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Bu iiriin medikal bir cihazdir. Cihazi kullanmadan once kullanim

kilavuzunu dikkatli sekilde okuyun ve doktorunuzun tavsiyesi

dogrultusunda kullanin.

1. Uriin Tanitima

Nimo® Tasinabilir Mesh Nebulizator astim, KOAH, kronik larenjit, larenjit, tist solunum yolu
enfeksiyonlari, alerjiler gibi solunum rahatsizliklarinin tedavisinde kullamilmak amaciyla

tasarlanmistir.

HNK-MESH-01, elektrik enerjisini mekanik enerjiye dontistiiren piezzo elemani ile
birlestirilmis tizerinde mikrometre boyutlarinda delikler bulunan aktif titresimli mesh
teknolojisi ile s1v1 haldeki ilaglar1 aerosol bugusuna doniistiirerek solunum vasitasiyla viicut

iceresine alinmasini saglamaktadir.
Cihaz her yastan hastanin kullanimi i¢in uygundur.

Aktif titresimli mesh teknolojisi ile Nimo® Tasmabilir Mesh Nebiilizator hastay1 rahatsiz

etmeden, sessiz ve hizli sekilde ilac1 hastaya verebilmektedir.

HNK-MESH-01 kullanimi1 kolay, hafif ve ergonomik bir yapiya sahip olup, evde, isyerinde,

seyahatlerde rahatlikla kullanabilmeniz i¢in tasarlanmustir.

2. Uriin Ozellikleri

AKktif titresimli mesh teknolojisi ile yiiksek yogunlukta buhar gikis.
2.5 um MMAD degeri ile etkili tedavi.

Minimum ilag kalintisi.

Diistik giic tiiketimi ve sessiz ¢alisabilme.

Tam sarj ile 60 dk. kullanim imkani.

Uzun omiirlii sarj edilebilir Li-Titanate batarya teknolojisi.
USB kablo ile 90 dakikada sarj edilebilme 6zelligi.

10 dk. igerisinde otomatik kapanma.

Kolay takilip-cikarilabilir ilag kabi tasarimu.

Hafif ve taginabilir mini kompakt dizayn.
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3. Cihaz Teknik Ozellikleri

Uriin Ads

Tasimabilir Mesh Nebulizator

Model Numarasi

HNK-MESH-01

Calisma Metodu

Aktif Titresimli Mesh Teknolojisi

Nominal Calisma Gerilimi

DC 5.0V 1A veya Dahili Batarya

Giig Tiiketimi 4.0W

Dahili Batarya Lityum Titanat Batarya 2,4 V 1000 mAh
Nebulizasyon Hizi 0.5 +0.15 ml/dk

MMAD 2.5+30%um

Titresim Frekansi 120 kHz+10 kHz

Ilag Kab1 Kapasitesi 10 ml

Calisma Ortam Kosullar1

Sicaklik: 5°C —40°C
Nem orant: <80%R.H.
Atmosfer Basinci:(86-106) kPa

Saklama ve Tasima Kosullar1

Sicaklik: -20°C-55°C
Nem oranit: <80%R.H.
Atmosfer Basinci: (70-106) kPa

Elektriksel Giivenlik Sinif1

Simaf I1

Tip BF Tipi Uygulanabilir Parcalar
Kat1 ve S1vi Koruma Sinif1 P22
Ses 2.3 dBA
Boyut 41mm(B)x45mm(E)x91mm(Y)
Agirlik 110 gr (Batarya Dahil)
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4. Cihaz Tasarimi ve Ozellikleri

a) Cihaz Gorseli ve Parcalar1

1 flag Kab1 Kapag: 6 Cihaz Agma/Kapama Tusu
2 flag Kab (Led Isik Gostergesi)
3 Mesh Disk 7 USB Kablo
4 Ila¢ Kab1 Cikarma Tusu 8 Yetiskin ve Cocuk Maske
5 Cihaz Ana Unitesi 9 Ag1zlik
b) Tus Ozellikleri
Tus Fonksiyonu
. Cihaz agma ve kapama
PRESS Tla¢ Kab1 Cikarma Tusu
5
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¢) Led Isik Gostergesi ve Anlamlar:

L

@ Mavi Isik: Cihaz Calisiyor

o Yesil Isik: Cihaz Sarj Oluyor

Isik Yok: Cihaz Calismiyor

5. Cihaz Kurulum Talimatlari

A Kurulum yapmadan once tiim parcalar1 temizleyiniz ve dezenfekte ediniz.
1) Once Tiim Paketi A¢in, Ardindan Cihazi Ve Aksesuarlar1 Cikarin

2)ila¢ Kabini Cihaz Ana Unitesine Yerlestirme

(" )

lag kabini resimde gosterildigi gibi cihaz ana govdesi
tizerinde yer alan yuvaya denk gelecek sekilde tisten

yerlestirin ve asag1 dogru itin.

& Klik sesi ile ila¢ kabmin tam olarak yerlestiginden emin

olun.

- J

K01/03/23.12.2021



3)Aksesuarlarin Takilmasi

Maskeyi resimde gosterildigi gibi cihazin konektor kismina

Q iterek takiniz. Tam olarak oturdugundan emin olunuz.

Ag1z1181 resimde gosterildigi gibi cihazin konektor kismina

d|

iterek takiniz. Tam olarak oturdugundan emin olunuz.

6. Cihaz Giig¢ Secenekleri

AC/DC Sarj Adaptorii (Uriin ile Birlikte Gelmez)

» Cihaz adaptor ile donatilmamus, liitfen GB 9706.1-2007 veya IEC60601-1
gereksinimlerine uygun standartta adaptor kullaniniz.
> Gii¢ adaptoriiniin teknik parametreleri, DC 5.0V / 1.0A ¢ikist ile uyumlu olmalidir.

» Cihazin giig sistemi, sarj edilebilir lityum titanat pil ile donatilmistir.
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Cihazin Sarj Edilmesi

USB kablosunun bir ucunu yandaki resimde gosterildigi
gibi cihaz tizerindeki mikro USB konektore, diger ucunu

ise sarj adaptoriine takiniz. Cihaz sarj edilirken nominal

calismasina devam etmez.

» Disiik pil seviyesi cihaz tarafindan ilk algilandiginda, mavi 151k 5 kez yanip sonerek
atomizasyon islemi durdurulur ve sonra cihaz kendisini otomatik olarak kapatur.

» Cihaz yeniden sarj olana kadar her agilista atomizasyon kapali bir sekilde mavi 151k
gostergesi 5 kez yanip soner ve cihaz kendini otomatik olarak kapatur.

» Bu durumda, cihazi sarj ediniz. Sarj siiresi 5V / 1A akimi altinda yaklasik 1.5 saattir.

A\

Cihazi sarj edebilmek igin sarj adaptorii kullaniniz. Cihaz sarj olurken yesil 151k yavas
yavag yanip soner.

Cihaz tam olarak sarj oldugunda yesil 1s1k siirekli yanacaktir.

Cihaz, tam sarjli durum da stirekli ¢calisma siiresi yaklasik 60 dakikadr.

Cihaz pil 6mrii yilda 3000 kez sarj/desarj imkan ile 5 yildur.

>

>

>

» Cihaz kullanmasaniz bile ayda 1 kez sarj/desarj etmeniz tavsiye edilir.
A Cihazi1 ve ekipmanlar1 sokmeyiniz veya onarmayiniz.

