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Cihazi kullanmadan once kilavuzu dikkatlice okuyunuz.
Please read this manual thoroughly before use the device.
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1. KULLANIM AMACI

LIFETIME Cerrahi Aspiratér Cihazlari, icerisinde bulunan bir vakum pompasi ile
Urettikleri vakum (negatif basing) sayesinde, cerrahi ortamdan sivi ve partikulleri ayri bir
toplama Unitesine cekmek amaciyla kullanilirlar. LIFETIME Cerrahi Aspirator Cihazlari,
polikliniklerde, muayenehanelerde ve evde yatan hastalarda kullanilabilir.

2. ONEMLIi UYARILAR

- Cihaz kurulmadan 6nce bu kullanim kilavuzunun, uyari ve aciklamalariyla birlikte
okunup anlasildigindan emin olunuz.

- Bu kilavuzun igeriginden, ilgili personelin bilgilendirilmesinden, cihazi satin alan kisi
yada kisiler sorumludur.

- Cihazi kullanim amaglari disinda kullanmayiniz.

- Cihazi, kullanim konusunda egitilmis kisiler kullanmalidir.

- YUksek Vakum ve YUksek Akis Ureten cihaz, hem surekli hem kesintili kullanima
uygundur.

- Cihazin periyodik bakimlarini dtzenli olarak yapiniz.

- Septik vakalardan sonra filtreyi degistiriniz.

- Cihazda hidrofobik filtre kullanilmis ise sivi temasi, aspirasyon islemini durdurur. Bakteri
filtresi kullaniimis ise sivi akisini kesmek, kompresore sivi kacisini engellemez. Her iki
durumda da filtreyi degistiriniz.

- Anivoltaj dusumlerine karsi, cihazin glc girisinde tedbir alinmalidir. Voltaj regulatort
kullaniimasi tavsiye edilir.

CIHAZIN KULLANIM ALANLARI

Kan, salgi ve gida parcasi birikintilerini agiz boslugundan, burun-yutak bélgesinden ve
bronsiyal sistemden aspire etmek icin kullanilir.

YAN ETKILER

Cihaz sadece tibbi egitime ve emme teknigine iliskin yeterli bilgiye sahip kisiler
tarafindan kullanilmalidir. Uygun olmayan kullanim ve uygulamalar, ciddi bedensel
zararlara yol agabilir.

Emme isleminin dogru yapilmamasi durumunda hastanin agiz ve yutak bolgesinde,
ozellikle de mukozalarda yaralanmalar meydana gelebilir.

Steril emme kateterlerleri kullanilmamasi hasta icin enfeksiyon ve bakteriyolojik
kontaminasyon riski tasir.

HASTA POPULASYONU

2 yasve 10 kg Ustu cerrahi aspirasyon ihtiyaci duyulan tim hastalar.

HEDEF KULLANICI

Yetkin tibbi uzmanlar ve onlarin kullanim egitimi verdigi kisiler.

ENDiKASYONLAR

Kan, salgi ve gida parcasi gibi birikintilerini agiz, burun-yutak, bronsiyal sistem gibi
herhangi bir viicut bélumunden aspire edilmesine ihtiyag olan durumlarda kullanilir.
Cerrahioperasyonlarda kan, vicut sivilarinin aspirasyonu igin kullanilir. Hastanin nefes
alabilmesiicin hava yolunu kan, tukuruk, kusmuk veya diger salgilardan temizlemek
icin de aspirator kullanilir. Trekeostomi ve trekeotomi sonrasinda kullanilir. Aspirasyon,
akciger enfeksiyonlarina yol acabilecek pulmoner aspirasyonu onleyebilir. Intrakraniyal
kanamalar sonrasi biriken kani uzaklastirmak, ameliyathane ve klinik ortamda

aspirasyon destegine ihtiya¢ duyan dogum kurtaj gibi operasyonlarda da aspirator
kullanilir.

KONTRAENDIKASYONLAR

Aspiratorlerin kullanim seviyesi Snemlidir. Fazla aspirasyon yapilmasi ya da ayni noktaya
uzun sure aspirasyon yapllmasi, doku hasarlarina istenmeyen kanamalara yol acar.
Uclarin hastaya 6zel kullanilmamasi ya da steril olmamasi kontaminasyon ve enfeksiyon
riski olusturur. Siddetli bronkospazm veya laringeal spazmi olan, 6gurme refleksiolan
hastalarda hava yolunu agarken kullaniimamalidir. Fistller Gzerinde kullanimi kanamayi
arttirabilir. 2 yas alti ve 10 kg dan hafif hastalarda kullanimi uygun degildir.
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1. INTENDED USE

LIFETIME Surgical Aspirator Devices are used for picking up the fluids and particles in
surgical stage to a seperate collection jar by the negative pressure generated with the
vacuum pump. LIFETIME Surgical Aspirator Devices are used in polyclinics, clinics and
by patients at home.

2. CAUTIONS

- Please make sure that you have read and understand this user manual along with its
cautions and descriptions before setup.

- The person or the establishment buying this device is responsible for the content of this
manual and instructions of the relevant personnel.

- Do not use the device except for intended use.

- The device should be operated by trained personnel.

- High Vacuum and High Flow generating device can be used in continuous or
discontinuous modes.

- Perform periodic maintanance of the device on regular basis.

- Replace the filter after septic cases.

- When hydrophobic filter is used, liquid contact will cause the aspiration to stop. When a
bacterial filter is used, it does not block liquid flow and does not protect the compressor
from liquid ingress. In both situations, the filter should be replaced.

- Precautions should be taken at the power input against sudden voltage drops. Voltage
regulator is recommended.

