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Otomatik Hematoloji Analiz Cihazi
Kullanim Kilavuzu

Kilavuzu okuyun ve kaynaklayin

m Liitfen kullanmadan 6nce giivenlik kilavuzunu dikkatlice

okuyun ve dogru bir sekilde anlayin.

m Liitfen kilavuzu ileride bagvurmak iizere kolay

erigebileceginiz bir yerde saklayin.

Uretici: Maccura Medical Instrument Co., Ltd.



Revizyon Gecmisi

Manuel Strim Tarih

ilk Siiriim

SISTEM VERSIYONU TELIF HAKKI

1. Bu kilavuzda yer alan veriler dnceden haber verilmeksizin degistirilebilir.

2. Bu kilavuzun telif hakki Maccura Medical Instrument Co., Ltd.'ye aittir.
Maccura Medical Instrument Co., Ltd.'nin dnceden yazili izni olmaksizin bu kilavuzdaki
higbir bilgi hi¢bir kosulda ¢ogaltilamaz, yeniden basilamaz veya ligiincii bir tarafa ifsa

edilemez.

3. Maccura Medical Instrument Co., Ltd., bu kilavuzda agiklanmayan kullanimdan veya kullanimdan

sonra dogrudan veya dolayl olarak ortaya ¢ikan herhangi bir hasardan sorumlu olmayacaktir.

4. Kaullanicilar cihazi kilavuzda yer alan diizenlenmis yontemlere gore kullanmazlarsa

cihaz tarafindan saglanan koruma bozulabilir.
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Giris

Maccura Medical Instrument Co., Ltd.nin (bundan boyle "Sirket" olarak anilacaktir)
Otomatik Hematoloji Analizoriinii (bundan bdyle "Analizor" olarak anilacaktir) satin

aldiginiz igin tesekkiir ederiz.

m Liitfen analizorii profesyonel egitim almis teknisyenlerin gozetiminde kullanin. Klinik
muayene i¢in kullanildiginda lLiitfen doktorlarin veya klinik laboratuvar teknisyenlerinin

gozetiminde kullanin.

m Reaktiflerin veya sarf malzemelerinin yanlis kullanilmasi durumunda yanlis sonug verebilir

ve hatta analizOr veya operatore zarar verebilir.

m Cihazin dogru ¢aligmasi i¢in liitfen kullanmadan 6nce kullanim kilavuzunu bastan sona okuyun.

m Liitfen kilavuzu ileride bagvurmak iizere kolay erisebileceginiz bir yerde saklaym.

Kilavuzun Icerigi

Bu kilavuz 12 béliim ve 1 ek icermektedir. Liitfen gerektigi gibi uygun bolimi bulun.

Bolim 1 Kilavuza genel bakisg Analizor kilavuzunu 6zetler

® Analizoriin kullanim amacini ve dlgiim

) o parametresini tanitir
Boliim 2 Sistem Girisi .
m Analiz6riin olugturma ve ¢aligtirma

arayliziinii tanitir

. N ®  Analizoriin tasarim prensibini ve ¢alisma siirecini
Boliim 3 Tasarim ilkesi
tanitir
s . ®  Analizériin kurulum gereksinimlerini ve yontemini
Bolim 4 Sistem Kurulumu
tanitir
o ® Analizoriin referans araligini ve diger sistem
Bolim 5 Temel Ayar
ayarlarmni tanitir

m Numune toplama, hazirlama ve analiz
Bolim 6 Rutin ¢aligma slirecini tanitir
® Analizoriin rutin ¢aligmasini tamamlama
® Caligma arayliziinde numune girisi, sonug
timii ve diger islemler

- e ® Analiz6riin numune analiz sonuglarini
Boliim 8 Sonug¢ Gortiiniimi

goriintiileme

e . . ® Analiz cihazinin kalibrasyon gereksinimlerini ve
Bolim 9 Analizor Kalibrasyonu N ..
yontemini tanitir

. m Kalite gerekliliklerini ve analizdr yontemini
Chapter 10 Kalite Kontrol
tanitir
® Analizoriin bakim yontemini tanitir
Chapter 11 Bakim
o . ® Analizoriin ariza nedenini ve igleme
Bolum 12 Sorun Giderme . .
yontemini tanitur
®m  Analizoriin dzelliklerini tanitir




Uriun Garantisi

Kullanicr kilavuzundaki sinirlt igerik nedeniyle, Otomatik Hematoloji Analizoriiniin normal

kullanimin1 saglamak i¢in liitfen kullanim kilavuzunda kayitli yontemlere bakin.

a. Garanti Arahgi

Cihaz, {iretim hatasi nedeniyle arizalanirsa tlicretsiz olarak onarilacaktir. Ancak onarim

durumunda, bazen 6ge degistirilir.

b. Garanti Bolgesi

Satis yapilan iilke i¢inde

¢. Sorumluluk Reddi

Asagidaki durumlarda garanti siiresi i¢inde dahi garanti gegerli degildir:

® Yanlig kurulum kosullarinda kullanim nedeniyle ariza.

m Kilavuzda belirtilmeyen gii¢c kaynagi, voltaj veya frekanstan veya anormal gii¢
kaynagindan kaynaklanan ariza.

m Havadaki gii¢lii asindirict gaz nedeniyle devre korozyonu ve bozulmasindan
kaynaklanan ariza.

m Sirket tarafindan saglanmayan donanim, yazilim veya aksesuarlarin
kullanimindan kaynaklanan arizalar.

® Yanlis uygulama yontemi veya kilavuzda kayith olmayan uygulama yonteminden
kaynaklanan arizalar veya maccura tarafindan yapilmayan bakim nedeniyle arizalar.

Maccura tarafindan belirlenmemis sirketler tarafindan bakim nedeniyle olusan arizalar.
Maccura tarafindan onaylanmayan hareket veya nakliye nedeniyle ariza.

Miisteri tarafindan sékme veya degistirmeden kaynaklanan ariza.

Yangin, deprem, riizgar, sel, gok giiriltiisii, sug, siddet, terdrist, radyoaktif
kirlenme, uyarma, tehlikeli madde ve diger karsi konulmaz dogal tehlikelerden
kaynaklanan arizalar.

m Eski veya Maccura'nin yazili izni olmadan yeniden satin alinan enstriimanda

meydana gelen arizalar.

d. Kullamim kilavuzu iizerindeki haklar

Bu kullanim kilavuzu 6nceden haber verilmeksizin degistirilebilir.

Kurulum, tasima ve satis sonrasi servis

a. Kurulum ve tasima

Kurulum sirasinda, kullanicinin kullanim kilavuzuna gore cihazin kurulumu i¢in donanim
kosullarini ve uygun ¢aligma ortamini hazirlamasi gerekir.
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b. Satis sonrasi servis

m Satig sonrasi servis ve bakim sozlesmesi ile ilgili olarak liitfen sirketin servis
departmani veya yetkili distribiitorii ile iletisime gegin.

m Garanti siiresinin 6tesindeki servis konusunda sirket veya yetkili distribiitoriin servis
departmani ile goriismek igin liitfen bakim s6zlesmesini, muayene servis

sozlesmesini vb. getirin.

Imha etme

Cihazin atilmasi, ilgili ulusal mevzuata uyulmasini gerektirir

Nasil yardim alinir

Otomatik Hematoloji Analizorii kurulumu ve kullanimi sirasinda herhangi bir sorunla

karsilagirsaniz ve yardima ihtiyag duyarsaniz, liitfen asagidaki iletisim yontemleri ile Maccura

Medical Instrument Co., Ltd.'nin servis bolimii veya yetkili distribiitor ile iletisime gegin:

m Sirket Internet Adresi: www.maccura.com

m letisim Bilgisi:
Tel: +86 28 87854598 +86 28 87854582 Fax:
+86 28 87831961

E-posta: maccura@maccura.com

Liitfen agagidaki bilgileri hazirlayin:

m Otomatik Hematoloji Analizoriiniin iiretim numarasi (cihazin arka panelindeki isim
levhasini kontrol edin)

m Sorunlarin tanimi

m Sorunu ¢dzmek i¢in kullandigmiz yontemler ve islem adimlart

m Cep telefonu numaraniz, faksiniz ve e-posta adresiniz vb. dahil olmak iizere

iletisim bilgileriniz.

Kullanici Egitimi

Firma, Otomatik Hematoloji Analizoriiniin ¢alistirilmasi konusunda egitim hizmeti

verecektir. Detayli bilgi i¢in liitfen firmanin servis departmanina danisiniz.



Uretim tarihi ve raf omri

Cihazin tiretim tarihi isim plakasinda yazilidir, raf 6mrii 5 yildir.

Cihazin ve s1vi atiklarin atilmasi

Cihaz1 atmadan 6nce, giivenlik prosediirleri hakkinda tavsiye almak i¢in liitfen servis
departmanimizla iletisime gegin.
Liitfen cihaz1 yerel ¢evre koruma yonetmeliklerine gore atin.

Liitfen atiklar kesinlikle gegerli ¢cevre koruma yonetmeliklerine gore atin.

Depolama ve nakliye

Depolama

Ambalajli cihaz, asindirict gazlarin olmadig: ve iyi havalandirilan bir ortamda
saklanmalidir ve sicaklik -10°C~ 40°C, bagil nem %10 ~ 90%.

Nakliye

Liitfen nakliye icin sirketin belirledigi 6zel ambalaj kutusunu kullanin ve ambalajsiz tagimay1

yasaklayn.
Paketleme kutusu, paketleme talimatina gore araca sabitlenmeli, bosaltmay1 ve carpmay1
yasaklamalidir.

Neme ve giines kremine dikkat edin ve nakliye sirasinda yagmuru engelleyin.

Diger onlemler

(1) Cevresel kosullar

Cihaz, agagidaki ¢evre kosullart karsilandiginda kullanilmalidir.
a. Temiz hava ve iyi havalandirin.
b. Dogrudan giines 1s1gindan kaginin.
¢. Masa yatay durur (egim 1/200 veya daha digiiktiir)
d. Masa, enstriimanin agirligina dayanabilir.
e. Ortam sicaklig1 15°C~ 30°C araligindadir, dl¢iim yaparken hata
+2°C'dir.
f. Bagil nem %30 ~ %85 araligindadir ve cihazin yiizeyinde yogusma yoktur.

g. Insan viicudunun hissedebilecegi bir titresim yoktur.

h. Cihazin 5 metre yakininda bir gii¢ dagitim panosu bulunmaktadir.

i. Voltaj dalgalanmas1 +%10 araligindadir.

j- Elektromanyetik ve manyetik parazit olusturabilecek cihazlardan (6rn. santrifiij,

EDM makinesi, telefon, telsiz ve telsiz telefon vb.) uzak tutunuz.

k. Bir toprak terminali var (topraklama direnci 10Q veya daha diisiik).

1. Enstriiman ¢aligirken giiriiltii 60db'den azdir (ara sira giiriiltii dahil degildir).

m.Cihaz hazir durumdayken giiriiltii 45 db'den azdir.

(2) Disposal of reagent, sample and consumables

a.

Liitfen biyolojik tehlikeler igin ulusal gilivenlik yoOnergelerinde veya
diizenlemelerinde veya satisin  yapildigir tlkedeki ilgili ¢evre koruma

diizenlemelerinde agiklanan dnlemlere uyun.

. Numunelerin belirtilen standartlara gore kullanilmasindan sonra elden ¢ikarilmasi,

muhafaza edilmesi veya terk edilmesinden kullanicilar sorumludur. Bu nedenle, islem
hatas1 veya baska nedenlerle numunenin beklenmedik sekilde kaybolmasini 6nlemek i¢in

numunelerin bir kisminin 6nceden ¢ikarilmasi ve saklanmasi tavsiye edilir.

Onemli Giivenlik Bilgisi

Otomatik Hematoloji Analizoriinii ¢alistirmadan 6nce liitfen asagidaki uyarilari ve

hatirlatmalart dikkatlice okuyunuz.

Cihaz tizerindeki uyari igaretleri veya kilavuzdaki tehlike uyarilari, uyari isaretleri ve

tek kelimeden olusan (tehlike, uyar: ve dikkat gibi) asagidaki uyar1 basliklarini igerir.

A d

Bir giivenlik uyart sembolil. Bu kilavuzun ilgili giivenlik agiklamalarinda
tehlike uyarist kelimesinden 6nce gelir. Liitfen bu semboliin arkasindaki

tiim gilivenlik bilgilerine dikkat edin.

Danger Tehlike: Kaginilmazsa birkag yaralanmaya veya yaralanmaya

neden olabilecek acil tehlikeli durumu belirtir.

Warning Uyari: Kaginilmazsa birkag yaralanmaya veya yaralanmaya

neden olabilecek potansiyel tehlikeli durumu belirtir.

Caution Dikkat: Kaginilmazsa hafif veya orta dereceli agrilara neden

olabilecek potansiyel tehlikeli durumu belirtir.



Caution Dikkat: Onlenemedigi takdirde mal ve veri kaybina veya gevre

kirliligine neden olabilecek potansiyel tehlikeli durumu belirtir.

Bu kilavuzda tehlike kullanilmamustir.

Yukarida belirtilen uyari ve hatirlatmalara ek olarak, bu kilavuzda ifade i¢in agsagidaki

kelimeler kullanilacaktir.

Not: Herhangi bir arizay1 dnlemek i¢in dogru test i¢in tiriniin dogru kullanimini

saglamak i¢in kullanim talimatlarini gosterir.

Cahstirmadan once alinacak onlemler

Cihazin cahismasi ve kullanim kilavuzu

Bulasic1 maddelerden kaynaklanan kontaminasyonu énlemek i¢in liitfen cihazi kullanmadan
once koruyucu giysiler giydiginizden emin olun. Koruyucu giysiler bakim ve muayenede her
zamankinden daha 6nemli. Belirli bir yonetmelik veya el kitab1 varsa liitfen yonetmeliklere
uyun.

Kullanim kilavuzunda belirtilenler disinda herhangi bir islem yapmayiniz. Cihazla ilgili
herhangi bir sorun varsa liitfen sirketin servis departmaniyla iletisime gegin.

Liitfen cihazda veya kullanim kilavuzunda agiklanan 6nlemlere ve talimatlara uydugunuzdan
emin olun. Kullanicilar cihazi kilavuzdaki diizenlemelere gére kullanmazlarsa cihaz
bozulabilir.

Tiim kazalar tahmin edilebilir degildir, bu nedenle kilavuzdaki ve cihazdaki tehlikeli uyari
isaretleri tiim olast durumlar1 kapsayamaz. Sadece verilen yonergeleri takip etmek yeterli

degildir. Liitfen tetikte olun ve sagduyunuzu kullanin.

Cihaz Caligmast

Dogrulugun kontroliinii saglamak i¢in liitfen reaktif stabilitesi ve cihaz ¢alismasi sirasinda
kontrolii test edin. Hasta numunesinin testinden once, liitfen kontroliin test sonucunun
gereksinimleri karsiladigindan emin olun. Liitfen bazi reaktiflerin saklanmasi, bertarafi ve
kullanim ydntemi ve kontrolii (ambalaj agmadan dnce ve sonra) ile ilgili kullanim

kilavuzunun gerekliliklerine uyun.

Diger giivenlik dnleyici tedbirler

Liitfen cihazda degisiklik yapmayin veya kilavuzda izin verilenler disinda bilesenleri
kullanmayin, aksi takdirde tehlike olusabilir.

Liitfen bakim i¢in kullanilanlar diginda bagka organik reaktifler kullanmaktan kaginin.

Kullanim icin 6nlemler

Bu cihazi kullanirken liitfen anormal giiriiltiiye, su sizintisina ve diger anormalliklere
dikkat edin. Yukaridaki sorunlar meydana gelirse, liitfen belirli kosullara gére uygun
giivenlik 6nlemlerini alin ve sirketin servis departmant ile iletisime gegin.

Liitfen caligma sirasinda cihazin {ist kapak plakasini agmayin, aksi takdirde tehlike

olusabilir.

Kurulum ve bakim ile ilgili 6nlemler

Kullanicilarin cihazi bireysel olarak kurmalarina izin verilmez. Cihazin giivenligini ve
normal kullanimini saglamak i¢in sirketin servis departmani kurulum hizmeti verecektir.
Kullanicinin bakimi altindaki testler bu kilavuzda agiklananlarla sinirhdir. Liitfen bakimdan
once ayrintilart anlaym. Liitfen kilavuzda agiklanmayan testleri siirdiirmeye caligsmayin; aksi
takdirde alet tehlikeye girecek ve kisisel yaralanma meydana gelebilir.

Uyart isaretleri eskimis veya hasarli ise, degistirilmesi igin liitfen sirketin servis departmani

ile iletisime gegin.

Uyar1 notlari

Bu kilavuzdaki uyari notlar1 ve konumlari asagida listelenmistir.
Asagida belirtilen koruyucu cihazlar tibbi eldivenler, koruyucu gozliikler, koruyucu

bezler ve maskeyi igerir.

Uyar bildirimleri Listesi

A Sivi atiklarin neden oldugu enfeksiyon

m Sivi atik ile temas enfeksiyona neden olabilir.
m Litfen bakim ve incelemeden 6nce koruyucu cihazlar: takin.
m Sivi atik cilde temas ederse, liitfen cildi hemen akan su ile yikayim ve temas bolgesini

dezenfekte edin. Gerekirse, liitfen tibbi yardim alim.

& Numunenin neden oldugu enfeksiyon

m Numune ile temas enfeksiyona neden olabilir.
® Numuneyi atarken liitfen koruyucu cihazlari takin.
® Numune cilde temas ederse, liitfen cildi hemen akan suyla yikayin ve temas

bdlgesini dezenfekte edin. Gerekirse, liitfen tibbi tavsiye isteyin.

