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HNK-NBL-S

Kompresorlii Nebulizator

Kullanim Kilavuzu

Hiinkar Ecza ve Medikal San. Tic. Ltd. Sti

Bu iiriin medikal bir cihazdir. Cihazi kullanmadan once
kullanim kilavuzunu dikkatli sekilde okuyun ve

doktorunuzun tavsiyesi dogrultusunda kullanin.

1.  Uriin Tanitim1

Nimo ® kompresorlii nebulizatorii tercih ettiginiz igin tesekkiir ederiz. Nimo ® kompresorlii
nebulizator astim, alerjiler ve diger solunum rahatsizliklarinin tedavisinde kullanilmak
amaciyla tasarlanmigtir. HNK-NBL-S, elektrik enerjisini mekanik enerjiye dontistiiren
kompresor motoru ile yiiksek basmngli hava gikisi saglayarak ilag kabi icerisindeki sivi haldeki
ilac aerosol bugusuna dontistiiriip, kolayca solunabilecek hale getirir.

Cihaz her yastan hastarin kullanimi ig¢in uygundur. Ancak bilinci agik olmayan veya
kendiliginden soluyamayan hastalarda kullanim igin uygun degildir. Bebekler, kiigiik ocuklar
ve Ozel bakim gerektiren Kkisilerin cihazi yetigkin kisi kontrolii altinda kullanmalar:
gerekmektedir.

Nimo® kompresorlii nebulizator hastay: rahatsiz etmeden, hizl ve gereken tedaviye en uygun
sekilde ilaci hastaya verebilmektedir.

HNK-NBL-S kullanimi kolay ve ergonomik bir yapiya sahip olup, evde, isyerinde, rahatlikla

kullanabilmeniz icin tasarlanmigtir.

2. Uriin Ozellikleri

» Yiiksek giiglii kompresor motoru ile yliksek yogunlukta buhar ¢ikig.
» Diisiik ilag kalintis1.
» Hafif ve taginabilir kompakt dizayn.

» Uzun hava hortumu sayesinde hareket 6zgiirliigii.
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3. Cihaz Teknik Ozellikleri

Uriin Tamtimi

Uriin Ozellikleri

Cihaz Teknik Ozellikleri

Cihaz Tasarimi ve Tanitimi

Uyarilar ve Giivenlik Onlemleri

Cihaz Kurulum ve Kullanma Talimatlari
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Temizleme ve Dezenfekte Etme.

Bakim ve Ipuglar

Cihaz Teknik Verileri

Saklama ve Tagima

Sorun Giderme

Garanti Sartlar: ve Satis Sonras Destek

EMC (Elektromanyetik Uyumluluk) Beyant

Semboller Ve Tanimlamalari

Cihaz & Dig Kutu Sembolleri Ve Tanimlamalari

Avrupa Uygunluk Markast

Uretici ve Teknik Servis Bilgisi
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Uriin Ad1

Kompresorlii Nebulizator

Model Numarast

HNK-NBL-S

Calisma Metodu Kompresorlii elektrik motoru
Nominal Calisma Gerilimi 220V AC 50Hz

Giig Tiiketimi 60 W

Nebulizasyon Hiz1 >0.3 ml/dakika

MMAD 4.7+30%um

Nominal Calisma Basinct

0.6 1.1 bar (9 - 16 psi), (62 — 110 Kpa)

Kompresor Calisma Basinci

2.4 - 3.4 bar (35 - 50 psi), (241 - 345 Kpa)

Hava Cikis Araligt 4- 6 litre / dakika

ilag Kab1 Kapasitesi 8 ml maksimum
Sicaklik: 5°C-40°C

Calisma Ortam Kosullar1 Nem orant: <90% RH.

Atmosfer Basinci:86-106 kPa

Saklama ve Tagima Kogullar1

Sicaklik: -25°C-70°C
Nem oranz: 10- 95% RH.
Atmosfer Basinci:70-106 kPa

Elektriksel Giivenlik Sinift

Sinuf IT

Tip

B Tipi Uygulanabilir Parcalar

Kat1 ve S1ivi Koruma Sinifi

IPOX (Toza ve siviya karst korumasizdir)

Ses 60 dB’den diisiik (1 mt mesafede)
Boyut (En x Boy x Yiikseklik) 20 cm x 27 cm x 10
cm
Agirhik 14kg
4
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4. Cihaz Tasarimi ve Tanitimi

a) Cihaz Gorseli ve Pargalart

1 Cihaz Ana Unitesi 6 ilag Kabi
2 Elektrik Kablosu 7 Agizlik
3 Cihaz Agma Kapatma Tusu 8 Hava Hortumu
4 Hava Filtresi Kapag: 9 Yetiskin ve Cocuk Maskesi
5 Hava Cikis Deligi 10 Yedek Hava Filtreleri
b) Tus Ozellikleri
0 0 0
0 Cihaz Kapali
1 Cihaz Agik
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6. Cihaz Kurulum ve Kullanma Talimatlar1

A Nebulizator ve aksesuarlari ilk kullanimdan 6nce temizlenmeli ve dezenfekte

edilmelidir. Bkz. “B6liim 7. Temizleme ve Dezenfekte Etme”

1) Once tiim paketi agin, ardindan cihazi ve aksesuarlarini gikarim.

2) Hava hortumunu, sekilde gosterildigi gibi cihazin tizerindeki hava gikis deligine

takiniz.

3) Hava hortumunun diger ucunu sekilde gosterildigi gibi ilag kabinin altindaki yerine

takiniz.
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5. Uyarilar ve Giivenlik Onlemleri

Cihazi kullanmadan 6nce tiim talimatlar dikkatlice okuyunuz.

Cihaz her yastan hastamn kullanimi igin uygun olarak tasarlanmistir ancak bebekler,
kiigiik gocuklar ve 6zel bakim gerektiren kisilerin cihaz1 yetigkin kisi kontrolii altinda
kullanmalar1 gerekmektedir. Cihazi gozetim altinda olmayan bebekler ve ¢ocuklarin
ulasabilecekleri yerlerde tutmaymn. Cihaz, kolayca yutulabilecek kiigiik parcalar
igermektedir.

Cihaz, yanici gazlarin, oksijen ya da aerosol sprey {iriinlerin kullamldig yerlerde
kullanilmamalidur.