USAGE AREAS OF THE DEVICE

It is used to aspirate blood, secretions and food particles from the oral cavity, nasal-
pharynx and bronchial system.

SIDE EFFECTS

The device should only used by people who has medical training and adequate

Enow\edge of suction technique. Improper use and practices can cause serious bodily
arms.

In case of there is a mistake with the suction process, patients may have injuries in their

mouth,pharynx especially in their mucosa.

Not using sterile suction catheters can cause infection and bacteriological

contamination risks for the patients.

PATIENT POPULATION

All patients aged 2 years and over 10 kg in need of surgical aspiration.
TARGET USER

Qualified medical professionals and their instructors.

INDICATIONS

It uses accumulations such as blood, secretions and food particles to be aspirated
from any body part such as the mouth, nose-pharynx, bronchial system. It is used for
aspiration of blood body fluids in surgical operations. It is also used to clean the airway
from blood, saliva, vomit or other secretions so that the patient can breathe. Used after
treceostomy and treceotomy. Aspiration can prevent pulmonary aspiration that can
lead to lung infections. Aspirator is also used in operations such as removal of blood
accumulated after intracranial hemorrhages, delivery and abortion in the operating
room and clinic that require aspiration.

CONTRAINDICATIONS

The usage level of aspirators is important. Excessive aspiration or prolonged aspiration to
the same point causes tissue damage and unwanted bleeding. Not using the tips for the
patient or not being sterile creates the risk of contamination and infection. It should not
be used when opening the airway in patients with severe bronchospasm or laryngeal
spasm, with a gag reflex. Its use on fistulas may increase bleeding. It is not suitable for
patients under 2 years of age and weighing less than 10 kg.



3. CIHAZ TANIMI

EMIS.
NIPELI

/ VAKUM GOSTERGESI

VAKUM AYAR
VAKUM DUGMESI
KAVANOZU

AGMA-KAPAMA DUGMESI

ACMA / KAPAMA DUGMESI: Cihazin vakum pompasini calistirmak icin kullanilir.
EMIS NiPELI: Vakum icin kullanilir.
VAKUM AYAR DUGMESI: Cihaz da vakum ayarini yapmayi saglar.

VAKUM GOSTERGESI: Cihaz calisirken, vakum ayar dugmesi ile ayari yapilan vakum
siddetini gosterir.

VAKUM KAVANOZU: Aspirasyon yapilan sivinin toplandigi hazne.



3. DEVICE DESCRIPTION

SUCTION

/ VACUUM GAUGE

VACUUM
CONTROL
VACUUM KNOB
JAR

ON/OFF BUTTON

ON/OFF BUTTON: It is used to start up the vacuum pump.

SUCTION PORT: Used for vacuum.

VACUUM CONTROL KNOB: It is used to set the vacuum level.

VACUUM GAUGE: It is used to show the vacuum flow when the device is working.

VACUUM JAR: It is used to collect the aspirated fluids.
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HASTA BAGLANTI KATETER
HORTUMU APARATI
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Bakteri filtresi montaji sekildeki gibi
yapilir.

Kavanoz Uzerindeki hortum baglantilar:

1.VACUUM: Uzerinde bakteri filitresi olan
hortum buraya baglanir.

2. PATIENT: Hasta tarafinda kullanilacak
hortum buraya takilir.

Hasta hortumu, baglanti aparati ve
kateter baglantisi sekildeki gibi yapilir.
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Please make the bacterial filter
connection as shown.

Hose connections on the jar:

TVACUUM: Connect the hose with the
bacterial filter.

2. PATIENT: Connect the hose which the
patient will use.

Aspiration hose, connection apparatus
and catheter connection is carried out
as shown in the figure.




4. AKSESUARLAR

- Silikon hortum
- Hidrofobik/Bakteri Filtre

- Kateter baglanti aparati

5. TEKNiK OZELLIKLER

GIRIS VOLTAJI 230 VAC + %10, 50 Hz - 0.5 A
GUG TUKETIMI MAX 100 Watt

KAVANOZ KAPASITESI /21

DEBI (It/dk) 2

VAKUM GUCU (deniz seviyesinde)

-550 mmHg + %10

VAKUMMETRE OLCME TOLERANSI + %25
TOPLAMA KABI OLCME TOLERANSI + %10
GURULTU SEVIVESI <60dB
POMPATIPI YACSIZ
ELEKTRIKSEL GUVENLIK SINIFI SINIF I, TIP B




4. ACCESORIES

- Silicone hose
- Hydrophobic / Bacterial Filter

- Catheter connection

5. TECHNICAL FEATURES

INPUT VOLTAGE 230 VAC £ %10, 50 Hz - 05 A
POWER CONSUMPTION MAX 100 Watt

JAR CAPACITY /210

FLOW 12LPM

VACUUM POWER (sea level)

-550 mmHg + %10

VACUUM CAUGE TOLERANCE *%2,5
COLLECTION JAR TOLERANCE + %10
NOISE LEVEL <60dB
PISTON TYPE OILLESS

ELECTRICAL SAFETY CLASS

CLASS II, TYPE B




6. KURULUM VE KONTROLLER

Cihazin kutusunu aginiz. Cihazi ve diger parcalar kutu icinden ¢ikartiniz.

Cihazi dikkatle inceleyerek nakliye sirasinda zarar gortp gérmedigini tespit ediniz.
Nakliye sirasinda zarar gérmus cihaziniz icin ilgili satis noktasina basvurunuz.

