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1.GENEL BILGILER

NEBTIME ultrasonik nebulizator cihazlari, sivilarin, aerosol ve buhar
tedavisinde kullanilmasini saglamak amaci ile Uretilmis cihazlardir.

Sivilarin buhara donustirilmesinde , 1sitma teknigi yerine , frekans kullanilir.
Mikroprosessorlli elektronik sistem tarafindan olusturulan frekanslar,
piezoseramik kristal vasitasi ile, mekanik titresimlere dontsturtlir. Bu
titresimler sayesinde , kavanoz icerisindeki sivi, i1sitilmadan buharlastirilir.
Ayrica, cihaz icerisinde bulunan bir fan, dis ortamdan hava ceker. Bu hava, bir
bakteri filitresi Uzerinden gecirilerek temizlenir ve sivi kabina basilir.Sivi kabi
icerisinde surekli olusan buhar, bu hava basinci ile disariya itilir ve hortum
vasitasl ile hastaya ulastirilir. Elde edilen bu buhar, eger istenirse cikistaki bir
isitici ile 1sitilabilir.

NEBTIME ultrasonik nebulizator sahip oldugu

Mikroprosessor kontroli

Plastik govdesi

Dislk enerji tiketimi

Piezoseramik kristalin kolay degisimi

llacli uygulama

Ozellikleri ile sizlere kullanim kolayligi saglayacak sekilde tretilmistir.

KULLANIM ALANLARI

Soluma gazlarinin ve narkotik gazlarin nemlendirilmesi
Akut ve kronik bronsitler

Bronsiyal astim

Pnémoni

Spesifik ve spesifik olmayan akciger hastaliklari

ilac ve su nebulizasyonu

Ortam nemlendirme

YAN ETKILER

Cihazin dizenli temizligi yapilmamasi durumunda, su haznesinde
olusabilecek bakteriler hastaya gidebilir.

Soguk buhar ile birlikte ventolin tlrevi ilaclar kullanilmasi
durumunda bu ilaclarin yan etkileri olabilir

HASTA POPULASYONU

2 yas Ustl 10 kg dan agir solunum sikintisi ceken ve tedavi gerektiren hastalar.

KONTRENDIKASYONLAR

Bu Urin, kararsiz ve yliksek kan basinci olan, kardiyak irritabilitesi olan, nabzi
artmis olan, bilinci acik olmayan veya kendiliginden soluyamayan hastalarda
kullanilmamalidir.
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1.GENERAL INFORMATION

The device, NEBTIME ULTRASONIC NEBULIZER has been developed for aerosol
& steam treatment of liquids.

In the conversion of liquids into vapour/mist (tiny particles of 0.5 - 6 pm), instead
of heating, ultrasonic frequency technique has been applied. Frequencies
produced by microprocessor based electronic system has been converted to
mechanicalvibrations with the help of Piezoceramic crystal which is responsible
for the conversion of liquid placed into the flask of the device to vapour without
heating. The evaporated liquid compel to come out of the flask reach to the
patient with the help of debacterified environmental air pumped continuously
into the flask by a fan fitted into the device. If require the out coming vapour can
be warmed with the help of a heater placed at the outlet.

NEBTIME ultrasonic nebulizer has been manufactured to use the properties
and characteristics

Microprocessor controlled

Plastic cabinet

Low electric consumption

Easy to replace Piezoceramic crystal

Drug application

Owned by it most effectively.

FIELDS OF APPLICATION

Moisturizing of respiratory and narcotic gases,
Acute and chronic Bronchitis,

Bronchial Asthma,

Pneumonia, specific and nonspecific lung diseases,”

SIDE EFFECTS

If the device is not cleaned regularly, bacteria which may form in the water
reservoir, may affect the patient.

In case of using ventolin derivative drugs with cold steam, these drugs may have
side effects.

PATIENT POPULATION

Patients over 2 years of age and more than 10 kg with severe respiratory distress
and treatment.

CONTRAINDICATIONS

This product should not be used in patients with unstable and high blood pressure,
cardiac irritability, increased heart rate, unconsciousness, or unable to breathe
spontaneously.



2.0NEMLI UYARILAR

Cihazin kullanimi oncesinde kullanim kilavuzunu bastan sona dikkatlice
okuyunuz.

Cihazin elektrik kablosunu takacaginiz prizin, elektiksel voltaj degerinin, cihaz
calisma voltaj degerine uygunlugunu kontrol ettirmeniz onerilir.

Cihaz tasinmasi esnasinda elektrik kablosunu prizden mutlaka cikariniz.
Cihazi 1s1 kaynaklarina cok yakin konumda calistirmayiniz.

Cihazin hava filitre deliklerine bir cisim sokmayiniz.

Cihaza cocuklarin miidahele etmesini engelleyiniz.

Cihazi kullanimi bittikten sonra, acma-kapama digmesinden kapatiniz ve
elektrik kablosunu prizden cikariniz.

