™, Oxymax™, SatSeconds™, Medtronic™; Medtronic PLC sirketinin ticari markalaridir.
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Dogrulanmis Nonin puls oksimetre USB konnektor kablolarinin par¢a numaralan

Tanim Nonin par¢a numarasi (kablo uzunlugu)

Nonin Xpod 3012HR USB Konnekt6r Kablosu

Nonin Xpod 3012 LP USB

114403-001 (1 m)

6703-001 (1 m)

Dogrulanmis Nonin puls oksimetre sensérii kablolar ve sensor sarf malzemesinin par¢a numaralari

Sensor tanimi

Nonin par¢a numarasi (kablo uzunlugu) (diger bilgiler)

8000SS tekrar kullanilabilir yumusak sensorler, kiigiik
8000SM tekrar kullanilabilir yumusak sensérler, orta

8000SL tekrar kullanilabilir yumusak sensorler, biiyiik
8000AA yetiskin tekrar kullanilabilir parmak klipsli sensorler
8000AP pediatrik tekrar kullanilabilir parmak klipsli sensérler
8000Q2 kulak klipsli sensor

800O0R reflektans sensorii

8000J yetiskin yan tekrar kullanilabilir Flex Sensor

8008J infant yan tekrar kullanilabilir Flex Sensor

8001J neonatal yan tekrar kullanilabilir Flex Sensér
6000CA yetiskin bez tek kullanimlik sensorler

6000CP pediatrik bez tek kullanimlik sensérler
6000Cl infant bez tek kullanimlik sensérler

6000CN neonatal bez tek kullanimlik sensérler

7000A vyetiskin Flexi-Form® Il tek kullanimlik sensorler
7000P pediatrik Flexi-Form Il tek kullanimlik sensérler
7000l infant Flexi-Form Ill tek kullanimlik sensérler
7000N neonatal Flexi-Form lll tek kullanimlik sensorler
8000JFW yetiskin FlexiWraps

8008JFW infant FlexiWraps

8001JFW neonatal FlexiWraps

8000H reflektans sensorii tutucu paketi

LP Xpod Harici Puls Oksimetre icin Sensor Klipsi

6837-000 (1 m), 6837-300 (3 m)

6836-000 (1 m), 6836-300 (3 m)

6835-000 (1 m), 6835-300 (3 m)

3278-001 (1 m), 3278-006 (2 m, 6,6 m), 3278-003 (3 m)
2360-000 (1 m), 2360-003 (3 m)

6455-000 (1 m)

0487-000 (1m)

0741-000 (1 m), 2353-002 (3 m)
(x25 8000JFW FlexiWraps® icerir)

0740-000 (1 m) (x25 8008JFW FlexiWraps icerir)
0739-000 (1 m) (x25 8001JFW FlexiWraps icerir)
7426-001 (1 m) (24'10 paket)

7426-002 (1 m) (24'li paket)

7426-003 (1 m) (24'1t paket)

7426-004 (1 m) (24'lu paket)

7427-001 (1 m) (24'10 paket)

7427-002 (1 m) (24'1t paket)

7427-003 (1 m) (24'lii paket)

7427-004 (1 m) (24'lu paket)

4097-000, (25'li paket), 8000J'yle kullanilir
4774-000, (25'li paket), 8008J ile kullanilir
4777-000, (25'li paket), 8001J'yle kullanilir
0616-000, (10 baslik ve 20 adeziv sticker), 8000R'yle kullanilir

7504-001

Nonin®, Xpod®, PureLight®, PureSAT®, FlexiWraps®, Flexi-Form®; Nonin Medical Inc. sirketinin ticari markalaridir.
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Ek 4. Batarya kullanimi sirasinda nemlendirme isleyisi

Airvo 3, priz beslemesinden gli¢c almiyorken solunum gazlarini nemlendirmek icin kullanilan glicl azaltarak batarya sarjini korur.
Her halUkarda Airvo 3, batarya tikenene kadar oksijen destegi ve solunum gazi beslemeye devam eder.

