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1. FORWARD

Please refer to this manual for detailed instructions
on warnings, cautions, specifications and additional
information.

Important:

* Users should read this entire manual before oper-
ating the Inogen Rove 6 Portable Oxygen Con-
centrator. Failure to do so could result in personal
injury and/or death. If you have questions about
the information in this user manual or about the
safe operation of this system, contact your equip-
ment provider.

e If, in relation to the use of this product, a death or
serious deterioration of health has occurred, this
should be reported to Inogen, Inc. and the compe-
tent authority of your country.

1.1 GENERAL INFORMATION

This user manual provides information for users of the
Inogen Inogen Rove 6 Portable Oxygen Concentra-
tor. For the sake of brevity, the terms “concentrator,”
“POC”, “unit,” or “device” are sometimes used in

this document to refer to the Inogen Rove 6 Portable
Oxygen Concentrator. “Patient” and “User” are used
interchangeably.

1.2 STANDARDS COMPLIANCE

This device is listed with an internationally recognized
testing laboratory and classified with respect to elec-

tric shock, fire and mechanical hazards in accordance
with the following standards:

e |EC 60601-1:2005+AMD1:2012, Medical electrical
equipment — Part 1: General requirements for basic
safety and essential performance

e |[EC 60601-1-2:2014+AMD1:2020, Medical electrical
equipment — Part 1-2: General safety requirements
— Collateral Standard: Electromagnetic
disturbances - Requirements and tests

e |[EC 60601-1-8:2006+AMD1:2012, Medical electrical
equipment — Part 1-8: Medical electrical equipment
— Part 1-8: General requirements for basic safety
and essential performance — Collateral standard:
General requirements, tests and guidance for
alarm systems in medical electrical equipment and
medical electrical systems

e |[EC 60601-1-11:2015, Medical electrical equipment —
Part 1-11: General requirements for basic safety
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and essential performance — Collateral standard:
Requirements for medical electrical equipment
and medical electrical systems used in the home
healthcare environment

e |EC 60601-1-6:2010+AMD1:2013+AMD2:2020,
Medical electrical equipment - Part 1-6: General
requirements for basic safety and essential
performance - Collateral standard: Usability

* |SO 80601-2-69:2014, Medical electrical equipment
-- Part 2-69: Particular requirements for basic safety
and essential performance of oxygen concentrator
equipment

* |SO 80601-2-67:2014, Medical electrical equipment
-- Part 2-67: Particular requirements for basic safety
and essential performance of oxygen-conserving
equipment

* |SO 80601-2-69:2020, Medical electrical equipment —
Part 2-69: Requirements for the basic safety and
essential performance of oxygen concentrator
equipment

* |SO 80601-2-67:2020, Medical electrical equipment —
Part 2-67: Requirements for the basic safety and
essential performance of oxygen-conserving
equipment

e RTCA D0-160G, Environmental Conditions and Test
Procedures for Airborne Equipment

* |S0 18562-1:2017, Biocompatibility evaluation of
breathing gas pathways in healthcare applications —
Part 1: Evaluation and testing within a risk
management process

* SO 18562-2:2017, Biocompatibility evaluation of
breathing gas pathways in healthcare applications —
Part 2: Tests for emissions of particulate matter

* SO 18562-3:2017, Biocompatibility evaluation of
breathing gas pathways in healthcare applications —
Part 3: Tests for emissions of volatile organic
compounds (VOCs)

e |[EEE/ANSI C63.27-2017, American National
Standard for Evaluation of Wireless Coexistence

* Bluetooth Core Specification Version 4.2
* RED 2014/53/EU

e CAN/CSA C22.2 NO. 60601-1:14 (R2018)D Medical
Electrical Equipment - Part 1: General Requirements
for Basic Safety and Essential Performance
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(Adopted IEC 60601-1:2005, third edition, 2005-
12, including amendment 1:2012, with Canadian
deviations)

1.2.1 MEDICAL EQUIPMENT
CLASSIFICATION

e |EC Class Il Equipment
* Type BF Applied Part

* |[P22 - Protected from touch by fingers and objects
greater than 0.5 in (12.5 mm). Protected from
dripping water less than 15 degrees from vertical.

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

* Intended for continuous operation.

1.2.2 IT NETWORK

Important: IT-network is a system composed of wire-
less (Bluetooth) transmission between the device and
the Inogen Connect Application.

 Connection of the device to an IT-Network could
result in previously unidentified risks to patients,
operators or third parties.

» Subsequent changes to the IT-network could
introduce new risks and require additional
analysis.

* Changes to the IT-network include:
o Changes in the IT-network configuration

o Connection of additional items to the
IT-network

o Disconnecting items from the IT-network

o Updating equipment connected to the
IT-network

1.3TYPOGRAPHIC CONVENTIONS
* This user manual contains warnings, cautions, and
notes to help call attention to the most important
safety and operational aspects of the device.
To help identify these items when they occur
in the text, they are shown using the following
typographical conventions:

* WARNING: Statements that describe serious
adverse reactions and potential safety hazards.

e CAUTION: Statements that call attention to
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information regarding any special care to be
exercised by the practitioner and/or patient for the
safe and effective use of the device.

e IMPORTANT: Statements calling attention to
additional significant information about the device
or a procedure.

2. INTENDED USE

The Inogen Rove 6 Portable Oxygen Concentrator pro-
vides a high concentration of supplemental oxygen to
patients requiring respiratory therapy on a prescriptive
basis. It may be used in the home, institution, vehicle,
train, airplane, boats and other transport modalities.

2.1 INDICATIONS FOR USE AND
CLINICAL BENEFIT

The Inogen Rove 6 is used on a prescriptive basis by
patients requiring supplemental oxygen to increase
blood oxygen saturation.

2.2 CONTRAINDICATIONS

This device is to be used as an oxygen supplement and
is NOT INTENDED to be life sustaining or life support-
ing. ONLY use this product if the patient is capable of
spontaneous breath and is able to inhale and exhale
without the use of a machine.

e DO NOT use in conjunction with flammable anes-
thetic or flammable materials.

e DO NOT use this device in tracheotomized patients.

e DO NOT use this device in persons whose breath-
ing during normal resting is unable to trigger the
device.

2.3 PATIENT POPULATION
Adults only. Prescription Required.

3. SAFETY INSTRUCTIONS

To ensure the safe installation, assembly and opera-
tion of the concentrator these instructions MUST be
followed. The patient is the intended operator of the
device.

3.1 WARNING

Risk of injury or damage
* Do not use in conjunction with a humidifier,
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nebulizer or CPAP, or connected with any other
equipment. Doing so may impair performance
and/or damage the equipment.

* The Rove 6 is MR Unsafe. Do not expose to MRI
equipment or other devices that generate strong
magnetic fields (for example, x-ray, CT scan, or
other types of radiation).

e Use of this device has not been studied in pedi-
atric populations. Consult your physician before
using the product for pediatric patients.

 Use of this product outside of the intended use
and specifications has not been tested and may
lead to product damage, loss of product function,
or personal injury.

¢ Do not use this product in any way other than
described in the specifications and intended use
sections of this manual.

* Do not modify the device. Any modifications per-
formed on the equipment may impair performance
or damage equipment and will void your warranty
unless indicated or instructed to do so.

* Do not perform service or maintenance on the
device while itis in use.

e |tis the responsibility of the patient to have an
alternate source of oxygen in case of power
outage or mechanical failure. This should be
assessed upon starting oxygen therapy and be
based on the patient’s condition, environmental
living conditions and the ability of the patient
to be resupplied with backup supplies of sup-
plementary oxygen. These attributes should be
periodically reassessed as the patient’s condi-
tions change.

e |tis the responsibility of the patient to plan for a
back-up oxygen supply when traveling; Inogen
assumes no liability for any disruptions in oxygen
supply if a backup source is not secured.

* If you feel ill or uncomfortable, or if the concen-
trator does not signal an oxygen pulse and you
are unable to hear and/or feel the oxygen pulse,
consult your equipment provider and/or your
physician IMMEDIATELY.

* If you are unable to communicate discomfort,
you may require additional monitoring and or
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a distributed alarm system to convey the infor-
mation about the discomfort and or the medical
urgency to your responsible caregiver to avoid
harm.

This device produces enriched oxygen gas,
which accelerates combustion. Do not allow
smoking or open flames within 2m (6.56ft) of this
device while in use. Smoking during oxygen
therapy is dangerous and is likely to result in
facial burns or death. If you smoke, you must
always turn the oxygen concentrator off, remove
the cannula and leave the room where either the
cannula or the oxygen concentrator is located. If
unable to leave the room, you must wait 10 min-
utes after the flow of oxygen has been stopped.

Oxygen is flammable. Do not leave the nasal
cannula on bed coverings or chair cushions. Turn
the oxygen concentrator off when not in use.

Avoid use of the device in the presence of pollut-
ants, smoke, or fumes. Do not use the device in
the presence of flammable anesthetics, clean-
ing agents or other chemical vapors. Do not use
aerosol sprays around the device.

Do not use power supplies, power cables or
accessories other than those specified in this user
manual. The use of nonspecified power supplies,
power cables or accessories may create a safety
hazard and/or impair equipment performance.

Do not use oil, grease, or petroleum-based
products on or near the device, on your face or
upper chest to avoid the risk of fires and burns.
Use only water-based lotions or salves that are
oxygen-compatible during setup or use during
oxygen therapy.

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

To avoid danger of choking or strangulation haz-
ard, keep cords away from children and pets.

It is the responsibility of the patient to use only
parts and accessories mentioned in these
instructions for use. Parts and accessories used
by the patient not recommended in these instruc-
tions for use are at the sole responsibility for the
patient. Inogen assumes no liability for use of
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parts and accessories not mentioned in these
instructions for use.

It is the responsibility of the patient to periodi-
cally check the battery and replace as necessary
per these instructions for use. Inogen assumes
no liability for persons choosing not to adhere to
manufacturer recommendations.

To ensure you are receiving the therapeutic
amount of oxygen according to your medical
condition, the device must (1) be used only after
one or more settings have been individually
determined or prescribed for you at your specific
activity levels, (2) be used with the specific com-
bination of parts and accessories that are in line
with the specification of the concentrator manu-
facturer and that were used while your settings
were determined.

The settings of other models or brands of oxygen
therapy equipment may not correspond with the
settings of this device.

The settings of this device may not correspond
with the settings for devices that provide a con-
tinuous flow oxygen.

Use of this device at an altitude above 3,048 m
(10,000 ft) or outside the temperature range of
5—40°C (41 —104° F)or a relative humidity above
95% is expected to adversely affect the flowrate
and the percentage of oxygen and consequently
the quality of the oxygen therapy. Use of this
device immediately after storage in tempera-
tures beyond the allowable operating range may
adversely affect operation of the device until the
temperature returns to the allowable operating
range. Wind or strong drafts can adversely affect
the accurate delivery of oxygen therapy.

If the device fails, it will cause a return to your
previous condition prior to starting oxygen ther-
apy. This state will be different for each individ-
ual patient.

The proper placement and positioning of the
nasal cannula in the nose is critical to the con-
sistent operation of this equipment.

Do not use this device in conjunction with a
humidifier, nebulizer, or CPAP, or in parallel
or series with other oxygen concentrators or
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oxygen therapy devices. Doing so may impair the
performance and could damage the equipment.

3.2 CAUTION!

Risk of minor injury or discomfort

* The device, parts and accessories are specified for
use at flow rates between setting 1 and setting 6.

* Incompatible parts and accessories can result in
degraded performance or damage and may void
your warranty.

* The device is designed to provide a flow of high
purity oxygen. An advisory alert, “Oxygen Low”,
will inform you if oxygen concentration drops. If
alarm persists, contact your equipment provider.

* The oxygen flow setting must be determined and
recorded for each patient individually by the pre-
scriber, including the configuration of the device,
its parts and the accessories. Itis the responsi-
bility of the patient to periodically reassess the
setting(s) of the therapy for effectiveness.

* Do not modify the device. Any modifications
performed on the equipment may impair perfor-
mance or damage equipment and will void your
warranty unless indicated or instructed to do so.

* Do not use oil, grease, or petroleum-based prod-
ucts on or near the device or its accessories.

¢ Do not use lubricants on the device or its
accessories.

* Do not obstruct air intake or exhaust when
operating the device. Blocking air circulation
or placing close to a heat source may lead to
internal heat buildup and shutdown or damage to
the concentrator. In the event of changes to the
performance of the device, please refer to the
troubleshooting section of this document.

* Do not operate the device without the particle
filter in place. Particles drawn into the system
may damage the equipment.

* Do not wrap cords around power supply for
storage. Do not drive, drag or place objects over
cord. Doing so may lead to damaged cords and a
failure to provide power to the concentrator.

* Do not use the DC power cord with a cigarette
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plug splitter. This may cause overheating of the
DC power cord.

¢ Do not disassemble the power supply. This may
lead to component failure and/or safety risk.

¢ Do not place anything in the device’s power port
other than the supplied power supply. If an exten-
sion cord is used, use an extension cord that has
an Underwriters Laboratory (UL) Mark and a min-
imum wire thickness of 18 gauge. Do not connect
any other devices to the same extension cord.

* Do not repackage concentrator, accessories, or
systems for shipment in packaging not provided
by Inogen.

* Do not jump start the automobile with the DC
power cord connected. This may lead to voltage
spikes which could shut down and/or damage
the device.

e Do not leave the device in an environment which
can reach high temperatures, such as an unoc-
cupied car in high temperature environments.

* Do not touch the recessed electrical contacts of
the External Battery Charger; damage to con-
tacts may affect charger operation.

* The device will perform as specified only when
used within the altitude temperature and humidity
ranges as specified in these instructions for use

e The device should be kept dry at all times. Expo-
sure to water could lead to electrical shock and/
or damage.

* For optimal sieve bed (columns) life, the product
should be used frequently.

e The device’s battery acts as a secondary power
supply in the event of a planned or unexpected
loss of the external power supply. Even when
operating the device from an external power
supply, a properly inserted battery should be
maintained in the unit. Doing so will minimize
the risk of interrupting operation and will keep
alarms functioning.

* The power supply should be placed in a well-ven-
tilated location as it relies on air circulation for
heat dissipation. The power supply may become
hot during operation; if this happens, allow to cool
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down before handling to avoid injury.

* Ensure the automobile power socket is clean of
cigarette ash and the adapter plug fits properly,
otherwise overheating may occur.

* Ensure that the automobile power socket is ade-
quately fused for the device power requirement
(minimum 15Amp). If the power socket cannot
support a 15Amp load, the fuse may blow, or the
socket may be damaged.

* When powering the device in an automobile,
ensure the vehicle’s engine is running first before
connecting DC power cord into cigarette lighter
adapter. Operating the device without the engine
running may drain the vehicle’s battery.

e A change in altitude (for example, from sea level
to mountains) may affect total oxygen available
to the patient. Consult your physician before
traveling to higher or lower altitudes to deter-
mine if your flow setting should be changed.

* Always keep liquids away from batteries. If bat-
teries become wet, discontinue use immediately
and dispose of battery properly.

* To extend the run-time of your battery, avoid
running in temperatures less than 41°F (5°C) or
higher than 95°F (35°C) for extended periods of
time. Store battery in a cool, dry place. Store
with a charge of 40-50%.

* Patients who exhibit breathing effort below the
specified inspiratory sensitivity value may not be
able to consistently trigger the device to receive
oxygen therapy.

4. INSTRUCTIONS AND
TRAINING

The product provider must ensure that, where appro-
priate, all users of this device are provided with the
user manual.

WARNING:
Do not use the product without proper self-training
by reading this manual.

If you need additional information after reading this
user manual, please contact your equipment provider.
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5. PRODUCT DESCRIPTION

The Inogen Rove 6 Portable Oxygen Concentrator System may include the following accessories: AC power supply,
DC power cord, rechargeable battery pack and carry bag.

5.1 SCHEMATIC DESCRIPTION

This section is intended to help familiarize you with the device’s components and interface. Do not perform any
actions on or with your POC until after reading Section 7, OPERATING Inogen Rove 6.

@ ) ®

& @
L@ oo
~e 3

Inogen Rove 6

Item Description Function
1 Power button * Pressing and holding this buttons turns the device on an off. DO NOT try this under
after reading Section 7, OPERATING Inogen Rove 6.
2 Flow setting * Use the — or + flow setting control buttons to change the setting.
control buttons | e There are six settings, from 1 to 6.
3 Volume control | * Pressing this button will change the volume level from 1 to 4.
button
4 Bell button * Pressing this button will toggle the device’s no-breath-detect audible alarm on and off.

o When this mode is ON: The device will alarm with audible and visual signals when
no breath has been detected for 60 seconds. At 60 seconds, the device will enter
‘auto pulse mode.” Once another breath is detected, the device will exit ‘auto pulse
mode’ and deliver normally on inspiration.

o This mode is enabled when there is a bell in the upper left-hand corner of the
display. If power is lost, the no-breath-detect audible alarm remains set in the user
preferred mode.

5 Display * The display shows information about the status of the device such as flow setting,
power status, battery life and alarms.

* Before use, remove the static cling FCC label from the screen.
6 Indicator lights | * Breath Detect LED: A green light indicates breath detection.

* Signal/Alarm LED: A yellow light indicates either a change in operating status or a
condition that may need response (alarm).

¢ Aflashing light is higher priority than non-flashing.

7 Audible signals | * An audible signal (beep) indicates either a change in operating status or a condition
that may need response (alarm).

* More frequent beeps indicate higher priority conditions.
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Item Description Function

8 Backlight * A backlight will illuminate the screen for 15 seconds when the power button is briefly
pressed.
3 == e
s L=

|8

Item Description Function

9 Particle filter * The filters must be always in place during operation to keep the air going into the
device free of large particles.

10 Cannula barb * The nasal cannula connects to the device through this barb.

1 Power in * Connection for external power from the AC power supply or DC power cord.

12 USB port * For service use only.

6. GENERAL INSTRUCTIONS BEFORE USE

A variety of accessories can enhance the portability and use of the Inogen Rove 6 Portable Oxygen Concentrator.
In addition to the device, the package contains accessories to get started and a user manual. Contact your home
oxygen provider for a complete list of available accessories.

Always inspect the device and its accessories for any sign of damage before use.

Important: While the box or packaging may exhibit some damage, e.g., tears or dents, the device may still be in a
usable condition. If the device or any accessory shows any sign of damage, contact your home oxygen provider.

Before you get started, check to make sure you have the following:
* Concentrator
* Battery
e Carry bag
e AC power supply

e DC power cord
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6.1 ACCESSORIES AND REPLACEMENT PARTS LIST

WARNING!
Risk of death, injury or damage
To avoid injury or damage which will void warranty use only Inogen-specified power supplies.

Only use power supplies/adapters or accessories specified in this manual. Using accessories that are not specified
may create a hazard and/or negatively affect the performance of the device. Not all accessories are included with
your system and can be purchased separately. The following optional accessories and replacement parts can be
purchased from the manufacturer at www.inogen.com or by calling 1-877-466-4364.

Accessory Catalog Number Accessory Catalog Number

Standard battery BA-500/BA-508 AC power — South Africa RP-145
Extended battery BA-516 Carry bag CA-500
AC power supply BA-502/BA-501 Backpack CA-550
AC power — European cord RP-116 External battery charger BA-503
AC power — UK Cord RP-115 DC power cord BA-306
AC power — North America cord | RP-109 Cannula barb kit RP-506
AC power — Switzerland cord RP-227 Replacement columns RP-502
AC power — Australia RP-120 Replacement particle filters RP-501
WARNING!

Do not use the device or any accessory that shows any sign of damage.

6.2 RECHARGEABLE BATTERY PACKS (BA-500, BA-508 AND BA-516)

The battery will power the device without connection to an external power source. Your
device may come with 1 or more batteries, depending on the configuration that you've
ordered. This device is compatible with three different batteries: BA-500 and BA-508 are
standard, 8-cell batteries while BA-516 is the extended, 16-cell battery. These batteries
will power the device for different lengths of time, depending on the flow setting.

This table shows the typical durations for a new battery pack.

Device Setting Standard battery duration (BA-500/BA-508) Extended battery duration (BA-516)
1 Up to 6:15 Up to 12:45
2 Up to 5:00 Up to 10:15
3 Up to 3:15 Up to 6:30
4 Upto 2:15 Up to 5:15
5 Up to 1:45 Up to 3:30
6 Upto 1:15 Up to 2:30

NOTE: Battery time varies with flow setting and environmental conditions. Time shown is an average and may
vary = 10%.
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6.2.1 CHECKING THE BATTERY STATUS WHEN INSTALLED ON THE DEVICE

When operating on battery, the display will show the estimated percentage (%) or minutes of charge remaining.
These icons indicate the device is operating on battery power and is not charging:

o | Battery is empty or battery status is not | Battery has less than 10% charge remaining
available
[
| Battery has less than 20% charge remaining — Battery has less than 30% charge remaining
.
Battery has less than 40% charge remaining ' | Battery has less than 50% charge remaining

Battery has less than 60% charge remaining

Battery has less than 70% charge remaining

Battery has less than 80% charge remaining

Battery has less than 90% charge remaining

EEELD

Battery is full

IMPORTANT: When the device detects that the battery has less than 10 minutes remaining, a low priority alarm will
sound. When the battery is empty, the alarm will change to a higher priority.

When the battery has less than 10 minutes remaining, do one of the following:

* Plug the device into an AC or DC power source using the AC power supply or DC power cord.

e Turn off the device and replace the depleted battery with a charged battery. To remove the battery, press and

hold the battery latch button and slide the battery off the device.

If the battery is drained, charge the battery by plugging the device into external power or charging it with the exter-
nal battery charger.

6.2.2 CHECKING THE BATTERY STATUS WHEN NOT INSTALLED ON THE DEVICE

¢ To check the battery charge when it is not installed in the device, press the green battery icon button. The
battery gauge indicator lights (<10% - 100%) will illuminate to the left of the green battery icon button to indicate
the level of the battery pack charge:

« 4 LEDs light up: 75% to 100% full
« 3 LEDs light up: 50% to 75% full
« 2 LEDs light up: 25% to 50% full
« 1 LED lights up: 10% to 25% full

1 LED Blinks: Battery is less than 10% full and
needs to be recharged

©2022 Inogen, Inc. All rights reserved.
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6.2.3 CHARGING THE BATTERIES

The concentrator will recharge the battery any time the battery is installed and the device is connected to an exter-
nal AC or DC power source (except on an airplane). You will know the battery is charging when the battery icon on
the device’s display has a lightning bolt going through it as shown:

The battery is fully charged and is charging Battery is charging with charge level <98%

as necessary to maintain its charge.

