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El English

Definitions
WARNING: Indicates a potentially hazardous situation, which, if not avoided, may result in minor or

moderate injury.

CAUTION: Indicates a potentially hazardous situation, which, if not avoided, may result in damage to the
device.

NOTE: Used to call attention to notable information that should be followed during use.

Important Information/Reminders
NOTE: Only technical data and no patient data is collected by Bedfont®.
NOTE: The NObreath® should be charged for a minimum of 24 hours before first use.

NOTE: The default PIN for the NObreath® is 0000. Bedfont® strongly advises that this PIN is changed upon
installation and set-up of the device.

WARNING: Please read the manual before use.

WARNING: Never use alcohol or cleaning agents containing alcohol or other organic solvents as these
vapours will damage the electrochemical sensor inside.

WARNING: Under no circumstances should the instrument be immersed or splashed with liquid.

WARNING: Breath tests must only be carried out with Bedfont® accessories. Failure to do so may cause
incorrect readings.

WARNING: The mouthpieces are single patient use only and can be used for a maximum of 10 tests per
breath testing session. Further re-use could cause incorrect readings and could increase the risk of cross in-
fection. The mouthpiece should be disposed of after use, in accordance with local waste disposal guidance.

WARNING: Patients should exhale for the duration of time indicated by the device during a breath test. Fail-
ure to do so may cause incorrect readings.

WARNING: To ensure a breath sample is taken at the correct flow rate, the device must be held upright at
all times during a breath test.

WARNING: Do not block the vent holes on the device at any time. Blocking the vent holes may cause
erroneous readings.

WARNING: Do not allow the use of the NObreath® within 60 minutes of the following:

o Exercising

Smoking

Eating

Drinking including Alcohol

WARNING: Ensure the patient does not inhale through the mouthpiece.
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WARNING: Ensure the patient does not exhale beyond the limits of their physical ability.
WARNING: Ensure the patient uses a single patient use mouthpiece for performing a breath test.

WARNING: The USB port is to be used for charging the NObreath® device, this should be carried out via the
supplied USB lead and also can be used for transferring encrypted patient data to and from FeNOchart™ PC
Software. The NObreath® is not intended to be connected to any wireless adaptors or any other USB Host.

CAUTION: Ensure the device is used within the stated operating temperature and humidity ranges. Operating
temperature is 15 - 30°C. Operating humidity is 20 - 80% RH (non-condensing).

CAUTION: Portable and mobile RF communications equipment can affect the NObreath®.

CAUTION: Keep the NObreath® charged when not in use via the pre-approved mains adapter supplied, or
plugged into a working USB port to ensure the NObreath® is charged for when it is needed. When connecting
the pre-approved mains adapter using the docking station (where supplied) to the mains power, please make
sure its is plugged into a mains location that is safe and easily accessible.

CAUTION: The NO scrubber contains potassium permanganate and should not be tampered with or exposed
to skin.

CAUTION: The NO scrubber contains potassium permanganate and should be disposed of as hazardous
waste in accordance with local waste disposal regulations.

NOTE: Ensure the patient inhales through the mouth, before exhaling through the mouthpiece.
NOTE: Bedfont® advise the NObreath® is charged monthly to ensure calibration data is not lost.

NOTE: When selecting an accessory for the NObreath® device, please be advised that an accessory not
recommended by Bedfont® may result in loss of performance and damage to the NObreath® device.
The product warranty does not cover product failure or damage resulting from use with non-approved
accessories.

NOTE: See Bedfont’s infection control and maintenance guidelines for further information on infection
control.

NOTE: Please do not attempt to modify the equipment in any way or use accessories not specified by the
manufacturer. Any attempt to do so, will invalidate the warranty and may compromise the safety of the
device.

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

NOTE: Bedfont® will make available on request service training to appropriately qualified personnel.
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Introduction

The User Manual provides instructions on how to operate NObreath® FeNO device and its accessories. It
contains relevant information about the device, its uses and its care, including step-by-step instructions
with screens and illustrations.

Compliance

NObreath® is CE marked according to the Medical Device Regulation (EU) 2017/745.
NObreath® is RoHS compliant.

Please refer to the ‘Safety Information’ section of this manual for more information on the compliance of
the NObreath®.

Intended Use

The NObreath® is a portable, non-invasive device for the measurement of Fractional Exhaled Nitric Oxide
(FeENO) in human breath. The production of nitric oxide is often found to be increased in inflammatory
conditions such as asthma. Measurement of FeNO by NObreath® is a method to measure the decrease
in FeNO concentration in asthma patients that often occurs after treatment with anti-inflammatory
pharmacological therapy, as an indication of the therapeutic effect in patients with elevated FeNO levels.

The fractional NO concentration in expired breath (FeNO), can be measured by NObreath® according to
guidelines for NO measurement established by the American Thoracic Society.

NObreath® is intended for children, 7 - 17 years, and adults 18 years and older. NObreath® 12 second test
mode is for age 7 and up.

NObreath® 10 second test mode is for ages 7 - 10 only who cannot successfully complete a 12 second test.
FeNO measurements provide the physician with means of evaluating an asthma patient’s response to
anti-inflammatory therapy, as an adjunct to the established clinical and laboratory assessments in asthma.
The NObreath® cannot be used with infants or by children under the age of 7 as measurement requires

patient cooperation.

NObreath® should not be used in critical care, emergency care or in anaesthesiology.

Contraindications

There are no known contraindications.
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Parts And Accessories

NObreath® Forum

Infection control Maintenance

Microfiber cloth
Quick Start Guide

1.8 m USB cable

Mains plug and universal adaptors
NObreath® Forum information Screwdriver

Interpretation chart Infection Control Maintenance Guidelines
NObreath® mouthpiece 10. Patient Preparation
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Instrument Layout

NObreath’

ON/OFF switch
Touchscreen
Mouthpiece aperture
Screw

MIPSIGON

Tel: 144 (0)1622 851122 bedfont

Emergo Europe B.V.

i Westervoortsedijk 60 DE
[Ec [rer 6827 AT Arnhem
The

B(on)y - =
((‘i’))g SVEE=0.5A S79€7

L ooNOW,

dl [SN] FN XXXXXX
[oX¢] q
200 [O® O %
oo

Manufacturer Label
Vent hole

Serial label

Vent hole

USB port



E Installation and Set-up

Installation and Set-up

When setting up the NObreath®, please ensure the package contains all the parts as detailed in the
‘Parts and Accessories’ section of this manual. Please keep the screwdriver supplied for future servicing
requirements. The NObreath® should be charged for 24 hours prior to first use. Remove the plastic film
from the display and follow the next steps on how to charge the NObreath® below.

NOTE: The NObreath® should not be operated in an environment outside of the temperature or humidity
ranges stated in the technical specification.

The default PIN is 0000. It is strongly recommended to change this prior to first use — please refer to the
‘Change PIN’ section of this manual for instructions.

When selecting an accessory for the NObreath® device, please be advised that an accessory not
recommended by Bedfont® may result in loss of performance and damage to the NObreath® device.
The product warranty does not cover product failure or damage resulting from use with non-approved
accessories.

WARNING: The mouthpieces are single patient use only and can be used for a maximum of 10 tests

per breath testing session. Further re-use could cause incorrect readings and could increase the risk of
cross infection. The mouthpiece should be disposed of after use, in accordance with local waste disposal
guidance.

How to charge the NObreath®

The NObreath® FeNO device comes with a Dock (where supplied) and charging cable to keep the device at
hand and fully charged.

NOTE: The NObreath® should be charged for a minimum of 24 hours before first use.

NOTE: /t is best practice to not let the battery run flat. If the NObreath® does not switch on, or displays the
battery symbol on the last bar of charge, the NObreath® should be charged for 24 hours prior to use.

NObreatry

The NObreath® FeNO device can be charged by
plugging the micro USB cable provided directly
into the NObreath®. This can then be connected
either to the pre-approved mains adapter or into a
computer USB port.

To charge the NObreath®, first make sure the micro
USB cable provided is connected to the docking
station.
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User Interface

1 (] NObreath® [NEEF 2
e Home Screen
0 '| ’.I . |‘ 1. Information button.
o |

o 2. Battery status.
} \ - 4 3. Adult breath test.
4. Child breath test.
5. Demo mode.
6. Patient profiles.
7. Settings.

—0
—
| nopect  [EEE-

NObreath® [WEEp

Test No. 1001
Cal date 15/02/2022
Serial No. NN001232 q g q . .
The information screen displays information about
Sensor date 15/02/2022 the device and sensor.

Sensor serial No. 157649832

Firmware VX.XX

®  NObreath* [WEER

Setﬁngs Menu Page 1
MAY

— 1y @—
EEE

3—Egy Wzl
HN

gy (P

7

— L g

(i) NObreath® [NEEk

4‘
X Settings Menu Page 2
AYw . sener
a4

1. Increase screen brightness.
2. Decrease screen brightness.
3. Enable/disable Bluetooth®.

4. Bluetooth® pairing PIN.
3 )))H4 5. Go to Settings Menu Page 1.
e A G

. Date and time options.

. Test log.

. Change PIN number.

. Enable/disable PIN use.

. Change flow-meter style.

. Start ambient air test.

. Service Area.

. Home button.

. Go to Settings Menu Page 2.

O o0 NOYULL B WN P

1
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Demo mode

(] NObreath® [NEEF
1. The NObreath® has an in-built demonstration

‘7 o, ) video of the breath test process. It is
! : !, recommended to watch this video prior to using
L__\N -y the device for the first time. This demo can also

be used to explain to patients how the test will
o run, prior to performing one.
1
Press the demo icon to begin.

(i ] NObreath® [HEEE

C_‘, : .. 5 Select either the adult or child patient.
-) e

(i ] NObreath® [NEEE

The zero screen will briefly display as in a real test.

>

(i) NObreathe [EEmEF § @ NObreath® [NEEP

A demonstration will run through the breath test
process.

13



() NObreath> [EEEF il @ NObreath® [NEEP

m m The whole test will be shown, but at an accelerated

speed.

o
O

&
NObreath®

o °  [mmmp
J Only a successful test will be demonstrated.

() NObreath> [mEEF § @ NObreath® [NERP

1 O 1 O Once the result is displayed, the demo is complete.

s

5168
~5

b NO b NO
PP PP Press the home icon (1) to return to the home
C:I P.’.\‘ screen.

H :
H

14



E Performing a Breath Test

Performing a Breath Test

(] NObreath® [HEEE

oo, 56 Open and insert a new mouthpiece into the
f 5 [ -‘l 2 NObreath® device
- - ‘
To start a breath test, select either the adult (1) or
o child (2) patient.

= Q
(i ] NObreath® [EEE: § @ NObreath®  [NEEP
_ As prompted onscreen, take a deep breath.

WARNING: Do not inhale through the mouthpiece.

NOTE: Ensure the patient inhales through the
mouth, before exhaling through the mouthpiece.

Press the home button at any time to cancel the
breath test.

When the exhale icon displays, keep the device
upright and blow gently into the mouthpiece.

NOTE: Make sure the vent holes are not covered.

Ei" o The exhalation time i imately 12 ds f
D e exhalation time is approximately 12 seconds for
\ o an adult and 10 for a child.

The onscreen flow meter will guide the patient on the exhalation rate:

@

é ‘ o
“ | —
775" CT"J" Ml ->
L\ -\ -l

Keep the carin Keep the dial Keep the Follow the
the middle of the in the green area. car in the middle bubbles.

road. of the road.

15



E Performing a Breath Test

(] NObreath® [NEEE

A green tick onscreen indicates a successful test.

L

() NObreath> [EEEF §l @ NObreath® [NERP

1 O 1 O The results will then be shown onscreen in ppb.

ppb NO ppb NO
Return to the home screen by pressing the home
‘7 TI ”.”. “ button (1) or save (2) the result to a patient profile.
I ats

-\ -ay
A B A DB
1 2

If the patient exhales outside of the exhalation
guidelines, the test will beep before indicating a fail
“ and a red cross will appear.

Press the retry icon (1) to retake the test or the next
arrow (2) to view the result.

O A =0 A =

1 2

16
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Patient Profiles

(i) NObreath® [NEEk

5 @
.\.\

[uny

(i) NObreath® [NEEk

PIN Number

ol1]213]4
slel7)s8]o

NObreath® [WEEp

BEEEE ke

v 1/10

Patient Profiles

The NObreath® is designed to be capable of storing
up to 25 results in up to 50 patient profiles.

Press the profiles icon (1) to access patient profiles.

If the PIN has not been entered in the last 30
minutes, the 4-digit code will be required before the
patient profiles can be accessed.

NOTE: If the PIN has been forgotten, please contact
Bedfont® or its local distributor to reset it.

A list of patient profiles will show onscreen.

17



E Patient Profiles

NObreath®

Create a new patient profile

To create a new profile, choose an empty name slot.

Use the keypad to enter a name or reference.
Click the save icon (1) to create the profile.

To cancel, press the back arrow (2) to return to the
list of profiles or the home icon (3) to return to the
main screen.

Once the profile has been created the following
options will become available:

See a graph of results.
Delete the patient profile.
Take an adult breath test.
Take a child breath test.
Return to the profile list.
Return to the main screen.

Sl g s e 1=

Once an adult or child breath test has been
selected, the profile will only offer that breath test
mode in future.

18



NObreath*®

Example

EOENE iy
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t
»

NObreath®

Example

EOENE i

<

110

t
»

(i) NObreath®

It is not possible for the user to save an adult breath
test to a child’s profile, or a child’s breath test to

an adult’s profile. Profiles not compatible with the
breath test will be shown in blue.

Edit a new patient profile

To edit a patient’s profile, select their name/ID from
the list.

Use the keypad to edit the profile.
Click the save icon (1) to save the changes.
To cancel, press the back arrow (2) to return to the

list of profiles or the home icon (3) to return to the
main screen.

Delete a patient profile

Select the patient that will be deleted to load their
profile.

19



(] NObreath® [NEEE

e X
G

-y

(] NObreath® [NEEE

X
CIrv

Patient Profiles

Press the red ‘x’ (1) to delete the patient profile.

Press the tick (1) to confirm.

The profile will be deleted the profile screen will be

displayed.

20



E Maintenance

Maintenance NObreath® - FeNO testing without limits

The NObreath® has been validated for up to

29,000 tests when used as instructed and properly
maintained and serviced. The number of tests (1)
can be periodically checked within the settings of
Serial No. NN001232 the device; when 29,000 tests are reached a service
is recommended. Contact Bedfont® or the local
service centre.

The Health Care Professional can check how many
Firmware VXXX breath tests have been performed on the device

using the Information Screen, Test No as seen
A pelow

Routine maintenance

1 ————e Test No. 1001

Cal date 15/02/2022

Sensor date 15/02/2022

Sensor serial No. 157649832

1. Mouthpieces are to be replaced after every patient.
WARNING: The mouthpieces are single patient use only and can be used for a maximum of 10 tests
per breath testing session. Further re-use could cause incorrect readings and could increase the risk of
cross infection. The mouthpiece should be disposed of after use, in accordance with local waste disposal
guidance.

2. Hands should be washed regularly in accordance with infection control practice.
CAUTION: Do not use sanitising products containing alcohol as this may damage the sensors.

3. Only use accessories approved by Bedfont®.
CAUTION: Use of accessories not approved by the manufacturer will invalidate the warranty and may
compromise the safety of the device.

4. It is best practice to not let the battery run flat. If the NObreath® indicates the battery level is on the last
bar on the display E , we recommend charging the device. If the NObreath® battery symbol is

flashing on the display, the device would require charging immediately.

5. If the NObreath® battery becomes fully discharged, the device may need calibration. Please contact
Bedfont® or its local distributor for advice.

Servicing

1. The NObreath® should be calibrated annually or the NO sensor should be replaced.
2. The NO scrubber should be replaced annually.

