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Kullanim Amaci

Kompresorlt Nebulizatorler sivi haldeki ilaci buhar haline getirip bir maske
veya agizlik yardimiyla hastanin normal soluk alip vermesi sirasinda ilacin
solunumyollarinaulasmasinisaglayan cihazdir. Kompresorli Nebulizator,
basincli havaiile sivi haldeki ilaclari buhar haline getirir ve solunum yoluyla
alinabilmesini saglar. Kompresoérlt Nebulizatdr, buhar Gretici demektir.
Kompresorlt Nebdlizatérler tUm dUnyada eriskinlerde ve cocuklarda
ozellikle solunum sistemi hastaliklarinin acil tedavisinde yaygin olarak
kullaniimaktadir. Bilhassa agir kriz halinde, bebek veya kiictk cocuk, yasli
hastalarda bile kullanilabilir. Cihazin calistirilip maskenin ylize gecirilmesi
veya solunum organlarina yaklastiriimasi yeterlidir. Ayrica ilaci almak icin
herhangi bir harekete gerek yoktur. Genellikle solunum cihazlariyla birlikte
satisa sunulan yardimei cihazlardir. Ozellikle solunacak ilag veriimesi
gerektigindekullanilir.

KompresoérlU nebulizatérler, siviyl hastanin soluyabilecedi partikillere
(parcacik) ayirmak Uzere sikistirilmis hava kullanmak suretiyle
calismaktadir. Kompresérll nebulizatér asadida gdsterildigi gibi
calismaktadir.

Kimler Kullanir ?

« Doktor, hemsire, terapist gibi yasal sertifikali tip uzmanlari.

« Evde tedavilerde, yetkili bir tip uzmani rehberligindeki hasta veya hasta
bakici.

« Kullanicr ayrica kullanim kilavuzunun icerigini anlayabilecek durumda
olmalidir.

Dayaniklilik Stiresi

Oda sicakhiginda (23°C’ de) giinde 3 kez olmak tzere 10'ar dakika
kullanimlarda asagidaki sdreler gecerlidir. Kullanilan ortama gére
belirtilen streler degisebilmektedir.

Dayaniklilik stireleri asagida belirtiimistir.

Kompresdr (Ana makina) 10 yil
Nebulizator Kiti 2yl

Agizhk 2yl

Hava Tapd (PVC, 100 cm) 2yl

Hava Filtresi 60 uygulama
Maske (PVC) 2yl
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Nebulizatér Calisma Prensibi
Bu birim kompakttir, calistiriimasi kolaydir ve tasinmaya uygundur. Hava

Basinci yaratmak igin tekli silindir piston pompasi, yagsiz yaglayici
kullanir.

Hava, hava filtresinden Nebulizatériin hava kompresoér Unitesine, jet
cikisina ve daha sonra da Nebulizatérden gecer.

Hava akis yonl asagidaki Sekil 1' de gésterilmistir.

Hava
) . Jet Cikis
Filtresi Giris \l I/C'k'$

\ Kompresor

Sekil1

_||_

Nebulizator ve Aksesuarlarini Taniyalim

Gug Kablosu
Kit Muhafaza

Kapagdi

Havalandirma
Boslugu

Gug Dagmesi

Filtre Kapagi

Kit Muhafaza  Hava Hortumu

Girisi
p < 5
@S@
Yetigkin Cocuk Agizlik Hava Hava
Maskesi  Maskesi Hortumu Haznesi Filtresi

02



Kit Birlesim Semasi

Agizlik
~\Vey°

Kit Kapagi

Buharlastirici Kafa @

ilagc Haznesi

Hava Hortumu
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Cihaziniz ilk Kullanim icin Hazir

1- Gli¢ diigmesinin kapali oldugundan emin olunuz.

2- Elektrik fisini prize takiniz.

3- Hafifce yukari gcekerek solunum kitinin kapaginiilag haznesinden ¢ikariniz.
4- ilac haznesine 6nerilen miktarda ilag koyunuz.

5-ilag haznesi icindeki buharlastiricinin diizgiin takildigindan emin olunuz.
6- ilag haznesi kapagini ilag haznesinin Usttine geri takiniz.

7- Maske yada agizligi nebulizator kitine sikica takiniz.

8- Hava hortumu tapasini hava tlipt konektériine sikica bastirarak takiniz.
9- Gl dugmesini ( 1 ) konumuna getirin. Kompresor calistiginda,
nebulizasyon baslar ve aerosol Uretilir. Maske ve agizlik takili iken soluk alip
veriniz.

10 - Tedavi bittiginde, cihazi kapatin ve kompresori prizden ¢ekiniz.

A\ Uyan

Nebulizator kitini, tiim yonlere dogru 45 dereceden bliylk aciyla egmeyin.
ilag agzin icine dogru akabilir veya nebulizasyon verimsiz olabilir.

Dogru
Kullanim

Yanhs
Kullanim
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Temizlik ve Dezenfektasyon

Her kullanimdan sonrailag kalintilarini silmek i¢in parcalari temizleyin.
Bu durum, etkisiz nebulizasyonu dnleyecek ve enfeksiyon riskini
azaltacaktir.

Yikanabilir parcalar

Nebulizator Kiti, Maske (PVC) Agizhik
Bunlari sicak su igerisinde veya sirkeli su ile yikayin. Temiz ve sicak
musluk suyunda iyice durulayin, asiri suyu almak i¢in hafifce vurun ve
temiz bir ortamda kurumaya birakin.
Tek bir hastada 100 ila 120 uygulama ya da yaklasik 20 yikama isleminin
ardindan kitin degistirilmesi 6nerilir.

Yikanamayan parcalar

Kompresoér, Hava Tlipii (PVC)
ilk olarak, elektrik fisinin prize takil olmadigindan emin olun. Yumusak,
nemli bir bezle; su veya yumusak deterjan kullanarak silin.

Hava Filtresi
Hava filtresini yikamayin veya temizlemeyin. Hava filtresi islanirsa
degistirin. Nemli hava filtreleri tikanmalara yol agabilir.

Dezenfekte etme
GUnun son isleminin ardindan daima pargalari dezenfekte edin. Parcalar
agir sekilde kirlenmisse, bunlari yenileri ile degistirin.

A\ Dikkat : Buharlastirici Kafasinin Kullaniimasi

Buharlastirici kafasini her kullanimdan sonra mutlaka yikayin.
Buharlastirici kafasini temizlemek icin firca ya da igne kullanmayin.
Parcalari dezenfekte ederken, bol su kullandiginizdan emin olun.
Buharlastirici kafasini, uygun nebulizator aksesuarlar disindaki
nesnelerle birlikte yikamayin.

Yikanabilir Parcalar

b BB g

Yetiskin Cocuk Agizlik ilac Buharlastirici
Maskesi Maskesi Haznesi Kafa Kopog|
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Hava Filtresinin Degisimi

Hava filtresinin rengi degismisse veya 60'tan fazla uygulamaicin
kullaniimissa yenisiyle degistirin.