Dahili sarj edilebilir pili sokmeyiniz ve degistirmeyiniz. Sarj edilebilir pili

degistirmeniz gerekirse, liitfen Hiinkar Ecza Ve Medikal Sirketine danismiz.
A Cihazin sarj islemi tamamlandiktan sonra sarj adaptoriinii prizden ¢ikartin.

A Kullanim Omrii tamamlanan cihaz ve aksesuarlari ¢evre koruma ve geri doniisim

yonetmeliklerine uygun bertaraf edin.
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7. Cihaz Kullanim Talimatlar1

A Cihaz her kullanimdan 6nce tiim parc¢alari temizleyiniz ve dezenfekte ediniz.

1)ila¢ Doldurma

Kapag
Yukari Ila¢ Kabina
Dogru flact
Cekerek Koyunuz
Cikartiniz

Kapag Saat
Yonunin
Tersine
Ceviriniz

Kapagi Saat
Yoniinde
Cevirerek
Kapatiniz

A flac1 koyarken doktor tavsiyesine uyunuz ve ilag kabinin maksimum kapasitesini

gecmeyiniz. Maksimum kapasite ilag kabi 6lgeginde 10 ml olarak belirtilmistir.

A flac1 ilag kabina koyduktan sonra dokiilmemesi i¢in ila¢ kab1 kapagini tedavi stiresi

boyunca kapali tutunuz.

2)Tedavi
a. Cihazi ag/kapa . tusuna bir saniye basili tutarak cihazi a¢in ve mavi 1s181nda

yandigindan emin olun.
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b. Cihazi tedavi esnasinda dik tutun ve mesh kismindan buharin diizgiin ¢iktigina emin
olun.

c. Kullania kisisel ihtiyaglaria gore ilact asagidaki iki farkl yolla kabul edebilir.
*Maske Ile Tedavi

Maskeyi yandaki resimde gosterildigi gibi ag1z

J l | ve burnunuzu kaplayacak sekilde takin.

Normal nefes almaya devam edin.

*Ag1zlik Tle Tedavi

N

Ag1zlik kismini yandaki resimde gosterildigi
gibi dislerinizle dudaginizin arasina
—— :L yerlestirin ve agizdan normal nefes almaya

devam edin.

. J

d. Nimo® Tasinabilir Mesh Nebulizatoriin nominal ¢alisma stiresi 10 dk. Bu siire
bitiminde cihaz otomatik olarak kapanir. Eger cihazi kullanmaya devam etmek
istiyorsaniz a¢ / kapa @ tusuna yeniden basmiz. Liitfen ila¢ kabinda ilag
oldugundan emin olunuz.

e. Islem bittikten sonra cihaz kapatmak i¢in a¢ / kapa . tusuna basmiz ve ¢alismay1

durdurunuz. Ila¢c kabinda arta kalan tortuyu bosatiniz ve tekrar kullanmayiniz.

A Cihazi tedavi sirasinda 45° fazla egik pozisyonda kullanmamaniz tavsiye edilir.

10
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A Nebulizasyon islemi devam ederken hafif salinim kullanimi etkilemez ama cihazi

sallamayiniz.

& Tedavinize doktorunuzun tavsiyesi altinda devam ediniz. Tedavi sirasinda sakin ve

rahat olunuz.

A Mag, kullamimdan sonra ilag kab1 konektorii veya mesh diskin etrafinda tortulasacak ve
nebulizasyon performansini etkileyecektir. Bu durumda nebulizayon durdurulmal ve ilag
kabu ile birlikte aksesuarlar ¢ikarilmalidir. Ardindan olusan tortu cihaz temizleme talimatlarina

uygun olarak temizlenmelidir.

8. Temizleme ve Dezenfekte Etme

& Eger ila¢ kab1 dogru sekilde ve sik sik temizlenmez ise enfeksiyon riski olusabilir.

A Her kullanimdan sonra ila¢ kabimi, ila¢ kabi1 kapagimi, agizlik ve maskeleri

dezenfekte ediniz.

A Cihaz1 temizlemeden once eger sarj oluyorsa sarj islemini sonlandirin ve USB kabloyu
cihazdan ¢ikartin.

Temizleme ve dezenfekte icin 6zel yontemler asagidaki gibidir:

Her Kullanimda Temizli

Cihaz1 her tedaviden sonra 1lik saf su (40° C'nin altinda) ile temizleyin.

1) Cihazm aksesuar parcalarini (ag1zlik, maske, usb kablo vb.) ¢ikartin.

2) Ilac kabinn icerisindeki kalint: ilac1 bosaltin.

3) Ilag kabina sicakligi 40 °C 'den fazla olmayacak sekilde 1lik saf su dékiin.
4) Cihazi 1lik saf su ile meshi temizlemek icin 2 dk. ¢alistirin.

5) Cihazm giiciinii kesiniz.

11
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6) Daha sonra ilag kabin1 asagida gosterildigi gibi cikartin.

E =]
T i

a) PRESS tusuna basiniz. b) ilag kabini yukari dogru cikartiniz.

7) Ilag kabini 1lik saf su ile iyice temizleyin.

8) Temizlenen ilag¢ kabini gazl bez ile kurulaym. Elektrotlarin tamamen kurulandigindan
emin olun.

9) Cihazin ana govdesini gazli bez veya nemli bez ile temizleyiniz. Elektrotlarin tamamen
kurulandigindan emin olun.

10) Tiim pargalarin temizledikten sonra tamamen kurulandiklarindan emin olun.

A Temizleme sirasinda mesh diskin hasar gérmemesi i¢in keskin veya sert cisimler

kullanmayiniz ve mesh diske kesinlikle temas etmeyiniz. Mesh disk iizerine dogrudan

o T ———

su tutmayiniz.

\-——————‘

A Cihaz ana govdesi tamamen elektronik bir {iriin olmasi sebebiyle herhangi bir sivi ile

dogrudan temas ettirmeyiniz.
A Parcalar1 bulasik makinesinde yikamayin.

A Pargalar1 mikro dalga ile kurutmayin.

Dezenfekte Etme
12
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Cihazin her kullanimindan sonra ila¢ kabmni, ilag kabi kapagmi, agizligi ve maskeleri

dezenfekte etmek cok onemlidir.

1) Ilag kabini, ilag¢ kab1 kapagini, agizlik ve maskeleri 1lik saf su (40 °C'nin altinda)
temizleyiniz.

2) Sonra ilag kabiny, ilag kab1 kapagini, agizlik ve maskeleri kaynatilmis (distile su) 1lik saf
su (40° C'nin altinda) icerisinde 30 dk. bekletin ve her parcayr kaynatilmis (distile su)
ilik saf su ile yikayin.

3) Ardindan yikanan bu pargalar1 %75 oraninda etil alkol ile 1 dk. boyunca temizleyin.

4) flag kabim, ilag kab1 kapagini, agizlik ve maskeleri cocuklarin ulagsamayacaklari yerde
havlu lizerinde temiz havada kurumasi icin bekletin.

5) Tim pargalarin iyice temizlendiginden ve kurulandigindan emin olun.

A Alkol yanic1 bir maddedir bu nedenle alkol ile temizlik esnasinda atesten uzak durunuz.

9. Bakim ve Ipuclar

» Mesh nebulizatorii ve aksesuarlar1 asindiric sivilara ve gazlara maruz birakmayiniz.

> Kesici, delici nesneler ve el ile cihazin mesh kismina dokunmayiniz. Aksi halde bu
durum mesh kisminda kalic1 hasara neden olarak cihazi kullanilmaz hale getirebilir.