3. The NO sensor, breath drying cartridge and the pump should be replaced every 5 years.

21



E Maintenance

Possible

Recommended Action
Cause

The sensor  The calibration or change of the
requires sensor and the replacement of the
calibrating  NO scrubber is due by the date

NObreath [EmEF il © NObreath®
or changing displayed onscreen.

and the NO

15/02/2020 15/02/2022 scrubber  This reminder will be displayed

requires every day until it has been reset
B B I oo o crorming o sensor calortion
Firmware v3.53 Firmware v4.02 and above within < 30 or sensor Change; and the NO
days. scrubber has been replaced.
(i ] NObreath® [HENp (i) NObreath® [WEEp Possible .
Cause Recommended Action

. The calibration or change of the
The
calibration  S€nser and the replacement of the
. NO scrubber is due by the date
or changing displayed onscreen
of the play '

15/02/2020 15/02/2022 SETEOTENE] | er oo fipatl e displayed

replacement -
P every day until it has been reset

of the NO . . .
. by performing a sensor calibration
silelar s or sensor change, and the NO
Firmware v3.53 Firmware v4.02 and above now due. ge,

scrubber has been replaced.

22



E Maintenance

Possible
Cause

The

calibration

or changing

of the

sensor and  The calibration or changing of the
replacement sensor and replacement of the

of the NO NO scrubber was due on the date
scrubberis  displayed.

now overdue

Recommended Action

(i) NObreath® [NEEk

by > 30 days. This reminder will be displayed
15/02/2022 every day until it has been reset
The date by performing a sensor calibration
displayed or sensor change, and the NO
Firmware v4.02 and above is 365 days  scrubber has been replaced.
after the
last sensor
calibration
or exchange.
0 NObreath m 0 NObreath [T 113 Possible Recommended Action
Cause
The NObreath® is due its full
The service by the date displayed.
NObreath®

is due its full A service reminder will be
service in displayed every day until a full
15/02/2020 15/02/2022 <30 days. service has been carried out by a
trained engineer.

Firmware v3.53 Firmware v4.02 and above

(i ] NObreath® [HENp (i) NObreath® [WEEp Possible

Cause Recommended Action
s .
ZCr)]Zr;ath The NObreath® was due its full
due its full service on the date displayed.
| IR A service reminder will be
15/02/2020 15/02/2022 5 vears has displayed every day until a full
. P trained engineer.
Firmware v3.53 Firmware v4.02 and above since last full

service.

23
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(i ] NObreath [EmEF il © NObreath® [NEEP

15/02/2022

Firmware v3.53

(] NObreath® [NEEE

Cleaning

23:45:1

Firmware v4.02 and above

=

15/02/2022

9

Possible
Cause

The full
service

for the
NObreath®
is now
overdue by
> 30 days.

Possible
Cause

The sensor
is stabilising
after
installation.
The time
displayed
shows

the time
remaining
until sensor
is stabilised.

Maintenance

Recommended Action

The full service for the NObreath®
was due on the date displayed.

A service reminder will be
displayed every day until a full
service has been carried out by a
trained engineer.

Recommended Action

The sensor requires 24 hours to
stabilise; during this period, the
NObreath® should be placed on
charge.

During this period, testing will not
be possible. This screen will clear
automatically after 24 hours.

Bedfont® recommends wiping the instrument external surfaces between each patient with an
alcohol-free wipe specifically designed for this purpose. A list of approved wipes can be found here:

https://www.bedfont.com/cleaning-bedfont-devices

The device or consumables cannot be sterilised. It is recommended that wipes are used once and for one
surface only. The NObreath® device should be cleaned for initial use and after each patient use.

CAUTION: Do not use any substances containing alcohol on or near the NObreath®.

WARNING: Under no circumstances should the instrument be immersed or splashed with liquid.

NOTE: Circuit diagrams, component part lists, descriptions, and calibration instructions can be found in the
NObreath® Service Manual. Please contact the local distributor to obtain a copy.

24
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Settings
Settings
MAY
! ®

I!I To change the date or time, press the edit date/time
=® @ icon (1) on the 1st page of the settings menu.

e,
4 A =

o NObreath®  [NENF Select either d-m-y or m-d-y for the date format and

12h or 24h for the time format. The purple circle @

d-m-y @ 12h O indicates the selected option.

m-d-y O 24h @ To adjust the date/time, select the number and it
will become highlighted. Use the arrows to change

15.02. as desired.
13:24
A v Press the save button (1) to keep the changes.

21 To cancel, press the back arrow (2) to return to the

settings menu.

(i) NObreath®
(@ Nobreat [EEE} | Test log

®
O

<
)™

o
@)
Waw P

To access the test log, press the log icon (1) on the
1st page of the settings menu.

25



(i) NObreath® [NEEk

Date Time Reading

5
i 2 15/02/2022 15:57 7 ppb
)& 3 15/02/2022 15:57 33 ppb
¥ 4 15/02/2022 15:46 5 ppb
2
}§ 6 15/02/2022 15:45 0 ppb
&Y 7 15/02/2022 15:44 40 ppb

1—°v 110 A’—l

5

NObreath®

[uny
EEN
l’ ‘.

1

gz
QO @®F

¥
d

@ A =

(i) NObreath® [NEEk
PIN Number

(i) NObreath® [NEEk
PIN Number

0000

ol1]213]4
sle]7)s8]o

5

The most recent test results are automatically sav
in the log and the NObreath® can store 250 at a
time.

Use the arrows (1) to scroll through the log.
Press the back arrow (2) to return to the settings

menu or the home icon (3) to return to the main
screen.

Change PIN

Each device is pre-set to the PIN code 0000. It is
highly recommended that the PIN is changed to a
memorable 4-digit number.

To change the PIN number, press the change PIN
icon (1) from the 1st page of the settings menu.

ed

A prompt will ask for the current PIN to be entered.

If the PIN has been forgotten, please contact
Bedfont® or its local distributor to reset it.

Enter the current PIN and press the next arrow (1)
to proceed.

26



(i) NObreath® [NEEk
New PIN

(i) NObreath® [NEEk
New PIN

9738

ol1]213]4
sle]7)s8]o

<+ A >

(i) NObreath® [NEEk
Confirm New PIN

(i) NObreath® [NEEk
Confirm New PIN

9738

ol1]213]4
sle]7)s8]o

2
—-— AV o

A prompt will then ask for a new PIN number to be
entered.

Enter a new memorable 4-digit code and press the
next arrow (1) to continue.

A prompt will ask for the new PIN number to be
re-entered for confirmation.

Re-enter the PIN to confirm the new 4-digit code
and press the tick (1) to register the change.

To cancel, press the back arrow (2) to return to the
settings menu or the home icon (3) to return to the
main screen.

27



(i) NObreath® [NEEk

by @

I!I To disable the PIN, press the enable/disable PIN
=® @—1 icon (1) on the 1st page of the settings menu.
> 2P

Enable/disable PIN

(i) NObreath® [NEEk
PIN Number

A prompt will ask for the PIN number to be entered
in order to disable the PIN function.

olil2]3]4
slel7)8]o

(i) NObreath® [NEEk

Once the PIN function is disabled, it will be crossed
out in the settings menu.

To re-enable the PIN function, simply press the
enable/disable button again and re-enter the PIN to

) c’) confirm.

Change flow-meter style

flow-meter button (1) on the 1st page of the
settings menu.

(1]

 I'n

mY @ To change the flow-meter style, press the
o
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Settings

Select either the adult or child test mode to change
the flow-meter style.

The current flow-meter style will be highlighted.

Select the new style and press the save icon (1) to
register.

The new flow-meter style will now be used for that
breath test mode and the relevant demo mode.

Press the back arrow (1) to return to the settings

menu or the home icon (2) to return to the main
screen.
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9 @

l!l To perform an ambient air test, press the ambient
=@ @ test icon (1) on the 1st page of the settings menu.

& A =

Ambient air test

(i) NObreath® [NEEk

The NObreath® will begin sampling the atmosphere
and an hourglass will be shown onscreen.

I

(i) NObreath® [NEEk

I O The result will be shown onscreen.

ppb NO Press the back arrow (1) to return to the settings
_ menu or the home icon (2) to return to the main

c_) screen.

N =

(] NObreath® 3 [NEEk

AYiv—

A

Adjusting the brightness of the display

To adjust the brightness of the display, go to the
2nd page of the settings menu and use the arrows
to increase (1)/decrease (2) the brightness of the
screen.

)

- A G
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”))

PIN
000093

N =

Enable/disable Bluetooth®

To enable Bluetooth®, go to the 2nd page of
the settings menu and press the enable/disable
Bluetooth® button (1).

Once Bluetooth® is enabled, the Bluetooth® symbol
will no longer be crossed out on the 2nd page of the
settings menu and a Bluetooth® symbol will appear

next to the battery status icon.

Press the icon (1) again to switch Bluetooth® off.
Press the back arrow (2) to return to the settings

menu or the home icon (3) to return to the main
screen.

Bluetooth® pairing

To pair a device with the NObreath®, go to the 2nd
page of the settings menu and press the Bluetooth®
pairing icon (1).

The screen will display the Bluetooth® pairing PIN.

Please make sure the Bluetooth® on the NObreath®
and the other device is switched on in order to pair
with the NObreath®.

Press the back arrow (1) to return to the settings
menu or the home icon (2) to return to the main

screen.
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Data Reset

Using the screwdriver provided with the
NObreath®, unscrew the screw on the back of the
device.

Remove the back cover by sliding
and lifting it off.

To access the Data Reset button, first remove the
back cover and the breath drying cartridge.

This will reveal the Data Reset button at the top
right of the NObreath®.

(i) NObreath® [NEEk

Press and hold the Data Reset button (1) for 5
seconds and the screen will reveal the reset icon.

NOTE: A data reset will erase all patient data from
the device the PIN will be reset to the default, 0000.

Press the tick (2) to confirm the data reset or
cross (3) to cancel.
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Data Reset

(i) NObreath® [NEEk

An hourglass will display onscreen as the NObreath®
begins erasing all data.
NOTE: This can take up to 5 minutes to complete.

(i) NObreath® [NEEk
<

Once complete, the screen will prompt for the back
cover to be replaced.

Ensure that the breath drying cartridge has been
re-inserted and then reattach the back cover.

(] NObreath® [HEEE

GM
- \§

0 of}
7
-y
All data will be erased and the home screen will

o display once more.
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E Cybersecurity

Cybersecurity

WARNING: Precautions need to be taken when handling patient data, this should be completed by trained
healthcare professionals only.

CAUTION: Security precautions need to be taken when connecting a NObreath® unit to a PC/laptop via USB
or Wireless. Ensure the PC/laptop is in a secured environment (e.g. has a firewall and anti-virus software) in
order to not expose the NObreath® to malwares.

CAUTION: The operating system of the PC/laptop should be kept up to date.

WARNING: Any data on the NObreath® device needs to be cleared (via a reset) before returning to
Bedfont® or one of its distributors for service or repair and before the unit is disposed at end-of-life.

WARNING: The NObreath® needs to be stored in a secure place, e.g. a locked room or desk drawer/
cupboard.
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Technical Specification

Concentration range

I EW

Detection principle

Repeatability

Accuracy

NObreath® device

NObreath® Dock

21°C + 4°C (17°C - 25°C)
20 - 80% RH (non-condensing)

T90 response time

Temperature

Technical Specification

NObreath® device and dock

5—-500 ppb

Full colour touchscreen

Electrochemical sensor

+ 5ppb of measured value < 50 ppb
+ 10% of measured value > 50 ppb

+ 5ppb of measured value < 50 ppb
+ 10% of measured value > 50 ppb

1 x main rechargeable Li-ion battery —

Approx. 100 uses on fully charged battery

Model: RRC1120. Voltage: 3.6 V/ 3.7V

Capacity: 2350 mAh / 2000 mAh

2 x Li-ion coin cell batteries — Approx. 5 years
Model: LIR2032/LIR2032H. Voltage: 3.7 V.
Capacity: 45 mAh/70 mAh

Model: LIR2450. Voltage: 3.7 V. Capacity: 120 mAh

Mains powered
Input:5V,0.5A
Output: 5V,0.5A

Input: 100 - 240V ~ 50/ 60 Hz., 0.2 A
Output: 5.0V, 1.0A

<10 seconds

Humidity
Storage/transport 5-95% RH (non-condensing)

Operating/transport/storage Altitude
Operating/transport/storage pressure
Expected sensor operating life
Limit of Detection
Sensor drift
Dimensions
Weight
NObreath® device
NObreath® Dock

Materials

Breath test time Child
Ambient

Warm-up time

Maximum ambient operating level

CO cross interference

-1700 ft. to 6300 ft.

800 — 1080 mbar

5 years (subject to servicing)

5 ppb

< 5% per annum

Approx. 90 mm X 159 mm X 59 mm

Approx. 400 g

Case: polycarbonate/ABS blend
Anti-microbial additive

12 seconds

10 seconds

30 seconds

< 60 seconds

350 ppb NO

45 ppm < 17.6 ppb

NOTE: Exhaled flow during FeNO measurement at 50 ml/sec + 10% at 10 cm H,0.

Infection control

Dimensions

Materials

NObreath® mouthpiece

An integrated infection control filter removes and traps > 99% of airborne

bacteria and > 98% of viruses.

Approx. 180 mm X 25 mm X 15 mm

Approx. 11 g

Polypropylene
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E Using the NObreath® with FeNOchart™, Buttons Explained

Using the NObreath® with FeNOchart™

The NObreath® device is supplied with FeNOchart™ software, which allows patient data to be synchronised
from the device to a computer, where results can be safely stored and analysed. FeNOchart™ can be
downloaded directly from https://www.nobreathfeno.com/fenochart/

Insert the USB lead into the PC and connect the other end directly to the base of the NObreath unit.

If using a Docking Station (where supplied) insert the USB lead into the PC and connect the other end to
the rear of the docking station. Place the NObreath into the docking station connecting to the micro USB in
the base

Before starting the software, ensure that the NObreath® is connected to the PC and switched on. Double
click the FeNOchart™ icon on the PC to start the programme. Refer to the FeNOchart™ manual for how to
operate the FeNOchart™ software.

Buttons Explained

[ ] ]
Change PIN |
|

Information

Adult test Disable PIN

Child test Enable PIN

Change flow meter
style

Previous screen

Demo mode

Ambient test

Patient profiles

Home button Disable Bluetooth®

Decrease

Graph of results Enable Bluetooth®

Service Area

Delete patient .
P (See service manual)

Sensor calibration
and NO scrubber
reminder

Device full service Q :
reminder
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Troubleshooting

(i) NObreath®

NObreath® [NEER

15/02/2020 15/02/2022

Firmware v3.53 Firmware v4.02 and above

(i ] NObreath® [EEEF (i} NObreath®  [NEEF

15/02/2020 15/02/2022

Firmware v4.02 and above

Firmware v3.53

(i) NObreath®

e@

15/02/2022

Firmware v4.02 and above

Troubleshooting

Possible Cause Recommended Action

The sensor requires
calibrating or changing
and the NO scrubber
requires replacing within
<30 days.

The calibration or change
of the sensor and the
replacement of the NO
scrubber is due by the
date displayed onscreen.

This reminder will be
displayed every day
until it has been reset
by performing a sensor
calibration or sensor
change, and the NO
scrubber has been
replaced.

Possible Cause Recommended Action

The calibration or
changing of the sensor
and replacement of the

NO scrubber is now due.

The calibration or
changing of the sensor
and replacement of the

NO scrubber was due on
the date displayed.

This reminder will be
displayed every day
until it has been reset
by performing a sensor
calibration or sensor
change, and the NO
scrubber has been
replaced.

The calibration or
changing of the sensor
and replacement of the

NO scrubber

is now overdue by

> 30 days.

The date displayed is 365
days after the last sensor
calibration or exchange.

Possible Cause Recommended Action

The calibration or
changing of the sensor
and replacement of the

NO scrubber was due on
the date displayed.