Battery is charging with charge level <89% Battery is charging with charge level <79%

Battery is charging with charge level <69% Battery is charging with charge level <569%

Battery is charging with charge level <49% Battery is charging with charge level <39%

Battery is charging with charge level <29% Battery is charging with charge level <19%

The device is operating from an external
power source with no battery present, or
the external power source is insufficient to
charge the battery.

Battery is charging with charge level <10%

BnD D BN R KD RS
o o NN NN NN NN

When starting to charge a fully drained battery, the charging process may start and stop during the first few min-
utes. This is normal.

Leaving your device plugged in past the full charge time will not harm the device or the battery. If using multiple
batteries, make sure that each battery is labeled (1,2, 3 or A, B, C, etc.) and rotate on a regular basis.

6.2.4 BATTERY LIFETIME AND CARE
The device's batteries are designed to last 500 charge/discharge cycles. To extend the run-time of your battery:

e Avoid running the device in temperatures less than 41°F (5°C) or higher than 95°F (35°C) for extended periods of time.
e Store in a cool, dry place with a charge of at least 40-50%.

* Keep liquids away from batteries. If batteries become wet, discontinue use immediately and dispose of battery
properly.
Batteries should be charged up to a full charge and discharged down to 0% at least once every 90 days to maintain
maximum life.
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6.3 USING THE NASAL CANNULA

CAUTION!

Risk of minor injury or discomfort

The proper placement and positioning of the prongs of the nasal cannula in the nose is critical for oxygen to
be delivered. Make sure the nasal cannula is properly connected to the nozzle fitting and that the tubing is not
kinked or pinched in any way. Replace the nasal cannula on a regular basis.

WARNING!

Risk of injury

Nasal cannula should be rated for 6 liters per minute to ensure proper oxygen delivery. Note that cannulas may
be rated in “liters per minute” even though your prescribed pulse dose setting number does not represent a
constant flow in liters per minute.

A nasal cannula must be used with the device to provide oxygen from the concentrator. A
single lumen cannula up to 25 feet in length is recommended to ensure proper breath detec-
tion and oxygen delivery. Reference manufacturer’s instructions for use.

6.4 AC POWER SUPPLY (BA-502/BA-501)

The AC power supply includes an AC power supply that connects to the device and an AC power cable to connect
to the power supply and corresponding AC outlet. The AC power supply will automatically adapt to input voltages
from 100V-240V (50-60Hz).

To use AC power, do the following: ==

&
1.Connect the AC power brick to the power supply cable.
2.Plug the power supply cable into a standard wall outlet. D
3.Insert the power supply cable into the power port located near

the particle filter on the back of the concentrator.

The AC power supply will charge the batteries when the device is
plugged into AC power (except on airplanes).
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6.5 DC POWER CORD (BA-306)

The system may or may not include a DC power cord. If it does not include a DC power cord, it can be purchased as
a separate accessory from the manufacturer.

WARNING!

Risk of death, injury or damage

Do not touch the tip of the DC power cord after use because it will be hot. Touching the tip of the DC power cord
immediately after removal from the cigarette lighter adaptor may cause injury.

The DC power cord consists of a single cable with one end that plugs directly into the device and another end that
goes into the DC outlet.

To use the DC power cord: &

1. Plug one end of the DC power cord into the cigarette lighter
or auxiliary DC power supply. “
2. Plug the other end of the DC power cord into the device. ‘

3. Make sure device is secure before operating the car or other 4
vehicle. Power on your device and use normally. e
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6.6 EXTERNAL BATTERY CHARGER (BA-503, OPTIONAL ACCESSORY NOT INCLUDED)
The concentrator you have will recharge the battery any time the battery is installed and the device is connected to

an external AC or DC power source (except on an airplane).

The external battery charger will charge the standard (BA-500/BA-508) and extended (BA-516) battery. It is not
included as a standard accessory with the system but can be purchased separately. You can also use your device

to charge the battery when it is plugged into an AC or DC power supply.

To use the external battery charger, follow these steps:

Step Description
1 Connect the external battery charger
to power

1.1 Plug the external battery charger AC
power supply cord into an electrical
outlet.

1.2 Plug the external battery charger AC
power supply into the battery charger.

1.3 A green light on the bottom of the char-
ger will light up.

2 Attach the battery

2.1 Slide the charger onto the battery until it
audibly clicks.

2.2 The battery should lock onto the charger.

3 Check the status of the battery

3.1 When the battery is in the correct posi-
tion, a solid red light will indicate that the
battery is charging.

3.2 When the green light illuminates, the
battery is fully charged.

BATTERY CHARGER
——-a 4
l i E
nogen

4 Check for errors

4.1 If the red light is flashing, unplug the unit
and complete steps 2 and 3 again.

4.2 If the flashing continues after these
steps, contact your equipment provider.

BATTERY CHARGER
i

\nogen \
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Step Description

5 Remove the battery when charged
5.1 When charged, press down on the bat- 5 \
tery latch and slide the charger off the \
battery. \/\/‘ )
-

7. OPERATING INSTRUCTIONS

7.1 OPERATING PRINCIPALS & ESSENTIAL PERFORMANCE

This device works by separating oxygen from air using a pressure swing adsorption (PSA) process. Normal air
consists of 21% oxygen; this device increases the amount of oxygen up to 96% by removing the nitrogen and con-
centrating the output of oxygen. To accomplish this, air is pulled into the device through a small air compressor,
nitrogen is separated from the oxygen and finally, the oxygen is collected and delivered to the patient on

each breath.

Because the oxygen you breathe comes from your immediate environment, it is very important to keep your device
clean. Although there are many filters built into the device, exposing your device to dirty and dusty environments
will reduce the life of the filters causing them to need to be replaced more often.

The device maintains the following as essential performance requirements without the need for recurrent testing:
(1) Alarm condition when the delivery of oxygen, in both normal and single fault conditions, is not within the perfor-
mance levels as indicated in this manual. (2) Technical alarm condition when there is a power supply failure.

(3) Technical alarm condition when the battery nears depletion. (4) Technical alarm condition when the oxygen
concentration is below 82% volume fraction. (5) Malfunction technical alarm condition. (6) The delivery of an
oxygen dose, in normal condition or an indication of abnormal operation.

7.2 PNEUMATIC DIAGRAM
Process flows from left to right

\ /

a

a
—

1
? : : : i -
’ —————— 1 —— Oxygen Delivery Cannula Barb
N Valve Output Filter
M
Coarse Particle Filter Fine Intake Filter Alr Compressor I >
Molecular Sieve Columns Exhaust Muffler
for Oxygen Generation
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7.3 PREPARING YOUR CONCENTRATOR FOR USE
IMPORTANT: Make sure you have a backup oxygen supply in addition to this portable oxygen concentrator.

% What is your back up oxygen supply?

DO NOT USE:

e With a humidifier, nebulizer, CPAP or in series or parralel with any other device.

* Near flames, smoke or anything flammable
* Near pollutants, smoke, fumes, flammable anesthetics, cleaning agents or chemical vapors.
e In environments where your concentrator could become submerged in water.

* Near oil grease or petroleum-based products.

Step Instruction

73.1 Ensure your concentrator is in a well-ventilated W

location -
1.1 Airintake and exhaust must have clear access.

1.2. Orient your concentrator in such a way that any
auditory alarms may be heard.

1.3. Always operate in an upright position

1.4. Ensure particle filters are in place on both sides of
the device.

1.5. Ensure you are in a location where you can hear
and/or see any alarms that may occur. N
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Step Instruction

ey

713.2

Connect your concentrator to an appropriate
power source

IMPORTANT: Using the wrong cords can lead to a fire.

Only use compatible cords from the manufacturer.

It is recommended to keep a battery always installed
on the device, as the battery will charge when the
concentrator is plugged into external power. To install
a battery:

2.1 Align the battery with the bottom housing of the
device.

2.2. Slide the battery into place until you hear an audi-
ble click, meaning the latch has returned to the
upper position.

2.3. You will hear a single beep and you will see the
indicator lights and display light up briefly before
shutting off. This means the concentrator has suc-
cessfully been connected to your battery.

DO NOT use a battery other than those specified in
this manual.

If using AC power, do the following:

2.4 Connect the AC power brick to the power supply
cable.

2.5 Plug the power supply cable into a standard wall
outlet.

2.6 Insert the power supply cable into the power port
located near the particle filter on the back of the
concentrator.

2.7 You will hear a single beep and you will see the
indicator lights and display screen light up briefly
before shutting off. This means the concentrator
has successfully been connected to your power

supply.
DO NOT use a power supply other than those speci-
fied in this manual.

DO NOT use power cables, or accessories other than
those specified in this manual.

-

-

0
{

iy
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Step Instruction

73.3 Connect an appropriate cannula to your concentrator

3.1 Using a single lumen cannula up to 25 feet in length l
is recqmmended. This ensures proper breath pes = iy
detection and oxygen delivery.

IMPORTANT: Consult your physician if additional
titration may be needed to ensure proper oxygen

delivery when using a particular cannula.

I
|

DO NOT lubricate fittings, connections, tubing, or N .
other accessories of your concentrator.

3.2 Connect the nasal cannula tubing by inserting it onto
the metal cannula barb on the top of the device.

3.3 Replace your cannula routinely to avoid contam-
ination or poor cannula performance. See ‘Using
your nasal cannula’ (section 6.3) for more details.

7.4 USING YOUR CONCENTRATOR

DO NOT USE NEAR: DO NOT USE WITH:
e Grease * Qil * Lubricants ® Smoke ¢ Flame e CPAP ¢ Humidifier « Connected to other devices
741 Turn on your concentrator
1.1 Press and hold the Power button until you hear a f4\
single short beep. — .,
1.2 The display will light up and the Inogen logo will @ r S 0%2 -
appear on the display. l - ey
s @ (2>

IMPORTANT: If the display light immediately turns
off after the Inogen logo appears, you have not
held the power button long enough. Retry the step
1.1 and hold the power button longer.

1.3 The ‘please wait' icon (3}) will appear while the
concentrator starts up.

1.4 The display will indicate the current flow setting
and power condition.

1.5 Following a brief start-up sequence, a warmup
period up to 2 minutes will initiate. During this
time-period the oxygen concentration is building to
but may not have reached specification. Additional
warm up time may be needed if your device has
been stored in extremely cold temperatures.
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Step Instruction

74.2 Check your concentrator’s battery level
2.1 Once your concentrator has started up fully, the display light will turn off.

2.2 At this time, you will see a battery percentage appear on the screen where the ‘please wait’
icon (3}¢) was previously.

2.3 If the battery is low, connect your concentrator to an external power supply, as described in
step 2.4 or switch it out for a fully charged battery.

2.4 If the battery has been removed, go back to section 3.6, part 4, “charging your concentrator’s
battery” for steps to re-charge the battery.

74.3 Set your concentrator’s flow setting
3.1 The flow setting(s) are prescribed by your physi- KJ\
cian or clinician. T >
~ [1:45 : oo
3.2 Use the + or — setting buttons to adjust to the Iﬂﬁ%aj i
desired setting. E .. 5 of/_/

3.3 The current setting can be viewed on the display.

IMPORTANT: It is normal to hear a difference in sound

as you change the flow setting. The flow rate is prescribed by your
physician; itis a “dose” of oxygen.
Too high or too low a rate may
eventually lead to harm.

DO NOT set your concentrator to flow settings not
prescribed by your doctor.
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Step Instruction

74.4 Use your concentrator

4.1 Position the nasal cannula below your nose with
the small tubes directed into your nose and loop
the tubing snuggly around your ears per the can-
nula manufacturer’s instructions.

4.2 Breathe through your nose. ®
4.3 A green light will flash each time a breath is )
detected.
™

4.4 Make certain the nasal cannula is properly aligned
on your face and you are breathing through your
nose.

4.5 Your concentrator will sense the onset of inhala-
tion and delivery a burst of oxygen at a precise
time when you inhale. The device will sense each
breath and continue to deliver oxygen in this

manner. _
. o For maintenance of the
4.6 As your breathing rate changes, it will sense these cannula, refer to the cannula

changes and deliver oxygen as you need it. manufacturer's instructions

DO NOT use your concentrator if: or follow the advice of your

¢ You feel ill or uncomfortable. healthcare professional.

e The concentrator does not signal an oxygen pulse.
* You are unable to hear and/or feel the oxygen pulse. T

° i [1:45
You cannot hear the audible alarms. e 06 O @

DO NOT: WA O

* Allow smoking or open flames within 6.56 ft/ 2 m of —————
your concentrator.
¢ Actively smoke while using your concentrator.
o |f you smoke, you must always turn your concen-
trator off, remove the cannula, and leave the room
where either the cannula or your concentrator
are located. If unable to leave the room, you must
wait 10 minutes after the flow of oxygen has been
stopped.

¢ Leave the nasal cannula on bed coverings or chair
cushions.

IMPORTANT: If you inhale very quickly between
breaths, the device may ignore one of the breaths,
giving the appearance of a missed breath. This is nor-
mal, as the device senses and monitors the changes in
your breathing pattern. The device will normally sense
the next breath and deliver oxygen accordingly.
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Step Instruction

745

Optional: use accessories to make your concentrator
portable

To use the Carry Bag (CA-500) if desired:
5.1 Attach a battery.

5.2 Insert the device into the Carry Bag through the
bottom zippered opening with the cannula barb
facing up on the right front side.

5.3 Zip up the bottom flap

IMPORTANT: Make sure both intake vents are visible
through the open mesh panels on the sides of the
bag and that the exhaust vent is visible from the open
mesh panel on the front of the bag.

5.4 Store items such as extra cannulas or ID cards
in the zippered closure under the front flap of the
carry bag.

IMPORTANT: This bag can be attached to a luggage or
cart handle.

You may purchase and use the Backpack (CA-550).

5.5 Insert the device into these bags so that the parti-
cle filters are not obstructed, and the power input
is accessible.

The backpack is not included with the system but may
be purchased separately.

74.6

Turn off your concentrator

6.1 Turn the device off by pressing and holding the
power button.
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7.5 STORING YOUR CONCENTRATOR

Step Instruction

75.1 Store your concentrator
1.1 Remove the battery from the concentrator.
1.2 Store concentrator, battery and power accessories in a cool, dry place.
1.3 Store your battery with a charge of 40-50%.

DO NOT store in temperatures less than 41°F (5°C) or higher than 95°F (35°C) for extended
periods of time.

DO NOT place objects on top of the concentrator or packaged concentrator.

7.6 RESPONDING TO ALARMS

WARNING:
If you are unable to hear or see alarms, do not have normal tactile sensitivity, or cannot communicate discom-
fort, consult your clinician before using this device.

Pressing the bell button will enable (turn on) and disable (turn off) the no-breath-detect alarm. When the audible
no-breath-detect alarm is ON (because the concentrator has not detected a breath for 60 seconds, see Section 8:
alarms for no-breath-detect alarm conditions), the concentrator will emit three beeps, repeated every 25 seconds
and will have a flashing yellow light. When this alarm is triggered, the concentrator will begin to deliver pulses of
oxygen at a rate of 20 boluses per minute. When the audible no-breath-detect alarm is OFF, the concentrator will
respond the same way when no breath is detected for 60 seconds BUT the repeating 3 beeps will not be produced.
Whether the no-breath-detect mode is on or off, it does not impact the alarm functionality of any other device
alarms or notifications.

Important: The alarm system is tested during the startup sequence. You should see all alarm lights briefly turn on
and the audible alarm indicator chirp. If alarms are suspected of misoperating, contact your distributor for verifica-
tion that alarms are working correctly.

7.7 TRAVELING WITH YOUR CONCENTRATOR
The FAA allows this device on board most U.S. aircrafts.

IMPORTANT: It is the responsibility of the patient to check with the specific airline carrier when traveling domesti-
cally and internationally.

When traveling with the device, be sure to bring the AC Power Supply and the External Battery Charger (if you have
one) with you. It is advisable to use external power (i.e., plugged into a wall) whenever it is available to keep the
battery fully charged.

Bring enough charged batteries with you to power your concentrator for no less than 150% of the expected dura-
tion of your flight, ground time before and after the flight, security screenings, connections and a conservative
estimate for unanticipated delays. Note that per FAA regulations, all extra batteries are to be individually wrapped
and protected to prevent short circuits and carried in carry-on baggage onboard aircraft only.

The AC Power Supply cannot be used to charge the device battery when onboard aircraft. If traveling by bus, train
or boat, contact your carrier to find out about power port availability.
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8. ALARM INDICATORS & DEVICE ICON GLOSSARY

8.1 OVERVIEW INFORMATION

The device uses icons and alarms to communicate status. This glossary outlines all icons and alarms to correctly

interpret the status of the device.

r Inogen Rove 6
'1:45
86%

OICIO,

ﬁ Inogen Rove 6

o
2 019 Qe
iy O,

1 Battery status icon #1: will show approximately 2
how much time is left on the current battery
charge at the current flow setting

Battery status icon #2: will show the % that the
battery is charged

3 Battery & power supply informational icon: 4
communicates whether or not a battery is
inserted, the charge level of the battery,
whether the device is connected to a power
supply and whether or not the battery is
charging. See power supply section for list of
icons.

Flow setting: shows which flow setting the
device is on, from 1to 6

5 No-breath detect alarm icon: communicates 6
whether the audible alarm is ON or OFF

Volume icon: communicates alarm volume
levels

7 Informational icons or alarm icons: informational signals or visual alarms. This may be displayed as a
single icon or multiple icons and may or may not be accompanied by audible alarms.
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8.2 MODE ICONS

Q The no-breath-detect audible alarm is ON. x The no-breath-detect audible alarm is disabled
(OFF). This is the default condition.

m\ Buzzer level 1 \\ | Buzzerlevel 3
) ’)j

‘))D Buzzer level 2 ")) Buzzer level 4

8.3 BLUETOOTH ICONS (FOR MODELS WITH BLUETOOTH)

X Bluetooth turned off. * Bluetooth turned on.
D’ Pairing with Inogen Connect application. Dx Concentrator unpaired from mobile device.
8.4 INFORMATIONAL ICONS

The following displayed icons are not accompanied by any audible feedback or any visual change in the indicator
lights.

Display Icons Description & Action (if needed)

Flow setting

O x “X" represents the selected flow setting (e.g., setting 2).

Please wait indicator

AIL This symbol will appear while the concentrator starts up. Following a brief start-up sequence, a
/I\ warmup period up to 2 minutes will initiate. During this time-period the oxygen concentration is
building to but may not have reached specification.

Time remaining on battery charge

HHMM “HH:MM" represents the approximate time remaining on the battery charge in hours:minutes
(e.g., 1:45).

Battery charge and charging status

This symbol indicates that the battery is installed and is charging. For a complete list of battery
charging symbols, see ‘charging the battery with the concentrator’ (section 3.6.4).

Battery level status
ﬁ This symbol indicates the battery level (about 50% in this example). Refer to ‘checking the battery
status when installed on the device’ (section 3.6.2).

Battery % charged

This symbol will be displayed when the concentrator is plugged in and is being used to charge
XX o/0 a battery (not being used for oxygen production). It is normal to see a fully charged battery read
between 95% and 100% when external power is removed. This feature maximizes the useful life
of the battery.
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Display Icons Description & Action (if needed)

Sieve (columns) reset

7]
Rs

This symbol is displayed when column maintenance is required and once the replacement col-
umns have been installed.
Sieve reset success

This symbol is displayed once the sieve columns have been successfully reset.

Data log transfer in progress or update in progress (app only)

This icon is displayed during all data log transfers and software updates initiated through the
Inogen Connect app.

Data log transfer success (app only)

This icon is displayed after data log transfers have been successfully completed through the
Inogen Connect app.

A [e &

The following displayed icons are accompanied by a single, short beep.

Please wait, shutting down

|
< > 7|€ Power button has been pressed for 2 seconds. Concentrator is performing system shut down.

HHEMM Life Clock (HH:MM), software version & serial number display (Vx.x:SN)
VX.).(:SN This will show up when the ‘No-breath-detect” audible alarm button (bell button) has been

pressed for five seconds while the concentrator is running.

8.5. ALARMS

The device monitors various parameters during operation and utilizes an intelligent alarm system to indicate a mal-
function of the concentrator. Mathematical algorithms and time delays are used to reduce the probability of false
alarms while still ensuring proper notification of an alarm condition. If multiple alarm conditions are detected, the
highest priority alarm will be displayed. Note that failure to respond to the cause of an alarm condition potentially
will result in discomfort or reversible minor injury only (e.g., reduced oxygen supply or a burn). In case of an alarm,
seek to address the issue and/or switch to a backup source of oxygen.

WARNING!

Risk of injury or damage

* Audible alarms are to warn the user of problems. To ensure that audible alarms may be heard, the maxi-
mum distance that the user can move away from it must be determined based on the surrounding noise
level. Make sure the device is in a location where the alarms can be heard or seen if they occur.

The following section provides a listing and description of every possible alarm condition. The alarm system is
intended to notify an operator while wearing the device in a shoulder bag or while the device is set down within
range of an acceptable nasal cannula.

The device performs an alarm system auto-check on startup by illuminating all LED’s and briefly activating the audi-
ble alert signal. If the power plug is removed when a battery is connected, the alarms will work normally. If there is
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no battery or the device is not connected to AC or DC power, the alarms will not activate because there is no power.
With the battery connected, a power loss lasting less than 30 seconds will have no effect on the alarm system.

IMPORTANT: If multiple alarm conditions are detected, the highest priority alarm will be displayed.

IMPORTANT: Failure to respond to the cause of an alarm condition for low, medium and high priority alarms poten-
tially will result in discomfort or reversible minor injury only and develop within a period of time sufficient to switch
to a backup source of oxygen.

8.5.1 ALARM LOG

The device maintains a patient accessible alarm log that allows for the last alarm to be accessed and viewed on
the LCD (except for the no-breath-detect, check cannula, battery low / attach plug and batter empty / attach plug
alarms). The alarm log is retained in memory after the device experiences a total loss of power. To access the alarm
log, ensure the concentrator is plugged and turned off. Then hold the plus (+) button for 5 seconds. Alternatively,
the alarm log can be found in the Advanced Tab of the Inogen Connect App under Error Recall.

Once a new alarm is activated the new alarm overwrites the previous alarm. The alarm log is retained in memory
after the device is powered down. The time elapsed since the error occurred is displayed with the last alarm on the
alarm log. The device also maintains a service and repair alarm log that is not accessible by the patient.

8.5.2 INFORMATIONAL SIGNALS (LEVEL 1)
The following notification icons are accompanied by a single, short beep.

Display Icon Description What To Do
Power supply failure or loss of Plug in the power supply to continue
[ T — external power charging the battery.

The battery has stopped charging

@ —— and the device has switched to
battery power. Eventually the battery

will be depleted.