Uzerinde bakteri filtresi bulunan hortumun bir ucunu vakum musluguna, diger ucunu
kavanoz kapagindaki "vacuum' yazan girise takiniz. Uzun hasta hortumunu da kapagin
"patient" yazan girisine takiniz. Hasta hortumu, baglanti aparati ve kateteri birbirine
takiniz.

Montaji tamamlanan cihaz da asagidaki kontrolleri ilk calistirmada ve her kullanimdan
once siraslyla yapiniz.

- Toplama kavanozu agzinda kirik, catlak vb. hava kacagina neden olacak sorunlarin
olmadigini kontrol ediniz.

- Kavanoz kapagini ve samandira sistemini kontrol ediniz.

- Kavanoz kapak contasinin kapada takili oldugunu ve kapagin kavanoza tam takili
oldugunu kontrol ediniz.

- Kavanozun cihaza dogru monte edildigini kontrol ediniz.
- Aspirasyon hortumlarinda herhangi bir asinma, delik vb. olup olmadigini kontrol ediniz.

- Elektrik kablosu Uzerinde herhangi bir zedelenme veya hasarin olmadigini kontrol
ediniz. Zarar gormus elektrik kablolarini kullanmayiniz.

- Acma-kapama digmesine basarak vakum pompasinin ¢alistigini kontrol ediniz.

- Emis nipeli girisini kapatarak vakummetre ve ayar muslugu kontrol ediniz.



6. SETUP AND CONTROLS

Open the packaging. Remove the device and all supplied components from the
package.

Check for any damages that can be occured during transport. Please refer to the related
sales point.

If your device is w/ trolley model, assemble the trolley with the screws provided. Please
mount the jars to the device with the holding apparatus. Be sure to make the hose
connections.

Please check the following controls in the first setup and before each use.

- Check to see if there is any cracks on the jar lid that will lead to an air leakege.

- Check the jar lid and overflow protection system.

- Make sure the jar lid seal is connected to the jar lid and jar lid is correctly connected to
the jar.

- Make sure the jar is correctly mounted to the device.

- Check if there is any wear, opening etc. On the aspiration hose.

- Check for any damages on the electrical cable. Do not use damaged electrical cables.
- Turn on the ON/OFF and make sure the right or left vacuum buttons illimunate.

- Press Start button to run the vacuum pump.

- Check the vacuum gauge by blocking the suction port.

‘



7. KULLANIM

Cihazin elektrik kablosunu bir prize takiniz.
Acma-kapama dugmesine basarak cihazi aginiz.
Cihaz acilinca i¢cindeki vakum pompasi calisir.

Vakum islemini durdurmak icin agma-kapama dugmesine tekrar basiniz.

7.1. Vakum degerinin ayarlanmasi

Cihazda vakum ayar sistemi mevcuttur. Bu sayede cihazi istediginiz vakum degerinde
kullanabilirsiniz. Ayari yapabilmek icin, cihazi calistiriniz. Emis nipelini kapatarak,
vakummetre degerini okuyunuz. Vakum ayar dugmesini kullanarak vakum degerini
artirip azaltabilirsiniz

7.2. Toplama kavanozlarinin bosaltilmasi

Kullanim sirasinda toplama kavanozunda biriken atik seviyesini dtzenli olarak kontrol
ediniz. Atik seviyesi kavanoz Uzerindeki “Maksimum” seviye cizgisini ge¢cmemelidir.

Toplama kavanozunu bosaltmak icin;

Cihazi kapatiniz ve kavanoz kapagindaki giris ¢cikis hortumlarini cikartiniz. Kavanozu
tutup yukari dogru kaldirarak plastik kelepceden ayiriniz. Kavanozu klinik alani disina
cikardiktan sonra kavanoz kapadinini aciniz. Kavanoz icerisinde toplanan atiklari
"kontamine tibbi atik" olarak degerlendiriniz ve dikkatlice ve daima klinik alani disinda
bosaltiniz. Bosaltilan kavanozlarin dezenfeksiyonunu yapiniz. Kavanoz kapagini kapatiniz
ve tam oturdugundan emin olunuz. Aksi halde kapak ile kavanoz arasinda hava kacgadi
olusacak ve cihazin performansi (vakum gucu) dusecektir.

Toplama kavanozunda toplanan atiklarin tasmamasi ve pompaya kacmamasi igin
bu uyariya kesinlikle uyulmalidir. Aksi takdirde cihazin performansini dustrecedi gibi
pompanin arizalanmasina ve cihaz Smrunun kisalmasina neden olacaktir.



7. APPLICATION

Plug-in the electric cord of the device.
Turn on the OFF/ON button.
After switching ON / OFF button, the device starts running

To stop the aspiration, press ON / OFF button again.

7.1. Setting the vacuum levels

The vacuum adjustment system is available in the device. This helps you to use the
device in the desired vacuum value. To make the adjustment please run the device. The
vacuum gauge and the adjustment valve are checked by closing the suction port inlet.
Adjust the setting to desired value using the adjusting knob.

7.2. Evacuation of Collection Jars

During the use of the device please control the waste accumulated in the collection jar
in aregular interval. The collected waste level should not exceed the "Maximum" level
mark on thejar.

To evacuate the collection jar;

Turn off the device and remove the input-output hoses from the collection jar lid. Take
off the collection jar from the plastic holder. Open the lid of the collection jar taking

it outside the clinic. Consider the collected waste liquid inside the collection jar as
“contaminated medical waste” and always evacuate carefully outside clinical zone.
Please subject the discharged collection jar disinfection treatment. Cover the lid and be
sure that it has been closed tightly otherwise, leakage will occur between the collection
jar and its lid causing loss of device's vacuum performance.