Bu cihaz doktor kontrolii altinda solunum yolu tedavisi i¢in kullamhr. Cihaz1 amact
diginda kullanmayiiz. Cihazi kullamim sirasinda kendinizi rahatsiz hissederseniz

cihazi kullanmay1 birakiniz ve doktorunuza daniginiz.

Bu iriin, bilinci agik olmayan veya kendiliginden soluyamayan hastalarda
kullaralmamalidur.

Anestezik veya vantilatorlii solunum devrelerinde kullanmaym.

Cihaz ile kullanilacak ilacin tipi, miktar1 hakkinda doktorunuz veya solunum
uzmaninizin verdigi talimatlara uyun.

Liitfen orijinal pargalari ve aksesuarlari kullanimiz. Orijinal aksesuarlar disinda ve
kullanicinin kisisel sebeplerinden kaynaklanan hasarlar igin garanti hizmeti saglanmaz.

Cihazi kullanmadan 6nce tiim aksesuarlarin ¢aligir vaziyette oldugundan emin olunuz.
Her bir kullanici maske ve ilag kabi igin bireysel sarf malzemelerini kullanmalidir.

Kullandiktan sonra daima elektrik fisini prizden gekin, prize 1slak el ile takmayn ve
¢ikarmayin.

Siv1 igerisine diigmiis cihazlari galistirmayimz. Cihaz iizerine su ya da bagka sivilar
dokmeyin. Boyle bir durumda cihazin fisini derhal prizden ¢ekiniz ve siviyz silin.

Cihaz kablosunu ve hava hortumunu bogulma tehlikesine karsi ¢ocuklardan uzak
tutunuz.

Cihazin hava agikliklarini asla kapatmayiniz ya da tiniteyi; hava bogluklarimn
kapanacag yerlere yerlestirip ¢alistirmayiniz.
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4) ilag kabinin kapagimni saat yoniiniin tersine gevirip yukari ¢ekerek ilag kabindan
cikarmiz.

5) Ilag haznesine doktorunuzun belirttigi miktarda ve tiirde ilact koyunuz.

f ilact koyarken ilag kabinin maksimum kapasitesini gegmeyiniz. Maksimum kapasite

ilag kabi 6lceginde 8 ml olarak belirtilmigtir.

6) ilag kabinin kapagini yerine yerlestirin, saat yoniinde gevirerek kapandigindan emin

olun.

7) Kullanum tercihinize gore maske ya da agizhig1 asagidaki sekilde gosterildigi gibi ilag

kabina takiniz.
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8) Cihazin hava filtresinin takili oldugundan ve cihazin agma kapatma tusu “0” kapali
konumda oldugundan emin olun.

9) Cihazin fisini uygun voltaj cikisina ve frekansina sahip prize takiniz.

10) Cihazin agma-kapatma tusuna “1” konumda olacak sekilde basarak cihazi
calistirniz.

11) ilag kabmdan buhar cikist oldugunu gozlemleyiniz.

12) Maskeyi asagidaki resimde gosterildigi gibi ag1z ve burnunuzu kaplayacak sekilde

takmn. Normal nefes almaya devam edin.

13) Agizlik kismimi yandaki resimde gosterildigi gibi dislerinizle dudagimizin arasina

yerlestirin ve agizdan normal nefes almaya devam edin.

A Tedavi esnasinda ilag kabin1 dik tutun. Aksi takdirde nebulizasyon verimsiz

olabilir.

A Tedavi sirasinda sakin ve rahat olunuz. Normal nefes alig-verisinize devam ediniz.
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1) ilag kabiny, ilag kab1 kapagini, agizlik ve maskelerin temizligini her kullanimda temizlik
adimlarin izleyerek yapiniz.

2

3

ilag kaby, ilag kab1 kapag1 ve agizlik pargalarini kaynar su i¢inde 10 dakika bekletin.

Yetiskin maskesi ve gocuk maskesi ise Y4 sirke % saf su karigimi igerisinde tamamen
batirilacak sekilde 30 dakika bekletilir.
4) Daha sonra maskeleri sirke — su karigimu igerisinden ¢ikarip duru su ile durulaym.

5) Ilag kabmy, ilag kab1 kapagini, agizlik ve maskeleri ¢ocuklarin ulasamayacaklari yerde

temiz havlu tizerinde agik havada kurumasi icin bekletin.
6)

8. Bakim ve Ipuglar

» Normal kullanim kosullarinda cihazin hava filtresi yaklasik 60 giinde bir

Tiim pargalarin iyice temizlendiginden ve kurulandigindan emin olun.

degistirilmelidir. Agir1 kirlenmis ve tikanmis hava filtreleri hava akiginda azalmalara,
dolayisiyla nebulizasyon 6zelliginin olumsuz etkilenmesine neden olacaktir.

[Filtre De;

1) Once cihaz1 kapatin, elektrik fisini prizden gekin.
2) Filtre kapagm sekilde gosterildigi sekilde gekerek gikartin. Kapak gekildikten sonra

filtre cihazda kalmasi durumunda cimbiz yardimu ile filtreyi cihazdan gikarm.

11

KS/01/19.11.2018

14) Doktorunuzun talimatlar dogrultusunda gereken siire veya ilag kabinda ilag
bitinceye kadar tedaviye devam ediniz.
15) Tedavi bitiminde cihazi agma — kapatma tusuna “0” konumuna basarak kapatin ve

nebulizatorii fisten ¢ikarin.

7. Temizleme ve Dezenfekte Etme

A Eger ilag kab1 dogru sekilde ve sik sik temizl ise ksiyon riski olusabilir.

Her kullanimdan sonra ila¢ kabini, ila¢ kabi kapagini, agizlik ve maskeleri
temizleyiniz. O giinkii son kullanim sonrasinda da parcalarin dezenfeksiyonun
yapilmasi gerekir.

Temizleme ve dezenfekte igin 6zel yontemler asagidaki gibidir:

Her Kullanimda Temizlik]

Cihaz1 her tedaviden sonra cihazin ilag kab1 ve kullamlan agizlik maskeyi kaynar olmayan

sicak su ile yikanarak temizlenmelidir. (50° C'nin altinda).
A Cihazin ana govdesini, hava hortumu ve hava filtrelerini ytkamayiniz.

1) Cihazin aksesuar parcalarini; agizlik, maske, ilag kabi, hava hortumunu ¢ikartin.

2) lag kabinn igerisindeki kalint1 ilaci bosaltin.

3) ilag kabini, maskeleri ve agizlik pargasini sicak su ile yikaym.

