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User Manual
The following document isthe UserManual for the BEYOND
ResPlus C-v.A CPAP (“C-v-A CPAP"” or “the device”)
manufactured by Hunan Beyond Medical Technology Co..
Ltd. (hereafter. called “BEYOND Medical”).

All the information contained in this document is the legal
property

of\BRYQ)D Medical and. unless specifically authorized in
and in writing by BEYOND Medical. the material contained in
this

defdbpent must not be reproduced in any means. Without a
authorization from BEYOND Medical. no institutions.

companies. or
iRflividyals have the right to produce. sell. duplicate. or

products contained herein. Doing so constitutes an

infringement of
tHhgissope of our patent protections and constitutes a violation
U.S. law.

BEYOND Medical reserves the rightto pursue legal remedies
againstallsuchviolations.
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v. Introduction

v.\Intended use

THEBEYOND ResPlus C-v-A CPAP is designed for delivery of positive airway
pressure to provide non-invasive ventilation for adult patients with respiratory
insufficiency or obstructive sleep apnea (OSA)in home or hospital environment.
Rxonly: Federal law restricts this device to sale by or on the order of alicensed
healthcare practitioner.

Please consultwith a licensed health care professional prior to using this device.
BEYOND Medical manufactures several accessories that are available to make your
OSAtreatmentwith this device as convenientand comfortable as possible. To
ensurethatyou receive the safe and effective therapy. only use accessories
manufactured by BEYOND Medical with this device.

v.yWarnings

Thesewarnings are meant to caution the user or operator of this device thatthereis a
substantial risk of injury if these warnings are not followed.

/A Theseinstructions are for reference only. They cannotreplace the expert
medical guidance from alicensed healthcare professional for the proper use of this
device.
/A Thisdeviceis notintended to be used to provide life support.
/i, The proper operation of this device may be influenced or disturbed if any of the
following conditions exist nearby:
- Electromagnetic fields exceeding vV/munder the EN1+ 1.1 -1 -y test
conditions.
-The operation of a high frequency device (diathermy).
- Electric shocks from a defibrillator or a short-wave therapeutic device.
-Radiation (such as. x-ray or CT.
- Electromagnetic field (such as. MRD).

Ay Useonly BEYOND Medical circuit accessories.
A, Donotwearthe maskforlonger than a few minutes while the device is notin
operation.
/A Keepthedevicedry. ensurethetubingisn’ttangled.
/b, Ifyounotice any damage to the device or experience any unusual performance
(such as. harsh sounds or unfamiliar odors). quickly disconnect the power supply.
empty the water tank. and stop using the device. Once the device is turned off.
contactyour BEYOND representative or local distributor.
Ek_qg C-v-ACPAP. like all CPAP devices. has a potential to allow users to
rebreathe their own exhaled air. To reduce the chance of this possibility occurring:.
please observe the following precautions:
- Only use BEYOND Medical circuit accessories.
- Do notwear the mask for longer than a few minutes while the device is not
in operation.
-Donotblock orsealthe vent holes in the exhalation port.
/i Thisdevice is notrecommended to be used in combination with oxygen therapy.
Sources of medical oxygen must be located more thany meter from this device to
avoid therisk of fire.
/A Donotoperatethis device in the presence of flammable anesthetic mixtures.
especially in combination with oxygen.



/i Do notoperate this device in the presence of nitrous oxide and oxygen.

/v, Keep away fromtoxic or hazardous steam.

/b, Donotusethis device ifthe room temperature is higher than v+°C(10°F). Ifthe
ambienttemperature of theroomis higher than v+°Cc1+°F). the air flow from the
device may rise to exceed ¢.°C(1+0°F). which may cause damage to the user’s
airway.

/A Donotusethisdeviceindirectsunlight or near heating equipment. Doing so
may increase the air temperature of the output to unsafe levels.

/v Toavoid electrical shock. disconnect the power cord before cleaning. Do not
immerse the device in fluid of any kind .

/v Contactyour healthcare provider if symptoms of sleep apnearecur.

Regularly check the power cable and accessories for any damage or wear.
Disconnect the power supply before checking the device.

A When using this device. make sure the mask is positioned above the height of

the host unit. Failure to do so may cause any condensed water in the tubing to flow
into the user’s nose. creating the risk of possible suffocation.
/v Stopusing this device if the humidifierisdamaged.
/i Donottouchthe heater plate after turning the device off. Let the heater plate
cool off before touching. The plate will remain hot for several minutes after the
power supply has been disconnected.
/v Donotaddwater hotterthan ro°C(10°F).
s Donotsplash any water into the device when refilling the water tank .
/v, Besurethatthedeviceisina place that cannotbe accessed or touched by
children. who could be entangled. injured. or strangled by the tube.
/v Appliance couplerisused asisolation means for the device. please do not
positionthe device so thatitis difficult to operate the coupler.
/i Do notattempt to modify this device withoutwritten authorization fromthe
manufacture.

Do not place the device next to any curtains or similar obstruction. Curtains can
block the airflow to the device. which may cause this device to overheat.
/i Donotblockthe air Intake Port. Doing so will interfere with the therapy .
/i The proper placement and positioning of the mask on the face is critical to the
consistent operation of this device.
/. Thelocal distributor of this device is available to provide technical support.
/i, Donotperform any maintenance on the device while user is receiving the
treatment.
A Allmaterials that come in contact with the human body have been tested for
biocompatibility and meet the requirements of biological compatibility
/v Approved adapters are specified as part of the device.
v.v Cautions

TheTollowing precautionary statements indicate conditions or actions that might
damage the device orinjurethe user. Please read this section carefully.

/i, Donotbeginwearing the mask until the device has started to run normally .

/i, Donotoperatethe deviceifthe ambienttemperatureis outside of the operating
temperature range (listed under Section \v). If the device has been exposed to
temperatures thatare above the operating temperature range. return the device to
room temperature before use.



/v Donotimmersethe deviceinliquid ofanykind. Do notlet any liquid enter into

the device orintothefilter near theairinlet.

/. The condensate water can damage this device. Make sure that the device returns
toroomtemperature before use.