This instruction should strictly be followed to avoid overflow of the waste liquid and
elope into the pump during evacuation process. Otherwise, as the performance of the
device will reduce but this will cause malfunctioning the pump which will shorten the
life of the device.



8. EMNIYET SiSTEMLERI

1. Samandira Sistemi: Toplama kavanozu kapadi altinda bulunur. Kavanoz icinde

biriken atik, maksimum seviyeyi gecerse ve kavanozun bosaltiima islemiyapiimazise,
samandira sistemi devreye girer ve vakum pompasina atik kagmasini engeller. Bu sistem
devreye girdiginde, cihazin vakum islemi durur ve kavanoza atik toplamaz.

2. Bakteri filtresi: Cihaz ile kavanoz arasindaki hortum Uzerine takilir. Kavanozdan cihaza
dogru vakumlanan havayi filtre eder ve ortama atilan vakum havasinin temiz olmasini
saglar. Kullanim émra tamamlandiginda tikanir ve cihaz vakum yapamaz. Filtre yenisi ile
degistiriimelidir.

3. Hidrofobik filtre: Bu sistem opsiyoneldir. Cihaz ile kavanoz arasindaki hortum Uzerine
takilir. Kavanozdan cihaza dogru vakumlanan havayi filtre eder ve ortama atilan vakum
havasinin temiz olmasini saglar. Kullanim émru tamamlandiginda tikanir ve cihaz vakum
yapamaz. Filtre yenisi ile degistirilmelidir. Ayrica kavanozdan cihaza dogru atik kagmasini
daengeller.

9. KULLANIMDA UYULMASI GEREKENLER

Hastaya, kullaniciya, cevreye veya cihaza zarar verebilecek yanlis kullanim ve
uygulamalara yol agmamak icin asagidaki uyarilara kesinlikle uyulmalidir.

Cihazin elektrik kablosunun ezilip zarar gérmesine engel olunuz. Her kullanimdan
once elektrik kablosunun saglamligini kontrol ediniz. Zarar gormus elektrik kablolarini
kullanmayiniz.

Cok uzun (2 metreden fazla) aspirasyon hortumu kullanmayiniz. Hortum boyunun
uzamasl vakumun dismesine neden olmaktadir.

Aspirasyon hortumu Uzerine, hortumun tikanmasina neden olacak herhangi bir agirlik
veya kuvvet uygulanmasini 6nleyiniz.

Her kullanimda temiz, toplama kavanozu ve aspirasyon hortumu kullaniniz. Acil
kullanimlar icin yedekte yeterli sayida temiz kavanoz bulundurunuz.

Cihaz kullanimi sona erdiginde cihaz Uzerinde bulunan acma/kapama digmesinden
mutlaka kapatilmalidir.

Cihazi patlayicilarin bulundugu veya oksijence zengin bir ortamda kullanmayiniz. Aksi
halde, patlama veya yangin tehlikesi ile karsilasilabilinir.

Cihazin bakimlarini mutlaka dtzenli olarak yetkili personele yaptiriniz.

Atik seviyesi maksimum seviyeyi gectiginden kavanozu bosaltmadan cihazi kesinlikle
calistirmayiniz.

Cihazi bu kitapgikta tanimlanan amaglari disinda kullanmayiniz.



8. SAFETY SYSTEMS

1. Float System: It's located under the collection jar lid. If the accumulated waste exceeds
the maximum level in the jar and the evacuation does not take place then the float
system activates and protects the vacuum pump from waste. When this system is
activated, the device stops working and the jar do not collect excess waste.

2. Bacterial Filter: Mounted on the hose between the device and the collection jar. Filter
the air vacuumed from collection jar towards the device and helps to dispose clean air to
the environment. At the end of its life the filter is blocked and the devices can't perform
suction. Filter should be replaced with a new one.

3. Hydrophobic Filter: This is an optional system mounted on the hose in between the
device and the collection jar. It filters the air vacuumed from collection jar towards the
device and helps to dispose clear air to the environment. When the filter is blocked
and the devices can't perform suction. Filter should be replaced with a new one. It also
prevents to escape of waste to the device from the collection jar.

9. REQUIREMENTS DURING APPLICATION

To avoid misuse and applications which may harm the patient, user or device
guidelines should be strictly followed.

Do not damage the power cord. Please control robustness of the power cord before use
each time. Do not use damaged power cords.

Do not use too long (more than 2 meters) aspiration tube. Increase of aspiration tube
length may cause to low vacuum level.

Prevent implementation of any weight or force on the aspiration hose which may cause
clogging of the hose.

Please use clean aspiration hose and collection jar each time. In case of emergency
please keep enough collection jars and aspiration hose in tow.

At the end of the use of the device the OFF/ON switch located at the back of the device
should be turned off.

Do not use the device near explosives or in Oxygen-rich environment. Otherwise, it may
elicit the danger of explosion or fire.

Perform the periodic maintenance of the device regularly by authorized personnel.

Do not run the device once the waste level reaches to the maximum before discharge
the collection jar.

Do not use the device for the purpose other than described in this manual.



10. BAKIM VE TEMIZLiK

Cihazin temizligini ve bakimini yapmadan once cihazin kapali ve elektrik kablosunun
prizden cikariimis olmasina dikkat ediniz. Bu islemler sirasinda koruyucu eldiven

kullaniniz.

10.1. Cihazin temizligi

Her kullanimdan sonra cihazin dis yUzeyini, toplama kavanozlari ve kapaklarini tibbi
cihaz dezenfektani ile dezenfekte ediniz. Dezenfektan kendi kullanma talimatina gére

kullaniimalidir.