Optiflow ylksek akis terapisinde, bataryada calisirken etkin solunum gazi nemlendirme azaltilir. Batarya Kritik Dlzeyde Zayif alarmi
verildiginde batarya gtictint korumak icin etkin nemlendirme durdurulur.

Normal terapiye otomatik olarak devam etmek icin batarya bosalmadan &nce Airvo 3'l priz beslemesine baglayin. Airvo 3'Un bataryasi
tlkenirse cihaz, oksijen destegdi ve solunum gazi saglamayi durdurur, kapanir ve Glg Kesildi alarmi verir.
Cihaz kapandiktan sonra terapiye devam etmek icin Airvo 3'U priz beslemesine baglayin.

<— Priz baglantisi kesildi

Batarya Zayif Alarmi

Daha distik akis hizi <«— Batarya Kritik Dizeyde

Zayif alarmi

Uygulanan solunum gazindaki nem

\ Batarya
************************* bos

Ortam l
nemi —»
< — = Stre
Etkin nemlendirme: Yalnizca akis ve oksijen destegi:
tipik 50 dakika Tipik: 40 dakika

Airvo 3, akis ve oksijen uygulamasini siirddrmek icin nemin kapatildigi durumliarda, batarya neredeyse bitene kadar Optiflow yiksek akis
terapisi sirasinda solunum gazinda azaltilmis nem saglar.
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SatSeconds, Medtronic Nellcor OxiCable ¢ézimi ile
kullanabileceginiz ek bir 6zelliktir. SatSeconds, desattirasyon
siddetinin bir endeksi olarak desatlrasyonun derecesini ve slresini
izleyerek klinik acidan énemli olaylari, rahatsiz edici alarmlara neden
olabilecek kiclk ve kisa desattirasyonlardan ayirt etmeye yardimci
olmasiyla geleneksel alarm yénetiminden farklidir.

Klinisyenin belirledigi SatSeconds alarm sinirinin ihlaline yol
acan bir dizi olayl distintn (sagda). Yetiskin bir hasta birkac
klictk desatirasyon ve ardindan klinik olarak anlamli bir
desatlirasyon yasar.

AS5.1 ilk SpO, olayi

ik olayr diistintin. SatSeconds alarm sinirnin 25 olarak ayarlandigini
varsayalim. Hastanin SpO, degeri %79'a diser ve satlrasyon tekrar
alt alarm esigi olan %85'i asmadan 6nce olay 2 saniye surer.

Bu durumda alt alarm esiginin altina %6'lik bir dtsts vardir ve
bu dusis 2 saniyelik bir stre ile ¢carpilir, bu da 12 SatSeconds
degerine esittir.

SatSeconds alarm siniri 25 olarak ayarlandigindan ve gercek
SatSeconds sayisi 12'ye esit oldugundan alarm etkinlestirilmemistir.

A5.2 ikinci SpO, olayi

ikinci olay! diistiniin. SatSeconds alarm sinirinin yine 25 olarak
ayarlandigini varsayalim. Hastanin SpO, degeri %84'e dlser ve
satUrasyon tekrar alt alarm esigi olan %85'i asmadan dnce olay
15 saniye srer.

Bu durumda alt alarm esiginin altina %1'lik bir dists vardir ve bunun
15 saniyelik stre ile carpimi 15 SatSeconds'a esittir. SatSeconds
alarm siniri 25 olarak ayarlandigindan ve gergek SatSeconds sayisi
15'e esit oldugundan alarm etkinlestirilmemistir.

A5.3 Uciincii SpO, olayi

Uctinc olayr diisinln. SatSeconds alarm sinirinin yine 25 olarak
ayarlandigini varsayalim. Hastanin SpO, degeri %75'e duser, bu da
alt alarm esigi olan %85'in %10 altindadir. Bu satlirasyon seviyesinde,
olayin siresi 2,5 saniyeyi asarsa SatSeconds alarmi ¢alar

(%10 x 2,5 saniye = 25 SatSeconds).

