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I 1. Yasal bilgiler | Regulatory information

11. Guvenlik uyarilan | Safety warnings

TABATABA® V3 cihazini tibbi olmayan bir
ortamda kullanmayin.

Demonte etmeyin ya da dahili bilesenlere
mudahale etmeyin.

TABATABA®V3 cihazini patlayici veya anestezik
gazlarin oldugu bir ortamda kullanmayin.

TABATABA® V3 bir tarama cihazidir. 0'a esit
veya yakin degerler higbir sekilde zehirlenme
olmadigini garanti edemez. Karbonmonoksit
zehirlenmesinin dogrulanmasi igin kan testi ve
klinik muayene zorunludur.

TABATABA® V3 mal veya insanlarin korunmasi
igin bir cihaz degildir; evsel (isitma, arizali baca)
veya endustriyel amaclar icin kullanitlmamaldir.

Performansini ve guvenligini garanti etmek icin
sadece TABATABA® V3 ile saglanan gugc
kaynagini ve aksesuarlari kullanin.

TABATABA® V3 cihazini kimyasal maddelere
(boya, ¢ézucu, vs) yakin saklamayin. Bu, yanlis
olcuime sebep olabilir.

TABATABA® V3 cihazini dezenfekte etmek icin
cihaza sivi sicratmamali veya cihazi herhangi bir
siviya batirmamalisiniz.

Do not use the TABATABA® V3 in a non-medical
environment.

Do not dismantle or interfere with the internal

components.

Do not use the TABATABA® V3 in an explosive
environment or in the presence of anaesthetic
gases.

The TABATABA® V3 is a screening device. Values
equal or close to 0 cannot, in any case,
guarantee non-poisoning. Only blood testing and
clinical examination can confirm a CO
intoxication.

The TABATABA® V3 is not a device intended for
the protection of goods or persons. It should not
be used for domestic (heating, faulty fireplaces)
or industrial purposes.

Use exclusively the power supply and
accessories provided with the TABATABA® V3 to
ensure its performance and safety.

Do not store the TABATABA® V3 in the vicinity of
chemical substances (paint, solvents, etc.) that
could lead to false measurements.

The TABATABA® V3 should not be immersed or
splashed with liquid to be disinfected.

1.2. Kullanim amaci | Intended use

TABATABA® V3 bir tarama ve sigara
bagimulgina karsi mucadele cihazidir.

Tek kullanimlk pipetler agiz ve TABATABA® V3
cihazi arasinda baglanti saglar.

Tek kullanimlik agizliklar, kimyasal hucrenin
dogru 6lcum yapabilmesi amaciyla bir miktar
havayi bloke etmek icin tasarlanmistir. Ayrica
emniyet valfi hastanin élgum sirasinda nefes
almamasini saglar.

The TABATABA® V3 is a screening and
prevention device in the fight against smoking.

Single-use pipettes are intended to link the
mouth to the device TABATABA® V3.

Single-use trappers are intended to block a
volume of air to allow appropriate measurement
by the chemical cell. In addition, the safety valve
ensures that the patient does not breathe in
during the measurement.
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| 1.3. Hedef kullanicilar | Expected operators

TABATABA® V3 sadece sonuglari yorumlamaya
ve hijyen ve bakteriyel kontaminasyon
konusundaki kurallara uymaya yetkili saglik
profesyonelleri (tibbi sekreter, hemsire, doktor,
eczacl, farmakolog, tabakolog, bagimuilik
uzmanli, vs.) tarafindan kullanilmaudir.

1.4.

TABATABA® V3 cihazi akciger ve/veya gogus
hastaligi olan hastalarda kullanilmamalidir.
Her halukarda bir doktorun gortsu elzemdir.

1.5.

Eski nesil cihazlarda goérulen birkag yillik
deneyiminden sonra TABATABA® V3 cihazi hem
teknik performans (kullanim rahatligi, 6lcim
hassasiyeti) hem de tarama (testlerin kalitesi)
bakimindan 6zellikleriyle 6ne cikiyor.

Cihaz, pratisyen hekimlerin ve is yeri
hekimlerinin sigara icenlerde ve icmeyenlerde
CO zehirlenmesini degerlendirmesini saglar.

Cihazin herhangi bir tedavi edici 6zelligi yoktur
ancak birakma yontemlerini uyarlamak
amacilyla sigarayi birakma ve/veya sigara
bagimuugini degerlendirmeyi tesvik etme ve
gozleme islevi gorur.

Hasta basina yapilan muayene sayisinda
herhangi bir sinirlama yoktur.

1.6.

Cihazla baglantili herhangi bir olumsuz olay
veya ciddi bir olumsuz olay riski durumunda
saglik profesyonelleri veya kullanicilar tye
devletin yetkili makamlarina bildirimde
bulunabilirler. Her durumda bu materyovijilans
vakasini bildirmesi ve ele almasi igin imalatci en
kisa zamanda bilgilendirilmelidir.

The TABATABA® V3 should only be used by
health professionals (medical secretary, nurse,
doctor, pharmacist, tobaccologist, lung specialist
.) qualified to interpret results and to beware the
hygiene and bacterial disinfection rules.

Tibbi kontrendikasyonlar | Contraindications

The TABATABA® V3 should not be used in the
presence of respiratory illness and/or chest
problems.

In all cases, a medical opinion is required.

Klinik yararlar ve riskler | Clinical benefits and risks

After several years of recognized experience with
older generations of devices, the TABATABA® V3
device shows its qualities, both in terms of
technical performance (ease of use, precision of
measurements), and in terms of screening
(quality of tests).

The device allows general practitioners and
occupational physicians to assess CO poisoning
intended for smokers or non-smokers.

The device has no real therapeutic benefits but
acts as an incentive and monitoring of smoRing
cessation and / or assessment of tobacco
dependence with a view to adapting the methods
of quitting.

There is no limit to the number of exams
performed per patient.