This reminder will be
displayed every day
until it has been reset
by performing a sensor
calibration or sensor
change, and the NO
scrubber has been
replaced.
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15/02/2020

Firmware v3.53

(i ] NObreath® [HEEk

N\

15/02/2020

Firmware v3.53

NObreath® [HEE}

ol

15/02/2022

Firmware v3.53

(i) NObreath®

2% 2
23:45:19

(i ) NObreath®  [NEEk

15/02/2022

Firmware v4.02 and above

o NObreath®  [NEEk

15/02/2022

Firmware v4.02 and above

(i) NObreath® [EEEP

‘|

15/02/2022

Firmware v4.02 and above

Troubleshooting

Possible Cause

The NObreath® is due its
full service in < 30 days.

Recommended Action

The NObreath® is due its
full service by the date
displayed.

A service reminder will
be displayed every day
until a full service has
been carried out by a
trained engineer.

Possible Cause

The NObreath® is now
due its full service.

5 years has elapsed since
last full service.

Recommended Action

The NObreath® was due
its full service on the
date displayed.

A service reminder will
be displayed every day
until a full service has
been carried out by a
trained engineer.

Possible Cause

Recommended Action

The full service for
the NObreath® is now
overdue by > 30 days.

The full service for the
NObreath® was due on
the date displayed.

A service reminder will
be displayed every day
until a full service has
been carried out by a
trained engineer.

Possible Cause

Recommended Action

The sensor is stabilising
after installation. The
time displayed shows

the time remaining until
sensor has stabilised.

The sensor requires
24 hours to stabilise;
during this period, the
NObreath® should be
placed on charge.

During this period,
testing will not be
possible. This screen will
clear automatically after
24 hours.
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ERR-04

Possible Cause

Troubleshooting

Recommended Action

There has been a sensor
calibration error.

Contact Bedfont® or
their local distributor.

Possible Cause

There has been a
verification error in the
flash memory of the
device.

Recommended Action

Contact Bedfont® or
their local distributor.

Possible Cause

Recommended Action

There has been an
error in the NObreath®
settings.

Contact Bedfont® or
their local distributor.

Possible Cause

Recommended Action

There has been a failure
in the flash memory of
the device.

Contact Bedfont® or
their local distributor.
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Possible Cause

There has been a
database failure.

Recommended Action

Contact Bedfont® or
their local distributor.

Possible Cause

The back cover of the
device is open.

Recommended Action

Make sure the back of
the device is secure and
the turn lock is closed.

The back cover button is
damaged, lost or stuck.

Take the back cover
off, check the back
cover button is present.
Replace back cover.

Possible Cause

No sensor detected.

Recommended Action

Ensure a sensor is
inserted into the device.

The sensor is not
correctly inserted.

Ensure the sensor is
correctly inserted by
pushing firmly in the top
connector.

Check the date and time.
If this does not show the
current date & time the
real time clock battery
may be flat/empty.

Change the date/time
to the current date/time
and charge the device
battery fully.

Sensor bias battery flat/
empty.

Charge the device
battery fully. This will
allow the sensor bias
battery to also charge

and re-bias the sensor.

Instructions from the
previous step may also
have to be carried out.

Sensor connector pins
blocked.

Remove the sensor and
re-insert to clear any
possible blockages.

Y
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The device does not switch on
after being put on charge.

(] NObreath® [NEEE

Suspicion that the device is giving
erroneous/incorrect readings.

This image is an example only, and is
not necessarily an
example of an erroneous reading.

Possible Cause Recommended Action

The device battery is
flat/empty.

Plug the device directly
into a power source,
using the micro USB

and power adapter or

using the charging dock

(where supplied). See

“installation and setup”

section of this manual.

Possible Cause

The device battery is
flat/empty.

Recommended Action

This is the muted charge
mode. This screen will
appear when the device
has a depleted battery
and is on charge.
The device can charge
for up to 90 minutes
with a blank screen, and
will not emit any sound
during this time.

If the device does not
show any activity after
90 minutes, contact
Bedfont® or the local
distributor for assistance.

Possible Cause Recommended Action

The device may be out of
specification.

If the user suspects
the device is giving
erroneous readings, stop
using it and check the
accuracy by purchasing a
CaliBag® from Bedfont®
or the local distributor,
or send to the local
service centre.

The device may have
been exposed to high
levels of volatile organic
compounds (VOC’s) for
example from cleaning
agents.

Allow the device to rest
for up to 24 hours in a
VOC free environment.

The device may be
showing testing in demo
mode.

Ensure the breath test
mode is being selected
from the home screen.
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Troubleshooting

The device consistently reads 0 ppb

Possible Cause Recommended Action

The drying cartridge is
missing or disconnected.

Take the back cover off
and check breath drying
cartridge is present and
fully located into the
device. Replace the back
cover.

The NO scrubber is
missing or disconnected.

Take the back cover off
and check NO scrubber is
present and fully located
into the device. Replace

the back cover.

Possible Cause Recommended Action

If the patient exhales
outside of the exhalation
guidelines, the test will
beep before indicating a
fail and a red cross will
appear.

Press the retry icon
to retake the test or if
after multiple attempts
the patient is unable to
comply, the reading can
be viewed by pressing
the next arrow.

WARNING: Patients should exhale for the duration
of time indicated by the device during a breath test.
Failure to do so could impact the reading.
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Notification Issue Possible Cause

The battery is missing.

Troubleshooting

Recommended Action

Take the back cover off, check
battery is present and fully located
into the device. Replace back cover.

The battery is flat.

Plug the device directly into a
power source, using the micro USB
and power adapter or using the
charging dock (where supplied). See
“Installation and Setup” section of
this manual.

The device will not switch on The battery has been inserted

incorrectly.

The device is not charging.

The battery contacts are blocked.

The power button is damaged.

There is a screen issue.

Contact Bedfont® or the local
distributor for assistance.

The pump is not running.

The battery is low. Charge the device
battery.

The mouthpiece connection was
loose during the test.

Ensure the mouthpiece is connected
tightly.

Check if any VOC's or alcohol based
products have been used to wipe the
device or mouthpiece.

Check if any aerosols or room spray
have been used where the device is
used.

The unit is reading incorrectly or
showing 0 ppb

Alcohol contaminations will affect
the NO electro chemical sensor
inside the device. Ensure no
VOC's are used on the device and
accessories related to the device.

The vent holes are blocked.

Ensure vent holes are not blocked or
covered by hands or something else
during the test.

There are high levels of ambient NO.

Perform an ambient test as per the
instructions. Levels should be <350
ppb, if levels are > 350 ppb, move to
a different location and take a new
measurement.

CEVG TR R G ERG NI T3 This is from the scrubber material.

This is not an issue. Scrubber has
potassium permanganate and
charcoal buds inside the device to
scrub ambient NO.

Indicates a fault, overcurrent,
undervoltage or overvoltage
protection circuit has triggered.

NObreath® Dock is showing a red
light

Contact Bedfont® or the local
distributor for assistance.
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E Glossary of Symbols and Safety Information

Glossary of Symbols and Safety Information

Glossary of Symbols

Symbol and Standard

Title of Symbol Explanatory Test
y P y References
. . .
. To identify a type BF IEC 60417 — 5333
Type BF Applied Part
prh | pg ; R applied part complying IEC 60601-1, Table D.1, Symbol

(Whole Device) with IEC 60601-1 20

Degree of protection IPXO — not protected Degree.of Ingre§s IEC 60601-1, Table D.3, Symbol
S - . . Protection Provided by 2.

against ingress of liquid | against water ingress Enclosure IEC 60529

Indicates the need for ISO 15223 - 1. Clause 5.4.3

Consult instructions for o ISO 7000 — 1641
use i | the user to consult the IEC 60601-1, Table D.1, Symbol
instructions for use 11
Non-ionizing
electromagnetic
radiation
To indicate generally
The device includes a elevated, potentially
Radio Frequency (RF) hazardous, levels of non-
transmitter: ionizing radiation, or to
Make: The device ((( . ))) 3‘:;2?:2 :qgu'i‘;”zﬁztnfg 4ica] | IEC 60601-1-2 Clause 5.1.1
contains a Microchip L . IEC 60417 - 5140
‘ electrical area that include

Technology Inc. RF transmitters or that

transmitter module. intentionally apply RF
Module: Contains electromagnetic energy for
Transmitter Module FCC diagnosis or treatment
ID: T9J-RN42 / FCC ID:
A8TBM78ABCDEFGH

(Bluetooth®)

To indicate on the rating

plate that the equipmentis | |- (oe01 1 Taple .1, Symbol

Direct current — i — suitable for direct current | ,
only; to identify relevant
terminals
DO NOT THROW IN
Dispose of according to E\/ GENERAL RUBBISH EN 50419
WEEE DISPOSAL/TRASH! — Waste | Directive 2012/19/EU, Annex IX

Electronic Equipment

Indicates the

manufacturers serial
. i ISO 15223 — 1. Clause 5.1.7
Serial number SN numper o) t.hata specific 1SO 7000 — 2498
medical device can be

identified

44



[en]

Glossary of Symbols and Safety Information

Manufactured by

Indicates the device
manufacturer (*Note —
Date of manufacture,
name and address of
manufacturer can be
combined in one symbol)

ISO 15223 — 1. Clause 5.1.1
ISO 7000 — 3082

Manufacture date

Indicates the date when
the medical device was
manufactured

ISO 15223-1. Clause 5.1.3
ISO 7000 — 2497
FDA 21 CFR 801

Magnetic Resonance
(MR) unsafe

3.1.14: An item which
poses unacceptable risks to
the patient, medical staff
or other persons within the
MR environment

ASTM F2503-20. Table 2,
Symbol 7.3.3; 7.4.9.1; Fig.9

Caution

> @ ILE

Indicates that caution is
necessary when operating
the device or control close
to where the symbol is
placed, or that the current
situation needs operator
awareness or operator
action in order to avoid
undesirable consequences

ISO 15223-1 Clause 5.4.4
ISO 7000 — 0434A
FDA 21 CFR 801

Temperature limit

+50°C

+
2
n%

Indicates the temperature
limits to which the medical
device can be safely
exposed

ISO 15223 - 1. Clause 5.3.7
SO 7000 - 0632

Humidity limitation

u
a&l
©
[
X

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

ISO 15223 —1. Clause 5.3.8
ISO 7000 - 2620

Atmospheric pressure
limitation

1080 mbar

631

800 mbar

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

ISO 15223 — 1. Clause 5.3.9
SO 7000 - 2621

General symbol for
recovery/recyclable

g8

To indicate that the marked
item or its material is part
of a recovery or recycling
process

ISO 7000 - 1135
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Non-standard symbols

Symbol and Standard

Title of Symbol Symbol Explanatory Test

References
Manufacturer’s declaration
CE mark of compliance to all Medical Device Regulation
relevant European Medical | (EU) 2017/745.
2797 Device Regulations
o
e%e
Bedfont® logo o Manufacturer’s logo N/A
bedfont
Ty-pe of prot.ectlon Internal!y powered N/A N/A
against electric shock equipment
Degree of safety
application in the Equipment not
presence of.a ﬂa.mmable suitable for use in N/A N/A
anaesthetic mixture the presence of
with air, oxygen or flammable mixtures.
nitrous oxide

Wireless

This device contains a Microchip Technology Inc. transmitter module: Contains Transmitter Module FCC
ID: T9J-RN42 / FCC ID: ASTBM78ABCDEFGH. This is in compliance with Part 15 of the FCC Rules, Spread
Spectrum Transmitter.

Wireless Bluetooth® Low Energy (BLE) is used as a means of communication between the device and
FeNOchart™ software running on a PC. The FeNOchart™ software is a charting program that retrospectively
collects data from the NObreath® device when it is not monitoring. It is not time critical, there are no
alarms.

Radio Technology: Bluetooth®: IEEE 802.15 Frequency-hopping spread spectrum

Bluetooth® specification: v2.1 + EDR (Enhanced Data Rate) / V5.0.

Bluetooth® Class / Power: Class 2 Bluetooth® module. Software controllable power. Max power 4 dBm.

RF frequencies: 79 bands (1 MHz each; centered from 2.402 to 2.480 GHz) in the range 2,400- 2,483.5 GHz.

The Bluetooth® device is preconfigured with 128bit encryption and a CCITT CRC Checksum. There is no
need or provision to change this setting.

The USB port is to be used for charging the NObreath® device, this should be carried out via the supplied
USB lead and also can be used for transferring encrypted patient data to and from FeNOchart™ PC
Software. The NObreath® is not intended to be connected to any wireless adaptors or any other USB Host.
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Electromagnetic Immunity

The NObreath® and NObreath® Dock comply with the IEC60601-1-2:2014 4th edition electromagnetic
compatibility.

The NObreath® device is suitable for the electromagnetic environment of typical commercial or hospital
settings.

During the immunity testing described below the NObreath® device continued to provide essential
performance. We considered essential performance to be an NO reading within = 5 ppb of inputted level. A
deviation of + 5 ppb has no physiological significance.

Warnings:

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

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

o 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.

o Avoid exposure to known sources of EMI (electromagnetic interference) such as Magnetic

Resonance Imaging (MRI) systems, diathermy, lithotripsy, electrocautery, RFID (Radio Frequency
Identification), and electromagnetic security systems such as metal detectors.

. Keep the NObreath® outside the MRI scanner room.

Note that the presence of RFID devices may not be obvious. If such interference is suspected reorient
equipment if possible, to maximize distances.
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Emissions

Emissions

The NObreath® device is intended for use in the electromagnetic environment specified below. The user should
assure that it is used in such an environment.

Emission Tests

Compliance

Electromagnetic Environment — Guidance

Conducted and Radiated
RF Emissions CISPR 11

Group 1
Class A

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

Conducted and Radiated
RF Emissions CISPR 11

Group 1
Class A

The NObreath® device is suitable for use in all establishments
other than domestic, and may be used in domestic
establishments and those directly connected to the public
low- voltage power supply network that supplies buildings
used for domestic purposes, provided the following warning
is heeded:

WARNING: This equipment/system is intended for use by
healthcare professionals only. This equipment/ system may
cause radio interference or may disrupt the operation of
nearby equipment. It may be necessary to take mitigation
measures, such as re-orienting or relocating the NObreath®
device or shielding the location.

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

Immunity

Guidance and manufacturer’s declaration: Electromagnetic immunity

The NObreath® is intended for use in the electromagnetic environment specified below. The customer or the user
of the NObreath® should ensure that it is used in such an environment.

Immunity test

IEC 60601 test level

Compliance level

Electromagnetic environment
guidance

Electrostatic Discharge
(ESD) IEC 61000-4-2

+ 8 kV contact
+2,4,8and 15 kV air

+ 8 kV contact
+2,4,8and 15 kV air

Floor should be wood, concrete
or ceramic floor tile. If floors are
covered with synthetic material

the relative humidity should be

at least 30%.

Electrical fast transient/

Mains power quality should be

IEC 61000-4-5

bursts (immunity) +2 kv +2kV that of a typical commercial or
IEC 61000-4-4 hospital environment.
Surge (immunity) £0.5, 1.0 kV L-L +0.5, 1.0 kV L-L Mains power quality should be

£0.5,1.0,2.0kV L-E

+0.5,1.0,2.0kV L-E

that of a typical commercial or
hospital environment.

Mains power quality should be
that of a typical commercial or
hospital environment. If the

user of the NObreath® requires

IEC 61000-4-8

Voltage dips, short 100% 0.01 Seconds 100% 0.01 Seconds continued operation during
interruptions and voltage | 100% 0.02 Seconds 100% 0.02 Seconds power mains interruptions
variations on power supply | 30% 0.5 Seconds 30% 0.5 Seconds beyond that provided by the
input lines IEC 61000-4-11 | 100% 5 Seconds 100% 5 Seconds .
battery, it is recommended
that the NObreath® is powered
from an uninterruptible power
supply.
Power frequency magnetic
Power frequency (50/60Hz) fields should be at levels
Magnetic field 30 A/m 30 A/m characteristic of a typical

commercial or hospital
environment.