4) Yikanan pargalari temiz yumusak bir bez ile kurutunuz. Kalan nem ve suyun gitmesi
igin kuru ve temiz bir bez tizerinde pargalar1 kurumaya birakin.

5) Temiz nemli bir bez ile cihaz gévdesini ve hava hortumunu silin.

6) Tiim pargalarin temizledikten sonra tamamen kurulandiklarindan emin olun.
A Parcalar1 bulasik makinesinde ytkamayn.
A Parcalar1 mikro dalga ile kurutmayin.

Dezenfekte Etme]

Giintin son kullammindan sonra ilag kabini, ilag kabi kapagini, agizligi ve maskeleri
dezenfekte etmek ¢ok onemlidir.

10
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3) Yeni filtreyi filtre kapagina yerlestirin.
4) Filtre takilmis kapag1 yerine bastirarak oturtun.

A Kullanilmus filtreyi temizleyerek yeniden kullanmaya ¢alismayin.

A Sadece iireticiye ait olan filtreleri kullanin, aksi halde cihazinin zarar gérebilir.

A Cihaz filtre olmadan kesinlikle kull yin.

» Nebulizator ve aksesuarlari, ¢ok sik kullanilmalar1 ve hijyenik hazirliklara tabi
tutulmalari nedeniyle plastik pargalar1 zamanla yipranmaya maruz kalir. Bu durum ilag
kabindan gikan aerosol 6zelliginin degismesine ve tedavinin olumsuz etkilenmesine
neden olabilir. Bu sebeple ilag kabini, maskelerini, hava hortumu ve agizligini en geg bir
yildan sonra degistirmeniz tavsiye edilir.

v

Cihazi, ilag kabin1 ve aksesuarlari sert darbelere karsi koruyunuz. Aksi takdirde bu
durum hasara neden olarak, cihazi kullanilmaz hale getirebilir.

» Her kullanimdan 6nce ve sonra cihaz ve pargalarini temizleyin.

v

Cihaz1 sokmeyiniz, tamir etmeyiniz ve cihaz tizerinde herhangi degisiklik yapmayiniz.

Aksi takdirde bu durum elektrik carpmasina, sizintiya veya yangina neden olabilir.

v

Cihazin hasar gormesi veya kazara suya diismesi durumunda cihazi asla
kullanmayiniz.

2 Cihaz kullanilirken, herhangi bir sorun olusursa liitfen ilk 6nce sorun giderme
boliimiine bakiniz. Sorunun devam etmesi durumunda yetkili servisine basvurunuz.

9. Cihaz

» Cihaz solunum yolu tedavi cihazlar standartlari olan EN 13544-1:2007+A1:2009
standartlarina uygun tiretilmistir.

» Cihazin sahip oldugu nebulizasyon sistem verileri asagidaki tabloda belirtilmistir.

MMAD (Partikiil Boyutu) 4.7+30%um
Nebulizasyon Hiz1 >0.3 ml/dakika
GSD (Geometrik Standart Sapma) 4,77
5 um Altindaki Partikiil Boyut Oran1 ~%50

12
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> Asagidaki grafikte yatay eksen aeorosol partikiil boyut degeridir. Sol dikey eksen,
egrinin yiikselen egilimine karsilik gelen hacmin kiimiilatif oranidur.
90 > Cihaz, paketi ile birlikte iyi havalandirilmis bir odada -25 ~ 70 °C sicaklikta 10-95% nem
oramini asmayacak ortamda saklanabilir.

» Cihazin yukarida belirtilen depolama kosullarinda 10 y1l gegerlilik siiresi vardir.
70 » Paketi tasima esnasinda 1slanmaktan, darbelerden ve ezilmelerden koruyunuz.

& Cihaz1 ¢ocuklarin uzanamayacag) yerlerde saklaymiz.
& Cihazi giines 1s13indan ve agindiricl gazlardan muhafaza ediniz.
Kutu Igerigi

o Bir adet HNK-NBL-S kompresérlii nebulizatér.
o Kullanim kilavuzu

KUMULATIF PARTIKUL KUTLESI %

10 o Garanti belgesi
o Kutu iginden gikan Aksesuarlar
0,1 i 1 10 o Tlagkabi (1 Adet)

PARTIKOL BOYUTU (MM) o Yetigkin maskesi (1 Adet)

—¢—1.Deney —@—2.Dency —#—3.Deney =——4.Deney —%—5.Deney o Cocuk maskesi (1 Adet)

> %50 kiimiilatif partikiil kiitlesi icin partikiil boyutu (¢ap1)(um) MMAD'in kiigiik o Agizlik (1 Adet)
olmast istenilen bir 6zelliktir; nebulizator gikisinda aeorosol igindeki zerrecik o Hava hortumu (1 Adet)
caplarimin alt solunum yollarina ulasabilecegini gostermektedir. o Yedek hava filtresi (5 Adet)

Y

Cihazda, 5 um ve alt1 zerrecikler gikistaki aerosoliin yaklasik %50’ini ve daha
Uizerini olusturmaktadir.

GSD, aerodinamik partikiil boyut dagilimini gosterir ve bu cihaz igin 4.7 olarak
hesaplanmusgtir.

A4

13 14
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11. Sorun Giderme . EMC (Elektromanyetik Uyumluluk) Beyan1 ‘
Sorun Coziimler Bu cihaz radyo frekansinda (RF) enerji {iretmekte, kullanmakta ve yaymaktadir. Bu ekipman

Cihaz @ Cihazin gii¢ kablosunun prize takili olup olmadigini kontrol kilavuzda belirtilen sekilde kurulmadiginda ve kullanilmadiginda, elektromanyetik girisime

agma/kapatma ediniz. neden olabilir.

tusu “1” @ Cihaz g6vdesinin asir1 1simip 1sinmadigindan emin olunuz. Cihaz

konumda iken agir1 1sinmis ise prizden gikarin ve cihaz govdesinin sogumasini Bu cihaz Medikal Uriinler icin EN-60601-1-2 Standardina uygun sekilde test edilmis ve kabul

caligmuyor. bekleyin. edilebilir limitlere uygunlugu belirlenmistir. Bu limitler, cihaz kilavuzda belirtildigi sekilde

@ lag kabmin, suda ¢éziinebilir, asindirici olmayan dogru ilagla
doldurulup doldurulmadigini kontrol ediniz.