Olumsuz olay veya ciddi olumsuz olay riskleri | Serious incidents or risks

In the event of an incident or risk of a serious
incident related to the device, health
professionals or users can make a declaration to
the competent authorities of the Member State. In
all cases, the manufacturer must be notified as
soon as possible in order to declare and deal
with this case of material vigilance.
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Teknik bilgiler | Technical information

Saglanan malzemeler | Supplied equipment

Ambalaj icinde gelen malzemelerin listesi:

O O O O O O

TABATABA® V3 cihazi

Gug kaynagl (§2.3 maddesinde detaylari gorebilirsiniz)
USB-C gug¢ kablosu

Bilgi dosyasi

Kalibrasyon sertifikasi

Saklama kilifi

2.2. Cihaz sunumu | Device overview

%

FF1006.MUT.106 V04.00.01
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List of items included in the packaging:

TABATABA® V3 device

Power supply (see details in §2.3)
USB-C cable

Information sheet

Calibration certificate

Transport cover

o O O O O O

USB-C sarj portu (sadece birlikte gelen kablo ve gu¢ kaynagi ile kullanilmalidir)
USB-C Charging port (to use only with the provided cable and power supply)

Gug dugmesi

Power button

2.8" dokunmatik ekran

2,8" Touchscreen

Agizlik icin yuva

Insertion tube for the trapper

Bilgi etiketi

Device Label

Havalandirma delikleri

Ventilation holes

Tek kullanimuk agizlik

Single use Trapper

Tek kullanimlik pipet (hasta ucu)
Single use pipette (patient mouthpiece)
Gug kaynagi (§2.3 maddesinde detaylari gorebilirsiniz)
Power supply (see details in §2.3)

USB-C tipi baglantili gug kablosu (1,2 m uzunlugunda)
Power cable with USB Type-C connector (length: 1.2m)
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2.3.

CO hiicre 6lgme araligi
CO Sensor range

Hassasiyet

Accuracy

Hucre tipi

Sensor type

Huiicre 6mri

Sensor lifetime

Yillk sapma

Annual drift
Kalibrasyon
Calibration

Ekran

Display

Batarya tipi

Battery type

Batarya kapasitesi / voltaji
Battery capacity / voltage
Batarya sarj akimi
Battery charging current
Gug kaynagi

Power supply

Koruma seviyesi
Isolation level

Batarya sarj stiresi
Battery charge time
Saklama isisi

Storage temperature
Kullanim isisi
Operating temperature
Nem

Humidity

Calisma rakimi
Operating altitude

Referans standartlari
Reference standards

Medikal sinifi
Medical class

Yazilim guvenligi sinifi
Software security class
GMDN kodu

GMDN Code

Hastaya temas eden kisim
Patient applied parts

Boyut / Agirlik
Dimension / Weight

FF1006.MUT.106 V04.00.01
Fev. 2023

Teknik 6zellikler | Technical specifications

0 - 500 ppm arasl

<+3ppm

Elektrokimyasal
Electrochemical

yil

5 years

< %10

Her yil
Every year

Rezistif dokunmatik

TFT-LCD 2,8™ 320240 Resistive touch

Sarj edilebilir lityum polimer
2200 mAh / 37V

<2200 mA

Giris: 100-240V AC / 50-60Hz / 0,4-0,2A
Cikis: 5V DC / 12W Maksimum / 2,4A

Seviye 2 hasta korumasi ile medikal (2 x MOPP cf. EN60601-1)
Medical with 2 patient isolation levels (2 x MOPP cf. EN60601-1)
Yaklasik 4 Dongusel 6mur
saat Life cycle

Meanwell GSM12E05

> 300
0-50C

15-35C

< %75

<2000m

NF ISO 2859-1, EN 60601-1, EN 60601-1-2, IEC 60601-1-6, EN 62366-1,
EN62366-1, EN ISO 10993-1, EN I1SO 10993-5, EN ISO 10993-10, NF EN ISO
14971, EN 62304/A1, 1SO20417, EN ISO 15223-1, NF EN I1SO 13485

(dUzenleme 12)

m (rule 12)

A

35467

Pipet + kilif o

Pipette + bodycase B!

115x70x35mm, 180gr gzsiizeoz'lzaz 200x180X70MmM, 400gr é;ncii?“
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Saklama isisi

Storage temperature
Kullanim isisi
Operating temperature
Referans standartlari
Reference standards
Medikal sinifi

Medical class

GMDN kodu

GMDN Code

Saklama isisi

Storage temperature
Kullanim isisi
Operating temperature
Referans standartlari
Reference standards
Medikal sinifi

Medical class

GMDN kodu

GMDN Code

FF1006.MUT.106 V04.00.01
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Pipet (hasta ucu) | Pipette (patient mouthpiece)

0-50C
0-35C

NF ISO 2859-1, EN 62366-1, EN ISO 10993-1, EN I1SO 10993-5, EN ISO
10993-10, NF EN ISO 14971, ISO20417, EN ISO 15223-1, NF EN ISO 13485

44545

Agizlik | Trapper
0-50C
0-35C

NF ISO 2859-1, EN 62366-1, EN ISO 10993-1, EN ISO 10993-5, EN ISO
10993-10, NF EN ISO 14971, 1ISO20417, EN ISO 15223-1, NF EN ISO 13485

60657

2.1. Elektromanyetik pasiflik | Electromagnetic passivity

TABATABA® V3, medikal cihazlarin
elektromanyetik uyumluluguna iliskin EN
60601-1-2:2015 + A1:2021-07 standartlarinin

gerekliliklerini karsilar.

The TABATABA® V3 complies with the
requirements of the EN 60601-1-2:2015 + A1.2021-
07 standard regarding the electromagnetic
compatibility of medical devices.

TABATABA® V3 cihazinin elektronik tasarimi CO  The electronic design of the TABATABA® V3

hucresinin, cevresel elektromanyetik

ensures the immunity of the CO sensor to

bozulmalar karsisinda bagisikligini garanti eder.  surrounding electromagnetic disturbances.

Bu yuzden radyo frekansli cihazlarin yakinlig
TABATABA® V3 cihazinin karbonmonoksit
olcimunun guvenilirligini etkilemez.