Inogen Rove 6 Battery hot The battery needs to be removed
and must be cooled before reuse.

;

Inogen Rove 6

Remove battery to cool.

Battery error Check the connection of your battery

Check battery. and ensure that it is properly attached

D and latched to the concentrator. If the
battery error persists with same bat-

% tery, stop using the battery and switch
to a new battery or remove the battery
and operate the concentrator using an
external power supply.
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8.5.3 LOW PRIORITY ALARM (LEVEL 2)
The following low priority alarms are accompanied by one beep and a solid yellow light.

Display Icon

Inogen Rove 6

4,

Inogen Rove 6

Description
Replace columns

Column replacement is required
within 30 days.

Extended start up

Oxygen concentration is <87% two
minutes after the device's start up
sequence and at least 10 breaths
have been detected within the last
minute.

8.5.4 LOW PRIORITY ALARM (LEVEL 3)
The following low priority alarms are accompanied by two beeps and a solid yellow light.

Display Icon

Inogen Rove 6

(]
¥

Inogen Rove 6

02
¥

Inogen Rove 6

X

©2022 Inogen, Inc. All rights reserved.

Description
Battery low, attach plug

Battery power is low with less than
10 minutes remaining.

Oxygen low

The concentrator has been produc-
ing oxygen at a slightly low level
(<82%) for a period of 10 minutes.

Service soon

The concentrator requires servicing
at the earliest convenience. The

concentrator is operating to specifi-
cation and may continue to be used.
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WhatTo Do

Contact your equipment provider
to arrange for service and/or order
new columns from the manufacturer.

Wait a few minutes to see if the oxy-
gen concetration improves (alarm
will clear). If condition persists, a
secondary alarm will sound. Follow
the instructions for that alarm or
contact your equipment provider. If
alarm occurs frequently at start up,
this may indicate that maintenance
(column replacement) will soon be
required.

WhatTo Do

Attach an external power supply
turn off and insert a fully charged
battery.

If condition persists, contact your
equipment provider.

Contact your equipment provider to
arrange for service.
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Display Icon

Inogen Rove 6

(]
1

Inogen Rove 6

g
t

Description
Battery HOT warning

The battery temperature is nearing
the temperature limit while concen-
trator is running on battery power.

System HOT warning

Concentrator temperature is nearing
temperature limit.

8.5.5 MEDIUM PRIORITY ALARMS (LEVEL 4)
The following medium priority alerts are accompanied by three beeps, repeated every 25 seconds, and a flashing

yellow light.

Display Icon

Inogen Rove 6

®

Inogen Rove 6

02
AN

Inogen Rove 6

o2 =

AN

Inogen Rove 6

]
¥
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Description
No-breath-detect: check cannula

The concentrator has not detected a
breath for 60 seconds.

Oxygen error

Oxygen output concentration has
been below 50% for 10 minutes.

Oxygen delivery error

A breath has been recognized, but
proper oxygen delivery has not been
detected.

Battery empty, attach plug

The concentrator has insufficient
battery power. The concentrator
will shut down and stop producing
oxygen.

Page 31 of 304

WhatTo Do

If possible, move the concentrator
to a cooler location or power unit
with an external power supply and
remove battery. If condition persists,
contact your equipment provider.

If possible, move the concentra-

tor to a cooler location. Ensure air
intake and outlet vents have clear
access and particle filters are clean.
If condition persists, contact your
equipment provider.

WhatTo Do

Check that cannula is connected to
concentrator, there are no kinks in
tubing and the cannula is positioned
properly in your nose.

If condition persists, switch to your
backup oxygen source and contact
your equipment provider to arrange
for service.

If condition persists, switch to
backup oxygen source and contact
your equipment provider to arrange
for service.

Attach an external power supply or
replace with a full charged battery.
If the device has turned off, press
and hold the power button to turn
back on.
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Display Icon

Inogen Rove 6

~——

Inogen Rove 6

i

)

S

Inogen Rove 6

> )

Inogen Rove 6

AN

Inogen Rove 6

> 3

Description
Battery HOT

The battery has exceeded tem-
perature limit while concentrator
is running on battery power. The
concentrator will shut down and
stop producing oxygen.

System HOT

Concentrator temperature is too
high. The concentrator will shut
down and stop producing oxygen.

Sensor fail

The concentrator’s oxygen sensor
has malfunctioned.

System COLD

The system is cold (<2°C). The con-
centrator will shut down and stop
producing oxygen.

System Error

The concentrator has stopped pro-

ducing oxygen and is shutting down.

9. TROUBLESHOOTING

Problem
Any problem accompanied by infor-

Possible Cause
Refer to device icon & alarm

mation on concentrator display, indi- | glossary

cator lights and/or audible signals

©2022 Inogen, Inc. All rights reserved.
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WhatTo Do

If possible, move concentrator to a
cooler location, then turn power off
and back on. Ensure air intake and
outlet vents have clear access and
particle filters are clean. If condition
persists, switch to external power
or a backup source of oxygen and
contact your equipment provider.
Ensure air intake and outlet vents
have clear access and particle
filters are clean. If condition per-
sists, switch to a backup source of
oxygen and contact your equipment
provider.

You may continue to use the con-
centrator. If the condition persists,
contact your equipment provider.

Move to a warmer environment to
allow the unit to warm up before
starting it. If condition persists,
switch to a backup source of oxy-
gen and contact your equipment
provider.

Switch to backup oxygen source
and contact your equipment
provider.

Recommended Solution

Refer to device icon & alarm
glossary
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Problem Possible Cause Recommended Solution

Concentrator does not power on Battery is discharged or no battery | Use external power supply or
when 0n/Off button is pressed is present replace battery with one that is fully
charged
AC Power supply is not connected | Check power supply connection and
properly verify green light is solid
DC power cord is not connected Check DC power cord connection at
properly the device and at cigarette lighter or
auxiliary DC power cord
Malfunction Contact your equipment provider
No oxygen Concentrator is not powered on Press On/Off button to power
concentrator

Cannula is not connected properly | Check cannula and its connection to

or is kinked or obhstructed concentrator nozzle

Does not connect to Bluetooth Other devices maybe causing inter- | Move the concentrator away from
ference, or the devices are too far other electronic devices and/or
apart. move it close to your mobile device.

10. CLEANING, CARE AND MAINTENANCE

Operator should perform periodic visual inspection of the device. ISO 80601-2-67 Clause 201.79.2.12

WARNING!
Risk of death, injury or damage
e DO NOT perform service or maintenance while the equipment is in use.

* DO NOT disassemble the device or any of the accessories or attempt any maintenance other than tasks
described in these instructions for use; disassembly creates a hazard of electrical shock and will void your
warranty. Do not remove the tamper evident label. For events other than those described in this manual,
contact your equipment provider for servicing by authorized personnel.

e DO NOT use any columns other than those specified in this user manual. The use of non-specified columns
may create a safety hazard and/or impair equipment performance and will void your warranty.

e Use only spare parts recommended by the manufacturer to ensure proper function and to avoid the risk of
fire and burns.

e Periodic visual inspection of the device is required to ensure no damage to the exposed components is
apparent. A typical visual inspection includes:

* Battery connectors- these should not be bent or deformed.

 Cannula barb- this should be straight and fully seated against the housing.

* Housing- the housing shoul be fully seated and secure with no cracking or other visible damage.
* Course particle filters - these should be in place and clear of debris, dust or other obstructions.

* Fine particle filter- this should be secure and in place.
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Replacement parts can be purchased from the manufacturer at www.inogen.com or by calling 1-877-466-4364.

10.1 CANNULA REPLACEMENT
Your nasal cannula should be replaced on a regular basis per the manufacturer’s instructions for use. Consult with
your physician and/or equipment provider and/or cannula manufacturer’s instructions for replacement information.

10.2 CASE CLEANING

DANGER!

Risk of injury or damage

Liquid will damage the internal components of the concentrator and its equipment. To avoid damage or injury
from electrical shock:

e Turn Off the concentrator and unplug the power cord before cleaning.

* DO NOT allow any cleaning agent to drip inside the air inlet and outlet openings.
e DO NOT spray or apply any cleaning agent directly to the cabinet.
* DO NOT hose down the product.

e DO NOT submerse the device or accessories in liquid

WARNING!

Risk of death, injury or damage

Harsh chemical agents can damage the concentrator and filters

e DO NOT clean with alcohol and alcohol-based products (isopropyl alcohol), concentrated chlorine-based
products (ethylene chloride), and petroleum-based products or any other harsh chemical agents.
Only use mild liquid dish detergent.

Periodically clean the case as follows:
1. Make sure the concentrator is off and is removed from the carry bag.
2. Clean the outside case using a cloth dampened with a mild liquid detergent and water.

3. Allow the concentrator to air dry, or use a dry towel, before returning the concentrator to the carry bag or
backpack and prior to operating the concentrator.

IMPORTANT: The device should receive an external cleaning weekly; accessories should be cleaned as needed.
The device exterior should be cleaned and the output filter replaced prior to delivering to a new patient.

10.3 FILTER CLEANING & REPLACEMENT (RP-501)
The particle filters must be cleaned weekly to ensure the ease of air flow.
To clean:
1. Remove the particle filters from both intake ends of the device.
2. Clean the particle filters with a mild liquid detergent and water, rinse in water and dry fully before reuse.

To purchase additional particle filters, contact your equipment provider or Inogen.
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10.4 CANNULA BARB AND OUTPUT FILTER REPLACEMENT (RP-506)

The cannula barb connects the gas pathway to the cannula while the output filter is designed to protect the user
from breathing in small particles when using the device. The output filter is located behind the cannula barb and
should be replaced between patients or when replacing the cannula barb. To replace the cannula barb and output

filter, follow these steps:

Step Instruction

1 1.1 Turn the spanner wrench tool counterclockwise to
unscrew the cannula barb.

2 2.1 Remove the cannula barb. d

3 3.1 Check that there is no debris left inside.

3.2 Insert the new integrated cannula barb and ‘
output filter.

4 4.1 Turn the spanner wrench tool clockwise until
the cannula barb is securely attached. Do not
overtighten.
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10.5 DC POWER CORD FUSE REPLACEMENT (RP-125)

The cigarette lighter DC power cord contains a fuse. If the DC power cord is being used with a known good power

source and the device is not receiving power, the fuse may need to be replaced.

WARNING

CHOKING HAZARD: small parts exposed when changing the fuse, keep away from small children and pets.
* CRITICAL FUSE SIZING: incorrect fuse replacement size may result in fire or inadequate equipment protec-

* Do not hang any type of accessory or accessory bracket from plug.

tion. Replace only with same type and rating of fuse.
e ELECTRICAL SHOCK: complete disconnect the cable before attempting to change the fuse.

To replace the fuse:

Step Instruction

1

1.1 Remove the tip by unscrewing the
retainer. Use a tool if necessary.

2.1 Remove the retainer, tip, and fuse.

3.1 The spring should remain inside the
cigarette lighter adaptor housing.

3.2 If the spring is removed, replace
the spring first before inserting the
replacement fuse.

4.1 Install a replacement fuse.
4.2 Reassemble the tip.

4.3 Ensure the retainer ring is properly
seated and tightened.
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10.6 COLUMIN CHANGE
The device is programmed to alert you when the columns should be replaced (see ‘Alarms’ section). Although will

need to purchase columns from the manufacturer or your service provider, the columns are designed to be easily
changed by the patient by following these steps:

1 1.1 Turn off the device by pressing and ﬁ
7_7In:ge7n Rmresir _g
3 ' (+]
T =

holding the power button.

2 2.1 If using, remove the device from the
carry case.
3 3.1 Remove the battery from the device.
’ ) o _— = P

il
| -
- e

4 4.1 Place the device on its side so that the

underside is visible.

4.2 The columns are on one side of the
device.
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Step Description

5 5.1 Unlock the columns by pushing the
latch button away from the columns.

5.2 While holding the latch button open,
slide column assembly out of the
device by lifting and pulling on the
metal pull handle.

6 6.1 Remove the columns completely from
the device by pulling outward on the
metal pull handle.

6.2 Both columns are removed as one
piece.

7 7.1 To install new columns, first remove
the four (4) dust caps from the new
columns.

7.2 Make sure there is no dust or debris
where the dust caps were located.

8 8.1 Insert the new columns into the device
immediately after removing the dust
caps.

8.2 Push the columns until the latch makes
an audible click and returns to the
closed position.

8.3 Push and fold metal pull handle flush to
bottom of columns.

DO NOT: leave the column ends exposed.

IMPORTANT: You need to notify the device that you have replaced the columns. This can be done through the

device itself or through the Inogen Connect App.
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Step Description

9 Resetting the columns through the device

9.1 Connect the device to AC power but —
DO NOT power on the device.

. OO
9.2 Press and hold the plus (+) and (-) .@ @D’ ° @
> @

minus button for 5 seconds. The screen
will display the ‘sieve reset’ informa-
tional icon.

9.3 Release the buttons once the ‘sieve )
reset’ icon is displayed on screen. _ ogmnfaves la)

9.4 Press the bell button once. The screen @ . @‘/) o @

will display the ‘sieve reset success’
informational icon. 5 A

9.5 Press and hold the power button to turn
on the device.

10 Resetting the columns through Inogen

Connect App |’;
10.1 Open the Inogen Connect App on your E—
mobile device or tablet. (==
10.2 Navigate to the Advanced screen. ﬂ
10.3 Click on Additional Information.

10.4 Click the Column Reset button.
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10.7 BATTERY CARE AND MAINTENANCE

Lithium-ion batteries require special care to ensure proper performance and long life. Use only compatible batter-
ies with your device.

* Keep Dry: Always keep liquids away from batteries. If batteries become wet, discontinue use immediately and
dispose of battery properly.

* Effect of temperature on battery performance: The battery powers the device under most environmental con-
ditions. To extend the run-time of your battery, avoid running in temperatures less than 41°F (5°C) or higher than
95°F (35°C) for extended periods of time.

* Battery Storage: Remove your battery from the device when it is not in use to avoid inadvertent discharge.
Store battery in a cool, dry place. Store with a charge of at least 40-50%. Batteries should be charged up to full
charge and discharged down to 0% at least once every 90 days to maintain maximum lifetime. Avoid storing
your device Battery in extreme temperatures, below -4°F (-20°C) or above 140°F (60°C), for any amount of time.

* Battery Disposal: Contact your provider for proper battery disposal. Lithium-ion batteries, like all rechargeable
batteries, are recyclable and should never be incinerated.

10.8 SERVICE LIFE

The expected service life of the device is 5 years, except for the sieve beds (plastic columns) which have an
expected life of 1 year and the batteries, which have an expected life of 500 full charge/discharge cycles.

11. PAIRING YOUR DEVICE WITHTHE CONNECT APP

The Inogen Connect App pairs your portable oxygen concentrator to your mobile device or tablet using Bluetooth
technology. It is not available in every country — contact your equipment provider for more information.

IMPORTANT: the app is not intended to replace the user interface panel, which is the primary source of information
to which the patient should refer when operating the device.

IMPORTANT: Connection of the Inogen Rove 6 to a Bluetooth connection that includes other equipment could result
in previously unidentified risks to patients, operators or other third parties. The responsible organization should
identify, analyze, evaluate and control these risks. Subsequent changes to the Bluetooth connection could intro-
duce new risks and require additional analysis. Changes to the Bluetooth connection include:

 Changes in the Bluetooth configuration.

 Connection of additional items to the Bluetooth connection.

* Disconnecting items from the Bluetooth connection.
 Update of equipment connected to the Bluetooth connection.

* Upgrade of equipment connected to the Bluetooth connection.
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11.1 PAIRING YOUR DEVICE WITH THE MOBILE APPLICATION

Step Description
1 Download the Inogen Connect App
1.1 On your smart phone or tablet, search

for ‘Inogen Connect’ in the App Store
(Apple) or Google Play (Android).

2 Put the device in standby mode —

2.1 Connect the AC power supply cord to
your portable oxygen concentrator

2.2 Plug into an electrical outlet.
2.3 D0 NOT power on the device.

3 Make sure your mobile device or tablet o= )
has Bluetooth turned on

3.1 Navigating to Settings
3.2 Click on Bluetooth

3.3 Turn “on” using the slider

4 Activate Bluetooth on your device

4.1 Make sure the device is not
powered on.

4.2 Press and hold the minus button until
the Bluetooth icon appears on the
display.

5 Pair the concentrator to your mobile N
device or tablet '

5.1 Open the Connect App on your mobile
device.

5.2 Accept the connection to Bluetooth by
clicking OK.
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5.3 Locate your unique provider code

5.3.1If purchased from Inogen: the
provider code will be in the confir-
mation email or invoice

5.3.2 If purchased from a home care
provider or other third party: the
provide code will be in the paper-
work provided by them.

5.4 Input your provider code manually or by
scanning the QR code.

Inogen Connect Code

or scan it from invoice  SCAN

alwelr|tlv|ulifolp
alsiolrlainfulk|L
+ z/xclv snm i@

. —
(T

Usa your smariphone
camera to scan the inogen
Connect Code from your
malled involce and pass it
Into the app automaticaly,

LET'S SCAN IT

INPUT MANUALLY

Step Description

5.5 Search for your concentrator & serial
number by clicking the ‘Search for Con-
centrator’ button located towards the
bottom of the screen.

5.6 When the device is found, click on the
corresponding serial number.

Inodgen

Your concentrator must be
plugged in and must be
turned OFF

SN-18103721
Inogen Rove 6

5.7 Read the Terms and Conditions.

5.8 If you choose to accept, click on
| Accept at the bottom of your screen.

IMPORTANT: If you do not agree with the
Terms and Conditions, you will not be able
to continue pairing your concentrator to
your mobile device.

‘We are pleased to offer y

INOGEN TERMS AND
CONDITIONS OF USE

5.9 Press and hold the bell button to finish
pairing. This may take a few minutes.

DO NOT close the app while pairing.

4
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Step Description
6 Pairing complete. Use device normally. ~

6.1 Once pairing is complete, you may
turn on your concentrator and use it
normally.

6.2 The information shown on your Inogen
Connect screen will vary depending on
your portable oxygen concentrator’s
current state.

For more information,
visit www.Inogen.com/app.

11.2 CYBERSECURITY

Medical device security is a shared responsibility between patients, providers, and manufacturers of medical
devices. Failure to maintain cybersecurity may result in compromised device functionality, loss of data availability
or integrity, or exposure of other connected devices or networks to security threats.

If using the Inogen Connect App, it is important to ensure the following:
* Make sure to keep your 0S updated
e Make sure to keep your app updated
* Make sure to enable passwords
e Turn off the concentrator’s Bluetooth when not paired with the Inogen Connect App

The Inogen Connect App is compatible with the following devices: iPhone 6 and later; iPad Air, iPad Air 2,i0S 9 and
later, Samsung S5 and later; Nexus 5, Nexus 6, Nexus 9, Android 6 and later.

12. DEVICE REPAIR & DISPOSAL

12.1 REPAIR
Do not attempt to repair the device unless otherwise specified in these instructions for use. Contact your home
oxygen provider or manufacturer for assistance.

12.2 DISPOSAL

Follow your local governing ordinances for disposal and recycling of the device and accessories. If WEEE regula-
tions apply, do not dispose of in unsorted municipal waste. Within Europe, contact the EU Authorized Representa-
tive for disposal instructions. The battery contains lithium-ion cells and should be recycled. The battery must not be
incinerated.
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13. LIMITED WARRANTY STATEMENT

The device comes with a 3 year warranty (refer to customer invoice). The Product is warranted by Inogen to be free
from defects in materials and workmanship under normal use and service and when correctly maintained for the
time set out in the warranty statement provided with the Product, which period shall begin on the Original Shipment
Date. As used herein, “Original Shipment Date” means the original date of shipment of the Product by Inogen to
Customer. The warranties hereunder are granted by Inogen only to the original Customer of the Products and are
non-transferable. Customer’s original purchase receipt for the Products and proof of identity are required for the
limited warranties hereunder to be effective. For the limited warranty set forth herein to be effective, Customer
shall inspect each Product within two (2) days of delivery and before such Product is used. Customer agrees that
the warranties provided by Inogen with respect to the Product are subject to use of the Product in accordance with
Inogen’s instructions as provided and that failure to do so shall void the warranties. Inogen’s sole liability and Cus-
tomer’s sole and exclusive remedy arising out of or relating to the Products, including for a breach of warranty, is
limited to, at Inogen’s sole option, repair or replacement of the Product or part thereof which is returned at Custom-
er's expense to Inogen. This warranty shall apply only if Customer notifies Inogen in writing of the defective Product
promptly after the discovery of the defect and within the warranty period. Products may be returned only by Cus-
tomer and only when accompanied by an RMA reference number issued by Inogen. Inogen will not be responsible
for any alleged breach of warranty for which Inogen determines to have arisen from a cause not covered by this
warranty. Inogen shall make the final determination as to the existence and/or cause of any alleged defect.

Columns, rechargeable batteries, carry bag and power accessories are covered for a period of 1 year only.

For complete warranty statement, please visit www.inogen.com/warranty

14. TRADEMARKS AND DISCLAIMER

14.1 TRADEMARK
All trademarks are the property of their respective owners.

14.2 DISCLAIMER

The information in this document has been carefully examined and is believed to be reliable. Furthermore, the man-
ufacturer reserves the right to make changes to any products herein to improve readability, function, or design. The
manufacturer does not assume any liability arising out of the application or use of any product or circuit described
herein; neither does it cover any license under its patent rights nor the rights of others.

14.3THIS DOCUMENT

The information in this document is subject to change without notice. This document contains proprietary informa-
tion that is protected by copyright. No part of this document may be reproduced in any manner, in whole or in part

(except for brief excerpts in reviews and scientific papers), without the prior written consent of the manufacturer.

Be sure to read carefully and understand all manuals provided with the product.

14.4 FOR HELP

If you have questions about the information in these instructions or about the safe operation of this device, contact
your home oxygen provider or distributor.
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15. TECHNICAL DESCRIPTION

15.1 SPECIFICATIONS

Inogen Rove 6 Portable Oxygen Concentrator (Model # 10-501)

Mains Isolation

Remove both the DC input cord from device as well as the battery pack.