» Cihazda olusabilecek bir zarar1 onlemek ve giivenliginiz i¢in tedavi sirasinda cihaza sivi
koymayinz.

» Cihaz, ila¢ kabini ve aksesuarlar: dogrudan giines 1s1§1na maruz birakmayin.

» Cihaz, ila¢ kabimni 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.

» Cihaz1 sokmeyiniz, tamir etmeyiniz ve cihaz tizerinde herhangi degisiklik yapmayinz.
Aksi takdirde bu durum elektrik carpmasina, sizintiya veya yangina neden olabilir.

» Cihazin hasar gormesi veya kazara suya diismesi durumunda cihaz1 asla
kullanmayiniz.

f Cihaz kullanilirken, herhangi bir sorun olusursa liitfen ilk 6nce sorun giderme

boliimiine bakiniz. Sorunun devam etmesi durumunda yetkili servisine bagvurunuz.

13
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10. Cihaz Teknik Verileri

>

Bu cihaz EN ISO 27427:2019 Anestezi ve solunum cihazlar1 — Nebiilizasyon sistemleri ve
bilesenleri standardina uygun tiretilmistir.

Cihazin sahip oldugu nebulizasyon sistem verileri asagidaki tabloda belirtilmistir.

MMAD (Partikiil Boyutu) 2.5+30%um
Nebulizasyon Hiz1 0.5 +0.15 ml/dk
GSD(Geometrik Standart Sapma) 2.42

5 um Altindaki Partikiil Boyut Orani >%75

Asagidaki grafikte yatay eksen aeorosol partikiil boyut degeridir. Sol dikey eksen, egrinin

ylikselen egilimine karsilik gelen hacmin kiimiilatif oramidir.

o 0,99
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|5 ry
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3 W
c
'_
[7)]
g %
2 050 /
z S
z
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. 1
g * 7
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Particle Size , um

%50 kiimiilatif partikiil kiitlesi i¢in partikiil boyutu (¢ap1)(em) MMAD’1n kiigiik olmasi
istenilen bir 6zelliktir; nebiilizator ¢ikisinda aeorosol igindeki zerrecik ¢aplarinin alt
solunum yollarina ulasabilecegini gostermektedir.

Cihazda, 5 om ve alt1 zerrecikler ¢ikistaki aerosoliin yaklasik %75ini ve daha tizerini
olusturmaktadir.

GSD, aerodinamik partikiil boyut dagilimini gosterir ve bu cihaz igin 2.42 olarak

hesaplanmuistir.

14
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11. Kontrendikasyonlar ve Endikasyonlar

¢ Kontrendikasyonlar: tedavinin uygun olmadigini durumlardair.

Bu cihaz Pentamidin ilaglar i¢in uygun degildir.
Akciger 6dem hastalariin kullanimai i¢in uygun degildir.

Akut akciger damar tikaniklig1 durumlarinda kullanimi uygun degildir.

Endikasyonlar: tedavinin uygun oldugu durumlardir.

Astim, KOAH, kronik larenjit, larenjit, {ist solunum yolu enfeksiyonlari, alerjiler
gibi solunum yolu rahatsizliklarinin tedavisinde sivi haldeki ilaglar1 aerosol

bugusuna doniistiirerek solunum ile viicut i¢ine vermek icin kullanilir.

Yan etkileri:

Cihaz olarak bir yan etkisi tanimlanmamaistir. Cihaz ile kullanilan ilaglarin yan

etkileri ise kullanilan tirtinlerin kullanim talimatlarinda ayrica tanimlanmaktadir.

Hasta popiilasyonu
Uriin yetigkin, pediatrik, bebeklerde kullamlabilir.
Cihaz her yastan hastanin kullanimina uygun olarak tasarlanmistir ancak bebekler,

kiiglik cocuklar ve 6zel bakim gerektiren kisilerin cihazi yetiskin kisi kontrolii

altinda kullanmalar1 gerekmektedir.

Amaclanan Kullanici:

Doktor, hemsire ya da terapist gibi yasal lisansh tip uzmanlarinin talimatlari
dogrultusunda hastanin kendisi, hasta bakici veya evde tedavi icin nitelikli tibbi

uzmanlar bu cihazi kullanabilir.

Kullanic1 ayrica, cihazin genel ¢alisma esaslarini ve cihaz kullanim kilavuzundaki
talimatlar1 anlayabilecek durumda olmalidur.
e Uyarilar:
A Cihaz1 kullanmadan 6nce koruyucu ekipmanlari ¢gikartiniz.
f Bu cihaz doktor kontrolii altinda solunum yolu tedavisi i¢in kullanilir. Cihazi amaci
disinda kullanmayiniz.

15
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> B B BB B> BB BB BB

Eger cihazi kullanirken kendinizi rahatsiz hissederseniz cihazi kullanmay1 birakiniz

ve doktorunuzdan yardim isteginiz.

Liitfen orijinal pargalar1 ve aksesuarlar:1 kullanmniz. Orijinal aksesuarlar disinda ve
kullanicinin kisisel sebeplerinden kaynaklanan hasarlar i¢in garanti hizmeti

saglanmaz.

Cihazi kullanmadan 6nce tiim aksesuarlarin galisir vaziyette oldugundan emin

olunuz.

Eger cihazi yliz maskesi ile kullaniyorsaniz, her tedaviden sonra cildinizde

olusabilecek ilag¢ kalintisin1 6nlemek i¢in yiiziintizii yikayinz.

Her bir kullanict maske, agizlik ve ilag kabi icin bireysel sarf malzemelerini

kullanmalidir.

Kullanilmasi halinde cihaz sarj adaptoriinii prize 1slak el ile takmayn ve

¢ikarmayin.

Cihazi kullanim kilavuzu ve iirtin kutusu tizerinde tanimlanmis olan depolama ve
tasima ortam sartlarinda muhafaza edin, ¢alisma ortam kosullarma sahip

ortamlarda kullaniniz.
Cihaz USB kablosunu bogulma tehlikesine kars: ¢ocuklardan uzak tutunuz.

Cihazi kullanirken ilag haznesindeki sivinin mesh diske tamamen temas ettiginden

emin olunuz.

Cihazi kullanirken 45 dereceden fazla egik tutmaymniz, tedavi sirasinda agiri
hareketlerden kagininiz. Cihazi sallamayiniz, darbelerden, diismelerden

koruyunuz.

Cihazm kullanimi ve satin alinmas: doktor tarafindan tavsiye edilmelidir, liitfen ilag

tipine, dozuna ve kullanim sekline iliskin doktor tavsiyelerine basvurunuz.

Sivi igerisine diismiis cihazlar: ¢calistirmayiniz ve sarj etmeyiniz. Boyle bir durumda

en yakin yetkili servise basvurunuz.

16
K01/03/23.12.2021



12. Saklama ve Tasima

» Cihaz, paketiyle birlikte iyi havalandirilmis bir odada -25 ~ 50 °C sicaklikta 80% nem
oranini asmayacak ortamda saklanabilir.
» Cihazin yukarida belirtilen depolama kosullarinda 5 y1l gegerlilik stiresi vardir.

> Paketi tasima esnasinda 1slanmaktan, darbelerden ve ezilmelerden koruyunuz.
A Cihaz1 ¢ocuklarin uzanamayacag yerlerde saklaymiz.

