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1.4.4 Oral Interface
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Tear the Dotted line of DryPad Squeeze the side of DryPad Make the position of marking
and squeeze to open it line under the container body
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A4 Oral Interface Aqeindzanm nawldanuaialsn

Note Wash the oral interface before using it at the first time.

Insert the oral interface in your Make sure the lip shield is Keep the lip shield and the flexible tube
mouth by squeezing the lip shield located between the frontier of in your mouth, then have the tongue rest
appropriately. the teeth and the rear of the lips. on the tongue shield.
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A Caution DO NOT put tongue shield on the tongue
inside your mouth.

Close your mouth and get ready to start the treatment
of the iINAP One Sleep Therapy System.

Note Please put the oral interface ONLY in your mouth. A Caution DO NOT put lip shield outside the lip.
Note DO NOT chew on or swallow the oral interface. What’s the tongue shield? Please refer to section 1.4.3
Note DO NOT wear the oral interface while eating or drinking.




Wiearing the Oral Interface (108)

Insert the oral interface in your Make sure the lip shield is Keep the lip shield and the flexible plate
mouth by squeezing the lip shield located between the teeth and in your mouth, then rest the tongue on the
appropriately. the lips. tongue shield.



& Caution DO NOT put tongue shield on
the tongue.

Close your mouth and get ready to start the treatment.

Note Please putthe oral interface ONLY inyour mouth.
Note DO NOT chew on or swallow the oral interface.
Note DO NOT wear the oral interface while eating or drinking.

/\ Caution DO NOT put lip shield outside
the lip.
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51.3  NM3YNANAZEIA LATaY (Container), Oral Interface UaY 1AAEI2NY (Tubing Set)

» Disconnect the oral
interface from the oral
interface connector.

107/107M/107M1/107 MT/107S

» Clean the used oral interface
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Let cold water flow
through the tubing
set for about 30

Rinse and gently rub the oral seconds.
interface with cold water.

Note You can use a soft brush or a sponge to gently scrub
the surface of the oral interface.

» Disconnect the console
and the container




Rinse and gently rub the oral interface with
cold water.

% Let cold water flow through the tubing set for

about 30 seconds.

Note You can use a soft brush or a sponge to
gently scrub the surface ofthe oral interface.
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0 102C/102S

- 474 Oral Interface AREiNd¥aNA goUnNNLUNA
- dase i wanugeaasanglszann 30 3w

Au130 1wl 291a a1 viranadtn NI ANNAZaNARIUeY Oral Interface 161



Unlock the oral interface from the oral interface pressing the
latch on joint lock then pull.

Rinse and gently rub
the oral interface with
cold water.

Note You can use a soft brush or a sponge to gently scrub the
surface of the oral interface.

- 474 Oral Interface AREiNd¥aNA goUnNNLUNA
- dase i wanugeaasanglszann 30 3w

Au130 1wl 291a a1 viranadtn NI ANNAZaNARIUeY Oral Interface 161
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Let cold water flow

through the tubing set
for about 30 seconds.



» Clean the used container

Note If the container body is
not wetted by saliva, you can
use a soft brush or a sponge to
gently scrub the surface of the
container.

A Caution DO NOT wash, touch or brush the
filter on the bottom of the container body. Dry the
filter when it has been wetted by saliva or water.

Note Rinse the container
with cold water. DO NOT touch
or brush the filter inside the
container body.

Note DO NOT clean the oral interface in the

Note Shake off the excess water, dishwasher.

and then dry the container, the

tubing set and the oral interface Note DO NOT clean the oral interface with
with a clean towel. toothpaste.
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AaAIT5LN: LUAIT W1 oral interface, tubing, and saliva container
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Fagnsmenuarenngnidngginanl (container) aufnudaaziinanuzdduuans waglluananiuzgania @) azsuas Winnstlauwies INAP
console uaza® 15 Wi MelinszLAuNMMIATINATeA LATsnTe 3N

ﬁqfqﬂmmﬁumﬂmimﬁmmmmmme’mmmmmmm%ﬂﬂ%@ﬁ’ﬁ’qmﬁm:mm 974 oral interface, tubing, and g1nsad (container) feldauis

1 4
AU MNEIASINAUIDIANIINAYINATIAAdIAe Y oral interface, TiINNN3474 oral interface Tuguilszanns owndinaunisldeu

Turn on the iNAP console

Vacuum status light “ON”