Dimensions with standard battery

72x33x8.2in(18.3x8.3x20.5¢cm)

Dimensions with extended battery

7.2x3.3x9in(18.3x8.3x22.9 cm)

Weight with standard battery

4.8 pounds (2.2kg)

Weight with extended battery

5.8 pounds (2.6kg)

Nominal sound level

39 dBA typical at setting 2 (MDS-Hi)

Maximum system sound power of 62 dBA

Maximum system sound pressure of 54 dBA

Typical lowest alarm sound pressure of 62.3 dBA (Measured in the carry bag)
Typical highest alarm sound pressure of 67.5 dBA (Measured in the carry bag)
(Sound pressures measured at 1 meter per 1S0 3744

Warm up time 2 minutes

Oxygen concentration® 90% + 6% and - 3% at all settings
Inspiratory trigger pressure sensitivity | <0.12 cm H20

Flow control settings Pulse dose setting 1,2,3,4,5,6
Maximum outlet pressure <22 PSI

18.7 PSI (129 kPa) + 10%

AC Power 100 to 240 VAC, 50 to 60 Hz
Autosensing 2.0 — 1.0A
DC Power 13.5-15.0VDC,100W
Max voltage: 12.0 to 16.8 VDC (+ 0.5)
Battery type Lithium ion

Rechargeable battery:

12.0to 16.8 VDC (+ 0.5V)

Battery re-charge time

Standard (BA-500 & BA-508): up to 3 hours
Extended (BA-516): up to 4 hours

Operating temperature**

41to 104°F (5 to 40°C)

Operating humidity

15% to 90%, non-condensing

Operating atmospheric pressure

70 kPA to 106 kPA

Operating altitude**

0to 10,000 ft (0 to 3048 meters)

Shipping and storage temperature

-13to0 158°F (-25 to 70°C)

Shipping and storage humidity

Up to 90%, non-condensing

Store in a dry environment.

Measurement uncertainties:

Pulse volumes: + 15% of rated volume
Pressure: + 0.03 psig (General) / + 0.05 cm H20 (Inspiratory Trigger Sensitivity)

Oxygen concentration: + 3% (not accounting for temperature, barometric
pressure, and time from measurement device calibration)

*Based on atmospheric pressure of 101.3 kPa (14.69 psi) at 20° C (68° F) & Dry (STPD).
**Qperating outside of these operational specifications can limit the concentrator’s ability to meeting Oxygen
Concentration specification at higher liter flow settings.
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15.2 PULSE VOLUME FLOW SETTINGS*

Inogen Rove 6 Pulse Volumes per Flow Setting

(mL/breath +15% per ISO 80601-2-67)

BREATHS PER 1 2 3 4 5 6
MINUTE

10 21.6 43.4 65.7 85.8 104.5 1231
15 14.2 29.2 43.3 56.7 69.2 82.1
20 10.9 22.1 32.9 43.2 52.9 62.4
25 8.9 17.5 26.7 35.0 42.9 50.7
30 1.4 14.8 22.0 29.3 36.0 42.6
35 6.3 12.8 18.8 25.0 30.4 36.7
40 5.4 11.3 16.6 21.7 26.5 31.6
TOTAL VOLUME PER 210 420 630 840 1050 1260

MINUTE (ml/min)

15.3 ELECTROMAGNETIC COMPATIBILITY (EMC) INFORMATION

WARNING!

Risk of death, injury or damage

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

* Avoid exposure to known sources of EMI (electromagnetic interference) such as diathermy, lithotripsy, elec-
trocautery, RFID (Radio Frequency ldentification), and electromagnetic security systems such as anti-theft/
electronic article surveillance systems, metal detectors. Note that the presence of RFID devices may not be
obvious. If such interference is suspected, reposition the equipment, if possible, to maximize distances.

 Portable RF communications equipment (including peripherals such as antenna cables and external anten-
nas) should be used no closer than 30 cm (12 inches) to any part of the device, including cables specified by
the manufacturer. Otherwise, degradation of the performance of this equipment could result.

* The device should not be used adjacent to or stacked with other equipment. If adjacent or stacked use is
necessary, the device should be observed to verify normal operation. If operation is not normal, the device or
the other equipment should be moved.

Medical electrical equipment needs to be installed and used according to the EMC information in this manual.

This equipment has been tested and found to comply with EMC limits specified in IEC 60601-1-2. These limits are
designed to provide a reasonable protection against electromagnetic interference in a typical home environment.

This concentrator contains Transmitter Module IC: 2417C-BX31A. Contains FCC ID: N7NBX31A. This device com-
plies with Part 15 of the FCC rules. Operation is subject to the following two conditions: (1) this device may not
cause harmful interference, and (2) this device must accept any interference received, including interference that
may cause undesired operation.
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15.3.1 GUIDANCE AND MANUFACTURER’S DECLARATION -
ELECTROMAGNETIC IMMUNITY:
The Concentrator is intended for use in the electromagnetic environment of home, institution, vehicle, train, air-
plane, boats and other transport modalities. The user of the concentrator should make sure it is used in such
an environment. During the immunity testing specified below the Rove 6 will continue to deliver oxygen within

specification.

Immunity Test

IEC 60601 Test Level

Electromagnetic Environment Guidance

Conducted RF 3 Vrms The Rove 6 Portable Oxygen Concentrator is suitable for the

IEC 61000-4-6 150 kHz to 80 MHz electromagnetic environment of typical home, institution,
6Vrms ISM and vehicle, train, airplane, boat and other transportation
amateur frequencies gnvironments.

Radiated RF 10V/m

IEC 61000-4-3 80 MHz
to 2.7 GHz

Electrostatic + 8 kV contact Floors should be wood, concrete or ceramic tile. If floors are

discharge (ESD) +2,4,6,8and covered with synthetic material, the relative humidity should

IEC 61000-4-2 15 kV air be at least 30%.

Electrical fast + 2 kV for power Mains power quality should be that of a typical home,

transient/burst supply lines institution, vehicle or other transpiration and mobile

EC 61000-4-4 environments.

Surge +1kV line(s) to Mains power quality should be that of a typical home,

IEC 61000-4-5 line(s) institution, vehicle or other transpiration and mobile

environments.

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

IEC 61000-4-11

0% UT for 0.5 cycle at
0°,45°,90°,135°,
180 °, 225°,270 °, and
315°.

0% UT for 1 cycle
70% UT for 25/30 cycle
0% UT for 200/300 cycle

Mains power quality should be that of a typical home,
institution, vehicle and other transportation and mobile
environments. If the user of the Rove 6 requires continued
operation during power mains interruptions, it is recommended
that the device be powered from an uninterrupted power

supply.

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

30 A/m

Power frequency magnetic fields should be at levels
characteristic of a typical home, institution, vehicle and various
mobile environments. Power frequency magnetic fields from
common appliances in the home are not expected to affect

the device.

NOTE: UT is the a.c. main voltage prior to application of the test level.
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15.3.2 GUIDANCE AND MANUFACTURER’S DECLARATION -

ELECTROMAGNETIC EMISSIONS

The concentrator is intended for use in al home, institution, vehicle and other transportation and mobile environ-
ments. The user of the concentrator should assure that it is used in such an environment.

Emissions Test Compliance Electromagnetic Environment Guidance

RF emissions Group 1 The concentrator uses RF energy only for its internal function.

CISPR 11 Therefore, its RF emissions are very low and not likely to cause
any interference in nearby equipment.

RF emissions Class B The concentrator is suitable for use in all establishments,

CISPR 11 including domestic establishments and those directly

Harmonic Emissions | Class A connected to the public low- voltage power supply network

|EC 61000-3-2 that supplies buildings used for domestic purposes.

Voltage fluctuations / | Complies

flicker emissions

IEC 61000-3-3

ELECTRICAL ISOLATION DEVICE

The external power supply provides the means for electrical isolation where the AC inlet is incorporated into the
power supply.
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16 WIRELESS COMMUNICATION SPECIFICATIONS &
COMPLIANCE

16.1. BLUETOOTH SPECIAL INTEREST GROUP (SIG) BLUETOOTH BASIC RATE /
ENHANCED DATA RATE (BR/EDR) BLUETOOTH SPECIAL INTEREST GROUP (SIG)
BLUETOOTH LOW ENERGY (BLE)

Specification Characteristic

Standard compliance Bluetooth™ 4.2 BR/EDR and BLE
Effective RF radiated power output 7 dBm

Operating range <7.62m

Modulation DQPSK &DPSK

Bandwidth of receiving section 2.400 to 2.485 GHz

See FCC, Canada and Taiwan statements

16.2TRANSMITTER APPROVAL INFORMATION

Country Approval

United States FCC ID: N7NBX31A
Canada ISED: 2417C-BX31A

- 1C: 12246A-BM71S2

- HVIN: BM71BLES1FC2

Europe RED
Japan MlC 003_1801 96 Contains transmitter module with certificate number:
‘ E @003 180196
Korea KCC: R-C-SWK-BX31A
MSIP-CRM—mcp -BM71BLES1FC2
China CMIIT 1D: 2018DJ6590
Brazil ANATEL: 06670-18-01568

Modelo: RN4871

'J "ANATEL

06670-18- 01568

“Este equipaments nao tem direlto & protegio contra
interferéncia prejudicial e n&o pode causar interferdéncia
&m sistemas devidaments autorizados®.

Este productc contém a placa Modelo RN4871
codigo de homologagao ANATEL 02699-18-08759.
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16.3 POTENTIAL FOR RADIO/TELEVISION INTERFERENCE

Country Statements

United States  This equipment has been tested and found to comply with the limits for a Class B
digital device, pursuant to Part 15 of the FCC Rules.

e These limits are designed to provide reasonable protection against harmful inter-
ference in a residential installation. This equipment generates, uses and can radi-
ate radio frequency energy, and if not installed and used in accordance with the
instructions, may cause harmful interference to radio communications. However,
there is no guarantee that interference will not occur in a particular installation.

If this equipment does cause harmful interference to radio or television reception,
which can be determined by turning the equipment off and on, the user is encour-
aged to try to correct the interference by one or more of the following measures:

o Reorient or relocate the receiving antenna.
o Increase the separation between the equipment and receiver.

o Connect the equipment into an outlet on a circuit different from that to which
the receiver is connected.

o Consult the dealer or an experienced radio/TV technician for help.

Canada This device contains license-exempt transmitter(s)/receiver(s) that comply with
Innovation, Science and Economic Development Canada’s license-exempt RSS(s).
Operation is subject to the following two conditions:

 This device may not cause interference.

* This device must accept any interference, including interference that may cause
undesired operation of the device.

L'émetteur/récepteur exempt de licence contenu dans le présent appareil est con-

forme aux CNR d’Innovation, Sciences et Développement économique Canada appli-

cables aux appareils radio exempts de licence. L'exploitation est autorisée aux deux

conditions suivantes:

e L'appareil ne doit pas produire de brouillage.

 L'appareil doit accepter tout brouillage radioélectrique subi, méme si le brouillage
est susceptible d’en compromettre le fonctionnement.

Taiwan FE

11‘2?)?; BRERENEEREEY
F+ 1 KEXTEZSR 2 EDRGFTIEER,

JEREEF I,

ANFE. EMBERAENTAFEEEEERE, MX

ThaR s B R ERE
Z##riﬂllj]ﬁbo

F+miFE ENRFHEERIERATFEERNE
ERTFEEEREE .

RREATERRE, BINER LTREER
TERTFERERRA.

HIEGERIE, EIKE E%EEVF%Z%%??&EO
1E»IJJ¢§T‘FE ERATRGEEERIE. BER
BERRAEREST

B&RmcTE,
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17. SYMBOLS

U.S. Federal Regulation Restricts this Device to Sale
by order of Physician.
May also be applicable in other Countries

la

Keep Dry

&ONLY

Type BF Applied Part

Indoor or Dry Location Use Only,
Do Not Get Wet

Class Il Equipment

AC Power

No Open Flames (Concentrator); Do not incinerate
(Battery).

| 1D

DC Power

No smoking

Refer to instruction manual/booklet

No oil or grease

LEO

Manufacturer

Importer

m
(9]

REP

Authorized Representative in the European
Community/European Union

Intertek
5024755

Electrical Safety Agency Certificate

Indicates use of the automobile DC power cord
(BA-306)

q

European Conformity

Indicates not for use in MRI environment

The manufacturer of this POC has determined this
device conforms to all applicable FAA requirements
for POC carriage and use on board aircraft.

®® )

The Federal Communications Commission

Medical device UDI Unique Device Identification
Protected from touch by fingers and objects greater

than 0.5in (12.5 mm). .

Protected from dripping water less than SN Serial Number

15 degrees from vertical.

Indicates the range of humidity to which the medical
device can be safely exposed

Patient information website
Some information for use are available on the web

Warning or caution. Attention required. REF Catalog Number
. UK . . .
Packaging is recyclable cA United Kingdom Conformity Assessment

Compliant with the Waste Electrical and Electronic
Equipment/Restriction of the Use of Certain
Hazardous Substances in Electrical and Electronic
Equipment (WEEE/RoHS) recycling directive.

Indicates the maximum and minimum temperature
limits at which the item shall be stored, transported
or used.

Date of Manufacture

Atmospheric pressure limitation to which the
medical device can be safely exposed (operating)

Contents

This side up

CH Authorized Representative
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1. FORORD

Denne manual skal henvises til detaljerede
anvisninger om advarsler, forholdsregler, specifika-
tioner og yderligere information.

Vigtigt:

* Brugere bar lese hele manualen fagr brug af
den baerbare oxygenkoncentrator Inogen Rove
6. Undladelse af at gore det kan resultere i
personskade og/eller dad. Hvis der er spagrgsmal
om oplysningerne i denne brugermanual
eller om sikker brug af dette system, skal din
udstyrsleverander kontaktes.

* Hvis der er sket et dgdsfald eller alvorlig
forringelse af helbredet i forbindelse med brugen
af dette produkt, skal dette rapporteres til Inogen
Inc. og den kompetente myndighed i dit land.

1.1 GENERELLE OPLYSNINGER

Denne brugermanual giver oplysninger til brugere af
den baerbare iltkoncentrator Inogen Rove 6. For korth-
eds skyld bruges udtryk som "koncentrator", "POC" (den
baerbare iltkoncentrator), "enhed" eller "udstyr" nogle
gange i dette dokument for at henvise til den barbare
iltkoncentrator Inogen Rove 6. Udtrykkene “patient’ og
"bruger” bruges i fleeng.

1.2 OVERHOLDELSE AF STANDARDER
Denne enhed er opfart hos et internationalt anerkendt
testlaboratorium og klassificeret med hensyn til elek-
trisk sted, brand og mekaniske farer i overensstem-
melse med falgende standarder:

* |EC 60601-1:2005+AMD1:2012, elektromedicinsk
udstyr — del 1: Generelle krav til grundlaeggende
sikkerhed og vaesentlige funktionsegenskaber

* |[EC 60601-1-2:2014+AMD1:2020, elektromedicinsk
udstyr — del 1-2: Generelle sikkerhedskrav
— sikkerhedsstandard: Elektromagnetiske
forstyrrelser —krav og test

e |[EC 60601-1-8:2006+AMD1:2012, elektromedicinsk
udstyr — del 1-8: Elektromedicinsk udstyr —
del 1-8: Generelle krav til grundleeggende
sikkerhed og vaesentlige funktionsegenskaber
—sikkerhedsstandard: Generelle krav, test og
vejledning til alarmsystemer i elektromedicinsk
udstyr og elektromedicinske systemer

 |[EC 60601-1-11:2015, elektromedicinsk udstyr
—del 1-11: Generelle krav til grundleeggende
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sikkerhed og veesentlige funktionsegenskaber
— sikkerhedsstandard: Krav til elektromedicinsk
udstyr og elektromedicinske systemer, der
benyttes i hjemmeplejen

IEC 60601-1-6:2010+AMD1:2013+AMD2:2020,
elektromedicinsk udstyr — del 1-6: Generelle
krav til grundlaeggende sikkerhed og vaesentlige
funktionsegenskaber — sikkerhedsstandard:
Brugervenlighed

IEC 80601-2-69:2014, elektromedicinsk udstyr
—del 2-69: Seerlige krav til grundleeggende
sikkerhed og vaesentlige funktionsegenskaber af
iltkoncentratorudstyr

IEC 80601-2-67:2014, elektromedicinsk udstyr — del
2-67: Serlige krav til grundleeggende sikkerhed og
vaesentlige funktionsegenskaber af iltbesparende
udstyr

IEC 80601-2-69:2020, elektromedicinsk udstyr
—del 2-69: Krav til grundleeggende sikkerhed
og veesentlige funktionsegenskaber af
iltkoncentratorudstyr

IEC 80601-2-67:2020, elektromedicinsk udstyr —
del 2-67: Krav til grundlaeggende sikkerhed og
vaesentlige funktionsegenskaber af iltbesparende
udstyr

RTCA D0-160G, miljeforhold og testprocedurer for
luftbaret udstyr

ISO 18562-1:2017, biokompatibilitetsevaluering
af indandingsluftveje i sundhedsvaesnet — del 1:
Evaluering og test i en risikostyringsproces

ISO 18562-2:2017, biokompatibilitetsevaluering af
indandingsluftveje i sundhedsvaesnet — del 2: Test
for emissionen af partikler

ISO 18562-3:2017, biokompatibilitetsevaluering af
indandingsluftveje i sundhedsvaesnet — del 3: Test

for emissionen af flygtige organiske forbindelser
(VvoC'er)

[EEE/ANSI C63.27-2017, amerikansk national
standard for evaluering af tradlgs sameksistens

Bluetooth-kernespecifikation version 4.2
RED 2014/53/EU

CAN/CSA C22.2 NO. 60601-1:14 (R2018)D
elektromedicinsk udstyr —del 1: Generelle krav
til grundleeggende sikkerhed og vasentlige
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funktionsegenskaber (vedtaget IEC 60601-1:2005,
tredje udgave, 2005-12, herunder &ndring 1:2012,
med canadiske afvigelser)

1.2.1 KLASSIFICERING AF MEDICINSK
UDSTYR
* |EC Klasse ll-udstyr

* Type BF anvendt del

* |P22 — Beskyttet mod bergring med fingre og
genstande stgrre end 0,5 tommer (12,5 mm).
Beskyttet mod dryppende vand mindre end 15
grader fra lodret position.

* |kke passende til brug i neerheden af en braeendbar
bedgvelsesblanding med luft eller ilt eller
dinitrogenoxid.

* Beregnet til kontinuerlig drift.

1.2.2 IFNETVARK

Vigtigt: IT-netveerk er et system bestaende af tradlgs
(Bluetooth-) transmission mellem enheden og con-
nect-applikationen Inogen.

e Tilslutning af enheden til et IT-netvaerk kan
resultere i tidligere uidentificerede risici for
patienter, operatarer eller tredjeparter.

* Efterfalgende &ndringer i IT-netveerket kan

introducere nye risici og krave yderligere analyse.

e /&ndringer i IT-netveaerket inkluderer:
o &Andringer i IT-netveerkskonfigurationen
o Tilslutning af yderligere enheder til IT-netvaerket
o Frakobling af enheder fra IT-netvaerket

o Opdatering af udstyr tilsluttet IT-netveerket
1.3TYPOGRAFISKE KONVENTIONER

* Denne brugermanual indeholder advarsler,
forholdsregler og bemaerkninger for at gare
opmaerksom pa de vigtigste sikkerheds- og
driftsaspekter af enheden. For at hjelpe med at
identificere disse elementer, nar de forekommer
i teksten, vises de ved hjeelp af falgende
typografiske konventioner:

» ADVARSEL: Erklzeringer, der beskriver alvorlige
bivirkninger og potentielle sikkerhedsrisici.

* FORSIGTIG: Erkleeringer, der henleder
opmerksomheden pa information vedrarende
eventuel seerlig forsigtighed, der skal udvises af
praktiserende laege og/eller patient for sikker og
effektiv brug af enheden.
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e VIGTIGT: Erklaeringer, der henleder
opmarksomheden pa yderligere veaesentlig
information om enheden eller en procedure.

2.TILSIGTET ANVENDELSE

Den barbare iltkoncentrator Inogen Rove 6 giver en
hej koncentration af supplerende ilt til patienter, der
har behov for respiratorbehandling pa grundlag af
en leegerecept. Det kan bruges i hjemmet, institution,
karetgj, tog, fly, bade og andre transportformer.

2.1 INDIKATIONER FOR BRUG OG KLINISK
FORDEL

Inogen Rove 6 bruges pa leegerecept af patienter,
der har behov for supplerende ilt for at gge blodets
iltmaetning.

2.2 KONTRAINDIKATIONER

Denne enhed skal bruges som et iltsupplement og

er IKKE BESIGTET til at veere livsopretholdende eller
livsunderstattende. Dette produkt skal KUN anvendes,
hvis patienten er i stand til spontan vejrtraekning og

er i stand til atinddnde og udande uden brug af en
maskine.

* Dette SKAL IKKE bruges sammen med braendbare
bedgvelsesmidler eller breendbare materialer.

* Denne enhed SKAL IKKE bruges hos
trakeotomiserede patienter.

* Denne enhed SKAL IKKE bruges hos personer, hvis
vejrtraekning under normal hvile ikke er i stand til at
udlgse enheden.

2.3 PATIENTGRUPPE
Kun voksne patienter. Leegens recept pakraevet.

3. SIKKERHEDSANVISNINGER

Disse anvisninger SKAL falges for at garantere sikker
installation, sammensatning og drift af koncentra-
toren. Patienten er den tilsigtede operater af enheden.

3.1 ADVARSEL

Risiko for beskadigelse eller skade

e Dette skal ikke bruges sammen med en luftfugter,
forstaver eller CPAP (kontinuerligt positivt
luftvejstryk) eller tilsluttes andet udstyr. Hvis dette
gares, kan det svaekke funktionsydelsen og/eller
beskadige udstyret.
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* Rove 6-enheden er ikke MR-sikker. Dette skal ikke
udseettes for MRI-udstyr eller andet udstyr, der
genererer staerke magnetiske felter (for eksempel
rantgen, CT-scanning eller andre typer stréling).

Brug af denne enhed er ikke blevet undersggti
padiatriske populationer. Leegen skal kontaktes
for brug af produktet hos paediatriske patienter.

Brug af dette produkt uden for det tilsigtede formal
og specifikationer er ikke blevet testet og kan

fore til produktskade, tab af produktfunktion eller
personskade.

Dette produkt skal ikke bruges pa anden made
end beskrevet i specifikationerne og afsnittene om
tilsigtet brug i denne manual.

Enheden skal ikke modificeres. Eventuelle a&ndringer
pa udstyret kan svaekke funktionsydelsen eller
beskadige udstyret og vil ugyldiggere din garanti,
medmindre det er angivet eller instrueret om at gare
det.

Service eller vedligeholdelse af enheden skal ikke
udferes, mens den er i brug.

Det er patientens ansvar at have en alternativ iltkilde
i tilfeelde af stramafbrydelse eller mekanisk fejl.

Det bar vurderes ved opstart af iltbehandling og

skal baseres pa patientens tilstand, miljgmaessige
levevilkar og patientens evne til at blive genforsynet
med reserveforsyninger af supplerende ilt.

Disse egenskaber bar regelmassigt revurderes
efterhanden som patientens tilstand a&ndres.