A Cihaz1 giines 1s181ndan ve agindiricl gazlardan muhafaza ediniz.
Kutu Icerigi;

o Bir adet Nimo® HNK-MESH-01 taginabilir mesh nebulizator
o Kullanim kilavuzu
o Garanti belgesi
Kutu i¢inden ¢ikan Aksesuarlar;
o USB kablo (1 Adet)
o Yetigkin maske (1 Adet)
o Cocuk maske (1 Adet)
o Agizlik (1 Adet)

17
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13. Sorun Giderme

Sorun Coziimler

< Cihazn sarj durumunu kontrol ediniz.
Cihaz agitk mod iken ¢alismiyor. & [lac kabinin cihaza dogru takilip takilmadigim
kontrol ediniz.

& [la¢ kabinin, suda ¢oziinebilir, asindirict
olmayan dogru ilagla doldurulup
doldurulmadigini kontrol ediniz.

& [lag kabinda dogru hacimde ilag olup
olmadigini kontrol ediniz.

Diisiik buhar ¢ikisi veya buhar & Mesh tikanmuis olabilir, ilag¢ kabinin icine 3-6 ml

cikist yok. su ile 2 veya 3 damla beyaz sirke damlatiniz. Bir
sonraki seferde cihazi kullanmak i¢in ilag kabini
temizleyiniz ve dezenfekte ediniz.

# Cihazin sarj durumunu kontrol ediniz.

& flag kabinin cihaza dogru takilip takilmadigim
kontrol ediniz.

Mavi 151k 5 kez yanip sonerek < Cihazn sarj1 bitmek {izere cihaz sarj etme
cihaz kendini kapatiyor. talimatlarin izleyin.
& flag kabinin cihaza dogru takilip takilmadigim
Mavi 151k 3 kez yanip soniiyor ve kontrol ediniz.
cihaz kendini kapatiyor. @ [lag kabi icerisinde ilag olup olmadigini kontrol
ediniz.

Onerilen ¢oziimler sorunu gidermez ise cihazi asla onarmaya ¢alismayiniz ve en yakin

yetkili servise bagvurunuz.

14. Garanti Sartlar1 ve Satis Sonrasi Destek

Cihazin garanti siiresi satin alindig tarihten itibaren 2 yil, ilag kab1 garanti stiresi ise

satin alindigi tarihten itibaren 6 aydir.

Uriin kullanim kilavuzunda tanimlan sekilde kullanimi ve pillerin uygun sarj/desarjt

edilmesi sonucu beklenen tirtin 6mrii 5 yildir.

! Upyar: Eger cihaz kullania1 tarafindan acilmais, zarar gérmiis ya da tamir edilmeye

calisilmis ise garanti kapsamina alinmaz.

(2 )

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

unutmayiniz.
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15. EMC (Elektromanyetik Uyumluluk) Beyam

Bu cihaz radyo frekansinda (RF) enerji iiretmekte, kullanmakta ve yaymaktadir. Bu ekipman
kilavuzda belirtilen sekilde kurulmadiginda ve kullanilmadiginda, elektromanyetik girisime

neden olabilir.

Bu cihaz Medikal Uriinler igin EN-60601-1-2 Standardina uygun sekilde test edilmis ve kabul
edilebilir limitlere uygunlugu belirlenmistir. Bu limitler, cihaz kilavuzda belirtildigi sekilde
kullanildig takdirde, cihazin elektromanyetik girisime (EMC) kars1 kabul edilebilir seviyede

koruma sagladigini gostermektedir.

Bu cihaz, tasinabilir ve mobil RF iletisim aygitlarindan etkilenebilir. Bu cihaz, baska ekipmanla

birlikte saklanmamalidir.

Bu cihaz ve EMC hakkinda daha fazla bilgi edinmek i¢in asagidaki tablolara bakiniz

Kilavuz ve imalat¢inin bildirimi- elektromanyetik emisyonlar

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

Emisyon testi Uyumluluk Elektromanyetik ortam- kilavuz

Bu cihaz, RF enerjisini sadece dahili iglevleri i¢in kullanir. Bu nedenle, RF
Grup 1 emisyonlari ¢ok dusuk olup yakindaki elektronik cihazlarda herhangi bir girisime
neden olmasi beklenmez.

RF emisyonlari
CISPR 11

RF emisyonlari
CISPR 11

Harmonik
emisyonlar

IEC 61000-3-2
Voltaj
Dalgalanmasi /
Titresim Uyumludur
emisyonlari
IEC 61000-3-3

Sinif B

Sinif A Bu cihaz evlerde ve ev kategorisindeki binalarda kullaniimak tizere dagitimi
yapilan dislk voltajli sehir sebekesine dogrudan bagli olanlar dahil tim
kuruluslarda kullaniimaya elveriglidir.
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Kilavuz ve imalatcinin bildirimi- elektromanyetik bagisiklik

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

Batisiklik Testl IEC 60601 Uyumluluk Elekt fik ot il
agisikhk Testi Test seviyesi Seviyesi ektromanyetik ortam- kilavuz
. . + 8 kV temas + 8 kV temas Zeminler tahta, beton veya seramik karo
Elektrostatik desarj O S .
(ESD) d0§9|l O|ma|IdI[. entetik malzemeyle kapli
+2 kV, +4 kV, +2 kV, £4 kV, zeminlerde bagil nem orani en az %30
IEC 61000-4-2 +8 kV,+x15 kV hava +8 kV, +15 kV hava olmalidir.
Gug kaynagi hatlan Gug kaynagi hatlar igin
icin £ 2 kV +2 kV
Elektrik hizli
gegcici/pargalanmali Giris/cikis hatlar igin Giris/cikis hatlar igin + Sebeke glicu kalitesi, tipik ticari veya hastane
bagisiklik +1kV 1 kv ortami kalitesinde olmalidir.
IEC 61000-4-4 Tekrarlama Frekansi Tekrarlama Frekansi

100 kHz

100 kHz

Hat — Hat Arasi

Bosalma +0,5kV, £ 1kV +0,5kV, £ 1kV

IEC 61000-4-5

Hat - Toprak arasi

Bosalma +£0,5KV, £1KkV, £0,5kV, £1kV,
+2kV +2kV

IEC 61000-4-5

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

Giris hatlan glg
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% UT;25/30 devir
Tek faz: 0°

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

Giris hatlan glg
kaynagindaki gerilim
kesintileri

IEC 61000-4-11

0% Ur;250/300 devir

0% Ur;250/300 devir

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

Gl frekansi
(50/60 Hz) manyetik
alani

IEC 61000-4-8

30 A/m
50Hz/60Hz

30 A/m
50Hz/60Hz

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

Not: Ur test seviyesinin uygulanmasindan énceki AC sebeke voltajidir.
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Kilavuz ve imalatcinin bildirimi- elektromanyetik bagisiklik

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

Batisiklik Testl IEC 60601 Uyumluluk Elekt tik oft kil
agisikhik Testi Test seviyesi Seviyesi ektromanyetik ortam- kilavuz
Tasinabilir ve mobil RF iletisim ekipmani, kablolar

) da dahil olmak tizere bu cihazin herhangi bir
lletilen RF 150 kHz ile 80 150 kHz ile 80 MHz pargasina, verici frekansi igin gegerli olan
IEC 61000-4-6 MHz arasinda arasinda denklemle hesaplanmig 6nerilen ayirma

3Vrms 3Vrms mesafesinden daha yakin olmamalidir.