® Numune bir cihazin lizerine diiserse, litfen koruyucu cihazi takin, soliisyonu silin ve
temas bolgesini dezenfekte edin.



A Cihaz birimleriyle temastan sonra olusan enfeksiyon/hasar

m Ornekleme iinitesi, reaktif enjeksiyon iinitesi, temizleme iinitesi veya diger iinitelerle
temas enfeksiyona veya hasara neden olabilir.

m Bakim ve muayene sirasinda liitfen koruyucu cihazi taktiginizdan ve kilavuzda
aciklanan prosediirlere uydugunuzdan emin olun.

m Liitfen bakimdan 6nce cihazin ¢aligmadigindan emin olun.

m Numune raki ve numune tepsisi ile temas yaralanmaya veya enfeksiyona neden olabilir.

m Cihaz galisirken, yazilim tarafindan 6rneklemenin durdugunu gosterdiginde liitfen
numuneyi yiikleyin veya bosaltin. Numuneyi yiiklemeden veya bosaltmadan 6nce liitfen
numune tepsisini giivenli konuma g¢evirin.

® Numune kolunda ve numune tepsisinde bir alarm varsa, numune alma dursa bile

numuneyi yiiklemeyin veya bosaltmayin.

A Asit veya alkali kimyasallarin neden oldugu cilt tahrisi

m Substrat veya yikama tamponu ile temas cilt tahrisine neden olabilir.
m Liitfen koruyucu cihazi taktiginizdan ve substrati veya yikama tamponunu atarken reaktif

talimatinda belirtilen dnlemleri uyguladiginizdan emin olun.

m Substrat veya yikama tamponu cilde temas ederse, liitfen cildi hemen akan suyla

yikayin ve temas bolgesini dezenfekte edin. Gerekirse, liitfen tibbi tavsiye isteyin.

m Reaktifi atarken liitfen koruyucu cihazi taktiginizdan ve reaktif talimatinda belirtilen
onlemleri uyguladiginizdan emin olun.

A Yiiksek voltajin neden oldugu elektrik ¢carpmasi

m Algilama {initesinin bazi kisimlar yiiksek voltaj altinda oldugundan elektrik carpmasi

riski vardir.

m Kapak plakasini algilama modiiliinden ¢ikarmayin.

A Yanginin neden oldugu yanik yaralanmasi

m Boyama reaktifi yanici bir maddedir, uygun sekilde kullanilmazsa yangina veya
yaniklara neden olabilir.

m Hiicreleri boya reaktifi ile boyarken atese yaklagmayin.

m Boyama reaktifi hiicre boyama i¢in kullanilir ve inceleme ve imhadan kullanici

sorumludur.

Bildirim Listesi
A S1vi atiklarin uygun olmayan sekilde atilmasindan kaynaklanan enfeksiyon

m Bulasici patojenler (kan drnekleri) iceren sivi atiklar, bulasici tibbi atiklarin yonetiminden

sorumlu yonetici tarafindan ilgili yasa ve yonetmeliklere gore bertaraf edilmelidir.

m Reaktifte, kalibratorlerde ve kontrolde bulunan maddeler ¢evre koruma yasalari ile
simirlandirilmistir ve bunlarin bertarafi, atik su ile ilgili yerel kalite standartlarina uygun

olmalidir.

A Bulasicr atiklarin uygunsuz sekilde imha edilmesi

m Atik maddeler bulasici atiklara aittir ve bulasici tibbi atiklarin yonetiminden sorumlu
yonetici tarafindan ilgili yasalara ve giivenlik kontrol yonetmeliklerine gore bertaraf

edilmelidir.

& Yetersiz numune tahliyesinden kaynaklanan hatah 6l¢iim

m Numuneler lifli protein veya toz gibi ¢éziinmeyen maddeler igeriyorsa, yetersiz numune
absorpsiyonu nedeniyle test sonuglart hatali olacaktir. Numuneleri yiiklemeden 6nce

numunelerde ¢6ziinmeyen maddeler olmadigindan emin olunuz.

® Numune kabinda hava kabarciklar1 goriiniiyorsa, yetersiz numune absorpsiyonu nedeniyle
test sonuglari hatali olacaktir. Liitfen numuneleri yiiklemeden 6nce numunelerde hava

kabarcig1 olmadigindan emin olun.

A Yanls reaktif enjeksiyonundan kaynaklanan hatah dl¢iim

m Reaktif sisesinde hava kabarciklari belirirse, yetersiz numune absorpsiyonu nedeniyle
test sonuglar1 yanlis olacaktir.

m Liitfen reaktifi yliklemeden dnce reaktifte kabarcik olmadigindan emin olun.

A Calisma bolmesi kapagi ekstriizyonundan kaynaklanan hasar

® Ac¢ma/kapama islemi sirasinda yaralanmay1 dnlemek i¢in dikkatli caligma
yapilmalidir.

A Manuel kayittan kaynaklanan yanhshkla reaktif absorpsiyonu

m Manuel kayit sirasinda reaktifin barkodu yanlis girilirse, yanlis reaktif kullanilmasi

sonucunda test sonucu hatal1 olacaktir.
m Manuel sistem ile reaktif kaydi sirasinda, liitfen bu kullanim kilavuzunda belirtilen

prosediire gore reaktif barkod etiketi iizerindeki barkodu dogru bir sekilde girin.

A Manuel kayittan kaynaklanan kalibratorlerin veya kontroliin yanhs okunmasi

m Manuel kayit sirasinda kalibratorlerin veya kontroliin barkodu yanlis girilirse, yanlis
kalibratorler veya kontrol kullanilmasi nedeniyle test sonuglar1 hatali olacaktir.

m Litfen manuel sistem ile reaktif kayd: sirasinda bu kullanim kilavuzunda belirtilen
prosediire gore kalibratoriin veya kontroliin barkod etiketi iizerindeki barkodu dogru bir

sekilde girin.

& Uzun siireli calismanin neden oldugu yorgunluk

m Uzun siire ayni hareketle LCD karsisinda ¢alistyorsaniz viicudunuzda ve goziiniizde artan
yorgunluk olabilir. Sagliginiz i¢in her bir saat araliksiz ¢aligmadan sonra liitfen LCD

karsisinda 10-15 dakika ara veriniz. LCD'ye uzun siire bakmak giinde 6 saati gegmez.
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Uyan isaretleri Isaret

Asagidakiler Otomatik Hematoloji Analizorii lizerinde etiketlenmis uyar isaretleridir. Bu alanin iglevini miisterilere anlatmak icin isaretler kullanilir.
Liitfen her uyari isaretini dikkatlice okuyun ve ilgili bilesenlerin i¢erigini onaylaym. Alet tipi, kayit bilgileri ve liretim numarasi, alet arka panelinin isim plakasinda
Liitfen uyari isaretlerini diizenli olarak kontrol edin ve giivenli mesafelerde net bir sekilde etiketlenmistir.

okunabildiklerinden emin olmak i¢gin temizlik ve bakim yapin. Uyari levhalari eskime

nedeniyle okunaksiz ise degisim i¢in liitfen firmanin servis departmani ile iletisime

geciniz. |= 580 AMwarning

Please Read The
Automatic Hematology Analyzer Caratiy Bafore
You Use The
Analyzer
Model: F 580
[sn]
i . EBL9201001
Isaretlerln aglklamaSI Voltage: 100-120/200-240V~ 50/60Hz
Power: 240VA
il B 5 I e Road Htieen 2
Warnlng Uyarl s1u1'7‘3n1gcr‘\enéas, PEOPLE'S REPUBLIC OF CHINA E
Shanghai International Holding Corp. GmbH(Europe) — C €
. . e e . . . et . [T Eifestrasse 80, 20587 Hamburg, Germany
Bu isaretin bitisigindeki alanda ciddi yaralanma veya 6liime neden olacak bir
Maccura Medical Instrument Co., Ltd. maccura

tehlikeyi belirtir.

Liitfen dogru kullanim i¢in bu kullanim kilavuzunu dikkatlice okudugunuzdan

emin olun.

F S80L T

Please Read The
Automatic Hematology Analyzer Carefly Before
D e

Biohazard Warning Biyolojik Tehlike Uyarisi

Bu isaretin bitisigindeki alanda biyolojik tehlike oldugunu gosterir.

Model: F 580L

EBL9202001
Voltage: 100-120/200-240V~ 50/60Hz
Power: 240VA

Liitfen ilgili laboratuvar giivenlik prosediirlerine uydugunuzdan emin olun.

Maccura Medical Instrument Co., Ltd.
M Building 4, 8#, 2nd Anhe Road, Hi-tech Zone,
611731 Chengdu, PEOPLE'S REPUBLIC OF CHINA

[=]m] Shengnai ntemational Hoiding Corp. GmbH(Europe) -— c E

Eiffestrasse 80, 20537 Hamburg, Germany

Waterproof Warning Su Ge¢irmez Uyariso

Maccura Medical Instrument Co., Ltd. maCCUI'a

Sizmanin, bu isaretin bitisigindeki alanda alete zarar verebilecegini gosterir. Bu

alana stvi koymayin.

Fs580S B

;Ioa&,oﬂmdlﬂn
Automatic Hematology Analyzer Carefuly Before
e

Mechanical parts Warning Mekanik parcalar Uyarisi

Bu isaretin bitisigindeki hareketli mekanik pargalara dokunulmasi

Model: F 580S

EBL9203001
Voltage: 100-120/200-240V~ 50/60Hz
Power: 240VA

@@ b P

durumunda olast bir tehlikeye isaret eder.

Maccura Medical Instrument Co., Ltd
d Building 4, 8#, 2nd Anhe Road, Hi-tech Zone,
611731 Chengdu, PEOPLE'S REPUBLIC OF CHINA

[STe] Shangal intemational Holding Corp. GmibH Europe) _/ C E

Eiffestrasse 80, 20537 Hamburg, Germany

Maccura Medical Instrument Co., Ltd. ITIaCCUl'a
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Operasyonda onleyici tedbirler

Otomatik Hematoloji Analizoriinii dogru kullanabilmek i¢in asagidaki hususlara dikkat

ediniz:

Dogru test sonucunu saglamak icin notlar

m Cihaz galisirken cihaz test modiilii kapak plakasina dokunmayin, aksi takdirde test

sonuglari yanlis olacaktir.

m Liitfen bakim parcalarin1 zamaninda degistirin; aksi halde test sonucu yanlis olabilir.

m Cihaz yiizeyini kirden uzak tutmak i¢in numune alma ignesini zamaninda temizleyin, aksi

takdirde alet ar1zas1 meydana gelir veya test sonucu yanlis olabilir.

m Siiresi dolmus reaktif, kalibratdr ve kontrol kullanmadiginizdan emin olun. Siiresi

dolmus iiriinlerin kullanilmasi test hatasina neden olur ve test sonucu yanlis olur.

® Numuneleri, kalibratorleri veya kontrolii numune tiipiine uzun siire koymayin, aksi
takdirde buharlagsma nedeniyle yogusur ve dogru bir sekilde analiz edilemez ve yanlis
sonuglara yol agabilir.

m Liitfen standart numune tiipii kullanin, aksi takdirde numunelerin yanlis absorpsiyon
miktar1 nedeniyle test sonucu yanlis olabilir.

m Reaktif eklemeye devam etmeyin, aksi takdirde ¢capraz kontaminasyona neden olarak

yanlis sonuca neden olur.

m Test sirasinda liitfen reaktif kabininin kapagini agmadiginizdan emin olun, aksi

takdirde cihaz hatasi olur veya test sonucu yanlis olur.

m Boru hatt1 dolumu her giin baglamadan 6nce yapilmalidir, aksi takdirde hatali sonuca
neden olacaktir.

Cihaz hasarinin énlenmesi icin notlar

m Litfen standart numune tiiplini kullanin; degilse, numune alma sistemi hasar gorebilir.

m Numune ignesi yikama tankindan sivinin tagmasi, devre kartinin veya alt grubun hasar
gbrmesi gibi cihaz arizalarina neden olabilir.

® Numuneyi veya reaktifi cihazin platformuna koymadiginizdan emin olun. Cihaz {izerine
numune veya reaktif sigramasi, devre kart1 veya alt montajin hasar gérmesi gibi cihaz

arizalarma neden olabilir.

Cihazin acilmasiyla ilgili notlar

m Kigisel yaralanmaya veya alet hasarina neden olabileceginden, alet bakimi sirasinda gii¢

kaynaginin degistirilmesine izin verilmez.

Test baslangicina iliskin notlar

m Cihazin bakiminin devam etmediginden emin olun ve ardindan yazilimin sag
penceresindeki baslat diigmesine tiklayin. Cihaz bakimi sirasinda test baslarsa, bakim igin
kullanilan parcalar veya aletler, ¢calisan mekanizmaya dokunarak cihazda hasara neden

olabilir.
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Veri yedekleme

Cihaz ar1zas1 veya hatali caligma durumunda test sonuglar1 kaybolacaktir. Giivenlik

amaciyla, test sonucunun diizenli olarak yedeklenmesi onerilir.

Bilgisayar viriislerine kars1 6nlemler

Ani bir program/veri bozulmasi olursa veya islemde veya ekranda beklenmedik bir durum

ortaya ¢ikarsa, bilgisayariniza viriis bulasmig olabilir.

Bilgisayar viriisii, veri istisnasina veya bozulmasina neden olmak i¢in bilgisayariniza
giren kotii amacli programlari ifade eder.

Bilgisayar viriislerine karst koruma saglamak icin tasarlanmis programlara antiviriis
programlart denir.

Viriis enfeksiyonunun olasi nedenleri:

Viriislii program iletisim siirecinde indirildi.

Viriis bulagmis USB siiriiciisii veya diger depolama ortami yanlislikla kullaniliyor.

Not:

m Bir bilgisayara viriis bulastiginda, diger bilgisayarlara iletisim veya

depolama ortami yoluyla bulasma olasilig1 yiiksektir.

m Viris sliphesi olan programlari veya depolama ortamini

kullanmadiginizdan emin olun.

m Mobil depolama ortamini kullanmadan 6nce liitfen antiviriis programi

ile taraym.

Gii¢ kaynagimin kesilmesi

Gii¢ kaynaginin kesilmesi veya yildirim diismesi durumunda cihazin ¢aligma tinitesi

bozulabilir ve yazilim sistemi, uygulama yazilimi ve veriler zarar gorebilir.

Kontrol iinitesi

Bir sabit diske veya bagka bir depolama ortamina erisim sirasinda, kontrol iinitesinde ani
bir gli¢ kaybi olursa, icinde saklanan veri/yazilimlar zarar gorebilir. Kontrol iinitesini dogru

kapatma yontemi igin liitfen kullanim kilavuzundaki ilgili boliimlere ve boliimlere bakin.

Kontrol iinitesine baska programlar yiiklemediginizden veya iinite ayarlarini
degistirmediginizden emin olun.

Mobil ortamin gostergesi agtkken mobil ortami ¢ikarmaym. Aksi takdirde cihaz veya
mobil ortam zarar gérecektir.

Ekranin yanina manyetik testler koymadiginizdan emin olun. Aksi takdirde, bu
testler hasar gorecektir.
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Elektromanyetik dalga girisiminin 6nlenmesi icin notlar

m Cihazi elektromanyetik dalga girisimi kaynaginin yakinina yerlestirmediginizden emin
olun, aksi takdirde girisim olabilir ve cihaz arizasina neden olacak sekilde test sonucu

etkilenebilir.

Elektronik iiriinlerin Kirlilik kontrol isareti

Elektronik bilgi iiriinlerinin kirliliginin kontrolii ve yonetimine yonelik dnlemlerin ilgili
gerekliliklerine gore, tirlinlere elektronik bilgi tiriinlerinin kirlilik kontrol isareti bildirimi

eklenmistir.
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Bu isaret, Cin Halk Cumhuriyeti'nde satilan tim elektronik bilgi iiriinleri igin gegerli olan
elektronik bilgi tirtinleri i¢in kirlilik kontrolii i¢in kullanilir. Otomatik Hematoloji
Analiz6rii ayn1 zamanda bir elektronik bilgi tiriiniidiir. Ortada igaretlenen sayi, tirlinler
i¢in ¢evre koruma yilin1 temsil eder. Cevre korumanin 6mri, iiriinde bulunan toksik ve
zararlt maddelerin veya elementlerin normal kullanim kosullar: altinda sizdirilmayacagi
veya mutasyona ugratilmayacagi, kullanicilarin bu {irtinii kullanmalar1 ¢evreye ciddi

kirlilige veya ciddi hasara neden olmayacagi zaman siniridir. kisi ve mal.

Toksik veya zararh madde veya elementlerin adi ve igerigi

Bu iiriindeki toksik ve zararli maddelerin veya elementlerin ad1 ve igerigi Tablo 1'de

gosterilmektedir.
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Tablo 1: Uriindeki toksik ve zararli maddelerin veya elementlerin adi ve igerigi

Toksik veya zararli madde veya element

. . Alt1 degerli .
icerik Plumbum Hidrargyrum  Kadmiyum Polibromlu
rom
(Pb) (Hg) (cd) bifeniller ( PBB)
¢ (Crvi) )
Devre
X X X X X
kart1
Elektrik kablosux x x x x
Mekanik
X X X X X
parcalar
Sivi yolu
X X X X
sistemi
Otomatik Makine
X X X X X

Hematoloji  ¢ergevesi
Analizorir ~ Dis kabuk X x % % %
PC ( Kontrol

X X X X
bilgisayar1 )
Monitor X
Yazici X o
ID {initesi
(barkod X X X x x

okuyucu {inite)

Polibromlu difenil
eterler (
PBDE )

X

X

O : Bilesenin tim homojen malzemelerindeki toksik ve zararlt madde igeriginin SJ/T 11363-2006 isaretinde

belirtilen limitin altinda oldugu belirtilmektedir.

x: Bilesenin en azindan belirli bir homojen malzemesindeki toksik ve zararlt madde igeriginin SJ/T 11363-2006 isaretinde

belirtilen smir gerekliliklerinin 6tesinde oldugu belirtilmektedir.
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Boluim 1
Kilavuza
Genel Bakis

1.1 Genel Bakis

Bu boliim Otomatik Hematoloji Analizorii kilavuzunun nasil kullanilacagini agiklar. Bu

kilavuz cihazla birlikte gelir ve analizoriin kullanimi, iglevi ve kullanim yonteminin ayrintili

bir agiklamasiyla birlikte saglanir. Analizori kullanmadan 6nce, analizoriin dogru kullanimini

saglamak, en iyi performansini gergeklestirmek ve operator giivenligini saglamak i¢in Liitfen

bu kilavuzu dikkatlice okuyun ve anlayin.

