Tiirkge versiyonu

Not, sicaklik fonksiyonu yok
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Onsoz

Pulse Oksimetre kullanim kilavuzu, dogru calistirma ve bakim icin bilgi saglamayi amaglamaktadir.
Pulse Oksimetrenin 6zelliklerinin ve iglevlerinin izlenmesi ve anlasiimasina iliskin genel bilgi,
dogru kullanim igin 6n kosullardir. Lutfen bu ekipmani kullanmadan 6nce bu talimatlari dikkatlice
okuyun. Calistirma proseddirlerini agiklayan kullanim kilavuzuna kesinlikle riayet edilmelidir. Bu
talimatlara uyulmamasi, 6l¢im anormalligine, ekipmanin hasar gérmesine ve kisisel
yaralanmalara neden olabilir. Uretici, kullanicinin galistirma talimatlarini ihmal etmesi nedeniyle
guvenlik, glivenilirlik ve performans sorunlarindan ve izleme anormalliklerinden, kisisel
yaralanmalardan ve ekipman hasarindan sorumlu DEGILDIR.

Pulse Oksimetre, tibbi bir cihazdir ve tekrar tekrar kullanilabilir.

A Uyari

Uyarilar, yukarida gosterilen UYARI simgesiyle belirtilir.

e Patlama tehlikesi. Pulse Oksimetreyi hava, oksijen veya nitroz oksit ile karigtirilmis yanici
anestetiklerin varliginda kullanmayin.

e Pulse Oksimetre, aksesuarlari, konektorleri, anahtarlari tizerine herhangi bir sivi
puskurtmeyin, dokmeyin veya sigratmayin.

e SensOr en az 4 saatte bir yeni bir sahaya taginmalidir. Bireysel cilt durumu, cildin sensér
yerlesimini tolere etme kabiliyetini etkilediginden, bazi hastalarda sensor bdlgesini daha sik
degistirmek gerekebilir. Cilt butinlugu degisirse, sensori baska bir yere tagiyin.

o Yiksek ortam sicakliklarinda, iyi perfiize edilmemis bolgelerde uzun sureli sensér
uygulamasindan sonra hastanin cildi ciddi sekilde yanabilir. Bu durumu énlemek igin, hasta
uygulama alanlarini sik sik kontrol ettiginizden emin olun. Listelenen tiim sensérler,
baslangigtaki cilt sicakligi 35 C'yi gegmezse cilt tizerinde 41°C'yi asma riski olmadan galisir.

e SensOruin hastadan gikarilmasinin ardindan, gevresel 1s1§in monitoriin bir dalga formu veya

veri degerleri goriintilemeye devam etmesine neden olabileceginin ancak bunlarin klinik tani

icin temel olarak kullanilmamasi gerektigini unutmayin.

Taginabilir ve mobil RF iletisim ekipmani, bu TIBBI ELEKTRIKLI EKIPMAN'in normal kullanimini

etkileyecektir.

e Pulse Oksimetre atigi, siniflandiriimamis belediye atigi olarak atilmamali ve ayri olarak
toplanmalidir. Ekipmaninizin kullanimdan kaldirilmasiyla ilgili bilgi igin litfen treticinin yetkili
bir temsilcisi ile iletisime gegin.

o Lutfen klinik kisitlamalar ve uyari ile ilgili literattire bakin.

e Bu cihaz tedavi amagli degildir.

e LCD panel toksik kimyasallar igerir. Kirik bir LCD panelden kaynaklanan kimyasallari yutmayin.

o Ureticinin izni olmadan bu ekipmani degistirmeyin.

Lateks igerik Bildirimi

Pulse Oksimetre ve aksesuarlarinda, hastanin temas edebilecegi herhangi bir yeri dogal kauguk
lateks icermez.

Bu Kullanim Kilavuzu Hakkinda

Pulse Oksimetre, yalnizca yetkili personel tarafindan galistiriimalidir. Bu Griine servis
uygulamadan 6nce, kullanim kilavuzunu dikkatlice okuyun ve galistirmayi iyice anlayin.

Bo6lim 1 Genel Bakig

Kullanim Amaci

Pulse Oksimetre, hastanelerde, doktor muayenehanesinde, klinik ortamlarda ve evde bakim
ortamindaki hastalarin fonksiyonel arteriyel oksijen satrasyonunu (Sp0O2) ve nabiz hizini 6lgmek
ve goriintiilemek tizere stirekli kullanim veya anlik kontroli igin tasarlanmistir.

Pulse Oksimetre Hakkinda

Cihaz, ¢ift 151k kaynagi (kirmizi LED ve kizilotesi kirmizi LED) ve bir foto dedektor igerir. Kemik,
doku, pigmentasyon ve venéz damarlar normalde zamanla sabit miktarda 15tk emer. Arteriyolar
yatak normalde titresir ve titresimler sirasinda degisken miktarlarda 1511 emer. Emilen 1s18in
orani, bir oksijen satiirasyonu 6lgiimiine (SpOz2) donusturalar. SpO2 6lgimii cihazdan gelen 1siga
bagl oldugundan, asiri ortam 15181 bu dlgtimii etkileyebilir.

On Panel ve Sembollerin Tanimlanmasi

Tum digmelerin, sembollerin, kontrollerin, ekranlarin ve gostergelerin tam agiklamasi igin Pulse
Oksimetre kullanim kilavuzuna bakin.

1— Gug digmesi
2— %Sp02
2 1
| 3— Pil gostergesi
5 E EI:IJ‘ 4 4— Nabiz Hizi Ekrani (bpm)
1 . ’_'"Jlu 5— Nabiz Genlik Gostergesi
U

Sekil 1: Nabiz Oksimetresinin On Paneli

Ekipman Sembolleri

Dikkat

Steril degil BF tipi uygulamali parga

@ ") Atmosferik sinirlama
(Depolama, Tasima ve Calistirma)

Kullanim talimatlarina bagvurun Sicaklik Siniri (Depolama)

Nem sinirlamasi

Yeniden kullanilabilir atmayin (Calistrma ve Saklama)

Muhafaza 15°'ye kadar egildiginde
dikey olarak diisen su damlalarina
karsi korumali

Seri numarasi

Avrupa toplulugunda yetkili temsilci Uretim tarihi

Manyetik rezonans

Lateks icermez giivenli degil

CE isareti: 93/42/EEC sayili

c E Tibbi Cihaz Yonergesinin temel
0123 | gereksinimlerine uygundur.

0123 Yetkili Kurum Numarasidir

Atk elektrikli ve elektronik cihazlar,
evsel atiklarla degil, yururlikteki
yerel yonetmeliklere uygun olarak
imha edilmelidir.

=9 3 @b
®

Teknik Ozellikler

Pulse Oksimetre

SpO2 Araligi

%70 ile %100 arasl

SpO2 Cozuntrlugu

%1

%90 ile %100 aralig: +%2;

SpO2 Dogrulugu

%70 ile %89 araligi: £%0,3

<%70: belirtiimemis; EN 1SO 80601-2-61 ile uyumludur

Alarmlar

Dustik voltaj gostergesi, ses ¢iktiktan sonra otomatik kapanma

Yontem

Cift dalga boyu LED

Nabiz Hizi Araligi

30ile 250 bpm arasi

Nabiz Hizi Cozinurlugi

1 bpm

Nabiz Dogrulugu

+3 bpm

LED Dalga Boylari

Kirmizi: yaklasik 660 nm; Kizilotesi: yaklasik 905 nm

Optik ¢ikis guict

15mW'den az

Gli¢ Kaynagi Gereksinimleri

Not: Pulse Oksimetre’ye pil dalil edilmemistir.

Piller

1.5V (AAA) alkalin pil X 2 (IEC Tip LRO3)

Uyarlanabilir Voltaj Araligi

2.4V~3.6V

Calisma Akimi

Yalnizca SpO2 islevi galigiri

20mA'dan az

Ekran Parametreleri

Sp02, Nabiz Hizi, Nabiz Dalga Formu Ekrani, Nabiz Genlik

Gostergesi ve Dusuk Voltaj Gostergesi

Cevresel

Calistirma Sicakligi Siniri

5ile 40°C (41 ile 104°F) arasi

Depolama Sicakligi Siniri

-10 ile 40°C (14 ile 104°F) arasi

Atmosferik basing sinirlamasi
(Depolama, Tasima ve Galistirma)

86kPa~106kPa

Siniflandirma

Tibbi cihaz

Sinif Il Ekipman (lla AB Yénergesi 93/42 / EEC)

Sivilara Karsi Koruma

IPX2

Boyut ve Agirliklandirma

# Agirhk: 31,5 g (Piller dahil degil)
# Boyut: 61*34*30.5mm

Uyumluluk

Madde

Asagidakilerle uyumludur

Ekipman siniflandirmasi

Guvenlik Standartlari: EN 60601-1, EN 60601-1-2

Koruma tipi

Dahili gligle galisan ekipman (pil glictyle)

Koruma derecesi

BF tipi uygulamali parga

Calistirma modu

Sitrekli

On panel muhafaza
etiketlemesi

1SO 15223-1

Pulse Oksimetre

EN ISO 80601-2-61

Uriin pargalan ve aksesuarlari

Pulse Oksimetre, ekran, gli¢ diigmesi, uygulamali parga, pil kapagi ve askidan olusur. Cihaz

——
1Y
T Gosterge ekrani |

detayi bkz. Sekil 2.

/ Pil kapag

o

Olgiim Prensibi

Pulse Oksimetre 6lgiim, bazi dar spektrumlu igik bantlarini kan 6rnekleri boyunca iletmek ve
RHb, O2Hb, MetHb ve COHb'nin farkl dalga boyundaki 15181 absorbe etme 6zelligine gore

Aski

Sekil 2 Alet

spektrumun farkl dalga boylarindaki zayiflamasini 6lgmek igin cok islevli bir

oksihemoglobinometre kullanmaktadir. Boylece farkli fraksiyonlarin O2Hb doygunlugunun

belirlenmesi saglanir. O2Hb doygunluguna, "fraksiyonel" O2Hb satlirasyonu denir.