Cihazin Gzerine su dokmeyiniz.

Ariza durumunda bu kitapcigin ARIZA bolimini okuyunuz

Doktorunuzun tavsiye ettigi sivilar disinda hicbir siviyi buharlastirmak icin bu
cihazi kullanmayiniz.

3. KURULUM

Gelen paketi ve cihazi control ediniz.Pakette veya icinde herhangi bir hasar
varsa size paketi getirene veya saticiniza haber veriniz. Karton kutudan bdtin
komponentleri (parcalari) dikkatlice cikariniz ve ezilmeler,kirilmalar ve diger
hasarlar icin dis kontrolund yapiniz.

Cihazi calistirilacagi ortama koyduktan sonra, calistirmadan once 4 saat
orada bekletiniz

Cihazi diiz ve saglam bir zemin uzerine yerlestiriniz. Ciazin fisini 230 VAC prize
takiniz.
|

—_ Max.

—_— Min.

Kaynatilmis sogutulmus yada distile edilmis suyu cihazin sivi haznesine
maksimum seviye cizgisine kadar koyunuz.Kapagini kapatiniz ve buhar cikis
hortumunu takiniz. Cihaziniz kullanima hazirdir.
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2.SAFETY GUIDELINES

Please go through the user guide A - Z before using the device.

We suggest to control the compativity of electrical line voltage with the working
voltage of the device along with electrical cord and plug to be used for the device.
Before moving the device from one place to another please unplugs the power
supply cord.

Do not operate the device located very close to heat sources.

Do not put any item into the air filter vents of the device.

Keep the device away from intervention of children.

Please switch off the device using OFF/ON button and unplug the power supply
cord when not in use.

Do not pour water on the device.

Consult with the troubleshooting section of this manual when you face any
malfunctioning of the device.

Do not use any other liquids except from doctor’s prescribed liquids in this
device.”

3. STARTING-UP / INSTALLATION

Please control the packing and the device on arrival. If there is any deformation
or damage in the packing orin the inside materials, please inform the courier or
the seller of the goods immediately. Take out from the package all components
carefully controlling crash, breakage or any other damages.

Let stand four (4) hours in user environment before start using the device.

Place the device on plain and solid floor. Connect the power supply cord into the
plug of AC 230V.

—_ Max.

—_— Min.

Fill the water flask of the device with cooled boiled or distilled water to the
maximum level mark and close the lid and vapor tube connect to lid . Now the
device is ready to use.



4. KULLANIM

Cihazin on/off butonuna basarak cihazi calistiriniz.

NEB ayar diigmesini kullanarak buhar seviyesini isteginize uygun seviyeye
ayarlayiniz.

Su seviyesinin minimum seviye altina diismemesine 6zen gosteriniz. Aksi
takdirde piezo kristal hasar gorebilir.Su seviyesi azaldiginda cihaz otomatik
olarak durur ve seslialarm verir. Cihazi yeniden calistirmadan énce maksimum
cizgisine kadar su ilave ediniz.

Cihazda ilac kullanmak icin :

ilac kabmna ilaci koyunuz ilac kabini cihazin
kapagina takiniz

kapagi kapatiniz

cihazi calistiriniz

Cihaz kullanimi tamamlandiginda on / off
digmesinden kapatin ve fisini prizden mutlaka
cikarin.

Cihazi cocuklardan uzak tutun.

Elektronik cihazlarin cogu radyo frekans dalgalarindan (parazit)etkilenir.Cihazin
civarinda mobil iletisim cihazlarin kullanimi konusunda dikkatli olunmali



4. OPERATING PRINCIPLES

Run the device operating OFF/ON switch to ON positing.

Set the vapour level as per requirement using NEB button of the device

Take special care keeping water level of the flask above minimum mark unless
Piezo Crystal may damage. Water level is low , the device automatically stops
and gives an audible alarm. Please , add enough water , before running on the
device .

Device for use with medicine :

put the medicine in to cup medicine cup attach
on lid.

close lid

start device

Switch Off the device using OFF/ON switch when
not in use and unplug the power supply cord.

Keep the device away from children.

Like most of electronic equipments NEBTIME too effects with Radio

Frequency waves (Parasite). Please take care of not using mobile phone
around the device.



5. BAKIM

Cihazinizi bakim 6ncesinde kapatiniz ve elektrik fisini prizden cekiniz.

DIS KABIN TEMIZLiGi

Cihaz Uzerinde direkt olarak sivi temizleyiciler kullanmayiniz. Petrol bazli
cozicller ve temizleyici malzemeler kullanmayiniz.

Cihazin dis ylizeyini sabunlu suda islatilan ve iyice sikilan bir bez ile silinir.”

SU HAZNESININ TEMIZLIiGi
Cihazin su haznesini sabunlu suda islatilan ve iyice sikilan bir bez ile silin daha
sonra bezi bol su ile yikayin ve haznenin icini birkac daha silin.