Electromagnetic Immunity

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

Immunity Test

Compliance Level

Electromagnetic Environment — Guidance

Conducted RF IEC 61000-
4-6
Radiated RF IEC 61000-4-3

3 Vrms (1 kHz 80%) 150
kHz —
80 MHz
3V/m (1 kHz 80%) 80 MHz
—2.7GHz

The NObreath® is suitable for the electromagnetic

environment of typical commercial or hospital settings.
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Immunity

NObreath® has also been tested for immunity to RF wireless communications equipment as below.

Immunity test

IEC 60601 test level

Compliance level

Electromagnetic environment
guidance

Radiated RF IEC 61000-4-3

385 MHz 27 V/m
450 MHz 28 V/m
710 MHz 9 V/m
745 MHz 9 V/m
780 MHz 9 V/m
810 MHz 28 V/m
870 MHz 28 V/m
930 MHz 28 V/m
1720 MHz 28 VV/m
1845 MHz 28 VV/m
1970 MHz 28 VV/m
2450 MHz 28 V/m
5240 MHz 9 V/m
5500 MHz 9 V/m
5785 MHz 9 V/m

385 MHz 27 V/m
450 MHz 28 V/m
710 MHz 9 V/m
745 MHz 9 V/m
780 MHz 9 V/m
810 MHz 28 V/m
870 MHz 28 V/m
930 MHz 28 V/m
1720 MHz 28 VV/m
1845 MHz 28 VV/m
1970 MHz 28 VV/m
2450 MHz 28 V/m
5240 MHz 9 V/m
5500 MHz 9 V/m
5785 MHz 9 V/m

The NObreath® device is
suitable for the electromagnetic
environment of typical
commercial or hospital settings.

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. These limits are designed to provide reasonable protection against harmful
interference in a residential installation. This equipment generates, uses and can radiate 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 encouraged 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.
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E Warranty, Vigilance, Returns

Warranty

Bedfont® Scientific Limited warrants the NObreath® device and sensors, batteries excepted, to be free of
defects in materials and workmanship for a period of 5 years from the date of shipment, subject to service
and maintenance requirements.

Bedfont’s sole obligation under this warranty is limited to repairing or replacing, at its choice, any item
covered under this warranty when such an item is returned intact and prepaid, to Bedfont® or the local
representative.

This warranty is automatically invalidated if the products are altered or tampered with by

unauthorised personnel, or have been subject to misuse, neglect or accident. At the end of the

product’s life, contact Bedfont® or its distributor for disposal instructions.

Single-patient use consumables and accessories should be disposed of in line with local clinical
EE \waste guidelines.

Never dispose of any electronic instrument or batteries in domestic waste. At the end of the product’s life,
contact Bedfont® or its distributor for disposal instructions.

Vigilance

As a medical device manufacturer, Bedfont® Scientific Ltd. must have a vigilance system in place to report
any adverse incidents which have been caused by its medical products.

An adverse event is identified by meeting all three of the following criteria:

e Anevent has occurred; typical events include, but are not limited to:
o A malfunction or deterioration in the characteristics or performance.

e The Manufacturer’s device is suspected to be a contributory cause of the incident.

e The event led, or might have led to one of the following outcomes:
o Death of patient, USER or other person.
o Serious deterioration in the state of health of a patient, USER or other person.

e Manufacturers of medical devices must report an adverse event in the following timescales:

o Serious public health threat: Immediately.

o Death or unanticipated serious deterioration in state of health: Immediately, (without any
delay that could not be justified) but not later than 10 elapsed calendar days following the
date of awareness of the event.

e Others: Immediately (without any delay that could not be justified) but not later than 15
elapsed calendar days following awareness of the event (UK reporting time frame is 15
days).

Any of Bedfont® Scientific Ltd. users who experience an adverse event relating to a product which meets
the above criteria must immediately report this to Bedfont® and the National Competent Authority of
which the country where the incident occurred.

Please contact Bedfont® Scientific Ltd. with all relevant information on:
Email: ask@bedfont.com
Telephone: 0044 1622 851122

Returns

Please contact Bedfont® or its local distributor for instructions on returning goods.
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E Responsible Manufacturer and Contacts

Responsible Manufacturer and Contacts

Bedfont® Scientific Ltd. www.bedfont.com
Station Yard, Station Road, www.nobreathfeno.com
Harrietsham,

Maidstone, Kent, ask@bedfont.com
ME17 1JA 0044 1622 851122

United Kingdom
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Romania

Definitii

AVERTISMENT: Indica o situatie potential periculoasa care, daca nu este evitata, poate provoca vatamari
minore sau moderate

ATENTIE: Indica o situatie potential periculoasa, care, daca nu este evitata, poate duce la deteriorarea
dispozitivului.

NOTA: Utilizat pentru a atrage atentia asupra unor informatii importante care trebuie s3 fie respectate in
timpul utilizarii.

Informatii importante/Mementouri

NOTA: Bedfont® colecteazs doar date tehnice, si nu date despre pacienti.
NOTA: NObreath® trebuie incircat timp de cel putin 24 de ore Tnainte de prima utilizare.

NOTA: Codul PIN implicit pentru NObreath® este 0000. Bedfont® recomandd puternic schimbarea acestui
cod PIN la instalarea si configurarea dispozitivului.

AVERTISMENT: Cititi manualul inainte de utilizare.

AVERTISMENT: Nu utilizati niciodata alcool sau agenti de curatare care contin alcool sau alti solventi
organici, deoarece acesti vapori vor deteriora senzorul electrochimic din interiorul aparatului.

AVERTISMENT: Instrumentul nu trebuie sub nicio forma scufundat sau stropit cu lichid.

AVERTISMENT: Testele respiratorii trebuie sa fie efectuate folosind exclusiv accesoriile Bedfont®.
Nerespectarea acestei cerinte poate duce la indicatii incorecte.

AVERTISMENT: Piesele bucale pot fi utilizate de un singur pacient si pot fi folosite pentru maximum 10
teste pe sesiune de testare a respiratiei. Reutilizarea ulterioara ar putea duce la indicatii incorecte si ar
putea creste riscul de infectie incrucisata. Dupa utilizare, piesa bucala trebuie sa fie eliminata in
conformitate cu reglementarile locale privind eliminarea deseurilor.

AVERTISMENT: Tn timpul unui test respirator, pacientii trebuie sa expire pe durata de timp indicata de
dispozitiv. Nerespectarea acestei cerinte poate duce la indicatii incorecte.

AVERTISMENT: Pentru a va asigura ca proba de aer expirat este prelevata la debitul corect, dispozitivul
trebuie sa fie tinut in pozitie verticala in orice moment in timpul unui test respirator.

AVERTISMENT: Nu blocati niciodata orificiile de ventilatie ale dispozitivului. Blocarea orificiilor de ventilat
poate duce la citiri eronate.

AVERTISMENT: Nu permiteti utilizarea NObreath® in decurs de 60 de minute dupa urmatoarele:

o Exercitii fizice

° Fumat

o Consum de alimente

o Consum de bauturi, inclusiv de alcool

ie
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AVERTISMENT: Asigurati-va ca pacientul nu inhaleaza prin piesa bucala.
AVERTISMENT: Asigurati-va ca pacientul nu expira dincolo de limitele capacitatii sale fizice.

AVERTISMENT: Asigurati-va ca pacientul foloseste o singura piesa bucala pentru efectuarea testului
respirator.

AVERTISMENT: Portul USB trebuie utilizat pentru Tncarcarea dispozitivului NObreath®, care ar trebui
efectuata folosind cablul USB furnizat, si poate fi utilizat si pentru transferul datelor criptate ale pacientului
catre si de la software-ul FeNOchart™ pentru PC. NObreath® nu este destinat conectarii la niciun adaptor
wireless sau la orice alt dispozitiv USB gazda.

ATENTIE: Asigurati-va ca dispozitivul este utilizat in limitele de temperatura si umiditate de functionare
indicate. Temperatura de functionare este de 15 - 30°C. Umiditatea de functionare este de 20 - 80% RH (fara
condens).

ATENTIE: Echipamentele de comunicatii RF portabile si mobile pot afecta NObreath®.

ATENTIE: Pastrati NObreath® incarcat atunci cand nu il utilizati, folosind adaptorul de retea preaprobat
furnizat, sau conectat la un port USB functional, pentru a va asigura ca NObreath® este incarcat atunci cand
este nevoie. Cand conectati adaptorul de retea preaprobat folosind statia de andocare (daca este furnizata)
la reteaua electrica, asigurati-va ca este conectat la retea intr-un loc sigur si usor accesibil.

ATENTIE: Epuratorul de NO contine permanganat de potasiu si nu trebuie sa fie manipulat sau sa intre in
contact cu pielea.

ATENTIE: Epuratorul de NO contine permanganat de potasiu si trebuie eliminat ca deseu periculos, in
conformitate cu reglementarile locale privind eliminarea deseurilor.

NOTA: Asigurati-va ci pacientul inspira pe gura inainte de a expira prin piesa bucals.

NOTA: Bedfont® recomandd incircarea lunard a NObreath® pentru a se asigura ca datele de calibrare nu se
pierd.

NOTA: Atunci cand selectati un accesoriu pentru dispozitivul NObreath®, va rugdm sa retineti cd un accesoriu
nerecomandat de Bedfont® poate duce la pierderea performantei si la deteriorarea dispozitivului NObreath®.
Garantia produsului nu acopera defectiunile sau daunele rezultate din utilizarea cu accesorii neaprobate.

NOTA: Consultati ghidurile Bedfont privind controlul infectiilor si intretinerea pentru informatii suplimentare
privind controlul infectiilor.

NOTA: Nu incercati sa modificati echipamentul in niciun fel si nu utilizati accesorii care nu sunt specificate
de catre producator. Orice incercare de a face acest lucru va invalida garantia si poate compromite siguranta
dispozitivului.

NOTA: Caracteristicile de EMISII ale acestui echipament il fac potrivit pentru utilizare in zone industriale

si spitale (CISPR 11 clasa A). Daca este utilizat intr-un mediu rezidential (pentru care este in mod normal
necesar CISPR 11 clasa B), este posibil ca acest echipament sa nu ofere o protectie adecvata la serviciile de
comunicatii prin radiofrecventa. Este posibil ca utilizatorul sa fie nevoit sa ia masuri de atenuare, cum ar fi
deplasarea sau reorientarea echipamentului.

NOTA: Bedfont® va pune la dispozitie, la cerere, cursuri de instruire privind intretinerea pentru personalul
calificat corespunzator. 54
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Introducere

Manualul de utilizare ofera instructiuni despre modul de utilizare a dispozitivul NObreath® FeNO si a
accesoriilor sale. Acesta contine informatii relevante despre dispozitiv, utilizarea si intretinerea acestuia,
inclusiv instructiuni pas cu pas cu ecrane si ilustratii.

Conformitate

NObreath® poartd marcajul CE in conformitate cu Medical Device Regulation (EU) 2017/745.
NObreath® respecta directiva RoHS.

Consultati sectiunea , Informatii privind siguranta” din acest manual pentru mai multe informatii privind
conformitatea dispozitivelor NObreath®.

Utilizare prevazuta

NObreath® este un dispozitiv portabil, neinvaziv, pentru masurarea oxidului nitric fractionat expirat (FeNO)
din respiratia umana. Productia de oxid nitric este adesea crescuta in afectiuni inflamatorii, cum ar fi
astmul. Masurarea FeNO cu ajutorul NObreath® este o metoda de masurare a scaderii concentratiei FeNO
la pacientii cu astm, care apare adesea dupa tratamentul cu terapie farmacologica antiinflamatoare, ca
indicatie a efectului terapeutic la pacientii cu niveluri crescute de FeNO.

Concentratia fractionald de NO din aerul expirat (FeNO) poate fi masurata cu NObreath®, conform
ghidurilor pentru masurarea NO stabilite de American Thoracic Society (Societatea Americana pentru Boli

Toracice).

NObreath® este destinat copiilor cu varsta cuprinsa intre 7 si 17 ani si adultilor cu varsta de 18 ani si peste.
Modul de testare cu durata de 12 secunde al NObreath® este destinat persoanelor cu varsta de 7 ani si
peste.

Modul de testare cu durata de 10 secunde al NObreath® este destinat exclusiv copiilor cu varste cuprinse
intre 7 si 10 ani, care nu pot finaliza cu succes un test de 12 secunde.

Masuratorile FeNO ofera medicului mijloace de evaluare a raspunsului unui pacient cu astm la terapia
antiinflamatoare, ca supliment la evaluarile clinice si de laborator standard in cazul astmului. NObreath®
nu poate fi utilizat la sugari sau la copii cu varsta sub 7 ani deoarece masurarea necesita cooperarea

pacientului.

NObreath® nu trebuie utilizat in terapie intensiva, in unitatile de urgenta sau in anesteziologie.

Contraindicatii

Nu exista contraindicatii cunoscute.
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Piese si accesorii

e WwN e

CabluUSBde 1,8 m

Stecher de retea si adaptoare universale
Informatii despre forumul NObreath®
Diagrama de interpretare

Piesa bucala NObreath®

NObreath® Forum

Quick start

Infection control Maintenance

Laveta din microfibra

Ghid de pornire rapida

Surubelnita

Ghiduri de intretinere pentru controlul
infectiilor

10. Pregatirea pacientului

© 0N
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Configuratia Instrumentelor

NObreath’

Comutator PORNIT/OPRIT
Deschiderea piesei bucale

Deschiderea piesei bucale
Surub

MIPSIGON

Tel: 144 (0)1622 851122 bedfont

Emergo Europe B.V.

i Westervoortsedijk 60 DE
[Ec [rer 6827 AT Arnhem
The

B(on)y - =
((‘i’))g SVEE=0.5A S79€7

L ooNOW,

dl [SN] FN XXXXXX
[oX¢] q
200 [O® O %
oo

Eticheta producator
Orificiu de ventilatie
Eticheta de serie
Orificiu de ventilatie
Port USB
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Instalare Si Configurare

Instalare Si Configurare

Cand configurati NObreath®, va rugam sa va asigurati ca pachetul contine toate piesele detaliate in
sectiunea ,Piese si accesorii” a acestui manual. Va rugam sa pastrati surubelnita furnizata pentru viitoarele
necesitati de service. NObreath® trebuie incdrcat timp de 24 de ore inainte de prima utilizare. Indepéartati
folia de plastic de pe ecran si urmati pasii de mai jos pentru incarcarea NObreath®.

NOTA: NObreath® nu trebuie utilizat intr-un mediu in afara intervalelor de temperaturd sau umiditate
mentionate in specificatia tehnicd.

Codul PIN implicit este 0000. Se recomanda puternic sa modificati acest cod inainte de prima utilizare — va
rugam sa consultati sectiunea ,,Modificarea codului PIN” din acest manual pentru instructiuni

Atunci cand selectati un accesoriu pentru dispozitivul NObreath®, va rugam sa retineti ca un accesoriu
nerecomandat de Bedfont® poate duce la pierderea performantei si la deteriorarea dispozitivului
NObreath®. Garantia produsului nu acopera defectiunile sau daunele rezultate din utilizarea cu accesorii
neaprobate.

AVERTISMENT: Piesele bucale pot fi utilizate de un singur pacient si pot fi folosite pentru maximum 10 teste
pe sesiune de testare a respiratiei. Reutilizarea ulterioara ar putea duce la indicatii incorecte si ar putea
creste riscul de infectie incrucisata. Dupa utilizare, piesa bucala trebuie sa fie eliminata in conformitate cu
reglementarile locale privind eliminarea deseurilor.

Cum se incarca NObreath®

Dispozitivul NObreath® FeNO este livrat cu o statie de andocare si un cablu de incarcare, pentru a avea
dispozitivul la indemana si complet incarcat.