/v Besurethatthefilteris seated properly in the device to ensure normal operation.
A Anytar from smoking cigarettes near the device will stop the device from
working properly.

A Ifanyliquid splashes onto the heater plate. disconnect the power supply and do
notuseituntilthe plateis completelydried.

/A Takeall possible preventive measures to avoid water damage to the device.

A, Onlyuse distilled water in the water tank.. Ifany other type of liquid is putin the
water tank. itmay damage the humidifier and /or device. possibly endangering the
health of the user.

/i Donotexceed the maximum water level mark onthe water tank.

A, Donotsplashthe water into the device when filling the water tank.

Do nottiltthe device. Keep the device level in order to avoid water flowing
backintothe device. If water does getinside the device. disconnect the power
immediately and stop usingit.

\. ¢ Contraindications

If theoser Tas severerespiratory failure without spontaneous breathing. do not use
the device. If any of the following conditions apply . consult the healthcare provider
before using the device.

/i, Absolute contraindications:

Pneumothorax or mediastinal emphysema: cerebrospinal fluid leak. traumatic brain
injury. or pneumocephalus: shock caused by a variety of conditions before treatment
active epistaxis« upper gastrointestinal bleeding before treatment: coma orimpaired
consciousness that makes using the mask during therapy impossible: or giantvocal
fold polyp. etc.

/b, Relative contraindications:
Severe coronary heart disease complicated with left ventricular failure. acute otitis
media. excessive respiratory secretions and weak cough . weak spontaneous
breathing. nasal or oral tracheal intubation and tracheotomy. severe nasal congestio
caused by avariety of conditions. lung bullae. and allergies to the breathing masks.
etc.
/v Thefollowing side effects may occur during treatment:

- Dryness of the mouth. nose and throat

-Abdominal bloating

- Ear or sinus discomfort

- Eyeirritation

-Skinirritation due to the use of a mask

- Chestdiscomfort

Ifyou have any symptoms of discomfort. please contactyour healthcare provider
immediately.



v. Model

. Workmg IVIaXPressure]
Model | Type Main components Mode (cmHYO)
Co.A | AU HostHumIdifierHy- CPAP ,
- CPAP | SpO¥KitSy-(optional) APAP
v. Package Contents
Ttem Articles Quantity Remark
3 Host 3 Standard
\ Humidifier y Standard
A Tubing y Standard
3 Mask Y Standard
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contactwith the external current. creating therisk of an electric shock. If the Dial
capfalls off. contact the local distributor to purchase a replacement.

A Incase ofthefailure of any of the buttons. contact the local distributor.

o. Device Symbols

These symbols are providedin the labeling papersto give users safety instructions.
please read through their definitions carefully before using.

Symbol

Definition

Warnings or Caution

=i

Type BF applied part

Serial number of the product

Date of manufacture

[sN]
]
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Follow instructions for use

The authorized EU-representative

Manufacturer’'sInformation
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;_’E HeatWarning

Caution: Federal law restricts this device to sale by of on
Rx Only the order of alicensed healthcare practitioner.

1. Device Operation

1.y FirstUse

171 Place the device on a steady flat table where the settings are easy to reach and th
information on the display can be clearly seen by the user.
/i Maintain atleast yinches between the device and the wall to ensure that the
airinletis notobstructed.
/When using the device. ensure that the surrounding air flows freely. Keep the
device away from any heating and cooling devices (air conditioning vents.
radiators. etc)
.YPlacetheairfilterinthe slotatthe Air Inlet port.
.vConnectone end of the tubing into the Air Outlet.
.¢Connectthe maskinto the other end of the tubing.
.o Connectthe power adapter into the Power Port on the rear of the device.
.1Connectthe device to mains power supply. The device will display the Standby
Interface
1.1.vConnectthe power supply. Press the On /Off Button to startthe device.

P QR T S G

The Connections should appear as shown in Fig 1.\ below:

/A, Putthe device onasolid flat surface where the approachis not blocked. the
displays are easy to see. and the controls are convenient to access. Be sure

to place the device where it cannot fall easily. The device needs to be lower

than the height of the bed.

/i Donot place the devicein oron a container where water may gather.

/i, Besuretotake preventive measuresin order to avoid water damage to the device.
A, Whenwaterisinthe humidifier. do not move the device. so as to avoid water
enteringinto the device.

1.y Daily Use
1.v.\Assembling the Device
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.vStartt

Connectthe power supply and the tubing as listed for the first use (see above).
Connectthe mask and the headgear according to the Mask User Manual
(provided separately).

.YAdjustthe Tubing

Adjustthe tubing to make sure the tubing can move freelywhentheuserisina

deepsleep. Adjustthe mask and the headgear to make the user feel as

comfortﬂble aspossible and preventair from blowinginto the user’s eyes.
e Device Running

Pressthe On/Off Button. The device will begin to run and therapy data (such as.
air pressure and temperature) will be shown on the display screen.

.« Humidifier Heating

If using the humidifier. itis recommended that the unit be used with the tubing
which provided by BEYOND Medical to preventleakage. If the humidifieris

attached to the device but the user does not want to use the humidifier. turnthe
humidifier off.

.o Ramp Function

When using the Ramp Function. the device will begin ata low initial pressure
andincrease to the desired pressure setting in a steady rise over the time period
selected by the user. After this functionis selected. press the On /Off Button
once. the device will startto runin accordance with the Ramp Function's
settings. Ifthe On /Off Button is pressed a second time. the device will cancel
the Ramp Function and run atthe selected pressure.

.1 Turn Offthe Device

When the maskis taken off. the device will stop running. The userthen needs to
turn off the device by unplugging the power supply.

. Humidifier

Indrierregions. prolonged use of the device may dry out the user’s nasal
passages. causing discomfort. This device is equipped with a humidifier to
address thisissue. When water is added to the humidifier anditis turned on.
moisture will be added to the inhaled air to moisten the user’s nasal passages.