< flag kabinda dogru hacimde ilag olup olmadigini kontrol ediniz.

@ Cihaz ile ilag kab1 — hava hortum baglantisinin tam ve dogru
yapildigindan emin olunuz.

@ flag kab1 baglantilarinin tam ve dogru takildigindan emin olunuz.

kullanildig: takdirde, cihazin elektromanyetik girisime (EMC) karsi kabul edilebilir seviyede
koruma sagladigim gostermektedir.

Bu cihaz, tagmabilir ve mobil RF iletisim aygitlarindan etkilenebilir. Bu cihaz, bagka ekipmanla

Diistik aerosol birlikte saklanmamalidir.

cikisi veya - N .
Hava hortumunda tikaniklik olmadigindan emin olun. . I, . < .
aerosol ¢ikisi . . g“ o . Bu cihaz ve EMC hakkinda daha fazla bilgi edinmek icin asagidaki tablolara bakiniz
ok @ Ilag kab1 tikanmus olabilir, ilag kabini “Boliim 7. Temizleme ve
yok Dezenfekte Etme “talimatlaria gore temizleyiniz. o p—
T . . “ Hlavuz ve irimi -
@ Ilag kabinin dik pozisyonda kullarulip kullanilmadigini kontrol
dini Bu cihaz asagida belirtilen ik ortamda amacliyla Bu cihaz miisterisi ya da
edmiz. kullanicisi bu gibi ortamlarda kullanildigindan emin olmalidir.
< Hava hortumun katlanip katlanmadigmi kontrol ediniz. Emisyon testi | Uyumluluk Elektromanyetik ortam - kilavuz
@ Cihaz hava filtresi tikanmis olabilir, kontrol ediniz.
Cihaz agirt @ Cihaz havalandirma kanallarinin agik oldugundan emin olunuz. RF emisyonlari | Grup 1 Bu cihaz, RF enerjisini sadece dahili i slevleri iin kullanir. Bu nedenle, RF
. » P . CISPR 11 emisyonlari ¢ok disiik olup yakindaki elektronik cihazlarda herhangi bir girisime
derecede Cihaz tizerini higbir sey ile kapatmayiniz. neden olmas! beklenmez.
1SIN1YOT. @ Cihazi uzun siireli tedavilerde kisa aralar vererek kullanmn.
Onerilen ¢éziimler sorunu gidermez ise cihazi asla onarmaya calismayimiz ve en yakin RF emisyonlari | Sinif B Bu cihaz evlerde ve ev kategorisindeki binalarda kullaniimak iizere dagitimi
CISPR 11 yapilan disik voltajli sehir sebekesine dogrudan bagl olanlar dahil tim

yetkili servise bagvurunuz.

Harmonik Sinif A
‘emisyonlar
|2 Comennis Geilbin ve Saig Somwent Dssiree |

kuruluslarda kullaniimaya elverislidir.

Cihazin garanti siiresi satin alindig tarihten itibaren 2 yildir. Voltaj Uyumludur
Dalgalanmas/

Uriin kullanim kilavuzunda tanimlan sekilde kullanimi sonucu beklenen {iriin mrii 10 :r:gigr‘“an

yildir. IEC 61000-3-3

t  Uyar: Eger cihaz kullanica tarafindan agilmig, zarar gormiis ya da tamir edilmeye
calisilmus ise garanti kapsamina alinmaz.

-

Not: Liitfen garanti belgesi ile satis fisinizi almay1 ve saklamay1 kesinlikle
unutmayiniz.

15 16
KS/01/19.11.2018 KS/01/19.11.2018



Kilavuz ve i bildirimi - Kilavuz ve il bildirimi -
Bu cihaz asagida belirtilen yetik ortamda amaciyla Bu cihaz milsterisi ya da Bu cihaz asagida belirilen ik ortamda amaciyla Bu cihaz misterisi ya da
bu gibi g emin olmalidir. bu gibi gindan emin olmalidir.
Bagigiklik Testi IEC 60601 Uyumluluk Elektromanyetik ortam - kilavuz Bagisiklik Testi | IEC 60601 L ortam - kilavuz
Test seviyesi seviyesi Test seviyesi seviyesi
Elektrostatik desarj | + 6 kV temas +6kV temas Zeminler tahta, beton veya seramik karo doseli olmalidir. Sentetik iletilen RF 3Vrms 3V Tasinabilir ve mobil RF iletisim ekipmani, kablolar da dahil
(ESD) malzemeyle kapli zeminlerde bagil nem orani en az %30 olmalidir. |EC 61000-4-6 150 kHz ila 80 MHz olmak izere Bu cihaz herhangi bir parcasina, verici frekansi
|EC 61000-4-2 + 8KV hava + 8KV hava lsinan RF ISM bandi disinda® icin gegerli olan denklemle hesaplanmis énerilen ayirma
|EC 61000-4-3 mesafesinden daha yakin olmamalidir.
Elektrik hizl Gug kaynag! Gug kaynag! Sebeke glicii kalitesi, tipik ticari veya hastane ortami kalitesinde| 10V rms 10V o .
gegicilpargalanmali | hatlari igin + 6 KV | hatlari igin + 6 KV | olmalidir. 150 kHz ila 80 MHz nerilen ayirma mesafesi:
bagisikiik 1SM bandi iginde? d=116VF

IEC 61000-4-4 Giris/cikis hatlar | Giris/gikis hatlari [’