Onemli:

m Liitfen cihazi kesinlikle kilavuza gore kullanin.

1.2 Uygulama Arahigi

Bu kilavuz, tibbi muayene uzmanlari veya egitimli doktorlar, hemsireler ve laboratuvar

teknisyenleri i¢in gecerlidir. I¢in kullanilir:

m Cihaz donanimini ve yazilimini anlama

Sistem parametrelerinin ayarlanmasi

[ ]
m Numunenin rutin analizi
]

Sistem bakimi ve sorun giderme gergeklestirme

1.3 Ortak cahistirma

tiklama

kaydirma cubugu
siiriitkleme

acilir liste secimi

isletme

flgili konuma veya diigmeye sol tiklayin, bazen

diigmeyi ¢ift titklamaniz gerekir.

Giris veya diizenleme kutusuna tiklayin, giris kutusunda imleg
belirir, gerekli bilgileri (harfler, karakterler, sayilar, semboller,

vb.) girmek i¢in klavyeyi kullanin.
Farenin sol diigmesini tiklaym (veya 1 | « —

) imleci silme yerine yerlestirmek icin, geri al tusu bilgiden dnceki
imleci silmek igin, sil tusu imleg bilgisini silmek igin, sil tusu

imleg bilgisini silmek igin.

Sayfa gevirme islemini gergeklestirmek i¢in farenin sol diigmesi
kaydirma ¢ubugunun her iki yanindaki oka tiklayin;
Veya kaydirma gubugunu secmek i¢in fareyi, sayfayi cevirmek igin

fareyi hareket ettirin.

Fare tiklamasi agilir kutusu asagi oku, agilir agilir liste listesi,

hareketten sonra fare tiklamasi veya klavye 1 | tusuna basarak

onaylamak i¢in Enter tusunu segin.




1.4 Sembol aciklamasi

Kilavuzda asagidaki semboller kullanilmistir, sembolik anlamlart agagidaki gibidir:

semboller

AWarn ing

anlam

Operatorden semboldeki talimatlara gore ¢aligtirmast istenir,

aksi takdirde kisisel yaralanmaya neden olabilir.

Operatdrden semboldeki talimatlara gore ¢alismas istenir,
aksi takdirde analizor arizasi, hasar veya test sonuglarini
etkileyebilir.

Operatdrden, semboldeki talimatlara gore galistirmasi

istenir, ¢alistirma adimindaki 6nemli bilgileri veya

operatdriin 6zel dikkat gostermesini gerektiren igerigi
vurgulayin.

Operatorden semboldeki talimatlara gore ¢aligmasi istenir, aksi

takdirde potansiyel biyolojik bulasicilik tehlikesi vardir.

Normal ¢alismada kapilart veya kapaklari agmayin, kapiy1 veya
kapagi agmaniz gerekiyorsa ilgili egitimi almis kisi tarafindan
yapilmalidir.

Operatérden semboldeki talimatlara gore ¢alistirmast istenir, aksi
takdirde tiriin bilesenlerinde hasara neden olabilir, bu da test

sonucunu etkileyebilir veya kisisel yaralanmaya neden olabilir.

Analizorde, reaktif ambalaji, kalite kontrol {irlinleri veya kalibrasyon {iriinleri

asagidaki isaretleri gosterebilir:

semboller

BB

19

anlam

Uyar isaretleri

Yiiksek basin¢ uyarisi

Isik uyarisindan kaginin

Biyolojik kirlilik

Yiiksek sicakhik uyarisi

Koruyucu Topraklama

Alternatif akim

Uretici

Uretim tarihi

Talimatlara bakin

Seri Numarasi

Sadece in vitro tam i¢in kullanilir.

Son kullamim tarihi

Olciim lisans

Depolama sicakhg:

Parti numarasi

Antistatik etiketleme

Elektronik bilgi iiriinii kirlilik kontrol isareti



1.5 Lazer Girisi

Yatay .
. Maksimum |, Dikey Iletim
Lazer tipi Dalgaboyu Giic Iletim
cikis Acisi
Acisi
Liste 3B 635nm 3.5mW SmW 8° 31°

Cihazin disinda veya icinde asagidaki lazer uyari etiketlerini gorebilirsiniz, lazer

hasarini 6nlemek i¢in liitfen talimatlari izleyin!

Notice: Avoid 3B laser radiation when
it's opened. Avoid beam irradiation.

Bu etiket, optik bilesen lazer koruma kutusuna yapistirilmalidir.

Class 1 Laser product

Bu etiket gévde kabuguna yapistirtlmalidir.

Avoid beam exposure

Bu etiket, makinenin igindeki optik bilesen lazer koruma kutusuna yapistirilmalidir.

Caution

Please confirm the front cover is at the right
position, to avoid idental physical harm
caused by the cover falling.

Please watch out for the automatic sampling
unit when the front cover is open, so as to
avoid accidental physical harm caused by
the pling unit mov

Bu etiket cihaz kapagina yapistirilmalidir.

Lazer odak noktasi boyutu:

|+ 180um *

'— 48um

4
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Bu sistem sadece sirketimiz veya sirketimizin distribiitorleri tarafindan egitilmis
profesyonel tip doktorlari, doktorlar veya laboratuvar operatorleri tarafindan
kullanilabilir.

Analizorden sorumlu hastane veya kurum iyi bir bakim plani saglayamazsa normal

analizOriin arizalanmasina ve insan sagliginin tehlikeye girmesine neden olabilir.

Liitfen analizorii calistirma talimatlarina gore kullandigiizdan emin olun. Calisma
kosulu, kullanim kilavuzunda belirtilenleri asarsa, analizor normal sekilde ¢aligmayabilir
ve test sonuglar1 giivenilir olmayabilir ve analizor bilesenlerine ve insan giivenligine
zarar verebilir.

Analizor 1yi topraklama kosullarinda kullaniimalidir.

Analiz cihaz belirtilen sigortay1 kullanmalidir.

Litfen voltajin gereksinimleri karsiladigini onaylayin.

Cihazi elektromanyetik parazit kaynaginin yakinina koymayin, aksi takdirde miidahale

edilecek ve test sonucunu etkileyecek ve hatta cihazin arizalanmasina neden olacaktir.

Tehlikeyi 6nlemek i¢in analizdr yanici ve patlayict ortamlarda kullanilmamalidir.

Analizori yetkiniz olmadan hareket ettirmeyin. Tasinmaniz gerekiyorsa, liitfen sirketin
servis departmaniyla iletisime gegin.

Reaktifler gozleri, cildi ve mukoza zarlarini tahris edebilir. Operatorler, laboratuvar
giivenlik yonetmeliklerine uymali1 ve temas reaktifleri ile ilgili 6geleri (Laboratuvar

koruyucu onliikleri, eldivenler vb.) kullanirken kisisel koruyucu ekipman giymelidir.

Reaktif cilt ile temas ederse, hemen temizlemek i¢in su kullanin veya gerekirse doktorlara
danisin.

Reaktiflerin, atik sivinin ve atik numunenin bosaltilmas, ilgili tilkedeki, reaktif ve atik
s1v1 igin olast muayene malzemelerinin bosaltilmasi ve bertarafi ile ilgili yonetmeliklere

uygun olmalidir.

Numune ignesi ¢ok ince oldugundan ve olasi incelemelere kalibratorler, kalite kontroller

ve numuneler neden olacaktir. Liitfen islem sirasinda dikkat edin.
Atik kalibratorlerinin imhasi ve kalite kontrol paketi, reaktif ve atik siv1 i¢in olas1
muayene malzemelerinin bosaltilmasi ve bertarafi ile ilgili olarak ilgili iilkedeki

yonetmeliklere uygun olmalidir.

Analizorii yalnizca sirketimiz tarafindan onaylanan miihendisler ve operatérler

calistirabilir ve bakimini yapabilir, aksi takdirde zararli radyasyon hasarina neden olabilir.

Normal ¢aligsma sirasinda lazer kalkanin1 agmak yasaktir. Koruyucu kapakta gevsek veya

biiyiik bosluk varsa liitfen en kisa sitirede sirketimizle iletisime gegin.
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1.7 Bildirim

Important Onemli

Bu talimatin okuyucusu, asagidaki klinik departmanda bulunan asagidaki profesyonel
personeldir:

1. Giinliik sistem isleyisini gergeklestiren personel;

2. Sistem bakim ve sorun giderme islemlerini gergeklestiren personel;

3. Sistem bakimli ve canli canli personel;

Liitfen asagidaki talimatlar kesinlikle takip edin.

Analizor klinik tarama i¢in kullanilir. Doktor analitik sonuglara gore karar

verirken, klinik test sonuglar1 veya diger test sonuglar1 ayni anda dikkate

alinmalidir.

Reaktiflerin saklanmasi ve kullanimui i¢in liitfen reaktif talimatlarina bakin.

Analiz cihazini kullanmadan 6nce reaktifin kalan miktarmi giinliik olarak kontrol edin
ve giiniin numunesi i¢in yeterli olup olmadigini tahmin edin. Reaktif i¢in herhangi bir
eksiklik varsa, zamaninda hazirlanmalidir.

Herhangi bir reaktifin degistirilmesinden sonra, 6l¢iilen degerlerin izin verilen arka
plan araliginda oldugundan emin olmak icin bir arka plan kontrolii yapilmalidir ve

numune testi ancak kalifiye olduktan sonra yapilabilir.

Reaktif, saklama sicakligindan oda sicakligina geri getirilmelidir.

Acik kutu veya kurulum iglemi sirasinda firmamiz tarafindan yetkilendirilmemis veya
egitilmemis personel cihaza zarar verebilir, liitfen sirketimiz tarafindan yetkilendirilmis

personel burada degilken kutu veya tesisat analizoriinii agmayiniz.

Liitfen analizoriin iistiine reaktifler veya baska sivilar koymayin.

F 580 yaziliminin giicii ile analizoriin giicii arasinda bir siralama yoktur ve

bunlardan biri rastgele segilebilir.

Operatdr temiz bir EDTA-K2 antikoagiilasyon vakumlu kan alma tiipii, silisli cam tiipler,

plastik test tiipleri, santrifiij tiipleri ve silikon boratli cam kapiler kullanmalidir.

m Manuel tam kan modunda numune miktar1 1 mL'den az degildir.

m Beyaz kan hiicresi siniflandirmasi veya trombosit sayimi i¢in kullanilan numuneler
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ortam sicakliginda saklanmali ve alindiktan sonra 4 saat i¢inde analiz edilmelidir.

Trombosit siniflandirmasinin sonuglari, ortalama kirmizi kan hiicresi hacmi veya
16kosit siiflandirmasi gerekli degilse, 2°C~ 8°C'de 24 saat saklanabilir.
Sogutulduktan sonra, numuneler analizden dnce en az 30 dakika ortam sicakliginda
tutulmalidir.

Bir siire haglandiktan sonra numune yeniden karistirilmalidir.

Periferik kan ve seyreltici, test edilmeden 6nce 3 dakika siireyle yerlestirilmelidir.

Liitfen kapiler kan 6rneginin seyreltmeden sonra 30 dakika i¢inde test edildiginden emin olun.

Laboratuvar, numune sayisina, numune toplama yontemine ve teknik seviyeye bagl

olarak on seyreltme modunda test sonuglarinin stabilitesini degerlendirmelidir.

«“xHEdepoya girilen numune numarasini temsil eder.
Liitfen 6rnek tiipiinii ¢cikarirken 6rnekleme ignesine dokunmayin ve drnekleme ignesinin

carpigsmasini veya tlipe kan girmesini 6nleyin.

Bir numunenin analizini bitirdikten sonra, durum ¢ubugu ekran numune numarasi

otomatik olarak +1 artacaktir, bu nedenle is listesi kayit sirasina gore kaydedildigi

stirece, test iglenirken miidahale etmek i¢in manuel numune numarasina gerek

olmayacaktir.

Analizorlin giivenilirligini ve kararliligini garanti etmek i¢in, kapatma prosediiriinii
uyguladigimizdan emin olun.

Kullanicilar kapatma programini iptal etmek isterse, liitfen kapatma iletisim kutusundaki
“iptal” -"cancel"- diigmesine tiklayin ve ardindan 6l¢iim hazir durumuna geri dontin.

Giicii kapattiktan sonra, ana bilgisayarla etkilesimi olmayan F 580 yazilim ¢alisma sayfasini,

sonug¢ goriiniimiinii, sonug yazdirmay1 ve diger islevleri kullanmaya devam edebiliriz.

Parti se¢iminin sonuglari yiiksek parlaklikta goriintiilenir, Sonug goriintiileme

siitunu yalnizca sol listede belirtilen numune okunu goriintiiler.

"QC-" ile baglayan numune numarasi kalite kontrol verileridir ve degistirilmesine

izin verilmez.

Denetim durumu, denetim siitununda “S” etiketi ile gosterilir.

Kalite kontrol verileriyle karistirilmamasi i¢in numune numarasini "QC-" veya "qc-" ile
baslayacak sekilde degistirilmesine izin verilmez.

Iletisim kutusundaki say1, kullanici toplu segimi tarafindan secilen sonuclarin

sayisidir.

Raporu yazdirmadan once, liitfen yazici kurulumunun baglantilarinin iyi durumda
oldugunu ve kagitlarin yeterli oldugunu onaylayim.

Dosyalar sistem tarafindan otomatik olarak iiretilir ve kullanicilar gerektiginde

onlar1 yeniden adlandirabilir.

Tird tek bicim CSV olarak kaydedin.

Numune CBC+DIFF test modunu gerceklestirdiginde, WBC histograminin gergek
goriintiisii BASO smiflandirma rakamidir.

Ekran1 biiytitmek i¢in grafige cift tiklayin.

Incelenen sonuglar, inceleme durum gubugunda mavi arka planda gosterilir ve
incelenmeyen sonuglar beyaz arka planda gosterilir.

"QC-" ile baslayan numune numarasi, tarayici veya yoneticide yazdirilamayan kalite
kontrol verileridir. QC g¢izelgesi arayiiziinde kalite kontrol baski formatinda ¢iktisi

alinmalidir.

Yalnizca yonetici ayricaliklarina sahip oturum agan kullanicilar kalibrasyonu gergeklestirebilir.

Kullanict, sirket tarafindan belirlenen kalite kontrol {iriinlerini ve kalibrasyonlarini ve
kesinlikle saklama i¢in kalibrasyon, kalite kontrol ve reaktiflerin belirtilen saklama
ortamina uygun olarak kullanacaktir.

Hassas test yontemi: Tam kan testi modunda, orta seviye kalite kontroliinii siirekli
olarak 10 kez test edin, sonuglar1 CSV formatina aktarin ve CV degerlerini saymak i¢in
Excel'i kullanim.

Yalnizca 6ngoriilen kalite kontrol iriinleri kullanilabilir. Ve kalite kontrol

iriinlerine uygun olarak depolama ortamin1 belirtecektir.
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Yalnizca 6ngoriilen kalite kontrol iriinleri kullanilabilir. Kalite kontrol tirtinleri,
analizoriin analiz durumunu degerlendirmek i¢in kullanilir.

m Parti numaras: girilmediginde onay diigmesi etkinlestirilmez.

m Kayitl belge numarasini degistirmek i¢in Enter'a tiklayin, kalite kontrol
materyalleri degistirilemez.
Segilen belge bos oldugunda ve parti numarasi bilgisi girilmediginde sil diigmesi
etkinlestirilmez.
Onay iletisim kutusu “Tamamen [1] ” -“Totally [1] -, say1, silinecek mevcut se¢ili
belge sayisini temsil eder.
Yanlig bakim analizére zarar verebilir. Operator, teknik 6zelliklere gore bakim
yapmalidir.
Kullanim kilavuzunda net bir sorun yoksa, profesyonel personel tarafindan bakim

tavsiyesi vermek i¢in liitfen sirketimizin servis departman ile iletisime gegin.

Analiz cihazinm bakimi firmamiz tarafindan saglanan pargalar kullanilarak
yapilmalidir. Herhangi bir sorunuz varsa, liitfen servis departmanimizla iletisime gegin.

Bu kilavuz bir bakim kilavuzu degildir. Yalnizca, analizor arizalandiginda veya
alarm verdiginde operatoriin almas1 gereken dnlemleri saglar.

Boliim 2
Sistem Girisi

1.8 Biyolojik risk

&

® Numuneler, kalibrator, kalite kontrol materyali ve atik sivi  potansiyel

biyoenfeksiyon riski tasir Liitfen laboratuvar giivenlik ¢aligma kurallarina uyun ve

kisisel koruyucu ekipman (laboratuvar koruyucu giysisi, eldiven vb.) giyin.

Hastanin kan &rnekleriyle dogrudan temas kurmayin.
Analizoriin tiim pargalari potansiyel olarak biyoenfeksiyozdiir ve ¢alistirma ve bakim
sirasinda giivenlik 6nlemleri alinmalidir.