Therefore, the presence of radiofrequency
devices does not affect the CO measurement
consistency of the TABATABA® V3,
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| 2.2. Semboller | Symbols

c € CE isareti MDR 2017/745 + onaylanan kurulusun numarasi
0459 CE marking MDR 2017/745 + notified body number

& B tipi temas eden kisim
R Type B applied part

Ayrilmamis atiklarla birlikte atilmamall, elektrik ve elektronik cihaz atiklar (AEEE)
direktifine uygun sekilde islenmelidir.

Must not be disposed of with unsorted waste but processed according to the Waste
Electrical and Electronic Equipment (WEEE) Directive

||
E]E Kullanicr kilavuzuna basvurun

Consult user's manual

M D Medikal cihaz
Medical device

SN Seri numarasi
Serial number

Uretici kimligi
Manufacturer identification
Uretim tarihi
Manufacturing date

Yeniden kullanmayin. Tek kullanimlik.
Do not reuse. Single-use only.

Parti numarasi
L o T Batch number

%% Saklamasisi 0 ile 50°C arasl
¢ Storage temperature between 0 and 50°C

Son kullanma tarihi
Expiration date

((..,)) lyonlastirici olmayan elektromanyetik radyasyon (Wifi 2412 MHz - 2484 MHz)
f Y Non-ionizing electromagnetic radiation (Wifi 2412 MHz - 2484 MHz)
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I 3. TABATABA® V3 cihazinin kullanimi | Operating the TABATABA® V3

3.1. Cihaz ana sayfasi | Device Homepage

Cihazi acmak ve ana sayfayi goruntulemek icin

guc dugmesine basili tutun.

1. Baslik: Ana sayfaya dénme dugmesi ve
batarya sarj seviyesi gostergesi

2. Disar verilen havada karbonmonoksit
olcimu

3. Ortamdaki karbonmonoksit élcumu

4. Olglim gecmisi

5. Ayarlar ve kalibrasyon

1 @  TABATABA AEM ()

Hold down the power button to turn on the device
and display the homepage.

1. Header: Return to homepage button and
battery charge status indicator

Expired CO measurement

Ambient CO measurement
Measurements history

Parameters and calibration

OAWN

Devam eden eylemi yarida kesmek ve

ana sayfaya dénmek .i.gin iste::liginiz_
zaman ana sayfaya dénme digmesine
basabilirsiniz.

Press the Return to homepage button at
any time to stop the ongoing operation
and return to the homepage.

4@ TABATABA AEM )

./

AMBIANT

Disari verilen havada ve ortamdaki
karbonmonoksit dlgumu islemleri, bataryanin
sarj edilmesi sirasinda gergeklestirilemez, bu
durumda erisim dugmeleri ana sayfada gri
olarak gérulur.

@A  TABATABA LAEIM ()

AMBIENT

The expired and ambient CO measurement
operations are not available during battery
charging, the access buttons will appear grayed
out on the home page.

10
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| 3.2. Disan verilen havada karbonmonoksit élciimii | Expired CO measurement

Ana sayfada TEST dugmesine basin.
Agizligi cihaza takin, ardindan pipeti iyice
oturdugundan emin olacak sekilde agizliga
takin (2.2 maddesindeki resme bakin).

Hasta hazir oldugunda testi baslatin

INSPIREZ,
BLOQUEZ

SOUFFLEZ

Hasta nefes almali, ardindan geriye sayim
boyunca nefesini tutmalidir

(sureyi kisisellestirmek icin § 3.5 maddesine
bakin)

Hasta, talimat kaybolana dek yavasca

uflemelidir.

() RESULTATS

re—

HBCo
HBCoF

TEST TERMINE

~)

RESULTATS...

START
THE TEST

Press the TEST button on the homepage.
Insert the trapper into the device, and then the
pipette into the trapper, making sure they fit
together properly (see picture in 2.2).

Start the test when the patient is ready

The patient shall inhale and then hold his breath
during the countdown

(see § 3.5 to customize the duration)

The patient shall blow slowly until the
disappearance of the instruction.

& | « s
TEST COMPLETED Q RESULTS
HBCo
RESULTS... HBCoF
PPM  w
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Testin sona erdigi ekranda gosterilir ve bu,
sonucun goésterilmesinin ertelenmesini saglar.
Sonug, bir renk koduna goére gosterilir

(renk esiklerini ayarlamak icin § 3.5 maddesine
bakin)

Olcu birimi asagidakiler arasinda degistirilebilir:
PPM (varsayilan): milyon hava partikulu basina
karbonmonoksit partikulu

%HbCO: Karboksihemoglobin seviyesi
%fHbCO: Fetls karboksihemoglobin seviyesi

FF1006.MUT.106 V04.00.01
Fev. 2023

The end of the test is displayed on the screen,
allowing the result display to be postponed.
The result is displayed following a color code
(see § 3.5 to setup the color levels).

Measure unit can be changed between:

PPM (default setting) : CO parts per million by
volume of air

ZHbCO : Percent Carboxyhemoglobin
%fHbCO : Percent Fetal carboxyhemoglobin

PPM %HbCO %fHbCO Sigara
o-5ppm 05-08 0,8-16 Sigara icmeyen .

arasi Non-smoker O sigara
5-10 ppm 08-1,6 16-31 Pasif igicilik veya seyrek sigara igici 0-F sigara

arasi Passive or casual smoker 5519
10-15 ppm 16-24 31-47 Sik sigaraicici ) .

arasl Frequent smoker 5-10 sigara
15-25 ppm 2,4-4.5 4.7-7.7 AgIr sigara igici ) .

arasi Heavy smoker 10-20 slgara
25-50 ppm >45 >7.7 Cok agir sigara icici o5 SleprE

arasi Very heavy smoker 9

Kaynak: Michel-Henri Delcroix, Karbonmonoksit (CO) élcumunin hamile kadinlarda sigarayr birakma Gzerinde etkisi: T-CAFE calismasi;
Dogum odasinda disari verilen havada CO'nun fetus Gzerine etkisi; Ektopik gebelik ve sigara: nedensel baglanti, énleme icin arag. Insan
tibbi ve patolojisi. Limoges Universitesi, 2022. Fransizca. NNT : 2022LIMO0068