icin + 1kV icin + 1kV 10 Vim 10 V/im 80 MHz ila 800 MHz

80 MHz ila 2,5 GHz

Sok +1 KV diferansiyel | +1 kV diferansiyel | Sebeke giicii kalitesi, tipik ticari veya hastane ortam kalitesinde| d 800 MHz ila 2,5 GHz
modu modu olmalidir.
Buradapverici ireticisine gére watt (W) cinsinden vericinin
IEC 61000-4-5 +2kV ortak modu | + 2 KV ortak modu maksimum cikis derecesi ve metre (m) cinsinden énerilen
ayirma mesafesidir.
i b . Cile belirl i
Giris hatlari giic | <%5 UT <%5 UT Sebeke giicil kalitesi, tipik ticari veya hastane ortam kalitesinde| Kiroma bir alan fle | sabit RF
\aynagindaki voltai| (T e >%s5 (UTde %5 Simahdir. vericilerinin alan giicil, her frekans araligindaki uyum
sapmalari, kisa | diisiis) 0,5 devir | dilisiis) 0,5 devir diizeyinden az olmalidir.9
kesintiler ve voltaj | igin igin Asagidaki sembolle isaretli donanimin yakininda parazit
farkliliklari olusabilir:
IEC 61000-4-11 %40 UT %40 UT (((i’j)
(UT'de %60 dlsiis) (UT'de %60 dilsls)
5 devir igin 5 devir igin
%70 UT %70 UT
(UT'de %30 diisiis) (UT'de %30 dilsis) Not 1: 80 MHz ve 800 MHz'de, daha yiiksek olan frekans araligi gegerlidir.
25 devir igin 25 devir igin Not 2: Bu ydnergeler her kosulda gegerli olmayabilir. Elektromanyetik yaylima; binalar, nesneler ve insanlar tarafindan
o o emilim ve yansitiimadan etkilenir.
<%5 UT <%5 UT a. ISM (endistriyel, bilimsel ve tibbi) bantlari 150 kHz ve 80 MHz arasinda 6,765 MHz ila 6,795 MHz; 13,553 MHz ila
(UT de >%95 (UT'de >%85 X 13,567 MHz; 26,957 MHz ila 27, 283 MHz ve 40,66 MHz ila 40,70 MHz'dir.
diisiis) 5 saniye | diisis) 5 saniye b. 150 kHz ve 80 MHz arasindaki ISM frekans bantlarinin ve 80 MHz ila 2,5 GHz araslndakl frekans araliginin uygunluk
icin igin seviyeleri, il il |et|§|m yanlislikla hastanin alan: yol
éneliktir. Bu nedenle, vericiler igin bu frekans aral \gmda ©onerilen ayirma mesafesini
Gilg frekansi 3 Am 3Am Giig frekansinin manyetik alanlari, tipik bir ticari ortamda veya kullanihr.
(50760 Hz) hastane ortaminda tipik bir konuma 6zgii seviyelerde olmalidir. c. Telsiz (cep/kablosuz) telefonlar ve mobil arag telsizleri, amator telsiz, AM ve FM radyo yay inlari ve TV yayini gibi sabit
manyetik alant vercilerden gelen alan giileri, teorik ag 1dan énceden dogru olarak tahmin ediemez. Sabit RF vericier nedeniyle
|EC 610004-8 ik ortami deg igin bir ik yer i i . Bu cihazin
yerdeki Slgtien alan glict, yukaridaki gegerli RF uyumiuiuk dizeyini Bu cihazin galismasinin normal oldugu,
Not: UT test seviyesinin uygulanmasindan énceki AC sebeke voltajidir. 6 kontrol edi . Anormal bir irse, Bu cihazin yéniinii veya yerini degistirmek
gibi ilave 6nlemler gerekebilir.
d. 150 kHz ila 80 MHz arasindaki frekans araligi zeri i alan giiglerinin 3 V/m'den az olmasi gerekir.
17 18
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Tasinabilir ve mobil RF iletisim ekipmanlari ile bu cihaz arasinda énerilen ayirma mesafesi
Bu cihaz, yayilan RF girigimlerinin kontrol edilebildigi elektromanyetik ortamda kullaniimak amaciyla tasarlanmistir. Bu cihazin sahibi
veya kullanicis! elektromanyetik parazitten korunmak igin tagmabilir ve mobil RF iletisim aygtiar (vericiler)
ile Bu cihaz arasinda, iletisim ekipmaninin maksimum gikisina bagli olarak, asagida Gnerilen minimum mesafeyi
muhafaza etmelidir. - N ) N
Vericinin Vericinin frekansina gore ayirma mesafes! (m) EC 93/42/EEC yo6nergesi uyarinca CE isaretlemesi ve onaylanmis kurulug
maksimum gikis | 150 kHz ila 150 kHz ila 80 MHz ila 80 MHz ila 1984 | numarasi (1984)
i 80 MHz, ISM bantlar | 80 MHz, ISM bantlari | 800 MHz 800 MHz
giicti (W) disind ind
isinda iginde R e
_ _ J Uretici firma bilgileri
d=1,16/7 d= d = 766/F
0,01 0,12 0,12 023
01 037 0,38 073 (\N‘r Uretim Tarihi
1 1,16 1,20 2,30
10 3,67 3,79 7,27 -
Sinuf 1T cihaz
100 11,60 12,00 23,00
Yukaridaki listede yer almayan maksimum gikis giici dlgiilen vericiler igin vericinin frekansina uygun denklem .
kullanilarak énerilen ayirma mesafesi« metre (m) cinsinden hesaplanabilir; burada ? verici iireticisi tarafindan verilen . e
watt (W) cinsinden maksimum verici gikig giicii oranini gostermektedir. B tipi uygulanabilir parcalar
Not 1. 80 MHz ve 800 MHz'de, daha yiiksek frekans araligi igin olan ayirma mesafesi uygulantr
Not 2. 150 kHz ila 80 MHz arasindaki ISM (endiistriyel, bilimsel ve tibbi) bantlar 6,765 MHz ila 6,795 MHz; 13,553 Kullanim kilavuzu okuyunuz
MHz ila 13,567 MHZ; 26,957 MHz la 27,283 MHz ve 40,66 MHz ila 40,70 MHZ dir.
Not 3. Vericiler igin 150 kHz ila 80 MHz arasindaki ISM frekans bantlarinda nerilen ayirma mesafesini hesaplamak ve
80 MHz ila 2,5 GHz arasindaki frekans araliginda mobilltasinabilr letisim ekipmanlarinin yanlisiikla hastanin
bulundugu alana getirildiginde etkilesime yol agmasi olanagini azaltmak igin 10/3 ek faktéri kullanilr. LOT numarast
Not 4. Bu yénergeler her kosulda gegerli olmayabilir. Elektromanyetik yayiima; binalar, nesneler ve insanlar tarafindan
emilim ve yansitimadan etkilenir.
REF | Uriin model numarasi
SN | Uriin seri numarast
2002/96/EC elektronik ve Elektrikli aletler yonergesine gore cihaz kullanim
E;’l[ omriinii tamamlandiktan sonra cihaz ve pargalarin ¢ope atilmasi yasaktir.
w== | Imhasi i¢in yerel yonetimlere bagvurulmalidir.
19 20
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ihaz & Dis Kutu Sembolleri Ve Tarumlamalar: ‘

Uyari/Dikkat/Not

Giines Isigindan Uzak Tutun

Islanmaktan Koruyunuz

Kurilabilir Uriin Dikkatli Tagtymiz

Rohs Beyam (Cihaz ierisinde Smirlar1 Asilmis Ve Yasaklanmig
Zararli Madde Bulundurmaz)

[

Onaylanmis Kurulus: KIWA Belgelendirme Hizmetleri A.S. (1984)
Uriin Tibbi Cihazlar Yénetmeligine (93/42 / EEC)
uygundur ve gegerli saglik, giivenlik ve ¢evre

gereksinimlerini karsilar. Isarete bir say1 eslik ediyorsa,

yg , belirtilen onay s kurulus d 1984
dogrulanir.