O2Hb
Fraksiyonel OzHb satiirasyonu = — D 100
RHb+0O2Hb+MetHb+COHb
Tersine pulse oksijen oksimetresi, fonksiyonel O2Hb satiirasyonunu dlger:
H
Fonksiyonel O2Hb satiirasyonu =L x100
RHb+O2Hb

Uygulama
bélimi

1/2

Mevcut Pulse Oksimetre, HbO2'yi HbR'den ayirmak igin kirmizi isik ve kizilotesi olmak tzere
yalnizca iki dalga boyundaki isigi iletir. Sens6riin bir tarafinda iki LED ve diger tarafinda bir
fotoelektrik dedektor bulunur. Pulse Oksimetre, nabiz athginda hafif pletismograf ile kandaki
HbO2 satlirasyonunu 6lger. HbO2 doygunlugu %70 ila %100 arasinda oldugunda sonug oldukga
kesindir.

Klinik Kisitlamalar

1) Olgi, arteriyol nabzi temelinde alindigi icin, test edilenin 6nemli élgiide atimli kan akisi
gereklidir. Sok, diisiik ortam/viicut sicakligi, biyiik kanama veya vaskiiler temas eden ilag
kullanimi nedeniyle nabzi zayif olan bir test edilen igin SpO2 dalga formu azalacaktir. Bu
durumda 6lguim, girisime karsi daha duyarli olacaktir.

2) Metilen mavisi, indigo yesili ve asit indiga mavisi veya karbon monoksit hemoglobin (COHb)
veya metionib (MetHb) veya tiyosalisilik hemoblobin gibi &nemli miktarda boyama seyreltme
ilacina sahip olanlar ve ikterus sorunu olan bazilari igin bu monitérle SpO2 tayini, yanlis
olabilir.

3) Dopamin, prokain, prilokain, lidokain ve butakain gibi ilaglar da SpO2 6lgimunde ciddi hata
acisindan sorumlu tutulan 6nemli faktor olabilir.

4) SpO2 degeri, yalnizca anemik anoksi ve toksik anoksinin degerlendirilmesi igin bir referans
deger olarak hizmet eder, ciddi anemili bazi hastalar ayrica iyi SpO2 6lgimii bildirebilir.

Dikkat

* Pulse Oksimetreyi toz, titresim, asindirict maddeler, patlayici malzemeler, ylksek sicaklik ve
nemden uzak tutun.

* Pulse Oksimetre islanirsa, lutfen kullanmayin.

¢ Soguk ortamdan sicak ve nemli ortama tagindiginda litfen hemen kullanmayiniz.

o Keskin malzemelerle 6n paneldeki tuglari KULLANMAYIN.

* Pulse Oksimetrenin ylksek sicaklikta veya yiiksek basingli buharla dezenfekte edilmesine izin
verilmez. Temizleme ve dezenfeksiyon talimatlari igin Kullanim Kilavuzu'na bakin.

o Pulse Oksimetreyi siviya daldirmayin. Temizlenmesi gerektiginde, liitfen yiizeyini yumusak bir
malzeme kullanarak dezenfekte sollsyonla silin. Cihazin tzerine dogrudan herhangi bir sivi
puskirtmeyin.

o Cihazi suyla temizlerken, sicaklik 60°C'nin altinda olmalidir.

Ambalajdan Gikarma ve inceleme

Pulse Oksimetre aletini, nakliye kartonundan gikarin ve nakliye hasari belirtilerini inceleyin.
Liitfen tim malzemeleri paketleme listesine gére kontrol edin. Faturayi, yiikleme faturasini ve
tim ambalaj malzemelerini saklayin. Tastyici ile bir hak talebini isleme koymak gerekirse, bunlar
gerekli olabilir.

Eksik veya hasarli bir sey varsa lutfen Teknik Servis Departmant ile iletisime gegin. iletisim
kurabilirsiniz:

¢ Telefon: +86 755 61 120085

e Faks: +86 755 61120055

e E-posta: user07®med-linket.com

Pakete dahil olanlar:

Tanim Miktar
Pulse Oksimetre (alet) 1 adet
Kullanim Kilavuzu 1 adet
Aski 1 adet

Bo6lim 2 Calistirma

Kurulum ve Dogrulama

e Pil takma
Dikkat: Pulse Oksimetre, bitmis pillerle ¢alismaz ve harici gli¢ kaynagi ile calistirilamaz, disaridan
gl girmez. Yeni piller takin.

1. Pil kapagini agin ve gikarin. Sekil 3'e bakin.

2. Pilin art1 ve eksi kutuplarinin pil bélmesine dogru sekilde yerlestirildiginden emin olarak iki
"AAA" boyutunda pil takin.

3. Pil kapagini takin.

N / Pil kapagi

Sekil 3 Pillerin Takilmasi

UYARI: Patlama tehlikesi. Pulse Oksimetreyi hava, oksijen veya nitr6z oksit ile
karistirilmig yanici anestetiklerin varliginda kullanmayin.
A UYARI: Dogru performans saglamak ve cihaz arizasini 6nlemek igin Pulse Oksimetreyi
yagmur gibi asiri neme maruz birakmayin.
e Performans Dogrulamasi
1. Performans Testleri
Glig agma performans testi Pulse Oksimetrenin hasta izleme igin hazir oldugunu dogrular.
2. Agiligta Kendi Kendini Sinama
Pulse Oksimetreyi kullanmadan 6nce Pulse Oksimetrenin duizgiin ¢alistigini ve kullaniminin
guvenli oldugunu dogrulamalisiniz. Pulse Oksimetre her agildiginda asagidaki prosediirde
anlatildigi gibi uygun galisma kosullari dogrulanir. Dogrulama prosedirtniin (POST)
tamamlanmasi 2 ila 3 saniye surer.

Dikkat: Pulse Oksimetre agildiginda herhangi bir gosterge veya ekran 6gesi yanmazsa Pulse
Oksimetreyi kullanmayin. Bunun yerine yetkili servis personeli, yerel MED-LINKET temsilciniz
veya MED-LINKET'in Teknik Servis Departmani ile iletisime gegin.

Not: Disfonksiyonel hemoglobin, arteriyel boyalar, distk perfiizyon, koyu pigment ve oje, boya
veya pigmentli krem gibi harici olarak uygulanan renklendirici maddeler dahil olmak tizere Pulse
Oksimetrenin dlgiimleri algilama ve gdsterme kabiliyetini engelleyebilecek fizyolojik kosullar,
tibbi prosedurler veya harici ajanlar.

Not: Pulse Oksimetre, dahili devrelerinin diizglin ¢alistigindan emin olmak igin otomatik olarak
Aclilista Kendi Kendine Testini (POST) baslatir.

Prosediir

1. GuUg diigmesine basarak Pulse Oksimetreyi agin.

2. Cihaz, Agilista Kendi Kendini Sinamayi (POST) tamamladiktan sonra, dogrudan 6lgim
arayiziine gegecektir.

AZ) Uyan
a)

Genel operasyon

e Calistirma icin hazirlayici

1) Pil kapagini dikkatlice acin ve ardindan (+/-) kutuplara gore iki "AAA" Alkalin pil takin.

2) Cihazi etkinlestirmek igin gli¢ diigmesine 1 saniye basin.

e SpO2 6lgimii

1) Pulse Oksimetrenin klipsini agin. Bkz. Sekil 4 (1).

2) Silikon tizerine parmaginizi (tercih edilen uygulama orta parmak ve isaret parmagidir)
yerlestirin. Parmak pozisyonunun dogru oldugundan emin olun. LED (isima) penceresinin
parmak gikintisina karsi ve kabul penceresinin parmak lunulasina karsi olmasi gerekir. Bkz.
sekil 4. (2) ve ardindan parmaginizi klipsleyin, bkz. sekil 4. (3).

3) Gug digmesine “ ” basarak Pulse Oksimetreyi agin.

4) SpO2 bilgilerini dogrudan ekran gortuntusiinden alin.

»

sekil 4. Olgiim
Not: Klipsin silikon yastiklarina parmaginizi koydugunuzda, tirnagin yukari kissmda kaldigindan
emin olun.

Giivenlik

1) Giivenlik

Giivenli operasyonlar igin talimatlar

¢ Hastanin guvenligini ve izleme performansini etkileyebilecek gorindr bir hasar olmadigindan
emin olmak igin Pulse Oksimetreyi periyodik olarak kontrol edin. Cihazin en az haftada bir
kontrol edilmesi tavsiye edilir. Belirgin bir hasar oldugunda lutfen monitora kullanmayi birakin.

o Gerekli bakim YALNIZCA kalifiye servis miihendisleri tarafindan yapilmalidir. Kullanicilarin
kendi baglarina bakim yapmalarina izin verilmez.

o Yiksek ortam sicakliklarinda, iyi perflize edilmemis bolgelerde uzun sureli sensor
uygulamasindan sonra hastanin cildi ciddi sekilde yanabilir. Bu durumu énlemek igin, hasta
uygulama bolgelerini sik sik kontrol ettiginizden emin olun. Listelenen tiim sensorler, ilk cilt
sicakligi 35°C'yi gegmezse ciltte 41°C'yi asma riski olmadan galigir.

o Olgimii durdurmak icin liitfen parmaginizi cihazdan gikarin, ardindan cihaz acil durum icin
kapatilmasi gerekiyorsa Pulse Oksimetre 8 saniye icinde otomatik olarak kapanacaktir.