.y Humidifier Composition

a |
(g

Fig.v.\
3 Alroutfet




Humidifier Cap Key
Water Checking Window
Airintet
HumidifrerConnector

o e~ 4 =

T HumidifferSeparationKey
v.y Humidifier Connection & Separation with the Host
Unit

v.¥.) Connectwith the host unit

_—
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Fig.v.v.1aBeforethe connection Fig.v.y. b After the connection
Pushthe host unitand humidifier together to connectthemto each other. A “click”
sound will be heard when they are properly connected.
/v, Pushthe humidifier to connect with the host completely.
v.y.ySeparate fromthe host unit

—
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Fig.v.v.v

PresstheHumidifier Separation Button while simultaneously pulling the
humidifier

apartfromthe host unit.

v.y.rAdding water into the water tank

(W) Takeoutthe water tank: move the humidifier cover by sliding the
Humidifier Cap Keytotherightside as showninFig.v.y.rabelow. Then. open
the humidifier cover to takeoutthewater tank by grasping the tank with
thumb andindexfinger as picturedin Fig.v.v.vb.



Humidifierl Cap Key
Fig.v.v.va

(v)yAdd water through the Air Inlet port on top of the water tank. Make sure the water
level does not exceed the Max line.

\Nlax line

Fig.v.v.vc
Inwinter months. be sure to add warm water. but no hotter than »o°C10°F).
/v Donotfillthe water tank above the Max line.
Ay Turnoffthe humidifier when the water tank is empty . Turn the device off before
refillingwater. Do not add water when the humidifierisin operation. Only add water
when the humidifier has cooled down.
/i Donotletanywater enter the hostunit.

. Using the SpOr Kit

The SpOr Kit consists with a SpOy Probe. Adapter. and Connector. The SpOr Kitis
intended to be used for continuous. non-invasive functional arterial oxygen saturatio
(SpOv)and pulse rate monitoring for adults weighing more than ¢ kg (a» pounds).
The SpOr Kitisimmediately ready to use when itis connected to the main device via
the Communications Port. Attach the Oxygen Probe sensor to the user's index finger
@lthough otherfingers can also be used).

The sampling frequency of the SpOr signalis «-Hz. and the update frequency of the
deviceisHz. Thevalue of SpOr is calculated by the average of the previous eight
pulse waveforms.

Ifthe SpOrx Kit does not connect or is not performing correctly.. the value of SpOr will
notbe displayed on the Main Interface.



1. Parameter settings

1.1 MainInterface Screens

Connecttne device properly to mains power supply with power cord and power
adapter. The screendisplays the Main Interface screen will appear as sfpwn in
4.1 below.

i Parameter System
Fig.a.1: C-v-AMainInterface

/v, Users can setthe desired humidifier levels and the Ramp time on the Main
Interface: the selectable valuesranges are preset on the parameterinterface.

A Whenthe humidifier is not connected to the device. the Humidifier settingiconin
the mainInterfaceis grayed and cannot be accessed.

/b SpOr and Pulse Rate are only displayed when the SpOrx Kit coptional parts) is
correctly attached.

‘ Icon Meaning ‘

TheTFcardisinserted.

The deviceisworking. ‘

The Ramp function has beenset.

The humidifier level has been set.

Indicatesthatthe parameterssetting interfaceistockad .
When the device is connected to the power. its locked by
default: Unlock the parameterinterface by pressing the Dial
button and holding for  seconds while the cursor is logated
on “Parameter” option. After unlocking successfully. the

iconwill changet. .

-




1.y PFCurveinterface

Undermaminteriace. rotate the “Dial” button to move the cursor onto the “PFCurve”
indicator and press “Dial” button: the PFCurve Interface screen willappear on the

displayscreen.asshowninFig. ¢.y below.

PFCurve

Fig.a.v: C-y-APFCurveInterface Screen

1.v Parameter Setting Interface

Underthe mamnteriace. rotate the ‘Dial button to move the cursor onto the
“Parameters” icon. and then press theDial button for . seconds to unlock. This will
bring you to Parameter Setting Interface screen. asshownin Fig.s-ra below. Next.
pressthe-Dial button again and the selected font will turn yellow. indicating that
the device’s parameters can now be set. asshownin Fig. s-vathrough Fig. a.r.c
below.

Parameter
AutoOFF OFF
AutoON QOFF
Mode APAP
MaxPress 4.0 cmH20
MinPress 4.0 cmH20
StartPress 4.0 cmH20
Belex 3 Lv

= Back

Fig.sa.va: C-v.AParameter Setting Interface Screen \



Parameter

AutoOFF OFF
AutoON OFF
Mode APAP
MaxPress 4.0 cmH20
MinPress 4.0 cmH20
StartPress 4.0 emH20
Belex 3 Lv
‘= Back
Fig.a.r.b : Selected Status Screen
Parameter
Ramp 10 min
Humidifier 5 Lv

i= Back

Fig.a.vc: C-v-AParameterSettingInterfaceScreen v

Parameter] Range Description
WhentheAutoONissetto“ON™ the user can wea
themaskandtakerbreathsindevice’s Standby

AUtoON | ON/OFF State. Thedevicewillthenautomaticallyenter intg
the WorkingState.
WhentheAutoOFFissetto OFF.the user needs to
removethemaskwhilethedeviceisin the Working
State.Withinyesecondsthedevicewill
automaticall

Auto OFF | ON/OFF ﬁnterintothe)gtandbyStateAWhenthis function

as
beenturnedON thedevicewillautomatically
enter
intotheStandbyStatewhenevertheuser's—mask
falls
M APAP/C | offorthetubingbecomesdisconnected while the
«Mode
PAP user
isasleep.
TheAPAPmodeallowspressuretobe
automatically
adjustedforimprovedusercomfortbased on
continual\y
monitoringofapneaandsnoringevents. The

CPAP



<Press E=v This setting sets the output pressure for the devide. It
d cmHYO | canbesetinincrementsof+..ocmHyO.
€PAPModerTheinitiatairpressurefortheRamp
Functiorisequal to or less than the standard air
pressure selected by the user.
APAP Mode :
— 1. Whentheinitial air pressureis equal to or
less thanthe minimum pressure. itisused as
+StartPresg * ;_; .O. the starting pressure to begin the Ramp
cmAy Function.

v.  Whentheinitial pressureis greater thanjthe
minimum pressure. itis used as the output
pressure after power isturned ON.