2.1 Genel Bakas

Mean Platelet Volume MPV

Otomatik Hematoloji Analizorii bir in vitro teshis ekipmanidir ve destekleyici reaktifler, CBC Platelet Distribution PDW
kalibratorler ve kalite kontrol materyali ile birlikte kullanilir. T1bbi laboratuvarda kan Parameters Width
hiicrelerini kantitatif olarak analiz etmek ve WBC tizerinde 5 pargali farklilagsma yapmak
icin kullanthir Platelet Hematocrit PCT
Basophilic Granulocyte
BASO#
Count
2.2 Kapsam ve Kontrendikasyonlar Basophils Percentage ~ BASO%
Analizor, insan kan 6rneklerini test etmek, kanin gériiniir bilesenlerinin kalitatif ve Neutrophile NEUT#
kantitatif analizini yapmak ve ilgili bilgileri saglamak i¢in gegerlidir. Granulocyte Count
Neutrophile
®  Analizor, klinik tarama icin bir aragtir. Doktorlar, analiz sonuglarina Granulocyte NEUT%
dayanarak karar verirken klinik muayene sonuglarini veya diger test Percentage
sonuglarini dikkate almalidir. Eosinophilic EO#
Important Granulocyte Count
. . - . . Eosinophilic
m Kontrendikasyonlar: Bu analizor klinik antikoagiilan testlerinde
) Granulocyte EO%
kullanilir ve numunelerde pihtilasma ve hemoliz olmamasi
kir Percentage
gerekir.
Asagidaki 24 rapor parametresinin ve 4 arastirma parametresinin, 3 DIFF Lymphocyte Count LYMPH#
histogramin ve 1 dagilim grafiginin nicel analizi saglanir. Parameters
Lymphocyte LYMPH%
isim Kisaltma CBC  CBC + DIFF Percentage ’
White Blood Cell Count ' WBC x x Monocyte Count MONO#
Red Blood Cell Count ~ RBC X X Monocyte Percentage MONO%
Other Cells Count OTHER#
Hemoglobin HGB P X (research)
Mean Corpuscular MV y y Other Cells Percentage OTHER%
Volume ' ' (research)
Mean Corpuscular Immature Granulocyte
; MCH X x Count (Research) 16
Hemoglobin
CBC Mean Corpuscular Immature Granulocyte
. . . Percentage 1G%
Parameters  Hemoglobin MCHC X P g 0
Concentration (Research)
RBC Distribution White Blood Cell WBC
Width-Coefficient of RDW-CV % P Histogram Histogram
iati Red Blood Cell
Varlatlon. T Histograms . RBC Histogram
RBC Distribution Histogram
Width-Standard RDW-SD P %
Deviation Platelet Histogram PLT Histogram
Hematocrit HCT N N Seattergram Differentiation 4 DIFF
Scattergram scattergram
Platelet Count PLT N N “3” bu parametrenin bu mod altinda test edildigini;

“/”, bu parametrenin bu modda saglanmadigini gosterir.
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2.3 Uriiniin Yapisi ve Bilesenleri

Analizor esas olarak ana bilgisayar ve aksesuarlardan olusur.

29

maccura

F580

Sekil 2.3-1

Otomatik Numune Alma Butonu
Manuel Numune Alma Butonu
Acil Kapt A¢ma Butonu

Kapali Numune Alma Konumu

On Panel A¢ma Butonu

[
aEEE— cE——
aEEE— cEm——
I CE—
D =D
D CEE— Q
aEEE— cEm—

L]

Q o

%IIII

Sekil 2.3-2

1 LH-5 Lysing Reaktif Arayiizii
2 LD-5 Lysing Reaktif Arayiizii
3 GD-5 Diluent Arayiizii

4 S1v1 Atik Araytizii

5 Ag Hatt1 Arayiizii
6 Gii¢ Kablosu Konektori

7 Sensor Arayiizii

L]

Sekil 2.3-3
1 Gii¢ Butonu

2 Kap1 Kilidi
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Sekil 2.3-4
Giig 5 WBC, RBC Dedektor Blogu
Negatif Basing Odasi 6 Numune Toplama Unitesi
Atik S1vi Odas1 7 DIFF Odast
Siv1 Valfi
1
5
4
3
L
3 2
L
L
Sekil 2.3-5
Optik Sistem
Siringa

Dozaj Pompasi1 Cihazi
Siv1 Valfi

Kontrol Vanasi

2.3.1 Durum Gosterge Isi131
Durum gosterge 15181, analizoriin 6n tarafinda bulunur. Analizériin su anda Hazir veya

Hazir Degil durumunda olup olmadigini goriintiiler.

2.3.2 Aspirasyon Pipeti
Aspirasyon pipeti, analiz cihazinin 6niinde bulunur. Kantitatif kan

orneklerini dogru bir sekilde gizer.

2.3.3 Ornekleme baslatma diigmesi
Analiz6riin 6n tarafinda bulunan 6rnekleme baslatma diigmesi, ilgili

zamanlama analizoriiniin uygulanmasini tetikler.

2.3.4 Cihaz Arayiizii

m Giic Arayiizii

Aga baglanacak gii¢ kablosunun takilmast igindir.

m Reaktif Atik Arayiizii
Analiz cihazini gesitli destekleyici reaktiflere ve tiiplerle atik kovasina
baglamak icindir

m Ag Hatt1 Arayiizii
TCP / IP protokolii ile uyumlu dahili 100M ag karti. Analizoriin destekleyici
yazilimiyla iletisim kurmak i¢in kabloyu takin, uygun komutu verin ve analiz
verilerini yiikleyin.

m Sensor arayiizii

Atik sisesinin dolu olup olmadigia karar vermek i¢indir.

m Cihaza baglanan bilgisayar GB 4943.1'in ilgili standartlarini

| tant
mportan kargilamalidir.

2.3.5 Gii¢ anahtar
Gii¢ anahtar1, analizoriin sag tarafinda bulunur. Giicii baglamak ve kesmek i¢in

kullanilir.

2.3.6 Yan kap1 kilidi
Yan kapu kilitleri, analizériin kolay bakim veya onariminda yan kapiy1 agmak i¢in

analizoriin sol ve sag taraflarinda bulunur.



2.4 Arayuz

2.4.1 Ana arayiiz

Masaiistiindeki ikona ¢ift tiklayin, agilistan sonra Sekil 2.4.1-1'deki ana arayiiz ekrana

gelecektir. Tlgili fonksiyon arayiiziine girmek i¢in simgeye ift tiklayin.

maccura [ WorkStaton (@) Detailed Browse (4] History Data B «c [@ system

[Test Resuit

e [auto “ [ em Data Unit Range

[l Not printed [ Abnormal

No Transmitted ] Undetected

5o T Do Testime L0 [ e,

pLT

@ Aarm

G0
[

Setting

D5
oD

= e

Sekil 2.4.1-1

2.4.2 Ana islev

fgili diigmeye tiklayarak, farkli islevleri gergeklestirmek igin ilgili islev arayiiziine
girebilirsiniz.

Tus Fonksiyon

Register work list sample
Work station ~ View the sample analysis results
Review, check, print sample result
Different ways to review the analyzed sample results Query

Hist dat.
1stoty cata the analyzed sample results

Detailed . .
Check the results of an analyzed sample in detail

browser
Register or view quality control documents

QC View quality control history with quality control chart
Perform quality control analysis

. Register, modify, check the information of the patient, doctor,
Basic data

department and ward building

Maintenance  Perform maintenance operations

Setting Set the related functions
Svst Perform the operation of calibration, dormancy, switch user, logon
stem
Y audit, shutdown, view instrumentation information.
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2.4.3 Fonksiyonel arayiiz

m Menii arayiizii
Tiklamak ve agmak i¢in 5 menii diigmesi saglar.
= Kisayollar Alani

Ilgili islevleri gergeklestirmek igin tiklayin
© Auto Ssmping
@ seal Samping
@ Awort
@ war

(@® Logout

(*) shut Down

@ Aam

Sekil 2.4.3-1
m Cihaz Durum Arayiizii
Cihazin mevecut durumunu goriintiiler
— Status-Analyzer
Meaning: network status of software and instrument, divided into
unconnected (red) and connected (blue). —
Status-LIS
Meaning: The connection state between the program and LIS, divided into unconnected
(red) and connected (blue).
— Status-fault
Meaning: The current fault status of the analyzer, divided into failure (red),
normal (blue).
— State-runing
Meaning: The running status of the analyzer, divided into unready (red),

ready (blue ) and running (green).

Analyzer
connection LIS indicator
status
@ Amler Fault ( LIS )
Running
indicator Fault

indicator

Figure 2.4.3-2

®m Analyzer operation
4 buttons including autosampling, closed sampling, automatic fluid injection, and pause
can perform related operations.

— Autosampling
When the instrument is ready without mulfunction, click the autosampling button, and the
instrument performs autosampling, which corresponds to the autosampling measurement

button on the instrument .
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— Closed sampling
When the instrument is ready or autosampling is paused without mulfunction, click the
closed sampling button to perform closed sampling operation, which corresponds to the
manual sampling button on the instrument.

— Automatic liquild injection
When the analyzer is ready and without alarm, click the automatic liquild

injection button and the instrument can be operated automatically. — Pause
In the process of autosampling, click pause button, the instrument will pause after the test

of current sample, the user can perform closed sampling or maintenance operations when

the instrument is paused.

@ Auto Sampling

@ Seal Sampling

@ Auto FI

@ Halt

Figure 2.4.3-3

The following areas are used for related sample information, including: — Test

information area

m Show the current sample and the next sample number to be tested.

— Analysis setting area

m Click different mode, the dialog box below will show up.

m Closed sampling:

Manual sampling

MNext sample
Type:Manual
Sample pattern: 3% 7-4 Enter
Detection mode: | CBC+DIFF -

Figure 2.4.3-4
m AutoSampling
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Auto Sampling

Next sample

Type: Manual

Sample No Enter

Type ’CBC+DIFF v]

est tube Position

Figure 2.4.3-5

— Fault information area

Display fault information, if the number of faults is too large, it can be displayed by rolling.

Click the button“Clear Alarm”to eliminate the fault, click the button “Stop Beep’’to

eliminate the alarm sound when the current fault occurs.

Alarm Information

Fault code | Describe

I Clear all ] l Stop Beep ] lC\ear Alarm ] I Close

Figure 2.4.3-6
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2.5 Samples and sample rack description Note:
m Please refer to instructions for reagent storage and usage.

2.5.1 Sample classification description m Check reagent remaining before using analyzer, and estimate whether

The sampling methods are automatic sampling amd closed sampling, the quality control sample, reagent remaining is enough for the day, if not please prepare in
calibration sample, and background checking sample are all classified as closed sampling. advance timely.

According to the way of sample generation (or matching), it is divided into non scanning Important | g Background should be checked after changing any reagent to ensure
generation and scanning production samples. Non scanning generation is also divided into work that the measured value is within the allowable range. The samples
sheet samples, automatically generated samples only can be tested after passing background test.

(automatic increments). The scanning mode requires the apparatus to configure the bar code

scanning module. m Reagents should recover from storage temperature to room temperature

The worksheet sample can be registered before the test, and the untested worksheet sample when being used.

number is not allowed to repeat.
Every day the sample number starts from "1", and if the work sheet has 2.6.1 Reagent
already registered the sample "1", it begins to measure from the work sheet. Automatically

generated samples are generated automatically during the measurement process (Before the = Automatic Hematology Analyzer GD-5 Diluent A

measurement, the user can set the number from which to start). The last sample is +1 based on = Diluent is an isotonic solution that has a specific conductivity, provides a stable

the previous one, for example, the former one is "S1", and the latter one is "S2". environment for the blood count and conducts pipe cleaning after completion of the

The sample number generated by the scan is the barcode number, and the barcode is scanned by test.

the analyzer during the measurement. Scanning match mode requires the support of analyzer’s = Automatic Hematology Analyzer LH-5 Lysing Reagent A Dissolve

erythrocytes to conduct HGB measurement.

scan module.

® Automatic Hematology Analyzer LD-5 Lysing Reagent A Dissolve
erythrocytes and divides leukocytes into 4 categories.

m Automatic Hematology Analyzer DD-5 Fluorescent Dye A Stains nucleic
acid of leukocytes and differentiates leukocytes.

2.5.2 Sample rack description = Automatic Hematology Analyzer CC-5 Cell Clean A

1. The sample rack number is represented by a positive integer and the interval is [1-999]. It contains detergent which can remove stains in the tubes. It is used for routine
instrument cleaning and maintenance.
2. The sample rack generation method is divided into 2 categories, generated through
editing when user registers work sheet sample and automatically generated during 2.6.2 Quality Control Material and Calibrator
measurement, the sample rack number of unfinished measurements samples are not
allowed to repeat Quality control materials and calibrator are used for quality control and analyzer calibration.
3. The automatic generation of sample rack number is the previous one +1, starting from
1 everyday “Quality control material” and “Calibrator”” mentioned in this manual refer to maccura
designated quality control material and calibrator, which must be purchased from maccura

or maccura agents.

2.6 Reagents, Calibrators and Quality
Control Materials

Analyzer, reagents, calibrator and control material constitute a system together, and must be
used as a whole to ensure overall performance.

Reagents must be designated by maccura, otherwise the reliability and accuracy of analytical
results cannot be ensured, and may cause damage to the analyzer. “Reagent” in this manual all
refer to supporting reagents of the analyzer. Each reagent’s package integrity and validity must
be checked before usage. Make sure that no package is damp or leaking, and the reagent must be

used within the period of validity.
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Chapter 3 Design
Principles

3.1 Overview

The analyzer uses electrical impedance method to measure the number of red blood cells
and platelets; uses colorimetric method to measure the concentration of hemoglobin; and
uses semiconductor laser flow cytometry technique to count WBC and classify five-diff
WBC.

And calculate the remaining parameters according to the corresponding equations.

3.2 Samples Extraction

The analyzer provides an open sampling method.

Open sampling supports whole blood and pre-dilution mode.

Under open whole blood mode, the analyzer will draw 20ul of whole blood samples.
Under open pre-dilution mode, the operator will first mix 20ul peripheral blood sample
with 200p1 dilution to form a sample of 1:11 dilution outside the analyzer. Then the
analyzer will draw 91.5ul diluted sample.

3.3 Sample Dilution

After blood samples are collected, blood will be distributed and diluted according to different
measurement parameters, and then be used for leukocyte differentiation and counting,
hemoglobin measurement, and erythrocyte counting and measurement.

Based on the different options of the user, the analyzer provides two operation modes: whole

blood mode and pre-dilution mode.

3.3.1 Whole Blood Mode

m WBC Differentiation Dilution Process

8ul Whole Blood Sample

DD-5 Dying reagent 0.03mL LD-5 Lysing reagent 1.11mL

WBC Testing Samples
with a 1:140 Dilution Rate

Optical detection unit detection




m WBC Counting / HGB Dilution Process When certain amount of blood cells are drawn and reacted with specific reagent, certain
8ul Whole Blood Sample amount of blood samples will be injected through the nozzle into the conical flow chamber
which is filled with diluent. With the surrounding of sheath fluid formed by diluent, the cells
will cross the central flow chamber in a single row. When the blood cells which are floated in
2.4ml Diluent the sheath fluid pass through the laser detection region, they will be exposed to a laser beam
and produce scattered lights, whose property is associated with the cell size, cell membrane
and refractive index of the internal cell structure.

One-time Dilution Samples ) ) ) )
with a 1:301 Dilution Rate The forward scattered light reflects the size of the cells, the side scattered light reflects the

cells’ fine internal structure and particulate matters. The photodiode receives these scattered
0.38ml LH-5 Lysing Reagent . . . . .
light signals and converts them to electric pulses. According to the collected electrical pulse
WBC Testing Samples data, the two-dimensional distribution diagram of blood cell size and internal information can
ith a 1:349 Dilution Rate . L . .
s o be obtained, which is called scattergram. In Figure 3.4.1-2, the abscissa reflects the

m RBC/PLT Dilution Process information of the complexity of cells inside and the ordinate reflects the volume of the cell.

One-time Dilution Samples
with a 1:301 Dilution Rate

44yl |- 2.4 ml Diluent

RBC/PLT Testing Samples

with a 1:16720 Dilution Rate IG
NEUT
MONO
3.4 WBC Measurements
3.4.1 WBC Differentiation (Semiconductor Laser Flow Cytometry) LYMPH
EOS

Flow Cell

Figure 3.4.1-2

From DIFF channel, percentage of LYMPH, MONO, EOS, NEUT and IG of the WBC total

Focused

laser beam .
count can be obtained.

3.4.2 WBC Counting (Coulter Principle)

Sheath When certain amount of blood cells react with a specific reagent, RBC and WBC excluding

Fluid

BASO are dissolved. With the reaction liquid driven by constant negative pressure, the cells
will one by one pass through a small hole applied with constant current source. The number
and height of pulses reflect the number and volume size of the cells. Principles are shown in

Injector Tip Figure 3.4.2-1.

Figure 3.4.1-1
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Figure 3.4.2-1

From the WBC histogram, WBC count, BASO count and the percentage of BASO of

total amount of WBC can be obtained. Histogram is shown as Figure3.4.2-2.

Figure 3.4.2-2

3.4.3 WBC Parameters

By analyzing the WBC histogram, the analyzer can compute White Blood Cell (WBC)
count and basophile count (BASO#), and further get the basophile percent (BASO%). It
can compute the neutrophile percent (NEUT%), the lymphocyte percent (LYMPH%), the
monocyte percent (MONO%), the eosinophile percent (EO%) and the immature
granulocytes percent (IG%) by analyzing the scattergrams and its area of neutrophile,
lymphocyte, monocyte, eosinophile and immature granulocytes. Computing with the WBC
count obtained from the WBC histogram, you can get the neutrophile count (NEUT #), the
lymphocyte count (LYMPH#), the monocyte count (MONO#), the eosinophile count
(EO#) ,the basophile count (BASO#) and the immature granulocytes count (IG #). The

units of the cell count are 10° / L.

s WBC
WBC= Total number of particles on the WBC histogram except in the ghost

= NEUT%

Particles that fall in NEUT area from scattergram channel

. . : x 100%
Total number of particles in the scattergram except in the ghost area ?