Patlama tehlikesi - Pulse Oksimetreyi bazi tutusabilir anestezik maddeler gibi yanici gazlarin
bulundugu ortamda KULLANMAYIN.

b) Test edilen MRI ve CT dlgiimii altindayken Pulse Oksimetreyi KULLANMAYIN.

c) Aski konusunda dikkatli olun. Cihazin zarar gérmesini 6nlemek igin kullanim sirasinda lttfen
askiyr kirmayin. Lutfen alerjiniz varsa aski kullanmayin.

d) Silikon yastiga ve ABS plastige alerjiniz varsa lutfen bu Grina kullanmayin.

e) Lutfen cihaz, pilleri ve ambalaj malzemelerini (plastik torba, képuk ve karton dahil) yerel
yasalara gore atin.

3) Galisgtirmada dikkat edilecek hususlar

e Ekipman, kullanilmadan 6nce normal sekilde kullanilip kullanilamayacagini gérmek igin
tamamen test edilmelidir.

¢ Parmak dogru sekilde yerlestirilmelidir (bu kilavuzun 4. sekline bakin), aksi takdirde hatali
Olglime neden olabilir.

e Sp02 sensoru ve fotoelektrik alici tiip, test edilenin arteriolu ikisi arasinda konumlu olacak
sekilde diizenlenmelidir.

e SpO2 sensord, intravenoz enjeksiyon yapilan arteryel kanala veya kan basinci mansonuna bagh
bir yerde veya uzuvda kullanilmamalidir.

e Optik yolda lastikli kumas gibi herhangi bir optik engel bulunmadigindan emin olun; aksi
takdirde, venoz pulsasyona ve hatali SpO2 6lgimiine neden olabilir.

e Asiri ortam 15181 6lgim sonucunu etkileyebilir. Floresan lamba, gift yakut isik, kizilotesi isitici,
dogrudan giines 151g1 vb. igerir.

o Test edilenin yorucu hareketi veya asiri elektrocerrahi girisimi de dogrulugu etkileyebilir.

¢ Test edilen tirnak cilasi veya diger makyaj malzemeleri kullanamaz.

o Lutfen cihazi galistirdiktan sonra kullanim kilavuzuna gore temizleyin ve dezenfekte edin.

LCD Ekran ve Calishrma Agiklamasi
Tablo 1-LCD Ekran ve Calistirma Agiklamasi

Fonksiyon Calistrma Agiklamasi LCD Ekran
SpOz% =
ACMA 388
Glig diigmesine " ‘ " basin, tim LCD segmentleri '
yaklasik 1 saniye gortinecektir. PR/ win
SpO:2 degeri LCD'nin Ust yarisinda goruntulenir, ekran '
Giri araligi: 0-100. Deger giincellenecek ve 1Hz frekansi ile
|r!§ . goruntllenecektir. Gegersiz deger "= =" gdsterecektir. ’
arayuzu
Darbe, LCD'nin sag alt tarafinda goértintilenir,
gorintileme araligi: 30-250. Deger guincellenecek ve c‘
1Hz frekansi ile goriuntilenecektir. Gegersiz deger u
"= = "gosterecektir.
Darbe genligi, LCD'nin sol alt kisminda gértntulenir. =
Alti seviyeye ayrilmistir. Deger gilincellenecek ve 50Hz -
frekansi ile goruntulenecektir. =
Al SpO:2 degeri, <90 ve/veya nabiz <50 veya nabiz > 120 Spog% . SpOz% ==
arm oldugunda degerler yanip sénecektir.
Alarm ve Bip e ) . —_— —_—
"ACIK" ve Giig diigmesi basili tutularak alarm ve bip sesi PR min PR min
" W M S - 494
"KAPALI" ACIK" ve "KAPALI" durumu arasinda degistirilebilir. =12
Pil voltaji 2 %10 oldugunda LCD ekranda sagdaki E
Dustk pil simge goériintiilenecektir.
.YOItaJ' . Pil voltaji < %10 oldugunda sagdaki simge LCD ekranda
gostergesi | goruntiilenecektir. Kullanici pili degistirmelidir. ]
Pulse Oksimetrenin galisma durumu sirasinda:
Diserleri 1) 8 saniye boyunca parmak sokulmazsa kapanacaktir.
8 2) Gug digmesine basilarak, arka igik "AGIK" ve
"KAPALI" arasinda degistirilebilir.




A Uyari

Tablo 4. Kilavuz ve Beyani - Elektromanyetik Bagigikhk

Tablo 7-Pulse Oksimetre Klinik ¢aligmasi Konu Demografi Kaydi

b) Hareketsiz Durumlarda Pulse Oksimetre ile Referans CO-Oksimetre arasindaki SpOz2 Farkini
Karsilagtiran Bland-Altman Grafigi.

Cihaz, 6zellikle dolagim engelli hastalar igin kesintisiz kullanirsaniz, rahatsizlik veya act hissi - - — - - Yiikseklik | Agirlik
o e - 4 ) o Pulse Oksimetre, asagida belirtilen elektromanyetik ortamda kullanilmak iizere tasarlanmistir. Konu # | Cinsivet | Ya uksekli girll Cilt Tonu Aciklama Fles o
“goruneblllr. Sfer\sorun ayn| par‘r.’nag‘a 4 saatter} fa;la uygu!anmamaSI tavsiye edl|ll': . Pulse Oksimetre misterisi veya kullanicisi, bdyle bir ortamda kullanildigindan emin olmalidir. v i (cm) (kg) ¢ ? L Ust 995 sinir
o Ozel hastalar igin yerlestirme suirecinde daha ihtiyatli bir inceleme yapilmalidir. Cihaz, 6dem ve 1% e a1 160 20 Ackt Asya (Cin) 6 s
A A . . R . cik ten sya (Gin R hatti
hgssas doku (zerine kllpsl'r'aneme"z." . Bagigiklik testi IEC 60691 :l.teSt Uyu".“”“fk Elektromanyetik ortam-kilavuz : . . 5% B ¥ cgresyon a
. ClAhazd'ar) ya\uy|lan 1sik (kizilotesi gériinmez) goze zararhdir, bu nedenle kullanici ve bakim seviyesi seviyesi 24 E 24 165 55 Acik ten Asya (Cin) ol = = & ST I LY » Ortalama fark
gorevlisi 1s18a bakmamalidir. R K - e e e TR % s oy SN |
N N - X ) Elektrostatik Zeminler ahsap, beton veya seramik X b vty °$ ¥ L
e Test ed!len'hrnak <3|Ia5| veya diger makyaj malzemeleri kullanamaz. desarj (ESD) +6 kV kontak Uyumlu olmalidir. Zeminler sentetik malzemeyle 3# K 22 160 45 Agik ten Asya (Cin) 8? ey S "ol Y LA ¥ v e
¢ Test edilenin tirnagi cok uzun olamaz. IEC 61000-4-2 +8kV hava kaplanmissa, bagil nem orani en az %30 - a2 T T Y LA L WE > Kimlik hattr
e Liitfen klinik kisitlamalar ve dikkat ile ilgili literatiire bakin. olmalidir. At E 29 175 60 Orta koyu ten Asya (Cin) ey = z vl
¢ Bu cihaz tedavi amagli degildir. Guc frek K D * + Alt %95 sinir
¢ frekansi i ; ik bi ~ 4 4 o oo
¢ Kullanicinin ekipmani tamir etmesine izin verilmez. Med-link tarafindan agik¢a onaylanmayan (50/60Hz) Uyuml gé’;ﬁ?ﬁ:;;g::‘éegrﬁaarflzg:’ﬁt;mkb?r" S# K 2 160 49 Atk ten Asya (Cin) ; YV =[U TIOX =19 237
A o . ; - - yumlu L
degisiklikler veya modifikasyonlar garantiyi gecersiz kilabilir. N Manyetik alan 3A/mt konumun karakteristik 6zelliklerinde (3 K 19 160 45 Agik ten Asya (Gin) . . ;
 Uzun siire kullanilmazsa pil sizintisini ve cihazin hasar gérmesini dnlemek igin pilleri gikarin. IEC 61000-4-8 olmalidir £ o ™ o . 0 @ 10
7H# K 21 162 54 Acik ten (Beyaz) Kafkas Ortalama SaOz2 ve SpO2
Bdliim 3 Sorun Giderme Kilavuz ve Beyan - lletilen RF lle llgili Elektromanyetik Bagisiklik 8# E 34 192 102 Acik ten (Beyaz) Kafkas Analiz edilen | ¢ o | Standart | . | %95anlasma | Meant25D %95 anlasma
noktalar ° sapma sinirlan Sayisi sinirlarinin 6tesinde
Bu bolim Pulse Oksimetre sorunlarinin nasil giderilecegini agiklamaktadir. Tablo, olasi Tablo 5 — Kilavuz ve Beyan - Elektromanyetik bagisiklik o# K L 178 58 Actk ten (Beyaz) Kafkas 241 1.93 1.90 0.30 -3.44, 4.05 10 12
nedenler'le' birlikte olasi Pul.se. Oksm:\etre. ZOI’|Uk|a'I'InI ve zorluklari dizeltmek icin Snerilen Pulse Oksimetre, agagida belirtilen elektromanyetik ortamda kullaniimak tizere tasarlanmigtir. Pulse 104 E 23 178 78 Koyu ten Afrikal
eylemleri listeler. Ayrintilar igin asagidaki Tablo 2'ye bakiniz. Oksimetre musterisi veya kullanicisi, boyle bir ortamda kullanildigindan emin olmalidir. Béliim 6- Servis ve Bakim
. 11# K 24 174 80 Koyu ten Afrikall a
Tablo 2-Sorun Giderme Kilavuzu Bagisiklik 1IEC60601 Uyumluluk . ) Y ) )
Fenomenler Olasi Nedenler Coziimler testi test seviyesi seviyesi Elektromanyetik Ortam-rehberlik 124 E 26 169 65 Koyu ten Afrikalt Temizleme ve Dezenfeksiyon
U 1) Ticari, agindirici olmayan bir temizleyici veya suda %70 izopropil alkol soltisyonu ile
R - . Giig digmesine tekrar basin ve il i iletisi ’
Glig dtigmesi yerine basili degil 1-ngan|gye bekleyin Z?(?;I;::::r:sbr::)?:rlldzm:egzllr; nemlendirilmis yumusak bir bez kullanarak ve Pulse Oksimetre yiizeylerini hafifce silerek
- = — . L SO ARMS Sonuglar: temizleyin.
Oksimet herh b 2 o h . I — . ) . ’ . ’ o S
Pulse Pfl fakilt degil P!'! takT — vezlcm?nrferzlsan:;]:E\gllgu;;r?:;csz:zem Nihai analiz, 11 denekten toplanan 249 veri noktasi izerinde gergeklestirildi. Her Pulse A Lutfen temizlemeden 6nce Pulse Oksimetreyi kapatin. LED'i ve foto sensorii nemli bir bez
Oksimetrenin Pfl kullanim disi Pflf degistirin . . tizerinden hesaplanarak énerilen Oksimetre ve sensdr kombinasyonunun SpO2 dogruluk performansi agagida tanimlanmistir. veya pamuk ile alkolle nazikge temizleyin.
anormal kabini | Pil yanhs takilimis Pili kontrol edin ve yeniden takin ayirma mesafesinden daha yakin 2) Yukarida belirtilen genel temizlik islemi enfeksiyonu énlemek iin degildir. Bulasici enfeksiyon
(ekran ve 151k Metal kubbenin kismi hasari P o . kullanilmamalidir. 1 2 sireci igin lutfen uzmanla iletisime gegin.
veren LCD (dogrudan akiiye bagli olan) Yetkili distribitérlerle iletisime gegin ; Z (SPOZZ _ReﬁaOZi ) )
sunum tipl K i daki Onerilen ayirma mesafesi: Arms = =1 Kalibre etme
kapalt) ﬁ:gla?;(‘j': I?;stal:'t(uy(;unia:;:Zk Taalsklll o o ) 3V d=1.2vP . \ . 1) Pulse Oksimetreyi SpO2 6lciim islevini kalibre etmek igin liitfen Fluke Biyomedikal indeks
devre kartinda (FPCB) h Yetkili distribtorlerle iletisime gegin iletilmis RF ms d=0.2P 80 MHz ila 800 MHz arasinda 2'nin Sp02 simiilatériinii kullanin. Kalibrasyon yalnizca kalifiye personel tarafindan
| (:{re ar;(tn ad i a)sarveya IECe61r(T)1(IJ$O 06 150 kHz ila 80 d=0.4VP 800 MHz ila 2.5 GHz arasinda Arws, dogruluk ortalama karekdktr. gerceklestirilmelidir.
ehim noktasinda kirilma -4- ¢ y .
Mz arasinda Uyumlu Burada P, vericinin ireticiye gére watt SpO2, numune i 5||ia5|nda test'PuIse Oksimetre okumalarlfilr. ) . . 2) SpO02 dogrulugu, bir CO-oksimetre ile dlgiilen arteriyel kan érnegi referansina gére insan
Ekranda gérUnEU Ekranda hasar veya goriinti Isinlanmis RF 20 V/m (W) cinsinden maksimum cikis gici RefSa02, numune i sirasindaki Ortalama Referans CO-Oksimetre fonksiyonel oksijen satlirasyonu calismalarinda dogrulanabilir. Klinik calismanin tiim siireci EN 1SO 80601-2-61 standardina
yok, ancak LED'in Yetkili distribiitorlerle iletisime gecin IEC 61000-4-3 80 MHzila 2.5 degeridir ve d metre (m) cinsinden okumasidir. uygun olmalidir.