1. Sekilde gosterildigi gibi hava filtresi kapagini kaldirin.

2. Eski hava filtresini ktirdan gibi sivri bir nesneyle ¢ikarin ve yeni hava
filtresini takin.

3. Yuzeyle ayni hizada olacak sekilde hava filtresi kapagini yuvasina
takin.

Notlar:

« Yalnizca bu cihazicin tasarlanmis hava filtrelerini kullanin. Cihazi
filtresiz calistirmayin.

« Filtreyi yikamaya veya temizlemeye kalkismayin. Hava filtresiislanirsa
degistirin. Islak hava filtreleri, tikanikliklara neden olabilir ve enfeksiyon
riskini artirabilir.

« Hava filtrelerinin 6ni veya arkasi yoktur.

« Takmadan dnce hava filtrelerinin temiz ve tozsuz olduklarini kontrol
edin.

06



Onemli Giivenlik Talimatlar

« Cihazi dUiz bir yere koyunuz ve hastanin hareketleri ile dismeyecek sekilde
ayarlayiniz.

« 220V elektrik ile calisir uygun prize takiniz.

« ilaci sadece nebulizer kit e koyunuz. Cihazi Ustline veya icine girebilecek sekilde
dokulmesini engelleyiniz.

« Dis koruyucusu siyrilmis olan kablolu cihazlari kullanmayiniz.

« Cihazi nemli, 1slak yerlerde ve glines altinda saklamayiniz.

« Cihaziislak bez veya su ile temizlemeyiniz. Sivimaddelerden uzak tutunuz.

Cihazi kullanmadan énce kullanim kilavuzunu ve kutuda bulunan diger bittn bilgileri
okuyun.

« Tek hastada kullanim énerilir.

« Aerosol tedavisi icin nebulizasyon haricinde bir sey icin cihazi kullanmayin. Cihazin
uygunsuz kullanimindan Uretici sorumlu tutulamaz.

« Sadece bu cihazin kullanim kilavuzunda belirtilen orijinal aksesuarlarini kullanin.

« ilacin tipi, dozu ve rejimi hakkinda doktorunuz veya solunum terapistinizin verdigi
talimatlara uyun. Kullanimdan énce Nebulizasyon Kontrol halkasinin konumunu
kontrol edin.

« Kullanim sirasinda tuhaf bir durum hissederseniz, cihazi kullanmayi derhal birakin
ve doktorunuza danisin.

silac haznesine sadece su koyarak Nebulizatéri kullanmayin..

« Cihazi baslarinda buiylk birisi bulunmayan ¢ocuklarin ulasamayacag bir yerde
tutun. Cihaz, kolayca yutulabilecek kiicik parcalar icerebilir.

« Uzunluklar dikkate alindiginda, elektrik kablosu ve hava tlipi bir bogulma tehlikesi
dogurabilir.

« Hava tUpunu icinde nem veya ilag kalmis sekilde saklamayin.

« Cihazi zararli dumanlar veya ugucu maddelere maruz kalabilecegi yerlerde
kullanmayin veya saklamayin.

« Cihazi yanici gazlara maruz kalabilecegi yerlerde kullanmayin.

« Kompresorin tzerini, kullanim sirasinda asla battaniye, havlu vb. 6rtulerle
ortmeyin.

« Kullandiktan sonra geri kalan ilaci her zaman atin ve her seferinde taze ilag kullanin.
« Anestezik veya vantilatorlli teneffis devreleri kullanmayin.

« Havalandirma yariklarini tikamayin. Cihazi, ¢alisirken havalandirma yariklarinin
tikanabilecegi bir yere asla koymayin.

« Enfeksiyondan kaginmak icin parcalari temiz bir yerde saklayin.

(Elektrik Carpma Riski)

«Cihaziislak ellerle takmayin ya da ¢ikarmayin.

«Kompresor ve glic kablosu su gecirmez degildir. Bu pargalarin Gzerine su veya baska
sivilar dékmeyin. Bu parcalara sivi dékulirse, derhal cihazin fisini cekin ve siviyi gazlh
bez veya benzeri bir emici materyalle silin.

«Kompresori suya veya baska sivilara daldirmayin.

+Cihazi nemli ortamlarda kullanmayin ve saklamayin.

«Cihazi, hasarl bir glic kablosu veya fisle kullanmayin.

«GUg kablosunu sicak yluzeylerden uzak tutun.
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Onemli Giivenlik Talimatlar

(Temizleme ve Dezenfekte Etme)

Parcalari temizlerken ya da dezenfekte ederken asagidaki kurallara
uyun. Bu kurallara uyulmamasi hasara, yetersiz nebulizasyona ya da
enfeksiyona neden olabilir.

Talimatlaricin, bkz. “Temizleme ve dezenfekte etme” bolimu.
Kullanmadan énce nebulizatorii, maskeyi veya agizligi su durumlarda
yikayin ve dezenfekte ediniz:

- Satin almdan sonraki ilk kullanimda.
- Cihaz uzun bir stire boyunca kullanilmamissa
- Ayni cihaz birden fazla kisi tarafindan kullaniliyorsa

«Kullandiktan sonra pargalari mutlaka yikayip silin ve iyice dezenfekte
olup kuruduklarindan ve temiz bir yerde saklandiklarindan emin olun.
-Parcalarda temizleme sollisyonu kalmamasina 6zen gésteriniz.

«Bu cihaz cocuklar veya engelliler tarafindan, onlarin tizerinde veya
yakininda kullanilarak durumu yakindan gézleyiniz.

«Parcalarin dogru sekilde baglandigindan emin olunuz.

«Hava filtresinin dogru sekilde baglandigindan emin olunuz.

«Hava filtresinin temiz oldugundan emin olun. Hava filtresi 60'ten fazla
uygulamai¢in kullaniimissa yenisiyle degistiriniz.

«Nebulizator kitini kullanirken tim yénlere dogru 45 dereceden buiytik
aclyla egmeyin veya sallamayiniz.

«Cihazi hava tupu kivrik sekilde kullanmayin veya saklamayiniz.
+Yalnizca orijinal nebulizasyon parcgalari, hava tlpu, hava filtresi ve filtre
kapagi kullaniniz.

«ilag haznesine doktorunuzun énerdiginden fazla ilag koymayiniz.

«ilac haznesinde ilac varken nebulizatdr kitini tasimayin veya
birakmayiniz.

«Cihazi cocuklarla veya rizalarini dile getiremeyen kisilerle yalniz
birakmayiniz.

«Bu Urilin, bilinci acik olmayan veya kendiliginden soluyamayan
hastalarda kullanilmamalidir.

«Cihaz veya pargalari, cihazi yere dustirmek gibi glicll darbelere maruz
birakmayiniz.