6. ARIZA

Cihazinizda beklenmedik bir sorun ile karsilasirsaniz yetkili teknik servise
muracaat ediniz.

7. TEKNiK OZELLIKLER

NEBULIZASYON KAPASITESI 0-5ml/dak +% 10
PARTIKUL BUYUKLUGU 0,5-6um

OSILATOR FREKANSI 1,68 MHz + % 5

HAZNE KAPASITESI MAKSIMUM 300 ml

GURULTU DUZEYi <50 dBA

VOLTAJ / AKIM 230VAC /50-60Hz/0,20 A + %10
ELEKTRIK TUKETIMI 40 Watt + %10

AGIRLIK 3KG

CALISMA KOSULLARI 10-40°C, % 20 - 9% 60 RH
DEPOLAMA TASIMA KOSULLARI 10-60°C,%10-%95RH
ELEKTRIKSEL GUVENLIK TiP B, SINIF Il
SERTIFIKALAR ISO 9001, 1SO 13485, CE 1984
|P SINIFI IPX1
8. AKSESUVAR LISTESI

1 adet buhar hortumu
5 adet ilac haznesi
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5. PREVENTIVE MAINTENANCE

Please switch off the device & unplug power supply cord before maintenance
work

CLEANING OF OUTER CABINET

Do not use any liquid cleaning agent directly of the device. Using of petroleum
based solvents and cleaning agents are prohibited. Clean the outer cabinet with
pad wetted with soap water and well twisted.

CLEANING OF WATER FLASK

Please clean the flask with well twisted pad wetted with soap water first and
then wash the pad with plenty of water and wipe the flask several times.

6. TROUBLE SHOOTING

Please consult with authorized technical service if you face any unexpected

situation with the device.

7. TECHNICAL CHARACTERISTICS

NEBULIZING CAPACITY

0-5ml/mint %10

PARTICLE SIZE

0,5-6um

OSCILLATOR FREQUENCY

1,68 MHz + % 5

WATER FLASK CAPACITY

max. 300 ml

NOISE LEVEL

< 50 dBA

LINE VOLTAGE / CURRENT

230 VAC /50 - 60Hz /0,20 A + %10

ELECTRIC CONSUMPTION

40 Watt + %10

WEIGHT

3 kg

WORKING CONDITIONS

10-40°C,% 20-%60RH

STORAGE CONDITIONS

10-60°C,% 10-% 95 RH

ELECTRICAL SAFETY

TYPE B, CLASS |l

CERTIFICATES

ISO 9001, ISO 13485, CE 1984

IP CLASS

IPX1

8. LIST OF ACCESSORIES

1 pc tube

5 pc medicine cup



9.GARANTI KOSULLARI

1. Garanti siresi, malin tiketiciye teslim tarihinden itibaren baslar ve iki yildir
2. Cihazin garanti siiresi icerisinde arizalanmasi durumunda , tamirde gecen
slire garanti siiresine eklenir. Malin tamir siiresi en fazla 30 (otuz) is glintdiir.
3.Cihazile ilgili bir sikayetiniz olmasi durumunda Liitfen cihazinizi satin aldiginiz
firmaya ya da orijinal paketi ile birlikte saticinizdan aldiginiz satis sertifikasini ve
garanti belgesini icine koyarak ve posta licretini 6deyerek tarafimiza gonderiniz.
4. Cihazin hatali kullanimi sonucunda olusan sorunlar garanti kapsami
disindadir.

5. Cihazin icinin yetkili olmayan kisilerce acilmasi cihazin garanti kapsami
disinda kalmasina neden olur.

6. Cihazin, kullanim kilavuzunda yer alan hususlara aykiri kullanilmasindan
kaynaklanan arizalar, garanti kapsami disindadir

7. Cihaz ile verilen bu garanti, burada yazilan tim kosullarin okunup kabul
edilmesi ile gecerlilik kazanmaktadir.

8. Sarf malzemeler garanti kapsami disindadir

9. GUARANTEEE TERMS & CONDITIONS

e Guarantee period commences form the date of deliver of the product to client.

¢ In case of malfunctioning within the warranty period, repair time is added to
the warranty period. Maximum repairing period is 30 (Thirty) working days.

e If you have any objection regarding the device, please return the device to the
company from where you bought the device or to the manufacturer by prepaid
cargo along with the sales certificate and the guarantee certificate.
¢ Problems appeared due to wrong or misuse of the device is not covered under
warranty.
¢ Opening of the device by unauthorized person will cause device to remain
outside of the scope of the warranty.

e The guarantee for the device will only be valid once the consumer accepts
after reading all terms and conditions mentioned here.

e Consumable parts are not covered under warranty



10.SERTIFIKALAR / CERTIFICATES

C €ios

ISO 9001:2015
ISO 13485:2016

Onayli Kurulug ITOSB 9. cd. No:15
Tuzla / Istanbul / Tiirkiye

Notified Body Kiwa Belgelendirme Hizmetleri A.S.