I ekraninin baglant noktasinda
verici tlpu

kopma
yaniyor.
Zayif perfizyon problemi :\[l]ifbelfrgen"éi ekranda gérinmuyorsa
Pulse (gﬂenel!ikl'e nabiz genligilnin elfrlanda 1) Par;nak pozisyonunu ayarlayin;
Oksimetrede gosterimi yoktur, LCD'nin verici 2) Tercihen orta veya isaret parmaginizi
okuma tlipy agikken ve parmak ucu Kullanmn: vals P g
ekrani yok verinde iken) 3) Parm;klarlnm Isian.
LED'in verici tiipli séner Yetkili distributorlerle iletisime gegin
Otomatik Toplama tiipiinde veya diger cihaz

Yetkili distributorlerle iletisime gegin

kapanma basarisiz | pargalarinda hasar.

GHz arasinda

onerilen ayirma mesafesidir.

Bir elektromanyetik alan
aragtirmasiylaa belirlenen sabit RF
vericilerinden gelen alan gigleri, her
frekans araligindan uyum seviyesinden
daha az olmalidr.

Asagidaki sembolle isaretlenmis
ekipmanin yakininda parazit olusabilir:

(@)

NOT 1: 80 MHz ve 800 MHz'de daha yiiksek frekans araligi gegerlidir.
NOT 2: Bu yonergeler her durumda gegerli olmayabilir. Elektromanyetik yayilma, yapilardan,
nesnelerden ve insanlardan emilim ve yansimadan etkilenir.

Bo6liim 4 Elektromanyetik Ortam

Elektromanyetik girisim

Bu cihaz test edilmis ve IEC/EN 60601-1-2'ye gére tibbi cihaz sinirlamalarina uygun oldugu
gorulmustur. Bu sinirlar, tipik bir tibbi kurulumda zararli parazitlere karsi makul koruma
saglamak Uzere tasarlanmigtir. Bununla birlikte, saglik hizmeti ortamlarinda (6rnegin,
elektrocerrahi Uniteleri, cep telefonlari, mobil iki yonlu radyolar, elektrikli aletler ve yiiksek
¢Ozunarlukli televizyon) radyo frekansi ileten ekipmanlarin ve diger elektrik guralti
kaynaklarinin yayginlasmasi nedeniyle, bir kaynagin yakinligi veya giicii nedeniyle yiiksek
diizeyde bu tir girisimler, bu cihazin performansinin bozulmasina neden olabilir. Bu Pulse

AUyarl

a Telsiz (cep / kablosuz) telefonlar ve karasal mobil telsizler, amatér radyo, AM ve FM radyo yayini ve
TV yayini igin baz istasyonlari gibi sabit vericilerin alan gugleri teorik olarak dogru bir sekilde
tahmin edilemez. Sabit RF vericilerine gére elektromanyetik ortami degerlendirmek igin,
elektromanyetik olaylarin bir saha galismasi distintlmelidir. Pulse Oksimetrenin kullanildigi
konumda 6lgtlen alan giicli yukarida belirtilen uyumluluk seviyelerini asarsa, Pulse Oksimetrenin
normal ¢alismayi dogrulamak igin izlenmelidir. Anormal performans gozlemlenirse, Pulse
Oksimetrenin yeniden yonlendirilmesi veya yeniden konumlandiriimasi gibi ek énlemler gerekli
olabilir.

b 150 kHz ila 80 MHz frekans araliginda, alan giigleri 3V/m'den daha diisiik olmalidir.

Oksimetre, nabzin elektromanyetik girisim tarafindan engellenebilecegi ortamlarda kullaniimak Taginabilir ve Mobil RF iletisim Ekipmani ile Uriin Arasindaki Onerilen Ayrilma Mesafeleri 100
lizere tasarlanmamustir. Bu tir bir etkilesim sirasinda, élgiimler uygunsuz gorinebilir veya » L . . . X = 1.0975x - §.0201 p—
monitér dogru calismiyor gibi gérinebilir, Tablo 6-Taginabilir ve mob.l_l RF.Iletlslm ekipmani ile F"ulse Oksimetre arasindaki y c c . —
onerilen ayirma mesafeleri. a5
Elektromanyetik Ortam ) o o L . T
Pulse Oksimetre, yayilan RF parazitlerinin kontrol edildigi elektromanyetik bir ortamda Pulse Oksimetre, yayilan RF parazitlerinin kontrol edildigi elektromanyetik bir ortamda kullaniimak tizere - 4
kullaniimak [jzer’e tasarlanmistr. Pulse Oksimetrenin misterisi veva kullanicisi. tasinabilir ve tasarlanmistir. Pulse Oksimetre modelinin miisterisi veya kullanicisi, taginabilir ve mobil RF iletigim 4] e .
N on e X s N N s yA o > B ekipmani (vericiler) ile Pulse Oksimetre arasinda iletisim ekipmaninin maksimum ¢ikig gtictine gore MY
mobil RF iletisim ekipmani (vericiler) ile Pulse Oksimetre arasinda iletisim ekipmaninin asagida 6nerilen minimum mesafeyi koruyarak elektromanyetik paraziti 5nlemeye yardimci olabilir. !
maksimum gikisina gore asagida 6nerilen minimum mesafeyi koruyarak elektromanyetik paraziti 85 =
Gnlemeye yardimei olabilir Vericinin Vericinin frekansina goére giivenlik mesafesi (m). Q als =
5]
nominal 80 - AL
Pulse Oksimetre, diger ekipmana bitisik veya st tiste kullanilmamalidir ve eger bitisik veya iist maks.i‘m"um 150 kHz ila 80 l\l/lzlz arasi | 80 MHz ila 800 ll\/IZHZ arasi | 800 MHzila Z.SIGZHz arasl "
Gste kullanim gerekliyse, kullanilacagi konfigiirasyonda normal ¢alismayi dogrulamak igin Pulse cikis giicti (W) d=1.2vPY/ d=0.2vPY/ d=0.4vPY/ 75 - . A
Oksimetre gozlemlenmelidir. e
0.01 0.12 0.02 0.04
Tablo 3-Beyan elektromanyetik emisyonlar 0.1 0.38 0.07 0.13 70 v &—Line of identity
I - - .
Pulse Oksimetre, asagida belirtilen elektromanyetik ortamda kullaniimak iizere tasarlanmistir. 1 12 02 04 /. - Regression line(Device under test)
Pulse Oksimetre musterisi veya kullanicisi, béyle bir ortamda kullanildigindan emin olmalidir. 10 2.8 0.7 13 65 T Y NP I PN I |
Emisyon testi Uyumluluk Elektromanyetik ortam - kilavuz 100 12 2 4 65 70 75 80 Sa02 85 90 95 100
Pulse Oksimetre. RF eneriisini sadece dahili islevi icin kullanr. Yukarida listelenmemis maksimum gikis gliciine sahip vericiler igin, metre cinsinden (m) 6nerilen
RF emisyonlari B P ) P s gin . ayirma mesafesi, vericinin frekansina uygulanan denklem kullanilarak tahmin edilebilir. Burada P,
1 u nedenle, RF emisyonlari ok distiktir ve yakindaki vericinin watt(W) cinsinden maksimum ¢ikis glicti degeridir.
CISPR 11 Grup elektronik ekipmanlarla herhangi bir parazite neden olmasi . . L . - Item 70-100 90-100 80-<90 70-<80
olas: deildir NOT 1: 80 MHz ve 800 MHz'de daha ytiksek frekans araligi igin ayirma mesafesi gegerlidir.
giidir NOT 2: Bu yonergeler, bazi durumlarda gegerli olmayabilir. Elektromanyetik yayilma, yapilardan, # pts 241 80 82 79
RF emisyonlari E‘abllz Ofin:etresi') kOTUtILarda|ve mesllien amach ku”;mland nesnelerden ve insanlardan emilim ve yansimadan etkilenir. Bias 0.30 109 061 0.80
CISPR 11 Sinif B inalari besleyen bir algak gerilim gl kaynagi agina dogrudan
bagl kuruluslarda kullanim igin uygundur. B5liim 5- Olciim Dogrulama ARMS 1.92 1.66 1.87 2.20
¢ g Max diff 6.30
Kilavuz ve Beyani - Elektromanyetik Bagisiklik Pulse Oksimetre dogrulugu, bir CO-Oksimetre ile 6lgllen arteriyel kan 6rnegi referansina gore Min diff 550