«Buharlastirici kafasini bozmayin veya ila¢ haznesinin nozulunu pim gibi
keskin cisimlerle diirtmeyiniz.

Kompresoriin icine parmak veya cisim sokmayiniz.

Kompresor veya glic kablosunu dagitmayin veya onarmaya
¢alismayiniz.

« Kullanmadan dénce buharlastirici kafasinin dogru sekilde takildigindan
emin olun.
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Sorun Giderme

Sorun Nedeni Cozum
Gii¢ ,dﬁs!"esi - Elektrik fisi prize Fisin elektrik prizine takili oldugunu kontrol
cevrildiginde highir | a1 mi? edin. Gerekirse fisi cikarip tekrar
sey olmuyor. takin.
Gug agildiginda '::g h::;eiinde
i ilag v: 17 .
nebullzasyqn llag haznesine dogru
gerceklesmlyor R ; miktardailag koyun.
veya nebulizasyon | llag haznesinde cok
hizi dusik. fazla/azilag mivar?
Buharlastirici kafasi Buharlastirici kafasini dogru
eksik veya dogru sekilde takin.
takilmamis mi?
Nebulizatér kiti Nebulizator kitini
dogru sekilde dogru sekilde takin.
takilmis mi?
Nozul tikal mi? Nozulda tikaniklik olmadigindan
eminolun.
Nebulizatsr kiti biiyiik s?b,‘_‘l'(izatélr Konin - qeLGCede"
bir aciyla egilmis mi? ydkactyla eglimediginden
eminolun.
Hava tUpu dogru Hava tlipUnin kompresére ve nebulizator
sekilde baglanmis mi? kitine dogru sekilde baglandigindan emin olun.
Hava tlipQ katlanmis Hava tlipinde bikilme olmadigindan
veya hasar gérmiis mi? eminolun.
- Hava tlipinde tikaniklik olmadigindan
Hava tupt tikal mi? emin olun
Hava filtresi kirli mi? Hava filtresini yenisiyle degistirin.
Kompresor . " R
anormal derecede llt-laal:lllfr]::lt::g kapag dogru Hava filtresi kapagini dogru sekilde takin.
giirdiltali, s ¢
Kompresoriin tzeri Kullanim sirasinda kompresérin
Kompresér cok ortalmis mu? uzerine hicbir sey 6rtmeyin.
sicak.
Havalandirma yariklar
tikall mi? Havalandirma yariklarini tikamayin.




Teknik Bilgiler

Gerilim / Frekans AC"230V/50-60 Hz | KompresdrBasing Aralig: 28-35bar

Gug /Akim 170VA/0,7A Kompresér Akis Hizi 8121/dak

llag Kapasitesi eml Kompresér Cikis Basinci 8 psi

Partikil Boyutu 04 ile 9um Aerosol Miktari 0,08 ml/dak

Kitle Medyan Aerodinamik Capi 2,79um Calisma Sicakh@r 0°Cila+40°C

Geometrik Standart Sapma 257 Calisma Nemi %10 la %95 bagil nem,
yogunlasmasiz

Ortalama Nebulizasyon Hizi 0,07ml Saklama ve Tasima Sicaklig -10°Cila+70°C

Ses Duizeyi 70 dBA Altinda Saklama ve Tasima Nemliligi ?fggouuﬁc:/;r@n%ggé" nem,

Partiktl boyutu icin kademeli ayristirict 8lciim sonuglari
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Elektromanyetik Uyumluluk (EMC) Beyani

Bu cihaz radyo frekansinda (RF) eneriji Gretmekte, kullanmakta ve yaymaktadir.
Bu ekipman kilavuzda belirtilen sekilde kurulmadiginda ve kullaniimadiginda,
elektromanyetik girisime neden olabilir.

Bu cihaz Medikal Uriinler icin EN-60601-1-2:2015 standardina uygun sekilde test
edilmis ve kabul edilebilir limitlere uygunlugu belirlenmistir. Bu limitler, cihaz
kilavuzda belirtildigi sekilde kullanildig takdirde, cihazin elektromanyetik girisime
(EMC) karsi kabul edilebilir seviyede koruma sagladigini géstermektedir.

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.
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Kilavuz ve

bildirimi- elektromanyetik emisyonlar

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

isyon testi Uy El ortam- kilavuz
RF emisyonlari Bu cihaz, RF enerjisini sadece dahili islevleri igin kullanir. Bu nedenle, RF
CISPR 1); Grup 1 emisyonlari ok diisiik olup yakindaki elektronik cihazlarda herhangi bir girisime
neden olmasi beklenmez.
RF emisyonlari
CISPR 11 Sinif B
Ha(monlk Bu cihaz evlerde ve ev kategorisindeki binalarda kullaniimak tizere dagitimi
emisyonlar Sinif A \an dlisiik voltaill sehir sebekesine dodrudan bagh olanlar dahil ti
|EC 61000-3-2 yapilan dilisiik voltajli sehir sebekesine dogrudan bagli olanlar dahil tiim
n kuruluslarda kullaniimaya elveriglidir.
Voltaj
Dalgalanmasi / .
Titresim Uyumludur
emisyonlari
IEC 61000-3-3
Kilavuz ve bildirimi-

Bu cihaz asagida belirtilen

gibi ortamlarda kullanild:

gindan emin olmalidir.

yetik ortamda ki

amaciyla

Bu cihaz musterisi ya da kullanicisi bu

Bagisiklik Testi

IEC 60601
Test seviyesi

Uyumiuluk
Seviyesi

Elektromanyetik ortam- kilavuz

Elektrostatik desarj
(ESD)

+ 8 kV temas

+ 8 kV temas

Zeminler tahta, beton veya seramik karo déseli
olmalidir. Sentetik malzemeyle kapl zeminlerde

2k, 4KV, 2kv, 4 kv, bagil nem orani en az %30 olmalidir.
|EC 61000-4-2 +8 KV,£15 kV hava +8 KV, +15 kV hava
Giig kaynag hatlari igin | Giig kaynagi hatlari igin +
£2kV 2
Elektrik hizl
gegici/pargalanmali Giris/gikis hatlariigin + | Giris/gikis hatlar i Sebeke gilcil kalitesi, tipik ticari veya hastane
bagisikiik 1KV KV ortami kalitesinde olmalidir.
IEC 61000-4-4 Tekrarlama Frekansi | Tekrarlama Frekansi 100

100 kHz

kHz

Hat — Hat Arasi
Bosalma

IEC 61000-4-5

+0,5kV, £ 1kV

+0,5kV, £ 1kV

Hat - Toprak arasi
Bosalma

IEC 61000-4-5

+0,5kV, £1kV,
+2kV

+0,5kV, £1kV,
+2kV

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

Giris hatlari gii
kaynagindaki gerilim
sapmalari

IEC 61000-4-11

0% Ur;0.5 devir
0°,45°,90°,135°,
180 °,225 °, 270 ° ve
315°

0% Ur;0.5 devir
0°,45°,90°,135°, 180
©,225°,270°ve 315°

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

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

Giris hatlari giig
kaynagindaki gerilim
kesintileri

IEC 61000-4-11

0% Ur;250/300 devir

0% Ur;250/300 devir

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

Giig frekansi
(50/60 Hz) manyetik
alani

IEC 61000-4-8

30 A/m
50Hz/60Hz

30 A/m
50Hz/60Hz

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

Not: Ur test seviyesinin

uygulanmasindan énceki AC sebeke voltajidir.
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Kilavuz ve i bils