NEUT%=

m NEUT#
NEUT#=NEUT% x WBC
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s LYMPH%

Particles that fall in LYMPH area from scattergram channel

0/ — 1009
LYMPH Total number of particles in the scattergram except in the ghost area *100%
m LYMPH#

LYMPH#=LYMPH% x WBC
m MONO%

Particles that fall in MONO area from scattergram channel
0f.— [o)

MONG% Total number of particles in the scattergram except in the ghost area X 100%
= MONO#

MONO#=MONQO% x WBC
m EO%
EO%= Particles that‘fall m EO area from scattergram channel % 100%

Total number of particles in the scattergram except in the ghost area
m EO#

EO#=EO% x WBC
= BASO%
BASO#
BASO%= ————— x 100%
= “WeC °
= BASO#

BASO#=Particle numbers that fall in the BASO area from WBC histogram

m 1G%

IG%-= Particles that fall in IG area from scattergram channel % 100%
" Total number of particles in the scattergram except in the ghost area

m IG#

IG#=1G% x WBC

3.5 RBC/PLT Measurements

3.5.1 Coulter Principle

The analyzer uses the Coulter Principle to count the RBC/PLT. A certain amount of blood
cells are injected into RBC reaction chamber after secondary

dilution. There is a small hole called detect hole in the RBC reaction chamber. The small hole
is connected with positive and negative electrodes on the side and is charged with constant
current source. Since the cell is a poor conductor, the resistance between the electrodes will
change when the diluted cells pass

through the hole, thereby forming a pulse signal with the similar size of the
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cell volume at both sides of the electrodes. When cells pass through the hole continuously, a

series of pulses will be formed. Pulse number is consistent with the cell number, and the pulse

height is related to the size of the cell. Principle is shown in Figure 3.5.1-1.

Pulse signal amplified by signal acquisition circuit is compared with the threshold of normal
RBC /PLT volume range to calculate the count of cells which fall in the RBC/PLT range, so

that we can classify the RBC and PLT and get their count. Abscissa represents the volume and

the ordinate represents the relative count of cells so that RBC/PLT volume distribution

histogram which is shown in Figure 3.5.1-1 can be obtained.

Figure 3.5.1-1

3.5.2 RBC Parameters
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RBC Count

The RBC count is obtained by direct measuring corresponding electrical pulses
numbers. Unit is 10"*/L.

Hematocrit (unit: %)

Hematocrit (HCT) was mesured according to the histogram of erythrocyte distribution,

the unit is %.

Mean Corpuscular Volume
HCTx10
MCV=
RBC
Mean Corpuscular Hemoglobin
HGB
MCH=
RBC
Mean Corpuscular Hemoglobin Concentration
HGB
MCHC= x100
CHC HCT

RBC Distribution Width Coefficient of Variation
RBC Distribution Width Coefficient of Variation (RDW-CV) is a coefficient of

variation which is expressed in percentage and obtained from the RBC

histogram.

m RBC Distribution Width Standard Deviation
RBC Distribution Width Standard (RDW-SD) is the histogram width at 20%of the peak
height on the histogram. Unit is fL. It is shown in Figure 3-6.

Figure 3.5.2-1 Diagram

3.5.3 PLT Parameters

m PLT Count
The PLT count is obtained by direct measuring corresponding electrical pulses. Unit
of 10°/L.

m Mean Platelet Volume

Compute Mean Platelet Volume (MPV) according to PLT histogram. Unit is fL.

m Platelet Distribution Width
Platelet Distribution Width (PDW) is a geometric standard deviation which is obtained
from the PLT histogram.

m Platelet Hematocrit
The following equation can be used to compute the platelet hematocrit (PCT). Unit is %.
PLTxMPV

PCT=
¢ 10000

3.6 HGB Measurement

3.6.1 Colorimetry

In the colorimetric pool, after the diluted sample is added to the lysing reagent, red blood
cells will dissolve and release hemoglobin, which unites with lysing reagent and becomes
hemoglobin compounds. At one end of the colorimetric pool, illuminate the hemoglobin
compounds with LED light emitted from a monochromatic light tube with 525nm
wavelength; the other end receives transmission lights through phototube, and converts them
to voltage signal after the optical intensity signal is amplified. By comparing it with the
voltage obtained from the transmission light before the samples were added to the

colorimetric pool (only diluents before), you can get the sample’s hemoglobin concentration.

3.6.2 HGB Parameters

HGB is calculated by using the following equation, unit is g/L.

Background Transmission Light )

HGB=ConstantxLn ( Sample Transmission Light
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Chapter 4
System
Installation

4.1 Overview

The Automatic Hematology Analyzer has been checked strictly before leaving the factory and
is packaged properly to avoid impact in the transportation. Please check packaging integrity
carefully upon delivery. If there is any damage to the packaging, please inform the Post-sales

Department of MACCURA or its local representative immediately.

m Unpacking or installation by personnel unauthorized or untrained by
MACCURA may cause damage to the analyzer, so please do not open
the package or install the analyzer without the presence of MACCURA
authorized personnel.

If the device is not used over a long period of time, please execute the
package shutdown program to empty reagents inside the device and
wash it with deionized water. Device storage conditions should

comply with the environmental requirements.

4.2 Installation Requirements

Make sure that the space, power, and environment meet the following

requirements before installing the analyzer.

4.2.1 Space Requirements

In order to meet the equipment’s maintenance space demands, and to ensure heat dissipation
during usage and reagent pipe at the back of analyzer not be squeezed, the installation of the

analyzer must meet the following space requirements:
Reserved space between both side-doors and the walls should be > 100 cm;

Reserved space between rear panel and the wall should be > 50 cm;
Make sure that there is enough space for dilution, lysing reagent and waste barrels on the
table or under the analyzer.

Don’t place the analyzer in a position where the switch is difficult to disconnect.

4.2.2 Power Requirements

Fuse
Voltage . . Frequency
Specifications

AC100 ~ 220V <240VA ‘50Hz/60Hz

® Analyzer must be used in well-grounded conditions.
m Device must use the fuse of specified standard.

m Make sure that the voltage meets the requirements.




4.2.3 Environmental Requirements

Environmental temperature: 15°C ~ 30°C ;

Normal operating humidity range: relative humidity of 30%~85%;

Atmospheric pressure:70kPa ~ 106kPa;

Installation environment should be as free of dust, mechanical vibration, noise and

strong power interference as possible;

m Do not place the device near strong electromagnetic interference sources, so as not to
affect the normal operation of the device;

m Do not go near the brush-type motors, fluorescent lights flicker and the constantly
switching electrical contact device;

m Device should avoid direct sunlight or being placed near a heat source;

m Keep the device ventilated;

m Do not use analyzer in flammable or explosive environments, so as to

avoid danger.
AWarn ing ] ) ) ) )
m If the instrument is to be moved to a different location at a later time,

please contact the local maccura representative.

4.2.4 EMC Requirements
The instrument requires favorable EMC environment, users should notice the following

situations:

m Keep this instrument away from the high electromagnetic radiation, such as: dental drill,
pacemaker and welding equipment etc.

m Keep this instrument away from the high power devices which start frequently,
such as: refrigerater and centrifuge etc.

m Keep this instrument away from any magnetic field, such as radiology equipment.

m Do not connect more than one device on the wiring board for connecting this instrument.

m During the proceeding of this experiment, do not start other devices on the wiring board
for connecting this instrument.

m Please ensure that the power outlet of this instrument is securely grounded, and do not use
the non-standard power cord.

This instrument passed the electromagnetic compatibility testing, which satisfied with GB/T

18268.26-2010 measurement, control and the requirements of electromagnetic compatibility

testing of electronic equipment for laboratory No.26 part: the special requirements IVD

medical devices and GB/T 18268.1-2010 measurement, control and the requirements of

electromagnetic compatibility testing of electronic equipment for laboratory No.1 part:

normal requirements standard requirements.

The following use requirements during operating should be obeyed, or it

may cause electromagnetic interference by other devices or decrease the resistance to

electromagnetic interference of this instrument, even lose the basic function.

According to the design and testing for group I list A IN GB 4824-2013 for

this instrument, on the family environment, this device may cause radio interference, which

need adopt the prevention measurement.
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The description for medical electrical equipment may affected by portable and mobile radio
frequency communication equipment: the portable and mobile radio frequency
communication equipment my affect the operation

of this instrument, which guarantee the portable and mobile radio frequency communication
equipment should have some space distance with this instrument, more specific
requirements should follow the Table 4.

Warning 1: In addition to the equipment or system manufacturer as a spare part for internal
components sold outside the transducer and cable, use the component which outside the
provision, transducer and cable may lead to the increase of equipment or system launch or
ths decrease of immunity. Warning 2: Equipment or system should not close or fold to use
with other equipment, if it must close or fold to use, and then observe and verify the normal
operation under this configuration.

Warning 3: Do not use this instrument beside the strong radiation source, or it mey

interference the normal operation for this instrument.

Table 1

Instuction and the statement of manufacturer:

Electromagnetic emission

This Automatic Hematology Analyzer should use in the following specified
electromagnetic environment, purchasers or users should use this instrument on this kind of

electromagnetic environment.

Emission . Electromagnetic environment
. Compliance . .

experiment nstruction

GB 4824 Radio The automatic hematology analyzer only
frequency launch Group 1 can use the RF energy for its internal

functions.

GB 4824 Radio

frequency launch Class A

The automatic hematology analyzer could

; use for all the facility which not for family
GB 17625.1 Harmonic

L. Not applicable and not directly connected to the home for
emission

Voltage fluctuation/ residlential publiic low-voltage power
t
Flashing Not applicable supply networ

GB 17625.2
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Table 2

Instruction and the statement of manufacture——Electromagnetic immunity

This Automatic Hematology Analyzer should use in the following specified electromagnetic

environment, purchasers or users should use this instrument on this kind of electromagnetic

environment.
Immunity IEC 61326 Achieve the

experiment Test level instruction electrical level

) +4 kV
Electrostatic ~ +4 kV
. ) Contact
discharge  Contact discharge+8 .
discharge

GB/T kv

L. +8 kV
17626.2 Air discharge o

Air discharge
Electrical
fast . .
. +1 kV pairs of +1 kV pairs of

transient ) i

power line power line
GB/T
17626.4
Surge . . +1 kV line to line£2

+1 kV line to line£2 kV .
GB/T . kV line to ground

line to ground
17626.5

0% UT, continually 1
Power input  cycle (100% drops at 0% UT,

line voltage ~ UT); 40% UT, continually 1
drops, continually 5 cycles cycle; 40% UT,
immediately  (60% drops at UT); 70% continually 5
interrupt UT, continually 25 cycles; 70% UT,
and voltage  cycles (30% drops at continually 25
change UT); 5% UT, cycles; 5% UT,
GB/T continually 5 seconds  continually 5
17626.11 (30% drops at UT). seconds.
Power
frequency
magnetic
field
3A/m 3A/m

(50/60Hz )
GB/T

17626.8

Note: UT is the ac grid voltage before apply voltage.
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Electromagnetic environment

Instruction

The ground should be woody,
concrete or tile, if the ground
covered by synthetic materials,
the relative humidty should be at
least

30%.

Network power supply should
have the quality of typical
commerce or hospital

environment.

Network power supply should
have the quality of typical
commerce or hospital

environment.

Network power supply should
have the quality of typical
commerce or hospital
environment. If the users

of automatic hematology analyzer
need continually operate it during
interrupt period, and then

recommend adopt UPS or battery
supply.

If the work is abnormal, it is
necessary to keep the automatic
hematology analyzer away from
power frequency magnetic field
or install magnetic shielding. It
should measure the power
frequency magnetic field of
anticipate installation site and
meet the requirements of less

than coincidentdet level.

Instruction and statement of manufacturer-

Table 3

Electromagnetic immunity

The Automatic Hematology Analyzer anticipate be used in the following electromagnetic, purchasers

and users should guarantee use this analyzer in this kind of electromagnetic environment.

Immunity test

Radio-frequency
conduction
GB/T 17626.6

Radiofrequency
radiation
GB/T 17626.3

IEC 61326
Test electrical
level
3V(Effective
value)

150 kHz ~ 80
MHz Effective
value

3 V/m

80 MHz ~ 2.0
GHz

Achieve the
electrical

level

3V(Effective

value)

3V/m

Electromagnetic environment Instruction

Portable and mobile radio frequency communication
equipment should not closer than recommended isolation
distance to the any parts of automatic hematology
analyzer, which include cable, the calculation of distance
should use the corresponding fomula for transmitter

frequency. Recommended isolation distance

d=1.2vP

d=12+P 80MHz ~ 800 MHz
d=2.3+vP 800 MHz ~ 2.0 GHz
In the formula:
P——The maximum rated output power of
the transmitter provided by the transmitter manufacturer,
which use W as unit;
4
d

unit.

Recommended isolation distance, which use m as

Field for fixed radio frequency transmitter measured by
electromagnetic place a, which each frequency range b
should less than achieve the electrical level.

There may be interference near the device where has

already marked the following symbol.

(«i»)

Note 1: the formula for higher frequency should be adopted between 80 MHz and 800MHz. Note 2: These

inductions may be not suitable for all situations. And the electromagnetic transmission may effected by

construction, substance and the absorption and reflection of human body.

a. Fixed transmitters, such as, radio telephone (honeycomb/wireless) and ground mobile radio base station, amateur

radio, AM/FM radio and TV broadcast etc, the field cannot be accurately predicted by theory. In order to

assessing the electromagnetic environment of fixed radio frequency transmitter, which should considered the

assessment for electromagnetic site. If the field measured by automatic hematology analyzer higher than the

following RF compliance level, which should measure the automatic heatology analyzer to verify its normal

working. If it detect the unormal function, so it is necessary to supplement measure, such as readjust the

direction or site for automatic hematology analyzer.

b. The field should less than 3 V/m between 150 kHz and 80MHz.
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Table 4
Recommended isolation between portable and mobile radio frequency
communication equipment and automatic hematology analyzer The automatic

hematology analyzer anticipate use in radioactive radiation harassment controlled
electromagnetic environment. According to the maximum power output for
communication equipment, the purchasers or users for automatic hematology analyzer
could use the shortest distance between maintain portable and mobile radio frequency
communication equipment (transmitter) and automatic hematology analyzer to prevent

from electromagnetic interference.

The
. The isolation distance for the corresponding transmitters/m
maximum
power
output for 150 kHz~80 MHz = 80 MHz~ 800 MHz = 800 MHz~2.0 GHz
transmitter d=1.2+/P d=1.2+/P d=2.3v/P
W)
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 23
10 3.8 3.8 7.3
100 12 12 23

For the maximum power output for transmitter which unlist in the above table, recommend
isolation distance as d and unit as m, which could use the formula in the corresponding
transmitter frequency list, P is the maximum power output of transmitter which supplied by
transmitter manufacturer, which use W as unit.

Note 1: the formula for higher frequency should be adopted between 80 MHz and 800MHz.
Note 2: These inductions may be not suitable for all situations. And the electromagnetic
transmission may effected by construction, substance and the absorption and reflection of

human body.

4.3 Analyzer Connection

Maccura authorized personnel should complete the following connections when installing the

analyzer.
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4.3.1 Pipeline Connection

Important

The handling of reagents, waste fluid, and waste samples, etc. should
comply with the local and national regulations about the discharging
and handling of bio-infectious materials like reagents, waste fluid,
etc.

Reagents may irritate eok, skin and mucous membranes. The operator
should comply with laboratory safe operation regulations and wear
personal protective equipment (such as laboratory protective clothing,

gloves, etc.) when using or touching related items of reagents.

Once reagent touches the skin, rinse with plenty of water
immediately and seek medical treatment if necessary.

Once reagent touches the eok, rinse with plenty of water and seek
medical treatment immediately.

Do not place the reagents or other liquids on top of the analyzer.

Analyzer tubing connections is shown as figure 4.3.1-1.

Analyzer - ]

2

LD-5

LH-5 GD-5

|8

L ] IJ— "
{ } __ Liquid Waste

Figure 4.3.1-1

4.3.2 Optional Equipment Connection

The connection of the analyzer and the optional equipment is shown in figure 4.3.2-1.

Make sure the connections are solid and reliable.
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— Analyzer

Printer
Computer  { Optional )

Figure 4.3.2-1

4.4 Software operating environment

Hardware Configuration:
CPU: Intel Celeron J3060 1.6G 2C
Memory: 4GB DDR3 1600 SoDIMM

Peripherals: printer (optional), mouse, keyboard, Hand-held bar code scanner Chapter 5 B aSIC
Software configuration: S etting S

32 bit Windows operating system (Window 7 or 10),
Net FrameWork 4.0 environment, MySQL Server 5.7 database, Office software

Network: B/S structure, LAN, bandwidth: 100Mbs




5.1 Overview

Analyzer has been initialized at the factory settings before leaving the factory, so
parameters and reference values are at default.

Users can reset some parameters depending on the actual need.

5.2 Setting Item

mMaccura [ WorkStation [&] Detailed Browse [f] History Data

US Setting

(%] system

atiently! ® Manual

Basic Info.

eoe Maresgamers

QC setting ® Auto FI
Group Settings
Reference Range
® Logout

Unit Setting

Auto Review

Alarm Setting
() shut Down
Report Setting

Additional Data

© Aam

Figure 5.2-1

5.2.1 Report settings
Click “system” —*“setting” —“report setting”, and then enter into report setting interface,

please follow as picture 5.2.1-1.