NOTA: NObreath® trebuie incdrcat timp de cel putin 24 de ore inainte de prima utilizare.
NOTA: Cea mai bund practicd este sd nu Idsati bateria sd se descarce. Dacd NObreath® nu porneste sau nu

afiseazd simbolul bateriei la ultima bara de incdrcare, NObreath® trebuie incdrcat timp de 24 de ore inainte
de utilizare.

NObreatry

Dispozitivul NObreath® FeNO poate fi incarcat
conectand cablul micro-USB furnizat direct cu
dispozitivul NObreath®. Acesta poate fi apoi
conectat fie la adaptorul de retea preaprobat, fie la
un port USB de computer.

Pentru a incarca NObreath®, asigurati-va mai intai
ca este conectat cablul micro-USB furnizat la statia
de andocare.
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Interfata de utilizator
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Test No. 1001
Cal date 15/02/2022
Serial No. NN001232

Sensor date 15/02/2022

Sensor serial No. 157649832
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Ecran principal

1. Buton de informatii.

2. Starea bateriei.

3. Test respirator pentru adulti.
4. Test respirator pentru copii.
5. Mod demonstrativ

6. Profiluri de pacienti

7. Setari.

Ecranul cu informatii afiseaza informatii privind

dispozitivul si senzorul.

Pagina 1 din meniul Setari

1. Optiuni de data si ora.

2. Jurnalul testelor.

3. Schimbarea codului PIN.

4. Activarea/dezactivarea utilizarii PIN-ului
5. Schimbarea stilului debitmetrului.

6. Pornirea testarii aerului ambiant

7. Zona de service.

8. Butonul Acasa.

9. Accesarea Paginii 2 din meniul Setari.

Pagina 2 din meniul Setari

1. Cresterea luminozitatii ecranului.

2. Reducerea luminozitatii ecranului.

3. Activarea/dezactivarea Bluetooth®.
4. PIN-ul de asociere Bluetooth®.

5. Accesarea Paginii 1 din meniul Setari.
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Mod Demonstrativ

Mod Demonstrativ

i ] NObreath® [EEEk 1. NObreath® are incorporat un videoclip
demonstrativ al procesului de testare
E AP a respiratiei. Se recomanda vizionarea acestui
! e videoclip inainte de a utiliza dispozitivul pentru
.\ prima datd. Aceastd demonstratie poate

fi folosita si pentru a explica pacientilor cum
se va desfasura testul, inainte de efectuarea
1 acestuia.

Apasati pictograma de demonstratie pentru a
= ¢ incepe.

(] NObreath® [HEEE

C_‘, : .. | Selectati fie un pacient adult, fie un pacient copil.
I
-) @

(] NObreath® [NEEE

Ecranul zero va fi afisat pentru scurt timp, ca intr-un
test real.

H

NObreath® [WEEp

Se va reda o demonstratie a procesului testului
respirator.
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Mod Demonstrativ

() NObreath> [EEEF il @ NObreath® [NEEP

e e

-

g
= 1
(] NObreath® [NEEE

J Se va demonstra numai un test reusit.

() NObreath> [mEEF § @ NObreath® [NERP

1 1 O Dupa ce rezultatul este afisat, demonstratia se

Se va afisa intregul test, dar la o viteza marita.

s

incheie.
ppb NO ppb NO
e A Apasati pictograma Acasa (1) pentru a reveni la
C5 | ecranul principal
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Efectuarea Unui Test Respirator

5 @
-\

(i) NObreath®

——2

() NObreath> [mEEF § @ NObreath® [NEEP

Efectuarea Unui Test Respirator

Deschideti si introduceti o piesa bucala noua in
dispozitivul NObreath®.

Pentru a incepe un test respirator, selectati fie un
pacient adult (1), fie un pacient copil (2).

Urmand indicatiile de pe ecran, respirati adanc.
AVERTISMENT: Nu inhalati prin piesa bucala.

NOTA: Asigurati-vd cd pacientul inspird pe gurd
inainte de a expira prin piesa bucald.

Apasati in orice moment butonul de revenire la
ecranul principal pentru a anula testul respirator.

Cand este afisata pictograma de expirare, tineti
dispozitivul in pozitie verticala si suflati usor in piesa
bucala.

NOTA: Asigurati-vd cd orificiile de ventilatie nu sunt
acoperite.

Timpul de expirare este de aproximativ 12 secunde
pentru un adult si 10 secunde pentru un copil.

Debitmetrul de pe ecran va ghida pacientul in ceea ce priveste rata de expirare:

@
e ds
‘ | —
G- -
-y -y
Mentineti masina Mentineti
pe mijlocul cadranul in zona
drumului. verde.

(i ] NObreath®

(L] NObreath®  [WEEk

Mentineti masina Urmariti bulele.
pe mijlocul
drumului.
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Efectuarea Unui Test Respirator

(] NObreath® [NEEE

O bifa verde pe ecran indica un test reusit.

|<|

() NObreath> [EEEF §l @ NObreath® [NERP

1 O 1 O Rezultatele vor fi apoi afisate pe ecran in ppb.

ppb NO ppb NO
Reveniti la ecranul principal apasand butonul Acasa
CTI ”.”. “ (1) sau salvati (2) rezultatul intr-un profil de pacient.
4 ~J

-\ -ay
A B A DB
1 2

Daca pacientul nu expira conform indicatiilor de
expirare, testul va emite un semnal sonor inainte de
II a indica un esec si se va afisa o cruce rosie.

Apasati pictograma Reincercare (1) pentru a repeta
testul sau sageata Tnainte (2)pentru a vizualiza
rezultatul.

O A =0 A =

1 2
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Profiluri De Pacienti

(i) NObreath® [NEEk

5 @
.\.\

[uny

(i) NObreath® [NEEk
PIN Number

ol1]213]4
slel7)s8]o

NObreath®

BEEEE ke

v 1/10

Profiluri De Pacienti

NObreath® este conceput pentru a putea stoca
pana la 25 de rezultate, in pana la 50 de profiluri de
pacienti.

Apasati pictograma Profiluri (1) pentru a accesa
profilurile pacientilor.

Daca codul PIN nu a fost introdus Tn ultimele 30 de
minute, va fi necesar codul de 4 cifre Thainte de a
putea accesa profilurile de pacienti.

NOTA: Dacd ati uitat codul PIN, vd rugdm sd
contactati Bedfont® sau distribuitorul sdu local
pentru a-l reseta.

Pe ecran apare o lista cu profiluri de pacienti.
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BN EsE
2
— - A [

7
3—— L —
.\ XY

Profiluri De Pacienti

Creati un nou profil de pacient

Pentru a crea un profil nou, alegeti un slot de nume
gol

Folositi tastatura pentru a introduce un nume sau
o referinta.

Faceti clic pe pictograma de salvare (1) pentru a
crea profilul.

Pentru a anula, apasati sageata inapoi (2) pentru a
reveni la lista de profiluri sau pictograma Acasa (3)
pentru a reveni la ecranul principal.

Dupa ce profilul a fost creat, sunt disponibile
urmatoarele optiuni:

Vedeti un grafic al rezultatelor.

Stergeti profilul pacientului.

Efectuati un test respirator pentru adulti.
Efectuati un test respirator pentru copii.
Reveniti la lista de profiluri.

Reveniti la ecranul principal.

Sl g s e 1=

Odata ce a fost selectat un test de respirator pentru
adulti sau copii, profilul va oferi in viitor doar acel
mod de test respirator.
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NObreath*®

Example

Utilizatorul nu poate salva un test respirator
pentru adulti intr-un profil de copil sau un test
respirator pentru copii intr-un profil de adult.
Profilurile care nu sunt compatibile cu testul
respirator vor fi afisate cu albastru.

110

<

‘it
»
@

NObreath®
Editati profilul unui pacient

Example

Pentru a edita profilul unui pacient, selectati
numele/ID-ul acestuia din lista.

<

110

t
»

(i) NObreath®

E Faceti clic pe pictograma de salvare pentru a salva
K[t ™|~ O] modificarile.
[ plafRrR[s]T|

- Pentrl_J a a.nula, apase!'gl s.ageata_ Inapoi pentru ?::‘l
reveni la lista de profiluri sau pictograma Acasa

pentru a reveni la ecranul principal.

Folositi tastatura pentru a edita profilul.

NObreath® [NEEp

Stergerea unui profil de pacient
Example

3
[4]
v 110

8]

Selectati pacientul care va fi sters pentru a-i incarca
profilul.

<+ A
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(] NObreath® [NEEE

X
CIrv

Profiluri De Pacienti

Apasati pe ,,x” (1) rosu pentru a sterge profilul

pacientului.

Apasati bifa (1) pentru a confirma.

Profilul va fi sters si va fi afisat ecranul de profil.
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~
Intretinere
] — e Test No. 1001
Cal date 15/02/2022
Serial No. NN001232
Sensor date 15/02/2022

Sensor serial No. 157649832

Firmware VX.XX

Intretinerea de rutind

Intretinere

NObreath® - testare FeNO fara limite

NObreath® a fost validat pentru pana la 29.000

de teste atunci cand este utilizat conform
instructiunilor si este intretinut si reparat
corespunzator. Numarul de teste (1) poate fi
verificat periodic Tn setarile dispozitivului; cand

se ajunge la 29.000 de teste, se recomanda o
interventie de service. Contactati Bedfont® sau
centrul local de service.

Profesionistul din domeniul sanatatii poate verifica
cate teste de respiratie au fost efectuate pe
dispozitiv utilizand Ecranul de informatii, Numar de
teste, asa cum se prezinta mai jos.

1. Piesele bucale trebuie inlocuite dupa fiecare pacient.
AVERTISMENT: Piesele bucale pot fi utilizate de un singur pacient si pot fi folosite pentru maximum
10 teste pe sesiune de testare a respiratiei. Reutilizarea ulterioara ar putea duce la indicatii incorecte
si ar putea creste riscul de infectie Incrucisata. Dupa utilizare, piesa bucala trebuie sa fie eliminata in
conformitate cu reglementarile locale privind eliminarea deseurilor.

2. Spalati-va frecvent pe maini, in conformitate cu practicile de control al infectiilor
ATENTIE: Nu utilizati produse de dezinfectare care contin alcool, deoarece acestea pot deteriora senzorii.

3. Folositi doar accesorii aprobate de Bedfont®.

ATENTIE: Utilizarea unor accesorii neaprobate de producator va invalida garantia si poate compromite

siguranta dispozitivului.

4. Cea mai buna practica este sa nu |3sati bateria sa se descarce. Daca NObreath® indica nivelul bateriei pe
ultima bara de pe afisaj Evé recomandam sa incarcati dispozitivul. Daca simbolul bateriei NObreath®

clipeste pe afisaj, dispozitivul trebuie incarcat imediat.

5. Daca bateria NObreath® se descarca complet, dispozitivul poate necesita calibrare. Contactati Bedfont®

sau distribuitorul sau local pentru instructiuni.

Service

1. NObreath® trebuie calibrat anual sau senzorul de NO trebuie inlocuit.

2. Epuratorul de NO trebuie inlocuit anual.

3. Senzorul de NO, cartusul de uscare a respiratiei si pompa trebuie inlocuite la fiecare 5 ani.
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’I\ntretinere

(i ] NObreath [EmEF il © NObreath® [NEEk

Cau-za. . Actiune recomandata
posibila .

é} Senzorul Calibrarea sau schimbarea
necesita senzorului si inlocuirea
calibrare epuratorului de NO trebuie
sau efectuate pana la data afisata pe
schimbare, ecran.
iar

15/02/2020 15/02/2022 epuratorul  Acest memento va fi afisat
“ “ de NO zilnic pan cand va fi resetat
trebuie prin efectuarea unei calibrari a

Firmware versiunea v3.53 Firmware v4.02 si versiuni ulterioare A A . q q w .
inlocuit in senzorului sau a unei schimbari a

termen de  senzorului si pana cand epuratorul
<30 dezile. de NO va fiinlocuit.

Cauzd

(i ] NObreath* [EmEEF il © NObreath® [NEEk
posibila

ﬁ% Calibrarea sau schimbarea
Calibrarea senzorului si inlocuirea
sau epuratorului de NO trebuiau
schimbarea efectuate la data afisata.
senzorului

15/02/2020 15/02/2022 siTnlocuirea Acest memento va fi afisat

epuratorului zilnic pana cand va fi resetat

Actiune recomandata

“ de NO prin efectuarea unei calibriri a
- : - =l sunt acum senzorului sau a unei schimbari a
Firmware versiunea v3.53 Firmware v4.02 si versiuni ulterioare o o A
restante. senzorului si pana cand epuratorul

de NO va fi inlocuit.
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(i) NObreath®

15/02/2022

Firmware v4.02 and above

(i ] NObreath® [EEE}

15/02/2020

Firmware v3.53

[ ] NObreath®

15/02/2020

Firmware v3.53

NObreath® [WEEp

15/02/2022

Firmware v4.02 and above

NObreath®

15/02/2022

Firmware v4.02 and above

Cauzd
posibila
Calibrarea
sau
schimbarea
senzorului
siinlocuirea
epuratorului
de NO

sunt acum
intarziate cu
> 30 de zile.

Data afisata
reprezinta
365 de zile
de la ultima
calibrare sau
schimbare a
senzorului.

Cauzd
posibila

Service-ul
complet al
NObreath®
este acum
intarziat cu
> 30 de zile.

Possible
Cause

Service-ul
complet al
NObreath®
trebuia

sa fi fost
efectuat.

Au trecut
5 ani de
la ultimul
service
complet.

Intretinere

Actiune recomandata

Calibrarea sau schimbarea
senzorului si inlocuirea
epuratorului de NO trebuie
efectuate pana la data afisata pe
ecran.

Acest memento va fi afisat

zilnic pana cand va fi resetat

prin efectuarea unei calibrari a
senzorului sau a unei schimbari a
senzorului si pana cand epuratorul
de NO va fi inlocuit.

Actiune recomandata

Trebuie efectuat service-ul
complet al NObreath® pana la
data afisata.

Un memento de efectuare a
service-ului va fi afisat zilnic
pana cand un tehnician calificat
efectueaza service-ul complet.

Actiune recomandata

Trebuie efectuat service-ul
complet al NObreath® pana la
data afisata.

Un memento de efectuare a
service-ului va fi afisat zilnic
pana cand un tehnician calificat
efectueaza service-ul complet.
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intre;inere

(i ] NObreath [EmEF il © NObreath® [NEEP

posibila

Service-ul
complet al
NObreath®

15/02/2022 15/02/2022 este acum Un memento de efectuare a

n A service-ului va fi afisat zilnic
“ “ 30 de s

. ana cand un tehnician calificat
> 30 de zile. P
Firmware v3.53 Firmware v4.02 and above

Cauza . .
Actiune recomandata

Service-ul complet al NObreath®
trebuia efectuat la data afisata.

efectueaza service-ul complet.

Cauza . <
i orx Actiune recomandata
(i) NObreath® [NEEk posibilé
Senzorul se
N stabilizeaza = Senzorul are nevoie de 24 de ore
< = dupa pentru a se stabiliza; Tn aceasta
instalare. perioadd, NObreath® trebuie
Timpul afisat incarcat.

arata timpul

23:45:19 réAm?s n a.ceast'é.pverioadé, testarea nu
pana la va fi posibila. Acest ecran se va
“ stabilizarea  sterge automat dupa 24 de ore.
senzorului.

Curatare

Bedfont® recomanda stergerea suprafetelor externe ale instrumentului dupa fiecare pacient, folosind un
servetel fara alcool special conceput in acest scop. O lista a servetelelor aprobate este disponibila aici:
https://www.bedfont.com/cleaning-bedfont-devices

Dispozitivul sau consumabilele nu pot fi sterilizate. Se recomanda utilizarea servetelelor o singura data si
pe o singura suprafata. Dispozitivul NObreath® trebuie curatat la prima utilizare si dupa fiecare utilizare de
catre un pacient.

ATENTIE: Nu utilizati substante care contin alcool pe sau in apropierea dispozitivului NObreath®.
AVERTISMENT: Instrumentul nu trebuie sub nicio forma scufundat sau stropit cu lichid.