NOUVEAU PATIENT

PATIENT
EXISTANT

CREATION
ID AUTO

Sonuglarl asagidaki 3 secenekten birine gére
kaydetmek icin Bl dugmesine basin:
1. Yeni bir hasta profili olusturma
2. Sonucu secme ve var olan bir hasta
profili altinda kaydetme
3. Otomatik zaman damgasi (ID) ile sonucu
anonim olarak kaydetme

NEW PATIENT

EXISTING
PATIENT

AUTOMATIC ID

Press the &l button to save the result according
to one of the 3 options below:
1. New patient profile creation
2. Select and save the result under an
already existing patient profile
3. Save the result anonymously with an
automatic timestamp (ID)

12
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o |[& (e T D

DATE DE NAISSANCE GENRE

) HOMME

1983 FEMME

JKL MNO

TUV WXYZ

Yeni bir hasta profili olusturmak icin asagidaki
bilgileri girin:
Ad/Soyadi, dogum tarihi, cinsiyet.

3.3.

FF1006.MUT.106 V04.00.01
Fev. 2023

Ol @0 || ¢ TEST FO @

A ¢ TEST oM @D | @& « TesT

DATE OF BIRTH GENDER

NAME <

LASTNAME 4

) MALE

- - -

198 3 FEMALE

JKL MNO PQRS OTHER

TUV WXYZ

In order to create a new patient profile please
type in the following information:
Lastname/Name, date of birth, gender

Ortamdaki karbonmonoksit 6lciimii | Ambient CO measurement

Ortamdaki karbonmonoksit dlgumu sadece
pasif igicilik hakkinda farkindalik yaratma
amaciyla disar verilen havada karbonmonoksit
olcumune ek olarak gerceklestirilmelidir.

O'a esit veya yakin degerler hicbir sekilde
zehirlenme olmadigini garanti edemez. Pasif
icicilik bile olsa karbonmonoksit zehirlenmesinin
dogrulanmasi igin kan testi ve klinik muayene
zorunludur.

The measurement of ambient CO levels should
only be conducted in addition to an analysis of
CO in exhaled air for the purpose of raising
awareness about passive smoRing.

Any value equal to or close to 0 can in no way
guarantee non-poisoning. A blood test and a
clinical examination must confirm any form of CO
intoxication, including passive exposure.

PERSONNALISE

Ana sayfada IE1 dugmesine basin

3 secenek arasindan ortamdaki karbonmonoksit

olecumu suresini segin:

1. Anlik: aninda baslatma ve manuel
durdurma

2. 30 dk: aninda baslatma ve 30 dakika
sonunda otomatik olarak durdurma

3. Kisisellestirilmis: sureyi (1'den 99
dakikaya kadar) manuel olarak
belirledikten sonra baslatma

A | ¢ AMBIANT

TN @D

REAL-TIME
(START/STOP)

FEN WD

A ¢ AMBENT

MEASURE DURATION

CUSTOM

Press the K81 putton on the homepage Select the
ambient CO measurement duration among the 3
options:
1. Real-time: instant start and manual stop
2. 30min: instant start and automatic stop
after 30 minutes
3. Custom: start after manually setting the
duration (1 to 99 minutes)
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MESURE EN COURS

20

PPM

STOP

Ortamdaki karbonmonoksit seviyesi olcum
sirasinda surekli olarak gosterilir.

dugmesine basin (kisisellestirilmis 30 dakika gibi
onceden belirlenmis bir sure icin de dahil)

A <« AMBIANT  [AFIM )

RESULTATS

Olguim sona erdiginde (otomatik veya manuel
olarak) sonuglar PPM olarak gosterilir ve
kaydedilebilir.

A <« AMBIANT  [AFIM [
17 / 02 / 2023

LIEU

Sonuclar kaydetmek icin 6lcum yerinin adini

@

FF1006.MUT.106 V04.00.01
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Fev. 2023

NT

MEASURE IN PROGRESS

20

PPM

STOP

The ambient CO level is displayed continuously
during the measurement.

Olgumu istediginiz zaman durdurmak icin STOP  Press the STOP button to interrupt the

measurement at any time (also in case of

@

4 AMBIENT

RESULTS

predefined duration, 30min like custom)

Once the measurement is completed (either
automatically or manually) PPM results are
displayed and can be saved.

)

4 AMBIENT

PLACE

17 / 02 / 2023

In order to save the results, please enter the
name of the measurement location.

14
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3.4. Olgiim gecmisi | Measurements history

#A < DONNEES

i

DONNEES PATIENTS PATIENTS DATA

DONNEES AMBIANTES AMBIENT DATA

Kayitli hasta veya ortam verilerine erismek icin Press the I} button on the homepage to access

ana sayfada El digmesine basin. the saved patients or ambient data.
A ¢ DONNEE EM @ A (DAT FEM @D @
NOM PRENOM - NOM PRENOM LASTNAME NAME - LASTNAME NAME
17 / 02 /1983 17 / 02 /1983 17/02/1983 17 / 02 /1983
NOM PRENOM LASTNAME NAME
17 / 02 /1983 m 17/02/1983 m
NOM PRENOM . LASTNAME NAME -
17 / 02 /1983 a a @ 17/02/1983 B q m
NOM PRENOM ’ LASTNAME NAME
17 / 02 /1983 17/02/1983
NOM PRENOM % U G Y G S U G Y G
17.7.:02 /1983 PR P S P P P P S P\

v
QA 2 s 2 2 QA 2 2 [ 2 2

Kayitll karbonmonoksit élgumlerini
goruntulemek icin hasta veya ortam profilini
segin.

Silmek icin & dugmesine basin.

Select the patient or ambient profile to view the
saved CO measurements.
Press on the button B to delete.

| 3.5. Cihaz konfiglirasyonu | Device setup

A ¢ SETUP

PARAMETRES SR

DATE AND TIME

LANGUAGE
SENSOR CALIBRATION

CALIBRATION CELLULE

DEVICE SN 230001 RESULT COLOR
FIRMWARE Vo1.00

DEVICE SN 230001

FIRMWARE Vo1.00
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Cihazin seri numarasini, donanim yaziliminin
surumunu goéruntulemek ve tarih/zaman, dil,
nefes verdikten sonra nefes tutma suresi ve
sonug rengini ayarlamak icin ana sayfada
dugmesine basin.