Bu cihaz asagida belirtilen ik ortamda amaciyla tasarlanmistir. Bu cihaz misterisi ya da_kullanicisi bu
gibi kullanildigindan emin olmalidir.
1E 1 luluk
Bagisiklik Testi C 60601 Uyumluly Elektromanyetik ortam- kilavuz
Test seviyesi Seviyesi
Tasinabilir ve mobil RF iletisim ekipmani, kablolar
da dahil olmak tizere bu cihazin herhangi bir
lletilen RF 150 kHz ila 80 150 kHz ila 80 MHz pargasina, verici frekansi igin gegerli olan denklemle
IEC 61000-4-6 MHz arasinda arasinda hesaplanmis énerilen ayirma mesafesinden daha
3Vrms 3Vrms yakin olmamalidir.
6 Vrms(ISM ve 6 Vrms(ISM ve Onerilen ayrim mesafesi:
amator radyo amator radyo d = 0.35VP
bantlari iginde; bantlari iinde; )
inde) Ginde) d=12VP 80 MHzile 800 MHz

80 % AM 1kHz'de 80 % AM 1kHz'de d=12VP 800 MHz ile 2.7 GHz
d=23VP

Burada “P” verici Ureticisine gore watt (W) cinsinden
vericinin maksimum gikis derecesi ve “d” ise metre
(m) cinsinden énerilen ayrim mesafesidir.

Isinan RF 10 V/m 10 Vim Elektromanyetik bir alan incelemesi? ile belirlenen
IEC 61000-4-3 80 % AM 1kHz'de 80 % AM 1kHz'de sabit RF vericilerinin alan giicd, her frekans
araligindaki uyum diizeyinden az olmalidir.®
Asagidaki sembolle isaretli donanimin yakininda
parazit olusabilir:

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

a. Telsiz (cep/kablosuz) telefonlar ve mobil arag telsizleri, amator telsiz, AM ve FM radyo yayiniari ve TV yayini gibi sabit

vericilerden gelen alan gigleri, teorik at;ldan onceden dogru olarak tahmin edilemez. Sabit RF vericileri nedeniyle

ortami deger icin ye i distiniiimelidir. Bu cihazin kullanildigi
yerdeki 6|qulen alan giict, yukaridaki geqerh RF uyumluluk duzey\nl bu cihazin galismasinin normal oldugu,
gézlemlenerek kontrol ediimelidir. Anormal bir performans gzlenirse, bu cihazin yoniinii veya yerini degistirmek gibi
ilave onlemler gerekebilir.

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

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

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

e. Girig anma akimi, faz basina 16 A'e esit ve diisiik cihazlar ve giris anma akimi faz bagina 16 A'den yiiksek med ikal
cihazlar igin uygulanir.

T: ilir ve mobil RF iletisim eki ile bu cihaz Gnerilen ayirma
Bu cihaz, yayilan RF girisimlerinin kontrol i§ ortamda k amaciyla tasarlanmistir. Bu cihazin
sahibi veya etik parazitten ilir ve mobil RF iletisim aygutlari (vericiler) ile bu cihaz

arasinds. fletisim skipmaninin maksimum aikisina bagil olarai. asadida dnerlon minimum mesafeyi muhafaza etmelid.

Vericinin frekansina gére ayirma mesafesi
(m)
150 kHz ile 80 MHz 150 kHz ile 80 MHz | 80 MHz ile 800 MHz 800 MHz ile 2.7 GHz
o (ISM ve amator radyo | (ISM ve amatdr radyo
9 bantlani disinda) bantlari disinda)
d=12VP d=0.6VP d=12VP d =23VP
0.01 0.12 0.06 0.12 023
0.1 038 0.19 038 073
1 12 06 12 23
10 38 19 3.8 73
100 12 6 12 23

Yukaridaki listede yer almayan maksimum cikis giici dlgiilen vericiler igin vericinin frekansina uygun denklem kullanilarak
Snerilen ayirma mesafesi d metre (m) cinsinden hesaplanabilir; burada P verici ireticisi tarafindan verilen watt (W)

cinsinden maksimum verici cikis giicii oranini géstermektedir.

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

Not 2: 150 kHz ile 80 MHz arasindaki ISM (endustriyel, 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 MHZz'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 gecerli olmayabilir. Elektromanyetik yayilma; binalar, nesneler ve insanlar tarafindan
emilim ve yansitiimadan etkilenir. 12




Kilavuz ve imalatginin bildirimi-

Bu cihaz asagida belirtilen elektromanyetik ortamda kullaniimak amaciyla tasarlanmistir. Bu cihazin kullanicisi bu
elektromanyetik ortamlarda kullandigindan emin olmalidir.

Isinan RF Test Banta) Servis a) Modilasyonb) | Modilasyonb) | Mesafe | Bagisikiik Test
IEC 61000-4-3 Frekansi | (MHz) w) (m) Seviyesi
(RF kablosuz | (MHz) (VIim)
haberlesme TETRA 400 Darbe 18 0.3 27
cihazlarina kutu 385 380-390 Modiilasyonu b)

Eagl?lkllk' test 18 Hz
GMRS 460, FMc) 2 0.3 28
450 380-390 FRS 460 15 kHz sapma
1 kHz Sints
710 LTE Bandi Darbe 0.2 0.3 9
745 704-787 13.17 Modilasyonu b)
780 217 Hz
810 GSM 800/900, | Darbe 2 0.3 28
TETRA 800, Modiilasyonu b)
870 800-960 | |pEN 820, 18 Hz
930 LTE Bant 5
1720 GSM 1800, | Darbe 2 03 28
CDMA 1900, Modiilasyonu b)
1845 GSM 1900, 217 Hz
1700-1990 | DECT,
LTE Bant
1970 1,3,4,25,
UMTS
Bluetooth, Darbe 2 0.3 28
WLAN 802.11 Modilasyonu b)
2450 2400-2570 | b/g/n, 217 Hz
RFID 2450,
LTE Bant 7
5240 WLAN 802.11 Darbe 0.2 0.3 9
5240 5100-5800 | a/n Modiilasyonu b)
(5785 | 217 Hz
Not: BAGISIKLIK TEST SEVIYESINI elde etmek gerekli ise, verici anten ile medikal cihaz veya medikal ekipman arasindaki
mesafe 1 m'ye kadar disirdlebilir. 1'm test mesafesi IEC 61000’e gére 1 mt test mesafesi izin verilir.

a. Bazi servisler igin 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 k ilir, ¢linkd gergek U 1 temsil
eden en kotii senaryoyu olusturur.