53  n9igesnm
- RIUAILIAN
. o o 1 1 o 10 @ [
iNAP One Sleep Therapy System® gnaanuuux’ lWinnuasusinuaulnatiusiug Tnaliantlusasinisdsuiiaulnegldau
- ailnsal
¥AMNAzRIA Oral Interface, FARIEENY WATAIUANLALIDINRINNATINGINT LTI
1aa1u Oral Interface uazAETEES 0 3 LAAY
a 1 v & I
LWasu daunninuaanal o 6 Liauy
1 v & PPN £ Y o 1 4 &
- AFIARAUAIUANALVDINAT WNHAENUSNANAIN LI ANNAZRIANAUNNS I ENUNNASY

- wnldlaldnuilunaiuiu ngangsauunnasliaunaunisldnu

ANLAAY FNLTLLES INAP One Sleep Therapy System® Tmﬂ'laﬂﬁ'%’u'agcymmmjwﬁm
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2. ngamgadey gaanaenelillimudouiy, win segniiuluanednifiu

Put the device connector in the region C and circle the tubing
Put the oral interface in the region A. set in clockwise direction. Eventually, rest the oral interface
connector in the region B.



Combine the two parts of oral interface box.

B. Oral interface box for 102C/102S.

m Put the oral interface in the oral interface box.
0 >
w "

] 4

\

Note Please make sure the tubing will not
get tangled or kinked when storage.
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6. masunlatlom
Possible Cause Light Status Solution
lifRnRausaduanly  (IeNsaOral interface wargaanaendl \IausiaOral interface fiugaafzenglfuy
¥
1891/n gnaey = CA= ;
e b4
Adl ] o ] o =3 1 - dl ! o o =3 2% 1
Ganse gaarteneiugauiniiyly e \maNsie gaaseeiudouiniA iy
v -.*O\- :'0\- =
AlalzlaN] I .
OR -
p 1 ] o ! v & ' G p ' ] o ] v & v 1
Wdansie doupauAniudauiniull \TaNsie douAtuANAUAuinAL LY
¥
ARIZGN
TAREILINGGT YINANAZeIA WeallAsuTAaIeI
s hlt'q ﬁ
- [
L ] * o - -
-;C.)\- . B l"-l'l o A ai
, o NIANATaNA VTallaau Oral Interface
Oral interface A% OR




Problem

TaisAnDeusesuanlu

U

da911n

Possible Cause

AVUANLNLIFL

Light Status

Solution

NIANNAZANA VraLAEUAIUANIAL
n3adaLldnsad
FIINAABLINITaN FaTTUd AN LANLAT AU LAY

o Y 9 Y ~ p
V]qﬂqqﬂﬂtﬂqﬂﬂﬁ]ﬂ“qﬁuuq LLﬂﬁLﬂﬁLﬂ?’ﬂ\iLﬂuLQ@q 30 U N

gdquininusn lefidasu DryPad

wlasudouinifu




Problem Possible Cause Light Status Solution
i % a o 1 o ' |
lsianansnaing Oral Interface HARUUL n3vagaUAilidauLlsznay Oral Interface Tignsas
4rYTyINA
Adl J 1] Y o 1] o |
Taignansndlnld MIRNABAILATLIANIINNLATLAN dansadiuatupudiuduinifiulfgnsies
=3 1 % I
Audaupauan e fulaignetes -o-
I
ULIALAETAN Press the powerbutton o\, 5 e luiifurewldan

for 1 second

5 % o
':(E):' T i

]
Battery light flashes

just for 2s




Light Status

Solution

Problem Possible Cause
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A
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’ "\ Lk N
NAYT9S E ngaunenldanuluanizinasnga
L I *
.‘.1':,\_
laignunsnnda g Uz LARIULILARTIAN = s B T1FRANATI LHALLALAST AN
o - e
o -
¥ [ [ o o - e oo ~ , ://
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L
NA

fanldaunalunisaan  Oral Interface Tdiwanzanmiy

14 Oral Interface fa911n
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7. AMANHUELANIE

Model Name of iNAP One console RO7-A (A=Adjustable), RO7-V (V= Valve)
Model Name of Container Cco7

Model Name of Oral Interface 107/107M/107 M1/107MT/107S/102C/102S/108
Model Name of Tubing Set TO1/T03(except for 102C/102S)

Model Name of DryPad A01/A03

Model Name of Power Adapter P01/P03

Dimensions (Console and Container) 5.98"x 3.14" x 1.41"(152 x 80 x 36mm)
Weight (Console and Container) 0.47 lbs (210g)

Warranty/Life time (Console) 2 years

Battery Run Life Approximately 4 nights (8 hours per night)




Product Name INAP One Sleep Therapy System

Bluetooth Module Frequency Range: 2.402 GHz - 2.480 GHz
Transmit Power: Class 2 output power (0 dBm typical, +2 dBm maximum)

Power Adapter Input: 100-240 Vac, 50~60Hz
Output: 5.0Vdc, 0~2.0A
(ATM012-WO050E/U/B, Adapter Technology Co., Ltd.)