Select the default report template Abnarmal item selection
Current default report template: Report A4 without Graphics Signe for Abmormal
7] A4 Reserved for Lab Use High
7] Report A4 with Graphics S,

Report A4 without Graphics

7] Report AS with Graphics(Double List)

[ Report A5 with Graphics(Single List)

7] Report A5 without Graphics(Double List)
71 Report A5 without Graphics(Single List)
[] Report B5 with Graphics

71 Report BS without Graphics

Figure 5.2.1-2
m Default Template Setting
It can choose software which already has have worksheet template, select it and click
“save”.

m Report settings
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— Signature
Non-automatic signature: no information about the inspector and reviewer, the report

shall be manually signed by the inspector and reviewer after printed.

— Abnormal Results Prompt Choosing
“17 ] and “+” “-” can be selected to prompt that the result exceeds the reference

range.

5.2.2 Sample Generating Method

After the program starts, user can click “Setting”-“General”-“Sample scanning” to set the

sample generating method (matching method) as shown in Figure 5.2.2-1.

Sample Generating Method

@ MNon-scan Generated () Scan Generated

Skip unscanned samples

Skip samples that are not matched to LIS (Two-way LIS)

Figure 5.2.2-1
m Sample Generating Method
— Non-scanning Generating Method
After checking the work sheet mode, measuring samples’ sample number source is the

registered work sheet sample or automatically generated sample.

— Scanning Generating Method
After checking scanning generating mode, measuring samples’ sample number source

is the sample number obtained from scanning by the barcode scanner.

m Only when the device is in ready status can the sample matching

Important .
P method be modified.

5.2.3 Browse Setting

It is used to set the display method (2D or 3D) of the detailed browsing scattergram. User
can select 2D or 3D scattergram by clicking “Setting”- “General”-“Browse Setting”. Click

“Save” to save current settings as shown in Figure 5.2.3-1.

2D/3D Scattergram

@ 2D © 3D

Figure 5.2.3-1
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5.2.4 Reference Range Setting

After user starts the program, click “System”-“Setting”-“Reference Range” to set the

reference range of the result, as shown in Figure 5.2.4-1.

010

Figure 5.2.4-1

Click the item name, the item will be indicated by highlight, the upper and lower limit of
current setting reference value will be indicated on the right side, modify the numbers in
“upper limit” and “lower limit” input box separately, click and move to next item after
finishing modification. And then click “save” button to
reserve after finishing all the settings.
m Group
Click “group“drop down box, which could modify the different reference value group,
system will supply 5 default groups and 5 custom groups, and also you could click

“newly increase” button to add mulitiple custom groups.

m Restore to Default

Click “Restore” and the system will restore the references value to factory setting.

m Restore Settings
Click the "Restore Settings" button, the system will save the current reference
value to the factory settings.

m Import
Click “Import” and the reference values file selection window pops out. Select the

existing “.xml” file format as reference values file, as shown in figure 5.2.4-2
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v + Libraries » Documents » - |l~' ‘ | Search Documents ¥l |
Organize *  Mew folder = 0 @
- 3
¢ Favorites Documents library Kerrae b Pl
P Desktop Includes: 2 locations
m’ Hownjosds MName - Date modified Type

%l Recent Places

1} SQL Server Management Studio Express 11/13/201310:06 ... File folder

ik (1) Visusl Studic 2005 11/13/20139:31 AM  File folder
e ——— 1) Visual Studio 2008 11/13/20139:47 AM  File folder
J' Miisic: 2] ReferenceConfig-Universal 12/18/20134:09 PM XML Document
Pictures
B videos
’ Computer
= SYSTEM (C)
= Local Disk (D) |~ =] m I 5
Filename: - [Mescam) o]
T

Figure 5.2.4-2
m Export
Click‘Export”and the saving interface pops out, as shown in figure 5.2.4-3.

%v b Libraries » Documents ¥ e ‘ ‘,l ‘ Search Documients ﬁ|
Organize » Mew folder e 2 ‘ 1
£ 2
¢ Favorites Documents library e
P Desktop Includes: 2 lacations
m Dedinak Mame . Date modified Type

(10 5QL Server Management Studio Express 11/13/201310:06 ..  File folder

9 Libraries j Visual Studio 2005 11/13/20139:31 AM  File folder
Documents (M Visual Studio 2008 11/13/2013 %:47 AM  File folder
& Music ReferenceConfig-Universal 12/18/20134:09 PM XML Document

&l Recent Places

[E5] Pictures

. Videos

™ Computer La | 1 | 3

File name: [

(4 Hide Folders Save

Figure 5.2.4-3
m Save

Click “Save” to save the current modifications and exit reference value interface.

5.2.5 Reference Group Setting

After user start the procedures, click “system” —“settings” —"“group settings” to

proceed the classification settings of reference groups, please follow as picture 5.2.5-1.

User-Definedl

User-Defined2 Unlimited
User-Defined3 Unlimited
User-Definedd Unlimited

User-Defined5 Unlimited ™=

Figure 5.2.5-1



m The default groups cannot be modified.

Important | ®m When default groups are the same with the user-defined groups.

User-defined reference value enjoys priority.

m Enable User-defined Group

Click the “Effective” radio button, and select to enable the user-defined group.

m User-defined Group Modification
Modify user-defined group age, unit, and sex.
Double click age to modify;
Double click age unit to choose the age unit of the group, with three kinds of “Year”,
“Month” and “Day” available;
Double click “Sex” to choose the sex of the group, with three kinds of

“Unlimited”, “Male” and “Female” available.

5.2.6 Alarm Condition Setting
Click “system” —“settings” —"“IP alarm settings”, which could modify IP alarm threshold,

please follow as picture 5.2.6-1.

WBC Abnormal Prompt

Neutropenia: NEUT# =1 " 10001 o NEUT% <0 %
Neutrocytosis: NEUT# =[11 1049/L o NEUT% > 100 %
ymphopenia: LYMPH# < 08 1049/L o LYMPH% < 0 %
ymphocytosis: LYMPHE > 4 1049/L o LYMPH% > 100 %

Monapenia: MONO# > 1 1049/L o MONO% > 100 %

Eosinophilia: EO# =07 109/L o EO% > 100 %

Basophilia BASO# > 02 104971 o BASO% > 100 %

Leukopenia: WBC <25 1049/

Leukocytosis: WBC > 18 109/

RBC Prompt Rules

RBC with Uneven Size: ~ RDW-SD > 65 i o RDW-CV > 20 %

Microcytosis: mcv < 70 fL

Macrocytosis: Mcv > 110 L

Hypochromia: MCHC < 290 alL

Anemia: HGB < 100 alL

Polycythemia: RBC = 65 1012/

PLT Abnormal Prompt

Thrombocytopenia: PLT < 60 1049/

Thrombocytosis: PLT > 600 1049/

lResﬁore Settings l Save Settings l Save
Figure 5.2.6-1
— Save

Click “save”, save current modification and exit current interface. — Restore
to Factory Setting

Click “Restore” to restore the IP alarm threshold value to factory default setting.

5.2.7 User Management
Click “system” —*“settings” —“user management”, which could enter into user

management interface, please follow as picture 5.2.7-1.
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Automatic Login Signature Picture Preview

fogitiecc User Name: MACCURA
Rovaan e F——

[9] Agree that the login user is the same person as the review user

User Nane | Nane | Work Ho | Level |

l Reset Password H Modify User H Add User | Delete User ‘
Figure 5.2.7-1

= Auto Login

The account for automatically log in could be chosen in the automatically log in interface.

“Current account” indicate the account which have already set auto login. “Set account”
could select the account which need auto login.
m Low-privileged account cannot set high-privileged as automatic

login account.

m When “User Setting” is disabled, it means that there is no
Important

automatic login account and the account name and password must

be entered manually when starting the software.

m Reset password

MNew Password

Confirm Password

Prompt

Password cannot be blank.

Lo ] o]

Figure 5.2.7-2

Select the user and click‘Resetto enter the new password twice. Click“OK’to save the new

password.
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® Modify User

User Info.

User Info. Signature

RN lchange ] [ Delete ]

User's Name  MACCURA

Work No.

Engineer

@ Administrator General Users

Sample Review

["] Sample Review

Prompt

Figure 5.2.7-3
Select the user, click “Modify User” to enter user modification interface.

m Add User

User Info.

User Info. Signature

User Name | l Uplaad l l Delete ]

User's Name
Work Na.
Password

Comfirm

Authority

@ Engineer

Administrator @ General Users

Lo ] [om]

Sample Review
[] Sample Review

Prompt

Figure 5.2.7-4

Click “Add User” to enter user creation interface.

m The first installed user account should be set up by engineer, and the

Important general user can be set up by an administrator account or an engineer

account.

“User Name” is the account name entered when logging into the software; “Authority” is
the new user’s level;
“Sample Review” is used to determine whether the new user has a sample review authority.

If it is selected then the user has review authority.
m Delete User

Click “Delete”, and the following box will pop out. Click

“OK” to delete the user and exit the interface;
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Click “Cancel” to exit this interface without deleting the user.

Promt

Are you sure to delete the user?

=

Figure 5.2.7-5
= OK

Click “OK” to save the current modification and exit the delete user interface.

m Cancel
Click “Cancel” will not save the current modification and exit the delete user

interface.

5.2.8 Operation Log Management

Click “system” —“maintenance” —“Log” to enter operation log management

interface, please follow as picture 5.2.8-1.

maccura [E WorkStation  [&] Detailed Browse  [Z] History Data B «Qc @) system

Settings Engineer

Maintenance Calibration

Log management |Errorlog | Reagent log | (©) Auto Samping

Sort direction Screening Export record Delete record

o Dats Ascidivg > Cumentuser WAL v - U0+ @ beetoselocind  © Delete dae rcord

© Date Descending ® Allusers [ sereening | [ ) 5 Delete all 2071110 v ~ 20074110+ @ seal Samping
| log on user Operating time | Operation event | describe Remarks -

> MACCURA  2017-11-10 140548 Start executing time sequence 70
[MACCURA  |2017-11-10 14:05:47 |Auto Sampler Self-checking O
[MACCURA  [2017-11-10 14:05:31 | Start executing time sequence 70

" MACCURA  |2017-11-10 140530 | Auto Sampler Self-checking
MACCURA  |2017-11-10 14:05:14 | Mixture Unit Self-checking
MACCURA |2017-11-10 14:05:14 | Start executing time sequence 60 @ Hait
MACCURA | 2017-11-10 14:04:44 | Start executing time sequence 65
MACCURA  |2017-11-10 14:0444 |DIL WC chamber self-check
MACCURA |2017-11-10 14:04:30 | Start executing time sequence & L
MACCURA |2017-11-10 14:04:29 | WC2 chamber self-check i © Logout
MACCURA  |2017-11-10 13:53:01 | Insert Regular Sample. 2

 MACCURA  |2017-11-10 1355238 | Start executing time sequence 2
MACCURA | 2017-11-10 13:51:52 | Start executing fime sequence 1 (1) shutDoun
MACCURA | 2017-11-10 13:51:36 |WorkSpace>modify pending sample 2

 [MACCURA | 2017-11-10 135016 | WorkSpace>modiy pending sample 1 |
MACCURA | 2017-11-10 134353 |Counting Chamber Soaking
MACCURA |2017-11-10 13:43:53 | Start executing time sequence 7
MACCURA 2017-11-10 13:40:59 |Air Pump Self-check B
MACCURA | 2017-11-10 13:40:59 | Start executing fime sequence 59 i

175> M [Goto © | Eachpage - 20| 88 Records G

Figure 5.2.8-1
m Filter
— Operation Date Ascending or Operation Date Descending can be selected in “Ranking
Direction”.

— Current User or All users can be selected in “Filter Requirements”.

Sort direction Screening
) Date Ascending ) Current user
) Date Descending @ All users

Figure 5.2.8-2



m Export
“Export Records” can select the time period that needs exporting. Click “Export”

and the file saving window will be pop out.

Export record
2017-11-10 « . 2017-11-10 =~

Figure 5.2.8-3

m Delete
—*“Delete Selected Record(s)” can precisely delete the selected record(s); —“Delete
Record(s) within a Specified Time Period” can delete record(s)
within the specified time period in bulk;
—*“Delete All” can delete all operation records;
— Click “delete” and the deletion confirmation prompt box will pop out, click

OK to delete corresponding record(s).

Delete record

@ Delete selected @ Delete date record

@) Delete all 2017-11-10 - ~ 2017-11-10 =~

Figure 5.2.8-4
5.2.9 LIS settings

Click “system” —*“settings” —"“LIS settings”to enter LIS settings interface, please

follow as picture 5.2.9-1.

maccura B Station (@)  Detailed Brow:

Calibration Settings

(© Ao Samping

Enable LIS
Communication Setting Network Setting

® TP RS232 Port Communication ) Write File SeverP:[127.0 . 0 .1 ServerPortNo: 2003

@ sl samping

DataBitz  [ebit

e Ml o

stop Bit: [1bit CheckBit: [ No check

QC Setting Flow

None - Baud Rate:
Group Settings.

@ v

Reference Range. error mark Change Path Open File Location

Unit Setting it sample data with clog alarm mark

Image Format: |ayp
Auto Re i ol

(@® Logout
Transmission Ttem
Browse settings s
wec Rec HeB HeT Mev MeH
McHC  [ZlpLT ROW-SD (7] ROW-CY (7] PDW ey
Report Setting per PLCR NEUTs [Z]NEUT% 7] LYMPH® (7] LYMPHSS
MONO# [Z] MONO% [7] EO% £0% BASOs (7] BASO%
16# 16% OTHER# [7] OTHER% [ BASO-C# [] BASO-C%
BAs0-0% [18AS0-0 [IDIFX [1OFFY [JWBCI []WBC-O

Alarm Setting
(*) shut Down

Additional Data

@ Alarm

GD-s
L5
D5

Figure 5.2.9-1

m LIS function
— Server IP: input the IP address of the LIS server;
— Server port number: input the port number provided by LIS server; — Enable LIS:
selected means enabling LIS function
— Enable two-way LIS: selected means to obtain test mode and patient
information from the server;

— Automatically send history data: selected means to send unsent result
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information in the history data automatically;

— Automatic query interval: after enabling two-way LIS, automatic query
interval can be set;

— Send images: whether WBC, RBC, PLT histogram, and DIFF scatter plot are
included in the packet, selected by default;

— Send IP alarm item: whether the IP alarm item is included in the packet,
selected by default.

— Strict compliance with HL7 agreement: LIS data packets in strict accordance
with the HL7 header format, the default is not selected.

5.2.10QC
Click “system” —*“settings” —“QC setting”to enter the QC setting interface, please

follow as picture 5.2.10-1.

QC Data Calculation
[T] Initiate Target Value Calculation
[T] Initiate Reference Range Calculation
Limit Range: @ 25D (@ 38D @ SD
¥BarM QC
CBC Sample No.: 20

[ Initiate XBarM QC
DIFF Sample Mo.: 20

Figure 5.2.10-1

m QC data calculation
There are two calculation methods to be chosen, such as“start the target value
calculation” and “start the reference value calculation”, and it can also select all or
unselect all.
Limit range can be selected from 2SD, 3SD and SD, only a single choice.
m X-MQC
Select it and then start the X-M QC.
s OK
Click “ok”, and then save the current modification.
m Restore to factory setting
Click “Restore factory settings” button, and the parameter of current interface will

be reset to the initial value.

5.2.11 Additional data item
Click “system” —“settings” —“additional data item”to enter into additional data

item settings interface, please follow as picture 5.2.11-1.



Data tem

Edit

Nare Uit BErpt :::fr Eme' Narme:
g Unit:
ESR | mmyh |Enythrocyte Sedimentation Rate (0.0 |100
86 [ |8lood Group |
Reference Range:
Figure 5.2.11-1
Add data items

C-Reactive Protein

Lower Limit 0,0

Upper Limit 9,01

[ ] (o ] [ ]

Randomly select an original data item, modify the name, units, description and

reference ranges, and then click “save” button.

Delete data item

Select the data item which need to be deleted, and then click “delete” button.

Data item modification
Select the data item which need to be modified, and then modify it.

Important

5.2.12 Unit settings

Click “system” —*“settings” —“unit setting”, the unit setting will be poped up, please follow

as

picture 5.2.12-1.

be regarded as newly increase data item.

Tten Fornat o Unit Setting
Trem [WBC
2 k. ok 10712/L
3 [1eB o oL Format |~ |
4 KT o wx % B
5 hov i o
& ncH o, =
7 |noH o oL
8 [PLT ek 10°8/L =
9 |Em-50 kK £
10 [RO#-CV ok %
1L Py ok x %
12 ey ok o
13 [pCT ok %
14 [P-ICR o x %
15 [WEUT# b 10°8/L
16 |WEUTS kb % =
17 |Lrupe ok 10°8/L
18 |LIMEHS ok %
19 mowD# kb 10°8/L
20 MoHD% o %
21 [Eow ok x 10°e/L
22 (B0 ¥ %
23 [BASD# ok, 10°9/L
24 [Bason ok % o
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m The name cannot be changed during data item modification, or it will

l Restore Settings

[ Save Restore I

[

Figure 5.2.12-1

m Save
Click “save” button, which could save the modification for units.
m Restore factory settings
Click “Restore” button, and the parameter of current interface will reset to the initial

value.

68



6.1 Overview

System contains a mainframe for testing, a set of supporting F 580 software for
measurement, a computer (optional) for data processing, and a printer

(optional).