n, nokta sayisidir. ARMS Sonuglarinin ayrintisi Tablo 8 ve Tablo 9'un altindadir.

Tablo 8- % 70 -% 100 SpO2 araliginda Pulse Oksimetre igin genel Ortalama Karekék (ARMS).

Ortalama Referans CO- .
Oksimetre, Fonksiyonel SaO2 Fonksiyonel Sa0; Sartname
'metre, Yo % 70-100 Nokta Sayisi % 70-100
ile kargilagtinldiginda Arws Arwis
6-8 Nisan 2012
Pulse Oksimetre 1.92 241 3'lik ARMS geger

Tablo 9-Klinik bir calismada Pulse Oksimetre kullanilarak 6lgiilen ARMS degerleri.

Ortalama Referans CO-

! . % 70-80 Sa02 % 80-90 % 90-100
Oksimetre, Fonksiyonel Sa0O2 . . .
. . arahig Sa0z araligi Sa02 araligi
ile kargilagtinldiginda Arnis Arwis Arwis
6-8 Nisan 2012
Pulse Oksimetre 2.20 1.87 1.66

Grafikler

a) Pulse Oksimetre verilerinin Hareket Disi Kosullar Sirasinda Referans CO-Oksimetreye dagihm
grafigi;

insan ¢alismalarinda dogrulanmistir. Kontrolli bir desatiirasyon ¢alismasinda, sattirasyon
seviyeleri %70 ila %100 SaO:2 arasinda olan saglikli yetiskin gondillilerle ¢alisiimistir.

Konu Demografisi
Bu galismalar igin poptilasyon ozellikleri asagidaki Tablo 7'dir.

2/2

Tamir ve Bakim

1. Lutfen dlsuk voltaj gostergesi yandiginda pilleri degistirin.

2. Lutfen kullanmadan 6nce cihazin ylzeyini temizleyin. Cihazi 6nce alkolle silin ve ardindan
havada kurumaya birakin veya kuru, temiz bir kumasla temizleyin.

3. Pulse Oksimetre uzun sure kullanilmayacaksa lutfen pilleri gikarin.

4. Cihazin en iyi saklama ortami 10°C ila 40°C ortam sicakligi ve %80’den yliksek olmayan bagil
nem ortamidir.

5. Lutfen cihazin normal sekilde kullanilmasini saglamak igin kullanim talimatlarina uyun.

6. Iki yilda bir kalibre edilmis olmali ( ya da hastanenin kalibrasyon programina gore).
Yetkili Bayimize veya dogrudan bize bagvurun.

Uyan

e Cihazda ylksek basingli sterilizasyon kullanilamaz.

e Cihazi siviya batirmayin.

e Cihazin kuru bir ortamda tutulmasi tavsiye edilir. Nem kullanim 6mrinu kisaltabilir ve hatta
cihaza zarar verebilir.

imha
1) Kullaniimis piller, ev ¢opiine atilmamalidir. Kullanilmig Piller bir toplama noktasina atilmalidir.

2) Kullanim 6mri sonunda cihaz ev ¢oplne atilmamalidir. Cevreye duyarli ve uygun bertaraf
segenekleri hakkinda bilgi alin. Yerel diizenlemeleri dikkate alin.

Garanti

Pulse Oksimetre satin alindig tarihten itibaren 1 (Bir) yil garantilidir.

Kusurlu bilesenler veya kot isgilik nedeniyle Pulse Oksimetre diizglin ¢alismazsa, onaracagiz

veya degistirecegiz.Garanti,yanlis kullanim nedeniyle olusan Pulse Oksimetre hasarlarini

kapsamaz. Ayrintilar igin litfen yerel saticinizla temasa gegin.

* Malin tamir stiresi 20 is glininl gegemez,

* Malin arizasinin 10 is glini igerisinde giderilmemesi halinde Uretici veya ithalatgi malin tamiri
tamamlanincaya kadar veya tiretimden kaynakl bir hata varsa benzer 6zelliklere sahip baska
bir mali tuketicinin kullanimina verecektir.

* 6502 Sayil Kanunun 11.maddesi geregince satin alinan malin ayipl oldugu anlasildiginda
tiiketici

a) Sozlesmeden donme

b) Satig bedelinden indirim siteme

c) Ucretsiz onarimini isteme d)Satilanin ayipsiz bir misli ile degistirilmesini isteme haklarindan
birini kullanabilir

Litfen saticinin bu alana satis tarihini yazip kaseleyip imzaladigindan emin olunuz.

Shenzhen Med-link Electronics Tech Co., Ltd.

4th and 5th Floor, Building Two, Hualian Industrial Zone, Xinshi Community,
Dalang Street, Longhua District, 518109 Shenzhen,

PEOPLE'S REPUBLIC OF CHINA (GIN HALK CUMHURIYETI)

Phone: +86 755 61120085

Fax: +86 755 61120055

E-mail: sales@med-linket.com

E

Shanghai International Holding Corp. GmbH (Europe)
Adres: Eiffestrasse 80, 20537 Hamburg, Germany (Almanya)
Tel: +49-40-2513175 Fax: +49-40-255726
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English version

Note, no temperature function

Foreword

The Pulse Oximeter manual is intended to provide information for proper operation and maintenance.
General knowledge of monitoring and understanding of the features and functions of the Pulse
Oximeter are prerequisites for proper use. Please read these instructions carefully before using this
equipment.

The manual describing the operating procedures should be followed strictly. Failure to follow these
instructions can cause measuring abnormality, equipment damage and personal injury. The
manufacturer is NOT responsible for the safety, reliability and performance issues and any monitoring
abnormality, personal injury and equipment damage due to user’s negligence of the operation
instructions.

The Pulse Oximeter is a medical device, and can be used repeatedly.

AWarning

V.Vammgs are identified by the WARNING symbol shown above.

Explosion hazard. Do not use the Pulse Oximeter in the presence of flammable anesthetics
mixed with air, or with oxygen, or nitrous oxide.

Do nﬁt spray, pour, or spill any liquid on the Pulse Oximeter, its accessories, connectors,
switches.

Sensor must be moved to a new site at least every 4 hours. Because individual skin condition
affects the ability of the skin to tolerate sensor placement, it may be necessary to change the
sensor site more frequently with some patients. If skin integrity changes, move the sensor to
another site.

At elevated ambient temperatures, patient skin could be severely burned after prolonged
sensor application at sites that are not well perfused. To prevent this condition, be sure to
check patient application sites frequently. All listed sensors operate without risk of exceeding
41°C on the skin if the initial skin temperature does not exceed 35C.

Be aware that following removal of the sensor from the patient, it is possible that
environmental light may cause the monitor to continue to display a waveform or data values
but these should not be used as a basis for a clinical diagnosis.

Portable and mobile RF communications equipment will affect the normal use of this
MEDICAL ELECTRICAL EQUIPMENT.

The waste of Pulse Oximeter must not be disposed as unsorted municipal waste and must be
collected separately. Please contact an authorized representative of the manufacturer for
information concerning the decommissioning of your equipment.

Please refer to the correlative literature about the clinical restrictions and caution.

This device is not intended for treatment.

The LCD panel contains toxic chemicals. Do not ingest chemicals from a broken LCD panel.
Do not modify this equipment without authorization of the manufacturer.

Latex Content Statement

The Pulse Oximeter and accessories are not made with natural rubber latex in any location that may
result in patient contact.

About This Manual

The Pulse Oximeter is to be operated by qualified personnel only. Before servicing this product, read
the operator's manual carefully and thorough understanding of operation.

Section 1 Overview

Intended Use

The Pulse Oximeter is intended for continuous use or spot checking in measuring and displaying
functional arterial oxygen saturation (SpO2) and pulse rate of patients in hospitals, physician’s office,
clinical settings and home care environment.

About the Pulse Oximeter

The device contains a dual light source (red LED and infrared red LED) and a photo detector.
Bone, tissue, pigmentation and venous vessels normally absorb a constant amount of light over
time. The arteriolar bed normally pulsates and absorbs variable amounts of light during the

pulsations. The ratio of light absorbed is translated in an oxygen saturation measurement (SpO2).