IMALATCI, RISK YONETIMINE gére minimum ayirma mesafesini azaltmayi ve azaltiimis minimum ayirma mesafesine uygun
daha yiiksek BAGISIKLIK TEST SEV\YELERI kullanmay! du§unme|ld|r Daha yuksek BAGISIKLIK TEST DUZEYLERI igin
minimum ayirma i denklem

E =6/dVP

Burada P, Watt cinsinden makslmum giicii, d ise m cinsinden minimum ayrilma mesafesini ve E, V/m cinsinden BAGISIKLIK
TEST SEVIYESINI gé

EN 60601-1:2006/A1:2013 siniflandirma

B sinifll (gift yalitim
4 Tip BEkipman
IP21 Damlayan Suya Karsi Koruma Derecesi



Endikasyonlar

Endikasyonlar,

Bu gesit ilag alim sistemi dogrudan aerosol olarak solunumiile alinacak ilaglar igin
onerilmektedir, ancak aerosol formuna gevrilebilecek ilaglar icin uygundur.
Kompresorlt Nebulizatérler, su kosullarin tedavisinde kullanilabilirler:

« Astim

« Kronik Obstruktif Akciger Hastaliklari
«Kistsel Fibroz

« Solunum Enfeksiyonlari

» Oda Nemlendirme

« Solunan havanin nemlendirilmesi
«ilag Nebulizasyonu

« SepesiSk ve Non-spesiSk akciger hastaliklari
« Bronsiyal Astim

« Akut ve Kronik Bronsitler

« Pnomoni

Kontrendikasyonlar,

Propellantlara karsi hassasiyet ve kardiyotoksisite bu cihazin kullanimiicin bir
kontrendikasyon olarak ele alinmaktadir.

Inhaler'lar nefes alma sirasinda yeterli inhalasyon miktarini saglamayan hastalar igin
kullanilmamalidir. Bilinci acik olamayan ve yeni doganlarda ve premattrelerde
kullaniimamalidir.

Cihazin direkt yan etkisi yoktur. Onemli olan doktorun verdigi receteye gére ilag
kullaniimasidir.

Ev Hastane ve subakut bakim ortamlarinda gocuk ve yetiskin hastalarda kullanilabilir.

€ CE lgareti. 93/42/EEC Direktifine
uygun Griin. (1984)

)

7'« Kuru yerde muhafaza ediniz

B Tipi Ekipman SN  Seri Numarasi
Sinif Il Medikal Cihaz (Gift Yalitim) IP21 Damlayan Suya Karsi Koruma Derecesi
Kullanim Kilavuzuna Bakiniz ‘ Uretici Firma Bilgileri

Dikkat ! Bu cihaza yénelik bazi uyari .
ve 6nlemler bulunmaktadir. Ac ’\/ Alternatif Akim

2011/65/EU ve 2012/ 19 / EU Direktifine gére bu cihaz, elektrikli ve elektronik
donanimlarin geri dénisiiminiin saglandig! toplama noktalarina géturtlmelidir.

It | > | Q0>
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Garanti

MEDISEC SMART MDS-1000 Urtintnd satin aldiginiz icin tesekkur ederiz.
Bu Urlnan Uretimi blayak bir itina ve Ustln kaliteli malzemeler ile
yapilmistir. Dogru kullanildiginda ve kullanim kilavuzunda gecen
talimatlar dahilinde bakimi yapildigi stirece isteklerinizi karsilayacak
sekilde tasarlanmistir.

MEDISEC bu Urin icin, satin alinma tarihiile baslayan 2 yillik bir garanti
saglar. Bu Grunun Gretim, iscilik ve malzeme kalitesi MEDISEC tarafindan
garantilidir. Bu garanti siresince MEDISEC parga, iscilik, tamir veya
sorunlu Urlin ve parcalarin degisiminde hi¢ bir bedel almayacaktir.

Garanti Kapsamina Girmeyen Durumlar:

a. Nakliye riskleri ve bedelleri.

b. Yetkisi olmayan kisiler tarafindan yapilan tamir bedelleri ve/veya
yetkisiz kisiler tarafindan yapilan tamir sonucu ortaya ¢ikan kusurlar.

c. Periyodik bakim ve kontroller.

d. Tercihe bagl parcalarin veya ana cihazin disindaki pargalarin,
yukarida acik¢a belirtilen garanti kapsamindakiler disinda hata vermesi
ya dayipranmasi.

Garanti kapsaminda bir hizmete ihtiyaciniz olmasi halinde, Grint satin
aldiginiz saticiya ya da yetkili MEDISEC bayine basvurun. Adres icin, Grlin
kutusuna, kitapgiklarina veya perakende saticisina basvurun.

Garanti kapsaminda tamir veya degisim yapilmasi, garanti stiresinin
uzatilmasina ya da yenilenmesine sebebiyet vermez.

Urtintin biitand, saticidan tuketiciye verilen orijinal faturasi/fisiile
gdnderildigi siirece garanti hizmetleri sunulur. MEDISEC verilen bilgilerin
acik olmamasi halinde garanti hizmetini reddetme hakkini sakli tutar.

N Medisec Tibbi Cihaz ve Uriinleri
Ithalat Ihracat San. ve Tic. Ltd. Sti.
Y s Baspinar (Organize) 0SB Mahallesi
Uretici Firma 0.5.B. 2. Bolge Celal Dogan Blv. No:40
Sehitkamil / GAZIANTEP / TURKIYE
Tel: +90 342 337 88 75

Fax: +90 342 337 88 76
www.medisec.com.tr

Dagitici Firma

DOC. ID: TFN19.01/11 Rev. Date: 10.03.2020
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GARANTI BELGESI

Bu Belgenin Verilis Tarih ve Sayis :
Belgenin Gegerlilik Tarihi :

imalat

Unvani . Medisec Tibbi Cihaz ve Urinleri ithalat ihracat San. ve Tic. Ltd. Sti.

Merkez Adresi Bagpinar (Organize) OSB Mahallesi 0.8.B. 2. Bélge Celal Dogan Blv. No:40
. Sehitkamil / GAZIANTEP / TURKIYE

Telefon © +90 342 337 88 75

Firma Yetkilisinin imzasi-kagesi

Cinsi . Nebiilizator
Markas! . Smart
Modeli . MDS-1000

Bandrol ve Seri No

Teslim Tarihi ve Yeri :

Garanti Siresi 22V
Azami Tamir Stiresi : 30 is gini

Satici Firmanin;
Unvani

Adresi

Telefonu

Telefaksi

Fatura Tarih ve No
Tarih-imza-Kasesi
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INTENDED USE

Compressor Nebulizers make the liquid medicine vapor and use a mask.
or for inhalation It is the device that will allow it to reach the respiratory
tract. Compressor Nebulizer, compressed air and liquid drugs

provides available. Compressor Nebulizer means steam generator.
Compressor Nebulizers in adults and children worldwide

emergency diseases especially of respiratory system diseases

Itis used. Especially in severe crisis, baby or young child, elderly

even your information can be used. Operating the device and putting
the mask on the face or close to the respiratory organs is sufficient. Also
to take the medicine no action is required. With necessary breathing
apparatus assistive devices on sale. Especially the use of drugs to be
inhaled used here.