BLOCAGE INSPIRATION COULEUR DU RESULTAT

FRANCAIS

ANGLAIS

FF1006.MUT.106 V04.00.01
Fev. 2023

Press the &l button on the homepage to view the
device serial number, firmware version and
adjust the date/time, language, breath holding
duration after inhaling and result color settings.

LANGUAGE

FRENCH

ENGLISH

Tarih/zamani oklari kullanarak ayarlayin. iki tarih
formati (GGAAYYYY veya AAGGYYYY) ve iki
zaman formati (12.00 veya 24.00) mevcuttur.
Nefes verdikten sonra nefes tutma igin geri
sayim suresini ayarlamak icin oklari kullanin
(bkz. §3.2). Ayni durum, seviyesine goére sonuca
turuncu veya kirmizi rengin uygulanacagi
karbonmonoksit degerleriicin de gecerlidir.

3.6.

Hucrenin son kalibrasyon tarihine ayarlarda
"Hucre Kalibrasyonu" menustunden bakilabilir.
5.2 maddesi uyulmasi gereken periyodik bakim
kurallarini siralar.

Adjust the date/time using the arrows. Two
formats are available for the date (DDMMYYYY
or MMDDYYYY) and time (12h or 24h).

Use the arrows to adjust the countdown duration
for the holding breath step after inhaling (see
§3.2). Likrewise for the CO values from which a
orange or red color shall be applied to the result.

Huicre kalibrasyonu | Sensor calibration

The date of the last calibration of the cell can be
found in the "Cell Calibration" menu under
settings.

Paragraph 5.2 specifies the rules for periodic
maintenance to be followed.

Hucre kalibrasyonu, 2.3 bolumunde belirtilen
cevresel kullanim kosullarina uygun olarak
dogru bir sekilde havalandirilmis bir odada
gerceklestirilmelidir.

The sensor calibration must be performed in a
well ventilated room complying to the
environmental conditions of use specified in
section 2.3.

ACTIVATION CELLULE :
26 / 01 / 2023

PRECEDENTE CALIBRATION :
26 / 01 / 2023

Ana sayfada k& dugmesine basin, ardindan
kalibrasyonu asamalarini baslatmadan énce
etkinlestirme ve CO hucresinin kalibrasyonu
tarihlerine bakmak igin "Hucre Kalibrasyonu"
ogesine basin.

SENSOR CHANGE DATE :
26 / 01 / 2023

LAST CALIBRATION DATE :
26 / 01/ 2023

Press the B button on the homepage then
‘Sensor Calibration” to view the dates of the CO
sensor change and calibration before starting the
calibration steps.

16
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A« CONFIG M @
CAL|BRAT|ON
DU ZERO

Kalibrasyon 10 saniye icinde otomatik ayar
olarak 0'dan baslar.

TABATABA® V3 cihazinin CO gazi tupu ile
baglantisi kesilmelidir ve Uzerinde hicbir sarf
malzemesi olmamaldir.

CONCENTRATION DE
LA BOUTEILLE DE GAZ

L
| 49

o

v

Kalibrasyon CO gazi tpunu, kalibrasyon Kiti
aksesuarlari (akis duzenleyici, boru, pipet
konektoru), pipet ve agizlik yardimiyla
TABATABA® V3 cihazina baglayin.

Tupun kalibrasyon sertifikasinda belirtilen gaz
konsantrasyonunu en yakin birime yuvarlayarak
girin ve "ileri* dugmesine basin.

FF1006.MUT.106 V04.00.01
Fev. 2023

Al ; E

A ¢ SETUP

ZERO CHECK

The calibration starts with a 10 seconds
automatic setup of the o.

The TABATABA® V3 must be disconnected from
the CO gas bottle and free from any consumable.

I

A SETUP

CO CONCENTRATION
OF GAS BOTTLE

| 49

o

v

Connect the CO calibration gas bottle to the
TABATABA® V3 by means of the calibration kit
accessories (flow regulator, tube, pipette
connector), a pipette and a trapper.

Enter the gas concentration stated on the bottle
calibration certificate rounded to the nearest unit
and press the next button.

17
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A ¢ CONFIG [AEIM ()

VERIFICATION AVEC
BOUTEILLE CO

Gazin TABATABA® V3 cihazina akmasi icin akis
duzenleyicinin vanasini agin.

Akisl 1L/s olarak ayarlayin ve START
dugmesine basin.

CO gazi ile kalibrasyon 20 saniye surer.

A ¢ CONFIG JEM ()
ETALONNAGE VALEUR
49 PPM

Olgulen karbonmonoksit degerini, daha énce
girilen tupun referans konsantrasyonuna
ayarlayin.

Kalibrasyonu onaylamak icin kaydedin.

Akis duzenleyici
Flow regulator

FF1006.MUT.106 V04.00.01

CHECK WITH CO GAS
BOTTLE

= o
a 'ﬂ\‘ /. / /
“' l i /

[/
- ‘Jﬂ//

S

START

VALUE CALIBRATION

o

49 PPM

v

Fev. 2023

Pipet konektoru
Pipette connector

Open the valve of the flow regulator to let the gas
flow into the TABATABA® V3.
Set the flow rate to 1L/s and press START.
CO gas calibration takes 20 seconds.

Adjust the measured CO value to the reference
concentration of the bottle previously entered.
Save to confirm the calibration.

18
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Olgulen karbonmonoksit degeri ile referans
konsantrasyonu arasindaki fark htcre
hassasiyeti seviyesini karsilamiyorsa (bkz.
§2.3) "Sensor Error" mesajl gosterilir. Bu
durumda kalibrasyon asamalarini tekrarlayin.
Hata devam ederse lutfen FIM Medical veya
yetkili bir distributoér ile iletisime gecin.