Because a measurement of SpO2 is dependent on light from the device, excessive ambient light
can interfere with this measurement.

Identification of Front Panel and Symbols

Refer to the Pulse Oximeter Operator’s manual for a complete description of all buttons,
symbols, controls, displays and indicators.

Figure 1: Front Panel of Pulse Oximeter

1— Power button

5— Pulse Amplitude Indication

2— %Sp02

3— Battery indication

4— Pulse Rate Display (bpm)

0%

Protected against vertically
falling water drops when
enclosure tilted up to 15°

Serial number

Magnetic resonance is

Latex Free
not safe

Equipment Symbols
106kpa | Atmospheric pressure
Couti limitation (Storage,
aution Transportation and
86kpa Operating)
®
@ Non-sterile R Type BF applied part
40°C )
DE:I Consult Instructions for Use ZI:Z cr:)twv Limit
-10°C 8
80% e
Reusable m Humidity limitation
Do not throw away A (Operating and Storage)

@) ¢

Authorized representative
in the European Date of manufacture
Community
Waste electrical and CE Mark: conforms to
electronic equipments must be essential requirements of the
disposed of in accordance Medical Device Directive
with the local applicable 0 1 23 93/42/EEC.
regulations, not with domestic 0123 is Notified Body

— waste Number

Technical Specifications

Pulse Oximeter
SpO: Range 70% to 100%
SpO: Resolution 1%
90% to 100% range: +2%;
SpO2 Accuracy 70% to 89% range: +3%
<70%: unspecified; complies with EN ISO80601-2-61
Alarms Low voltage indicator, Power auto-off after be-be sound.
Method Dual wavelength LED
Pulse Rate Range 30 to 250 bpm
Pulise Rate Resolution 1 bpm
Pulse Accuracy +3 bpm
LED Wavelengths Red: approximately 660nm; Infrared: approximately 905nm
Optical output power Less than 15mW
Power Supply Note: The Pulse Oximeter not includes batteries.
Requirements
Batteries 1.5V (AAA) alkaline batteryX2 (IEC Type LR03)
Adaptable Voltage Range | 2.4V~3.6V
Operating Current
Only SpO2 function Less than 20mA
works
. SpO2, Pulse Rate, Pulse Waveform Display, Pulse Amplitude
Display P ters Indicator and Low Voltage Indicator
Environmental
Operating Temperature | s/ 1010 (4] to 1047F)
Limit

Storage Temperature

o 1010 40T (14 to 104T)

Atmospheric pressure
limitation (Storage,

. 86kPa~ 106kPa
Transportation and

Operating)

Classification

Medical device: Class Il Equipment (lla EU Directive 93/42/EEC)
Pr_atevctlan Against IPX2

Liquids:

Dzmenslon and 3 Weight: 31.5g (Not including batteries)
Weighting 3 Size: 61*34*30.5mm

Compli:

Item Compliant with

Equipment classification Safety Standards: EN 60601-1, EN 60601-1-2

Type of protection Internally powered equipment (on battery power)
Degree of protection Type BF applied part

Mode of operation Continuous

Front panel and case | 1SO15223-1

labeling

Pulse Oximeter EN ISO80601-2-61

Power button

Product parts and accessories

The Pulse Oximeter consists of display screen, power button, applied part, battery cover and sling.
Detail of the instrument see Figure 2.

Sling

Figure 2 Instrument

Principle of Measurement

The measurement of Pulse Oximeter is using a multi-functional oxyhemoglobinometer to
transmit some narrow spectrum light bands through blood samples, and to measure attenuation
of spectrum with different wavelengths according to the characteristic that RHb, O,Hb, MetHb
and COHDb absorb the light of different wavelength, thereby determining O,Hb saturation of
different fractions. O,Hb saturation is

called “fractional” O,Hb saturation.

0:Hb

RHb+ OzHb+Met HB+COHbE x100

Fractional 02Hb saturation =

Oppositely, pulse oxygen aximeter maasure functional O;Hb saturation:

; : 0:Hb
Functional O2Hb saturation = ———
RAD + OFb 00

Present Pulse Oximeter transmits light of two wavelengths only, red light and infrared, to
differentiate HbO, from HbR. One side of the sensor contains two LEDs, and the other side
contains a photoelectric detector. Pulse Oximeter measures HbOs saturation in the blood by the
light plethysmograph when the pulse beats. The result is quite precise when HbO, saturation is
between 70% to 100%.

Clinical Restrictions

1)  As the measure is taken on the basis of arteriole pulse, substantial pulsating blood flow of
the testee is required. For a testee with weak pulse due to shock, low ambient/body
temperature, major bleeding, or use of vascular contracting drug, the SpOz waveform will
decrease. In this case, the measurement will be more sensitive to interference.

2) For those with a substantial amount of staining dilution drug such as methylene blue, indigo
green and acid indigo blue), or carbon monoxide hemoglobin (COHb), or methionine
(MetHb) or thiosalicylic hemoglobin, and some with icterus problem, the SpO:
determination by this monitor may be inaccurate.

3) The drugs like dopamine, procaine, prilocaine, lidocaine and butacaine may also be a major
factor blamed for serious error of SpO, measure.

4) The SpO: value serves only as a reference value for judgement of anemic anoxia and toxic
anoxia, some patients with serious anemia may also report good SpO> measurement.

Attentions

®  Keep the Pulse Oximeter away from dust, vibration, corrosive substances, explosive
materials, high temperature and moisture.

@  If the Pulse Oximeter gets wet, please stop using.

@®  When it is carried from cold environment to warm and humid environment, please do not
use it immediately.

@® DO NOT operate keys on front panel with sharp materials.

®  High temperature or high pressure steam disinfection of the Pulse Oximeter is not
permitted. Refer to User Manual for instructions of cleaning and disinfection.

® Do not have the Pulse Oximeter immerged in liquid. When it needs cleaning, please wipe
idt§ suliface with disinfect solution by soft material. Do not spray any liquid on the device

irectly.
@®  When cleaning the device with water, the temperature should be less than 60°C.
Unpacking and Inspection

Remove the instrument of Pulse Oximeter from the shipping carton and examine for signs of
shipping damage. Please check all materials against the packing list. Save the invoice, bill of
lading and all packing materials. These may be required if it is necessary to process a claim
with the carrier.

If anything is missing or damaged, please contact the Technical Service Department.

You can contact by:

[ 4 Phone: +86 755 61120085
[ 4 Fax: +86 755 61120055

[ ] Email: user07@med-linket.com
Included in the package:
Description Qty
Pulse Oximeter (instrument) 1 Piece
User Manual 1 Piece
Sling 1 Piece

Section 2 Operation

Installation and Verification
@  Battery installation

Caution: The Pulse Oximeter does not operate with dead batteries and can not be powered by external

power source does not input outer power. Install new batteries.

Install new batteries:

1. Open and remove the battery cover. See Figure 3.

2. Insert two “AAA” size batteries, making sure the battery’s positive and negative poles are correctly
oriented in the battery compartment.

3. Install the battery cover.

Battery cover

Figure 3 Installing Batteries

‘WARNING: Explosion hazard. Do not use the Pulse Oximeter in the presence of flammable
A anesthetics mixed with air, oxygen, or nitrous oxide.
WARNING: To ensure accurate performance and prevent device failure, do not expose the
Pulse Oximeter to extreme moisture such as rain.

@  Performance Verification
1. Performance Tests
The power-up performance test verifies that the Pulse Oximeter is ready for patient
monitoring.
Power-On Self-Test
Before using the Pulse Oximeter, you must verify that the Pulse Oximeter is working properly
and is safe to use. Proper working conditions are verified each time when the Pulse Oximeter
is turned on as described in the following procedure. The verification procedure (POST) takes
2 to 3 seconds to complete.
Caution: If any indicator or display element does not light when the Pulse Oximeter is turned
on, do not use the Pulse Oximeter. Instead, contact qualified service personnel, your local
MED-LINKET representative, or MED- LINKET’s Technical Services Department.
Note: Physiological conditions, medical procedures, or external agents that may interfere with
the Pulse Oximeter’s ability to detect and show measurements, including dysfunctional
hemoglobin, arterial dyes, low perfusion, dark pigment, and extemally applied coloring agents
such as nail polish, dye, or pigmented cream.
Note: The Pulse Oximeter automatically starts the Power-On Self-Test (POST) to ensure that
its internal circuits are functioning properly.
Procedure
1. Turn on the Pulse Oximeter by pressing the Power button.
2. After the device completes the Power-On Self-Test (POST), it will directly switch to
measure interface.

N

General Operation
@  Preparative for operating
1) Open the battery cover carefully and then install two “AAA” Alkaline batteries according to
the (+/-) polarity.
2) Press the power button for 1 second to activate the device.
®  SpO:measure
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1) Open the clip of Pulse Oximeter. See figure 4. (D).

2) Place a finger (The preferred application is middle finger and index finger) on the silicone
(Ensure the finger position is correct that the LED (irradiancy) window against finger
prominence and the accepting window against finger lunula), see figure 4. é) , and then
clip the finger, see figure 4. .

3) Turn on the Pulse Oximeter by pressing the power button *

4)  Get the information of SpO» directly from screen display.

AR ==

Figure 4 measurement

‘
O]

Note: When put finger into the silicone cushions of the clip, make sure nail is upturned.

Safety
1) Safety
Instructions for safe operations
@®  Check the Pulse Oximeter periodically to make sure that there is no visible damage that

AN

3)

may affect patient’s safety and monitoring performance. It is recommended that the
device should be inspected once a week at least. Please stop using the monitor when
there is obvious damage.

@®  Necessary maintenance must be performed by qualified service engineers ONLY. Users
are not permitted to maintain it by themselves.