Compressor nebulizers are used to dispense the liquid into particles
that the patient can breathe. It is necessary to use compressed air to
separate (particles) It is working. Like choose the compressor nebulizer
profile it is working.

WHO SHALL USE IT?

« Medical professionals with certificate such as doctors, nurses,
therapists.

« At home treatments, patient or caregiver who is under the guidance of
a qualified medical specialist.

« In addition the user must be able to understand the content of this

DURABLE PERIOD

Provided the product is used to nebulize 3 times a day for 10 minutes
each time at room temperature (23°C), the following durable period is
valid. The specified period may vary depending on usage environment.

Durable periods are given below.

Compressor (Main Unit) 10 years
Nebulizer Kit 2vyears
Mouthpiece 2vyears

Air Tube (PVC, 100 cm) 2years

Air Filter 60 Applications
Mask (PVC) 2years

18



HOW THE NEBULIZER WORKS

This unit is compact, portable and easy to start. It uses a single cylinder
piston pump and oil-free lubrication to create Air Pressure.

The air passes through the air filter to the Nebulizer's air compressor
unit, to the jet outlet and then the Nebulizer.

,The air flow direction is shown in Figure 1 below.

Air

X Jet Outlet
Filter Inlet \l |/Outlet s
AN
\ Compressor
Figure1 L —
KNOW YOUR UNIT AND ITS ACCESSORIES
Power Cable
Kit Holder

Ventilation
Slots

Power Switch

Filter cover Kit Holder

Cover

Air Tube Plug

@S@
Child  Mouthpiece Air Medication Air
Mask Tube Cup Filter
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KIT SET-UP DIAGRAM

Kit Cover

Baffle @

Medication Cup

Air Tube

20



YOUR DEVICE IS READY FORFIRST USE

1- Make sure the power switch is off.

2- Plugin the electrical plug.

3.Remove the inhalation kit cover from the medication cup by gently pulling
itup.

4. Put the prescribed amount of medication into the medication cup.

5- Make sure that the nebulizer in the medication cup is properly installed.
6- Put the medication cup cover back onto the the medication cup.

7- Connect the mask or mouthpiece in the nebulizer kit firmly.

8- Insert the air tub¢ plug firmly into the air tube connector.

9- Turn the power switch to (). When the compressor is running,
nebulization begins and aerosol is produced. Inhale and exhale while
wearing a mask and mouthpiece.

A\ Warning

Do not tilt the nebulizer kit in all directions at an angle greater than 45
degrees. The medication may flow into the mouth or the nebulization may
be inefficient.

Correct
Use

Incorrect
Use

21



CLEANING AND DISINFECTING

After each use, clean the parts to remove any drug residue. This will
prevent ineffective nebulization and reduce the risk of infection.

Washable parts

Nebulizer Kit, Mask (PVC), Mouthpiece
Wash these in hot water or water with vinegar. Rinse thoroughly in clean
and hot tap water, tap gently to remove excess water and allow todry in
aclean environment. It is recommended to replace the kit after 100 to
120 applications or approximately 20 washing cycles for a single patient.

Non-Washable Parts

Compressor, Air Tube (PVC)
First of all, make sure that the power plug is not plugged into the outlet.
Wipe it with a soft, damp cloth, using water or mild detergent.

Air Filter
Do not wash or clean the air filter. Replace the air filter if it gets wet.
Damp air filters can cause clogging.

Disinfecting
Always disinfect the parts after the last treatment of the day is finished.
If parts are heavily stained, replace them with new ones.

A\ Warning: Use of Baffle

Always wash the baffle after each use.

Do not use a brush or needle to clean the baffle.

Make sure you use plenty of water when disinfecting the parts,

Do not wash the baffle with objects other than the appropriate baffle
accessories.

Washable Parts

b B 98

Adult  Children Mouthpiece Medication Baffle Kit Cover
Mask Mask Cup
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CHANGING THE AIRFILTER

If the air filter color has changed or has been used for more than 60
applications, replace it with a new one.

1. Remove the air filter cover as shown in the figure.

2.Remove the old air filter with a sharp object such as a toothpick and
install the new air filter.

3. Insert the air filter cover into the slot so that it is level with the surface
Notes:

« Only use the air filters that are designed for this device. Do not operate
the device without afilter.

« Do not attempt to wash or clean the filter. Replace the air filter if it gets
wet. Wet air filters can cause blockages and increase the risk of
infection.

« Air filters do not have front or rear side.

« Before installing, verify that the air filters are clean and dust-free.

23



IMPORTANT SAFETY INSTRUCTIONS

Read the user manual and all other information in the box before using
the device.

« Itis recommended to use the device for one patient.

« Do not use the device for anything other than nebulization for aerosol
treatment. The manufacturer cannot be held responsible forimproper
use.

« Use only the original accessories specified in the instruction manual
for this device.

« Follow the instructions given by your doctor or respiratory therapist
regarding the type, dose and regimen of the drug. Check the position of
the Nebulization Control ring before use.

« If you feel anything strange during use, stop using the device
immediately and consult your doctor.

« Do not use the Nebulizer by placing only water in the medication tank.
Keep the device away from the reach of unsupervised children. The
device may contain small parts that can be easily swallowed.

- Considering their length, the power cord and the air tubing may cause
astrangulationhazard.

« Do not store the air tubing while there is moisture or medication
remainsinit.

« Do not use or store the device where it may be exposed to hazardous
fumes or volatile substances.

« Do not use the device where it may be exposed to flammable gases.

« Never use a blanket, towel, etc. to cover the device when in operation.
« Always discard the remaining drug after use and use fresh medicine
every time.

« Do not use anesthetic or ventilator breathing circuits.

« Do not block the ventilation slots. Never put the appliance in a place «
where the ventilation slots may become blocked while operating.

« Keep the partsin a clean place in order to avoid infection.

(Risk of Electric Shock)
« Do not plugin or plug out the device with wet hands.
« The compressor and power cable are not waterproof. Do not spill
water or other liquids on these parts. If a liquid is spilled on these parts,
immediately unplug the device and wipe off the liquid with a gauze or
similar absorbent material.
« Do not immerse the compressor in water or other liquids.
« Do not use or store the appliance in a humid environment.
« Do not use the device with a damaged power cord or plug.
« Keep the power cord away from hot surfaces.
24



IMPORTANT SAFETY INSTRUCTIONS

(Cleaning and Disinfecting)

Follow the guidelines below when cleaning or disinfecting the parts.
Failure to observe these rules may result in damage, inadequate
nebulization or infection.