This parameter can be setinincrementsof ..o
cmHYO.
; oy, [ The minilllumuutput pressureparametercan be
sMinPres | 5 | auto- adjusted atincrements of £+ .o cmHYO.
§.e=Ye . « I IIC IIId)\IIIIUIIIUULPUL pressurcydl dIIICLCI Calt Ut
S cmHyO | auto-adjustedatincrementsoft..ocmHYO.
Settingthe Betexfunctionwhite thedeviceisin€RAP
+MaxPres Mode will enable the device to detect the respiratpry
+Belex ._vlevel | rhythm oftheuser. Thisfunction will lower the
S pressureinthe mask during exhalations to makejthe
user feel more comfortable.
This p:\r:mnfnrcnfcfhnfimniff:l(ncfnrfhn:\irpr ssure
Ramp ._+.min | torampuptothefinal pressure selected by the user
(MaxPress)
Thicnars +ha P ST A H S al or
LILRLLE] PGI GI 1 ICLCI DCL: LI IC UULPUL C|II IIUIIIIUIL)’ ICVCI
. (OFF) thedevice. The higherthevalue. the higher the
humidity.
Humidifier t°,° < indicates that the humidifier is off.
(Maximu Thedefaultvaluebeforedispatchedfromthe
m) manufactureris”.”
Tips "»' indicates that this parameter canonly be adjustedwhilethé

parameter interfaceisunlocked. To unlock the parameterin
positionthe cursor over the “Parameter” icon and then pres
hold the Dial Button for  seconds to unlock.

1.¢ System Setting Interface

Rotate the Dial button so that the cursor on the Main Interface screen is
pointing at “System”. then press the 'Dial" button to enter into the System
Setup Interface screen. asshowninFig.a.:a .

terface.
5and



System

12:14:56
Date 2015-09-28
BackLight 600 sec
Brightness 5
Language English
PressUnit cmH20
Reset

= Back

Fig.4a.¢a: System Setting Interface Screen »

System
Version 0.0.00.001
S/N 1817040001

HighLeakage ON

Fig.a.¢b : System Setting InterJace Screeny

This will restore factory

default settings. Continue?

0K Cancel

Fig.a.¢c: System Setting Interface Screen
(with Reset Dialogue Box active)



Parameter | Setuprange Description
This parameter sets the device's internal cloc
to track the time. This time will then be used to
Time h-m-s record the application information for users|
This setting needs to be checked frequently to
ensure continued accuracy. This parameter
setsthe device'sinternal calendar to
track the date. This date will then be used to
Date yyyy-mm-dd record
the application information for users. This
setting
llEEUb to UC LIIELKEU HEqUCIILIy to—ensure
continued
BackLight -1++Sec | accuracy.
This parameter sets the length of time that the
Brightness| -olevel LCD
Chinese_ | YRIAY Wil be back it When the User sets a
Language English the backlight will turn off after the set time
——emtrO=-hPaetapses—This—parameter has—a five-fevel
PressUnit
range. The higher
Reset |  ______ thelevel. the greater the screen brightness.
Can be switched from English to Chinese|
HighLeaka
ge OFF/ON | Chinese

1.0 Information Settn@ifﬁf%?f’é

}Eﬁ%gﬂ-age—k}seFMﬂﬁuaB—eaﬁ-be—reﬁreﬁed#em

playedva ?{Jes canbe SW|tched between

UseCycle
UseTime
AvgPress

TiPressure
Avgleakage
AHI
UseDays

by the user.
all  system

il iretu
)|

This pardmieter sets thre high le
functionfiof the devicemHz20

akage prompt

9.5 cmH20
102.5 L/min
125

0 Day

i= Back

Fig.a.0a: C-v-AlInformation Setting Interface \



Information

RunHrs

hr

Fig.a.ob: C-v.Alnformation Setting Inter;ace Y

Parameter Setuprange

Description

UseCycIe WAZARNAXNAYSFAN

Thetime period over which the folfowing
information items are calculated. Unitis
‘day".

UseTime | -

Thefengthof time that the device has be
connected to the power supply. Unitis
“hour”.

AvgPress | -

Theaverage output pressure value of the
deviceintherunning state within the life
cycle. Unitis “cmHyO".

TiPressure | ————

Thews7outputpressurevatueof thedeviy
inthe running state within thelife cycle.
measured by usage time. Unitis “cmHyQ

AvglLeakage| -

Thc avcTayc :n:akagc vaiuc ufthc dCViLl: I
the running state within the lifecycle. Uni
“L/min".

”

tis

ice

RunHrs | = ————

Tha 1 £ H 1 £1 +tha -l

e udratiormul IUIIIIIIIH e artcT T uc
is shipped from factory. Thisvalue canng
cleared.

tbe

AHT |

Annea-hvp neaindexo
eaHRGexo

ApRea-hypopreaine
using cycle. Calculation method as

Apnea-hypopnea frequency per hour

Thedeviceisconnectedtothe powersup
+HHe A tHePoe P

+
find
D
()]
Q
©
6
()

ly

UseDays | -——

geVice1otC et oto I EAAAAL AT

and continuously running for ¢ hoursorn
itiscounted as day.

nore

1.1 Epworth Interface




How likely are you to doze off in the following situation
in contrast to just feeling tired? This refers to your usual
way of life in recent times . Even if you have not done
some of these things recently try to work out how they
hawve affected you . Use the following scale to choose the
most appropriate number for each situation:

0 : no chance 1: slight chance

2 : moderate chance 3 : high chance

- X

Fig.1.7a: EpworthInterface Screen

Epworth

SITUATION DEGREE
Watching TV 0
Sitting and reading

Sitting and talking to some one
Sitting inactive in a public place

Ina car while stopped for a few minutes in traffic

Lying down to rest in the afternoon when
circumstances permit

Sitting quietly after a lunch without alcohol
As a passenger in a car for an hour without a break

Fig.a.7b : EpworthInterface Screen ¥

000000

Epworth

SITUATION DEGREE
Watching TV ]

1]

1]