@® At clevated ambient temperatures, patient skin could be severely burned after prolonged
sensor application at sites that are not well perfused. To prevent this condition, be sure to
check patient application sites frequently. All listed sensors operate without risk of
exceeding 41°C on the skin if the initial skin temperature does not exceed 35°C

@®  Please remove the finger from the instrument to stop measure then the Pulse Oximeter
will power off automatically within 8 seconds if the instrument must be closed for the
urgent status.

Warnings

a)  Explosive hazard-DO NOT use the Pulse Oximeter in environment with inflammable gas
such as some ignitable anesthetic agents.

b) DO NOT use the Pulse Oximeter while the testee is under measurement of MRI and CT.

c) Be cautious of the sling. Please do not break the sling during usage to avoid device
damage. Please don’t use sling if allergic to it.

d)  Please don’t use this product if you allergic to silicone cushion and ABS plastic.

e) Please dispose the device, batteries and package materials (including plastic bag, foam
and carton) according to local law.

The attention of Operation

@ The equipment should be fully tested to see if it can be used normally before using.

@ The finger should be placed properly (see figure 4 of this manual), otherwise 1t may
cause inaccurate measurement.

® The Sp02 sensor and photoelectric receiving tube should be arranged in a way with
the testee’s arteriole in a position in between.

@ The SpO2 sensor should not be used at a location or limb tied with arterial canal or
blood pressure cuff of receiving intravenous injection.

@® Make sure the optical path is free from any optical obstacles like rubberized fabric;
otherwise it may result in venous pulsation and inaccurate measure of SpO2.

@ Excessive ambient light may affect the measuring result. It includes fluorescent lamp,
dual ruby light, infrared heater, direct sunlight and etc.

@ Strenuous action of the testee or extreme electrosurgical interference may also affect
the accuracy.

@ Testee cannot use enamel or other makeup.

@ Please clean and disinfect the device after operating according to the user manual.

LCD Display and Operation Description

Table 1—LCD Display and Operation Description

Function Operation Description LCD Display
Power ON: SpOg% =
Press the power button a ”, all segments of : 8 8
LCD will show up for about 1 second. i
PR/ min
SpO2 value is displayed on the upper half of the
LCD, display range: 0-100. The value will be '
updated and displayed by the frequency of 1Hz. '
_ Enter Invalid value will display “ = = ”
interface
Pulse is displayed on the right bottom of the LCD,
display range: 30-250. The value will be updated a
and displayed by the frequency of 1Hz. Invalid u
value will display “ = =
Pulse amplitude is displayed on the left bottom of -
the LCD. It is divided to six levels. The value will -
be updated and displayed by the frequency of —
50Hz.
Alarm When the SpO2 valug <90 and/or pulse<50 or | gug,u @ Spog% ==
pulse >120 the values will flashed.
Alarmand | By pressing and holding the power button the o
Beep alarm and beep can be shifted between “ON” and | PR/min PR {min
“ON”and | “OFF” state. = 131
Low When the battery voltage>10% the icon on the
battery right will displayed on the LCD screen. E
voltage -
indication When the battery voltage<10% the icon on the
right will displayed on the LCD screen. The user D
must change the battery.
During the Pulse Oximeter’s working state:
Others 1) It will power off without finger inserting for 8s.
2) By pressing power button the backlight can be
shifted between “ON” and “OFF”.
Warning
@®  Uncomfortable or painful feeling may appear if use the device ceaselessly, especially for the