Det er patientens ansvar at planlagge en backup
iltforsyning under rejsen; Inogen patager sig intet
ansvar for eventuelle afbrydelser i iltforsyningen,
hvis en backupkilde ikke er sikret.

Hvis du faler dig syg eller utilpas, eller hvis
koncentratoren ikke signalerer en iltpuls, og du ikke
er i stand til at hgre og/eller maerke iltpulsen, skal
din udstyrsleverander og/eller din leege kontaktes
STRAKS.

Hvis du ikke er i stand til at kommunikere ubehag,
kan du fa brug for yderligere overvagning og/

eller et distribueret alarmsystem for at formidle
oplysningerne om ubehaget og/eller den medicinske
ngdsituation til din ansvarlige omsorgsperson for at
undga skade.
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 Udstyret producerer beriget iltgas, der accelererer

forbreendingen. Rygning eller aben ild skal

ikke tillades inden for 2 m (6,56 fod) fra denne
enhed, mens den er i brug. Rygning under
iltbehandling er farlig og vil sandsynligvis resultere
i ansigtsforbraendinger eller dad. Ved rygning skal
iltkoncentratoren altid veere slukket, kateteret

skal fijernes og rummet, hvor enten kateteret eller
iltkoncentratoren er placeret, skal efterlades. Hvis
det ikke er muligt at forlade lokalet, skal der ventes i
10 minutter efter, at iltstrammen er stoppet.

It er breendbart. Neesekateteret skal ikke efterlades
pa sengetaepper eller stolepuder. lltkoncentratoren
skal veere slukket, nar den ikke er i brug.

Brug af enheden skal undgas i nerverelse af
forurenende stoffer, rag eller dampe. Enheden
skal ikke bruges i naerheden af breendbare
bedavelsesmidler, rengaringsmidler eller andre
kemiske dampe. Aerosolspray skal ikke bruges
omkring enheden.

Der skal ikke bruges andre stramforsyninger,
stremkabler eller tilbehar ud over de, der er
specificereti brugermanualen. Brug af ikke-
specificerede stramforsyninger, stramkabler eller
tilbehar kan forarsage en sikkerhedsrisiko og/eller
svaekke udstyrets funktionsydelse.

Olie, fedt eller petroleumsbaserede produkter skal
ikke bruges pa eller i neerheden af enheden, pa

dit ansigt eller pa brystet for at undga risikoen for
brand og forbrandinger. Kun vandbaserede lotioner
eller salver, der er iltkompatible, skal bruges under
opsetning eller iltbehandling.

Fittings, forbindelser, slanger eller andet tilbehar
til ittkoncentratoren skal ikke smares for at undga
risikoen for brand og forbraendinger.

For at undga fare for kvaelning eller strangulering
skal ledninger holdes vaek fra barn og keeledyr.

Det er patientens ansvar kun at bruge dele og
tilbeher, der er nevnti denne brugermanual.

Dele og tilbehgr, der bruges af patienten og ikke
anbefales i denne brugermanual, er udelukkende
patientens ansvar. Inogen patager sig intet ansvar
for brug af dele og tilbehar, der ikke er naevnt i denne
brugermanual.

* Det er patientens ansvar regelmaessigt at kontrollere

batteriet og udskifte det efter behov i henhold til
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denne brugermanual. Inogen patager sig intet 3.2 FORSIGTIG!
ansvar for personer, der veelger ikke at overholde

producentens anbefalinger. Risiko for mindre skader eller ubehag

« For at sikre, at du modtager den terapeutiske * Enheden, dele og tilbehar er specificeret til brug ved

©2022 Inogen, Inc. Alle rettigheder forbeholdes.

mengde ilt i overensstemmelse med din medicinske
tilstand, skal enheden (1) kun bruges efter en eller
flere indstillinger er blevet individuelt bestemt eller
ordineret til dig pa dine specifikke aktivitetsniveauer,
(2) bruges sammen med den specifikke kombination
af dele og tilbehar, der svarer til specifikationerne fra
koncentratorproducenten og blev brugt, mens dine
indstillinger blev fastlagt.

Indstillingerne for andre modeller eller maerker
af iltbehandlingsudstyr svarer muligvis ikke til
indstillingerne for denne enhed.

Indstillingerne for denne enhed svarer muligvis
ikke til indstillingerne for enheder, der giver en
kontinuerlig iltstram.

Brug af denne enhed i en hgjde over 3.048 m (10.000
fod) eller uden for temperaturomradet pa 5 — 40°C
(41 —104°F) eller en relativ luftfugtighed over 95

% forventes at have en negativ indvirkning pa
stramhastigheden og procentdelen af ilt og dermed
kvaliteten af iltbehandlingen. Brug af denne enhed
umiddelbart efter opbevaring i temperaturer ud
over det tilladte driftsomrade kan pavirke enhedens
drift negativt, indtil temperaturen vender tilbage

til det tilladte driftsomrade. Vind eller staerk traek
kan pavirke den ngjagtige levering af iltbehandling
negativt.

Hvis enheden svigter, vil det medfare en
tilbagevenden til din tidligere tilstand far opstart af
iltbehandlingen. Denne tilstand vil veere forskellig for
hver enkelt patient.

Den korrekte placering og positionering af kateteret i
neaesen er afggrende for ensartet drift af dette udstyr.

Denne enhed skal ikke bruges sammen med

en luftfugter, forstaver eller CPAP (udstyr til
kontinuerligt positivt luftvejstryk) eller parallelt
eller serie med andre iltkoncentratorer eller
iltbehandlingsapparater. Hvis dette gares, kan det
svaekke funktionsydelsen og beskadige udstyret.
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stramhastigheder mellem indstilling 1 og indstilling 6.

Inkompatible dele og tilbehar kan resultere i svaekket
funktionsydelse eller beskadigelse, og dette kan
ugyldiggere din garanti.

Enheden er designet til at give en strem af hgjrent
ilt. En advarselsalarm "ilt lavt" vil informere dig, hvis
iltkoncentrationen falder. Hvis alarmen fortsatter,
skal din udstyrsleverandar kontaktes.

lItstramsindstillingen skal bestemmes og registreres
for hver patient individuelt af den ordinerende l&ge,
herunder konfigurationen af enheden, dens dele og
tilbehar. Det er patientens ansvar regelmassigt at
revurdere terapiens indstillinger for effektivitet.

Enheden skal ikke modificeres. Eventuelle a&ndringer
pa udstyret kan svaekke funktionsydelsen eller
beskadige udstyret og vil ugyldiggere din garanti,
medmindre det er angivet eller instrueret om at gare
det.

Olie, fedt eller petroleumsbaserede produkter skal
ikke bruges pa eller i nerheden af enheden eller
dens tilbehar.

Smgremidler skal ikke bruges pa enheden eller dens
tilbehar.

Luftindgang eller -udgang skal ikke blokeres under
brug af enheden. Blokering af luftcirkulationen
eller placering i naerheden af en varmekilde kan
fare til intern varmeopbygning og nedlukning

eller beskadigelse af koncentratoren. | tilfeelde

af &ndringer i enhedens funktionsydelse skal det
henvises til afsnittet med problemlgsning i dette
dokument.

Enheden skal ikke bruges uden partikelfilteret pa
plads. Partikler, der traenger ind i systemet, kan
beskadige udstyret.

Ledninger skal ikke vikles rundt om stremforsyningen
til opbevaring. Ledningen skal ikke treekkes, den skal
ikke kares over, og genstande skal ikke placeres
ovenpa den. Hvis det ikke overholdes, kan det fare til
beskadigelse af ledninger og afbrydelse af strammen
til koncentratoren.

* Jaevnstromskablet skal ikke bruges sammen
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med en cigaretstikfordeler. Dette kan forarsage cigaretaske, og at adapterstikket passer ordentligt,

overophedning af javnstremskablet. ellers kan overophedning forekomme.
 Streamforsyningen skal ikke skilles ad. Dette kan fare * Detervigtigt at sikre, at bilens stramstik er
til komponentfejl og/eller sikkerhedsrisiko. tilstraekkeligt forsynet med sikring til enhedens

strambehov (minimum 15 ampere). Hvis stikkontakten
ikke understatter en belastning pa 15 ampere,
kan sikringen springe eller cigaretstikket blive

* Der skal ikke placeres andet i enhedens strgmport
end den medfglgende stramforsyning. Hvis det
er ngdvendigt at bruge en forlengerledning, skal

der bruges en ledning, der har et Underwriters beskadiget.

Laboratory (UL)-maerke og en ledningstykkelse pa * Nar enheden stramforsynes i en bil, er det vigtigt
minimum 18 gauge. Andre enheder skal ikke tilsluttes at sikre, at karetajets motor karer forst, far

den samme forlengerledning. jeevnstremskablet tilsluttes cigaretteenderadapteren.

Betjening af udstyret uden kerende motor kan draene

* Koncentratoren, tilbehgret eller systemerne skal . )
koretgjets batteri.

ikke ompakkes til forsendelse i emballage, der ikke
leveres af Inogen. * En hgjdeandring (for eksempel fra havniveau til
bjerge) kan influere pa den samlede maengde ilt, der
er tilgaengelig for patienten. Din lzege skal kontaktes
for rejse til hajere eller lavere hgjdeniveauer for at
afgere, om din iltstreamsindstilling skal eendres.

¢ Bilen skal ikke kickstartes med jeevnstramskablet
tilsluttet. Dette kan fore til spaendingsstigninger, der
kan lukke ned og/eller beskadige enheden.

* Enheden skal ikke efterlades i et miljg, der kan
fa hgje temperaturer, sdsom en ubemandet bil i
hgjtemperaturmiljger.

e Vasker skal altid holdes veek fra batterier. Hvis
batterierne bliver vade, er det ngdvendigt straks at

afbryde brugen og bortskaffe batterierne pa korrekt
* De forsankede elektriske kontakter pa den eksterne vis.

batterioplader skal ikke rares; beskadigelse af

kontakter kan pévirke opladerens funktion. * For at forleenge driftstid af dit batteri skal det undgas

at kere det i temperaturer under 41°F (5°C) eller

* Udstyretvil kun fungere som specificeret, nar hajere end 95°F (35°C) i l&ngere perioder. Batteriet
det bruges inden for de hgjdetemperatur- og skal opbevares p4 et keligt, tart sted. Det skal
fugtighedsomrader som er foreskrevet i denne opbevares med en ladning pa 40-50%.
brugermanual . : : :

e Patienter, der udviser vejrtreekningsanstrengelser
© EnhEden Skal a|t|d h0|deS tar. UdSEBl'te|SG fOI' Vand under den Specrﬁcerede |nsp|rat0r|ske
kan fore til elektrisk stad og/eller beskadigelse. folsomhedsveerdi, er muligvis ikke i stand til

« Af hensyn til den optimale holdbarhed for sisystemet konsekvent at udlose udstyret til at modtage

(sajler), ber produktet bruges hyppigt. iltbehandling.

* Udstyrets batteri fungerer som en sekundaer

stremforsyning i tilfeelde af et planlagt eller uventet 4. ANVISNINGER OGTRANING

tab af den eksterne stramforsyning. Selv under - Produktudbyderen skal sikre, at alle brugere af denne
betjening af enheden fra en ekstern stramforsyning, enhed far brugermanualen, hvor det er relevant.
ber et korrekt indsat batteri bevares i enheden. Hvis

det gares, vil det minimere risikoen for afbrydelse af

driften og vil holde alarmer i gang. ADVARSEL:
Produktet skal ikke bruges uden ordentlig

 Stremforsyningen skal placeres pa et godt ventileret selvtraening ved at lzese denne manual,

sted, da den er afthaengig af luftcirkulation til
varmeafledning. Stremforsyningen kan blive varm
under drift; hvis dette sker, skal det kales ned far
handtering for at undga skade.

Hvis der er behov for yderligere information
efter at have laest denne brugermanual, skal din
udstyrsleverander kontaktes.

 Det er vigtigt at sikre, at bilens stramstik er fri for
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5. PRODUKTBESKRIVELSE

Det beerbare iltkoncentratorsystem Inogen Rove 6 kan omfatte falgende tilbeher: Vekselstramsforsyning,
jevnstramskabel, genopladelig batteripakke og baeretaske.

5.1 SKEMATISK BESKRIVELSE

Dette afsnit er beregnet til at hjeelpe dig med at blive bekendt med enhedens komponenter og greenseflade. Ingen
handlinger pa eller med din POC skal udfares, for afsnit 7, DRIFT af Inogen Rove 6, er last.

Element

1

@ )

Beskrivelse
Teend-/slukknappen

@

& @
L@ oo
s _@_ ©)

Inogen Rove 6

Funktion

e Ved at trykke pa og holde denne knap nede teender og slukker enheden.
SKAL IKKE praves far afsnit 7, DRIFT af Inogen Rove 6, er last.

2

Kontrolknapper til
iltstromindstilling

* Kontrolknapperne til stramindstilling — eller + skal bruges til at &ndre
indstillingen.
* Der er seks indstillinger, fra 1 til 6.

w

Mengdekontrolknap

e Ved at trykke pa denne knap @ndres mangdeniveauet fra 1 til 4.

Klokkeknap

* Ved at trykke pa denne knap teendes og slukkes enhedens lydalarmen for
andedreetsdetektion.

o Nar denne tilstand er TENDT: Enheden vil alarmere med hgrbare og
visuelle signaler, nar der ikke er registreret vejrtraekning i 60 sekunder.
Efter 60 sekunder gar enheden i ‘autopulstilstand’. Nar vejrtraekningen er
registreret, afslutter enheden ‘autopulstilstand' og leverer normalt ved
indanding.

o Denne tilstand aktiveres, nar der er en klokke i averste venstre
hjgrne pa skaermen. Hvis strammen gar tabt, forbliver lydalarmen for
andedreaetsdetektion indstillet i brugerens foretrukne tilstand.

Skarm

 Skaermen viser oplysninger om enhedens status, sasom indstilling af iltstram,
stromstatus, batterilevetid og alarmer.

* For brugen fjernes den statiske tilknyttede FCC-maerkat fra skeermen.

Indikatorlys

o Andedetektor LED: Et grent lys indikerer andedraetsdetektion.

* Signal/alarm LED: Et gult lys indikerer enten en @ndring i driftsstatus eller en
tilstand, der kan kreeve respons (alarm).

* Blinkende lys har hgjere prioritet end ikke-blinkende lys.

Lydsignaler

e Etlydsignal (bip) indikerer enten en a&ndring i driftsstatus eller en tilstand,
der kan kraeve respons (alarm).

* Hyppigere bip indikerer hgjere prioriterede forhold.
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Element Beskrivelse Funktion

8 Baggrundslys e Et baggrundslys oplyser skaermen i 15 sekunder, nar der trykkes kortvarigt pa
teend-/slukknappen.

_\\_

Element Beskrivelse Funktion

9 Partikelfilter * Filtrene skal altid veere pa plads under drift for at holde luften ind i udstyret fri for
store partikler.

10 Kateterspids * Nasekateteret er forbundet til enheden gennem denne spids.

1 Stremforsyning | e Tilslutning til ekstern stram fra vekseltramsforsyning eller jeevnstramskabel.

12 USB-port * Kun til tjenestebrug.

6. GENERELLE ANVISNINGER FGR BRUG

Beaerbarheden og brugen af den baerbare iltkoncentrator Inogen Rove 6 kan forbedres med en raekke tilbehgr.
Udover udstyret indeholder pakken tilbehgr til at komme i gang og en brugermanual. Din lokale iltleverander skal
kontaktes for at fa en komplet liste over tilgaengeligt tilbehar.

Enheden og dens tilbehar skal altid undersgges for tegn pa beskadigelse far brug.

Vigtigt: Selv nar aesken eller emballagen kan udvise nogle skader, f.eks. revner eller buler, kan enheden stadig veere
i en brugbar stand. Hvis enheden eller tilbehar viser tegn pa beskadigelse, skal din lokale iltleverander kontaktes.

For opstart er det vigtigt at tjekke, om du har fglgende:
» Koncentrator
* Batteri
* Baretaske
e Vekseltrgmsforsyning

e Jaevnstrgmskabel
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6.1 LISTE OVERTILBEHOR OG RESERVEDELE

ADVARSEL!

Risiko for dad, beskadigelse eller skade

Kun Inogen-specificerede stramforsyninger skal bruges for at undga beskadigelse eller skade, der vil
ugyldiggere garantien.

Kun stremforsyninger/adaptere eller tilbeher, der er specificeret i denne manual, skal bruges. Brug af tilbehar, der
ikke er specificeret, kan forarsage en fare og/eller pavirke enhedens funktionsydelse negativt. Ikke alt tilbehar
falger med dit system, og dette kan kabes sarskilt. Falgende valgfrit tilbehar og reservedele kan kabes fra
producenten pa www.inogen.com eller ved at ringe til 1-877-466-4364.

Tilbehoar Katalognummer Tilbehor Katalognummer

Standard batteri BA-500/BA-508 Vekseltrem — Sydafrika RP-145
Udvidet batteri BA-516 Beeretaske CA-500
Vekseltramsforsyning BA-502/BA-501 Rygsak CA-550
Vekseltrgm — europeisk ledning RP-116 Ekstern batterioplader BA-503
Vekselstrgm — britisk ledning RP-115 Jaevnstromskabel BA-306
Vekseltram — nordamerikansk ledning | RP-109 Seet med kateterspids RP-506
Vekseltram — schweizisk ledning RP-227 Udskiftningssajler RP-502
Vekseltrom — Australien RP-120 Udskiftningspartikelfiltre RP-501
ADVARSEL!

Enheden eller tilbehar, der viser tegn pa beskadigelse, skal ikke bruges.

6.2 GENOPLADELIGE BATTERIPAKKER (BA-500, BA-508 OG BA-516)

Batteriet vil drive udstyret uden tilslutning til en ekstern stramkilde. Dit udstyr leveres
muligvis med 1 eller flere batterier, athangigt af den konfiguration, du har bestilt. Denne
enhed er kompatibel med tre forskellige batterier: BA-500 og BA-508 er standard 8-celle
batterier, mens BA-516 er det udvidede 16-celle batteri. Disse batterier vil drive udstyret i
forskellige tidsrum, afhaengigt af indstillingen af iltstrammen.

Denne tabel viser de typiske varigheder for en ny batteripakke.

Enhedsindstilling Standard batterivarighed (BA-500/BA-508) Udvidet batterivarighed (BA-516)

1 Op til 6:15 Op til 12:45
2 Op til 5:00 Op til 10:15
3 Op til 3:15 Op til 6:30
4 Op til 2:15 Op til 5:15
5 Op til 1:45 Op til 3:30
6 Op til 1:15 Op til 2:30

BEMARK: Batteritiden varierer med iltstrammens indstilling og miljgforhold. Den viste tid er et gennemsnit og kan
variere + 10 %.
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6.2.1 KONTROL AF BATTERISTATUS, NAR DEN ER INSTALLERET PA ENHEDEN

Ved drift pa batteri viser skeermen den estimerede procentdel (%) eller minutter af resterende opladning. Disse

ikoner viser, at enheden fungerer pa batteristram og ikke oplades:

resterende opladning

| Batteriet er tomt, eller batteristatus er ikke | Batteriet har mindre end en 10 % af
tilgaengelig resterende opladning
| = |
/ Batteriet har mindre end en 20 % af | Batteriet har mindre end en 30 % af
resterende opladning resterende opladning
N
Batteriet har mindre end en 40 % af / Batteriet har mindre end en 50 % af

resterende opladning

Batteriet har mindre end en 60 % af
resterende opladning

Batteriet har mindre end en 70 % af
resterende opladning

Batteriet har mindre end en 80 % af
resterende opladning

Batteriet har mindre end en 90 % af
resterende opladning

EEELD

Batteriet er fuldt opladet

VIGTIGT: Nar enheden opdager, at batteriet har mindre end 10 minutters resterende opladning, lyder en alarm med
lav prioritet. Nar batteriet er tomt, vil alarmen skifte til en hgjere prioritet.

Nar batteriet har mindre end 10 minutters resterende opladning, skal et af falgende gares:

* Enheden skal tilsluttes en veksel- eller jeevnstramkilde ved hjzelp af vekselstramsforsyningen eller
j@vnstramskablet.

* Enheden skal slukkes, og det afladede batteri skal udskiftes med et opladet batteri. For at fjerne batteriet skal

batterilaseknappen trykkes pa og holdes nede, og batteriet skal glides af enheden.

Hvis batteriet er afladet, skal det oplades ved at tilslutte enheden til ekstern strem eller med den eksterne
batterioplader.

6.2.2 KONTROL AF BATTERISTATUS, NAR DEN IKKE ER INSTALLERET PA ENHEDEN
* For at tjekke batteriopladningen, nar den ikke er installeret pa enheden, skal der trykkes pa den grognne

batteriikonknap. Batterimalerens indikatorlys (<10 % - 100 %) vil lyse til venstre for den grenne batteriikonknap
for atindikere niveauet af batteripakkens opladning:

e 4 LED'er lyser: 75% til 100% fuldt
e 3LEDer lyser: 50% til 75% fuldt
e 2 LEDer lyser: 25% til 50% fuldt
* 1 LED lyser: 10% til 25% fuldt

e 1 LED blinker: Batteriet er mindre end 10 % fuldt og skal
genoplades
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6.2.3 OPLADNING AF BATTERIERNE

Koncentratoren genoplader batteriet hver gang batteriet er installeret, og enheden er tilsluttet en ekstern veksel-
eller jeevnstromkilde (undtagen pa fly). Du vil vide, at batteriet oplades, nar batteriikonet pa enhedens skaerm har et
lyn, der gar igennem det som vist:

Batteriet er fuldt opladet og oplades kun for
at opretholde opladningsniveauet.

Batteriet oplades med et opladningsniveau
pa under 98 %

Batteriet oplades med et opladningsniveau
pa under 89 %

Batteriet oplades med et opladningsniveau
pa under 79 %

Batteriet oplades med et opladningsniveau
pa under 69 %

Batteriet oplades med et opladningsniveau
pa under 59 %

Batteriet oplades med et opladningsniveau
pa under 49 %

Batteriet oplades med et opladningsniveau
pa under 39 %

Batteriet oplades med et opladningsniveau
pa under 19 %

Batteriet oplades med et opladningsniveau
pa under 29 %

Enheden fungerer fra en ekstern strgmkilde
uden batteri, eller den eksterne stremkilde
er utilstraekkelig til at oplade batteriet.

Batteriet oplades med et opladningsniveau
pa under 10 %

BnD D BN R KD RS
o o NN NN NN NN

Nar et tomt batteri begynder at oplades, kan opladningsprocessen starte og stoppe i lgbet af de farste par minutter.
Dette er normalt.