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

amator radyo amator radyo —

bantlari iginde) bantlari iginde) d 0'35@

d =1.2vVP 80 MHz ile 800 MHz
80 % AM 1kHz'de 80 % AM 1kHz'de d = 1.2\/? 800 MHz ile 2.7 GHz
d = 2.3VP

Burada “P” verici Ureticisine gére watt (W)
cinsinden vericinin maksimum ¢ikis derecesi ve “d”
Isinan RF 10 V/m 10 V/m ise metre (m) cinsinden Onerilen ayrim mesafesidir.

IEC 61000-4-3 80 % AM 1kHz'de 80 % AM 1kHz'de Elektromanyetik bir alan incelemesi? ile belirlenen
sabit RF vericilerinin alan gucd, her frekans

araligindaki uyum diizeyinden az olmalidir.d

Asagidaki sembolle isaretli donanimin yakininda
parazit olusabilir:

()

Not 1: 80 MHz ve 800 MHz'de, daha yiiksek olan frekans araligi gecerlidir.
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 yayinlari ve TV yayini gibi sabit
vericilerden gelen alan gugleri, teorik agidan énceden dogru olarak tahmin edilemez. Sabit RF vericileri nedeniyle
elektromanyetik ortami degerlendirmek icin bir elektromanyetik yer incelemesi dugtnulmelidir. Bu cihazin kullanildigi
yerdeki Olglilen alan giicl, yukaridaki gegerli RF uyumluluk diizeyini bu cihazin ¢alismasinin normal oldugu,
g6zlemlenerek kontrol edilmelidir. Anormal bir performans gozlenirse, bu cihazin yonina veya yerini degistirmek gibi
ilave 6nlemler gerekebilir.

b. 150 kHz ile 80 MHz arasindaki frekans araligi Gzerindeki alan giiglerinin 3 V/m’den az olmasi gerekir.

Akim enjeksiyon kelepgelerinin kalibrasyonlari, 150Q sistemde yapilmalidir.

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

e. Giris anma akimi, faz basina 16 A’e esit ve dusuk cihazlar ve giris anma akimi faz basina 16 A’den yuksek medikal
cihazlar igin uygulanir.

134
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Tasinabilir ve mobil RF iletisim ekipmanlari ile bu cihaz arasinda énerilen ayirma mesafesi

Bu cihaz, yayilan RF girisimlerinin kontrol edilebildigi elektromanyetik ortamda kullaniimak amaciyla tasarlanmistir. Bu
cihazin sahibi veya kullanicisi elektromanyetik parazitten korunmak icin taginabilir ve mobil RF iletisim aygitlari (vericiler) ile
bu cihaz arasinda, iletisim ekipmaninin maksimum c¢ikisina bagli olarak, asagida 6nerilen minimum mesafeyi muhafaza

etmelidir.
Vericinin frekansina gére ayirma mesafesi
_ (m)
Vericinin hesaplanan == a0 Vg 150 kHz ile 80 MHz 80 MHz ile 800 MHz 800 MHz ile 2.7 GHz
maksimum ¢ikis o e
iicii (W) (ISM ve amator radyo | (ISM ve amator radyo
9 bantlari disinda) bantlari disinda)
d =1.2VP d = 0.6VP d=1.2VP d=23VP
0.01 0.12 0.06 0.12 0.23
0.1 0.38 0.19 0.38 0.73
1 1.2 0.6 1.2 2.3
10 3.8 1.9 3.8 7.3
100 12 6 12 23

Yukaridaki listede yer almayan maksimum ¢ikis glicu 6lgulen vericiler icin vericinin frekansina uygun denklem
kullanilarak énerilen ayirma mesafesi d metre (m) cinsinden hesaplanabilir; burada P verici Ureticisi tarafindan verilen

watt (W) cinsinden maksimum verici ¢ikis glici oranini gdstermektedir.
Not 1: 80 MHz ve 800 MHZz'de, daha yuksek frekans aralidi i¢in 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 amator
radyo bantlar 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 yonergeler her kosulda gecerli olmayabilir. Elektromanyetik yayilma; binalar, nesneler ve insanlar tarafindan
emilim ve yansitiimadan etkilenir.
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Kilavuz ve imalatcinin bildirimi- elektromanyetik bagisiklik

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

Isinan RF Test Bant a) Servis a) Modiilasyon b) Modiilasyon b) Mesafe Bagisiklik Test
IEC 61000-4-3 Frekansi | (MHz) (W) (m) Seviyesi
(RF kablosuz (MHz) (V/m)
haberlesme TETRA 400 Darbe 1.8 0.3 27
cihazlarina 385 380-390 Modiilasyonu b)
kutu"bag|_§|kll_k 18 Hz
test ozellikleri) GMRS 460, FM c) > 03 28
450 380-390 FRS 460 15 kHz sapma
1 kHz Sinus
710 LTE Bandi Darbe 0.2 0.3 9
745 704-787 13.17 Moddlasyonu b)
780 217 Hz
810 GSM 800/900, | Darbe 2 0.3 28
TETRA 800, Moddlasyonu b)
870 800-960 IDEN 820, 18 Hz
930 LTE Bant 5
1720 GSM 1800, Darbe 2 0.3 28
CDMA 1900, Moddlasyonu b)
GSM 1900, 217 Hz
1845 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 Moddulasyonu 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 disurilebilir. 1'm test mesafesi IEC 61000’e gore 1 mt test mesafesi izin verilir.

a. Bazi servisler igin yalnizca gonderim frekanslari dahil edilmistir.

b. Tasiyici sinyali; %50 duty cycle’a sahip kare dalga sinyali ile modile edilmistir.

c¢.  FM modilasyonuna alternatif olarak, 18 Hz de %50 darbe moddlasyonu kullanilabilir, ¢linkli gergek modiilasyonu
temsil eden en kot senaryoyu olusturur.

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

E = 6/dVP

Burada P, Watt cinsinden maksimum glicii, d ise m cinsinden minimum ayrilma mesafesini ve E, V/m cinsinden
BAGISIKLIK TEST SEVIYESINI géstermektedir.
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16. Semboller Ve Tanimlamalari

q

1984

EC 93/42/EEC yonergesi uyarinca CE isaretlemesi ve onaylanmis kurulus
numarasi (1984)

l

Uretici Firma Bilgileri

l

Uretim Tarihi

Sinif II Cihaz

BF Tipi Uygulanabilir Parcalar

&

Kullanim Kilavuzunu Okuyunuz

[
R
oT

L LOT Numarast
IP kodlu cihaz: Cihaz1 12.5 mm’den biiyiik kat1 cisimlere ve 15° kadar
IP22
damlayan siviya karsi korumali.
REF| | Uriin model numarast
SN | | Uriin Seri Numarasi

124

2002/96/EC elektronik ve Elektrikli aletler yonergesine gore cihaz kullanim
omriinii tamamlandiktan sonra cihaz ve pargalarin ¢ope atilmasi yasaktir.
Imhasi icin yerel yonetimlere bagvurulmalidir,
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17. Cihaz & Dis Kutu Sembolleri Ve Tanimlamalar1

A Uyari/Dikkat/Not

ey i‘ Giines Isigindan Uzak Tutun

i

Islanmaktan Koruyunuz

Kirilabilir Uriin Dikkatli Tagtyiniz

Saklama Ve Tasima Ortam Sicakligi: -20°C-55°C

5
-20

.
55°C
a0%

Y7
Z

0

. /ﬂ/ . Calisma Ortam Sicaklik Araligi: 5°C-40°C

)

Calisma, Saklama ve Tagima Ortam Nem Araligi: : <80%R.H.