0
In a car while st Quallty MNo doze i}
clreimatancos b 0
As a passenger in a car for an hour without a break 0

coct Y

Fig.a.1c :EpworthInterface Screeny




v+. Prompt

Prompt ..
Message Description
Ifthe power supplyis disconnected while the device inthe
Working State . the device will provide a voice promptvia the
Power buzzer for approximatelyr. seconds. Pressing the ‘On /Off|'
Failure Button or re-powering the device will stop the voice prompts.
After poweris returnedto the device. itwill returnto the normal
state.
Whenthe device detectsthatthe Adapfnr outpt lf\/nlfngn islbelow
LOW acceptable limits. the device will provide a voice promptvia the
VOLTAGE! buzzer and 'LOWVOLTAGE" willappear onthe display. The
" | warningsounds can be cancelled by pressing the Mute Button.
When the air flow of the device is blocked . the device will
provide a sound promptyviathe buzzer. and AIRWAY
AIRWAY BLOCK"will appear on the display. The warning sound cah be
BLOCK: | cancelled by pressing the Mute Button.
Whenthereis aleakinthe device's breathing tube. the device will
provide a sound promptvia the buzzer and '"HIGH LEAKAGE:"
HIGH willappear on the display. The warning sound can be cancelled
LEAKAGE!! | bythe Mute Button.
When the device is connected to the humidifier. the devicgis
powered on. and the humidifier has beenheating for y minutes.
butthe humidifier is notworking. the device will provide asound
HUMI promptviathe buzzer and HUMI FAILURE:" will appear on the
FAILURE: | display. Thewarningsound can be cancelled by pressing the
Mute Button.
Whenthe TF card that has beeninserted into the device reaches
itscapacity fimit. the device witi provide asound promptvig the
buzzer and ‘TF CARD FULLy willappear onthe display. The
TFCARD . . Lo L
audio prompt for thiswarning is a single tweet. it will only fweet
FULL once.

1. Cleaning. Disinfection and Maintenances
W1 .1 Timing between Cleanings

Bas&don hygienicreasons. under normal usage. itisrecommended thatthe operato
oruser serviceand /or replace the parts as shown below:

. Cleanthedevice. tube andfilter before the deviceis usedfor thefirsttime.

. Emptythewatertank and cleanitdaily to prevent bacterial growth.

. Cleantheairfilter atleastonce every r weeks.

. Replacetheairfilter with a newfilter atleast every r months.

. Replacethe maskwith anewoneeveryymonths.



.y Cleaning
VY. Cleaning the hostand tubing

To avoid the possibility of electrical shocks and damage to the electrical system.
unplug the power cord from the host unit before cleaning the device.
Cleanthe front panel and the outside of the case with a soft cloth that has been
moistened with warm water or mild detergent. Before pluggingin the power cord.
make sure thatthe deviceis completely dry.
A Ifthedeviceis used by multiple users. the tubing and mask must be
replaced between each use by a differentuser.
A When cleaning the tubing and mask. please refer to the Mask User Manual.
v .v.y Cleaning the water tank
Remove the water tank. open the upper lid. and clean the internal walls of
the humidifier unit. Clean and rinse the water tank thoroughly. Use mild
liquid detergent to clean the unitand tank. thenrinse with clean water. After
cleaning. wipeitclean and allow to dry naturally.

Please ensure thatthe unitseals tightly after each cleaning.
v .v.vCleanand Replace the air filter
Clean the air filter thoroughly with warm water and mild detergent. then

rinse off all

f(_g!leter ent residues thoroughly with clean water. Before reinstalling the air
ilter letit

air dry completely. If air filter is damaged in any way . please replace it with
new filtePisconnect the device from the power source.

providedReraotbehieed didaeenclosure from the device and remove the air filter .
v. Examinethe airfilter closely to ensure thatisis clean and undamaged.
¢. Washthe airfilter in warm water with mild detergent asinstructed above.
o. Reinstallthe airfilter

Caution:
/h Neverinstall awet air filter into the device.
/h Usersshould alternate between the two air filters included with the device.
Thiswill ensure the air filter has the chance to sufficiently dry after each
cleaning and beforeitis usedin the device.
1.y Disinfection
If youhaveTollowed the cleaning instruction correctly. you should not have to
sterilize the device or its components. However. ifthe water tank or any other
componentis contaminated or if the device is used in a clinic setting . the device
should be sterilized with any sanitizer gel available from a pharmacist.
Please note that the use of a sanitizing agent will damage the device’s
surface material and shortenits service life. Therefore. you should follow the
sanitizer manufacturer’sinstruction for the type of material being cleaned.
Always use clean water to completely rinse the device components that
come into direct contact with the user’s skin. including the mask. headgear and
tubes. Cleaning the material will help to prevent skin and respiratory tract
infection that may be caused by any residual sanitizing solution.

W . ¢ Transferring to Another User

/v, IFdevice1sto be used by another user . for sanitation purpose. the device
components which comeinto close contact with this user’s skin. such as the mask.
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headgear. tube and air filter should be replaced with new ones. Alternatlvely users
can also follow the procedures listed in Section yy.v “Disinfection

\v. Troubleshooting

The below table lists some of the common problems the device might have and
provides possible solutions to those problems. If these suggestions do not solve these
problems. please contactyour healthcare provider directly.

Phenomenon PossibleCauses Troubteshooting
Nothing displays
on .
the screen or the Dlsgﬂarpgg&glﬁﬂgge%e_rphg

Main Interface
screendoes not

appear after

Ly

The ower SUBB@HS not

con ected pr

+
g

the deviceon.
The device beeps

The power supplyis not
connected properly.

Disconnect the power plu
andre-connectit.

afterturningon.
The device fails to

“Auto OFF” function is off.

Setthe “Auto OFF”
functionto “ON”".

aﬁ%gmaq%al!%ving
i
mask Theairisdryintheroom. leva BPEBﬁMW%HeV
i sl
Qevice: 2 Likely beceaéés?he user
efled 5 dha ing pressure may
e Fe
Dry mouthand
throat . andthroat.