ELEKTROMANYETiIK UYUMLULUK (EMC) BEYANI

Bu cihaz radyo frekansinda (RF) enerji Uretmekte, kullanmakta ve yaymaktadir. Bu ekipman kilavuzda belirtilen sekilde kuruimadiginda
ve kullaniimadiginda, elektromanyetik girisime neden olabilir.Bu cihaz Medikal Uriinler igin EN-60601-1-2:2015 standardina uygun sekilde
test edilmis ve kabul edilebilir limitlere uygunlugu belirlenmistir. Bu limitler, cihaz kilavuzda belirtildigi sekilde kullanildigi takdirde, cihazin
elektromanyetik girisime (EMC) karsi kabul edilebilir seviyede koruma sagladigini géstermektedir.Bu cihaz, tasinabilir ve mobil RF iletisim
aygitlarindan etkilenebilir. Bu cihaz, bagka ekipmanla birlikte saklanmamalidir.Bu cihaz ve EMC hakkinda daha fazla bilgi edinmek igin

asagidaki tablolara bak|

niz.

KILAVUZ ve IMALATGININ BILDIRIMi - ELEKTROMANYETiIK EMISYONLAR
Bu cihaz agsagida belirtilen elektromanyetik ortamda kullanilmak amaciyla tasarlanmistir. Bu cihaz musterisi ya da kullanicisi bu gibi

ortamlarda kullanildigin

dan emin olmalidir.

Emisyon testi Uyumluluk Elektromanyetik ortam - kilavuz
RF emisyonlari Bu cihaz, RF enerjisini sadece dahili iglevleri iin kullanir. Bu nedenle, RF
CISPR 11 Grup 1 emisyonlari ¢ok dusuk olup yakindaki elektronik cihazlarda herhangi bir girisime
neden olmasi beklenmez.
RF emisyonlari
CISPR 11 SinifB
Harmonik Bu cihaz evlerde ve ev kategorisindeki binalarda kullanilmak tizere dagitimi yapilan
emisyonlar SinifA duistk voltajli sehir sebekesine dogrudan bagl olanlar dahil tiimkuruluglarda
IEC 61000-3-2 kullaniimaya elveriglidir.
Voltaj Dalgalanmasi
Titresimemisyonlari || Uyumludur
IEC 61000-3-3

Kilavuz ve imalatginin

ortamlarda kullanildigin

dan emin olmalidir.

bildirimi- elektromanyetik bagisikhik
Bu cihaz asagida belirtilen elektromanyetik ortamda kullanilmak amaciyla tasarlanmistir. Bu cihaz misterisi ya da kullanicisi bu gibi

Bagisiklik testi

IEC 60601 Test seviyesi

Uyumluluk seviyesi

Elektromanyetik ortam - kilavuz

Elektrostatik desarj
(ESD)IEC 61000-4-2

+8kV temas
2KV, +4 KV,
+8 kV.+15kV hava

+8kVtemas
2KV, +4 KV,
+8kV, +15KV hava

Zeminler tahta, beton veya seramik karo doseli olmalidir. Sentetik
malzemeyle kapli zeminlerde bagil nem orani en az %30 olmalidir.

Elektrik hizli gegici /
parcalanmali bagisiklik

Giig kaynadi hatlart igin + 2 kV
Girig/cikis hatlart igin + 1 kV

Glig kaynag! hatlar icin + 2 KV
Giriglcikis hatlar igin + 1 kV

Sebeke glicti kalitesi, tipik ticari veya hastane ortami kalitesinde olmalidir.

kaynagindaki gerilim
sapmalari

IEC 61000-4-11

0°,45°,90°,135°,
180°,225°, 270 ° ve 315 °

0°,45°,90°,135°,
180°,225°, 270 ° ve 315 °

0% UT; 1 devir ve 70%
UT;25/30 devir
Tek faz: 0°

0% UT; 1 devir ve 70%
UT;25/30 devir
Tek faz: 0°

Girig hatlari gli¢
kaynagindaki gerilim
i IEC 61000-4-11

0% UT;250/300 devir

0% UT;250/300 devir

IEC 61000-4-4 Tekrarlama Frekansi100 kHz || Tekrarlama Frekansi100 kHz

Hat - Hat Aras| +0,5KV, £ 1kV +0,5KkV, £1kV Sebeke gticti kalitesi, tipik ticari veya hastane ortami kalitesinde olmalidir.
Bosalma

IEC 61000-4-5

Hat - Toprak Arasi +0,5kV, £1kV, +0,5kV, 1KV,

Bosalma +2kV +2kV

IEC 61000-4-5

Girig hatlar giic 0% UT;0.5 devir 0% UT;0.5 devir Sebeke glicii kalitesi, tipik ticari veya hastane ortami kalitesinde olmalidir.