This chapter introduces the daily operation of the instrument from startup to shutdown.
This instrument supports automatic sampling and closed sampling mode, the automatic
sampling supports 2 mesure modes: CBC+DIFF whole blood and CBC whole blood, closed
sampling supports 4 measure modes: CBC+DIFF whole blood, CBC whole blood, CBC
+DIFF pre-dilution and CBC pre-dilution. The daily operation flow is as follows:

Preparations before Operation
Startup

Daily Quality Control

Chapter 6 Daily
Operation

Sample Preparation

Sample Analysis

Display and Output Results

Execute Shutdown

Turn off Power

[ reperratr pusin
i
i
i
i
i
i
i

Preparations before Operation
Check the following to ensure that the system can operate normally before turning on

the device.
m Samples, calibrator, control, and waste liquid, etc. are potentially
biological infectious. The operator should comply with laboratory safe
operation requirements and wear personal protective equipment (such as

laboratory protective clothing, gloves, etc.).

This instrument within the liquid pipeline, it is recommended to check
for leakage during each self-test run, if so, immediately shut down and

contact post-sale department of our company.

In order to making sure the instrument is in safety status before use,
please confirm whether the power supply, grounding conditions, waste

discharge piping, etc. meet the requirements of this user manual or not.




m The handling of reagent, waste liquid, and waste samples, etc. should

AWarn ing comply with the local and national regulations on bio-infectious

materials like reagents and waste fluid, etc.

Do the following check before turning on the instrument:
1. Check the waste barrel
Make sure that the waste bucket is empty before the test each day.
2. Check the reagents and connecting pipeline
m There are some differences between reagent amounts and analysis modes. Make sure that
there is adequate amount of reagent for usage before startup every day, and prepare
additional reagents for replacement.
During the analysis, the instrument will stop automatically if the reagent is used up.
If it happens, replace the used reagent.
After the reagent has been replaced, start the analysis again.
Make sure that the pipelines connected with the reagent bottle are not folded or twisted,

etc.Make sure the power cord is in contact with the socket.

Reagent consumption is as Table 6.1-1 shows.

Single Sample Test (or other operate) Consumption
Reagent Name

CBC+DIFF CBC
GD-5 Diluent <32mL <26mL
LH-5 Lysing Reagent <0.38mL <0.38mL
LD-5 Lysing Reagent <1.2mL 0
DD-5 Fluorescent Dye <30uL 0
CC-5 Cleaning Fluid <2mL/ Maintenance
Table 6.1-1

3. Check printer (Optional)
Check whether printer paper is enough and whether power connection with computer is
well.

4. Check the network communication connection for instrument and computer is normal or
not.

6.2 Startup

Start the computer and open the F 580 software, switch to “on” position on the right of the

Analyzer mainframe. After power on, the indicator light will on light.

® You can either start F 580 software first or the Analyzer
Important . . .
mainframe first. There is no required order.
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When the mainframe and the F 580 software have been started, both of them will connect
automatically. The system will perform startup sequence after successful connection,
including version checking, device cleaning, time sequencing loading and background
checking.

When the time sequence of the device cleaning is completed successfully, the instrument
will automatically enter the background checking. If the first time is not passed, it will be
executed second times. The temperature detection is carried out after the background
checking.

If startup fails, the buzzer will give off alarm and the software displays the warning dialog
box. User can operate according to the instructions of the dialog box. If the problem is still

unresolved, please contact to maccura customer service.

6.3 Quality control

Before sample analysis, the device requires daily QC to ensure reliable results. See Chapter

10 Quality Control for detailed QC methods.

6.4 Analysis mode

This instrument only support the following 2 analysis modes:

Automatic sampling mode: in this operation mode, the operator put the samples into the
sample rack, the analyzer will mix and perform the test with punture sampling in order
automatically.

Closed sampling mode: in this operating mode, the operator mix the samples manually and
then put them in closed sampling position, the analyzer will perform the test with puncture

sampling.

6.5 Sample Preparation

m Samples, calibrator, control, and waste liquid, etc. is potentially

biological infectious. The operator should comply with laboratory safe

‘ﬂi operation requirements and wear personal protective equipment (such as
\I laboratory protective clothing, gloves, etc.).

m Do not contact patient's blood sample directly.

m All performance results in this user manual were obtained using EDTA
anticoagulants in whole blood samples. The use of other anticoagulants

Important will affect the results.

m Please ensure this instrument have no faults before quality control.
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6.6 Work List Information Registration

If the match method for sample is “non-scan generation” match method, worksheet sample
need to be registered before measure them. Open software in “work station” interface, please

follow as picture 6.6-1.

maccua B

Mode |auto =
Sample No. 1
Tube No. 1 oS 1
Sub. Doc.
Sub. Dept.

Sample C..

Pat. Type  Hospitalize

i

Pat.ID 6

Name

Accept T [3017.11-10 13:50:05

Figure 6.6-1

Click “add” button, edit sample information. Sampling mode(automatic or closed, sample No.

(after clicking “add”, it will be automatically generated and can be modified), the test mode is
required to import, the sample rack number and the position number need to be entered in
automatic sampling mode(after clicking “add”, it will be automatically generated and can be
modified). The information of the patient, the department and the inspection doctor are all
optional (the information can be modified before or after the measurement). After the sample
is edited, click the "save" button. After successful saving, it will be displayed on the "sample

to be tested" sheet on the right.

m When registering work sheet samples, test tube rack number and sample
number should be composed in order for the software to identify the next
to be tested sample conveniently during measurement. Discontinuous

sample numbers or disorder may be unidentifiable for the software.

m Closed sampling match with sample number, for example, when the

current measuring worksheet sample number is “W1”, the next

automatically matched worksheet sample number i§'W2”; when the test

Important worksheet do not havé"'W2”, match is failed, user need manually set the

next worksheet sample or use the automatically generated sample after

finishing measure procedure.

m “BLANKCHECK”, “CORRECTION” and the sample number start
from “QC-“is corresponding background test sample, calibration
sample and QC sample separately. Therefore, register worksheet

sample cannot use these three special sample number.
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6.7 Whole Blood Samples

The preparation method of whole blood samples:

1. EDTA-K,, EDTA-K,, EDTA-Na,(1.5 ~ 2.2mg/mL blood) Anticoagulation vacuum
blood collection tube is used to collect vein blood samples .

2. After collection, immediately shake the collection tube upside down several times to mix
the blood with anticoagulant thoroughly.

m In manual whole blood mode, blood sample must be more than 1ml.

m The samples needed for WBC classification and PLT count should be
stored at room temperature and analyzed within 4 hours after
collection. If not, please store it within 2°C -8°Cfreezer, until can
begin analysis.

m If the results of WBC classification, PLT count and MCV are not

needed, the samples can be stored in the refrigerator with the

Important

temperature of 2 °C ~ 8 °C for 24 hours.

m The frozen sample should be placed in the room temperature for 15
minutes to 30 minutes before analysis, and then lightly shake samples 10

times.

m Capillary blood is collected into a microcatheter to which
anticoagulant was added.

m After standing for some time, the sample needs to be re-mixed

before be analysis.

6.8 Pre-diluted sample pre-diuted

sample preparation methods:

1. Click “auto FI” button in software, please follow as picture 6.8-1.

® Auto FI

Figure 6.8-1

2. It will pop up the automatic injection dialog box, please follow as picture 6.8-2.

Auto Fluid Injection

Please put the test tube in the test tube chamber.
Close the chamber door. Click "OK" to execute.

o] [aw ]

Figure 6.8-2
3. Put the tube under manual sampling position, click “ok”button, and then the instrument

will automatically perform the automatic injection procedure, please follow as picture
6.8-3.
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6.9 Automatic sampling analysis The operation

6. After the sample is mixed thoroughly, open the lid and place the mixed samples under

Injecting liquid... procedures are as follows:
Figure 6.8-3
4. After the automatic injection is completed, click the "exit" button to exit the automatic
injection. i
5. Manually mix the 20uL peripheral blood and 200uL diluent outside the instrument.

the aspiration pipette carefully as shown in 6.8-4. Press the start button, and the pipette Analysis Complete
will draw about 91.5ul diluted sample for analyzing, and display the results of the

analysis which has been multiplied corresponding times. 1. Place the test tube that needs measuring on the test tube rack in order, and place the test

tube racks to the right platform of the automatic sampler in the device.

2. In ready status, set the first to be tested sample information area on the right side of the
screen (as shown in Figure 6.9-1). Select “Automatic” for sampling method, and set the

first to be tested sample’s measuring mode and sample information.

Mext sample

Type: Manual Input

Sample No. |1005 Enter

Test Mode |CBC+DIFF

Figure 6.8-4
Tube No. 1 Position 2
m The mixture of capillary blood and dilution should be placed 3 minutes Close
before the test.
m Make sure that the capillary blood samples are tested within 30
Important minutes after dilution. Figure 6.9-1
m Laboratory should evaluate the stability of the test results under pre- 3. After input, click the automatic sampling measure button on the device or in the software.

dilution mode according to its the number of samples, sample

collection methods and technology. 4. The device starts measurement, measuring the samples on the test tube racks one by

one.

5. When all samples are measured, take out the measured test tube racks from the left platform
of the automatic sampler.
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m Under non-scanning method, the set sample information is the first 6.10 Closed s amphng analysis Operation
sample’s information, and the following sample information
automatically matches during measurement. For example, if the first workflow as follows:
sample is a work sheet sample, then the following sample matches from
the work sheet sample. The first sample is automatically generated, the Seting sample nformation
following sample is generated base on the previous measuring sample.
Sample Preparation
m If the input sample number is from work sheet, the software will
automatically match the measuring mode, test tube rack number and
position number. If it is not a work sheet sample, user also has to input Start analysis
measuring mode, sample number, test tube rack number and position

number (1-10). Under scanning match method, only measuring mode
End analysis

needs setting.

® When using multiple test tube continuous measurements for work sheet Specific operation steps are as follows:
samples, please make sure the test tube rack numbers are continuous. If 1. After well prepared, sample information need to be set by “closed sampling” button
the registered test tube rack numbers are not continuous (for example on the right of software menu area (please follow as picture 6.10-1).
Important the registered test tube rack numbers are 1, 3, 4 with no 2), the samples

on test tube 3 and 4 will not be measured because when test tube rack 1

Manual sampling
measurements are complete, test tube rack 2 cannot be found. The

. . . . Next sample
software is used to generate automatically sample information after test K

Type:Auto Generate
tube rack 1 completes measurements.

Sample pattern: Enter

Detection mode: ICBC+DIFF v]

m The measuring mode of the samples on the same test tube rack must be

the same. The measuring mode of the samples of the same batch should

also be the same.

m When sample information is automatically generated, sample numbers Figure 6.10-1
and test tube rack numbers are generated based on the previous sample 2. Shake the tube firstly, open the sample gate, place the totally mixed blood into the
number +1. closed injection device and close the gate.

m Scanning match method requires the support of device scanning units. 3. Click “closed sampling” button on the instrument to start measurement.
If the sample number scanning fails, sample measurement will not 4. After finishing sucking blood, please take out the sample from the closed injection
stop, the sample number failed scanning would be replaced by device.

“SCANERROR? (can be modified after measurement).



m After the sample measurement begins, the matching method of the
sample is based on the first sample. If under work sheet match mode,
automatically match the next samole according to the order of matching
a sample (such as single sample of 1 and 2,1 after the start of the 2
automatic measurement, as the default sample, if not registered
2, matching failure); if the automatic matching method,
with +1 type production a sample (such as the current measurement of
the sample number is "S1", is a default manual sampling sample number
for the "S2"). In the way of scanning matching, the sample number is
not generated. It is necessary for users to manually input barcode

(barcode number as sample number). No barcode is allowed to be

measured.
Important casured

m Closed sample measurement support continual mesurement, after
finishing the blood absorption of the previous sample, take out the
sample, and then put the second sample into manual sampling device and
press the measurement button. When continually measuring, the

measurement mode of the samples must be consistent.

m When it registers the worksheet sample of manual sample, sample No.
should be continuous, which could be easy
to automatically match next worksheet sample during measurement
procedure, which could reduce manual setting and improve work

efficiency.

6.11 Insert Measurement (Emergency) puring automatic

sampling, if there is a need to insert an emergent sample (sealed sampling method), follow
the following method to operate:

@ Auto FI

1. Click “Pause” on the right side of the software, and the device will stop

measurement after the current sample measurement is complete.

2. After the device stops, set the inserted sample’s information in the “Next”

area at the right side of the software. Select “Sealed” for sampling method and input the
inserted sample’s number and measuring mode.

3. Shake the test tube and press “Door”’button to open the sealed sampling

cabin door. Place the thoroughly mixed blood in the cabin and close the cabin door.
4. Click the sealed sampling measurement button on the device or in the

software to start the measurement.

5. The device starts measurement.
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m The operations from Step 2 are the same as those of the sealed
Important

sampling measurement.

6.12 Automatic Sampling Measurement
Restoration

Auto Sampling

Mext sample
Sample Type

Sample No Enter
Type

est tube Position

s ] (e o=

Automatic injection pause, click the start button to
continue to measure

Figure 6.12-1
When measurement is interrupted during automatic sampling due to emergent sample

insertion, automatic sampling can be restored according to the following operations.

1. When the device is in ready status, click the “automatic sampling”button in the menu area
on the right side of the sofeware.

2. Click the automatic sampling measurement button on the device or in the software.

3. The device starts and resumes measuring where it was stopped.

4. In the suspended state, the operation can be canceled by pressing the “Halt”button.

m During automatic sampling measurement, if stopping faults occur (such
as HGB voltage abnormal, jewel hole clogging, etc.), the device will

automatically stop after the current sample (samples already at the

Important puncture position) measurement is complete. At this time user should

clear the fault (see fault handling chapter). After the fault is cleared,

click automatic sampling measurement button to continue.
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6.13 Automatic Sampling Measurement
Restoration

During automatic sampling, if machine-halt fault occurs, the device will stop measuring.

After the device stops, restore measurement according to the following steps:
Reset Test Tube Rack
Clean Fault
Set Measuring Sample

Start measurement

Specific operation procedures are as follows:
1. Check whether the test tube rack is removed when the device stops. If not, open the cabin
lid and check whether there are test tubes on the mechanical clamp. If there are, take the

test tube from the clamp and replace it to the corresponding test tube rack.
2. Pull out the test tube rack that has been stopped measuring (push from right to left).

3. Place the test tube rack that has been stopped measuring and the subsequent test tube racks
in order to the initial position at the right platform.

4. Execute fault clearing operation (see fault handling chapter).

5. After the fault is cleared, set sample measuring information (input the next sample’s
position information according to the prompt texts in red) in
the “Next” area at the right side of the software. Input sample number, measuring mode,
test tube rack number and position numbers as shown in Figure 6.13-1 (resume
measurement from the second position).

6. Click the automatic sampling measurement button on the device or in the software.

7. The device starts measurement.

Auto Sampling

MNext sample

Type: Pending

Sample No Enter
Type  [cac+DIFF -
est tube 2 i Position 1

Figure 6.13-1
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m Machine-halt condition is divided to immediate halt and delayed halt

(halt after the current sample measurement is complete).

m If the input sample comes from work sheet, the software will
automatically fill in the measuring mode and test tube rack information.
If the match method is scanning method, sample number does not need
inputting.

m Step 5 can be skipped. After clearing the fault, clicking the
automatic sampling measurement button can also start

measurement. The system automatically generates the first to be

tested sample’s information according to the measurement before the
Important

halt. When new test tube is to be measured after the halt, sample

information must be set
manually.

m When executing the first step, after opening the cabin lid,
if user finds that the aspiration pipette is inserted in the
test tube and the test tube rack cannot be removed, he/she can conduct a
“Liquid Path Initializing” to restore the aspiration pipette and then
remove the test tube rack. Please refer to Maintenance chapter for the

use of “Liquid Path Initialization”.

6.14 Results View

After finishing sample analysis, the results could be seen in “tested sample” list in the

working interface, please follow as picture 6.14-1.

Edit lrest Result | Results [Tested Sample |
Mode |53 2| Htem Data Unit Range = — [7] Unreviewed [] Not printed  [7] Abnorma
Sample No. 2 WK tan- haoant e i Lymphopenia [F] No Transmitted [ Undetected
N | flrec [431 | [10n12n 2555
HeB (125 | [gn 110365 I Samea Position
Tube No. POS e L i | seq oo Patient  TestTime Tube no,
Sub. Doc, MoV [ssa | R 80-100
BuSi Bope MCH 200 55 275325 lo o | | 1 [
il McHC (328 | |on  |320-360
P 171 | [1091 [100-300 e
PEERG _||row-sp |as7 | |a 3754
PatID 2 ROW-CV [145 | |% 1516
— POW  [214 [+ [% 14-18
mey  [121 | [& 76132
£ pcr o2t | | 011-028
Age Year =] | flpacR  [554 [+ % 10-50
Adm. No, NEUTE (306 | |109L |275
sdine NEUTS |788 |+ [% 5070 pLT
LympH# (053 |- 107071 |084 PLT Histogram Anomaly
word [ | | [owee (136 |- (% [2040
Address MONG# |027 | |10797L |012-08
PR MONO% [45 % 38
T TR Eo¢  |o12 | [10%91 |00s-05
_|lEo%  [a1 % 055
== BASO# (000 | [10707L |0-01 4
=i sasow Joo | % oa -

Figure 6.14-1
After clicking the sample, the analysis results are displayed in the middle area. If we need to
modify the information of the tested samples and edit directly in the left edit window, we
must input the patient's ID information when we need to input the patient information.
Sample ananlysis results could also be checked in history data and detailed browse function,

more specific information could be seen in results examine chapter.
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6.15 Shutdown and exit procedure

If the device is in continuous operation, shutdown operation must be performed at least every
day after the end of the analysis or every 24h.
The tubes, detection and analysis components of the device will be cleaned when the device

performs shutdown operation.

m To ensure reliable and stable performance of the analyzer, please make

Important sure the following steps are followed to perform shutdown process.

Shutdown operation steps:
1. When the analyzer is ready, click the Shut Down button in the task bar of the system
function.