Hastanin satlrasyonu 2,5 saniye icinde alt alarm esiginin Gzerindeki
bir degere donmedidi icin SpO, dusik alarmi etkinlestirilir.

A5.4 SatSeconds Giivenlik Agi

SpO, olaylari dizisi

N
Alarm etkinlesir

- — !
A B C

ik SpO, olay! ikinci SpO, olay! Uclincti SpO, olay!

SpO,

SpO,

%92
%90
%88
%86
%84
%82
%80
%78

-—
2 saniye

0 2 4 6 8 10
Saniye

%92
%90
%88

%86 \ /
%84 =3 %]

%82 D 15 saniye
%80
%78

O 16 18 20 22 24 26 28 30 32
Saniye

%92
%90
%88
%86
%84
%82
%80
%78
%76
%74

2,5 saniye

0O 40 42 44 46 48 50 52 54 56
Saniye

SatSeconds "Guvenlik Ag!", sattrasyon seviyeleri siklikla sinirin altinda olan ancak SatSeconds zaman ayarina ulasilacak kadar uzun
sdre sinirin altinda kalmayan hastalar icindir. SatSeconds zaman ayarina ulasiimamis olsa bile, 60 saniye icinde (¢ veya daha fazla

sinir ihlali meydana geldiginde bir alarm calar.
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Masimo Son Kullanici Lisans Sézlesmesi

UNhsinodtT

SON KULLANICI LISANS SOZLESMESI

BU BELGE SiZ ("ALICI") ILE FPH ARASINDA YASAL BIR SOZLESME NITELIGI TASIR. BU SOZLESMENIN SARTLARINI KABUL
ETMIYORSANIZ, TUM AKSESUARLAR DA DAHIL OLMAK UZERE TUM PAKETI ORIJINAL AMBALAJINDA, SATIS MAKBUZUNUZLA
BIRLIKTE DERHAL FPH'YE IADE EDIN.

a.

b.

h.

Lisans Verme. Bu Urlin icin 6denen fiyatin bir parcasi olan lisans Gcretinin édenmesi karsiliginda. FPH; Satin Alan kisiye, AlicI'nin
Masimo driinlerini etiketli amaclart dogrultusunda kullanmasiyla baglantili olarak birlestirilmis yazilimin/aretici yaziiminin ve
belgelerin kopyasini kullanmasi icin alt lisans hakki olmaksizin miinhasir olmayan, devredilemez bir lisans verir. FPH, aliciya acgik¢a
verilmeyen tim haklar sakl tutar.

Yazilim/Uretici Yaziimi Milkiveti. Herhangi bir Masimo yaziliminin ve/veya dretici yaziiminin ve belgelerinin ve bunlarin tiim kopyalarinin
mulkiyeti, sahipligi ve tim haklari ve ¢ikarlari her zaman FPH'ye lisans veren Masimo Corporation sirketine aittir ve aliciya devredilmez.

Atama. Alici, FPH'nin énceden yazili izni olmaksizin bu Lisansi kismen veya tamamen, kanunen veya baska bir sekilde atayamaz veya
devredemez; boyle bir izin olmaksizin bu Lisans kapsaminda dodan herhangi bir hak, gérev veya yukimltliga atama girisimi gecersiz
olacaktir.

Kopyalama Kisitlamalari. Yazilim/Gretici yazilimi, maske calismalari, devre karti diizenleri ve beraberindeki yazili materyallerin telif
hakki saklidir. Degistirilmis yazilimlar da dahil olmak Gizere yaziimin yetkisiz bir sekilde kopyalanmasi. Degistirilmis, birlestirilmis veya
baska yazilimlara dahil edilmis yazilimlar veya dider yazili materyaller de dahil olmak Uzere yaziimin yetkisiz bir sekilde kopyalanmasi
aclkca yasaktir. Bu lisansin sartlarina uymamaniz nedeniyle ortaya ¢ikan veya neden olunan herhangi bir telif hakki ihlalinden yasal
olarak sorumlu tutulabilirsiniz. Bu lisanstaki hicbir husus 17 U.S.C. 117 tarafindan saglananlarin 6tesinde bir hak saglamaz.