Gl frekansi
(50/60 Hz) manyetik
alanilEC 61000-4-8

30 A/m
50Hz/60Hz

30 A/m
50Hz/60Hz

Glig frekansinin manyetik alanlari, tipik bir ticari ortamda veya
hastane ortaminda tipik bir konuma 6zgii seviyelerde olmalidir.

Not: UT test seviyesin

in uygulanmasindan éncel

ki AC sebeke voltajidir.

lletilen RF
IEC 61000-4-6

“Isinan RF
IEC 61000-4-3

150 kHz ila 80 MHz
arasinda

3Vrms

6 Vrms(ISM ve
amator radyo
bantlari icinde)

80 % AM 1kHz'de

10 V/im
80 % AM 1kHz'de

150 kHz ila 80 MHz
arasinda

3Vrms

6 Vrms(ISM ve
amator radyo
bantlari icinde)

80 % AM 1kHz'de

10 V/im
80 % AM 1kHz'de

Tasinabilir ve mobil RF iletisim ekipman, kablolar da dahil olmak izere bu
cihazin herhangi bir parcasina, verici frekansi icin gegerli olan denklemle
hesaplanmig Gnerilen ayirma mesafesinden daha yakin olmamalidir.
Onerilen ayrim mesafesi:

d=0.35V

d=1.2V 80 MHz ile 800 MHz

d=1.2V 800 MHzile 2.7 GHz

d=2.3V

Burada “ " verici Ureticisine gore watt (W) cinsinden vericinin maksimum
clkis derecesi ve ‘d” ise metre (m) cinsinden Gnerilen aynm
mesafesidir.Elektromanyetik bir alan incelemesia ile belilenen sabit RF
vericilerinin alan giicli, her frekans araligindaki uyum diizeyinden az
olmalidir.Asagidaki sembolle isaretli donanimin yakininda parazit olugabilir:

()




ELECTROMAGNETIC COMPATIBILITY (EMC) DECLARATION

This equipment generates, uses and can radiate radio frequency (RF) energy. This equipment may cause electromagnetic interference if
it is not installed and used in accordance with the manual.This device has been tested for Medical Products in accordance with
EN-60601-1-2:2015 and has been determined to comply with acceptable limits. These limits indicate that the device provides an acceptab-
le level of protection against electromagnetic interference (EMC) if the device is used as specified in the manual.This device may be
affected by portable and mobile RF communication devices. This equipment must not be stored together with other equipment.See the
following tables for more information about this device and EMC.

GUIDANCE AND MANUFACTURER’S DECLARATION — ELECTROMAGNETIC EMISSIONS
The device is intended for use in the electromagnetic environment specified below. The customer or the user of the device should assure
that it is used in such an environment

Emission test Compliance Electromagnetic environment — guidance
Emissions RF The device uses RF energy only for its internal function. Therefore, its RF emissions
CISPR 11 Group 1 are very low and are not likely to cause any interference in nearby electronic
equipment.
Emissions RF
CISPR 11 Class B
Harmonic emissions The device is suitable for use in all establishments including domestic and those
used fordomestic purposes. | Class A directly connected to the public low-voltage power supply network that supplies
IEC 61000-3-2 buildings used for domestic purposes.
Voltage fluctuations/
flickeremissions Complies
IEC 61000-3-3

GUIDANCE AND MANUFACTURER’S DECLARATION - ELECTROMAGNETIC EMISSIONS
The device is intended for use in the electromagnetic environment specified below. The customer or the user of the device should assure
that it is used in such an environment

Immunity test

IEC 60601 Testlevel

Compliancelevel

Electr tic environment — guidance

IEC 61000-4-11

0°,45°,90°,135°,
180°,225°, 270 ° and 315 °

Electrostatic + 8 kV contact + 8 kV contact Floors should be wood, concrete or ceramic tile. If floors are covered with
discharges +2 kV, 24 KV, +2KV, 4KV, synthetic material, the relative humidity should be at least 30

IEC 61000-4-2 +8 kV,+15 kV air +8 kV,+15 KV air

Electrical fast Power supplylines: +2 kV Power supplylines: £2kV || Mains power quality should be that of a typical commercial or hospital
transient/burst Input/output lines:+1 kV Input/output lines:+1 kV environment.

IEC 61000-4-4 100 kHz repetitionfrequency 100 kHz repetitionfrequency

Surges +0,5KV, £ 1kV +0,5KkV, £1kV Mains power quality should be that of a typical commercial or hospital
Line-to-line environment.