The model or size of the
mask mav not be sultable

5 ¥ 0 De % the mask
posmone inco rect ition
causing air to blow into anﬂtheheacdgearls
i tjghtness. Consultyo
Eyed'r?r'%gglson oF | the ddcor % ﬁ Lﬁg
user'seyes. ] mask Ift ISO
The headgearistoo tight. b K |
The mask model or size| Proken.replace
may immediately.
not be suitable_The user| 1Y _another mask
Facereddeningor j %, - | model. Loosen  the
inflamed be allergic to the materials headgear and .
of insure  proper fit.
the mask. Consult
Room temperature is too| Your doctor.

Water inthe mask

low
Br,df the humidifier is
eing

Lower the humidifier

setting. increase the
room

used)outputaircan
Yo

temperature: or placea

g



condense inthe tube and
collectinthe mask.

towel or blanket over the
tube to maintain the

temperature of the outpl
air flow.

I

Nasal.sinus. orea
pain

Obstructive Sleep

r .
Inflammationinsinusor
middle ear.

Stop using the device
immediately and contact
your doctor.

Apnea-Hypopnea
Syndrome
recrudesce(e.g:
daytime sleepiness

-
I

I : Al 4 4
MTETTyuUITTUtrcatimmeTit

pressure mayhavechange
duetoyourweight.nasal
obstruction.drinkingor
)some otherreasons.

!
Consultyourdoctor.

Air outputis too hot

Theairfilteriseither
clogged withdirtortheair
inletis otherwiseblocked.
.The devicemightalsobetoo
close towall.curtainsor
other obstructionstotheair
flow aroundthedevice.

Check and clean the air
inlet. replace if
necessary. Reposition
the device to a place that
is at least v inches away
from the wall. curtain or
other obstructions.

No airflow output

Devicemalfunction

Contactyour device
supplier.

The air flow output

Ifthe "Ramp functionison
ittakes timeforairflowto
rise from theinitialpressuré

rarnofforchangethe
settings of the Ramp
» feature.

is toolow tothe treatmentpressure.| Checkand cleanthe air
The airinletmayalsobe inletorreplacetheair
blocked. filter.
The bloweris
always atan Contactyour device

abnormally high
rotationrate.

Thedeviceisleaking air.

supplier.

Thedevice doesn'
workwhenitis
turnedon.

Device maltunction.

('nnf:trfym Irdevice

supplier

Thc dCViLC WUI }‘\D
butthe pressurein
the maskis
obviously different
formthe setting
pressure.

Tubes are either leaking or
the device is malfunctionin

Checkto seeifthe tubing
isconnected properly. If

your device supplier.

The device canonly
outputairatlow
pressure.

Theair filter or air inletis
blocked. or the treatment
pressure has beensettoo

low. Ifthe Ramp functionis

on. ittakestime for air floy
torise fromtheinitial
pressuretothe treatment
pressure.

Replace the air filter and
cleantheairinlet. You
may also need to turn of
orchangethe settingso
the Ramp feature.

vV

g problem persists. contag

AR

—~+
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n

o dhesistina. | PRl e BrCore gy

The pressure can't Turn off the Ramp featurg.

Nnroacciir

. 4 thanva catt+h
0ESCl e e=sCttnCpPressarc

/v, Ifthe problem can’t be eliminated immediately by the above suggestions. please
contactyour device supplier for repair.

/b Toavoid moreinjuries or faults. please don’tuse the device when any of these
problems persist.

/i Opening this device voids the warranty. Only professionals certified by BEYOND
Medical are authorized to open the device.

\v. Specifications

Environmental

Operating Storage
Temperaturg  ¢°Ctore°C(:\Ftoao’F) —Y+°Ct0 00°C(-\r’Fto1or'F)
Humidity vo7.to ar/(no condensation) vo7to ar7(no condensation)
A'Icarpec;ssﬂcsrlc v++toyr.1-hPa v++toy.1-hPa
Physical
Di . VoMM Y+ MM Y- mm.

Imensions YA*MMaY+ MM ¢ -mmewith humidifier)

Weight v.YKg.r. vKg (with humidifier)
Electrical

Input: ACY - —v¢-Vio: [7-HZ:
Power adapter v. AAmax
Output: DCreV. v.voA

lypeorprotection Againstelectric ClassII Equipment

Shock

Degree of protection Against Electric Type BF applied part
Shock

Degree of protection AgainstIngress of IPyy
Water

Continuous
SpOr Probe. Tubing. Mask

Mode of operation

Applied part

Noise level

Yy



Outputair flow temperature: < ©:°CO¢°h

The A-weighted sound pressure level does not exceed v.dBA. the A-
weighted sound power level does not exceed radBA. when the device is
working atthe pressure of v+ cmHyO.

Pressure Accuracy

Actorditgtotiepressure accuracy of [ISO A+ 1+ 1-y-v.: v+ vo Standard.
Pressure Range:
. CPAP:ttov.cmHyO(in ..ocmHyOincrements). < r. cmHyO undersingle
fault conditions.
Pressure display accuracy:
t (T oCmMMHYO +¢7 01 the actual reading)
Pressure stability:
Static Dynamic (¢ to Y- cmHYO)
+.. o.CmHAYO X YCmMHAYO

Maximum Flow:
Accordmg to the maximum flow of ISO A+1+y-y-v.:v.1o Standard

CPAP
Testpressure (cmHyYO)
¢ A VY V1 \K
AverageTtlow atthe use Voo VY. VY VY \re
connection port/min)

Note:alftestdatawere carried out under conditions withthe humidifier
andyymmtube.

Ramp .Theramptimerangesfrom - to 1+ minutes.

SpOyRange::~ \«+7.

Themargin of error for SpOy betweenv.7.and 1. .7 is+r/. No strict accuracy

requirements for SpOr belowv.7.

Pulse Rate

RarmgerT—:. BPM

Margin of Error: £v.

Tubing

Leagth— . Am

The Form and the Dimensions of the Patient Connection Port

The vy mm conical air outlet complies with ISO ovo1-1.

Filter
Qimension : temmerrmme) -mm
Humidifier

Tested according to EN ISO avaestandard or equivalent methods.