Kullanim Kisitlamalari. Alici olarak, yazilimin/Uretici yaziliminin kopyalanmamasi kosuluyla Griinleri bir yerden baska bir yere fiziksel
olarak aktarabilirsiniz. Uriinlerdeki yazilimi/lretici yazilimini elektronik olarak baska bir cihaza aktaramazsiniz. Masimo'nun énceden
yazili izni olmadan Masimo Urinind, yazilimini/Gretici yazilimini veya yazili materyallerini ifsa edemez, yayinlayamaz, terclime
edemez, dagitilmis kopyalarini yayinlayamaz, degistiremez, uyarlayamaz, tersine mihendislik yapamaz, kaynak koda dénlstiremez,
parcalarina ayiramaz veya bunlara dayali tlrev ¢alismalar olusturamazsiniz. Tek kullanimlik olarak belirlenen Masimo sensérleri,
Masimo patentleri kapsaminda yalnizca tek bir hastada kullanilmak Uzere lisanslanmistir ve satilamaz. Bir Masimo cihazini elinde
bulundurmak, bu cihazi tek basina veya bu cihazin yaninda bu cihazla iliskili bir veya daha fazla patentin kapsamina girebilecek izin
verilmemis sensor veya kablolarla kullanmak icin sarih veya zimni herhangi bir lisans niteligi tasimaz. Tek kullanimlik Masimo
Sensorlerinin amaglanan tek kullanimlarinin 6tesinde kullanilmasina izin verecek zimni veya baska bir lisans yoktur. Tek kullanimiik
Masimo sensorleri kullanildiktan sonra, sensérlerin kullanimi icin Masimo tarafindan baska bir lisans veriimez ve sensoérler atiimalidir.

Yetkisiz Aksesuarlar. Masimo teknolojisi, Masimo cihazlari, kablolari, sensoérleri ve aksesuarlari ile birlikte entegre bir sistem olarak
calismak Uzere tasarlanmistir. Sistemin herhangi bir bileseni hasar aldiginda hatali 6lctimler ortaya ¢ikabilir. Buna bagl olarak, glinci
taraflarca yeniden islenmis veya taklit sensorler gibi yetkisiz kablolarin, sensérlerin veya aksesuarlarin Masimo cihaziyla birlikte
kullanilmasi gtivenilir olmayan sonuglar verebilir. Yetkisiz bir kablo, sensér veya aksesuar ile birlikte kullanildiginda Masimo
teknolojisinin performansini dogrulamak mamk{n olmaz.

. Devir Kisitlamalari. Yazilim/Gretici yazilimi Alic'ya lisanslanmistir ve FPH'nin énceden yazili izni olmaksizin diger son kullanicilar

disinda hic kimseye devredilemez. Hicbir durumda yazilimi/iiretici yazilimini veya Griinleri gegici olarak devredemez, temlik edemez,
kiralayamaz, kiraya veremez, satamaz veya baska bir sekilde elden ¢ikaramazsiniz.

Lehdar. Masimo Corporation, bu Sézlesmenin Lehdari olup hikimlerini uygulama hakkina sahiptir.

ABD Hukidmeti Haklari: Amerika Birlesik Devletleri Hikimetinin herhangi bir bélimi adina yazilim (ilgili belgeler dahil) ediniyorsaniz,
asadidaki huktmler gegerlidir: yaziim, DFAR bolim 227.7202 FAR 12.212 uyarinca siraslyla "ticari yazim” ve "ticari bilgisayar yazilimi
belgeleri” olarak kabul edilir. Yazilimin (ilgili belgeler de dahil olmak Gzere) ABD Hikimeti veya herhangi bir kurumu tarafindan
kullanimi, degistirilmesi, cogaltiimasi, yayinlanmasi, uygulanmasi, sergilenmesi veya ifsa edilmesi yalnizca bu s6zlesmenin hikiimlerine
tabi olacaktir.
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