NOTA: Schemele de circuit, listele de componente, descrierile si instructiunile de calibrare pot fi gdsite in
Manualul de service NObreath®. VG rugdm sd contactati distribuitorul local pentru a obtine un exemplar.
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Setari
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(i) NObreath® [NEEk

d-m-y @ 12h O
m-d-y Q 24h @

15-02- pAop¥;

A 13:24 v
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(] NObreath® [HEEE

®
O

<
)™

o
@)
Waw P

®

Setari

Schimbarea datei/orei

Pentru a schimba data sau ora, apasati
pictograma de editare a datei/orei (1) de pe
pagina 1 din meniul de setari.

Selectati z-I-a sau I-z-a pentru formatul datei si
12h sau 24h pentru formatul orei. Cercul violet (@)
indica optiunea selectata.

Pentru a regla data/ora, selectati numarul si acesta
va fi evidentiat. Folositi sagetile pentru a efectua

modificarile dorite.

Apasati butonul de salvare (1) pentru a salva
modificarile.

T Pentru a anula, apasati sageata inapoi (2) pentru
a reveni la meniul de setari.

Jurnalul testelor

Pentru a accesa jurnalul testelor, apasati
pictograma jurnal (1) de pe pagina 1 a meniului de
setari.
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o NObreath®  [NENP
Date Time Reading
I§ 1 15/02/2022 15:58 4 ppb
[y 2 15/02/2022 15:57 7 ppb
)& 3 15/02/2022 15:57 33 ppb
¥ 4 15/02/2022 15:46 5 ppb
8 5 15/02/2022 15:45 3 ppb
}§ 6 15/02/2022 15:45 0 ppb
)& 7 15/02/2022 15:44 40 ppb

1—°v 110 A’—l

5

NObreath®

!
58 Sk
QOB

va

¥
d

@ A =

(i) NObreath®

PIN Number

(i) NObreath®

PIN Number

0000

ol1]213]4
sle]7)s8]o

5

Cele mai recente rezultate ale testelor sunt salvate
automat in jurnal, iar NObreath® poate stoca 250 de
rezultate simultan

Folositi sagetile (1) pentru a derula jurnalul.

Apasati sdgeata Thapoi (2) pentru a reveni la meniul
de setari sau pictograma Acasa (3) pentru a reveni
la ecranul principal.

Schimbarea codului PIN

Fiecare dispozitiv este presetat la codul PIN 0000.
Se recomanda puternic sa schimbati codul PIN cu un
numar de 4 cifre, usor de retinut.

Pentru a schimba codul PIN, apasati pictograma
de schimbare (1) a codului PIN de pe pagina 1 din
meniul de setari.

Se va afisa un mesaj care solicita introducerea
codului PIN curent.

Daca ati uitat codul PIN, va rugam sa contactati

Bedfont® sau distribuitorul sau local pentru a-I
reseta.

Introduceti codul PIN curent si apasati sageata
fnainte (1) pentru a continua.
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(i) NObreath® [NEEk
New PIN

(i) NObreath® [NEEk
New PIN

9738

ol1]213]4
sle]7)s8]o

L

(i) NObreath® [NEEk
Confirm New PIN

(i) NObreath® [NEEk
Confirm New PIN

9738

ol1]213]4
sle]7)s8]o

2
—-— AV o

Apoi, se va afisa un mesaj care solicita introducerea
unui nou cod PIN.

Introduceti un nou cod din 4 cifre usor de retinut si
apasati sageata inainte pentru a continua.

Se va afisa un mesaj care solicita reintroducerea
noului cod PIN pentru confirmare.

Reintroduceti codul PIN pentru a confirma noul
cod de 4 cifre si apasati bifa (1) pentru a inregistra
modificarea.

Pentru a anula, apasati sageata inapoi (2) pentru a
reveni la meniul de setari sau pictograma Acasa (3)
pentru a reveni la ecranul principal.
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(i) NObreath®

MAY
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(i) NObreath® [NEEk

PIN Number

Activarea/dezactivarea codului PIN

Pentru a dezactiva codul PIN, apasati pictograma de
activare/dezactivare (1) a codului PIN de pe pagina 1
din meniul de setari.

Se va afisa un mesaj care solicita introducerea
codului PIN pentru a dezactiva functia PIN.

Dupa ce functia PIN este dezactivata, aceasta va fi
barata in meniul de setari.

Pentru a reactiva functia PIN, trebuie doar sa
apasati din nou butonul de activare/dezactivare
si sa introduceti din nou codul PIN pentru
confirmare.

Schimbarea stilului debitmetrului

Pentru a schimba stilul debitmetrului, apasati
butonul debitmetrului (1) de pe pagina 1 din meniul
de setari.
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(i) NObreath® [NEEk

J

- || =
\. SN

Setari

Selectati modul de testare pentru adulti sau copii
pentru a schimba stilul debitmetrului.

Stilul curent al debitmetrului va fi evidentiat.

Selectati noul stil si apasati pictograma de salvare
(1) pentru a inregistra.

Noul stil al debitmetrului va fi acum utilizat
pentru modul de test respirator si pentru modul
demonstrativ aferent.

Apasati sageata Tnapoi (1) pentru a reveni la meniul

de setadri sau pictograma Acasa (2) pentru a reveni
la ecranul principal.
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(i) NObreath® [NEEk

‘ @
Pentru a efectua un test al aerului ambiant,

(] ] . L. . .
.@ @ apasati pictograma testului ambiental (1) de pe
L) pagina 1 din meniul de setari.

Testarea aerului ambiant

& A =

(i) NObreath® [NEEk

NObreath® va incepe sa preleveze probe din aerul
din jur, iar pe ecran se va afisa o clepsidra.

I

(i) NObreath® [NEEk

I O Rezultatul va fi afisat pe ecran.

ppb NO Apasati sageata inapoi (1) pentru a reveni la
_ meniul de setari sau pictograma Acasa =(1)

c_) pentru a reveni la ecranul principal.

N =

@ NObreath® 3 [NEEP - -
Pentru a regla luminozitatea afisajului

4‘

A " ’
>
A
¢4

Pentru a regla luminozitatea afisajului, accesati
pagina 2 din meniul de setari si utilizati sagetile
pentru a creste (1) /reduce (2) luminozitatea
ecranului.

)

- A G
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(i) NObreath® [NEEk

”))

PIN
000093

N =

Activarea/dezactivarea Bluetooth®

Pentru a activa Bluetooth®, accesati pagina 2 din
meniul de setari si apdsati butonul de activare/
dezactivare Bluetooth® (1) .

Dupa ce Bluetooth® este activat, simbolul
Bluetooth® nu va mai fi barat pe pagina 2 din meniul
de setari si un simbol Bluetooth® va aparea langa
pictograma de stare a bateriei.

Apasati din nou pictograma (1) pentru a dezactiva
Bluetooth®.

Apasati sdgeata Tnapoi (2) pentru a reveni la meniul
de setari sau pictograma Acasa (3) pentru a reveni la
ecranul principal.

Asocierea Bluetooth®

Pentru a asocia un dispozitiv cu NObreath®, accesati
pagina 2 din meniul de setari si apasati pictograma
de asociere Bluetooth® (1) .

Ecranul va afisa codul PIN de asociere Bluetooth®.

Asigurati-va ca functia Bluetooth® de pe NObreath®
si de pe celalalt dispozitiv este activata pentru
asocierea cu NObreath®.

Apasati sageata inapoi pentru a reveni la meniul
de setari sau pictograma Acasa pentru a reveni la

ecranul principal.
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Resetarea Datelor

NObreath®

Folosind surubelnita furnizata impreuna cu
NObreath®, desurubati surubul de pe spatele
dispozitivului.

Scoateti capacul din spate prin glisare si ridicare.

Pentru a accesa butonul de resetare a datelor,
scoateti mai intai capacul din spate si cartusul de
uscare a respiratiei.

Astfel veti avea acces la butonul de resetare a
datelor din partea de sus dreapta a dispozitivului
NObreath®.

Apasati si tineti apasat butonul de resetare a datelor
timp de 5 secunde, iar ecranul va afisa pictograma
de resetare.

NOTA: Resetarea datelor va sterge toate datele
pacientilor continute in dispozitiv, iar codul PIN va fi
resetat la valoarea implicitd, 0000.

Apasati bifa pentru a confirma resetarea datelor sau
crucea pentru a anula.
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(i) NObreath® [NEEk

2

(i) NObreath® [NEEk
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(i) NObreath® [NEEk
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Resetarea Datelor

Pe ecran se va afisa o clepsidra in timp ce
NObreath® incepe sa stearga toate datele.

NOTA: Acest proces poate dura pdnd la 5 minute.

Dupa finalizare, ecranul va solicita punerea la loc a
capacului din spate.

Asigurati-va ca ati reintrodus cartusul pentru
uscarea respiratiei si apoi puneti la loc capacul din
spate.

Toate datele vor fi sterse si ecranul principal va fi
afisat din nou.
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Securitate Cibernetica

Securitate Cibernetica

AVERTISMENT: Trebuie luate masuri de precautie la procesarea datelor pacientilor, iar acest lucru trebuie
efectuat doar de catre profesionisti din domeniul sanatatii instruiti.

ATENTIE: Trebuie luate masuri de siguranta la conectarea unei unitdti NObreath® la un PC/laptop prin USB
sau wireless. Asigurati-va ca PC-ul/laptopul se afld intr-un mediu securizat (de exemplu, are un firewall si un
software antivirus) pentru a nu expune NObreath® la programe malware.

ATENTIE: Sistemul de operare al PC-ului/laptopului trebuie mentinut actualizat.

AVERTISMENT: Orice date de pe dispozitivul NObreath® trebuie sterse (printr-o resetare) inainte ca
dispozitivul sa fie returnat la Bedfont® sau la unul dintre distribuitorii sai pentru service sau reparatii si

Tnainte ca unitatea sa fie eliminata la sfarsitul duratei de viata.

AVERTISMENT: NObreath® trebuie depozitat intr-un loc sigur, de exemplu, o camera incuiata sau un sertar/
dulap de birou.
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Specificatii Tehnice

’

Interval de concentratie

Afisaj

Principiu de detectie

Repetabilitate

Precizie

Dispozitiv NObreath®

Alimentare

Statie de andocare
NObreath®

Functionare

Altitudine de functionare/transport/depozitar

Timp de raspuns T90

Temperatura

Umiditate

Presiune de functionare/transport/depozitare
Durata de functionare preconizata a senzorului
Limita de detectie

Abaterea senzorului

Dimensiuni

Greutate

Materiale Dispozitiv NObreath®

Durata testului respirator Copil

Timp de incalzire

Nivel maxim de functionare ambientala

Interferenta CO

Specificatii Tehnice

Dispozitivul NObreath® si statia de andocare

5-500 ppb

Ecran tactil complet color

Senzor electrochimic

+ 5ppb din valoarea masurata < 50 ppb
+ 10% din valoarea masurata > 50 ppb

+ 5ppb of measured value < 50 ppb
+ 10% of measured value > 50 ppb

1 x baterie principala reincarcabila Li-ion —

Aproximativ 100 de utilizari cu bateria complet incarcata
Model: RRC1120. Tensiune: 3,6 V/ 3,7V

Capacitate: 2350 mAh / 2000 mAh

2 x baterii Li-ion de tip monedd — Aprox. 5 ani

Model: LIR2032/LIR2032H. Tensiune: 3,7 V.

Capacitate: 45 mAh/70 mAh

Model: LIR2450. Tensiune: 3,7 V. Capacitate: 120 mAh

Alimentare de la retea
Intrare: 5V, 0,5 A
lesire:5V,0,5A

Intrare: 100—-240V ~ 50/ 60 Hz., 0,2 A
lesire: 5,0V, 1,0 A

<10 secunde

15-30°C

0-50°C

21°C £ 4°C (17°C - 25°C)

20 - 80 % (fara condens)

5-95 % (fara condens)

-1700 ft. pana la 6300 ft.

800 — 1080 mbari

5 ani (in functie de revizie)

5 ppb

<5%pean

Aprox. 90 mm X 159 mm X 59 mm

Aprox. 400 g

Carcasa: amestec de policarbonat/ABS
Aditiv antimicrobian

12 secunde

10 secunde

30 secunde

<60 secunde

350 ppb NO

45 ppm £17.6 ppb

NOTA: Debitul expirat in timpul mdsurdrii FeNO la 50 ml/sec + 10% la 10 cm H.0.

Controlul infectiilor

Dimensiuni
Greutate

Materiale

Piesd bucald NObreath®

Un filtru integrat pentru controlul infectiilor elimina si capteaza > 99% din
bacteriile din aer si > 98% din virusuri.

Aprox. 180 mm X 25 mm X 15 mm

Aprox. 11 g

Polipropilena
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Utilizarea NObreath® cu FeNOchart™

Utilizarea NObreath® cu FeNOchart™

Dispozitivul NObreath® este furnizat cu software-ul FeNOchart™, care permite sincronizarea datelor
pacientului de la dispozitiv la un computer, unde rezultatele pot fi stocate si analizate in siguranta.
FeNOchart™ poate fi descarcat direct de pe https://www.nobreathfeno.com/fenochart/.

Introduceti cablul USB in PC si conectati celalalt capat direct la baza unitatii NObreath.

Daca utilizati o statie de andocare (daca este furnizata), introduceti cablul USB in PC si conectati celalalt
capat la spatele statiei de andocare. Asezati NObreath in statia de andocare, conectandu-| la portul
micro-USB din baza.

Tnainte de a porni software-ul, asigurati-va c3 produsul NObreath® este conectat la PC si pornit. Faceti

dublu clic pe pictograma FeNOchart™ de pe PC pentru a rula programul. Consultati manualul FeNOchart™
pentru a afla cum se utilizeaza software-ul FeNOchart™..

Butoane explicate

.. n Schimbarea codului HEE
Informatii Reincercare |
PIN o

Dezactivarea codului
PIN

Activarea codului PIN

. m

Test pentru copii Ecranul urmator

Mod demonstrativ Ecranul precedent Schl'mbarea s-t1/ulu1 -yt
debitmetrului

Profiluri de
pacienti

Test ambiant c_)

Dezactivarea
Bluetooth®

Activarea Bluetooth®

® <« esianimeE

Butonul Acasa Data si ora

Graficul

rezultatelor

Stergerea

- .g . Crestere
pacientului

Confirmare Reducere

Zona de service
(Consultati manualul
de service)

Memento de
calibrare a senzorului
si epuratorului NO

Memento de
service complet al
dispozitivului

Anulare Jurnalul testelor

Stabilizarea

senzorului

(dispozitivul

trebuie pus la 86
incarcare)




Depanare

(i) NObreath®

15/02/2020

NObreath® [NEER

15/02/2022

Firmware versiunea v3.53

NObreath® (i)

15/02/2020

Firmware v4.02 si versiuni

ulterioare

NObreath® [HEER

15/02/2022

Firmware versiunea v3.53

(i) NObreath®

e@

15/02/2022

Firmware v4.02 si versiuni
ulterioare

Firmware v4.02 si versiuni

ulterioare

Depanare

Cauza posibila Actiune recomandata

Senzorul necesita
calibrare sau schimbare,
iar epuratorul de NO
trebuie inlocuit in
termen de < 30 de zile.

Calibrarea sau
schimbarea senzorului si
inlocuirea epuratorului
de NO trebuie efectuate
pana la data afisata pe
ecran.

Acest memento va
fi afisat zilnic pana
cand va fi resetat prin
efectuarea unei calibrari
a senzorului sau a unei
schimbari a senzorului si
pana cand epuratorul de
NO va fi inlocuit.

Cauza posibila Actiune recomandata

Calibrarea sau
schimbarea senzorului si
inlocuirea epuratorului
de NO sunt acum
restante.

Calibrarea sau
schimbarea senzorului si
inlocuirea epuratorului
de NO trebuiau
efectuate la data afisata.