Yy



Humidity output

Notlessthany-mgHYO /L
Measured conditions: Max flow.
v0°C(a0°F)( Vo7 relative humidity.

h

Pressure drop caused by humidifig

< \cmMAyYO (withthetTlowrate ot 1.
r LPM)

Leaking under maXimum working

)

>yomL/min (Together with the tubin
pressure: .
Adaptabilit v~||||_/|\raklu.gtt||u withrthe
P Y tubing)
Canacit\v v.eom
Capacity et
Pneumatic Diagram
Host Humidifier
| Air Filter Blower Water Tubing | | Mask
tank

Pressure sensor

v¢. Travelingwith the Device

v. Only use the BEYOND Medical carrying case when transporting the device

and accessories. The device should never be placed in checked baggage.
v. This device operates on power supplies of between.. -v¢. Vand o+ / 1+ Hz.

Itcanbeusedinany countryintheworld. no special adjustments are necessary.

However. you will need to find out what type of power sockets are standard in

your destination. Power socket adaptors are available separately anywhere you

can purchase general electronics.

v. Security Check Points: For convenience at security check points. thereisa
note on the bottom of the device stating thatitis medical equipment. It may be
helpful to bring this manual along with you to help security personnel better

u

nderstand the device.

Empty the water tank of the humidifier and allow it to dry completely

before packing the device for your trip. This will preventany remaining water

from enteringinto the device.

/i Besuretousethedevice atthe proper elevation setting. failuretodo so

couldresultinairflow pressures differentthan the prescribed setting. Always

verify both your actual elevation and the device’s elevation setting when
using the device in adifferentlocation.

/v Ifthedeviceisused when the atmospheric pressureis outside of the
stated range (See Section 1). the accuracy of the leakage alert will be

negatively affected.

Y¢



vo. Service

The device does notrequire any routine servicing.
/v Ifyou notice any unexplained changesin the performance of the device. if
itis making unusual or harsh sounds. ifithas been dropped or mishandled. if
the enclosureis broken. orif water has entered the enclosure. you must
discontinue use and contact your home healthcare provider.
v, Ifthe device malfunctions. contactyour home healthcare provider
immediately. Never attempt to open the enclosure of the device. Repairs and
adjustments must only be performed by service personnel that have been
authorized by BEYOND Medical. Unauthorized service could cause injury.
invalidate the warranty. and /or resultin costlydamage.
/b Ifnecessary. contactyour local authorized dealer or BEYOND Medical for
technical supportand documents.

\v1. Technical Support

Please contact BEYOND Medical directly if you need the circuit diagram of the
device or the list of components for certain purposes (such as. maintenance or
connection to other equipment). BEYOND Medical will provide the circuitdiagram
and /or other technical documentsinwhole orin partaccording to your needs.

\v. Disposal
When the device reaches the end of its service life. please dispose of the device and its
packaginginaccordance withlocal laws and regulations.

va. Warranty

Fromthe date of purchase. the manufacturer provides a one-year limited warranty fo
the hostunitand ar-month limited warranty for the tubing. mask and humidifier.
This limited warranty is only available to the initial consumer. Itis not transferable.
Foroneyear (or r-month) from the original date of purchase. BEYOND Medical will
repair or replace any parts of this appliance that prove to be defective in materials or
workmanship when such applianceisinstalled. used and maintained in accordance
with the provided instructions.

Exclusions Thiswarranty does not cover:
v. Productwith original serial numbers that have been removed.
altered or cannotbe readily determined:
v. Anydamage caused as aresult ofimproper use. abuse. excessive
usage. modification or alteration of the device:
v. Repairs carried out by any service organization thathas not been
expressly authorized by BEYOND Medical to perform such repairs:
¢. Any damage or contamination due to cigarette. pipe. cigar or other
smoke:
o. Any damage caused by exposure to ozone. activated oxygen or
other gases:
1. Anydamage or contamination due toinsectinfestation: and
v. Any damages caused by external causes such as accidents. fires. or
actsof God.



Considering the life of components and safety. medical devices should not
be used longer than o years. Expired products should be discarded
according to corresponding local laws and regulations.

DISCLAIMER OF IMPLIED WARRANTIES ¢ LIMITATION OF REMEDIES
CUSTOMER’SSOLE AND EXCLUSIVEREMEDY UNDER THIS LIMITED
WARRANTY SHALL BE PRODUCT REPAIR OR REPLACEMENT AS
PROVIDED HEREIN. CLAIMS BASED ON IMPLIED WARRANTIES.
INCLUDING WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE. ARE LIMITED TO ONE YEAR OR THE
SHORTEST PERIOD ALLOWED BY LAW. BUT NOT LESS THAN ONE
YEAR. BEYOND MEDICAL SHALL NOT BE LIABLE FOR
CONSEQUENTIAL OR INCIDENTAL DAMAGES SUCH AS PROPERTY
DAMAGE AND INCIDENTAL EXPENSES RESULTING FROM ANY
BREACH OF THIS WRITTEN LIMITED WARRANTY OR ANY IMPLIED
WARRANTY. SOME STATES DO NOT ALLOW THE EXCLUSION OR
LIMITATION OF INCIDENTAL OR CONSEQUENTIAL DAMAGES. OR
LIMITATIONS ON THE DURATION OF IMPLIED WARRANTIES. SO
THESE LIMITATIONS OR EXCLUSIONS MAY NOT APPLY TO YOU. THIS
WRITTEN WARRANTY GIVES YOU SPECIFIC LEGAL RIGHTS. YOU MAY
ALSO HAVE OTHER RIGHTS THAT VARY FROM STATE TO STATE.

va. EMCRequirements

GuidanceandManufacturer'sDeclaration: Electromagnetic
Emissions Guidance and Manufacturer's Declaration:
ElectromagneticEmissions

This deviceisintended for use in the electromagnetic environment specified below.
The user of the device should ensure thatitis usedin such an environment.
Emissionstest | Compliance| Electromagnetic environment-guidance

The device uses RFenergy onlyforits
issi internal function. Ther tsRFem|55|ons

RF&%?{S\I\OM Group areverylowan areno%m ocauseany

interferencein nearby eIectronlc equipment.