microcirculation barrier patients. It is recommended that the sensor should not be applied to the Portable andhmoll;ilg RF c%mmulnicarions c dtoA 5 Sa0. : $20, : Sa0 ;
same finger for over 4 hours. equipment should be used no closer to any part ompared to Avg. Reference a0; ranges o a0; ranges o a0, ranges o: Shenzhen Med-link Electronics Tech Co.. Ltd
B : : o i ; ofthe Pulse Oximeter, including cables, than the CO-Oximeter, Functional SaO> 70-80% 80-90 90-100% [ e . L .
° gsiitclfczgf‘?f ll)é) ?:E:;t:c} gfiﬁ:}elg?}fazens trerl;;:r;:ir;l:‘lleent inspecting in the placing process. The recommended separation distag)nce calculated Apr 6-8, 2012 Ans Aws Arvs 4th and 5th Floor, Building Two, Hualian Industrial Zone, Xinshi Community,
@  The light (the infrared is invisible) emitted from the dévice is harmful to the eyes, so the user gg&ttl':—::s%}gg? applicable to the frequency - Dalang S'treet’ Longhua District, 518109 Shenzhen,
and the maintenance man should not stare at the light. Recommended separation distance Pulse Oximeter 2.20 1.87 1.66 PEOPLE'S REPUBLIC OF CHINA
@®  Testee cannot use enamel or other makeup. JP Phone:+86 755 61120085
@  Testee’s fingernail cannot be too long. Cond?céed d=12 Graphs Fax:+86 755 61120055
[ ] Please refer to the correlative literature about the clinical restrictions and caution. 61%% 0E_4> 6 3 Vrms d=02 JP 80MHz to 800MHz a) Scatter plot of the data of Pulse Oximeter to the Reference CO-Oximeter During Non-Motion E-mail: sales@med-linket.com
@®  This dev1C§ is not intended for treatment. ) ) ) Radiated 150 kHz to d=04 80 25G Conditions
@®  The user is not allowed to repair the equipment. Changes or modification not expressly RF 80 MHz I i o \/F OMHz to 2.5GHz .
approved by Med-link may void the warranty. 20 V/m omplies Where P is the maximum output power rating of 100 Shanghai International Holding Corp. GmbH ( Europe )
Removing the batteries to avoid battery leakage and device damage if long time no use. h H = - : Eiffestrasse 80, amburg, Germany
° ing the b . id battery leakage and device damage if long ti 80 MHz to the transmitter in watts (W) according to the Add: Eiffestr 80. 20537 Hamb G
2.5 GHz transmitter manufacturer, d is the Y =|l. X . — , .
. . IEC recommended separation distance in meters - — Tel: +49-40-2513175  Fax: +49-40-255726
Section 3 Troubleshooting 61000-4-3 g'n)ld renaths from fixed RE & " 95
. . . . . . . ield strengths from fixe ransmitters, as —
Thls secltlon explaln§ how to troubleshoot the Pulse Oximeter. The Table lists posmbl}e Pulsg Ox1met§r determined by an electromagnetic site survey a, -
difficulties, along with probable causes, and recommended actions to correct the difficulties. Details should be less than the compliance level in each a0 -
see Table 2 as below. frequency range b. . o A =
Table 2—Troubleshooting Guide Interference may occur in the vicinity of
= 5 g equipment i um
L Possible Causes Solutions marked with the following symbol: ((‘.l,)) o 85 =
The power button did not press in place Re-press the power button in place, Q L -
and keep 1-2 seconds NOTE | At 80 MHz and 800 MHz the higher frequency range applies. ] 1]
e 1D NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is 80 = -
Unnormal booth Not Install battery Install battery affected by absorption and reflection from structures, objects and people. I
X Battery use-out Replace battery a : Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) r .
of Pulse Oximeter Install battery improperl Check and re-install battery telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV 75 - -
(display screen - Y y n - — broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic g
and transmitting Partial damage of Metal dome (which | Contact authorized distributors environment due to fixed RF transmitters, an electromagnetic site survey should be
be of LCD is directly connected to the battery). considered. Ifthe‘measured ﬁeld.strength in the location in which the Pulse Oximeter is usgd 70 —>Line of identit
tube o D nC tion bot Contact authorized distribut exceeds the applicable RF compliance level, the Pulse Oximeter should be observed to verify L N Y
presenting lights amage in Lonnection between ontact authorized distributors normal operation. If abnormal performance is observed, additional measures may be T —— Regression line(Device under test)
off) mainboard and battery holder (i.e. necessary, such as reorienting or relocating the Pulse Oximeter. 65 P PP P PR P |
Damage in flexible printed circuit b: Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3V/m. -
X . . . - 5 5 5 5
board (FPCB) or break in soldering ® Recommended Separation Distances Between Portable and Mobile RF 6 70 7 80 Sa02 8 90 9 100
spot). Communications Equipment and the Product
No display on With damage in display screen or break Contact authorized distributors Table 6—R_ecgmmend§d separation distances between portable and mobile RF
screen, but the in the connection spot of display screen b 101 equip and the Pulse Oximeter. ftem 70-100 90-100 80-<90 70-<80
transmitting tube The Pulse Oximeter is intended for use in an electromagnetic environmentin which # pt: 241 80
£LED i }i radiated RF disturbances are controlled. The customer or the user ofthe model Pulse Pt 82 e
0 1ghts on. - - - Oximeter can help prevent electromagnetic interference by maintaining a minimum Bias 0.30 1.09 0.61 -0.80
Poor perfusion problem (generally, If the pulse amplitude has no display distance between portable and mobile RF communications equipment (transmitters) and
pulse amplitude has no display on on sereen please: the Pulse Oximeter as recommended below, according to the maximum output power of ARMS 192 1.66 1.87 2.20
No reading screen, while the transmitting tube of 1) Adjust the finger position; the csgggjunlcanons equipment. Max diff 6.30
display on Pulse LCD presenting lights on, and the 2) Use your middle or index finger maximum Separation distance according to frequency oftransmitter/ m Min diff -5.50
i fi i in pl i fi - output power
Oximeter inger insert in place) 3 W oftransmitter 150kHz to 80MHz | 80MHz to 800MHz | 800MHz to 2,5GHz
) Warm your fingers. W d=1.2xpY/? d=0.2xpY? d=0.4xP"? b)  Bland-Altman Plot Comparing the SpO2 Difference between the Pulse Oximeter and the
The transmitting tube of LED lights off Contact authorized distributors 0.01 012 0.02 0.04 Reference CO-Oximeter During Non-Motion Conditions
Fail auto-off Damage in collection tube or other Contact authorized distributors 0.1 038 0.07 0.13
device parts. 1 12 0.2 04 s - Upper 95% limit
7
; : : 10 2.8 0.7 1.3 & .
Section 4 Electromagnetic Environment 100 5 > 3 s i N Regression line
Electromagnetic Interference Caution . - I 3 = S LRSS 3. e — Mean differ
This device has been tested and found to comply with the limits for medical devices to the For transmitters rated at a maximum output power not listed above, the recommended % 2 1 [k VIR 3 R s_s.-—?!-r“/ ean diference
IEC/EN 60601-1-2. These limits are designed to provide reasonable protection against harmful :ﬁg%ghﬁgndclstgpﬂc]ee ?rlann;nn?itt?: (WLg?Q g ?Si?]tén:naatiﬁntijymu f}lﬂtg tthe %cw::' gr;ﬁpr:)lgﬁgle to G CEACHE ) LAES S A e “ ]
interference in a typical medical installation. However, because of the proliferation of transm?tter irYwatts (W) accordable to the transmitter manufaF::turF:er e 51 e K A b “ - — ] : ) .
radio-frequency transmitting equipment and other sources of electrical noise in healthcare X " : et a2 A % 3 WA LAY Line of identity
environments (for example, electrosurgical units, cellular phones, mobile two-way radios, 2‘;);'—&!'5 At 80 MHz and 800 MHz, the separation distance for the higher frequency range ;j ¥ v
?Afggg;gh;pp&ﬁn%s’Czllgge h;%gxg;%gng’rn s[terlezvgltslllm(l))f’ ;t ;zu‘;gzsﬁl:ythr?&mg};n l%‘;:ﬁip?ifogu%}} NOTE 2: These gmdgllnes may not'apply in all situations. Electromagnetlc propagation is D:: 0 - O 1152 —19 237 Lower 95% limit
performance of this device. This Pulse Oximeter is not designed for use in environments in affected by absorption and reflection from structures, objects and people. -7 — =
which the pulse can be obscured by electromagnetic interference. During such interference, -
measurements may seem inappropriate or the monitor may not seem to operate correctly. 5 0 L a0 85 80 95 100
Electromagnetic Environment Section 5- Measurement Validation Fuetage SR nd w8
The Pulse Oximeter is intended for use in an electromagnetic environment in which radiated The Pulse Oximeter accuracy has been validated in human studies against arterial blood sample Boints Standard ] 95% limits of #of # beyend the 95% limits
RF disturbances are controlled. The customer or user of the Pulse Oximeter can help prevent i . . . Sres (%) . Bias
electromagnetic interference by maintaining a minimum distance between portable and mobile reference measured with a CO-Oximeter. In a controlled desaturation study, healthy adult analyzed deviation. agreement Meanz250 of agreement
RF c%mmlimitchations gquipmerllt (ttra?flrlnitters) and lhf Pulse Qximeter as recommended below, volunteers with saturation levels between 70% and 100% SaO2 were studied. 241 183 1.90 0.30 -3.44, 405 10 12
according to the maximum output of the communications equipment.
‘Warning: Subject Demographics son 6 5 intenan
A Pulse Oximeter should not be used adjacent to or stacked with other equipment and that if The population characteristics for those studies as follow Table 7 Section 6- Service and Main ce
adjacent or stacked use is necessary, Pulse Oximeter should be observed to verify normal popu Table 7—Pulse Oxi eterCl'u' al study S ‘];V D hics Record Cleaning and Disinfecting
operation in the conﬁgu{a{;i)n31n_v]\5h1c]};r1; will ble used. . .. - able /—u'se Dxim - inical Sudy Subject Jemographics Record. 1 Clean the surface of the Pulse Oximeter by using a soft cloth dampened with either a
avle eclaration electromagnetic emissions Subject Height Weight : commercial, non-abrasive cleaner or a solution of 70% isopropyl alcohol in water, and wiping
Pulse Oximeter is intended for use in the electromagnetic environment specified below. # Gender | Age (cm) (ke) Skin Tone Remark it lightly the surfaces of the Pulse Oximeter. ’
The customer or the user ofthe Pulse Oximeter should assure thatitis used in such an I M 31 160 70 Liaht Asian (Chinese) Please switch off Pulse Oximeter before cleaning. Clean the LED and photo-sensor with moist
environment. 1g - - cloth or cotton ball and alcohol gently.
Emissions test compliance Electromagnetic environment-guidance 2# M 24 165 55 Light Asian (Chinese) 2 The aforementioned general cleaning process is not for infection prevention. Please contact
RF emissions Group 1 The Pulse Oximeter uses RF energy for 1ts 34 F 22 160 45 Light Asian (Chinese) the specialist for process of contagious infection.
CISPR 11 internal function. Tlherefoge, its RF kel 44 M 29 175 60 Medium Dark Asian (Chinese) Calibrating
?;TJ':;';:S ?r:{ae\;fetaryer?ga ?r?n:e:fbnoetlelctergr:i?: S# F 22 160 49 Light Asian (Chinese) 1)  Please use the SpO, simulator of Fluke Biomedical index 2 to calibrate Pulse Oximeter for the
equi me¥1t \ o F T 160 45 Licht Asian (Chi function of SpO, measure. The calibration must be operated to by qualified personnel only.
— s Tﬂ g e Gximoter s STable T - 12 sian (Chinese) 2) The SpO2 accuracy can be validated in human studies against arterial blood sample reference
RF emissions ass do?nel;t?cees)t(ggﬁsﬁ:r:zstl;ﬁd ?n orusein T# F 21 162 54 Light (White) Caucasian measured with a CO-oximeter. All of the process of the clinical study must be complied with
CISPR11 establishment directly connected to a low 8t M 34 192 102 Light (White) Caucasian standard of EN 1SO 80601-2-61.
voltage power supply network which 9# F 27 178 58 Light (White) Caucasian Repairing and Maintenance
supplies buildings used for domestic 10¢ M 23 178 78 Dark dark African 1. Please change the batteries when the low voltage indicator lightens.
purposes. - 2. Please clean the surface of the device before using. Wipe the device with alcohol first, and then
® Guidance & Declaration - Electromagnetic Immunity 11# E 24 174 80 Dark dark African let it dry in air or clean it by dry clean fabric.
Table 4—Guidance & D ion — el Jra 12# M 26 169 65 Dark dark African 3. Please take out the batteries if the Pulse Oximeter is not in use for a long time.
The Pulse Oximeatefis intell:lded‘;gr use in theIele;on:;lgneﬁcuenv;lronment s{aeciﬁed below. 4 ;he %%%} stolratge ?Vir%n{nem of the device is 10°C to 401C ambient temperature and not higher
& b ¢ . an 80% relative humidity.
The customer or the user ofthe Pulse Oximeter should assure thatitis used in such an Arus Results: 5. Please f9]]0w the this man_ual to ensure the normal use of the dev_jce_ ) )
environment. EC 606011 c i Tlect 5 - T The final analysis was performed on 249 data points collected across 11 subjects. The SpO2 accuracy 6. The device needs to be calibrated once per two years ( or according to the calibration program
Immunity test | I omlp |arce ec romagne_dc environment - performance of each Pulse Oximeter and sensor combination is identified below. of hospital).
test leve evel Floorssho Idgk;“e a"(‘)?d oncreteor . N It can also be performed at state appointed agent or just contact to us for calibration.
. u wood, - Y
Electrostatic 6 kv A ceramic tile. Iffloors are covered with 2(8p02i —RefSa0,;) :
discharge (ESD) contact Complies heti 2al. the relati Arms =1 7 ‘Warning
e +8 KV air synthetic material, the relative rms = b L .
IEC 61000-4-2 humidity should be at least 30 % n @  High-pressure sterilization cannot be used on the device.
— Where: @® Do not immerse the device in liquid.
Power Power frequency magnetic fields . ® Iti ded that the device should be ket i d . Humidi d
frequency should be at levels characteristic of a Arws is the accuracy root mean square. t is recommended that the device should be kept in a dry environment. Humidity may reduce
(50/60 Hz) 3A/m Complies typical location in a typical commercial SpO: is the test Pulse Oximeter readings during sample i. the using life , or even damage the device.
magnetic field or hospital environment. RefSa0; is the Average Reference CO-Oximeter functional oxygen saturation reading during sample i. Disposal
IEC 61000-4-8 n is the number of points. The detail of the Arms Results is below Table 8 and Table 9.

@ Guidance & Declaration - Electromagnetic Immunity Concerning Conducted RF
& Radiated RF.

Table 5—Guid:

& Decl

ion - Electr

ic immunity

S

The model Pulse Oximeter is intended for use in the electromagnetic environment specified
below. The customer or the user ofthe model Pulse Oximeter should assure thatitis used in
such an environment.

Immunity lEC 60601 | Complianc

test test level Electromagnetic environment - guidance

e
level

Table 8—overall Average Root Mean Square (ARMS) for Pulse Oximeter in the SpO2 range of
70%-100%.

Compared to Avg. Reference Functional SaO Specification
CO-Oximeter, Functional SaO> 70-100% # of Points 70-100%
Apr 6-8,2012 Arms Arms
Pulse Oximeter 1.92 241 Pass Arms of 3

Table 9—ARMS values measured by using Pulse Oximeter in a clinical study.
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1)  Used batteries should not be disposed of in the household rubbish. Used Batteries should be
deposited at a collection point.

2) At the end of its life, the appliance should not be disposed of in household rubbish. Enquire
about the options for environment-friendly and appropriate disposal. Take local regulations
into account.

‘Warranty

Our company warrants Pulse Oximeter at the time of its original purchase and for the subsequence
time period of one year.

The warranty does not cover the followings:

@®  The device series number label is torn off or cannot be recognized.

@®  Damage to the device resulting from misconnection with other devices.

@®  Damage to the device resulting from accidents.

@  Changes performed by users without the prior written authorization of the company.