CALIBRATION CELLULE

PARAMETRES

DEVICE SN 230001
FIRMWARE Vo1.00

FF1006.MUT.106 V04.00.01
Fev. 2023

If the difference between the measured CO value
and the reference concentration does not meet
the sensor accuracy (see §2.3) the message
‘Sensor Error” will appear. In such case repeat the
calibration steps. Shall the error remains, please
contact FIM Medical or an authorized distributor.

SENSOR CALIBRATION

SETTINGS

DEVICE SN 230001
FIRMWARE Vo1.00

Kalibrasyon islemleri bataryanin sarj edilmesi

Calibration operations are not available during

sirasinda gerceklestirilemez, bu durumda erisim  battery charging; the access button will appear

dugmesi ayarlar sayfasinda gri olarak gorulur.

grayed out on the settings page.

19
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4. TABATABA® V3 cihazina Wifi baglantisi | Wifi connection to TABATABA®

V3

41. Webapp'e Wifi erisim ayarlan | Wifi access parameters to Webapp

% Tabataba-230001

Entrer la clé de sécurité réseau

Annuler

TABATABA® V3 cihazinin seri numarasina gore
isimlendirilmis Wifi agini secin:
Or.: SN=230001 > SSID Wifi-Tabataba-230001

Cihaz bilgi dosyasinda yer alan ve TABATABA®
V3 cihazina gore belirlenmis Wifi sifresini girin:
Or.: SN=230001 > Wifi sifresi=TT230001!

EN FR

_ I/QLE IdM.

Se connecter

Nom d'utilisateur

Mot de passe

Soumettre

Wifi'ye baglandiktan sonra TABATABA® V3
cihazinin Webapp arayuzune erismek icin
internet tarayicisini agin ve adres cubuguna
asagidaki adresi girin:

http://tabataba.local
veya
http://192.168.4.1

Fabrika kimlik bilgileri/sifreleri:
Yonetici roll: admin/admin
Kullanici rolU: user/user

Kullanici hesaplarinin (giris kimlik bilgileri)
yonetimi hakkinda daha fazla bilgi icin 4.3
bélumune basvurun.

% Tabataba-230001

Enter the network security key

Cancel

Select the Wifi network named after the
TABATABA® V3 serial number:
Ex :SN=230001 > SSID Wifi-Tabataba-230001

Enter the Wifi security key reminded on the
device information sheet, which depends on the
TABATABA® V3 serial number:

Ex : SN=230001 > Mot de passe Wifi=TT230001!

Once connected to the Wifi network, open the
internet browser and enter the following
address in the address bar to access the
Webapp interface of the TABATABA® V3:

http://tabataba.local
or
http://192.168.4.1

Factory user names/passwords:
Administrator role: admin/admin
User role : user/user

Please refer to section 4.3 for more information
on user account management (login
credentials).
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| 4.2. Webapp gosterge paneli | Webapp dashboard

(7) oesmoxo
82, eatments pa DEVICE INFORMATION
B weren o — B rers - aon:
/i
/ / FIRMARE VERSION 11,60
/
[ / {({o3 serrmes
l\ﬁ
SOR INFORRATION
@| LAST CALTBRATION DATE :2
L) .
6
s
a
3
2
1
oe—
1em0za 12023 18172023
(@) oerce serrmes P Y
( Tooay )
o S
1B vsen ramssenenr

20231123-01 2 weu

MARTE GALLAND 3 ppM

20231122-01 o rou

JEAN DUPONT 4 oou

1 STHON o pou

-0 s 7 —
(89 rsmawrsoam ) A vemroumn )

£ vsoowe: e ox osemn ot esm 100

DEVICE ACTIVITY OVERVIEW
N Number of records

19112023 2012023 21112023 22112023

o )
@0 o (0]
WEEK  MOWIH  YEAR 5 VEARS

Gosterge paneli farkli genel bilgilere
basvurmayi saglar:

Cihaz: seri numarasi, yazilm surumu

CO Hucresi: etkinlestirme ve son kalibrasyon
tarihi

Bellek: En son kaydedilen dlcumler ve bellek
kullanim durumui.

Bellek doldurma orani 3 unsura ayrilir: hasta
profili sayisi, hasta élcumleri sayisi ve ortam
olcumleri sayisi.

:@]: MEMOIRE UTILISEE:  mozewt:  12%  meowr:  10%  sese:  30%

Aktivite genel bakis

Karbonmonoksit élcumleri sayisinin grafigi.
Goruntlleme skalasi hafta, ay, yil veya son 5 yil
olarak ayarlanabilir.

@) O O O

SEMAINE MOIS ANNEE 5 ANS5

The dashboard allows to view different
information and general details:

Device: serial number, firmware version

CO Sensor: last change date and calibration

Memory: Last saved measurements and memory
usage status.

The memory fill rate is divided into 3 components:
the number of patient profiles, the number of
patient measurements, and the number of
ambient measurements.

@ USED MEMORY:  PaTIEwr:  12%  avBIENT:  10%  MEASIRE:  30%

Device activity overview

Number of CO measurements chart.

The display scale can be adjusted to show data
for the past week, month, year, or the past 5
years.

@) O O O

WEEK MONTH YEAR 5 YEARS
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| 4.3. Hasta verilerinin Webapp yonetimi | Patients data Webapp management

88 rarrex e B
1) smem o
) # DATE # NAME
=l 24/1172023 09:47 2023112301
= U5 17/11/2023 09:43 MARIE GALLAND
0 @ 20/1172023 09:58 2023112201
=l 0 1172023 0939 JEAN DUPONT
O 201172023 09:52 RAPHAEL SIMON
e P
@ e @@=
N— 7
(B

E] rasanamaces wevcone aonrn | (1)

00 partent's meoRAATION
[<'am]

% RECORD NAME LASTNAME

C ) )

DATE OF BIRTH

22/11/2023

4PPM

3PPM

0PPM

4PPM

® @ ® ® ®

0PPM

—
( )
(swev 7o sevecrion ) ( #0F REpoRT

Hasta verileri icin Webapp islevleri:

Hasta profillerinin aranmasi
Sutun basliklarindaki veri giris alanlarini
kullanarak verileri filtreleyin.