Thicdevicaiccuitahlafariicain all
HSGeWeEeIS StHeape torusethan

ClassB establishmentsincluding domestic

RF emissions
CISPRy

AR



Harmonic establishments and those directly conne
emissions ClassA tothe publiclow-voltage power supply
IECty v vy—y network that supplies buildings used for
Yoltage domestic purposes
fluctuation .
/flicker emissions Complies
TECHy v v vy

Guidance and Manufacturer's Declaration - Electromagnetic

Immunity

This deviceisintended for use in the electromagnetic environment specified below.

rted

The user of the device should make surethatitis usedinsuch an environment.

Immunity IECT Compliance Efectromagnetic
test testlevel level environment-guidance
Electrostatic Floor should bewood:.
discharge concrete or ceramic tile. If
(ESD) H1KVcontact KV contact floors are covered with
+AKV air +AKV air synthetic material. the
IECuyee-eo relative humidity should be
A atleastr.7.
I:IectrIC.aITaSti\'KVTOF I YKV for Mains power quality
transient lpowersupp Y| Main power line| should be that of atypical
/pulse ines +\KVfor home or hospital
IECyevomg- 1KV for input /output environment
input/output | |ijas
¢ line
=K KV ai it
i i ; ; ains power quality
ISEuCr?\e el ﬂlfggree”t'a' Slr:f;ggentlal should be that of atypical
, +YKV LYKV home or hospital
common mode common mode environment
ymvay
(<a07.dipin
un. >o  UT
for..ocycle | oy dipin Mains power quality
Voltagedips:| .7 UT U, should be that of atypical
short 7. dipin for+ scvcle commercial or hospital
interruptions| yTy, JUT y environment. Ifthe user
andvoltage for s cycles 2/ dioi the device requires
variationsof | " (7dipinUD. | continued operation duri
theinput Vel dip | foro cycles power mains interruptior
power (r-/.dipin v Ut itis recommended that th
IECth e | UD (r+/dipinUT) | device be powered from a
" forvocycles | foryscycles uninterruptible power
>/ UT o7 UT supply or from a battery.

(<ao7dipin
umn
fores

(«a07.dipinUT
foros

of

ng
s‘

[}
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Power Power frequency magnetic
frequency fields should be atlevels
(o+ /1+H2) characteristic of a typical
magnetic field rA/m rA/m locationin a typical
IECyevv—g- hospital orhome

A environment.
I\Infnzuljcfhn:\,r' mainsvoltage priorto applicationofthetestlevel.

Guidance and Manufacturer's Declaration - Electromagnetic

Immunity

This deviceisintended for usein the electromagnetic environment specified below.
The user of the device should make sure thatitis usedin such an environment.

Immunity | IEC3-%.y | Compliance Electromagnetic
test testlevel level environment-guidance
pPortable and mobile RF
communications  equipment
should be used further away
from any part of the device
(including cables) than the
recommended separation
distance calculated from the
equation applicable to the
frequency of the transmitter.
Conducted vrm Recommended separation
| e, oo
IECt v emt= | o Mg wrms | AGMR2TGA. - MHz
. vV m A Mz E9 ¥. 0 GHz
) isthe maximum normal output
Radiated RF| A*MHzto v ~ LA
v.oGHz ¥W/m power of the transmitter. its unitis
IECy v omte Watt Wyand disthe
v recommended separation distance.
its unitis metermy.
Measured magnetic field strengths
from a fixed RF transmitter shoul|d
belessthanthe compliance leve|in
eachfrequencyrangeb.
Interference mayoccurinthe
vicinity of equipment marked with
thefollowing symboez .
[liule
Note 1: AtA- MHAZand A-- MHZ. the higherfrequencyrangeapplied.
Note v: These guidelines may not applyin all situations. Electromagnetic
propagationis affected by absorption and reflection of the structures. objects and
people.
a. Fieldstrengthsfrom fixed transmitters. such as base stations for radio
(cellular /cordless) telephones and land mobile radios. amateur riadio.
AM and FM radio broadcast and TV broadcast cannot be predicted
theoreticallywith accuracy. To assess the electromagnetic environment
duetofixed RFtransmitters. an electromagnetic site survey shou|d be

YA



considered. Ifthe measured fieldstrength in the location inwhich the
deviceis used exceeds the applicable RF compliance level above. the
device should be observed to verify normal operation. If abnormal
performanceis observed. additional measures may be necessary. such as
re-orienting or relocating the device.
b. Overthefrequencyrangeo. kHztoa: MHz. the field strengths should
belessthan+V/m.

Recommendedseparationdistances betweenportableandmobile

RFcommunicationsequipmentand thedevicahe deviceis intended for
useinan electromagneticenvironmentinwhich radiated RF disturbances are
controlled. The customer or the user of the device can help prevent electromagnetic
interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the device asrecommended below.
according to the maximum output power of the communications equipment.

Rated [ Separation Distances According to Frequency of Transmitter
maximu
m MHz~ v
output | vo.kHz~a-MHz | A-MHz~A.-MHz | " -
of GHz
d=1.v 5 d-y.v 5 d _
transmit ) . AR
ter(W)
DR o\ Y v \Y LYY
O YA YA e
\ V.Y V.Y Yoy
\K Y.A Y.A V.Y
A AR VY Yy
Fortransmitters rated at a maximum oUtput power notlisted above. the

recommended separation distance (d) in meters(m) can be estimated usin
equation applicable to the frequency of the transmitter. where Pisthema

y the
imum

output power rating of the transmitter in watts(W according to the transmiitter
manufacturer.
Note: AtA- MHzand A- - MHz. the higher frequency range applied.

Note v: These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection of the structures. objects and

people.

Manufacturer:
Hunan Beyond Medical Technology Co. .Ltd.
Address: BEYOND ZONE. LIJIJACUNRD.
XUESHISTREET. CHANGSHA. HUNAN ¢+ Y+A.

CHI

NA.ina.

Contact Number: +A1-v¥1-AYoigyaa
www . csbeyond.com
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http://www.csbeyond.com/
http://www.csbeyond.com/

U.SAgent:
United Source LLC
Email: BEYOND@united-source.com
Address: vovy Concord Pike. Suite v+ . Wilmington.
DE.vaa.r. USA
VersionNo.: U.S. /ysyaavia/Ay