10.2. Sterilizasyon

Cihazin toplama kavanozlari icerisindeki atiklar bosaltildiktan ve kavanoz yikandiktan

sonra kavanoz govdesi otoklavda 121°C da sterilize edilebilir.

Kavanoz kapak, conta, kulp ve samandira kisimlari dezenfektan ile silinebilir.

Kavanoz kapak, conta, kulp ve samandira kisimlari otoklava uygun degildir.

10.3. Filtre degisimi

Cihazda kullanilan bakteri filtresi ve hidrofobik filtreleri, kirlendiklerinde yada vakum
islemini engellediklerinde yenisi ile degdistiriniz.

11. ARIZA GiDERME

Cihazin elektrik kablosunu prizden gikartiniz.

ARIZA

NEDEN

cOZUM

Motor galismiyor

Motora elektrik gelmiyor
Elektrik kablosu ¢ikmis
Motor arizali

Elektrik kablosunu ve prizi
kontrol ediniz
Yetkili servise basvurunuz

Motor galisiyor, vakum
degeri dustk

Filtreler kirli Filtreler
tikanmis Kavanoz
dolmus Kavanoz kapadi
oturmamis Vakummetre
arizali

Filtreleri degistiriniz
Kavanozu bosaltiniz
Kapagd! kontrol ediniz
Yetkili servise basvurunuz

Cihazdan normal disi ses
geliyor

Motor arizali

Motor vibrasyon takozlari
eskimis

Motora atik kagmis

Yetkili servise basvurunuz

e




10. MAINTENANCE AND CLEANING

Please be sure that the device has been switched off and the power cord has been
unplugged before proceed for maintenance and cleaning of the device. Wear protective

gloves during this procedure.

10.1. Cleaning of the device

Each time before using the device disinfect the outer surface of the device, collection
jarsand lids using medical disinfectant. The disinfectant should be used as per its own

operating instructions.

10.2. Sterilization

For the collection jars ,after the waste inside is discharged and being washed , the jar
body can be sterilized in an autoclave at 121°C.

Thejar lid, seal, handle and float parts can be wiped with a disinfectant.

Thejar lid, seal, handle and float parts are not suitable for autoclaving.

10.3. Change of filter

Replace the bacteria filters and the hydrophobic filters used in the device with new ones
when soiled or obstructing the vacuum process.

1. TROUBLESHOOTING

Unplug the power cord of the device from the plug socket.

FAULT

CAUSE

SOLUTION

Motor is not running

No power in the
motor Power cord is
disconnected Motor is
faulty

Check the power cord and
the plug

Contact an authorized
technic service

Motor running, low
vacuum value

Dirty Filters

Filters has been clogged
Collection jar filled up
Lids of the jars not placed
properly

Faulty vacuum gauge

Replace the filters
Discharge the waste from
the jar

Check the lids Contact an
authorized technic service

Abnormal sound from the
device

Defective motor
Worn-out motor vibration
dampers

Waste entered into the
motor

Contact authorized
technic service




12. TASIMA VE DEPOLAMA

Cihaz ve aksesuarlari kendi 6zel kutusunda tasinmalidir. Eger kendi kutusu yoksa, tasima
esnasinda zarar gormesini engelleyecek sekilde strafor ve karton kutu ile ambalaj
yapilmalidir. Tasima esnasinda cihaz ters cevrilmemelidir. Tasima ve nakliye sirasinda
|Gtfen cihaz kutusu Uzerinde yer alan talimatlara uygun hareket ediniz. Cihaz normal oda
kosullarinda depolanmalidir.

13. GARANTI KOSULLARI

1. Garanti stresi, malin tUketiciye teslim tarihinden itibaren baslar ve iki yildir.

2. Cihazin garanti sUresi icerisinde arizalanmasi durumunda, tamirde gegen sure garanti
suresine eklenir. Malin tamir sUresi en fazla otuz is gunudur.

3. Cihazile ilgili bir sikayetiniz olmasi durumunda lUtfen cihazinizi satin aldiginiz
firmaya ya da orijinal paketiile birlikte saticinizdan aldiginiz faturanizi koyarak ve posta
Ucretini odeyerek tarafimiza gonderiniz.

4. Cihazin hatali kullanimi sonucunda olusan sorunlar garanti kapsami disindadir.

5. Cihazin iginin yetkili olmayan kisilerce agiimasi 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.



12. HANDLING AND STORAGE

The device and accessories must be transported in its original box. If you have no
original box please make a suitable package using Styrofoam and carton box to prevent
damage during transport of the device. The device should not be flipped during
transport. Please act in accordance with the instructions contained on the box of the
device during transportation. Store the device at normal room condition.

13. WARRANTY TERMS

1The warranty period starts from the date of delivery of the device to the consumer and
istwo years.

2.1f the device malfunction within warranty period, the time spent in repairing the
device added in the warranty period.

3. If you have any complaints about the device, please contact your supplier or send the
device to us in its original packaging, including a copy of the invoice, with shipping costs
prepaid.

4. The warranty doesn't cover the faults occurred due to improper use of the device.

5. Opening the device by a non-authorized person will cause invalidity of the warranty.

6. The faults resulting from the use of the device contrary to the clauses mentioned in
the user manual, warranty doesn'’t cover.

7. This warranty given to the devices implies, once all these terms mentioned here are
accepted.

8. Consumable parts are not covered under warranty.




14. TELIF HAKKI

Bu dokuman ELMASLAR Tibbi Cihaz Imalat A.S. tarafindan hazirlanmis olup, Gran teknik
ozellikleri Uzerinde dedisiklik yapma hakki saklidir. Bu dokUmanin herhangi bir bolumu
firmanin izni olmadan ¢ogaltilamaz veya kopyalanamaz.