Son élgiimlerin goériintiilenmesi
Son 7 dlcumun grafigini géruntulemek icin bir
hasta profili secin

Hasta bilgilerinin degistirilmesi

Bir veya daha fazla profil secin

Yeni bilgileri girin (ad/soyadi/dogum tarihi)
"'Secilene uygula" dugmesine tiklayin

Verilerin silinmesi
Silinecek profil veya profilleri segin
"'Sil" dugmesine tiklayin

Verilerin CSV olarak disari aktarilmasi

Bir veya daha fazla hasta profili secin

Verileri CSV dosyasi olarak indirmek icin "Disari
aktar" dugmesine basin

Hasta PDF raporu olusturulmasi

Bir hasta profili secin

Hasta verilerini PDF dosyasi olarak indirmek
icin "PDF raporu" dugmesine tiklayin (asagidaki
resme bakin)

Webapp features for patients' data:

Search of patient’s profiles
Filter the data using the input fields in the column
headers.

Overview of the last measurements
Select a patient’s profile to display a chart with the
7 last measurements

Edition of the patients’ details

Select one or multiple patients’ profile(s)
Enter the new patient’s details
(lastname/name/date of birth)

Click on "Apply to selection”

Data deletion
Select the patient's profile(s) to delete
Click on “Delete”

CSV data export
Select one or multiple patients’ profile(s)
Click on "Export” to download the data as CSV file

Patient PDF report edition

Select a patient's profile

Click on "PDF Report” to download the patient's
data as a pdf file (see below picture)
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4.1. Ortam verilerinin Webapp yoénetimi | Ambient data Webapp management

(@) v

88 ariewr's mana Last mecowos

weren oo

u] DATE # RECORD # PLACE

0 22/11/2023 10:14 SPPM ROOM-B ®
o @ 22112023 10:10 0PPM OFFICE-B ®
m) @ 21112023 13:53 4PPM TEST-B ®
m) 22/11/2023 10:14 5PPM ROOM-A ®
D @ 22/11/2023 10:10 0PPM OFFICE-A ®
O @ 211172023 13:53 4PPM TEST ®

(D vovce sermmes ( oo ) (@ veere A

E T —

Ortam verileri icin Webapp islevleri:

Yer ve tarihlerin aranmasi
Sutun basliklarindaki veri giris alanlarini
kullanarak verileri filtreleyin.

Verilerin silinmesi
Silinecek élcumleri secin
"Sil" dugmesine tiklayin

Verilerin CSV olarak disari aktarilmasi

Bir veya daha fazla 6lcuim secin

Verileri CSV dosyasi olarak indirmek icin "Disari
aktar" dugmesine basin

Webapp features for ambient data:

Search of places and dates
Filter the ambient data using the input fields in

the column headers.

Data deletion
Select the measurements to delete
Click on “Delete”

CSV data export

Select one or multiple measurements

Click on "Export” to download the data as CSV

file

23



L/ EeldM TABATABA® V3

-
&G0

FF1006.MUT.106 V04.00.01
Fev. 2023

4.2. Cihazin Webapp ayarlari | Webapp setup of the device

T - = o

(@) oo
o —
@ AMBIENT DATA DEVICE INFORMATION
DEVICE NANE :TABATABA-RS o
/ 7 DEVECE SERIAL MMBER :230004
[ FIRMWARE VERSION :V1.00
L"/
D-M-Y D M-D-Y
-~ -~ -~
22 2023
v v w
£ F
11
v v
L
oL
B vsen s

O SENSOR INFORNATION
LAST CALIBRATION DATE :21/11/2023

_—

)

SENSOR CHANGE DATE :31/10/2623

USED MEMORY:  eamew: 12X  wemm 105 msem 305

v 10

(o ) (&) eacrom meser )
AL 0 J

Cihaz konfigurasyonu islevleri (bkz. §3.5)
Webapp'te de mevcuttur ve bunlara asagidaki
islevler eklenir:

Cihaz adinin degistirilmesi
Yonetici kimlik bilgileri ile giris yaparak cihaz adinin
sagindaki kalem simgesine tiklayin.

Cihaz adi, cihaz tespitini kisisellestirmeyi saglar ve
PDF hasta raporunda gorunar.

Fabrika ayarlarina donme

Belledi ve cihaz ayarlarini silmek ve orijinal
kullanici sifrelerini geri yuklemek icin yonetici
kimlik bilgileri ile giris yaparak "Fabrika ayarlarina
dénme” dugmesine tiklayin.

( 0 REINITIALISATION USINE )

The device configuration functions (see §3.5)
are also available on Webapp, in addition to
the following functions:

Editing the device name

Using an administrator ID, click on the pencil
icon to the right of the device name to modify
it.

The device name can be used to customize the
device designation and appears on the patient
PDF report.

Factory reset

Using an administrator ID click on "Factory
Reset" to erase the device's memory, settings
and restore the original user passwords.

( O FACTORY RESET )
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| 4.3. Webapp kullanicilarinin yénetimi | Webapp user management
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O % NAME * ROLE NAME PASSWORD
C ),
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Kullanicr yonetimi araytzu Webapp giris

sifrelerini degistirme olanagi saglar (bkz. bolum

4.1).
Iki kullanicr seviyesi mevcuttur:

The user management interface allows to
create, edit or delete Webapp login credentials
(see section 4.1).

There are two user levels available:

Giris kimlik bilgileri | Login Username

User Admin

Verilerin yénetimi | Data management

PDF raporu | PDF Report

Hasta bilgilerinin degistirilmesi | Patient details edition

Cihaz ayarlari | Device settings

ANENENEN

Kullanicilarin yénetimi | User management

Cihaz adi | Device Name

Fabrika ayarlarina dénme | Factory reset

ANANANENENENEN

Sifre degistirme
Degistirilecek kullaniciyi secin
Sag alana yeni sifreyi girin
Kaydet dugmesine tiklayin.

Edit a password
Select the user to modify.
Enter the new password in the right panel.