IEC 61000-4-5

Surges +0,5kV, 1KV, +0,5KkV, £ 1KV,

Line-to-ground +2kV +2kV

IEC 61000-4-5

Voltage dips 0% UT;0.5 cycle 0% UT;0.5 cycle Mains power quality should be that of a typical commercial or hospital

0°,45°,90°,135°,
180°,225°,270 °and 315°

0% UT; 1 cycle and 70%|
UT;25/30 cycle
Single phase: 0°

0% UT; 1 cycle and 70%
UT;25/30 cycle
Single phase: 0°

Voltage interruptions
IEC 61000-4-11

0% UT;250/300 cycle

0% UT;250/300 cycle

environment.

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

30 A/m
50Hz/60Hz

30 A/m
50Hz/60Hz

Power frequency magnetic fields should be at levels characteristic
of a typical location in a typical commercial or hospital
environment.

Not: UT is the a.c. mal

ins voltage prior to applic:

ation of the test level.

Conduced RF
IEC 61000-4-6

Radiated RF
IEC 61000-4-3

150kHz to
80MHz:

3Vrms

6 Vrms (in

ISM and amateur
radio bands)
80% Am at 1kHz

10V/im
80% Am at 1kHz

150kHz to
80MHz:

3Vrms

6 Vrms (in

ISM and amateur
radio bands)
80% Am at 1kHz

10V/im
80% Am at 1kHz

Portable and mobile RF communications equipmentshould be used no
closer to any part ofthe device including cables, than the
recommendedseparation distance calculated from theequation applicable
to the frequency the transmitter.Recommended separation distance:
d=0.35V

d= 1.2V 80 MHz ile 800 MHz

d= 1.2V 800 MHz ile 2.7 GHz

d=2.3V

Where P is the maximum output power rating of the transmitter in watts (W)
according to the transmitter manufacturer and d is the recommended
separation distance in metres (m). Field strengths from fixed RF
transmitters, asdetermined by an electromagnetic site survey, should be
less than the compliance level in each frequency range.Interference may
occur in the vicinity of equipment marked with the following symbol:

(R




Kilavuz ve imalatginin bildirimi- elektromanyetik bagigiklik
Bu cihaz agagida belirtilen elektromanyetik ortamda kullanimak amaciyla tasarlanmistir. Bu cihaz miisterisi ya da kullanicisi bu gibi ortamlarda kullanildigindan emin
olmalidir.

Not 1: 80 MHz ve 800 MHz'de, daha yiiksek olan frekans arali§i gegerlidir.
Not 2: Bu yonergeler her kosulda gegerli olmayabilir. Elektromanyetik yayima; binalar, nesneler ve insanlar tarafindan emilim ve yansitiimadan etkilenir.

a. Telsiz (cep/kablosuz) telefonlar ve mobil arag telsizleri, amatér telsiz, AM ve FM radyo yayinlari ve TV yayini gibi sabit vericilerden gelen alan giicleri, teorik
agidan dnceden dogru olarak tahmin edilemez. Sabit RF vericileri nedeniyle elektroman yetik ortami degerlendirmek icin bir elektromanyetik yer incelemesi
diistintilmelidir. Bu cihazin kullanildigi yerdeki élgilen alan giicl, yukaridaki gegerli RF uyumluluk diizeyini bu cihazin galismasinin normal oldugu, gézlemlene-
rek kontrol edilmelidir. Anormal bir performans gézlenirse, bu cihazin yoniinii veya yerini degistirmek gibi ilave dnlemler gerekebilir.

b. 150 kHz ila 80 MHz arasindaki frekans araligi tizerindeki alan giiclerinin 3 V/m’'den az olmasi gerekir.

c. Akim enjeksiyon kelepgelerinin kalibrasyonlari, 150Q sistemde yapilmalidir.

d. Eger frekans atlamalari ISM veya amatér bantlari atliyor ise, ISM ve amatér radyo bantlarini kapsayan ek test frekanslari kullaniimalidir. Bu frekanslar, her
ISM ve amator radyo bantlarini kapsayacak sekilde belirtilen frekans araliginda uygulanmalidir.

e. Giris anma akimi, faz basina 16 A'e esit ve diisiik cihazlar ve giris anma akimi faz basina 16 A'den yiiksek medikal cihazlar icin uygulanir.

Tasinabilir ve mobil RF iletisim ekipmanlari ile bu cihaz arasinda énerilen ayirma mesafesi

Bu cihaz, yayllan RF girisimlerinin kontrol edilebildigi elektromanyetik ortamda kullaniimak amaciyla tasarlanmistir. Bu cihazin sahibi veya kullanicisi
elektromanyetik parazitten korunmak icin tasinabilir ve mobil RF iletisim aygitlari (vericiler) ile bu cihaz arasinda, iletisim ekipmaninin maksimum cikisina bagl
olarak, asagida onerilen minimum mesafeyi muhafaza etmelidir.