17. Uretici ve Teknik Servis Bilgisi ‘

Hiinkar Ecza ve Medikal San. Tic. Ltd. Sti.

Akgesme Mahallesi 2019 sk. No:5 Merkezefendi
Denizli /TURKIYE
Tel: +90 258 371 46 56

www.hunkarmedikal.com
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’*nimo®

HNK-NBL-S

Compressor Nebulizer

User Manual

Hiinkar Ecza ve Medikal San. Tic. Ltd. Sti

This product is medical device. Before using the device please read

user manual carefully and use it with in the direction of your doctor.

1. Product Description

Thanks for prefering Nimo ® compressor nebulizer. Nimo ® compressor nebulizer is designed

for treatment of asthma, allergyand other respiration disase. HNK-NBL-S, converts electiricity
energy in to mechanical energy with it's compressor motor and this provides high pressure air

outlet which converts the medicine in mediction cup in to aerosol that respirable easily.

This device is suitable for patients from all different ages but it is not suitable for patients who
is unconscious or cant breath himself. Babies, small children and adults who need special care
should use it under the control of care-taker.

Nimo® compressor nebulizer gives the medication to patient silently, fastly and also without

disturbing the patient. HNK-NBL-S is easy to use, light and ergonomic and is designed for use

at home or at work.

2. Product Specialities

» It provides high denisty aerosol with it's powerful compressor motor.
> Low medication residual
» Light and portable compact design.

> Gives you freedom of action with it's long air tube.
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3. Device Technical Specification

Product Name

Compressor Nebulizer

Model Number HNK-NBL-S

Method of Operation Compressor Electiricity Motor
Nominal Operation Voltage 220 V AC 50Hz

Power Consumption 60 W

Nebulization Rate >0.3 ml/min

MMAD 4.7+30%pum

Operating Pressure Range

0.6-1.1bar (9 - 16 psi), (62 — 110 Kpa)

Compressor Pressure Range

2.4 - 3.4 bar (35 - 50 psi), (241 - 345 Kpa)

Liter Flow Range 4-6 liter/min
Medication Cup Capacity Max 8 ml
Working Environment Temperature: 5 °C — 40 °C
Humidity: <90% RH
Atmospheric pressure: 86-106 kPa
Storage and Transporting Temperature: -25°C-70°C
Conditions Humidity: 10-95% RH
Atmospheric pressure: 70-106 kPa
Classification Class II Equipment
Type Type B Applied Parts

Ingress Protection

IPOX (Unguarded against dust or liquid)

Noise <60 db (less than 1 mt)
Size (width x lenght x height) 20 cm x 27 cm x 10
cm
Weight l4kg
4
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5.  Warnings and Measure of Safety

Please read user manually carefully before using the device.

The device is designed for patients from every age but babies, small children and adults
who need special care should use it under the control of care-taker.

Please keep away the device from children and babies. This device consists small pieces
which can go down easily.

This device shouldn’t use in the enviroment where inflammable gases, oxygen and
aerosol sprays used in.

This device is used for breathing passage treatment under the control of doctor Please
do not misuse it except for its purpose. If you feel yourself bad while using the device
stop using and ask your doctor for help.

Patients who is unconscious and can’t aspirate himself should’t use this device.

Do not use in anaesthetic or ventilator breathing circuits.

Please follow your doctor’s or respiration specialist advise for medication type and
amount.

Please use original parts and accessories. Warranty is invalid if you use not original

parts and user’s personal reasons.

Before use the device be sure all the accessories are working Each user should use

her/his own medication cup, mask and mouthpiece.

Please unplug after using the device and do not plug and unplug the device with wet
hand.

Do not operate the device that fall in to water. Do not pour water or any liquids on to
the device if happens unplug the device as soon as possible and dry the device.

Because of the drowing danger keep away air-tube and cable of the device from
children.

B kBB BBBPE BB BP

Never close the air holes of the device or put the main unit the place where air holes can
be closed.

KS/01/19.11.2018

4. Device’s Design and Introduction

a) Device’s appearance and pieces

1 Device Main Unit 6 Medication Cup
2 Electiricity Cable 7 Mouthpiece
3 Device ON/OFF Key 8 Air Tube
4 Air Filter Lid 9 Adult and Child Mask
5 Air Out Hole 10 Replacement Air Filters
b) Key Specialities
0
0 Device Off
1 Device On

KS/01/19.11.2018

6. Device Installation and Usage Instructions

A Before first usage of the device the nebulizer and it’s accosaries should be cleaned and
disinfection. Check Chapter 7. “Cleaning Disinfection”

1) First open the whole package and take-out the device and accessories.

2) Install the air-tube to air out hole on the device as it is shown in the picture.

3) Install the other edge of air-tube to down side of medication cup as it is shown in the

picture.
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4) Turn the medication cup lid reverse of clockwise and pull up and take out it.
5) Put the right type and amount of medicine in to medication cup as your doctor
advised to you.

C While putting the medicine do not pass the maximum limits of medication cup.
Maximum capacity of medication cup is § ml.

6) Put the medication cup on its place and turn clockwise the lid to close it.

8) Be sure the air-filter is mounted on device and power key is “0” mode.

8
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7. Cleaning and Disinfection

A It can cause infection risk if you don’t clean the medication cup regularly.

Clean the medication cup, medication cup lid, mouthpiece and masks after every
usage. Disinfection should be done after the last usage of the day.

The special methods for cleaning and disinfection are given below:

Cleaning after every usage|

Wash the medicaiton cup, mouthpiece and mask in hot water which is not boiled and clean the
pieces. (Less than 50°C)

A Don’t wash the device’s main unit, air tube and air filter.

1
2]
3) Wash the medication cup, mask and mouthpiece in hot water.
4]

Take-out the device’s Mouthpiece, mask, medication cup and air tube.