At lade enheden veere tilsluttet efter den fulde opladningstid vil ikke skade enheden eller batteriet. Hvis der
bruges flere batterier, er det vigtigt at sgrge for, at hvert batteri er maerket (1, 2, 3 eller A, B, C osv.) og roteres
regelmaessigt.

6.2.4 BATTERIETS LEVETID OG PLEIE

Enhedens batterier er designet til at holde 500 opladnings-/afladningscyklusser. For at forleenge dit batteris driftstid
skal falgende gores:

e Brug af enheden ved temperaturer under 41°F (5°C) eller hgjere end 95°F (35°C) i leengere perioder skal undgas.
 Det skal opbevares pa et kaligt, tert sted med en ladning pa mindst 40-50 %.

 Vaesker skal holdes veek fra batterier. Hvis batterierne bliver vade, er det nadvendigt straks at afbryde brugen
og bortskaffe batterierne pa korrekt vis.

Batterier bor oplades op til en fuld ladning og aflades ned til 0 % mindst en gang hver 90. dag for at opretholde
maksimal levetid.
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6.3 BRUG AF NASEKATETERET

FORSIGTIG!

Risiko for mindre skader eller ubehag

Den korrekte placering og positionering af naesekateterets spidser i neesen er afgarende for tilforsel af ilt. Det
er vigtigt at sikre, at neesekateteret er korrekt forbundet med dysefittingen, og at slangen ikke er bgjet eller
klemt pa nogen made. Neesekateteret skal udskiftes regelmaessigt.

ADVARSEL!

Risiko for beskadigelse

Nasekateter skal klassificeres til 6 liter i minuttet for at sikre korrekt ilttilfarsel. Det skal bemarkes, at katetre
kan klassificeres i “liter pr. minut’, selvom dit ordinerede pulsdosisindstillingsnummer ikke reprasenterer en
konstant strgm i liter pr. minut.

Et nesekateter skal bruges sammen med enheden for at levere ilt fra koncentratoren. Der
anbefales et enkelt lumen-kateter med en laengde pa op til 7,62 m for at sikre korrekt
andedraetsdetektion og ilttilfarsel. Det er vigtigt at henvise til producentens brugsanvisning.

6.4 VEKSELSTROMSFORSYNING (BA-502/BA-501)

Vekselstramsforsyningen inkluderer en vekselstramforsyning, der forbindes til enheden, og et vekselstreamkabel
til tilslutning til stremforsyningen og den tilsvarende vekselstramsudtag. Vekselstramsforsyningen vil automatisk
tilpasse sig indgangsspaendinger fra 100V-240V (50-60Hz).

For at bruge vekselstrgm skal falgende gores: > o

1.Vekselstramklodsen skal tilsluttes stramforsyningskablet.
2.Strgmforsyningskablet skal tilsluttes en standard stikkontakt. D

3.Stramforsyningskablet skal indseettes i stramporten, der er
placeret naer partikelfilteret pa bagsiden af koncentratoren.

Vekselstramsforsyningen oplader batterierne, nar enheden er
tilsluttet vekselstram (undtagen pa fly).
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6.5 JAVNSTROMSKABEL (BA-306)

Systemet inkluderer muligvis et jaevnstramskabel. Hvis den ikke inkluderer et jaevnstramskabel, kan den kabes som
serskilt tilbehgr fra producenten.

ADVARSEL!

Risiko for dad, beskadigelse eller skade

Spidsen af jeevnstramskablet skal ikke rares efter brug, da det vil veere varmt. Bergring af spidsen pa
jeevnstramskablet umiddelbart efter fjernelse fra cigaretteenderadapteren kan forarsage skade.

Jaevnstramkablet bestar af et enkelt kabel med den ene ende, der tilsluttes direkte enheden, og en anden ende, der
gar i jeevnstikkontakten.

Sédan bruges jeevnstremskablet: &

1. Den ene ende af jeevnstrgmskablet skal tilsluttes
cigaretteenderen eller den ekstra jeevnstremsforsyning.

2. Den anden ende af jaevnstromskablet skal tilsluttes enheden.

3. Det er vigtigt at sikre, at enheden er sikker, far bilen eller et andet
koretgj kores. Derefter skal din enhed teendes og bruges normalt. =~
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6.6 EKSTERN BATTERILADDER (BA-503, VALGFRIT TILBEHOR IKKE MEDFOLGER)

Den koncentrator du har genoplader batteriet hver gang batteriet er installeret, og enheden er tilsluttet en ekstern

veksel- eller jeevnstramkilde (undtagen pa fly).

Den eksterne batterioplader skal oplade standard (BA-500/BA-508) og udvidet (BA-516) batteri. Det er ikke

inkluderet som standard tilbehar med systemet, men kan kabes saerskilt. Du kan ogsa bruge din enhed til at oplade

batteriet, nar det er tilsluttet en veksel- eller jeevnstramforsyning.

For at bruge den eksterne batterioplader skal disse trin falges:

Trin Beskrivelse
1 Den eksterne batterioplader skal tilsluttes
strom

1.1 Den eksterne batterioplader
vekselstramforsyningsledning skal
tilsluttes en stikkontakt.

1.2 Den eksterne batterioplader
vekselstramforsyning skal tilsluttes
batteriopladeren.

1.3 Et grant lys i bunden af opladeren vil lyse.

2 Batteriet skal tilsluttes

2.1 Opladeren skal glides pa batteriet, indtil
den klikker.

2.2 Batteriet skal lase fast pa opladeren.

3 Batteriets status skal kontrolleres

3.1 Nar batteriet er i den korrekte position,
vil et konstant rgdt lys indikere, at

BATTERY CHARGER

4.1 Hvis det rgde lys blinker, skal enheden
frakobles og trin 2 og 3 udferes igen.

4.2 Hvis blinkingen fortseetter efter disse trin,
skal din udstyrsleverandar kontaktes.

batteriet oplades S e
O : _ nogen -
3.2 Nar det grgnne lys lyser, er batteriet fuldt ¢
opladet.
4 Der skal kontrolleres for fejl

BATTERY CHARGER

i

\nogen \
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Trin Beskrivelse

5 Batteriet skal fjernes, nar det er opladet
5.1 Nér batteriet er opladet, er det 5 \
nodvendigt at trykke ned pé batterildsen \/\/ :

og glide opladeren af batteriet.

7. DRIFTSVEJLEDNINGER

7.1 DRIFTSPRINCIPPER OG VASENTLIGE FUNKTIONSYDELSE

Dette udstyr fungerer ved at adskille ilt fra luft ved hjeelp af en proces med tryksvingningsadsorption (PSA). Normal
luft bestar af 21 % ilt; dette udstyr sger maengden af ilt op til 96 % ved at fjerne nitrogen og koncentrere outputtet af
ilt. For at opna dette traekkes luft ind i udstyret gennem en lille luftkompressor, nitrogen separeres fra ilt og til sidst
opsamles ilt og leveres til patienten ved hvert andedrag.

Da ilt, der du indander, kommer fra dit umiddelbare miljg, er det meget vigtigt at holde din enhed ren. Selvom der er
mange filtre indbygget i enheden, vil udseettelse af dit udstyr for snavsede og stevede omgivelser reducere filtrenes
levetid, og det vil medfare, at de skal udskiftes oftere.

Enheden opretholder falgende som vaesentlige funktionsydelseskrav uden behov for tilbagevendende test: (1)
Alarmtilstand, nar tilferslen af ilt, bade under normale og enkelte fejltilstande, ikke er inden for funktionsniveauerne
som vist i denne manual. (2) Teknisk alarmtilstand, nar der er stramsvigt. (3) Teknisk alarmtilstand, nar batteriet

er naesten tomt. (4) Teknisk alarmtilstand, nar iltkoncentrationen er under 82 % volumenfraktion. (5) Teknisk
alarmtilstand for funktionsfejl. (6) Tilfarslen af en iltdosis, i normal tilstand eller en indikation af unormal drift.

7.2 PNEUMATISK DIAGRAM
Processen flyder fra venstre mod hgjre

\ /

---------- littilfarselsventil i
N Udgangsfilter Kateterspids
2
Groft partikelfilter Indblaesningsfinfilter Luftkompressor I >
Molekyler sigtesgjler til Udstadningslyddsemper

iltgenerering
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7.3 FORBEREDELSE AF DIN KONCENTRATORTIL BRUG
VIGTIGT: Det er ngdvendigt at sgrge for, at du har en backup iltforsyning i tilleeg til denne barbare iltkoncentrator.

% Hvad er din backup iltforsyning?

DET SKAL IKKE BRUGES:

* Med en luftfugter, forstaver, CPAP (udstyr til kontinuerligt positivt luftvejstryk) eller i serie eller parallelt med
andet udstyr.

e | neerheden af flammer, rag eller andet braendbart
* I neerheden af forurenende stoffer, rag, dampe, braendbare anastetika, rengeringsmidler eller kemiske dampe.
* | miljger, hvor din koncentrator kan nedsankes i vand.

| narheden af oliefedt eller petroleumsbaserede produkter.

Trin Vejledning

7.3.1 Det er vigtigt at sikre, at din koncentrator er pa et godt 3f - —
ventileret sted - =

1.1 Luftindsugning og udstadning skal have fri adgang.

1.2. Din koncentrator skal veaere orienteret pa en sadan
made, at eventuelle lydalarmer kan hgres.

1.3. Den skal altid bruges i opretstaende stilling

1.4. Det er vigtigt at sikre, at partikelfiltre er pa plads pa
begge sider af enheden.

1.5. Det er vigtigt at sikre, at du er pa et sted, hvor du kan
hare og/eller se eventuelle alarmer, der kan opsta. N
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713.2

Din koncentrator skal tilsluttes en passende stramkilde

VIGTIGT: Brug af forkerte ledninger kan forarsage brand.
Kun kompatible ledninger fra producenten skal anvendes.

Det anbefales altid at have et batteri installeret pa
enheden, da batteriet oplades, nar koncentratoren
tilsluttes ekstern stram. Sadan installeres et batteri:

2.1 Batteriet skal justeres med enhedens bundhus.

2.2. Batteriet skal glides pa plads, indtil du harer et hgrbart
klik, hvilket betyder, at lasen er vendt tilbage til den
gverste position.

2.3. Du vil hgre et enkelt bip, og du vil se indikatorlysene,
og skeermen vil lyse kortvarigt, far det slukkes. Dette
betyder, at koncentratoren er blevet tilsluttet dit
batteri.

Der SKAL IKKE bruges et andet batteri end de, der er
specificeret i denne manual.

Hvis der bruges vekselstram, skal falgende gares:

2.4 Vekselstramklodsen skal tilsluttes
stramforsyningskablet.

2.5 Stromforsyningskablet skal tilsluttes en standard
stikkontakt.

2.6 Stramforsyningskablet skal indsattes i stremporten,
der er placeret naer partikelfilteret pa bagsiden af
koncentratoren.

2.7 Du vil hgre et enkelt bip, og du vil se indikatorlysene,
og skeermen vil lyse kortvarigt, far den slukkes. Dette
betyder, at koncentratoren er blevet tilsluttet din
stramforsyning.

Der SKAL IKKE bruges en anden stramforsyning end de,
der er specificeret i denne manual.

Der SKAL IKKE bruges stremkabler eller andet tilbeher end
de, der er specificeret i denne manual.

iy

-

Trin Vejledning

dy

®0
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Trin Vejledning

7.3.3 Et passende kateter skal tilsluttes din koncentrator
3.1 Der anbefales at bruge et enkelt lumen-kateter l
med en leengde pa op til 7,62 m. Dette sikrer korrekt & == iy =
andedraetsdetektion og ilttilfarsel.
VIGTIGT: Din lege skal kontaktes, hvis yderligere
titrering kan veaere ngdvendig for at sikre korrekt

ilttilfarsel ved brug af et bestemt kateter.

Der SKAL IKKE smgres fittings, forbindelser, slanger eller N .
andet tilbeher til din koncentrator.

3.2 Neesekateteret skal tilsluttes slangen ved at indseette
det pa metalkateterspidsen pa toppen af enheden.

3.3 Dit kateter skal udskiftes rutinemaessigt for at undga
kontaminering eller darlig kateterydelse. Se 'Brug af dit
nasekateter' (afsnit 6.3) for flere detaljer.

7.4 BRUG AF DIN KONCENTRATOR

SKAL IKKE BRUGES | NARHEDEN AF: SKAL IKKE BRUGES MED:
e Fedt * Olie * Smaremidler  Rgg ® Flamme e CPAP (udstyr til kontinuerligt positivt luftvejstryk)
e Luftfugter « Tilsluttet andre enheder

Trin Vejledning

741 Sadan din koncentrator teendes

1.1 Teend-/slukknappen skal trykkes pa og holdes nede, /4\
indtil du hgrer et enkelt kortvarigt bip. =

Inogen Rove 6

1.2 Skeermen vil lyse op, og Inogen-logoet vises pa @ ' 3 ogcg :
e | j f”;_/
S 1 -

skarmen.

VIGTIGT: Hvis skeermlyset straks slukkes, efter

at Inogen-logoet vises, har du ikke holdt taend-/
slukknappen nede leenge nok. Trin 1.1 skal praves igen,
og teend-/slukknappen holdes nede la&ngere.

1.3 'Vent venligst'-ikonet (31¢) sakl vises, mens
koncentratoren starter op.

1.4 Skaermen skal indikere den aktuelle iltstramsindstilling
og stromtilstand.

1.5 Efter en kort opstartssekvens vil en
opvarmningsperiode pa op til 2 minutter starte. Under
denne periode vil iltkoncentrationen bygges op, men
har muligvis ikke naet det specificerede niveau.
Yderligere opvarmningstid kan vaere ngdvendig,
hvis din enhed har veeret opbevaret i ekstremt kolde
temperaturer.
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Trin Vejledning
74.2 Sadan din koncentrators batteriniveau kontrolleres

2.1 Nar din koncentrator er startet helt op, slukkes skaermlyset.

2.2 Pa dette tidspunkt vil du se, at en batteriprocent vises pa skaermen, hvor der tidligere var 'vent
venligst'-ikonet (3i¢).

2.3 Hvis batteriet er lavt, skal din koncentrator tilsluttes en ekstern stramforsyning som beskrevet i trin
2.4, eller der skal skiftes til et fuldt opladet batteri.

2.4 Hvis batteriet er blevet fjernet, er det ngdvendigt at ga tilbage til afsnit 3.6, del 4, "opladning af din
koncentrators batteri”, for trin til at genoplade batteriet.

74.3 Sadan din koncentrators iltstrom indstilles
3.1 Stremindstillingerne skal ordineres af din laege eller f‘$\
Kliniker. T—

\ 1:45 :
3.2 Indstillingsknapperne + eller — skal bruges til at justere Ss%ﬁ o
)

til den gnskede indstilling. vl

3.3 Den aktuelle indstilling kan ses pa skaermen.

VIGTIGT: Det er normalt at here en forskel i lyden, nér du _ _
andrer iltstremindstillingen. llitstremhastigheden skal ordineres af

) i . _ din leege; det er en "dosis" ilt. En for
Din koncentrator SKAL IKKE indstilles til de

. o : ) ) hgj eller for lav iltstramhastighed kan
iltstramindstillinger, der ikke er ordineret af din laege. i sidste ende forérsage skade.
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74.4 Brug af din koncentrator

4.1 Nasekateteret skal placeres under din neese med
de sma slanger rettet ind i din naese, og slangen
skal leegges teet omkring dine grer i henhold til
kateterproducentens vejledning.

4.2 Vejrtreekningen skal vaere gennem naesen. b
4.3 Et grant lys vil blinke hver gang, der detekteres et )
andedrag.
™

4.4 Det er vigtigt at sikre sig, at naesekateteret er korrekt
justeret i dit ansigt, og du treekker vejret gennem
nasen.

4.5 Din koncentrator vil registrere begyndelsen af
indanding og afgivelse af et iltudbrud pa et preecist
tidspunkt, nar du inhalerer. Enheden vil registrere
hvert andedrag og fortseette med at levere ilt pa denne
made.

Til vedligeholdelse af kateteret
skal kateterproducentens
vejledning henvises eller rad fra
din sundhedspersonale falges.

4.6 Nar din vejrtraekningshastighed andres, vil den
registrere disse @ndringer og levere ilt efter dine
behov.

Din koncentrator SKAL IKKE bruges, hvis:

* Du faler dig syg eller utilpas.
* Koncentratoren signalerer ikke en iltpuls. -

Inogen Rove 6

* Du erikke i stand til at hare og/eller fale iltpulsen. [1:45 06 0 @

* Du kan ikke hare lydalarmerne. = D‘,)) Q

SKAL IKKE: -

* Tillades rygning eller aben ild inden for 6,56 ft /2 m fra din
koncentrator.
* Ryges aktivt, mens du bruger koncentratoren.

o Hvis du ryger, er det vigtigt altid at slukke din
koncentrator, fijerne kateteret og forlade det rum, hvor
enten kateteret eller koncentratoren er placeret. Hvis
det ikke er muligt at forlade lokalet, skal der ventes i 10
minutter efter, at iltstrammen er stoppet.

» Nasekateteret skal ikke efterlades pa sengetaepper eller
stolepuder.

VIGTIGT: Hvis du inhalerer meget hurtigt mellem
vejrtraekninger, kan enheden ignorere et af
vejrtraekningerne, hvilket giver et indtryk af et mistet
vejrtraekning. Dette er normalt, da enheden registrerer
og overvager andringerne i dit vejrtraekningsmeanster.
Enheden vil normalt registrere det naeste andedrag og
levere ilti overensstemmelse hermed.
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Trin Vejledning

745 Valgfrit: Tilbehar kan bruges til at gere din koncentrator
beerbar

Sadan bruges baretasken (CA-500) hvis det anskes:
5.1 Et batteri skal tilsluttes.

5.2 Enheden skal indsattes i beeretasken gennem den
nederste lynlasabning med kateterspidsen opad pa
hgjre forside.

5.3 Bundklappen skal lynes op

VIGTIGT: Det er vigtigt at sikre, at begge
indsugningsabninger er synlige gennem de abne
mesh-paneler pa siderne af baeretasken, og at
udstadningsabningen er synlig fra det abne mesh-panel pa
forsiden af tasken.

5.4 Genstande sasom ekstra katetre eller ID-kort skal
opbevares i lynlasen under den forreste flap pa
baretasken.

VIGTIGT: Denne taske kan fastgores til et bagage- eller
vognhandtag.

Det er muligt at kabe og bruge rygseekken (CA-550).

5.5 Enheden skal indseettes i disse poser, sa partikelfiltrene
ikke blokeres, og stramtilfarslen er tilgaengelig.

Rygsakken folger ikke med systemet, men kan kabes
serskilt.

74.6 Sadan din koncentrator slukkes

6.1 Enheden skal slukkes ved at trykke pa og holde teend-/
slukknappen nede. " iognnens

a
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7.5 OPBEVARING AF DIN KONCENTRATOR

75.1 Opbevaring af din koncentrator
1.1 Batteriet skal fiernes fra koncentratoren.
1.2 Koncentratoren, batteriet og stramtilbeharet skal opbevares pa et kaligt, tort sted.
1.3 Dit batteri skal opbevares med en opladning pa 40-50%.

SKAL IKKE opbevares i temperaturer under 41°F (5°C) eller hgjere end 95°F (35°C) i leengere
perioder.

Der SKAL IKKE placeres genstande oven pa koncentratoren eller emballeret koncentrator.

7.6 REAKTION PA ADVARSLER

ADVARSEL:
Hvis du ikke er i stand til at hare eller se alarmer, ikke har normal taktil falsomhed eller ikke kan kommunikere
ubehag, skal din kliniker kontaktes, for du bruger denne enhed.

Ved at trykke pa klokkeknappen teendes og slukkes enhedens lydalarmen for andedraetsdetektion. Nar lydalarmen
for andedraetsdetektion er TANDT (fordi koncentratoren ikke har registreret et andedreet i 60 sekunder, se afsnit
8: alarmer for andedraetsdetektion med advarselsforhold), vil koncentratoren udsende tre bip, gentaget hver 25.
sekunder og vil have et blinkende gult lys. Nar denne alarm udlgses, begynder koncentratoren at levere iltpulser
med en hastighed pa 20 bolus pr. minut. Nar lydalarmen for andedraetsdetektion er SLUKKET, vil koncentratoren
reagere pa samme made, nar der ikke detekteres noget andedreet i 60 sekunder, MEN de gentagne 3 bip vil

ikke blive udsendt. Uanset om tilstanden for andedraetsdetektion er teendt eller slukket, pavirker den ikke
alarmfunktionaliteten for andre enhedsalarmer eller advarsler.

Vigtigt: Alarmsystemet testes under opstartssekvensen. Du bgr se, at alle alarmlys teendes kortvarigt, og
lydalarmindikatoren bipper. Hvis alarmer misteenkes for at fungere forkert, skal din distributer kontaktes for at
verificere, at alarmer fungerer korrekt.

7.7 REJSE MED DIN KONCENTRATOR
Den faderale luftfartsadministration (FAA) i USA tillader denne enhed om bord pa de fleste amerikanske fly.

VIGTIGT: Det er patientens ansvar at tjiekke med det specifikke luftfartsselskab, nar de rejser indenrigs og
internationalt.

Nar du rejser med enheden, er det vigtigt at serge for at medbringe vekselstramforsyningen og den eksterne
batterioplader (hvis du har en) med dig. Det er tilradeligt at bruge ekstern strom (dvs. tilsluttet en vaeg), nar den er
tilgeengelig for at holde batteriet fuldt opladet.

Det er vigtigt at medbringe nok opladede batterier til at forsyne din koncentratoren med strem i mindst 150 % af

den forventede flyvetid, tid pa jorden inden og efter flyvningen, sikkerhedscheck, forbindelsesfly og en konservativ
estimering af uventede forsinkelser. Det skal hbemaerkes, at i henhold til FAA-reglerne i USA skal alle ekstra batterier
pakkes individuelt og beskyttes for at forhindre kortslutning og kun medbringes i handbagage ombord pa fly.

Vekselstramforsyningen kan ikke bruges til at oplade enhedens batteri, nar du er ombord pa fly. Hvis du rejser med
bus, tog eller feerge, skal din transportgr kontaktes for at finde ud af om mulighed for stremtilslutning.
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8. ALARMINDIKATORER OG ORDLISTE FOR ENHEDSIKONER

8.1 OVERSIGTOPLYSNINGER

Enheden bruger ikoner og alarmer til at kommunikere status. Denne ordliste beskriver alle ikoner og alarmer for
korrekt at fortolke enhedens status.

f ) Inogen Rove 6 ~
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ﬁ Inogen Rove 6 _‘6_
1:45 ‘ o

86% D -—

A

N

\.