15. SERTIFIKALAR

C €ives

ISO 9001:2015

ISO 13485:2016

Notified Body Kiwa Belgelendirme

Onaylh Kurulus Hizmetleri A.S. ITOSB 9. Cd.
No:15 Tuzla / istanbul / TUrkiye




14. COPYRIGHT

This document has been prepared by ELMASLAR TIBBI CIHAZ IMALAT A.S. and reserves
the right to make changes to product specifications. No part of this publication may be
reproduced or copied without weitten permission of the company.

15. CERTIFICATES

C €

ISO 9001:2015

ISO 13485:2016

Notified Body Kiwa Belgelendirme

Onaylh Kurulus Hizmetleri A.S. ITOSB 9. Cd.
No:15 Tuzla / istanbul / TUrkiye
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16. ELEKTROMANYETiK UYUMLULUK (EMC) BEYANI

Bu cihaz radyo frekansinda (RF) enerji Uretmekte, kullanmakta ve yaymaktadir. Bu ekiprman kilavuzda belirtilen sekilde
kurulmadiginda ve kullaniimadiginda, elektromanyetik girisime neden olabilir. Bu cihaz Medikal Urdnler igin EN-60601-1-

22015 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
gbstermektedir. Bu cihaz, tasinabilir ve mobil RF iletisim aygitlarindan etkilenebilir. Bu cihaz, baska ekipmanla birlikte
saklanmamalidir. Bu cihaz ve EMC hakkinda daha fazla bilgi edinmek icin asagidaki tablolara bakiniz

KILAVUZ ve IMALATGININ BILDIRIMi - ELEKTROMANYETIK EMISYONLAR

Bu cihaz asagida belirtilen elektromanyetik ortamda kullaniimak amaciyla tasarlanmistir. Bu cihaz misterisi ya da kullanicisi bu gibi
ortamlarda kullanildigindan emin olmalidir.

Emisyon testi Uyumluluk Elektromanyetik ortam - kilavuz
RF emisyonlari Bu cihaz, RF enerjisini sadece dahili iglevleri igin kullanir. Bu nedenle, RF
CISPR 11 Grup 1 emisyonlari gok disiik olup yakindaki elektronik cihazlarda herhangi bir girisime
neden olmasi
RF emisyonlari
CISPR 11 Simf8
Harmonik SinfA Bu cihaz evlerde ve ev kategorisindeki binalarda kullaniimak iizere dagitimi yapilan
emisyonlar ini diistik voltajli sehir sebekesine dogrudan bagh olanlar dahil timkuruluslarda
IEC 61000-3-2 elverislidir.

Voltaj Dalgalanmasi
Titresimemisyonlari || Uyumludur
IEC 61000-3-3
KILAVUZ ve IMALATGININ BILDIRIMi - ELEKTROMANYETIK BAGISIKLIK

Bu cihaz asagida belirtilen elektromanyetik ortamda kullaniimak amaciyla tasarlanmistir. Bu cihaz msterisi ya da kullanicisi bu gibi
ortamlarda kullanildigindan emin olmalidir

Bagisiklik testi IEC 60601 Test seviyesi || Uyumluluk seviye:

Elektromanyetik ortam - kilavuz

Elektrostatik degarj +8kV temas +8kV temas Zeminler tahta, beton veya seramik karo dogeli olmalidir. Sentetik
(ESD)IEC 61000-4-2 2KV, 24 kV, 2KV, #4 KV, malzemeyle kapl zeminlerde bagil nem orani en az %30 olmalidir.
48 kV,+15 kV hava 8KV, +15 kV hava
Elektrik hizl gegici | Giig kaynag hatar igin + 2 KV || Gilg kaynag) hatlan igin + 2 kV || Sebeke giicil alitesi, tipik ticari veya hastane ortam kalitesinde olmalidir.
pargalanmali bagigiklik Giriglgikis hatlart igin + 1 KV Giriglerks hatlar igin + 1KV
|EC 61000-4-4 Tekrariama Frekansi100 kHz || Tekrarlama Frekansi100 kHz
Hat - Hat Arasi £0,5KV, £ 1kV 05KV, £ 1kV Sebeke giicil alitesi, tipik ticari veya hastane ortami kalitesinde olmalidir.
Bogalma
|EC 61000-4-5
Hat - Toprak Aras! 05KV, £ 1KV, 05KV, £ 1KV,
Bogalma +2kV 2kv
|EC 61000-4-5
Girig hatlan gig 0% UT;0.5 devir 0% UT;0.5 devir Sebeke giict kalitesi, tipik ticari veya hastane ortami kalitesinde olmalidir.
kaynagindaki gerilim 0°,45°,90°,135°, 0°,45°,90°,135°,
sapmalari 180 °,225°, 270 ° ve 315 °|| 180°,225 °, 270 ° ve 315 °
0% UT; 1devirve 70% || 0% UT; 1 devir ve 70%|
IEC 61000-4-11 UT;25/30 devir UT;25/30 devir
Tek faz: 0° Tek faz: 0°
Girig hatlan glg 0% UT;250/300 devir 0% UT;250/300 devir

kaynagindaki geriim
Kesintieri [EC 61000411

Gilg frekanst 30 Alm 30 Am Gl frekansinin manyetik alanlar, tipik bir ticari ortamda veya
(50/60 Hz) manyetik 50Hz/60Hz 50Hz/60Hz hastane ortaminda tipik bir konuma 6zgii seviyelerde olmalidir.
alanilEC 61000-4-8
Not: UT test seviyesinin uygt onceki AC sebeke voltajidir.
lletilen RF 150 kHz ila 80 MHz || 150 kHz ila 80 MHz || Tasiabilir ve mobil RF iletisim ekipmani, kablolar da dahil olmak zere bu
IEC 61000-4-6 arasinda arasinda cihazin herhangi bir pargasina, verici frekansi igin gegerli olan denklemle

3Vrms 3Vrms hesaplanmis onerilen ayirma mesafesinden daha yakin olmamalidir.