Empty the residual in medication cup.

Dry the washed parts with clean and soft cloth. Leave the parts on clean and dry cloth
to get rid of humid and water on it.

5
6)

Wipe the device’s body and air tube with clean and humid cloth.

After cleaning all the parts be sure all the parts are dried.
& Don’t wash the parts in washing machine.

A Don't dry parts in micro-wave.

[Disinfection

It is important disinfect the medication cup, medication cup lid, mouthpiece and mask after
the last usage of the day.

1) Follow the after every usage cleaning steps to clean medication cup, medication cup lid,
mouthpiece and mask.
2) Put the medication cup, medication cup lid, mouthpiece and mas in to boiled water and

wait for 10 minutes.

10
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9) Plug the device in to socket which has suitable voltage and frequency.
10) Operate the device by pushing On/Off button of it and turn it “1” mode.
11) Be sure aerosol is coming from medication cup.

12) Wear the mask as it is shown in the picture and cover your mouth and nose. Keep

breathing normally.

13) Put the mouthpiece between your lips and teeth as it is shown in the picture. Keep

breathing normally.

& Keep the medication cup upright otherwise nebulisation can be inefficient.
A Be calm and relax in nebulisation process. Keep breathing normally.

14) Continue your inhalation as your doctor’s adviced duration or till medication
finishes in medication cup.
15) When you finish inhalation push the On/ Off key and turn it in to “0” and unplug

the nebulizer.

KS/01/19.11.2018

3

Put the child mask and adult mask in to water which consists of ¥4 vinegar and % pure
water and wait for 30 minutes.
4

After this take-out the pieces from vinegar and water mixture and wash them with pure
water.
5

Put the medication cup, medication cup lid, mouthpiece and mask on to towel in opern
air where children can’t reach and wait for drying.
6)

8. Maintenance and Clues

» Innormal usage conditions the air-filter should change every 60 days. The air filters

Be sure all the parts cleaned and dried.

which are blocked and dirtied too much can cause negative effects on nebulisation.

Changing Filte:

1) First turn-off the device and unplug.
2) Take out the filter lid by pulling as it is shown in the picture. After lid is taken-out if

filter stays in the device use tweezers to take-out.

3) Install the new filter in to lid.
4) Install the lid which filter is installed to its place.

11
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& Don'’t reuse the used filter by cleaning again. The left vertical axis is the cumulative percentage of the volume, corresponding to

the rising trend of the curve.

A Just use the filters which are produced by manufacturer otherwise the device can be

90
harmed.
80
A Never use device without filter. 8
ko
. P ) . a
» Because of using frequently and disinfection processes of nebulizers and accessories &
plastic parts exposure fray. This can change the aerosol specialities which is coming g 60
from medication cup and effects the inhaling negatively. For this reason it is =
recomended to change medication cup, masks, air-tube and mouthpiece after 1 year. @ 50
> Please protect the device, mediction cup and accessories against hard impulse. 2 52
=7 a0
Otherwise this can couse damage and device will become useless. Z
=
» Clean the device and its parts before every usage. 8/ 20
» Do not extract, fix or any change on device otherwise this can cause electric shock, fire =
=
or leckage. i 20
> Never use the device it is damaged or fall in to water. 5
2 10
3]
If any problem occures while using the device first check the troubleshooting. If 0
i! 01 1 10
problem continuous apply to the authorised service. PARTICLE SIZE (MM)

—4—1.Test ——2 Test —#—3 Test ==4 Test =5 Test

9. Device’s Technical Datas » The small particle size (MMAD) for 50% cumulative particle mass indicates that the particle
- sizes at the aerosol from the nebulizer outlet can reach the lower airways.
> The device is manufactured in compliance with EN 13544-1:2007+A1:2009 standards for » In the nebulizer, the particles in the range of 5 um constitute approximately 50% of the aerosol

output and more.

airway treatment devices. . o . .
» GSD shows aerodynamic particle size distribution and is calculated as 4.77 for Nebulizer.

v

The nebulisation system datas are given in the table in down side.

MMAD (Particle size) 4.7+30%um
Nebulisation Rate >0.3 ml/min
GSD (Geometric Standard Deviation) 4,77
Particle Size Under 5 um ~%50

» The horizontal axis is the particle size value, the value is logarithmic distribution;

12 13
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10. Keeping and Transporting 11. Troubleshooting

> The device can be kept with its package in well aired room humid is not more than %10- Problem Solutions
95 and the temperature between -25-70 °C. Device’s On/Off key @ Check the power cable is plugged or not.
is 1 position but @ Check the device’s body is overheated or not. If overheated

» Under this storage condition explained up this device can be kept for 10 years.
doesnt work. too much unplug and wait for cooling.

@ Check the medicaiton cup is filled with water soluable and
true medication.

@ Check the medication cup is filled up with right size of

& Keep the device away from children. medicine.

@ Check the connection between device medication cup and
tube is correct or not.

@ Check the medication cup has right connection to device.

» While carrying protect the package from getting wet, impacts and being crushed.

Low aerosol or there

A Keep the device away from direct sunlight and abrasive gases. .
is no aerosol.

@ Check air-tube has no blockage.
Package Contents: & Medication can be blockaged. Clean it as it is explained in
chapter 7 “Cleaning and Disinfection”
o HNK-NBL-5 Compressor Nebulizer. @ Check the medication cup is in vertical position or not.
o User Manual. @ Check the air-tube is straight or not.
o Warranty. = The device can be clogged air filter, please check.
@ Check the air channels on the device is clear and open.
Accessories inside the case Device overheats too Don'’t cover the device with any cloths.
L much # In long inhaling process break for some time and then
o Medication Cup (1 Pcs) continue inhaling.
o Adult Mask (1 Pcs)
o Child Mask (1 Pcs)
o Mouthpiece (1 Pcs) A If these suggestions doesn’t solve the problem please don’t try to fix it and ask help
o Air Tube (1 Pcs) form authorized service.
o

Spare Air-Filter (5 Pcs)
12. Warranty Contitions and After Sales Support

The device’s warranty duration is 2 years after purchasing.

t If you follow the instructions in manual and charge and decharge it properly the
durable period will be 10 years for this device.
Warning: The warranty will be invalid if the device is harmed, fixed or opened by

-

user.
Note: Please do not forget to take the warranty and sales receipts and keep them.