Acest memento va
fi afisat zilnic pana
cand va fi resetat prin
efectuarea unei calibrari
a senzorului sau a unei
schimbari a senzorului si
pana cand epuratorul de
NO va fi inlocuit.

Calibrarea sau
schimbarea senzorului si
inlocuirea epuratorului
de NO sunt acum
intarziate cu > 30 de zile.

Data afisata reprezinta

365 de zile de la ultima

calibrare sau schimbare
a senzorului.

Cauza posibila Actiune recomandata

Calibrarea sau
schimbarea senzorului si
inlocuirea epuratorului

de NO trebuiau
efectuate la data afisata.

Acest memento va
fi afisat zilnic pana
cand va fi resetat prin
efectuarea unei calibrari
a senzorului sau a unei
schimbari a senzorului si
pana cand epuratorul de
NO va fi inlocuit.
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NObreath®

NObreath®

Cauza posibila

Depanare

Actiune recomandata

%

15/02/2020

Firmware versiunea v3.53

[ ) NObreath® [EEEE

15/02/2020

Firmware versiunea v3.53

NObreath®

%

15/02/2022

Firmware versiunea v3.53

(] NObreath® [NEEE

=

%

15/02/2022

Firmware v4.02 si versiuni

Trebuie efectuat
service-ul complet al
NObreath® in < 30 de

zile.

Trebuie efectuat
service-ul complet al
NObreath® pana la data
afisata.

A service reminder will
be displayed every day
until a full service has
been carried out by a
trained engineer.

Cauza posibila Actiune recomandata

15/02/2022

Firmware v4.02 si versiuni

(i} NObreath® [NEEF

15/02/2022

Firmware v4.02 si versiuni

23:45:19

Service-ul complet al
NObreath® trebuia sa fi
fost efectuat.

Au trecut 5 ani de la
ultimul service complet.

Trebuia efectuat
service-ul complet al
NObreath® la data
afisata.

Un memento de
efectuare a
service-ului va fi afisat
zilnic pana cand un
tehnician calificat
efectueaza service-ul
complet.

Cauza posibila

Service-ul complet al
NObreath® este acum
intarziat cu > 30 de zile.

Actiune recomandata

Service-ul complet al
NObreath® trebuia
efectuat la data afisata.

Un memento de
efectuare a
service-ului va fi afisat
zilnic pana cand un
tehnician calificat
efectueaza service-ul
complet.

Cauza posibila

Senzorul se stabilizeaza
dupa instalare. Timpul
afisat arata timpul ramas
pana cand senzorul s-a
stabilizat.

Actiune recomandata

Senzorul are nevoie
de 24 de ore pentru a
se stabiliza; in aceasta
perioada, NObreath®

trebuie incarcat..

n aceastd perioads,
testarea nu va fi posibila.
Acest ecran se va sterge
automat dupa 24 de ore.
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(i) NObreath® [NEEk

(i) NObreath® [NEEk

(i) NObreath® [NEEk

(i) NObreath® [NEEk

ERR-04

Cauza posibila

Depanare

Actiune recomandata

S-a produs o eroare de
calibrare a senzorului.

Contactati Bedfont® sau
distribuitorul sau local.

Cauza posibila

S-a produs o eroare de
verificare In memoria
flash a dispozitivului.

Actiune recomandata

Contactati Bedfont® sau
distribuitorul sau local.

Cauza posibila

S-a produs o eroare in
setarile NObreath®.

Actiune recomandata

Contactati Bedfont® sau
distribuitorul sau local.

Cauza posibila

Actiune recomandata

S-a produs o defectiune
in memoria flash a
dispozitivului.

Contactati Bedfont® sau
distribuitorul sau local.




NObreath®

(i) NObreath®

(i) NObreath®

(>
(>
<

®

Cauza posibila

S-a produs o eroare la C
baza de date.

distribuitorul sau local.

Actiune recomandata

ontactati Bedfont® sau

Cauza posibila

Capacul din spate al
dispozitivului este
deschis.

din spate a dispozitivului

Actiune recomandata

Asigurati-va ca partea

este bine fixata si ca
zavorul rotativ este
inchis.

Butonul capacului din
spate este deteriorat,
pierdut sau blocat.

Scoateti capacul din
spate, verificati daca
butonul capacului din
spate este prezent.
Puneti la loc capacul din
spate.

Cauza posibila

Actiune recomandata

Niciun senzor detectat.

Asigurati-va ca un
senzor este introdus n
dispozitiv.

Senzorul nu este
introdus corect.

Asigurati-va ca senzorul
este introdus corect
apasand ferm conectorul

superior.

Verificati data si ora.
Daca nu se afiseaza
data si ora curente,

este posibil ca bateria

ceasului in timp real sa
fie aproape descarcata/
descarcata.

Modificati data/ora
la data/ora curenta si
incarcati complet bateria
dispozitivului.

Bateria de polarizare a
senzorului este aproape
descarcata/descarcata.

Incarcati complet bateria
dispozitivului. Aceasta
va permite ca bateria de
polarizare a senzorului
sa se fncarce si sa
repolarizeze senzorul.
Este posibil sa fie
necesara si executarea
instructiunilor de la pasul

anterior.

Pinii conectorului
senzorului sunt blocati.

Remove the sensor and
re-insert to clear any
possible blockages.




Possible Cause Recommended Action

Acesta este modul de
incdrcare silentios. Acest
ecran va aparea atunci
cand dispozitivul are
bateria descdrcata si este
in curs de ncdrcare.
Dispozitivul se poate
Bateria dispozitivului incarca pana la 90 de
este aproape descarcatda/ | minute cu ecranul gol si

descarcata. nu va emite niciun sunet
in acest timp.

Daca dispozitivul nu
prezinta nicio activitate
dupa 90 de minute,
Dispozitivul nu porneste dupa ce contactati Bedfont®

este pus la incarcare. sau distribuitorul local
pentru asistenta.

Daca utilizatorul
suspecteaza ca
dispozitivul ofera valori
eronate, incetati sa il
utilizati si verificati-i
acuratetea achizitionand
CaliBag® de la Bedfont®
sau de la distribuitorul

local sau trimiteti-I la
centrul de service local.

Cauza posibila Actiune recomandata
Conectati dispozitivul
direct la o sursa de
alimentare, utilizand
micro USB-ul si
Bateria dispozitivului adaptorul de alimentare
este aproape descarcatd/ | sau utilizdnd statia de
descarcata. andocare (daca este
furnizatd). Consultati
sectiunea , Instalare si
configurare” din acest
manual.

Dispozitivul nu porneste
dupa ce este pus la
incarcare.

Este posibil ca
dispozitivul sa fi fost
expus la niveluri ridicate

Lasati dispozitivul sa se
odihneasca pana la 24

Exista suspiciunea ca dispozitivul ofera de compusi organici d n diu firs
itiri - e e ore intr-un mediu fara
citiri eronate/incorecte. volatili (COV), de cov
) exemplu, proveniti de la ’
Aceasta imagine este doar un q e
; - agenti de curatare.
exemplu si nu este neaparat un z :
exemplu de citire eronati. Este posibil ca Asigurati-va ca modul
dispozitivul sa afiseze de testare a respiratiei
testarea Tn modul este selectat din ecranul
demonstrativ. principal.




Depanare

Dispozitivul citeste constant O ppb

Cauza posibila Actiune recomandata

Scoateti capacul din
spate si verificati daca

Cartusul de uscare cartusul de uscare a
lipseste sau este respiratiei este prezent
deconectat. si complet fixat Tn

dispozitiv. Puneti la loc
capacul din spate.

Scoateti capacul din
spate si verificati daca

Epuratorul de NO epuratorul de NO este
lipseste sau este prezent si complet
deconectat. introdus 1n dispozitiv.
Puneti la loc capacul din
spate.

() NObreath> [EEEF M © NObreath® [NEEP

s d s
Cauza posibila Actiune recomandata
[

Apadsati pictograma Retry
pentru a relua testul sau,
daca dupa mai multe
incercari pacientul nu
se poate conforma,
citirea poate fi vizualizata
apasand sdgeata inainte.

5
- -\
() NObreath> [EEEF N © NObreath® [NEEP

E: Daca pacientul nu expira

L = conform indicatiilor de

expirare, testul va emite

un semnal sonor fhainte

de a indica un esec si se
va afisa o cruce rosie.

AVERTISMENT: Tn timpul unui test respirator,
pacientii trebuie sa expire pe durata de timp
indicata de dispozitiv. Nerespectarea acestei cerinte
poate afecta citirea.
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Problema de notificare

Dispozitivul nu porneste

Unitatea citeste incorect sau
afiseaza 0 ppb

Se aude zgomot din interiorul
unitatii

Statia de andocare NObreath®
afiseaza o lumina rosie

Cauza posibila

Lipseste bateria.

Depanare

Actiune recomandata

Scoateti capacul din spate si verificati
daca bateria este prezenta si complet
introdusa in dispozitiv. Puneti la loc
capacul din spate.

Bateria este descarcata.

Conectati dispozitivul direct la o
sursa de alimentare, utilizand micro
USB-ul si adaptorul de alimentare
sau utilizand statia de andocare
(daca este furnizata). Consultati
sectiunea ,Instalare si configurare”
din acest manual.

Bateria a fost introdusa incorect.

Dispozitivul nu se Tncarca.

Contactele bateriei sunt blocate

Butonul de pornire este deteriorat.

Exista o problema la ecran.

Contactati Bedfont® sau
distribuitorul local pentru asistenta.

Pompa nu functioneaza.

Bateria este aproape descarcata.
Incarcati bateria dispozitivului.

Conexiunea piesei bucale a fost
slabita Tn timpul testului.

Asigurati-va ca piesa bucala este
conectata strans.

Verificati daca s-au folosit produse cu
compusi organici volatili sau pe baza

de alcool pentru a sterge dispozitivul
sau piesa bucala.

Verificati daca s-au folosit aerosoli
sau spray in camera in care este
utilizat dispozitivul.

Contaminarile cu alcool vor afecta
senzorul electrochimic de NO din
interiorul dispozitivului. Asigurati-va
ca nu se utilizeaza COV pe dispozitiv
si accesoriile aferente dispozitivului.

Orificiile de ventilatie sunt blocate

Asigurati-va ca orificiile de ventilatie
nu sunt blocate sau acoperite cu
mana sau de alte obiecte in timpul
testului.

Exista niveluri ridicate de NO
ambiental.

Efectuati un test ambiant conform
instructiunilor. Nivelurile ar trebui sa
fie <350 ppb; daca nivelurile sunt

> 350 ppb, deplasati dispozitivul

n alt loc si efectuati o noua
masuratoare.

Cauza nu este materialul
epuratorului

Aceasta nu este o problema.
Epuratorul contine permanganat
de potasiu si granule de carbune in
interiorul dispozitivului, pentru a
curata NO ambiental.

Indica o defectiune sau un circuit
de protectie la supracurent,
subtensiune sau supratensiune
declansat.

Contactati Bedfont® sau
distribuitorul local pentru asistenta.
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Glosar De Simboluri Si Informatii De Siguranta

Glosar De Simboluri Si Informatii De Siguranta

Denumirea simbolului

Glosar de simboluri

Test explicativ

Simboluri si trimiteri la
standarde

Piesa aplicata de tip BF
(intregul dispozitiv)

Pentru a identifica o
piesa aplicata de tip BF,
conforma cu IEC 60601-1

IEC 60417 — 5333
IEC 60601-1, Tabelul D.1,
Simbolul 20

Grad de protectie
impotriva patrunderii
lichidului

IPXO0 - neprotejat

impotriva patrunderii

apei

Gradul de protectie
impotriva patrunderii oferit
de incinta

IEC 60601-1, Tabelul D.3,
Simbolul 2.
IEC 60529

Consultati instructiunile

i |

Indica faptul ca utilizatorul
trebuie sa consulte

ISO 15223 — 1. Clauza 5.4.3
ISO 7000 — 1641

de utilizare . o . IEC 60601-1, Tabelul D.1,
instructiunile de utilizare .
Simbolul 11
Radiatii
electromagnetice
neionizante Pentru a indica niveluri

Dispozitivul include
un emitator cu
radiofrecventa (RF):
Marca: Dispozitivul
contine un modul
emitator de la Microchip
Technology Inc.
Modul: Contine
modulul emitator ID
FCC: T9J-RN42 / FCC ID:
A8TBM78ABCDEFGH
(Bluetooth®)

general ridicate, potential
periculoase, de radiatii
neionizante sau pentru a
indica echipamente sau
sisteme, de exemplu, in
domeniul dispozitivelor
electrice medicale, care
includ emitatoare RF sau
care aplica intentionat
energie electromagnetica
RF pentru diagnostic sau
tratament

IEC 60601-1-2 Clauza 5.1.1
IEC 60417 - 5140

Curent continuu

Pentru a indica, pe placuta
de identificare, faptul

ca echipamentul este
adecvat numai pentru
curent continuu; in scopul
identificarii bornelor
relevante

IEC 60601-1. Tabelul D.1,
Simbolul 4

A se eliminain
conformitate cu DEEE

NU ARUNCATI IN
CONTAINERELE DE DESEURI
GENERALE/GUNOI! —
Deseuri de echipamente
electronice

EN 50419
Directiva 2012/19/UE,
Anexa IX
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Glosar De Simboluri Si Informatii De Siguranta

Numar de fabricatie

Indica numarul de serie al
producatorului, astfel Tncat
sa poata fi identificat un
anumit dispozitiv medical

ISO 15223 - 1. Clauza 5.1.7
ISO 7000 — 2498

Fabricat de

Indica producatorul
dispozitivului (*Nota —
Data fabricatiei, numele si
adresa producatorului pot
fi combinate intr-un singur
simbol)

ISO 15223 - 1. Clauza 5.1.1
ISO 7000 — 3082

Data fabricatiei

Hi 3

%k ok k ok

Indica data la care a
fost fabricat dispozitivul
medical

ISO 15223-1. Clauza 5.1.3
ISO 7000 — 2497
FDA 21 CFR 801

Rezonanta magnetica
(RM) nesigura

®

3.1.14: Un articol

care prezinta riscuri
inacceptabile pentru
pacient, personalul medical
sau alte persoane din
mediul RM

ASTM F2503-20. Tabelul 2,
Simbolul 7.3.3; 7.4.9.1; Fig.9

Atentie

>

Indica faptul ca este
necesara prudenta la
operarea dispozitivului
sau a comenzii in
apropierea locului in
care este plasat simbolul
sau ca situatia actuala
necesita constientizarea
operatorului sau
interventia acestuia
pentru a evita consecintele
nedorite

ISO 15223-1 Clauza 5.4.4
ISO 7000 — 0434A
FDA 21 CFR 801

Limita de temperatura

+50°C

+
<
m%}

Indica limitele de
temperatura la care
dispozitivul medical poate
fi expus in siguranta

ISO 15223 — 1. Clauza 5.3.7
ISO 7000 — 0632

Limita de umiditate

ol

| s
©
o]
X

%
x

Indica intervalul de
umiditate la care
dispozitivul medical poate
fi expus in siguranta

ISO 15223 — 1. Clauza 5.3.8
ISO 7000 — 2620

Limita presiunii
atmosferice

1080 mbar

631

800 mbar

Indica intervalul de
presiune atmosferica la
care dispozitivul medical
poate fi expus in sigurantd

ISO 15223 - 1. Clauza 5.3.9
SO 7000 - 2621

recuperare/reciclare

Simbol general pentru

g8

Pentru a indica faptul

ca articolul marcat sau
materialul sau face
parte dintr-un proces de
recuperare sau reciclare

SO 7000 - 1135
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Glosar De Simboluri Si Informatii De Siguranta

Simboluri non-standard

Simboluri si trimiteri la
standarde

Denumirea simbolului Simbol Test explicativ

Declaratia producatorului
. privind conformltatfe§ Medical Device Regulation (EU)
Marcaj CE cu toate reglementarile
. 2017/745
2797 europene relevante privind
dispozitivele medicale
([ J
e%e
Sigla Bedfont® o Sigla producatorului N/A
bedfont
Tipul de protectie Echipamente N/A N/A
impotriva electrocutarii actionate intern
Gradul de siguranta al )
aplicdrii in prezenta E(cj:h|pa:1entt
unui amestec de gaz neacecvat pentru
.. . utilizare in prezenta | N/A N/A
anestezic inflamabil si .
. . amestecurilor
aer, oxigen sau protoxid inflamabile.
de azot
Fara fir

Acest dispozitiv contine un modul emitator de la Microchip Technology Inc: Contine modulul emitator ID
FCC: T9J-RN42 / FCC ID: ASTBM78ABCDEFGH. Acesta este conform cu Partea 15 din Regulamentul FCC,
Emitator cu spectru extins.