6 Vrms(ISM ve 6 Vrms(ISM ve Onerilen ayrim mesafesi:

amator radyo amatér radyo 3?] .

bantlari iginde) bantlar iginde) 2\/ 80 MHz ile 800 MHz

80 % AM 1kHz'de (| 80 % AM 1kHz'de 2 800 MHzile 27 Gz

Burada “ " verici Greticisine gore watt (W) cinsinden vericinin maksimum

a clkis derecesi ve °d" ise metre (m) cinsinden Gnerilen ayrm
e RE s iz oo ki || meseesirEktomantk bir dan incsemesia e berdenen sabit RF

vericilerinin alan giicli, her frekans araligindaki uyum diizeyinden az
olmalidir.Asagidaki sembolle isaretli donanimin yakininda parazit olugabilir:

R




16. 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.

Ei on 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
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

Bu cihaz asagida belirtilen elektromanyetik ort
ortamlarda kullanildigindan emin olmalidir

KILAVUZ ve IMALATGININ BILDIRIMi - ELEKTROMANYETIK BAGISIKLIK

amda kullaniimak amaciyla tasarlanmistir. Bu cihaz musterisi ya da kullanicisi bu

gibi

IEC 61000-4-11

0°,45°,90°,135°,
180‘225" 270 ° and 315°|

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

0% UT; 1 cycle and 70%)

0% UT; 1 cycle and 70%

Immunity test IEC 60601 Testlevel || C —guidance
Electrostatic +8kV contact +8 KV contact Floors should be wood, concrete or ceramic tile. If floors are covered with
discharges 12KV, 24KV, 2KV, £4KV, synthetic material, the relative humidity should be at least 30
|EC 61000-4-2 48 kV,+15 kV air 48 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 Inputioutput lines:1 kV Inputioutput hnes 1KV environment.

IEC 61000-4-4 100 kHz repefitionfrequency || 100 kHz

Surges +05kV, £ 1kV +05kV, £ 1kV Mains power quality should be that of a typical commercial or hospital
Line-to-iine environment.

|EC 61000-4-5

Surges 05KV, 1KV, £0,5kV, £ 1kV,

Line-to-ground +2kV +2kV

|EC 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

environment.

UT;25/30 cycle UT;25/30 cycle
Single phase: 0° Single phase: 0°
Voltage interruptions 0% UT;250/300 cycle 0% UT;250/300 cycle
|EC 61000-4-11
Power frequency 30 Alm 30 Alm Power frequency magnetic fields should be at levels characteristic
(50/60Hz) magnetic field || 50Hz/60Hz 50H2/60Hz of a typical location in a typical commercial or hospital
IEC 610004-8 environment.
Not: UT is the a.c. mains voltage prior to application of the test level.
Conduced RF 150kHz to 150kHz to Portable and mobile RF communications equipmentshould be used no
|EC 61000-4-6 80MHzZ: 80MHzZ: coser to any pat ofthe device including cables, than the
3Vrms 3Vrms recommendedseparation distance calculated from theequation applicable
6 Vrms (in 6 Vrms (in 1o the frequency the transmitter.Recommended separation distance:
= 0.35v
I1SM and amateur ISM and amateur
radio bands) radio bands) %j ggmxzﬂﬁ:‘z}%"éﬁ
80% Am at 1kHz 80% Am at 1kHz 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
Radiated RF 10V/im 10V/m separation distance in metres (m). Field strengths from fixed RF
IEC 61000-4-3 80% Am at 1kHz 80% Am at 1kHz || 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




Not 1: 80 MHz ve 800 MHz'de, daha yiiksek olan frekans araligi gegemdv

Not 2: Bu yonergeler her kosulda gegerli olmayabilir. yayllma; binalar, nesneler ve insanlar tarafindan emilim ve etkilenir.

a. Telsiz (cep/kablosuz) telefonlar ve mobil arag telsizleri, amator telsiz, AM ve FM radyo yayinlari ve TV yayini gibi sabit vericilerden gelen alan giigleri, teorik
agidan dnceden dogru olarak tahmin edilemez. Sabit RF vericileri nedeniyle elektroman yetik ortami degerlendirmek igin bir elektromanyetik yer incelemesi
diisiiniilmelidir. Bu cihazin kullanildigi yerdeki dlgiilen alan giicii, yukaridaki gegerli RF uyumluluk diizeyini bu cihazin galismasinin normal oldugu, gdzlemlene-
rek kontrol edilmelidir. Anormal bir performans gézlenirse, bu cihazin yBnini veya yerini degistirmek gibi ilave nlemler gerekebili.

b. 150 kHz ila 80 MHz arasindaki frekans araligi (izerindeki alan gliglerinin 3 V/m'den az olmasi gerekir.

c. Akim enjeksiyon kelepgelerinin kalibrasyonlari, 1500 sistemde yapilmalidir.

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

e. Girig anma akimi, faz bagina 16 A'e esit ve disik cihazlar ve giris anma akim faz bagina 16 A'den yiiksek medikal cihazlar igin uygulanir.