A
®

/

) Rohs Beyani (Cihaz Igerisinde Sinirlar1 Asilmis ve Yasaklanmis
y‘*’ﬁg Zararli Madde Bulundurmaz)
|| Cihaz Ierisinde Sinirlar1 Asilmis ve Yasaklanmis Zararl Kimyasal
mEacH Bulundurmaz

a“oaa

|““H‘|||“ Cihaz Barkod Numarasi

ar

18. CE Uygunluk Isareti

Onaylanmis Kurulus: KIWA Belgelendirme Hizmetleri A.S. (1984)
Uriin Tibbi Cihazlar Yénetmeligine (93/42 / EEC) uygundur ve
gecerli saglik, giivenlik ve cevre gereksinimlerini karsilar. isarete

bir say1 eslik ediyorsa, uygunluk, belirtilen onaylanmis kurulus
tarafindan dogrulanir. 1984

19. Uretici ve Teknik Servis Bilgisi

Hiinkar Ecza ve Medikal San. ve Tic. Ltd. Sti.
Akcesme Mahallesi 2019 Sk. No:5 Merkezefendi-Denizli / TURKIYE
Tel/Web: +90 258 371 46 56 / www.hunkarmedikal.com
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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

Nimo® Portable Mesh Nebulizer is designed to be used in the treatment of respiratory

diseases such as asthma, COPD, chronic laryngitis, laryngitis, upper respiratory tract infections

and allergies.

HNK-MESH-01 is combined with piezzo which converts electircy energy into mechanical
energy and on it there are pores in micrometer size and it has active vibrating mesh technology
and with the help of this technology it converts liquid medication to aerosol and provides it to

take inside to body via respiration.
This device is suitable for patients from all different ages.

Active vibrating mesh technology Nimo® Portable Mesh Nebulizer gives the medication to
patient silently, fastly and without disturbing the patient.

HNK-MESH-01 is easy to use, light and ergonomic and is designed for use at home, at work

and in travelling.

2. Product Description

Active vibrating mesh technology high density aerosol exit.
2.5 um MMAD efficient treatment.

Low medication residual volume.

Low power consumption and silent operation.

It can be use 60 minutes with full charge.

Long life rechargeable Li-Titanate battery technology.

It can be charged in 90 minutes via USB cable.

Automatic shut-down in 10 minutes.

Easily removable medication cup design.

Light and portable mini compact design.
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3. Device Technical Specification

Product Name

Portable Mesh Nebulizer

Model Number HNK-MESH-01
Method of Operation Active vibrating mesh technology
Power Supply DC 5.0V 1A or Integrated Battery

Power Consumption

4.0W

Integrated Battery Lithium Titanate Battery 2.4 VDC 1000mAh
Nebulization Rate 0.5+0.15 ml/min

MMAD 2.5+30%pm

Working Frequency 120 kHz+10 kHz

Medication Cup Capacity 10 ml

Working Environment

Temperature: 5 °C — 40 °C
Humidity: <80% R.H.
Atmospheric pressure: (86-106) kPa

Storage/Delivery Temperature: -20 °C - 55 °C
Environment Humidity: <80% R.H.

Atmospheric pressure: (70-106) kPa
Classification Class II Equipment
Type Type BF Applied Parts
Ingress Protection P22
Noise 2.3 dBA
Size 41mm(L)x45mm(W)x91mm(H)
Weight 110 gr (include the battery)
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4. Device’s Design and Features

a) Device’s appearance and pieces

1 Medication Cup Lid 6 Device On-Off Key
2 Medication Cup (Led Light Indicator)
3 Mesh Disc 7 USB Cable
4 Medication Cup Take-Out 8 Adult and Child Masks
Key
5 Device Main Unit 9 Mouthpiece
b) Key Specifications
Key Function
. On-Off

PRESS

Medication Cup Take-Out Key
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¢) Led Light Indicator and Meanings

L

Blue Light: Device is Working

Green Light: Device is Charging

No Light: Device is not Working

5. Device’s Installation Instruction

A Before installation, please clean and disinfect all the pieces.

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

2) How to set medication cup to the main unit.

a )

As it is shown in the Picture put the medication cup in to the

housing in the main unit and push down.

A When you hear the click be sure the medication cup set

correctly.

- J
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3) How to install accessories.

As it is shown in the Picture install the mask to the device’s

Q connector part and be sure it fits correctly.

As it is shown in the Picture install the mouthpiece to the

d|

device’s connector part and be sure it fits correctly.

6. Device’s Power Option

AC/DC Charge Adaptor (Not include in the package)

» Device is without adaptor. Please use adaptor which has GB 9706.1-2007 or
IEC60601-1 standards.

» Technical parameters of power adaptor should be suitable with DC.50V/1.0 A.

> Device’s power system is rechargeable titanate battery.
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How To Charge?

YV V V V

> B> BB

( )
As it is shown in the picture plug the USB cable to the

micro-USB connector. While the device is charging it will

not continue nominal working.

G J

When the low battery level is first detected by the device, the blue light flashes 5 times
to stop atomization, and then the device switches itself off automatically. Till the device
recharge again in each turn-on the blue light flashes 5 times without atomization and it
shutdown itself automatically.

In this situation, please charge the device. Charge duration is 90 minutes in 5V/1A
current.

Use charge adaptor to charge the device. While charging the green light flashes slowly.
When the device full charged the green light will be stable.

With full charge the device can be used for 60 minutes.

The device’s battery life is 5 year and in a year it can charge and discharge for 3.000
cycles.

Even you don’t use the device it is advised to charge and discharge one time in a month.

Don’t fix or remove the device’s equipments.

Don’t remove or change internal rechargeable battery. If you need to replace, ask
Hiinkar Ecza.ve Medikal.

When you finish charging the device unplug the charge adaptor.

The device and accessories which date of expiry finish should parry according to

recycling and environmental protecting regulations.
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7. Device’s Usage Instruction

A Before using the device clean and disinfect all the parts.

1) Filling the medication

Please turn
the lid
reverse side
of clockwise

Close it by

Take-out the Put the .
turning the

lid by medication :
. ' lid
pulling up in to cup

clockwise

A Follow your doctor’s advise while putting the medication and don’t pass the maximum

capacity of medication cup which is 10 ml.

A After putting the medication to the cup in order not to pour close the lid till end of the

cure.

2) Treatment
a. Push the on/off . button for a second and turn-on the device and be sure the blue

light is on.
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b. In the treatment process hold the device upright and be sure aerosol is coming properly
from mesh.
c. According to user’s personal needs user can use this device in these two different ways.

* Treatment with mask

As it is shown in the picture put the mask on to

J' l | cover mouth and nose and breathe mormally.

Device’s Usage Instruction

* Treatment with mouthpiece

( )

Put the mouth piece as it is shown in the
— picture between your lips and tooth and
‘_:L breathe from your mouth normally.

. J

d. Nimo® Portable Mesh Nebulizer’s nominal working duration is 10 minutes. After 10
minutes the device shutdowns automatically. If you want to continue to use it push the
on/off @ button again. Please be sure there is medication in the medication cup.

e. After cure process finish to switch-off the device push on/off @) button. Empty the

remaining residue in medication cup and don’t use again.
A It is not recommended to use the device more than 45° oblique in the treatment.