For instructions, see "Cleaning and disinfecting section". Wash and
disinfect the nebulizer, mask or mouthpiece before use in the following
situations:

- On first use after purchase.
- If the device has not been used for a long period of time.
- If the same device is used by more than one person.

» Make sure that the parts are thoroughly washed and wiped after use
and ensure that they are dried and stored in a clean place.

« Be careful not to leave any cleaning solution in the parts.

« Pay extra attention when this device is used by children or people with
disabilities, on them or near them.

« Make sure that the parts are connected correctly.

« Ensure that the air filter is properly connected.

« Make sure the air filter is clean. Replace the air filter with a new one, if it
has been used for more than 60 applications.

« When using the nebulizer kit, do not tilt it in all angles greater than 45
degrees or shake.

« Do not use or store the device with the air tube bent.

« Only use original nebulization parts, air tubing, air filter and filter cover.
« Do not place more drugs than the medication recommended by your
doctor.

« Do not carry or leave the nebulizer kit when the medication cup has
medicationinit.

« Do not leave the device with children or persons who cannot express
their consent.

« This product should not be used in patients who are unconscious or
unable to breathe spontaneously.

« Do not expose the device or parts to strong shocks, such as dropping
the device.

« Do not distort the baffle or poke the medication cup nozzle with sharp
objects such as pins.

« Do notinsert fingers or objects into the compressor.

« Do not disassemble or attempt to repair the compressor or power
cord.

« Ensure that the baffle is installed correctly before use.
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TROUBLESHOOTING

PROBLEM CAUSE REMEDY
Nothing happens Is the power plug Control that the plugis inserted in an
when the power pluggedintoan electrical outlet. Unplug and insert the
switchisturnedon. | electrical outlet? plug back if necessary.
Nonebulization | 1S t*;?retr,”edicatjon in
: medication cup?
1S ;:)el'lforrt\jed o'; P Add the correct amount of medication
nebulization rate " icati
to the medication cup.
is low,when the Is thgre t_oo much/llttle P.
. medicationin the
powerison o
medication cup?
Is the baffle missing Attach the baffle correctly
and not assembled
correctly?
Is the nebulizer kit Assemble the nebulizer kit
assembled correctly? correctly.
Is the nozzle blocked? Make sure that the nozzle is
free of blockages
Is the nebulizer kitbent | Make sure that the nebulizer kit is not
atasharp angle? tilted at an angle of more than 45 degrees.
Is the air tube Make sure that the air tube is correctly
connected correctly? connected to the compressor and nebulizer kit.
Is the air tube folded Make sure that the air tube is not
or damaged? bentinan angle that it disturbs airflow.
Is the air tube clogged? Make sure that the air tube is free of clogging.
Is the air filter dirty? Replace the air filter with anew one
The compressor Isthe air filter cover Attach the air filter cover correctly.
is abnormally loud. attached correctly?
Is the compressor Do not put any covers on it while in operation
The compressor covered?
is very hot
Are the ventilation slots —_—
blocked? Do not block the ventilation slots
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TECHNICAL DATA

Voltaage / Frequency AC""230V /50-60 HZ Compressor Pressure Range 2,8-35bar
Power / Current 170VA/O,7A Compressor Flow Rate 8121 /dak
Medication Capacity 6ml Compressor Outlet Pressure 8psi

Particle Size 04 ile 9um Aerosol Amount 0,08 ml/dak
Mass Median Aerodynamic 2,79um Operating temperature 0°Cila+40°C

Diameter (MMAD)

%10 ila %95 relative

Humidity
humidity,concentration

Geometrical Standard Deviation 2,57

Average Rate of Nebulization 0,07ml Storage and Transport Temperature  -10 °Cila +70 °C

Storage and Transport Humidity %30 by %60 relative humidity,

70 dBA under concentration

Noise Level

Result of cascade impactor measurements for particle size

1000

400 —— Position1
—— Position 2

00
/ Position3 I

00 7]
<@

]

100 =]
r

o]

00 o

o m 22 s 00

Electromagnetic Compatibility (EMC) 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-
1-2:2015 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.
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and

s d -

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

test Ci

Electr -

Emissions RF
CISPR 11

The device uses RF energy only for its internal function. Therefore, its RF

Group 1 emissions are very low and are not likely to cause any interference in nearby

electronic equipment.

RF Emissions
CISPR 11

Class B

Harmonic
emissions used for

domestic Class A

purposes.
IEC 61000-3-2

The device is suitable for use in all establishments including domestic and
those directly connected to the public low-voltage power supply network that
supplies buildings used for domestic purposes.

Voltage
fluctuations/flicker
emissions

IEC 61000-3-3

Conplies

s =
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.
) ty tost IEC 60601 Test Compliance -
mmunity tes! level level
Electrostatic *8kV contact 8 KV contact Floors should be wood, concrete or ceramic tile.
discharges If floors are covered with synthetic material, the
A i A air relative humidity should be at least 30 %.
IEC 61000-4-2 ' '
Power supply Power supply
lines: +2 k! lines: 2 kV
Cloctical fast. Inputioutput lines Inputioutput lines: +1 | Mains power quality should be that of a typical
1KV KV commercial or hospital environment.
IEC 61000-4-4 100 kHz repetition 100 kHz repetition
frequency frequency
Surges
Line-to-line £0,5kV, £ 1KV £05KV, +1kV
IEC 61000-4-5
Mains power quality should be that of a typical
Surges commercial or hospital environment.
Line-to-ground
ine-to-groun £0,5KV, £ 1KV, £0,5KV, £ 1KV,
2KV +2kv
IEC 61000-4-5
0% Ur; 0,5 cycle 0% UT; 0,5 cycle
At0°, 45°, 90°, At 0%, 45°, 90°, 1357,
135°, 180°, 225°, 180°, 225°, 270° and
. . 3150
Voltage dips 270°'and 315
|EC 61000-4-11 0% Ur; 1cycleand | 0% Uri1 cycle and Mains power qualty should be thatof a typicl
70% Ur;25/30 cycle | 70% Ur25/30 cycle | commercial or hospital environment
Single phase: 0° Single phase: 0°
Voltage interruptions | o
0% Uri250/300 0% Ur;250/300 cycle
IEC 61000-4-11 cycle
Power frequency
(50/60Hz; Power frequency magnetic fields should be at
magnetic field R oz e levels characteristic of a typical location in a
typical commercial o hospital environment.
IEC 61000-4-8

Not: Ur is the a.c. mains voltage prior to application of the test level.
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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.
I . IEC 60601 Test Compliance
mmunity test | -
evel level
Portable and mobile RF communications equipment
should be used no closer to any part of
Conduced RF 150kHz to 150kHz to the device including cables, than the recommended
IEC 61000-4-6 80MHz: 80MHz: separation distance calculated from the
3Vrms 3Vrms equation applicable to the frequency the transmitter.
6 Vrms (in 6 Vrms (in i i
1SM 1SM d =035VP
and amateur and amateur
radio bands) radio bands) d=12VP 80 MHz to 800 MHz
80% Amat 80% Am at d=12VP 800 MHzto2.7 GHz
1kHz 1kHz d=23VP
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 separation distance in metres (m).
IEC 61000-4-3 10Vim 10V/m
80% Am at 80% Am at Field hs from fixed RF itters, as
1kHz 1kHz determined 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:
(@)
A

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.