1 Batteristatusikon #1: viser cirka hvor megettid |2 Batteristatusikon #2: viser %, som batteriet er
der er tilbage pa den aktuelle batteriopladning opladet
ved den aktuelle iltstreamsindstilling

3 Oplysningsikon for batteri og stremforsyning: | 4 litstremsindstilling: viser, hvilken
kommunikerer om et batteri er isat eller ], iltstramsindstilling enheden er pa, fra 1til 6

batteriets opladningsniveau, om enheden er
tilsluttet en stramforsyning, og om batteriet
oplades eller ej. Se stramforsyningssektionen
for en liste over ikoner.

5 Alarmikon for andedraetsdetektion: 6 Lydstyrkeikon: kommunikerer
kommunikerer, om lydalarmen er TANDT eller alarmlydstyrkeniveauer
SLUKKET
7 Informationsikoner eller alarmikoner: informationssignaler eller visuelle alarmer. Dette kan vises som et

enkelt ikon eller flere ikoner og kan vaere ledsaget af lydalarmer.

©2022 Inogen, Inc. Alle rettigheder forbeholdes. Side 76 af 304 96-12100-03-01-A



8.2 IKONER FORTILSTAND

Lydalarmen for andedraetsdetektioner er
TANDT.

X

Lydalarmen for andedreetsdetektioner er
SLUKKET . Dette er standardindstillingen.

Klokkeniveau 1

©

Klokkeniveau 3

Klokkeniveau 2

0

Klokkeniveau 4

8.3 BLUETOOTH-IKONER (FOR MODELLER M

ED BLUETOOTH)

Bluetooth slukket.

X

3

Bluetooth teendt.

Parring med Inogen Connect-applikation.

[0?

X

Koncentrator ikke parret med mobilenhed.

8.4 INFORMATIVE IKONER

De folgende viste ikoner falges ikke af lydsignal eller nogen visuel @&ndring i indikatorlysene.

Skzermikoner Beskrivelse og handling (hvis nedvendigt)

litstromindstilling

"X" repraesenterer den valgte iltstramsindstilling (f.eks. indstilling 2).

Vent venligst-indikator

Dette symbol vises, mens koncentratoren starter op. Efter en kort opstartssekvens starter en
opvarmningsperiode pa op til 2 minutter. Under denne periode vil iltkoncentrationen bygges op,
men har muligvis ikke naet det specificerede niveau.

HH:MM
timer:minutter (f.eks. 1:45).

Den resterende tid pa batteriopladning

"HH:MM" (TT:MM) repraesenterer den omtrentlige resterende tid pa batteriopladningen i

Batteriopladning og opladningsstatus

Dette symbol viser, at batteriet er installeret og oplades. For en komplet liste over
batteriopladningssymboler, se "opladning af batteriet med koncentratoren” (afsnit 3.6.4).

Status for batteriniveau

Dette symbol viser batteriniveauet (cirka 50 % i dette eksempel). Der henvises til "kontrol af
batteristatus, nar den er installeret pa enheden" (afsnit 3.6.2).

Batteri % opladet

XX %

Dette symbol vises, nar koncentratoren er tilsluttet og bruges til at oplade et batteri (bruges ikke
til iltproduktion). Det er normalt, at et fuldt opladet batteri afleeses mellem 95 % og 100 %, nar den
eksterne stram frakobles. Denne funktion maksimerer batteriets levetid.
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Skaermikoner Beskrivelse og handling (hvis ngdvendigt)

Nulstilling af sigte (sgjler)

7]
Rs

Dette symbol vises, nar der er behov for vedligeholdelse af sgjler, og nér erstatningssgjlerne er
blevet installeret.

Nulstilling af sigte udfert

Dette symbol vises, nar sigtesgjlerne er blevet nulstillet.

Datalogoverfarsel i gang eller opdatering i gang (kun app)

Dette ikon vises under alle datalogoverfersler og softwareopdateringer startet gennem Inogen
Connect-appen.

Datalogoverfarsel gennemfort (kun app)

A [e &

Dette ikon vises efter at alle datalogoverforsler og softwareopdateringer er gennemfart gennem
Inogen Connect-appen.

De folgende viste ikoner ledsages af et enkelt, kortvarigt bip.

I Vent venligst, lukker ned
< > 7|€ Teend-/slukknappen er blevet trykket ned i 2 sekunder. Koncentratoren udfarer systemnedlukning.

HHEMM Livsur (TT:MM), softwareversion og serienummervisning (Vx.x:SN)
VX.).(:SN Dette vises, nar knappen til lydalarmen for andedraetsdetektion (klokkeknappen) er blevet trykket

ned i fem sekunder, mens koncentratoren bruges.

8.5. ADVARSLER

Enheden overvager forskellige parametre under drift og bruger et intelligent alarmsystem til at indikere en
funktionsfejl i koncentratoren. Der anvendes matematiske algoritmer og tidsforsinkelser for at reducere
sandsynligheden for falske alarmer mens det ogsa sikres, at der sendes advarsler om alarmtilstand pa korrekt vis.
Hvis der detekteres flere alarmforhold, skal alarmen med hgjeste prioritet vises. Det skal bemarkes, at manglende
reaktion pa arsagen til en alarmtilstand potentielt kun vil resultere i ubehag eller reversibel mindre skade (f.eks.
reduceret ilttilfarsel eller en forbreending). | tilfeelde af en advarsel er det vigtigt at sage at lase problemet og/eller
skifte til en backup-iltkilde.

ADVARSEL!
Risiko for beskadigelse eller skade

* Lydalarmer skal advare brugeren om problemer. For at sikre, at lydalarmer kan hgres, skal den maksimale
afstand, som brugeren kan bevage sig veek fra, bestemmes ud fra det omgivende stgjniveau. Det
er vigtigt at sikre, at enheden er pa et sted, hvor alarmerne kan hares eller ses, hvis de opstar.

Det falgende afsnit giver en liste og beskrivelse af alle mulige alarmtilstande. Alarmsystemet er beregnet til at
advare en operatgr, mens enheden beeres i en skuldertaske, eller den er placeret inden for reekkevidde af et
acceptabelt naesekateter.

Enheden udfarer et automatisk tjek af alarmsystemet ved opstart ved at lyse alle LED'er og kortvarigt aktivere
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lydadvarselssignalet. Hvis stramstikket fjernes, nar et batteri er tilsluttet, vil alarmerne fungere som normalt. Hvis
der ikke er noget batteri, eller enheden ikke er tilsluttet vekselstrgm eller jeevnstregm, vil alarmerne ikke aktiveres,
fordi der ikke er stram. Nar batteriet er tilsluttet, vil et stramtab, der varer mindre end 30 sekunder, ikke have nogen
effekt pa alarmsystemet.

VIGTIGT: Hvis der detekteres flere alarmforhold, skal alarmen med hgjeste prioritet vises.

VIGTIGT: Undladelse af at reagere pa arsagen til alarmer med lav, mellem og hgj prioritet, vil potentielt kun resultere
i ubehag eller reversibel mindre skade og udvikle sig inden for et tidsrum, der er tilstraekkeligt til at skifte til en
backup-iltkilde.

8.5.1 ALARMLOG

Enheden vedligeholder en patienttilgaengelig alarmlog, der gar det muligt at fa adgang til den sidste alarm og se den
pa LCD'et (bortset fra alarmer for andedraetsdetektion, kontrol af kateter, lavt batteri / stikket skal tilsluttes og tomt
batteri / stikket skal tilsluttes). Alarmloggen bevares i hukommelsen, efter at enheden oplever et totalt stramtab. For
at fa adgang til alarmloggen er det ngdvendigt at sikre, at koncentratoren er tilsluttet og slukket. Derefter skal plus
(+) knappen holdes nede i 5 sekunder. Alternativt kan alarmloggen findes pa fanen Avanceret i Inogen Connect-
appen under fejlgenkaldelse.

Nar en ny alarm er aktiveret, overskriver den nye alarm den tidligere alarm. Alarmloggen gemmes i hukommelsen,
efter at enheden er slukket. Den tid, der er gaet siden fejlen opstod, vises sammen med den sidste alarm i
alarmloggen. Enheden vedligeholder ogsa en service- og reparationsalarmlog, som ikke er tilgaengelig for
patienten.

8.5.2 INFORMATIONSSIGNALER (NIVEAU 1)
Felgende advarselsikoner ledsages af et enkelt, kortvarigt bip.

Skaermikon Beskrivelse Hvad skal der geres
Stremforsyningssvigt eller tab af Stremforsyningen skal tilsluttes for
e e T — ekstern strom at fortseette med at oplade batteriet.
Batteriet er holdt op med at oplade,
@ —— og enheden er skiftet til batteri-
strom. Til sidst vil batteriet veere
tomt.
P e Varmt batteri Batteriet skal fjernes og skal afkeles

Batteriet skal fiernes til afkaling. for genbrug.

O =
;

Batterifejl Der skal kontrolleres tilslutningen til dit

Inogen Rove 6 batteri og sarges for, at det er korrekt

D fastgjort og last til koncentratoren.
Hvis batterifejlen fortseetter med det

% samme batteri, er det ngdvendigt at
stoppe med at bruge batteriet og skifte
til et nyt batteri eller fjerne batteriet og
bruge koncentratoren ved hjaelp af en
ekstern stramforsyning.

Batteriet skal kontrolleres.
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8.5.3 ALARM MED LAV PRIORITET (NIVEAU 2)
Felgende lavprioritetsalarmer ledsages af et bip og et konstant gult lys.

Skaermikon Beskrivelse Hvad skal der geres
Sejleudskiftning Din udstyrsleverander skal kontaktes
Inogen Rove 6 . L . 2 ; ;
Sojleudskiftning er pakraevet for. at fa service og/eller bestille nye
@I:I) inden for 30 dage. sgjler fra producenten.
Forlenget opstart Det er ngdvendigt at vente et par
Inogen Rove 6 i i i i
lltkoncentrationen er <87 % minutter for at se, om |Itk9ncentrat'|onen
O to minutter efter enhedens f_orbedres (alarmen forsvinder). Hvis
Y opstartssekvens, og der tllstanden' fort;aetter,.lyder en sekundeer
S er registreret mindst 10 alarm. Vejled_nlngen til den alarm skal
71\ falges eller din udstyrsleverandar

vejrtreekninger inden for det

sidste minut. kontaktes. Hvis alarmen opstar hyppigt

ved opstart, kan dette indikere, at
vedligeholdelse (sgjleudskiftning) snart
vil veere pakraevet.

8.5.4 ALARM MED LAV PRIORITET (NIVEAU 3)
De fglgende lavprioritetsalarmer ledsages af to bip og et konstant gult lys.

Skaermikon Beskrivelse Hvad skal der gores

Lavt batteri, stikket skal tilsluttes | En ekstern stramforsyning skal
tilsluttes, enheden skal slukkes og et
helt opladet batteri indszettes..

Inogen Rove 6 o
Batteriniveauet er lavt, med

D mindre end 10 minutter tilbage.

lit lavt Hvis problemet fortsatter, skal din

Inogen Rove 6 leverandar kontaktes.

Koncentratoren har produceret
02 oxygen pa et lidt lavt niveau
(<82%) i en periode pa 10

‘ minutter.

Service snart Din udstyrsleverander skal kontaktes

Inogen Rove 6 for service.

Koncentratoren kreever
\K service sa hurtigt som muligt.
X4 .
Koncentratoren fungerer ifglge
specifikationerne og kan fortsat
bruges.
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Skaermikon Beskrivelse Hvad skal der gores

Advarsel for VARMT batteri Om muligt skal koncentratoren flyttes
til et kaligere sted eller forsynes med

Inogen Rove 6 ]
Batterltemperatu ren neermer

D sig temperaturgraensen, mens en ekstern stramforsyning, og batteriet
koncentratoren karer pé skal fjernes. Hvis problemet fortsaetter,
1 batteristram skal din leverandar kontaktes.

Advarsel for VARMT system Om muligt skal koncentratoren flyttes til

et kaligere sted. Det er vigtigt at sikre,

at luftindtag og -udlgbsventiler har fri

adgang, og at partikelfiltrene er rene.

t Hvis problemet fortsaetter, skal din
leverandar kontaktes.

Inogen Rove 6
Koncentratortem peraturen

@ naermer sig temperaturgrensen.

8.5.5 ALARMER MED MIDDEL PRIORITET (NIVEAU 4)
Felgende alarmer med middel prioritet ledsages af tre bip, gentaget hvert 25. sekund, og et blinkende gult lys.

Skaermikon Beskrivelse Hvad skal der gores
e ovel Intet andedraet detekteret: Det skal kontrolleres, at kateteret er
naesekateter skal kontrolleres tilsluttet koncentratoren, at der ikke
@ Koncentratoren har ikke detekteret | &' kneek i slangep, og at kateteret er
et andedraet inden for 60 sekunder. placeret korrekt i nzesen.

litfejl Hvis problemet fortsaetter, er

litkoncentrationen har vaeret under | 46t n@dvendigt at skifte til din
02 50 % i 10 minutter. backup-iltkilde og kontakte din
udstyrsleverander for at aftale

& service.

Inogen Rove 6

littilferselsfejl Hvis problemet fortseetter, er
det ngdvendigt at skifte til en

Inogen Rove 6

Der er registreret et andedrag,

02 ~ men der detekteres ikke korrekt backup-iltkilde og kontakte din
ilttilfarsel. udstyrsleverander for at aftale
& service.

Tomt batteri, stikket skal tilsluttes Der skal tilsluttes en ekstern

Inogen Rove 6 . .
stramforsyning eller udskiftes

Koncentratoren har utilstreekkelig o
D batteristram. Koncentratoren med et fuldt opladet batteri. Hvis

vil lukke ned og stoppe med at enheden er slukket, skal teend-/
y producere it slukknappen trykkes pa og holdes

nede for at teende igen.
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Beskrivelse
VARMT batteri

Batteriet har overskredet
temperaturgransen, mens
koncentratoren karer pa
batteristrom. Koncentratoren
)

Skaermikon

Inogen Rove 6

vil lukke ned og stoppe med at
producere ilt.

~——~
~——

VARMT system
Inogen Rove 6

‘« Koncentratorens temperatur er for
‘ hgj. Koncentratoren vil lukke ned og
stoppe med at producere ilt.

i

)

B

S

Inogen Rove 6 sensorfell

Der opstod en fejl i koncentratorens
iltsensor.

> )

KOLDT system
Inogen Rove 6

( Systemet er koldt (<2°C).
| Koncentratoren vil lukke ned og
| stoppe med at producere ilt.

AN

Systemfejl

Inogen Rove 6

=
A

Koncentratoren er holdt op med at
producere ilt og lukker ned.

9. PROBLEMLOSNING

Problem

Alle problemer, der er ledsaget af
information pa koncentratorens
skaerm, indikatorlys og/eller
lydsignaler

Mulig arsag
Der henvises til enhedsikon og
alarmordliste
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Hvad skal der gores

Om muligt skal koncentratoren
flyttes til et kaligere sted, hvorefter
strammen skal slukkes og teendes
igen. Det er vigtigt at sikre, at
luftindtag og -udlgbsventiler har
fri adgang, og at partikelfiltrene er
rene. Hvis problemet fortsaetter, er
det ngdvendigt at skifte til ekstern
stram eller en backup-iltkilde og
kontakte din udstyrsleverander.
Det er vigtigt at sikre, at luftindtag
og -udlgbsventiler har fri adgang,
og at partikelfiltrene er rene.

Hvis problemet fortsaetter, er

det ngdvendigt at skifte til en
backup-iltkilde og kontakte din
udstyrsleverandar.

Du kan fortsat bruge koncentratoren.
Hvis problemet fortsatter, skal din
udstyrsleverandar kontaktes.

Det er ngdvendigt at flytte til et
varmere miljg for at lade enheden
varme op, far den startes.

Hvis problemet fortsaetter, er

det ngdvendigt at skifte til en
backup-iltkilde og kontakte din
udstyrsleverandar.

Det er ngdvendigt at skifte til en
backup-iltkilde og kontakte din
udstyrsleverandagr.

Anbefalet lgsning

Der henvises til enhedsikon og
alarmordliste
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Problem Mulig arsag Anbefalet lgsning
Koncentratoren taender ikke, nar der | Batteriet er afladet, eller der er intet | Der skal bruges ekstern

trykkes pa teend-/slukknappen batteri stramforsyning eller udskiftes
batteriet med et, der er fuldt opladet
Vekselstramsforsyningen er ikke Der skal kontrolleres tilslutningen til
korrekt tilsluttet stramforsyningen og verificeres, at

det granne lys lyser konstant
Jeevnstramskablet er ikke tilsluttet | Der skal kontrolleres tilslutning
korrekt af jevnstremkabel ved udstyret

og ved cigaretteender eller ekstra

jevnstramskilde

Fejlfunktion Din udstyrsleverandar skal
kontaktes
Ingen ilt Koncentratoren er ikke taendt Teend-/slukknappen skal trykkes pa
for at teende koncentratoren
Kateteret er ikke tilsluttet korrekt, Der skal kontrolleres kateteret og
eller slangen er bgjet eller blokeret | dets tilslutning til koncentratorens
dyse
Forbinder ikke til Bluetooth Andre enheder kan forarsage Koncentratoren skal flyttes vaek fra
interferens, eller enhederne er for andre elektroniske enheder og/eller
langt fra hinanden. teet pa din mobilenhed.

10. RENGORING, PLEJE OG VEDLIGEHOLDELSE

Operatoren bar udfare regelmassig visuel inspektion af enheden. ISO 80601-2-67 klausul 201.79.2.12

ADVARSEL!
Risiko for dad, beskadigelse eller skade

* Der SKAL IKKE udfares service eller vedligeholdelse, mens udstyret er i brug.

* Der SKAL IKKE adskilles enheden eller noget af tilbeharet eller forsages vedligeholdelse ud over de opgaver,
der er beskrevet i denne brugermanual; adskillelse medfarer fare for elektrisk stad og vil ugyldiggare din
garanti. Den manipulationssikrede etiket skal ikke fjernes. For andet end det, der er beskrevet i denne manual,
skal din udstyrsleverandar kontaktes for at fa service af autoriseret personale.

* Der SKAL IKKE bruges andre sgjler end de, der er specificeret i denne bruger. Brugen af ikke-specificerede
sgjler kan forarsage en sikkerhedsrisiko og/eller forringe udstyrets funktionsydelse og ugyldiggere din
garanti.

 Kun reservedele anbefalet af producenten skal anvendes for at sikre korrekt funktion og for at undga risiko for
brand og forbraendinger.

* Regelmaessig visuel inspektion af enheden er pakraevet for at sikre, at der ikke er synlige skader pa de udsatte
komponenter. En typisk visuel inspektion omfatter:

* Batteristik — disse skal ikke bgjes eller deformeres.

 Kateterspids — denne skal vare lige og helt anbragt mod boksen.

* Boksen — det skal sidde helt og sikkert uden revner eller andre synlige skader.

e Kursuspartikelfiltre — disse skal veaere pa plads og fri for snavs, stav eller andre forhindringer.

* Fint partikelfilter — dette skal veaere sikkert og pa plads.
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Reservedele kan kabes hos producenten pa www.inogen.com eller ved at ringe til 1-877-466-4364.

10.1 UDSKIFTNING AF KATETER

Dit neesekateter bar udskiftes regelmaessigt i henhold til producentens brugervejledning. Der skal kontaktes din
lege og/eller udstyrsleverander og/eller ses kateterproducentens brugervejledning for udskiftningsoplysninger.

10.2 RENGORING AF YDERSIDEN

FARE!

Risiko for beskadigelse eller skade

Vaske vil beskadige de interne komponenter i koncentratoren og dens udstyr. For at undga skader eller skader
fra elektrisk stgd:

» Koncentratoren skal slukkes, og stramkablet skal tages ud fgr renggring.

e Der SKAL IKKE lades noget rengaringsmiddel dryppe inde i luftindtags- og udgangsabningerne.
 Der SKAL IKKE sprgijtes eller pafares renggringsmiddel direkte pa ydersiden.

* Der SKAL IKKE skylles ned i produktet.

 Enheden eller tilbehgret SKAL IKKE nedsankes i vaeske

ADVARSEL!

Risiko for dad, beskadigelse eller skade

Skarpe kemiske midler kan beskadige koncentratoren og filtrene

e Det SKAL IKKE renggres med alkohol og alkoholbaserede produkter (isopropylalkohol), koncentrerede
klorbaserede produkter (ethylenchlorid) og petroleumshaserede produkter eller andre skrappe kemiske
midler.
Kun mildt flydende opvaskemiddel skal bruges.

Rengar regelmassigt ydersiden som falger:
1. Det er vigtigt at sikre sig, at koncentratoren er slukket og fjernet fra baeretasken.
2. Ydersiden skal rengares med en klud fugtet med et mildt flydende opvaskemiddel og vand.

3. Det er ngdvendigt at lade koncentratoren lufttarre, eller bruge et tart handkleede, far koncentratoren leegges
tilbage i baeretasken eller rygsaekken, og for brug.

VIGTIGT: Enheden bar fa en ekstern rengaring ugentligt; tilbeher skal rengares efter behov. Enhedens ydre skal
rengares og udgangsfilter udskiftes far levering til en ny patient.

10.3 RENGORING OG UDSKIFTNING AF FILTRET (RP-501)
Partikelfiltrene skal renggres ugentligt for at sikre let luftstram.
For at rengare:

1. Partikelfiltrene skal fjernes fra udstyrets begge indsugningsender.

2. Partikelfiltrene skal renggres med et mildt flydende rengaringsmiddel og vand, skylles i vand og tarres helt far
genbrug.

Hvis du vil kebe yderligere partikelfiltre, din udstyrsleverandar eller Inogen skal kontaktes.
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10.4 UDSKIFTNING AF KATETERSPIDS OG UDGANGSFILTER (RP-506)

Kateteretspidsen forbinder gasvejen til kateteret, mens udgangstfilteret er designet til at beskytte brugeren mod

at treekke vejret i sma partikler, nar man bruger enheden. Udgangsfilteret er placeret bag kateterspidsen og ber
udskiftes mellem patienter eller ved udskiftning af kateterspidsen. For at udskifte kateterspidsen og udgangsfilteret
skal disse trin folges:

Trin Vejledning

1 1.1 Spannerskruenggleveerktej skal drejes mod uret for
at skrue kateterspidsen.