Input: 100-240 Vac, 50~60Hz
Output: 5.0Vdc, 0~2.4A
(HPU15-102, Sinpro Electronics Co., Ltd.)

Storage/Transport -20°C ~ 50°C

15 ~ 93% (non condensing)

Operating Range 5°C ~ 40°C

15 ~ 93% (non condensing)

Operation/Storage Atmospheric pressure: 700hPa ~ 1060hPa
Operating Altitude Up to 8,858ft (2700m)
Vacuum Setting / Accuracy -20~-90mmHg/ £ 5SmmHg *
Ingress Protection P22

Patient Protection Type BF

Compliance IEC 60601-1 I[EC 60601-1-2 IEC 60601-1-11
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Manufacturer’s declaration-electromagnetic emissions

The iINAP One is intended for use in the electromagnetic environment (for home healthcare) specified below.
The customer or the user of the INAP One should assure that it is used in such an environment.

Emission test Compliance Electromagnetic environment-guidance

(for home healthcare environment)

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

RF emissions CISPR 11 Class B The iNAP One is suitable for use in all

Harmonic emissions Not applicable establishments, including domestic establishments
IEC 61000-3-2 and those directly connected to the public low-
voltage power supply network that supplies

Not applicable buildings used for domestic purposes.

Voltage fluctuations /flicker emissions
IEC 61000-3-3




Immunity test

|IEC 60601 test level

Compliance level

Electromagnetic environment-guidance

Electrostatic discharge
(ESD) IEC 61000-4-2

Contact:+8 kV
Air+2 kV, +4 KV,

Contact:+8 kV
Air+2 kV, +4 KV,

(for home healthcare environment)

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

+8 kV, £15 kV +8 kV, 15 kV should be at least 30%
+ 2kV for power Not applicable
Electrical fast transient/ supply lines Main power quality should be that of a
burst IEC 61000-4-4 + 1KV for input/ Not applicable typical home healthcare environment.
output lines
+ 0.5kV, +1kV line(s)  Not applicable
to line(s) Mains power quality should be that of a
Surge IEC 61000-4-5
g + 0.5kV, +1kV,+ 2kV Not applicable typical home healthcare environment.
line(s) to earth

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

Voltage dips:

0 % Uy; 0,5 cycle

0% U;; 1 cycle

70 % Uy; 25/30 cycles

Voltage interruptions:

0 % U;; 250/300 cycle

Voltage dips:

Not applicable
Not applicable
Not applicable

Voltage interruptions:
Not applicable

Main power quality should be that of a
typical home healthcare environment.

If the user of the INAP One requires
continued operation during power
interruptions, it is recommended that the
iINAP One be powered from an
uninterruptible power supply or a battery.

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

30 A/m
50 Hz or 60 Hz

30 A/m
50 Hz and 60 Hz

The iNAP One power frequency magnetic
fields should be at levels characteristic
of a typical location in a typical home
healthcare environment.

NOTE U;isthe a.c. mains voltage prior to application of the test level.




Immunity test |EC 60601 test level Compliance level

Conducted RF  3Vrms:0,15 MHz-80MHz  3Vrms: 0,15 MHz - 80 MHz
IEC 61000-4-6 6 Vrms:in ISM and amateur 6Vrms:in ISM and amateur

Electromagnetic environment-guidance

Portable and mobile RF communications equipment
should be used no closer to any part of the INAP One

radio bands between radio bands between including cables, than the recommended separation
0,15 MHz and 80 MHz 0,15 MHz and 80 MHz distance calculated from the equation applicable to
80 % AM at 1 kHz 80 % AM at 1 kHz the frequency of the transmitter.
Radiated RF 10V/m 10V/m Recommended separation distance:
IEC 61000-4-3 80 MHz - 2,7 GHz 80 MHz - 2,7 GHz d=1,2VP
80 % AM at 1 kHz 80 % AM at 1 kHz d=1,2VP 80MHz to 800 MHz
d=2,3VP 800MHz to 2,7 GHz
Where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter
manufacturer and d is the recommended separation
distance in meter (m).
Radiated RF 10V/m 10V/m Interference may occur in the vicinity of (({']))
IEC 61000-4-3 80 MHz - 2,7 GHz 80 MHz - 2,7 GHz equipment marked with the following symbol: A
80 % AM at 1 kHz 80 % AM at 1 kHz

NOTE1 At 80 MHz and 800 MHz, the higher frequency range applies.