Field strengths from fixed transmitters, such as base stations for radio (cel\ular/cordless) telephones and land mobile

radios, amateur radio,AM and FM radio broadcast and TV cannot be tt 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

compllance level above, the device should be observed to verify normal operation. If abnormal performance is observed,

may be n ary, such as re-orienting or relocating the device.

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

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

i 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 gpplies to each ISM and amateur radio band within the specified frequency range.

j. 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.

Ja

between portable and mobile RF 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 holp prevent y a minimum distance between
portable and mobile RF and the device as recommended below, according 1o the
Frimurn output powar of tha communeations aquipment.

Separation distance according to frequency of transmitter
Rated output
e oy 150 KHz to 80 MHz 150 KHz to 80 MHz 80 MHz to 800 MHz 800 Mz t0 2.7 GHz
oy (outISM and amateur | (out ISM and amateur
radio bands) radio bands)
d=12VP d = 0.6VP d=1.2VP d=2.3VP
0.01 0.12 0.06 012 0.23
01 038 o019 038 073
1 12 06 12 2.3
10 38 19 38 73
100 12 6 12 23
For transmitters rated at 8 maximum output pawer not listed above: the recommended separation distance d in metres (m)
can be estimated using the equation to th of the where P is the maximum output power
rating of the in watts (W 3 1o the & fact

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

t0 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 situati is affected by absorption and
reflection from structures,objects and people.
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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.
Radiated RF Test Band a) Service a) Modulation b) Modulation b) | Distance IMMUNITY
IEC61000-4-3 Frequency | (MHz) W) (m) TEST LEVEL
(Test specificati | (MHz) (V/m)
for ENCLOSURE TETRA 400 Pulse 1.8 0.3 27
ORT 385 380-390 modulation b)
IMMUNITY to RF 18 Hz
wireless GMRS 460, | FMc) 2 03 28
equipments 450 380390 | FRS460 +5kHz
deviation
1 kHz sine
710 LTE Band Pulse 0.2 0.3 9
745 704-787 13.17 modulation b)
780 217 Hz
810 GSM 800/900, | Pulse 2 0.3 28
TETRA 800, modulation b)
870 800-960 | iDEN 820, 18 Hz
930 LTE Band 5
1720 GSM 1800; | Pulse 2 03 28
CDMA 1900; modulation b)
1845 GSM 1900; 217 Hz
1700-1990 | DECT;
LTE Band 1, 3,
1970 4, 25;
UMTS
Bluetooth, Pulse 2 0.3 28
WLAN, modulation b)
2450 2400-2570 | 802.11 b/g/n, 217 Hz
RFID 2450,
LTE Band 7
5240 WLAN 802.11 | Pulse 0.2 0.3 9
5240 5100-5800 | a/n modulation b)
5785 217 Hz
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.

d. For some services, only the uplink frequencies are included.

e. The carrier shall be modulated using a 50 % duty cycle square wave signal.

f.  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

Vim.

Classification According to EN 60601-1:2006/A1:2013

[O] Category Il (Double Insulation)
4 Type B Equipment
IP21 Degree of Protection Against Dripping Water
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Indications

Indications

This type of drug intake system is recommended for drugs to be inhaled directly as

aerosol, but it is suitable for drugs that can be converted into aerosol form.
Kompresorlli Nebulizatdrler, su kosullarin tedavisinde kullanilabilirler:
Compressor Nebulizers can be used to treat the following conditions:

« Asthma
« Chronic Obstructive Pulmonary Diseases
« Cystic Fibrosis

« Respiratory Infections
« Room Humidification
« Humidification of breathing air Drug Nebulization

« Specific and Non-specific lung diseases

« Bronchial Asthma
« Acute and Chronic Bronchitis
« Pneumonia

Contraindications

Sensitivity and cardiotoxicity to propellants are considered as a contraindication to

the use of this device.

Inhaler should not be used for patients who do not provide adequate inhalation during

breathing. It should not be used in newborns and premature children who are

unconscious

The device has no direct side effects. The important thing is to use medication

according to the prescription given by the doctor.

o)

€

CE Mark, 93/42/EEC Directive
suitable product(2292)

‘T‘ Store in a dry place.

B Type Equipment

SN  Serial number

Category Il Medical Device
(Double Insulation)

1P 21 Degree of Protection Against Dripping Water

See user manual.

u Manufacturer Company Information

Attention ! Some for this device

There are warnings and precautions.

AC ’\, Alternative current

Y
(]
&)
N
o

2011/65/EU ve 2012/ 19 / EU According to the directive, this device is
and recycling of electronic equipment should be taken to the points.
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WARRANTY

Thank you for buying the product, MEDISEC SMART MDS-1000. This
product is manufactured with great care and superior quality materials.
Itis designed to meet your requirements as long as it is used correctly
and maintained in accordance with the instructions in the manual.

MEDISEC provides a 2-year warranty for this product, which starts on
the date of purchase. The production, workmanship and material
quality of this product is guaranteed by MEDISEC. During this warranty,
MEDISEC will not demand any costs for parts, labor, repair or
replacement of problematic products or parts.

Conditions not covered by the warranty:

a. Shipping risks and costs.

b. Repair costs incurred by unauthorized persons and / or defects
resulting from repair by unauthorized persons.

c. Periodic maintenance and controls.

d. Failure or wear of the optional parts or parts other than the main unit,
apart from the ones within scope of the warranty which are expressly
stated above.

If you need a service under warranty, contact the dealer from whom you
purchased the product or an authorized MEDISEC dealer. For the
address, refer to the product box, booklets, or the retailer.

Repairs or replacements under the warranty do not resultin an
extension or renewal of the warranty period. Warranty service is
provided if the product is shipped with the original invoice/receipt given
to the consumer from the seller. MEDISEC reserves the right to refuse
warranty service if the information provided is not clear.

Medisec Tibbi Cihaz ve Uriinleri
Ithalat Ihracat San. ve Tic. Ltd. Sti.
Baspinar (Organize) 0SB Mahallesi
Manufactured By 0.5.B. 2. Bolge Celal Dogan Blv. No:40
Sehitkamil / GAZIANTEP / TURKIYE
Tel: +90342 3378875
Fax: +90 342 337 8876
www.medisec.com.tr

Distributor
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