Click Save.

TABATABA® V3 cihazindaki verilerin
guvenliginin saglanmasi icin varsayilan olarak
gelen sifrelerin degistirilmesi ve farkli
kullanicilarin sifrelerinin duzenli olarak
guncellenmesi sarttir.

To ensure the protection of data stored on the
TABATABA® V3, it is necessary to change the
default passwords and regularly update the
passwords of different users.
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I 5. TABATABA® V3 cihazinin bakimi | TABATABA® V3 Maintenance

51. Temizlik | Cleaning

TABATABA® V3, her kullanimdan sonra %70
izopropil alkol ile 1slatilmis yumusak bir bez
veya bakterisit/virtsit iceren bir mendille
temizlenmelidir. FIM Medical tarafindan
onaylamis referans mendiller asagidadir:

The TABATABA® V3 should be cleaned after
each use with a soft cloth damped with 70%
isopropyl alcohol or with a bactericide-virucide
wipe among the following references approved
by FIM Medical:

Bactinyl® Parfumll dezenfektan mendil
Clorox® Healthcare Bleach
Sani-Cloth® Bleach / Plus / HB / AF3
Super Sani-Cloth®
Formula 409®
Virex® Plus
Mikrozid® AF Wipes
Mikrozid® Universal wipes premium
Oxivir Excel® wipes

TABATABA® V3 cihazina sivi sicratmamali veya
cihazi herhangi bir siviya batirmamalisiniz.

Tek kullanimlk agizlik her hastadan sonra
mutlaka degistirilmelidir.

Tek kullanimlk pipet her hastadan sonra
mutlaka degistirilmelidir.

The TABATABA® V3 should not be immersed or
splashed with liquid.

The single-use trapper must be changed
systematically after each patient.

The single-use pipette must be changed
systematically after each patient.

Dikkat: Tek kullanimlk sarf malzemelerinin
yeniden kullanilmasi durumunda ¢apraz
enfeksiyon riski.

Dikkat: Cihazi veya aksesuarlarini sterilize
etmeyin

Dikkat: Kontamine aksesuarlar, biyolojik olarak
kontamine olmus (enfeksiyon riski tasiyan saglik
faaliyetlerinden kaynaklanan) atiklar icin segici
toplamanin bir parcasi olmalidir,

Warning: Risk of cross contamination if
disposable consumables are reused

Warning: Do not sterilize the device or the
accessories.

Warning: Used or dirty accessories must be
disposed of with biological waste (DASRI).

5.2.
TABATABA® V3 her yil kalibre edilmelidir.

Elektrokimyasal hucre, bakim kapsaminda her 5
yilda bir degistirilmelidir.

Sadece FIM ve onun onayli distributérleri bakimi
gerceklestirmekle yetkilidirler.

Periyodik bakim | Regular maintenance

The TABATABA® V3 must be calibrated every
year.

The electrochemical cell must be replaced every
5 years as part of maintenance.

Only FIM Medical and its authorized distributors
are entitled to carry out maintenance.
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Dikkat: Yillk kalibrasyonun yapilmamasi
durumunda 6élcum sapmasi sonuclarin hatali
olmasina yol acabilir.

Dikkat: Elektrokimyasal hucrenin dmru 5 yil
olarak tahmin edilir.

Warning: In the absence of annual calibration
measurement drift can lead to biased results.

Warning: The electrochemical cell lifetime is
estimated at 5 years.

5.3. Hurdaya ayrima | Disposal

AEEE (Elektrik ve elektronik cihaz atiklarn)
direktifi uyarinca kullanilmis elektronik cihazlar
ev atiklarindan ayr tutulmalidir. Cihazlar belirli
toplama alanlarina (geri donustm merkezleri)
birakilmalidir. Daha fazla bilgi icin FIM Medical
ile iletisime gecebilirsiniz.

5.4. Garanti| Guarantee

Garanti sézlesmesi kapsamina sadece onarimlar
dahildir. Cihazin normal ve alisilmis kullanim
sartlarina uyulmadigi takdirde garanti gegerli
olmayacaktir. Yillik bakim sirasinda birtakim
Onleyici operasyonlar gerceklestirilir. Bu
revizyondan sonra meydana gelebilecek
herhangi bir arizanin giderilmesi i¢in revizyon
garanti olamaz.

Cihaz 2 yil garantilidir.

5.5. Cihaz émri | Service life

FIM Medical, TABATABA® V3 cihazinin Smrindn
kullanicinin FIM Medical veya onun yetkili
ortaklarindan birine cihazla ilgili zorunlu
bakimlar yaptirdigi sUrece 10 yil olarak tahmin
etmektedir. Kullanicinin bakim yukimluluklerine
ve kullanim kosullarina uymamasi durumunda
cihazin calismamasiyla ilgili hicbir sorumluluk
FIM Medical'e yuklenemez.

In accordance with the WEEE directive used
electronic devices must be treated apart from
household waste. The devices must be sent to
specific collection sites (waste disposal depot).
For more information, you can contact FIM
Medical.

Under the terms of the contractual warranty, only
repairs are covered. The warranty will only apply
if the normal and customary usage conditions of
the device have been followed. During the annual
maintenance, a series of preventive operations
are carried out; however, the maintenance itself
cannot guarantee coverage for any malfunctions
that may occur after the maintenance has been
performed.

The device is guaranteed for 2 years.

FIM Medical assesses that the lifespan of the
TABATABA® V3 is 10 years as long as the user
respects the mandatory annual maintenance
carried out by FIM Medical or one of its
authorized partners. FIM Medical cannot be held
responsible for any device performance issues in
case the user fails to comply with the
maintenance obligations and usage conditions.
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Bu kilavuzu okudugunuz

icin tesekkiir ederiz. Thank you for reading this

manual.

If you would like more
information, feel free to
contact us.

Daha fazla bilgi almak
isterseniz bizimle iletisime
gecmekten cekinmeyin.

fim-medical.com

+33(0)4 72 34 89 89
contact@fim-medical.com

FIM Medical | 51 rue Antoine Primat | 69100 Villeurbanne | Fransa
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