-

14 15
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EMC (Electromagnetic Compatibility) Decalaration

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 and has
been determined to comply with acceptable limits. These limits indicate that the device
provides an acceptable 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.

and D

These devices are intended for use in the electromagnetic environment specified below. The customer or the user of
the device should assure that the device is used in such an environment.

Test | C i i i id:

RF emissions
R 11 Group 1

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

The device is suitable for use in all establishments, including domestic

RF emissions establishments and those directly connected to the public low-voltage network

CISPR 11 Class B that supplies buildings used for domestic purposes.
Harmonic
Emissions Class A
IEC 61000-3-2
Complies
Voltage

Fluctuations/Flick
er Emissions IEC
61000-3-3

16
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and

These devices are intended for use in the electromagnetic environment specified below. The customer or the user
of the device should assure that the device is used in such an environment.

Immunity Test | |EC60601 Test C
Level Level
Conducted RE | 3V rms 3v l;sl;ﬁzlde ::d mobile RF communications equipment should
IEC 61000-4-6 | 150 kHz ila 80 MHz closer to any part of the device, including cables, than the
! recommended
Radiated RF separation distance calculated from the equation applicable
IEC 61000-4-3 | 10y rms 10V o the

frequency of the transmitter

150 kHz ila 80 MHz Recommended separation distance

0V/m

80 MHzila2,5GHz |10 Vim
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 meters (m). Field strengths from
fixed RF transmitters, as determined by an
electromagnetic site survey,a should be less
than the compliance level in each frequency
range.b Interference may occur in the vicinity
of equipment marked with the following
symbol:

()

a

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Not 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

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

to fixed RF i an

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 abnormalperformance is observed, additional measures may be
necessary, such as reorienting or relocating the device.

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

site survey should be considered. If the

KS/01/19.11.2018

and

D

These devices are

the device should assure that the device is used in such an environment.

intended for use in the electromagnetic environment specified below. The customer or the user of

Immunity Test

IEC60601 Test C
Level Level

Electrostatic
discharge

(ESD) IEC 61000-
42

£ 6KV contact | 6 kV contact | FI00rs should be wood, concrete or ceramic file. If floors are
covered with synthetic material, the relative humidity should be
at least 30%.

+ 8 kV air + 8 kV air

Electrical fast
transient/

burst IEC 61000-4-
4

+ 6 kV for power
2 kV fqr power supply lines
supply lines Mains power quality should be that of a typical commercial or
RV for b 1 v for hospital environment.

i lines lines

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

Surge +1 kV differential | £1 kV differential | Mains power quality should be that of a typical commercial or
Mode mode hospital environment.
+2 kV common
IEC 61000-4-5 +2 kV common mode
mode
Voltage dips, short | <5 % UT %5 UT
interruptions and . g
voltage variations | *95 % diPIn UT) | (7 5505
on power supply for 0,5 cycle diists) 0,5 devir
input lines icin
IEC 61000-4-11 40 % UT Mains power quality should be that of a typical commercial or
60 % dipinuT) | *4OYT pospital
o P (UT'de %60 disiis) environment.
for 5 cycles 5 devir igin If the user of the device requires continued operation during
o power
70 % UT %70 UT mains interruptions, it is recommended that the device be
i i (UT'de %30 disiis) powered from
30 % dip in UT, w30
( ipin UT) | 25 devirigin an uninterruptible power source
for 25 cycles <%5 UT
<5%UT (UT'de >%95
dusts) 5 saniye
(595 % dip in UT) | CosUs) & saniy
iGin
for 5 sec
3 Am 3 A/m Power frequency magnetic fields should be at levels

Note: Ut’s the AC mains voltage prior to application of the test level.

characteristic of a typical location in a typical commercial or
hospital environment.
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Recommended separation distance between portable and mobile RF communication equipment and this device

These devices are intended for use in an environment in which radiated RF disturbances are controlled. The customer or the

user of the device can hel
mobile RF

p prevent electromagnetic interference by maintaining a minimur distance between portable and

power of the communications equipment.

equipment and the device as below, according to the maximum output

‘Separation distance according to frequency of
transmitter (m)

e e 30 . Outide 15M] 80 Mie n 1S fonrizta sourzia
of tranamittor () | Bands Bands 800 MHz 800 MHz
d = 116/F d = 1,20/F d= 0P d =756/P

0,01 0,12 0,12 0,12 023

0.1 0,57 0,38 0,38 073

1 1,16 1,20 1,20 2,30

10 3,67 379 379 7,27

100 11,60 12,00 12,00 23,00

For transmitters rated

(m) can be determined using the equation applicable to the frequency of the transmitter, where P is the maximum outpuf
power rating of the transmitter in watts (W) according to the transmitter manufacturer.
Note 1. At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies..

Note 2. ISM (industrial,

13,553 MHz to 13,567 MHz; 26,957 MHz to 27,283 MHz and 40,66 MHz to 40,70 MHz.
Note 3. These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and

reflection from structu

at a maximum output power not listed above, the recommended separation distance d in metres

scientific, and medical) bands from 150 kHz to 80 MHz are 6,765 MHz to 6,795 MHz;

res, objects and people.

19
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14. Symbols and Descriptions ‘

This device complies with the requirements of the Medical Devices
Directive(93/42/EEC)

—
©
®
S

Manufacturer

Date of Manufacture

Class IT Equipment per IEC 60601-1

Type B Equipment per IEC 60601-1

Consult instructions for use

LOT Number

Model Number

Serial Number

Disposal of Electrical & Electronic Equipment (WEEE):
Do not treat this product as household waste.

EEEER =R

20
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15. Device & Outside Box’s Symbols Descriptions ‘

A Warning/Caution/Note

"‘\" Keep Away From Sunlight

f Keep Away From Getting Wet

I Handle With Care

@ Rohs Declaration
Il"“llu“l Barcode Number

. European Confor

Notified Body: KIWA Belgelendirme Hizmetleri A.S. (1984)

The product conforms to European Medical Device

Directive (93/42/EEC) and meets applicable health, safety

and environmental requirements. If the mark is

accompanied by a number, conformity is verified by the 1984
indicated notified body.

17. Manufacturer and Technical Service Informati ‘

Hiinkar Ecza ve Medikal San. Tic. Ltd. $ti.
Akgesme Mahallesi 2019 sk. No:5 k di
Denizli /TURKIYE

Tel: +90 258 371 46 56

www.hunkarmedikal.com
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