Taginabilir ve mobil RF iletisim ekipmanlari ile bu cihaz arasinda dnerilen ayirma mesafesi

Bu cihaz, yayllan RF girisimlerinin kontrol edilebildigi elektromanyetik ortamda kullaniimak amaciyla tasarfanmistir. Bu cihazin sahibi veya kullanicisi
elektromanyetik parazitten korunmak igin taginabilir ve mobil RF iletisim aygitiar (vericiler) ile bu cihaz arasinda, iletigim ekipmaninin maksimum gikisina bagl
olarak, asagida Gnerilen minimum mesafeyi muhafaza etmelidir.

Vericinin frekansina gore ayirma mesafesi (m)
Vericinin hesaplanan |[ 150 7 jle 80 MHz 150 kHz ile 80 MHz 80 MHz ile 800 MHz 800 MHz ile 2.7 GHz
maksimum gikis || (1SM ve amator radyo || (ISM ve amator radyo d=12P d=23VP
glicti (W) bantlar disinda) bantlan disinda)
d=1.2VP d=06VP

0,01 0,12 0,06 0,12 023
0.1 0.38 0,19 038 073

1 12 0,6 12 23
10 38 1,9 38 73
100 12 6 12 23

Yukaridaki listede yer almayan maksimum cikis gicii lgiilen vericiler igin vericinin frekansina uygun denklem kullanilarak nerilen ayirma mesafesi metre (m)
cinsinden hesaplanabilir; burada verici reticisi tarafindan verilen watt (W) cinsinden maksimum verici gikis giicii oranini gostermektedir.

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

Not 2: 150 kHz ile 80 MHz arasindaki ISM (endistriyel, bilimsel ve tibbi) bantlan 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 amator radyo bantlan 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 olmayabilir. Elekiromanyetik yayiima; binalar, nesneler ve insanlar tarafindan emilim ve yansitimadan etkilenir.
Isinan RF Test Bant a) Servis a) Modiilasyon b) Modi- || Mesafe
(MHz) lasyon b)||  (m) Test

(MHz) (W) Seviyesi
|IEC 61000-4-3|| 385 380-390 TETRA 400 Darbe Modil b) 18 Hz 1.8 03 27
(RF kablosuz 450 380-390 GMRS 460, FRS 460 FM c) +5 kHz sapma 1 kHz Siniis 2 03 28

710 704-787 LTE BANDI 13, 17 Darbe Modillasyonu b) 217 Hz 0,2 03 9
cihazlarina 745
kutu 780
bagisiklik test 810 800-960 (GSM 800/900, TETRA 800, Darbe Modiilasyonu b) 18 Hz 2 03 28
ozellikleri) 870 IDEN 820, LTE Bant 5
930

1720 |[1700-1990] GSM 1800 CDMA 1900, Darbe Modillasyonu b) 217 Hz 2 03 28

1845

1970 DECT, LTE BarM 3 4 25, UMTS

2450 |[2400-2570||  Bluetooth, WLAN 802.11b/g/n, Darbe Modiilasyonu b) 217 Hz 2 03 28

RFID 2450,LTE Bant 7

5240 |15100-5800| WLAN 802.11a/n Darbe Modiilasyonu b) 217 Hz 0,2 03 9

5240

5785

Not: BAGISIKLIK TEST SEVIYESINI elde etmek gerekliise, verici anten ile medikal cihaz veya medikal ekipman arasindaki mesafe 1 m'ye kadar didrilebi-
lir. 1'm test mesafesi IEC 61000e gdre 1 mt test mesafesi izin verilir.
a. Bazi servisler igin yalnizca gonderim frekanslari dahil edilmigtir.
b Ta§|y|c| slnyah %50 duty cyclea sahip kare dalga sinyali ile modiile edilmistir.

alternatif olarak, 18 Hz de %50 darbe i ir, glinkii gercek I temsil eden en kotli senaryoyu olugturur.
IMALATCI RISK YONETIMINE gére minimum ayirma mesafesini azaltmayi ve azaltilmis minimum ayirma mesafesine uygun daha yiiksek BAGISIKLIK
TEST SEVIYELERI kullanmay! diigiinmelidir. Daha yilksek BAGISIKLIK TEST DUZEYLERI igin minimum ayirma mesafeleri agagidaki denklem
kullanilarak hesaplanmalidir:
E=6/dVP
Burada P, Watt cinsinden maksimum giicl, d ise m cinsinden minimum ayriima mesafesini ve E, V/m cinsinden BAGISIKLIK TEST SEVIYESINI




Note 1: 80 MHz and 800 MHz, the higher frequency range applies.
Note 2: These guidelines may not apply in all situations. 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.

separation distances between pnnab\e and mobile RF i equipment and the device
The device is infended for use in an i in which radiated RF di 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.

distance ling to of i )
Rated
maximum output 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=23VP
(W) radio bands) radio bands)
d=12VP 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 0,6 1,2 23

10 38 1,9 338 73
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
10 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
10 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.

Radiated RF Test Band a) Service a) Modulation b) Modu- ||Distance|| Immunity
requency|| (MHz) lation b) (m) Test
(MHz) (W) Level(V/m)
IEC61000-4-3 385 380-390 TETRA 400 Pulse modulation b) 18 Hz 18 0.3 27
(Test 450 380-390 GMRS 460, FRS 460 FMc) £ 5 kHz deviation 1 kHz sine 2 03 28
specifications 710 704-787 LTE BANDI 13, 17 Pulse modulation b) 217 Hz 0,2 03 9
for 745
ENCLOSURE || 780
PORT 810 800-960 (GSM 800/900, TETRA 800, Pulse modulation b) 18 Hz 2 03 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 03 28
RFID 2450,LTE Bant 7
5240 |15100-5800| 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/d\P

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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