A In the nebulization process light vibration doesn’t effect the usage but don’t shake the
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device.
A Follow your doctor’s advice. In the cure process be calm and relax.

i The medication will be deposited around the medication cup connector and mesh and it
is going to effect the nebulization performance. In this situation stop the nebulization
and take-out the medication cup and accessories then this residue should be cleaned

according to the cleaning directions.

8. Cleaning and Disinfecting

A There is infection risk if medication cup doesn’t clean rapidly and properly.

A After every usage disinfect the medication cup, lid, mouthpiece, and masks.

A Before cleaning the device if it is charging stop it and unplug USB cable.

Cleaning and disinfection methods are down below.

Cleaning after every usage.

After every cure clean the device with warm pure water. (Under 40 °C)

1) Take-out the device’s accessories. (Mesh, mouthpiece, USB cable)

2) Empty the residual in medication cup.

3) Put warm (not more than 40 °C) water in to medication cup.

4) To clean the mesh turn-on the device for 2 minutes with warm and pure water inside.
5) Turn-off the device.
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6) Then take-out the medication cup as it is shown in the pictures.

R

E =]
T i

a) Push the PRESS button. b) Take-out the medication cup up.

7) Clean the medication cup with warm pure water.
8) Dry the cleaned medication cup with gauze. Be sure all the electrodes dried totally.

9) Clean the main body of device with the gauze or wet cloth. Be sure electrodes are totally
dried.

10) After cleaned all the parts be sure all the parts dried totally.

A In order not to damage the mesh disc in cleaning do not use any sharp or firm things

and never touch them to the mesh disc.

oS —,
\-——————‘

A Don’t contact the main unit with any liquid directly since this device is totally electronic

device.
A Don’t wash the parts in dishwasher.

A Don’t dry the parts in microwave.
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It is very important to disinfect the medication cup, medication cup lid, mouthpiece, masks

after every usage.

1) Clean the medication cup, medication cup lid, mouthpiece, masks with warm pure
water. (Not more than 40 °C)

2) Put the medication cup, medication cup lid, mouthpiece and masks in to boiled distilled
warm water (less than 40 °C) and wait 30 minutes than wash all the parts with distilled
warm water.

3) Then clean all these washed parts along 1 minute with %75 pure ethyl alcohol.

4) Put the medication cup, medication cup lid, mouthpiece and masks on a towel in the
clean air where children can’t reach to dry.

5) Be sure about all these parts cleaned and dried well.

A Alcohol is flammable for this reason while cleaning with alcohol stay away from fire.

9. Maintenance and Clues

> Don’t exposure the mesh nebulizer and its accessories to abrasive liquids and gases.

> Don’t touch the mesh with sharp or perforator devices or with your hand otherwise this
can cause permanent damages and the device will be unusable.

» To prevent damage and for your safety do not put any liquid to the device on treatment
process.

> Do not exposure the device medication cup and accessories directly sun light.

> Protect the device, medication cup, and accessories from harsh impulse otherwise it can
cause damage in the device and it can be unusable.

» Clean the device and its parts before and after every usage.

> Do not extract, fix or any change on device otherwise this can cause electric shock, fire
or leakage.

> Never use the device it it is damaged or fall in to water.

A If any problem occurs while using the device first check the troubleshooting. If problem

continuous apply to authorized service.
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10. Device’s Technical Data’s

» The device is manufactured in accordance with EN ISO 27427:2019 Anaesthetic and

respiratory equipment - Nebulizing systems and components

» The nebulisation system data’s are given in the table in below.

MMAD (Mass Median Aerodynamic Diameter) | 2.5+30%pum
Nebulization Rate 0.5+ 0.15 ml/min
GSD (Geometric Standard Deviation) 242

Particle Size Under 5 um >%75

> The horizontal axis is the particle size value, the value is logarithmic distribution.

The left vertical axis is the cumulative percentage of the volume, corresponding to

the rising trend of the curve.

0,99

0,90

0,50

0,10 A

0,01

Cumulative Probability Less Than Stated Size

0,1 1.0

Particle Size , um

10,0

> 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.

» In the Nimo Mesh nebulizer, the particles in the range of 0.5-5 um constitute approximately 75% of

the aerosol output and more.

> GSD shows aerodynamic particle size distribution and is calculated as 2.42 for Nimo Mesh

Nebulizer.
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11. Contraindications and Indications

e Contraindication: means that the treatment is unsuitable.

This device is unsuitable for Pentomidin medications.
It is not suitable for pulmonary edema patients.

It is not suitable for acute lung embolism.

Indications: these are the situations in which treatment is appropriate.

It is used in the treatment of respiratory tract diseases such as asthma, COPD,
chronic laryngitis, laryngitis, upper respiratory tract infections, allergies, by

converting liquid drugs into aerosol mist and inhaling into the body.

Side effects:

No side effects have been identified as a device. The side effects of the drugs used
with the device are specifically described in the instructions for use of the products

used.

Patient population:
The product can be used in adults, pediatrics and infants.

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 an adult.

Intended User:

This device may be used by the patient, the caregiver, or by qualified medical
professionals for home treatment, under the instructions of a legally licensed

medical professional such as a doctor, nurse, or therapist.

The user should also be able to understand the general operating principles of the

device and the instructions in the device user manual.
e Warnings:

A Before use the device take-out all the protective equipments.
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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.

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.

To avoid the medication residue on the face, be sure to wipe the face after removing

the mask.
Each user should use her/his own medication cup, mask and mouthpiece.
Don’t plug or unplug the device’s adaptor with wet hand.

Keep the device in the storage and transportation environment conditions defined
on the user manual and product box, use it in environments with working ambient

conditions.
Because of the choke hazard put the USB cable away from children.

While using the device be sure the liquid in the medication cup is touching totally to

the mesh disc.

While using the device, do not keep it tilted more than 45 degrees, avoid excessive
movements during treatment. Do not shake the device, protect it from impacts and
falls.

Using and buying of this device should be advised by your doctor. Please follow

your doctor order in medication type, limit and using way.

Do not use devices which fall in to water and don’t charge it. In this situation ask

help from authorised service.
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12. Keeping and Transportation

» The device can be kept with its package in well aired room humid is not more than %80
and the temperature between -25~50 °C.
» Under this storage condition explained up this device can be kept for 5 years.

> While carrying protect the package from get wet, impact and being crushed.
A Keep the device away from children.

A Keep the device away from direct sunlight and abrasive gases.
Package Contents:

o One Nimo® HNK-MESH-01 portable mesh nebulizer
o User manual
o Warranty
Accessories inside the case;
o USB cable (1 pc)
o Adult mask (1 pc)
o Child mask (1 pc)
o Mouthpiece (1 pc)
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13. Troubleshooting

Problem Solution

@ Check the charge level.
@ Check the medication lid sets correctly

Device is active but not working

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

@ Check the medication cup if there is right
size of medication inside.

@ Mesh can be congest. Put 3-6 ml of water and
2-3 drop vinegar in to medication cup and
clean the medicaiton cup in order to use next
time and disinfaction it.

@ Check the charge level.

@ Check the medication cup sets correctly.

Low aerosol or there is no aerosol

The blue light flashes 5 times and & The device’s charge is nearly finishing. Please
the device shutdown itself. follow the charging instructions.

@ Check the medication cup is in right place.

The blue light flashes 3 times and ) oY > b
@ Check there is medication in medication cup.

the device shutdown itself.

A If these suggestions doesn’t solve the problem please don't try to fix it and ask help

form authorized service.