| Vericinin frekansina gore ayirma mesafesi (m)
Vericinin hesaplanan || 150 kHz ile 80 MHz 150 kHz ile 80 MHz 80 MHz ile 800 MHz 800 MHz ile 2.7 GHz
maksimum cikis (ISM ve amatdr radyo (ISM ve amatdr radyo d=1.2VP d=23VP
glict (W) bantlari disinda) bantlar diginda)
d=12\P d=06VP

0,01 0,12 0,06 0,12 0,23
0,1 0,38 0,19 0,38 0,73

1 1,2 06 1,2 23

10 38 1,9 38 73
100 12 6 12 23

Yukaridaki listede yer almayan maksimum ¢ikis gticii dlgilen vericiler igin vericinin frekansina uygun denklem kullanilarak dnerilen ayirma mesafesi metre (m)
cinsinden hesaplanabilir; burada verici iireticisi tarafindan verilen watt (W) cinsinden maksimum verici ¢ikis giicli oranini géstermektedir.

Not 1: 80 MHz ve 800 MHz'de, daha yliksek frekans araligi igin olan ayirma mesafesi uygulanir.

Not 2: 150 kHz ile 80 MHz arasindaki ISM (endiistriyel, bilimsel ve tibbi) bantlari 6.765 MHz ile 6.795 MHz; 13.553 MHz ile 13.567 MHz; 26.957 MHz ile 27.283
MHz ve 40.66 MHz ile 40.70 MHZ'dir. 150 kHz ile 80 MHz arasindaki amatér radyo bantlari 1.8 MHz ile 2.0 MHz, 3.5 MHz ile 4.0 MHz, 5.3 MHz ile 5.4 MHz, 7
MHz ile 7.3 MHz, 10.1 MHz ile 10.15 MHz, 14 MHz ile 14.2 MHz, 18.07 MHz ile 18.17 MHz, 21.0 MHz ile 21.4 MHz, 24.89 MHz ile 24.99 MHz, 28.0 MHz ile
29.7 MHz ve 50.0 MHz ile 54.0 MHZ'dir.

Not 3: Bu ydnergeler her kosulda gegerli oimayabilir. Elektromanyetik yayilma; binalar, nesneler ve insanlar tarafindan emilim ve yansitiimadan etkilenir.
Isinan RF Test Bant a) Servis a) Modiilasyon b) ModU- || Mesafe ||Bagisiklik
Frekansi|| (MHz) lasyon b)|| (m) Test

(MHz) (W) Seviyesi
IEC 61000-4-3|| 385 380-390 TETRA 400 Darbe Modiilasyonu b) 18 Hz 1,8 0,3 27
(RF kablosuz 450 380-390 GMRS 460, FRS 460 FM c) +5 kHz sapma 1 kHz Siniis 2 0,3 28
haberlesme 710 704-787 LTE BANDI 13,17 Darbe Modiilasyonu b) 217 Hz 0,2 0,3 9
cihazlarina 745
kutu 780
bagisiklik test 810 800-960 GSM 800/900, TETRA 800, Darbe Modiilasyonu b) 18 Hz 2 0,3 28
ozellikleri) 870 IDEN 820, LTE Bant 5

930

1720 |[1700-1990] GSM 1800, CDMA 1900, Darbe Modilasyonu b) 217 Hz 2 0,3 28

1845 GSM 1900,

1970 DECT, LTE Bant1,3,4,25, UMTS

2450 |2400-2570f| Bluetooth, WLAN 802.11b/g/n, Darbe Modilasyonu b) 217 Hz 2 0,3 28

RFID 2450,LTE Bant 7

5240 |5100-5800| WLAN 802.11a/n Darbe Modilasyonu b) 217 Hz 0,2 0,3 9

5240

5785

Not: BAGISIKLIK TEST SEVIYESINI elde etmek gerekli ise, verici anten ile medikal cihaz veya medikal ekipman arasindaki mesafe 1 m'ye kadar distrtilebi-
lir. 1'm test mesafesi IEC 61000'e gére 1 mt test mesafesi izin verilir.

a. Bazi servisler iin yalnizca gonderim frekanslari dahil edilmistir.

b. Taslyici sinyali; %50 duty cycle’a sahip kare dalga sinyali ile modiile edilmistir.

c¢. FM modiilasyonuna alternatif olarak, 18 Hz de %50 darbe modiilasyonu kullanilabilir, ¢iink{i gergek modiilasyonu temsil eden en kétii senaryoyu olusturur,

IMALATGI, RiSK YONETIMINE gére minimum ayirma mesafesini azaltmayi ve azaltiimis minimum ayirma mesafesine uygun daha yiiksek BAGISIKLIK
TEST SEVIYELERI kullanmay diisiinmelidir. Daha yiiksek BAGISIKLIK TEST DUZEYLERI igin minimum ayirma mesafeleri asagidaki denklem
kullanilarak hesaplanmalidir:

E=6/dVP

Burada P, Watt cinsinden maksimum gicii, d ise m cinsinden minimum ayrilma mesafesini ve E, V/m cinsinden BAGI$IKLIK TEST SEVIYESINi
gostermektedir.