2 2.1 Kateterspidsen skal fjernes. d
-

3 3.1 Der skal kontrolleres, at der ikke er snavs tilbage

inde. ‘

3.2 Det nye integrerede kateterspids og outputfilter
skal indseettes.

4 4.1 Spannerskruengglevarktgj skal drejes med uret,
indtil kateterspidsen er fastgjort. Det er vigtigt ikke
at overstramme.
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10.5 UDSKIFTNING AF SIKRING TIL JAVNSTRIMSKABEL (RP-125)

Cigaretteenderens jeevnstramskabel indeholder en sikring. Hvis jeevnstrgmskablet bruges med en kendt, god

stremkilde, og enheden ikke modtager stram, skal sikringen muligvis udskiftes.

ADVARSEL KVZALNINGSFARE: sma dele, der blotleegges ved udskiftning af sikringen, skal holdes vaek fra sma
barn og kaledyr.
* KRITISK SIKRINGSST@RRELSE: forkert starrelse ved sikringsudskiftning kan resultere i brand eller

* Der skal ikke hanges nogen form for tilbehgar eller tilbehgrsbeslag fra stikket.

utilstreekkelig udstyrsbeskyttelse. Det erstattes kun med samme type og klassificering af sikring.

o ELEKTRISK ST@D: det er vigtigt at frakoble kablet fuldstaendigt, fer du forseger at skifte sikringen.

Sadan udskiftes sikringen:

Trin Vejledning

1

1.1 Spidsen fjernes ved at skrue holderen
af. Veerktgj skal anvendes, om
ngdvendigt.

2.1 Holderen, spids og sikring fjernes.

3.1 Fjederen bar forblive inde i
cigaretteenderadapteren.

3.2 Hvis fjederen fjernes, skal fiederen
udskiftes farst, for den nye sikring
indseaettes.

4.1 En udskiftningssikring skal installeres.
4.2 Spidsen skal genmonteres

4.3 Der skal sarges for, at holderens ring

sidder korrekt placeret og er strammet.
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10.6 SGJLEANDRING
Enheden er programmeret til at advare dig, hvornar sgjlerne skal udskiftes (se afsnittet 'Alarmer’). Selvom det
er ngdvendigt at kebe sgjler fra producenten eller din tjenesteudbyder, er sgjlerne designet til let at udskiftes af

patienten ved at folge disse trin:

1 1.1 Enheden skal slukkes ved at trykke pa ﬁ
7_7In:ge7n Rmresir _g
3 ' (+)
o T =
o

og holde teend-/slukknappen nede.

2 2.1 Ved brug skal enheden fjernes fra
beaeretasken.
3 3.1 Batteriet skal fjernes fra enheden.
’ ) o _— = P

-
| -
A

4 4.1 Enheden skal placeres pa sin side, sa

undersiden er synlig.

4.2 Sgjlerne er pa den ene side af
enheden.
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Trin Beskrivelse

5 5.1 Sgjlerne skal lases op ved at trykke pa
laseknappen vaek fra sgjlerne.

5.2 Nar du holder laseknappen aben,
skal sgjleenheden glides ud af
enheden ved at lofte og treekke pa
metaltraekhandtaget.

6 6.1 Sgjlerne skal fjernes helt fra
enheden ved at treekke udad pa
metaltreekhandtaget.

6.2 Begge sgjler flernes som et stykke.

7 7.1 For atinstallere nye sgjler skal farst de
fire (4) stavheetter fijernes fra de nye
sajler.

7.2 Der skal sarges for, at der ikke er noget
stov eller snavs, hvor stgvhaetterne var
placeret.

8 8.1 De nye sgjler skal indsaettes i
enheden umiddelbart efter fjernelse af
stovhetterne.

8.2 Sgjlerne skal skubbes, indtil lasen
afgiver et lydklik og vender tilbage til
den lukkede position.

8.3 Traekhandtag i metal skal skubbes og
foldes til bunden af sgjlerne.

Der SKAL IKKE: lades sgjleenderne udsat.

VIGTIGT: Det er nadvendigt, at du underretter enheden om, at du har udskiftet sgjlerne. Dette kan gares via selve

enheden eller gennem Inogen Connect-appen.
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Trin Beskrivelse

9

Nulstilling af sgjlerne gennem enheden

9.1 Enheden skal tilsluttes vekselstram,
men enheden SKAL IKKE teendes.

9.2 Plus (+) og (-) minus knappen skal
trykkes pa og holdes i 5 sekunder.
Skaermen viser informationsikonet
'nulstilling af sigte'.

9.3 Knapperne skal frigives, nar ikonet
'nulstilling af sigte' vises pa skarmen.

9.4 Klokkeknappen skal trykkes en gang.
Skeermen viser informationsikonet
‘nulstilling af sigte udfart’'.

9.5 Teend-/slukknappen trykkes pa og
holdes for at teende for enheden.

B o
D) Gl 89

_ . Inogen Rove 6 o
@ | @ g )

10

Nulstilling af sgjlerne gennem Inogen
Connect-appen

10.1 Inogen Connect-appen skal abnes pa
din mobilenhed eller tablet.

10.2 Der skal navigeres til skeermen
Avanceret.

10.3 Der skal klikkes pa Yderligere
information.

10.4 Der skal klikkes pa knappen Nulstilling
af sgjler.
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10.7 PLEJE OG VEDLIGEHOLDELSE AF BATTERI

Lithium-ion-batterier kraever sarlig pleje for at sikre korrekt funktionsydelse og lang levetid. Kun kompatible
batterier med din enhed skal bruges.

» Skal holdes tert: Vaesker skal altid holdes veek fra batterier. Hvis batterierne bliver vade, er det ngdvendigt
straks at afbryde brugen og bortskaffe batterierne pa korrekt vis.

» Temperaturens indflydelse pa batteriydelsen: Batteriet driver enheden under de fleste miljgforhold. For at
forleenge driftstid af dit batteri skal det undgas at kare det i temperaturer under 41°F (5°C) eller hgjere end 95°F
(35°C) i lengere perioder.

* Opbevaring af batteri: Batteriet skal fjernes fra enheden, nar det ikke er i brug for at undga utilsigtet afladning.
Batteriet skal opbevares pa et kaligt, tort sted. Det skal opbevares ladet pa mindst 40-50%. Batterier bar oplades
til fuld ladning og aflades ned til 0 % mindst én gang hver 90. dag for at opretholde maksimal levetid. Der skal
undgas at opbevare dit enhedsbatteri i ekstreme temperaturer, under -4°F (-20°C) eller over 140°F (60°C) i enhver
tid.

* Bortskaffelse af batteri: Din udbyder skal kontaktes for korrekt bortskaffelse af batteri. Lithium-ion-batterier,
som alle genopladelige batterier, er genanvendelige og bar aldrig forbraendes.

10.8 LEVETID

Udstyrets forventede levetid er 5 ar, bortset fra sibedene (plastiksgjler), der har en forventet levetid pa 1 ar, og
batterierne, der har en forventet levetid pa 500 fulde opladnings-/afladningscyklusser.

11. PARRING AF DIN ENHED MED CONNECT-APPEN

Inogen Connect-appen parrer din baerbare iltkoncentrator til din mobilenhed eller tablet ved hjalp af Bluetooth-
teknologi. Det er ikke tilgeengeligt i hvert land — din udstyrsudbyder skal kontaktes for mere information.

VIGTIGT: appen er ikke beregnet til at erstatte brugergreensefladepanelet, der er den primaere kilde til information,
som patienten skal henvise til, ndr man bruger enheden.

VIGTIGT: Tilslutning af Inogen Rove 6 en Bluetooth-forbindelse, der inkluderer andet udstyr, kan resultere i tidligere
uidentificerede risici for patienter, operatarer eller andre tredjeparter. Den ansvarlige organisation skal identificere,
analysere, evaluere og kontrollere disse risici. Efterfalgende @&ndringer i Bluetooth-forbindelsen kunne indfare nye
risici og kraeve yderligere analyse. Zndringer i Bluetooth-forbindelsen inkluderer:

e /&ndringer i Bluetooth-konfigurationen.

e Tilslutning af yderligere elementer til Bluetooth-forbindelsen.
* Frakobling af genstande fra Bluetooth-forbindelsen.

* Opdatering af udstyr tilsluttet Bluetooth-forbindelsen.

* Opgradering af udstyr tilsluttet Bluetooth-forbindelsen.
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11.1 PARRING AF DIN ENHED MED MOBILAPPLIKATIONEN

Trin Beskrivelse
1 Inogen Connect-appen skal downloades

1.1 Pa din smarttelefon eller tablet skal der
sages efter 'Inogen Connect' i App Store
(Apple) eller Google Play (Android).

2 Enheden skal szettes i standbytilstand

2.1 Vekselstramforsyningskablet skal
tilsluttes din baerbare iltkoncentrator D

2.2 Det skal tilsluttes en elektrisk
stikkontakt. <

2.3 Enheden SKAL IKKE tendes.

3 Det er vigtigt at sikre, at Bluetooth er teendt T
pa din mobilenhed eller tablet

3.1 Der skal navigeres til indstillinger
3.2 Der skal klikkes pa Bluetooth
3.3 Der skal t&ndes ved hjalp af skyderen

4 Sadan Bluetooth aktiveres pa din enhed

4.1 Det er vigtigt at sikre, at enheden ikke er
teendt.

4.2 Minusknappen skal trykkes pa, indtil
Bluetooth-ikonet vises pa skesrmen.

5 Sadan koncentratoren parres med din ) S |
mobilenhed eller tablet

5.1 Connect-appen skal dbnes pa din
mobilenhed.

5.2 Forbindelsen til Bluetooth skal
godkendes ved at klikke pa OK.
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5.3 Din unikke udbyderkode skal placeres

5.3.1 Hvis kabt fra Inogen:
udbyderkoden skal vare i
bekreeftelsesmailen eller fakturaen

5.3.2 Hvis kabt fra en
hjemmeplejeudbyder eller anden
tredjepart: udbyderkoden skal
veere i det papirarbejde, der er
leveret af dem.

5.4 Din udbyderkode skal indtastes manuelt
eller ved at scanne QR-koden.

Inogen Connect Code

or scan it from invoice  SCAN

alwelr|tlv|ulifolp
alsiolrlainfulk|L
+ z/xclv snm i@

. —
(T

Trin Beskrivelse

5.5 Der skal sgges efter din koncentrator og
serienummer ved at klikke pa knappen
'Seg efter koncentrator' nederst pa
skaermen.

5.6 Nar enheden er fundet, skal der klikkes
pa det tilsvarende serienummer.

Inodgen

Your concentrator must be
plugged in and must be
turned OFF

5.7 Vilkarene og betingelserne skal laeses.

5.8 Hvis du veelger at acceptere, skal der
klikkes pa Accepter i bunden af din
skaerm.

VIGTIGT: Hvis du ikke er enig i vilkarene og
betingelserne, vil du ikke vare i stand til at
fortsaette med at parre din koncentrator til
din mobilenhed.

INOGEN TERMS AND
CONDITIONS OF USE

‘We are pleased to offer y

5.9 Klokkeknappen skal trykkes pa og
holdes nede for at fuldfere parringen.
Dette kan tage et par minutter.

Appen SKAL IKKE lukkes under parring.

4
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Trin Beskrivelse

6 Parring fuldfert. Udstyret skal bruges
normalt. = s

6.1 Nar parringen er fuldfert, kan du teende
for din koncentrator og bruge den
normalt.

6.2 De oplysninger, der vises pa din Inogen
Connect-skeerm, vil variere afhangigt
af din baerbare iltkoncentrators aktuelle
tilstand.

For mere information, besgg www.inogen.
com/app.

11.2 CYBERSIKKERHED

Sikkerhed for medicinsk udstyr er et feelles ansvar mellem patienter, udbydere og producenter af medicinsk
udstyr. Manglende opretholdelse af cybersikkerhed kan resultere i kompromitteret enhedsfunktionalitet,
tab af datatilgaeengelighed eller integritet, eller eksponering af andre tilsluttede enheder eller netvaerk for
sikkerhedstrusler.

Ved brug af Inogen Connect-appen, er det vigtigt at sikre falgende:
At sgrge for at holde dit OS opdateret
* At sgrge for at holde din app opdateret
* At sgrge for at aktivere adgangskoder
e At slukke koncentratorens Bluetooth, nar den ikke er parret med Inogen Connect-appen

Inogen Connect-appen er kompatibel med falgende enheder: iPhone 6 og nyere; iPad Air, iPad Air 2,i0S 9 og nyere,
Samsung S5 og nyere; Nexus 5, Nexus 6, Nexus 9, Android 6 og nyere.

12. REPARATION OG BORTSKAFFELSE AF ENHEDEN

12.1 REPARATION

Der skal ikke forsgges at reparere enheden, medmindre andet er specificeret i denne brugermanual. Din lokale
iltleverandar eller -producent skal kontaktes for for assistance.

12.2 BORTSKAFFELSE

Dine lokale vedtagter for bortskaffelse og genbrug af enheden og tilbehgret skal falges. Hvis WEEE (affald

af elektrisk og elektronisk udstyr) regler er geeldende, skal udstyr og tilbehgr ikke bortskaffes sammen med
usorteret kommunalt affald. Inden for Europa skal en EU-godkendt repraesentant kontaktes for at fa vejledning om
bortskaffelse. Batteriet indeholder lithium-ion-celler og ber genbruges. Batteriet ma ikke forbraendes.
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13. ERKLARING OM BEGRANSET GARANTI

Enheten leveres med en 3-ars garanti (se kundefaktura). Produktet garanteres af Inogen for at veere fri for defekter i
materialer og udfarelse under normal brug og service, og nar det vedligeholdes korrekt i det tidsrum, der er angivet
i garantierkleeringen, der falger med produktet, hvor perioden begynder pa den oprindelige forsendelsesdato. Som
brugt heri betyder "den originale forsendelsesdato” den oprindelige dato for forsendelse af produktet fra Inogen til
kunden. Garantierne nedenfor gives af Inogen kun til den oprindelige kunde af produkterne og kan ikke overdrages.
Kundens originale kabskvittering for produkterne og bevis pa identitet er pakraevet, for at de begraensede garantier
nedenfor er effektive. For at den begreensede garanti, der er angivet heri, skal vare effektiv, skal kunden inspicere
hvert produkt inden for to (2) dage efter levering og far brug af et sddant produkt. Kunden accepterer, at de
garantier, der gives af Inogen med hensyn til produktet, er underlagt brugen af produktet i overensstemmelse med
Inogens anvisninger som angivet, og at undladelse af at gare dette vil annullere garantierne. Inogens eneste ansvar
og kundens eneste og eksklusive befgjelse, der udspringer af eller relaterer til produkterne, herunder for brud pa
garantien, er begrenset til, efter Inogens eget valg, reparation eller udskiftning af produktet eller en del heraf, som
returneres for kundens regning til Inogen. Denne garanti gaelder kun, hvis kunden underretter Inogen skriftligt om
det defekte produkt straks efter opdagelsen af defekten og inden for garantiperioden. Produkter skal kun returneres
af kunden og kun nar de er ledsaget af et RMA-referencenummer udstedt af Inogen. Inogen er ikke ansvarlig for
eventuelle pastaede brud pa garantien, som Inogen vurderer at vaere opstaet af en arsag, der ikke er daekket af
denne garanti. Inogen skal treeffe den endelige afgarelse med hensyn til eksistensen og/eller arsagen til enhver
pastaet defekt.

Sgjler, genopladelige batterier, baeretaske og stremtilbeher er kun deekket i en periode pa 1 ar.

For fuldstaendig garantierkleering, besgg venligst www.inogen.com/warranty

14. VAREMARKER OG ANSVARSFRASKRIVELSE

14.1 VAREMARKE
Alle varemarker tilhgrer deres respektive ejere.

14.2 ANSVARSFRASKRIVELSE

Oplysningerne i dette dokument er blevet ngje undersggt og menes at veaere palidelige. Desuden forbeholder
producenten sig retten til at foretage andringer af produkter heri for at forbedre leesharheden, funktion eller
design. Producenten patager sig intet ansvar som falge af anvendelsen eller brugen af produkter eller kredslgb
beskrevet heri; den daekker heller ikke nogen licens under dets patentrettigheder eller andres rettigheder.

14.3 DETTE DOKUMENT

Oplysningerne i dette dokument kan endres uden varsel. Dette dokument indeholder proprietaere oplysninger, der
er beskyttet af ophavsret. Ingen del af dette dokument kan gengives pa enhver made, helt eller delvist (undtagen
korte uddrag i anmeldelser og videnskabelige artikler), uden forudgaende skriftligt samtykke fra producenten. Det
er vigtigt at leese omhyggeligt og forsta alle manualer, der falger med produktet.

14.4 FOR HJALP

Hvis du har spargsmal om oplysningerne i denne manual eller om sikker brug af denne enhed, skal din lokale
iltleverandar eller -distributer kontaktes.
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15. TEKNISK BESKRIVELSE

15.1 SPECIFIKATIONER

Beerbar iltkoncentrator Inogen Rove 6 (model # 10-501)

Bade jeevnindgangskablet savel som batteripakken skal fjernes fra enheden.

Netisolering

Dimensioner med standard batteri

7,2x3,3x8,2tommer(18,3x8,3x20,5cm)

Dimensioner med udvidet batteri

7,2x3,3x9tommer (18,3 x 8,3x 22,9 cm)

Vaegt med standard batteri

4.8 pund (2,2 kg)

Vagt med udvidet batteri

5,8 pund (2,6 kg)

Nominelt lydniveau

39 dBA typisk ved indstilling 2 (MDS-Hi)

Maksimal systemlydeffekt pa 62 dBA

Maksimalt systemlydtryk pa 54 dBA

Typisk laveste alarmlydtryk pa 62,3 dBA (malt i baeretasken)
Typisk hgjeste alarmlydtryk pa 67,5 dBA (malt i baeretasken)
(Lydtryk malt ved 1 meter pr. ISO 3744)

Opvarmningstid

2 minutter

Iltkoncentration®

90 % + 6 % og - 3 % ved alle indstillinger

Inspiratorisk udlgsertrykfalsomhed

<0,12 cm H20

Indstillinger for iltstramkontrol

Indstilling af pulsdosis 1,2,3,4,5,6

Maksimalt udgangstryk

<22 PSI
18,7 PS1 (129 kPa) + 10 %

Vekselstram

100 til 240 VAC, 50 til 60 Hz
Autosensing 2,0 - 1,0A

Jeaevnstrgm 13,5-15,0 VDC, 100W
Maks spaending: 12,0 til 16,8 VDC (+ 0.5)
Batteritype Lithium ion

Genopladeligt batteri:

12,0 il 16,8 VDC (+ 0,5V)

Genopladningstid af batteri

Standard (BA-500 og BA-508): op til 3 timer
Udvidet (BA-516): op til 4 timer

Driftstemperatur** 41 il 104°F (5 til 40°C)
Driftsfugtighed 15 % til 90 %, ikke-kondenseret
Driftsatmosfeeretryk 70 kPA til 106 kPA

Driftshgjde** 0 til 10.000 fod (O til 3.048 meter)

Forsendelses- og opbevaringstemperatur

-13 il 158°F (-25 til 70°C)

Forsendelses- og opbevaringsfugtighed

Op til 90 %, ikke-kondenseret

Skal opbevares i et tart milja.

Maleusikkerheder:

Pulsvolumener: + 15 % af nominel volumen

Tryk: = 0,03 psig (generelt) / + 0,05 cm H20 (inspiratorisk udlgserfalsomhed)
litkoncentration: + 3 % (der ikke tages hgjde for temperatur, barometertryk og tid

fra kalibrering af maleenheden)

*Baseret pa atmosfeerisk tryk pa 101,3 kPa (14,69 psi) ved 20° C (68° F) og tart (STPD). **Brug uden for disse
driftsspecifikationer kan begranse koncentratorens evne til at opfylde specifikationen for iltkoncentration ved

hgjere literstramindstillinger.

©2022 Inogen, Inc. Alle rettigheder forbeholdes.

Side 95 af 304

96-12100-03-01-A




15.2 INDSTILLINGER FOR PULSVOLUMENSTROM*

Pulsvolumener Inogen Rove 6 pr. iltstramindstilling

(ml/andedreet + 15 % pr. ISO 80601-2-67)

VEJRTRAKNINGER 1 2 3 4 5 6
PR. MINUT

10 21.6 43.4 65.7 85.8 104.5 123.1
15 14.2 29.2 43.3 56.7 69.2 82.1
20 10.9 22.1 32.9 43.2 52.9 62.4
25 8.9 17.5 26.7 35.0 42.9 50.7
30 1.4 14.8 22.0 29.3 36.0 42.6
35 6.3 12.8 18.8 25.0 30.4 36.7
40 9.4 11.3 16.6 21.7 26.5 31.6
SAMLETVOLUMEN 210 420 630 840 1050 1260

PR. MINUT (ml/min)

15.3 OPLYSNINGER OM ELEKTROMAGNETISK KOMPATIBILITET (EMC)

ADVARSEL!

Risiko for dad, beskadigelse eller skade

* Brug af andet tilbehgr, transducere og kabler end de, der er specificeret eller leveret af producenten af dette
udstyr, kan resultere i gget elektromagnetisk emission eller nedsat elektromagnetisk immunitet af dette udstyr
og resultere i forkert drift.

* Der skal undgas eksponering for kendte kilder til EMI (elektromagnetisk interferens) sasom diatermi,
lithotripsi, elektrokauteri, RFID (radiofrekvensidentifikation) og elektromagnetiske sikkerhedssystemer sasom
antityveri/elektroniske artikelovervagningssystemer, metaldetektorer. Det skal bemaerkes, at tilstedevaerelsen
af RFID-enheder muligvis ikke er indlysende. Hvis der er mistanke om sadan interferens, skal udstyret
omplaceres, hvis det er muligt, for at maksimere afstande.

» Barbart RF-kommunikationsudstyr (inklusive ydre enheder sasom antennekabler og eksterne antenner)
bar ikke bruges taettere end 30 cm (12 tommer) fra nogen del af enheden, inklusive kabler specificeret af
producenten. Ellers kan det medfgre forringelse af dette udstyrs funktion.

* Enheden bor ikke bruges ved siden af eller stablet med andet udstyr. Hvis tilstadende eller stablet brug er
ngdvendig, skal enheden observeres for at verificere normal drift. Hvis driften ikke er normal, skal enheden
eller det andet udstyr flyttes.

Elektromedicinsk udstyr skal installeres og bruges i henhold til EMC-oplysningerne i denne manual.

Dette udstyr er blevet testet og fundet i overensstemmelse med EMC-graenserne, der er specificeret i IEC 60601-1-2. Disse
graenser er designet til at give en rimelig beskyttelse mod elektromagnetisk interferens i et typisk hjemmemilja.

Denne koncentrator indeholder sendermodul IC: 2417C-BX31A. Indeholder FCC ID: N7NBX31A. Denne enhed overholder del
15 a