Tehnologia wireless Bluetooth® Low Energy (BLE) este utilizata ca mijloc de comunicare intre dispozitiv si
software-ul FeNOchart™ care ruleaza pe un PC. Software-ul FeNOchart™ este un program de generare de
grafice care colecteaza retrospectiv date de la dispozitivul NObreath® atunci cand acesta nu monitorizeaza.
Timpul nu este un factor critic, nu exista alarme.

Tehnologie radio: Bluetooth®: Spectru extins cu salt de frecventa IEEE 802.15
Specificatie Bluetooth®: v2.1 + EDR (Enhanced Data Rate) / V5.0.

Clasa/Putere Bluetooth®: Modul Bluetooth® clasa 2. Putere controlabila prin software. Putere maxima 4
dBm.

Frecvente RF: 79 de benzi (1 MHz fiecare; centrate de la 2,402 la 2,480 GHz) in intervalul 2.400-2.483,5
GHz.

Dispozitivul Bluetooth® este preconfigurat cu criptare pe 128 de biti si o suma de control CCITT CRC. Nu
este necesara sau nu exista nicio prevedere pentru a modifica aceasta setare.

Portul USB trebuie utilizat pentru Tncarcarea dispozitivului NObreath®, care ar trebui efectuata folosind
cablul USB furnizat, si poate fi utilizat si pentru transferul datelor criptate ale pacientului catre si de la
software-ul FeNOchart™ pentru PC. NObreath® nu este destinat conectarii la niciun adaptor wireless sau la

orice alt dispozitiv USB gazda. 9



Fara fir

Imunitate electromagnetica

NObreath® si statia de andocare NObreath® respecta standardul de compatibilitate electromagnetica
IEC60601-1-2:2014, editia a 4-a

Dispozitivul NObreath® este potrivit pentru mediul electromagnetic tipic din spatiile comerciale sau
spitalicesti.

n timpul testelor de imunitate descrise mai jos, dispozitivul NObreath® a continuat sa furnizeze
performantele esentiale. Am considerat performanta esentiala ca fiind o citire a NO in limita a £ 5 ppb fata
de nivelul introdus. O abatere de + 5 ppb nu are semnificatie fiziologica.

AVERTISMENTE:

Echipamentele portabile de comunicatii RF (inclusiv elementele periferice, cum ar fi cablurile
antenelor si antenele externe) nu trebuie sa fie utilizate la o distantd mai mica de 30 cm (12
inci) fata de orice parte a dispozitivului NObreath®, inclusiv fata de cablurile specificate de
producitor. In caz contrar, poate rezulta o diminuare a performantei echipamentului.

Dispozitivul NObreath® nu trebuie utilizat langa sau stivuit pe alte echipamente. Daca este necesara
utilizarea 1n pozitie adiacenta sau stivuita, dispozitivul NObreath® trebuie monitorizat pentru a
verifica functionarea normald. Daca functionarea nu este normala, NObreath® sau celalalt
echipament trebuie mutat.

Utilizarea altor accesorii si cabluri decat cele specificate sau furnizate de producatorul acestui
echipament poate avea drept rezultat un nivel crescut de emisii electromagnetice sau o
imunitate electromagnetica scazuta a acestui echipament si poate cauza functionarea
necorespunzatoare.

Avoid exposure to known sources of EMI (electromagnetic interference) such as Magnetic

Resonance Imaging (MRI) systems, diathermy, lithotripsy, electrocautery, RFID (Radio Frequency
Identification), and electromagnetic security systems such as metal detectors.

Pastrati NObreath® in afara camerei de scanare IRM.

Retineti ca prezenta dispozitivelor RFID poate sa nu fie evidenta. Daca se suspecteaza o astfel de
interferenta, reorientati echipamentul, daca este posibil, pentru a maximiza distantele.
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Emisii

Emisii

Dispozitivul NObreath® este destinat utilizarii in mediul electromagnetic specificat mai jos. Utilizatorul trebuie sa se
asigure ca acesta este utilizat intr-un astfel de mediu.

Teste de emisii

Conformitate

Mediul electromagnetic — Orientari

Emisii RF conduse si radiate
CISPR 11

Grupa 1l
Clasa A

Dispozitivul NObreath® utilizeaza energie RF doar pentru
functionarea sa interna. Prin urmare, emisiile sale RF sunt
foarte scazute si cel mai probabil nu vor cauza interferente la
echipamentele electronice aflate Tn apropiere.

Emisii RF conduse si radiate
CISPR 11

Grupa 1l
Clasa A

Dispozitivul NObreath® este potrivit pentru utilizare in toate
unitatile, cu exceptia celor rezidentiale si poate fi utilizat in
unitatile rezidentiale si in cele conectate direct la reteaua
publica de alimentare cu energie electrica de joasa tensiune
care alimenteaza cladirile utilizate in scopuri rezidentiale, cu
conditia respectarii urmatoarelor avertizari:

AVERTISMENT: Acest echipament/sistem este destinat
utilizarii exclusiv de catre profesionistii din domeniul
sanatatii. Acest echipament/sistem poate cauza interferente
radio sau poate perturba functionarea echipamentelor
din apropiere. Poate fi necesara luarea unor masuri de
atenuare, cum ar fi reorientarea sau deplasarea dispozitivului
NObreath® sau ecranarea locatiei.

NOTA: Caracteristicile de EMISII ale acestui echipament il fac potrivit pentru utilizare in zone industriale
si spitale (CISPR 11 clasa A). Dacd este utilizat intr-un mediu rezidential (pentru care este in mod normal
necesar CISPR 11 clasa B), este posibil ca acest echipament sd nu ofere o protectie adecvatd la serviciile de
comunicatii prin radiofrecventd. Este posibil ca utilizatorul sd fie nevoit sd ia mdsuri de atenuare, cum ar fi

deplasarea sau reorientarea echipamentului.
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Imunitate

Imunitate

Orientari si declaratia producatorului: Imunitate electromagnetica

NObreath® este destinat utilizarii in mediul electromagnetic specificat mai jos. Clientul sau utilizatorul dispozitivului
NObreath® trebuie sa se asigure ca acesta este utilizat intr-un astfel de mediu.

Test de imunitate

Nivel de testare IEC
60601

Nivel de conformitate

Orientari privind mediul
electromagnetic

Descarcare electrostatica
(ESD) IEC 61000-4-2

*+ 8 kV la contact
+2,4,8,15kVin aer

+ 8 kV la contact
+2,4,8,15kVin aer

Pardoseala trebuie sa fie

din lemn, beton sau gresie
ceramica. Daca pardoselile sunt
acoperite cu materiale sintetice,
umiditatea relativa trebuie sa fie
de cel putin 30%.

Tranzitii electrice rapide/in
rafale (imunitate)
IEC 61000-4-4

+2kV

+2kV

Calitatea energiei de la retea
trebuie sa fie echivalenta cu cea
a unui mediu comercial sau de
spital tipic.

Unde de soc (imunitate)
IEC 61000-4-5

+0.5,1.0kV L-L
+0.5,1.0,2.0kV L-E

+0.5,1.0kV L-L
+0.5,1.0,2.0kV L-E

Calitatea energiei de la retea
trebuie sa fie echivalenta cu cea
a unui mediu comercial sau de
spital tipic.

Scurgeri de tensiune,
intreruperi scurte si variatii
de tensiune la liniile de
intrare ale alimentarii
cu energie electrica IEC
61000-4-11

100% 0,01 secunde
100% 0,02 secunde
30% 0,5 secunde
100% 5 secunde

100% 0,01 secunde
100% 0,02 secunde
30% 0,5 secunde
100% 5 secunde

Calitatea energiei de la retea
trebuie sa fie echivalenta cu

cea a unui mediu comercial sau
de spital tipic. Daca utilizatorul
NObreath® necesita functionare
continua in timpul intreruperilor
de alimentare cu energie de

la retea, se recomanda ca
NObreath® sa fie alimentat de la
o sursa de alimentare cu energie
electrica neintreruptibila.

Frecventa de alimentare
(50/60Hz)
Camp magnetic
IEC 61000-4-8

30A/m

30A/m

Campurile magnetice de
frecventa a curentului electric
trebuie sa se afle la niveluri
caracteristice pentru un mediu
comercial sau de spital tipic.

Imunitate electromagnetica

NObreath® este destinat utilizarii in mediul electromagnetic specificat mai jos. Clientul sau utilizatorul dispozitivului
NObreath® trebuie sa se asigure ca acesta este utilizat intr-un astfel de mediu.

Test de imunitate

Nivel de conformitate

Mediul electromagnetic — Orientari

Conducted RF IEC 61000-
4-6
Radiated RF IEC 61000-4-3

3 Vrms (1 kHz 80%) 150

kHz —
80 MHz

3 V/m (1 kHz 80%) 80 MHz

—2.7GHz

NObreath® este potrivit pentru mediul electromagnetic
tipic din spatiile comerciale sau spitalicesti.
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Imunitate

NObreath® a fost testat si pentru imunitatea la echipamentele de comunicatii wireless RF, asa cum se arata
mai jos.

Test de imunitate

Nivel de testare IEC

60601

Nivel de conformitate

Orientari privind mediul
electromagnetic

Radiofrecventa radiata IEC

61000-4-3

385 MHz 27 V/m
450 MHz 28 V/m
710 MHz 9 V/m
745 MHz 9 V/m
780 MHz 9 V/m
810 MHz 28 V/m
870 MHz 28 V/m
930 MHz 28 V/m
1720 MHz 28 V/m
1845 MHz 28 V/m
1970 MHz 28 V/m
2450 MHz 28 V/m
5240 MHz 9 V/m
5500 MHz 9 V/m
5785 MHz 9 V/m

385 MHz 27 V/m
450 MHz 28 V/m
710 MHz 9 V/m
745 MHz 9 V/m
780 MHz 9 V/m
810 MHz 28 V/m
870 MHz 28 V/m
930 MHz 28 V/m
1720 MHz 28 V/m
1845 MHz 28 V/m
1970 MHz 28 V/m
2450 MHz 28 V/m
5240 MHz 9 V/m
5500 MHz 9 V/m
5785 MHz 9 V/m

Dispozitivul NObreath®
este potrivit pentru mediul
electromagnetic tipic din spatiile
comerciale sau spitalicesti.

Acest echipament a fost testat si s-a constatat ca respecta limitele pentru un dispozitiv digital din clasa B,
in conformitate cu partea 15 a Regulamentului FCC. Aceste limite sunt concepute pentru a oferi o protectie
rezonabila impotriva interferentelor daunatoare intr-o instalatie rezidentiala. Acest echipament genereaza,
utilizeaza si poate radia energie de radiofrecventa si, daca nu este instalat si utilizat conform instructiunilor,
poate cauza interferente daunatoare comunicatiilor radio. Cu toate acestea, nu exista nicio garantie ca nu
vor aparea interferente intr-o anumita instalatie. Daca acest echipament provoaca interferente daunatoare
receptiei radio sau TV, ceea ce poate fi determinat prin oprirea si pornirea echipamentului, utilizatorul este
incurajat sa incerce sa corecteze interferenta prin una sau mai multe dintre urmatoarele masuri:

Reorientati sau deplasati antena receptoare.
Mariti distanta dintre echipament si receptor.

Conectati echipamentul la o priza de pe un circuit diferit de cel la care este conectat receptorul.
Consultati distribuitorul sau un tehnician radio/TV cu experienta pentru asistenta.
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Garantie, Vigilenta, Returnare

Garantie

Bedfont® Scientific Limited garanteaza ca dispozitivul si senzorii NObreath®, cu exceptia bateriilor, nu
prezinta defecte de materiale si de fabricatie pentru o perioada de 5 ani de la data expedierii, sub rezerva
respectarii cerintelor de service si intretinere.

Singura obligatie a Bedfont in temeiul acestei garantii se limiteaza la repararea sau inlocuirea, la alegerea
sa, a oricarui element acoperit de aceasta garantie atunci cand un astfel de element este returnat, in stare
intacta si preplatit, la Bedfont® sau la reprezentantul local.

Aceasta garantie este anulata automat daca produsele sunt modificate sau au fost manipulate
de personal neautorizat sau daca au fost supuse utilizarii necorespunzatoare, neglijentei sau
accidentelor. La sfarsitul duratei de viata a produsului, contactati Bedfont® sau distribuitorul sau
pentru instructiuni privind eliminarea.

. Consumabilele si accesoriile de unica folosinta la un singur pacient trebuie eliminate in
conformitate cu directivele locale privind deseurile clinice.

Nu aruncati niciodata instrumentele electronice sau bateriile impreuna cu deseurile menajere. La sfarsitul
duratei de viata a produsului, contactati Bedfont® sau distribuitorul sau pentru instructiuni privind
eliminarea.

Vigilenta

As a medical device manufacturer, Bedfont® Scientific Ltd. must have a vigilance system in place to report
any adverse incidents which have been caused by its medical products.

in calitate de producitor de dispozitive medicale, Bedfont® Scientific Ltd. trebuie s aibd implementat un
sistem de vigilenta pentru a raporta orice incident advers cauzat de produsele sale medicale.

e Un eveniment advers este identificat atunci cand sunt indeplinite toate cele trei criterii de mai jos:
° defectiune sau o deteriorare a caracteristicilor ori a performantei.

e Dispozitivul producatorului este suspectat ca a contribuit la producerea incidentului.

e Evenimentul a dus sau ar fi putut duce la una dintre urmatoarele consecinte:
° Decesul pacientului, UTILIZATORULUI sau al altei persoane.
° Deteriorarea grava a starii de sanatate a unui pacient, UTILIZATOR sau alta persoana.

e Producatorii de dispozitive medicale trebuie sa raporteze un eveniment advers in urmatoarele termene:

° Amenintare grava pentru sanatatea publica: imediat.

° Deces sau deteriorare grava neanticipata a starii de sanatate: imediat (fara nicio intarziere
care nu ar putea fi justificata), dar nu mai tarziu de 10 zile calendaristice de la data la care s-a
luat la cunostinta despre eveniment.

° Altele: imediat (fara nicio intarziere care nu ar putea fi justificatd), dar nu mai tarziu de
15 zile calendaristice de la data la care s-a luat la cunostinta despre eveniment (in Regatul
Unit, termenul de raportare este de 15 zile).

Oricare dintre utilizatorii Bedfont® Scientific Ltd. care se confrunta cu un eveniment advers legat de un
produs care indeplineste criteriile de mai sus trebuie sa raporteze imediat acest lucru catre Bedfont® si
catre Autoritatea Nationala Competenta din tara in care a avut loc incidentul.

Va rugam sa contactati Bedfont® Scientific Ltd. cu toate informatiile relevante la:
Email: ask@bedfont.com
Telefon: 0044 1622 851122

Returnare

Contactati Bedfont® sau distribuitorul sdu local pentru instructiuni privind returnarea bunurilor.
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Producator responsabil si date de contact,

Producator responsabil si date de contact

Bedfont® Scientific Ltd. www.bedfont.com
Station Yard, Station Road, www.nobreathfeno.com
Harrietsham,

Maidstone, Kent, ask@bedfont.com
ME17 1JA 0044 1622 851122

United Kingdom
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