Note 1: 80 MHz and 800 MHz, the higher frequency range applies.
Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from structures,objects and people.

a. Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile radios, amateur radio,AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an
electromagnetic site survey should be considered. If the measured field strength in the location in which the device is used exceeds the applicable RF
compliance level above, the device should be observed to verify normal operation. If abnormal performance is observed, additional measures may be
necessary, such as re-orienting or relocating the device.

b. Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.

c. Calibration for current injection clamps shall be performed in a 150 Q system.

d. If the frequency stepping skips over an ISM or amateur band, as applicable, an additional test frequency shall be used in the ISM or amateur radio band.
This applies to each ISM and amateur radio band within the specified frequency range.

e. Applicable to ME EQUIPMENT and ME SYSTEMS with RATED input current less than or equal to 16 A / phase and ME EQUIPMENT and ME SYSTEMS
with RATED input current greater than 16 A / phase.

Recommended separation distances between portable and mobile RF communications equipment and the device

The device is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled. The customer or the user of the device
can help prevent electromagnetic interference by maintaining a minimum distance between portable and mobile RF communications equipment (transmitters)
and the device as recommended below, according to the maximum output power of the communications equipment.

| Separation distance according to frequency of transmitter(m) |
maxirﬁj:iutput 150 kHz to 80 MHz 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.7 GHz
power of transmitter || (out ISM and amateur || (out ISM and amateur d=12+P d=23+P
(W) radio bands) radio bands)
d=12VP d=0.6VP

0,01 0,12 0,06 0,12 0,23
0,1 0,38 0,19 0,38 0,73

1 1,2 0,6 12 23

10 3,8 1,9 3,8 7,3
100 12 6 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance in metres (m) can be estimated using the equation
applicable to the frequency of the transmitter, where P is the maximum output power rating of the transmitter in watts (W)according to the transmitter manufacture
Note 1: At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

Note 2: The ISM (industrial, scientific and medical) bands between 0,15 MHz and 80 MHz are 6,765 MHz to 6,795 MHz; 13,553 MHz to 13,567 MHz; 26,957 MHz
to 27,283 MHz; and 40,66 MHz to 40,70 MHz. The amateur radio bands between 0,15 MHz and 80 MHz are 1,8 MHz to 2,0 MHz, 3,5 MHz to 4,0 MHz, 5,3 MHz
to 5,4 MHz, 7 MHz to 7,3 MHz, 10,1 MHz to 10,15 MHz, 14 MHz to 14,2 MHz, 18,07 MHz to 18,17

MHz,21,0 MHz to 21,4 MHz, 24,89 MHz to 24,99 MHz, 28,0 MHz to 29,7 MHz and 50,0 MHz to 54,0 MHz.

Note 3: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from structures,objects and people.

r.

Radiated RF Test Band a) Service a) Modulation b) Modu- ||Distance|| Immunity
Frequency|| (MHz) lation b) (m) Test
(MHz) (W) Level(V/m)
IEC61000-4-3 385 380-390 TETRA 400 Pulse modulation b) 18 Hz 1.8 0,3 27
(Test 450 380-390 GMRS 460, FRS 460 FM c) + 5 kHz deviation 1 kHz sine 2 0,3 28
specifications 710 704-787 LTE BANDI 13,17 Pulse modulation b) 217 Hz 0,2 0,3 9
for 745
ENCLOSURE 780
PORT 810 800-960 GSM 800/900, TETRA 800, Pulse modulation b) 18 Hz 2 0,3 28
IMMUNITY to 870 IDEN 820, LTE Bant 5
RF 930
wireless 1720 |[1700-1990] GSM 1800, CDMA 1900, Pulse modulation b) 217 Hz 2 0,3 28
communica- 1845 GSM 1900,
tions 1970 DECT, LTE Bant1,3,4,25, UMTS
equipments 2450 |[2400-2570)| Bluetooth, WLAN 802.11b/g/n, Pulse modulation b) 217 Hz 2 0,3 28
RFID 2450 LTE Bant 7
5240 |(5100-5800] WLAN 802.11a/n Pulse modulation b) 217 Hz 0,2 0,3 9
5240
5785

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

a. For some services, only the uplink frequencies are included.
b. The carrier shall be modulated using a 50 % duty cycle square wave signal.
c. As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be used because while it does not represent actual modulation, it would be worst case.

The MANUFACTURER should consider reducing the minimum separation distance, based on RISK MANAGEMENT, and using higher IMMUNITY TEST
LEVELS that are appropriate for the reduced minimum separation distance. Minimum separation distances for higher IMMUNITY TEST LEVELS shall be
calculated using the following equation:

E=6/dVP

Where P is the maximum power in W, d is the minimum separation distance in m, and E is the IMMUNITY TEST LEVEL in V/m.
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