14. Warranty Conditions and After Sales Support

The device’s warranty duration is for 2 years after you buy it. The warranty period of

the medicine container is 6 months from the date of purchase.

The expecting life for this device is 5 years if you follow the instructions in manual charge

and discharge properly.

! Warning: The warranty will be invalid if the device is open by user or harmed or try
to fix it.

! Note: Please do not forget to take the warranty and sales receipts and keep them.
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15. 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.

Guidance and manufacturer’s declaration — electromagnetic emissions

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

Emission test Compliance Electromagnetic environment — guidance
o The device uses RF energy only for its internal function. Therefore, its RF
Emissions RF - . . . .
CISPR 11 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 The device is suitable for use in all establishments including domestic and
domestic Class A . X
purposes those directly connected to the public low-voltage power supply network that
IEC 61000-3-2 supplies buildings used for domestic purposes.
Voltage
fluctuations/flicker .
emissions Complies
IEC 61000-3-3
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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.

Immunity test

IEC 60601 Test
level

Compliance
level

Electromagnetic environment — guidance

Electrostatic
discharges

IEC 61000-4-2

+ 8 kV contact

2 kV, x4 kV,
8 kV, £15 kV air

+ 8 kV contact

2 kV, 4 KV,
8 kV, £15 kV air

Floors should be wood, concrete or ceramic tile.
If floors are covered with synthetic material, the
relative humidity should be at least 30 %.

Electrical fast
transient/burst

Power supply
lines: +2 kV

Input/output lines:
+1 kV

Power supply
lines: +2 kV

Input/output lines: 1
kv

Mains power quality should be that of a typical
commercial or hospital environment.

IEC 61000-4-4 100 kHz repetition 100 kHz repetition

frequency frequency
Surges
Line-to-line £0,5KV, £ 1KV £0,5kV, £ 1KV
IEC 61000-4-5

Mains power quality should be that of a typical

Surges commercial or hospital environment.
Line-to-ground

+0,5kV, £ 1kV, +0,5kV, £ 1kV,

+2kV +2kV
IEC 61000-4-5

0 % Ur; 0,5 cycle 0% UT; 0,5 cycle

At 0°, 45°, 90°, At 0°, 45°, 90°, 135°,

135°, 180°, 225°, 180°, 225°, 270° and

o o 315°°

Voltage dips 270° and 315

IEC 61000-4-11

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

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

Voltage
interruptions

IEC 61000-4-11

0% Ur;250/300
cycle

0% Ur;250/300 cycle

Mains power quality should be that of a typical
commercial or hospital environment.

Power frequency
(50/60Hz)
magnetic field

IEC 61000-4-8

30 A/m
50Hz/60Hz

30 A/m
50Hz/60Hz

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

Not: 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.

. IEC 60601 Test Compliance . . .
Immunity test | Electromagnetic environment — guidance
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
IEC 61000-4-6 80MHz: 80MHz: recommended separation distance calculated from
3Vrms 3Vrms the
6 Vrms (in 6 Vrms (in equation applicable to the frequency the
ISM ISM transmitter.
and amateur and amateur Recommended separation distance:
radio bands) radio bands) —
80% Am at 80% Am at d = 0.35VP
1kHz 1kHz d=1.2VP 80 MHz to 800 MHz
d=12VP 800 MHz to 2.7 GHz
d=23VP
) Where P is the maximum output power rating of the
Radiated RF transmitter in watts (W) according to the
IEC 61000-4-3 10V/m 10V/m transmitter manufacturer and d is the
?EOH/OzAm at ?ck)OH/OzAm at recommended separation distance in metres (m).

Field strengths from fixed RF transmitters, as
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:

()

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.

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

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

h. 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 applies 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.

45

K01/03/23.12.2021




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

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

Rated maximum
output power of
transmitter

Separation distance according to frequency of transmitter

(m)

150 kHz to 80 MHz
(out ISM and amateur
radio bands)

150 kHz to 80 MHz
(out ISM and amateur
radio bands)

80 MHz to 800 MHz

800 MHz to 2.7 GHz

(W)
d=12VP d =0.6VP d = 1.2VP d = 2.3VP
0.01 0.12 0.06 0.12 0.23
0.1 0.38 0.19 0.38 0.73
1 1.2 0.6 1.2 2.3
10 3.8 1.9 3.8 7.3
100 12 6 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in metres
(m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the maximum output
power rating of the transmitter in watts (W)according to the transmitter manufacturer.

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

Note 2: The ISM (industrial, scientific and medical) bands between 0,15 MHz and 80 MHz are 6,765 MHz to

6,795 MHz; 13,553 MHz to 13,567 MHz; 26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,70 MHz. The

amateur radio bands between 0,15 MHz and 80 MHz are 1,8 MHz to 2,0 MHz, 3,5 MHz to 4,0 MHz, 5,3 MHz

to 5,4 MHz, 7 MHz to 7,3 MHz, 10,1 MHz to 10,15 MHz, 14 MHz to 14,2 MHz, 18,07 MHz to 18,17 MHz,21,0 MHz to

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

Note 3: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures,objects and people.
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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
IEC61000-4-3
(Test
specifications
for
ENCLOSURE
PORT
IMMUNITY to
RF

wireless
communica-
tions
equipments

Test Band a) Service a) Modulation b) Modulation b) | Distance IMMUNITY
Frequency (MHz) (W) (m) TEST LEVEL
(MHz2) (V/m)
TETRA 400 Pulse 1.8 0.3 27
385 380-390 modulation b)
18 Hz
GMRS 460, FM c) 2 0.3 28
450 380-300 | FRS 460 * 5 kiz
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 0.3 28
CDMA 1900; modulation b)
GSM 1900; 217 Hz
1845 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.

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

represent actual modulation, it would be worst case.

The MANUFACTURER should consider reducing the minimum separation distance, based on RISK MANAGEMENT, and
using higher IMMUNITY TEST LEVELS that are appropriate for the reduced minimum separation distance. Minimum

separation distances for higher IMMUNITY TEST LEVELS shall be calculated using the following equation:

E =6/dVP

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

in V/im.
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16. Symbols Descriptions

c € This device complies with the requirements of the Medical Devices
1984 | Directive(93/42/EEC)

u Manufacturer

Date of Manufacture

Class II Equipment per IEC 60601-1

Consult instructions for use

R Type BF Applied Part per IEC 60601-1
LOT

LOT Number

Protected against foreign objects equal to or greater than 12.5mm in
diameter and against drops of water falling at up to 15 °C from vertical

IP22

REF| | Model Number

Serial Number

SN
ﬁ Disposal of Electrical & Electronic Equipment (WEEE):
— Do not treat this product as household waste.
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17. Device & Outside Box’s Symbols Descriptions

A Warning/Caution/Note
'%'li‘ Keep Away From Sunlight
? Keep Away From Rain

Handle With Care

s /H/ “ Operating Temperature Limits: 5°C-40°C

a0 /ﬂ/ B Storage And Delivery Temperature Limits: -20°C-55°C

) Operating, Storage And Delivery Humidity Limits: <80%R.H.

E 3y
\3 N .
$, 5 Rohs Declaration

|“HH‘||” Barcode Number

Reach Declaration

]

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.

19. Manufacturer and Technical Service Information

Hiinkar Ecza ve Medikal San. ve Tic. Ltd. Sti.
Akcesme Mahallesi 2019 Sk. No:5 Merkezefendi-Denizli / TURKIYE
Tel/Web: +90 258 371 46 56 / www.hunkarmedikal.com
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