NOTEZ2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and

reflectipn from structures, objects and people.



Recommended separation distance between portable and mobile RF communications equipment and the iINAP One

The iNAP One is intended for use in an electromagnetic environment (for home healthcare) in which radiated RF disturbances
are controlled. The customer or the user of the INAP One can help prevent electromagnetic interference by maintaining

a minimum distance between portable and mobile RF communications equipment (transmitters) and the iNAP One as
recommended below, according to the maximum output power of the communications equipment.

Rated maximum output Separation distance according to frequency of transmitter

power of transmitter m

W 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2,5 GHz
d=1,2VP d=1,2VP d=2,3VP

0,01 N/A 0,12 0,23

0,1 N/A 0,38 0,73

1 N/A 1,2 2,3

10 N/A 3,8 7,3

100 N/A 12 23

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

NOTE1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTEZ2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.




Manufacturer’s declaration-electromagnetic immunity

Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless communications equipment

The iNAP One is intended for use in the electromagnetic environment (for home healthcare) specified below.
The customer or the user of the iINAP One should assure that it is used in such an environment.

Test Band ¥ Service Modulation * Maximum Distance IMMUNITY TEST Compliance LEVEL
frequency (MHz) power (W) (m) LEVEL (V/m) (V/m) (for home
(MHz) healthcare)
Pulse
385 380 -390 TETRA 400 modulation b) 1,8 0,3 27 27
18 Hz
FMc)
GMRS 460, +5 kHz
450 430 - 470 “RS 480 deviation 2 0,3 28 28
1 kHz sine
710 Pulse
745 704787 'E Bf;d 13, modulation b) 0,2 0.3 9 9
780 217 Hz
GSM 800/900,
810 TETRA 800, Pulse
870 800-960 iDEN 820, modulation b) 2 0,3 28 28
930 CDMA 850, 18 Hz
LTE Band 5
GSM 1800;
CDMA 1900;
1720 1200-  GsM1900; Pulse
1845 ’ modulation b) 2 0,3 28 28
1970 1990 DECT; 217 Hz
LTE Band 1, 3,

4,25; UMTS




Bluetooth,

2 400 — WLAN, Pulse
2 450 5570 802.11 b/g/n, modulation b) 2 0,3 28 28
RFID 2450, 217 Hz
LTE Band 7
0240 pan0- WLAN802.11  rulse
5500 modulation b) 0,2 0,3 9 9
5800 a/n
5785 217 Hz

NOTE If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting antenna and the ME
EQUIPMENT or ME SYSTEM may be reduced to 1 m. The 1 m test distance is permitted by |IEC 61000-4-3.

® For some services, only the uplink frequencies are included.

® The carrier shall be modulated using a 50 % duty cycle square wave signal.
® As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be used because while it does not represent

actual modulation, it would be worst case.

Design Life

Device, power supply unit: 2years
Air tubing, connectors 3 months
Saliva container 6 months

DryPad

Dispose per use

General

The patient is an intended operator
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Warning or caution

Refer to instruction manual

Date of manufacture

Type BF, applied part

9
A\
&
] Product manufacturer
aul
R
[SN]

Serial number

LOT Batch number

mlm Storage/Transport temperature limits

- Storage/Transport humidity Limits

@ Operation/Storage atmospheric pressure limits

B(nnly Prescription only medical device

P22 Protection against ingress of solids larger than 12.5 mm and drip water

1c53€9 The device conforms to the Medical Devices Directive (93/42/EEC)

Symbol for "AUTHORISED REPRESENTATIVE IN THE EUROPEAN COMMUNITY"

Do not use if package is damaged

The symbol of the crossed out wheeled bin indicates that the product (electrical and electronic equipment)
should not be placed in municipal waste. Please check local regulations for disposal of electronic products.

®
T Keep dry
hal
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