(D Shut Down

2. The screen pops up the prompt window as picture 6.15-1.

Shut Down

I Sleep l l Shut Down

Figure 6.15-1

3. ClicK‘shut down’button; Power off’interface will pop out as picture 6.15-2 shows.

Promt

Are you sure to exit system?

o

Figure 6.15-2
4. Click "OK" button, the analyzer will perform the shutdown process. After the shutdown

process is completed, the system prompt will pop out, as shown in figure 6.15-3.

Promt

Shutdown complete. Please cut off device
power. do you want to exit system?

Ca " cel

Figure 6.15-3
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. Click “OK” to exit the system software; Click “Cancel”, the system software will

continue to operate offline.

)

Important

6. Turn off the power switch on the right of the analyzer.

7. Empty the waste bucket, and handle the waste solution and waste samples properly.

m Samples, calibrator, control, and waste liquid, etc. is potentially
biological infectious. The operator should comply with laboratory safe
operation requirements and wear personal protective equipment (such as

laboratory protective clothing, gloves, etc.).

m After the device is power off, user can still use the F 560 software’s
functions of results checking, results printing and other non-interactive
features with the host machine.

m If it needs to operate software continually after shutdown procedure,

next time you start the machine, be sure to restart the software.
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Chapter 7 work
station

Sample editing

area

7.1 Overview

Click “work station” button to open the work station interface for sample registration,

result view, etc., as shown in figure 7.1-1.
Function button Filter button ~ Sample list

maccura

Edit
Mode [ |
SampleNo. 2 |
e con
TubeNo. [ | pos [ ] 5 Patient  Test Ti

Sub. Doc.
Sub. Dept.
SampleC..

Pat. Type.
Pat.ID

PLT Histogram Anomaly

AcceptTi.. 50171110 13:51:36 ]

Analysis
results area
Figure 7.1-1

7.2 Function button

“Review”

Review the selected tested sample.

“Print”

Select one reviewed sample, click “print” button to preview or print.

“Export”

Select the results that need to upload to LIS, click "export " to upload the data to the LIS
server.

“Delete”

Select the sample which need to be deleted, click “delete” button to delete the sample.

m When editing the sample information, it is possible to make some

items invisible if they are not needed (eg. patient ID, patient address).

“Setting”

It can set these items invisible, such as figure 7.2-1.




Work station Setting

MName Visibility Default Value Displayed Text =
h Ve

Sample Mo. Sample No.

Test Mode Test Mode

Tube Ma. Tube Na.

POS POS

Sub. Doc. Sub. Doc.

Sub. Dept. Sub. Dept.

Sample Cmt. Sample Cmt. |

Pat. Type Pat. Type 3

Pat. ID Pat. ID

MName MName

Sex Sex

Age Year Age

Adm. No. Adm. No.

Bed No. Bed No,

Ward Ward

Address Address =

Pat. Cmt. Pat. Cmt.

Accept Time Accept Time

Tester Tester -

[ Save ] l To Default [ Cancel l
Figure 7.2-1

m Patient ID is unique and unrepeatable, system identifies patients by patient ID. When

patient ID is selected as invisible, the system will automatically generate patient ID.

When it is selected as visible, patient ID must be entered when input patient information.

m Only audited sample could be printed out, audited sample can cancel audit, printed

sample can cancel autdit as well.

7.3 Sample editing area

" om0

. Worksheet information input
Click “work station” button in main menu, which is on the left side of the menu, as
shown in picture 7.1-1. Click “add” button, input sample information, after that click

“save” button, and then the current sample information can be saved.

Sample number, sample mode and test mode are the necessary options, other items can
be configured.

When it needs continuously add worksheet sample, click “add” button continuously.

. Sample modification
Click and select one sample.
Modity sample information in sample editing area directly.

After finish modification, and then click “save” button.
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m Only untest worksheet sample and tested but unreviewed sample can

Important | |\ odified.

7.4 Sample list

Work station sample list area shows sample to be test and 1000 tested regular samples in last

3 days. Quality control, background checking and imported samples are not displayed.

7.5 Analysis results area

Select one tested sample in sample list, it will display sample test results and IP flag

information in analysis results area.

7.6 Filter button

After selecting tested sample in sample list, there will be a “filter” button on the top.

Filter conditions consists of unreviewed, imprinted, abnormal, no transferred and test

sample status.

When it starts the procedure, three buttons cannot use, button is iri‘selected’3tatus after click
the button, which means to use this filter condition. Click again to cancel this filter
condition.

These filter conditions can choose single or multiple conditions simultaneously, or do

not choose them all, more specific filter based on the requirements of users.

“Abnormal” refers to sample which alarmed by IP flag, as long as one alarm item
occurs it can be regarded as abnormal sample.
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Chapter 8
Results view

8.1 Overview

The analysis results will be saved to the database automatically each time. System
databases can save 100,000 results including information of 28 parameters, 3 histograms,
1 scattergram and results display.

Users can choose to view batch of analysis results in the manager mode or to view a

detailed analysis by the way of browser (Display histogram and scattergram).

8.2 History data

Click “history data”button in main menu, shown as picture 8.2-1.

maccura B ork Station (@) Detailed Browse  [Z] History Data B «c 3

S Wec [F] Not printed 7] Abnormal
Lymphopenia No Transmitted —_—

Sub. Dept.
Sample C...

Pat. Type
Pat. 1D
Name
Sex

Age

War
Addre:
Pat. Ct

Accept Ti

Print Export |

Figure 8.2-1

8.2.1 Results view

Users can view the results saved by the system in this interface. All the results will be
arranged in chronological order, with the latest analysis results displayed at the top of the list.
If the storage of the results exceeds the display range of the screen, a scroll bar will appear at

the right of the list, and the user can drag the scroll bar to turn the page and view the results.

8.2.2 Results Select

m Single Result Selection
User can select the analysis results that need viewing or further operation (left-click or
click 1 | arrow on the menu bar) based on his/her own needs. The selected results will be
highlighted as Figure 8.2.2-1 shows.

Sample No. | Tubs No. T | e Sample Mode

Sample Negative /
Source Seq- Positive Classification

Figure 8.2.2-1




After the current result is selected, the analysis results will be displayed in the right results
m Sample number starting with “QC-" is quality control data that cannot

column as Figure 8.2.2-2 shows.

be modified.
Ttem Data Unit | mpo rtant . PR 2 ¢ :
Be s 0L m Sample number starting with “QC-" is quality control data that can be
RBC 1035 |@ [107121 deleted.
HGB 0 - o
MCY fL
MCH e pa
MCHC e a/L
RDW-CV %
RDW-5D ---- fL . . g . .
HCT P % Important | ® Reviewed status displays “S” mark in review column.
PLT 919 + |10"9/L
MPV fL
PDW %
PCT %
BASO# ---- 10"9/L .
BASO% % 8.2.4 Results Modify
NEUT# ---- 10"9/L
N:g;% ‘f{’vgn Users are not allowed to modify any sample on the history data interface.
EO% e %
LYMPH# | - 1079
e T i;AgfL 8.2.5 Results Deletion
MONO% % . . .
G 107971 Users can delete unwanted data according to his/her needs. The operation procedures are
16% %
WBC-1 P 107971 as follows:
WBC-O | 001 | - 1079 . . .
P-LCR % 1. Select the single sample or multiple samples which need to be deleted.
Figure 8.2.2-2 2. Click “delete” button at the right corner of the bottom.
Users can also click “Sample Info.”, “CBC”, “DIFF” and “Patient Info.” in the lower left 3. The dialog box will be poped up as picture 8.2.5-1.
corner of the manager, select the corresponding column table for viewing, as Figure 8.2.2-3
shows.
m Sample Info. column shows the sample number, date, time of the test, the test mode and ([jl]|teSt result(s) selected. Are you sure to
. . elete?
other information;
m “CBC” column displays the CBC item results of this test item and results prompt;
Cancel

m “DIFF” column displays the DIFF item results of this test item and results prompt; .
Figure 8.2.5-1

. . . . . 4. Click “ok” button to confirm delete, click “cancel” button to cancel the data deletion
m “Patient Info.” column displays the name, sex and others information of patients.

procedure.
m Some common columns (including sample number) often display in the left side so that
( g P o ) Py m The number in the dialog box is the number of results which users
users can conduct accurate search when switching columns. .
Important have selected in total.
Sample CBC DIFF Patient m Reviewed sample cannot be deleted.
Figure 8.2.2-3
m Multiple Results Selection
Users can select the results of in bulk if needed. Press the left mouse button and drag in the 8.2.6 Upload the results
management interface to select the results continuously. Press “ctrl” on the keyboard to Select the LIS results which need to be uploaded, click “Export” and the data will be
select the needed results. uploaded to the LIS server automatically.
m  All batch results will be highlighted, and the result column will only m Sync feature can only be used when LIS is successfully
Important display the sample pointed by the arrow at the most left side. connected.
Important
i m After the test is completed, new sample will be uploaded to the server

automatically.

8.2.3 Review

The sample results can not be reviewed in the historical data interface.
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8.2.7 Report Print

Users can print out reviewed results in the history data interface as follows:
1. Select the result needs printing. Click“Print”, as Figure 8.2.7-1 shows. The
successfully connected printer will start printing the report list.

4 4 (1/1|F M Goto 1 &' | Eachpage - 20 1 Records

Modify |[ Backup H Restore || EXport || Delete || csv H Query H Print l

Figure 8.2.7-1

2. For a preview, click “print” button, print preview interface will pop out as Figure
8.2.7-2 shows.

Test Report
Name: PatientID: 2 Test Mode: CBC+DIFF Sample No.: 2
Sext Age: Sub.Dept.: Sub.Doc.
NO. Item Result Reference  Unit NO. Item Result Reference Unit
1 WsC 388 Lo4-10 10%9/L 15 BASO+ 000 0-01 1075/
2 omc am 3555w |16 Esos 00 01 %
3 HGB 125 110- 165 all 17 NEUT# 306 2.75 1079/L
4 Moy 884 80 - 100 L 18 NEUT% 788 T 50-70 %
s e om0 ns-n5 gy 1 toe o2 00s-0s  10e
& MCHC 328 320- 360 all 20 EO% 31 05-5 %
7 Rowor s us-6 % uovewewe 05 4 08-4 e
8 RDW-sD 487 37-54 fL 22 LYMPH% 136 ‘o o2-4 %
s v om0 wes % = wonos o7 01208 1o
10 PLT 1 100 - 300 10%9/L 24 MONO% 45 3-8 %.
1wy 1 T 36 o005 ¢ oo s
12 PDW 214 T 14-18 % 26 I6% o7 t 0-04 %
5o om oxom % 7 o oo o005 e
2 PR me 1 Lo % s omERs 0o 0os %

TBC \_]\ RBC|
e - 2500
Test Time: 2017-11-1013:53  Report Time: 2017-11-10 14:45  Test Doc: Reviewer:

Note: This report is only responsible for the tested samples.
1 you have any questions, please contact the test center within a week. Tel: XOGKCXXXXIK

o NI

Figure 8.2.7-2

m Confirm printer installation, connection status, and whether paper

supplies are sufficient before printing the report.
Important

8.2.8 Results back-up

User can back up results of selected historical data. Details for operation steps as follows:

1. Click “history data” — “back-up” button, shown as picture 8.2.8-1.

| Modify |[ Backup ” Restore H EXport || Delete H Csv H Query H Print l

Figure 8.2.8-1
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m Not reviewed samples are not allowed print preview or print output.

2. Choose the backup path for the selected documents in dialog box, shown as picture 8.2.8-2.

(= — 3
Ou |73J » Libraries » Documents » el
Organize v New folder $=E - 0
7 Favorites — Documents library amcactn! Folle =
B Desktop Includes: 2 locations -
8§ Downioads Name ? Date modified Type
% Recent Places |E|
4 SQL Server Management Studio Express 11/13/201310:06 ...  File folder
B Librass A Visual Studio 2005 0139:31 AM  File folder
9 Libraries
E Docinaents B A Visual Studic 2008 11/13/2013 9:47 AM  File folder
o' Music
[&=] Pictures
Videos
1™ Computer ~| | m v
FILRET Tl DH-5104][V07.00.001.0001)[20131218 _163945] -
Save as type: [(S\l files (*.csv) v]
#/ Hide Folders | Save ] [ Cancel ]

Figure 8.2.8-2
3. Click “Save” button to confirm backup, click “cancel” button to cancel current operation.
Backup content consists of the sample information for the historical data, test results and
graphics and patient information. User can select one data or multiple data to backup, and

one data will generate only one SMP format document.

8.2.9 Results restore

User can recover the data which has already backed up, the details operation as follows:

1. Click “history data” — “restore” button, shown as picture 8.2.9-1.

‘ Modify |l Backup H Restore ]| EXport H Delete |l Ccsv H Query H Print ]

Figure 8.2.9-1
2. Choose the path for the documents which need to be restored in dialog box, shown as
picture 8.2.9-2, and then click “ok” button to restore.

-

Import reference range configuration file =
= |
( ;u Ij » Libraries » Documents » 'l"H S p
Organize v New folder =~ O ®
J Favorites = Documents library ety Foldes
B Desktop Includes: 2 locations
i Dowsiasds Name : Date modified Type

2 Recent Places
Ji SQL Server Management Studio Express 11/13/201310:06 ...  File folder

m

&9 Libraries b Visual Studio 2005 11/13/20139:31 AM  File folder
j DRciments i Visual Studio 2008 11/13/20139:47 AM  File folder
& Music =] ReferenceConfig-Universal 12/18/20134:09 PM XML Document
& Pictures
B videos

™ Computer
&a SYSTEM (C))

ca Local Disk D:) ~ | m ] »
File name: ~ | XML files (*.xml) >

Figure 8.2.9-2
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m The sample restore function can not be used while the

instrument is running.
Important

m The restored sample is labeled "Import." Imported samples can not be

reviewed and modified.

8.2.10 Results Export

Users can export single or batch results to a computer in CSV format in the manage
interface, so as to use EXCEL and other statistical tools for sample analysis. Abnormal
Results Prompt Choosing

Export methods are as follows:

1. Click “history data” — “CSV output” button, shown as picture 8.2.10-1.

| Modify Restore EXport Delete l Ccsv H Query H Print ]

Figure 8.2.10-1

2. The dialog box for need export pictures or not will appear, shown as picture 8.2.10-2,
select output pictures or not as needed.

Do you want to export pictures?

Figure 8.2.10-2
3. After click dialog box for need output pictures or not, the dialog box for output target
location will appear, shown as picture 8.2.10-3.

-

Import reference range configuration file = |
OU 5| » Libraries » Documents » - I‘, | | Search Documents ol
Organize New folder =y 0 @

¢ Favorites — Documents library Nisngely: Fokier-
B Desktop Includes: 2 locations
% Downloads Name : Date modified Type
% Recent Places
A ). SQL Server Management Studio Express 11/13/201310:06 ...  File folder
=3 Libraries 1 M Visual Studio 2005 11/13/20139:31 AM  File folder
j-" DiciEnts L. Visual Studic 2008 11/13/2013 9:47 AM  File folder
2 Music = ReferenceConfig-Universal 12/18/20134:09 PM XML Document
[i=] Pictures R
B videos
/™ Computer
ca SYSTEM (C:)
ca Local Disk (D) ~ ¢ | n | r
File name: - [XML files (*xml) ']

!_Open j[ Cancel ]

Figure 8.2.10-3
4. Click “save”, the selected results will reserve in target location with the doucument
name which named by system automatically in CSV format.
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5. The dialog box will appear after finishing output, shown as picture 8.2.10-4.

Do you want to export pictures?

Figure 8.2.10-4
6. Click “ok” button, and log out this dialog box.

m The document name automatically generated by the system, and user

can rename the document as needed by themselves.
Important

m Save type is CSV format only.

8.2.11 Result query

User can filter the qualified sample in history data. The details as follows:
1. Click “history data” — “query” button, shown as picture 8.2.11-1.

i. Modify l Backup H Restore l EXport Delete l csv H Query ” Print l

Figure 8.2.11-1

2. Conditional filter dialog box will appear after click “query” button, shown as picture
8.2.11-2, user can query data by selecting query condition.

Screening and sorting

[ Use filter
[ Date, [] Print [] Reference Range
|p0171120  ~| ~ 2017723710 | Printed @® Unprinted Outof Range @ Within Range
[[] Name [[] Review [[] sample Source
L | Reviewsd  ©® Unreviewed QC @ rovtne Blank
QC Do ate in reference ran
[] Gender [ ] Age Test Mode
— - — = ] b "] Positive / negative
Mal - ) | Year ¥ @ CBC CBC+DIFF & : E
h _ 4 L positive negative @ Other
1_:_ Pét\rer\t (5] . ] Sample Type [] elassify e =1
| | @ Whole Blood € Pre-dilution ] -
[l Form |negat ~| [ count [negat ~
"] Sample No [] Error S | il
| Yes @ Neo
[7] Dept.
Sort direction
@ Ascending test time () Descending test time

[[] Save as default When selected, the setting is still valid after restarting software!

oo [ emerm

Figure 8.2.11-2
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m Query conditions

In picture 8.2.12-2 interface, select “use filter” button, and then further select the

conditions which need to query simultaneously.

— "Date" can be selected by date method to query.

— “Name” can input patient name to query.

— “Patient ID” can input patient ID to query.

— “Sample number” can input sample number to query.

— “Print” can be selected by printed, not print two methods to query.

— “Audit” can be selected by audited, not audit two methods to query.
— “Test mode” can be selected by CBC+DIFF mode, CBC mode, predilution
CBC+DIFF mode and predilution CBC mode.

— “Reference range” can be selected by outside reference range and inside

reference range to query.

— “Sample source” can be selected by quality control, routine sample and

background checking to query.

— “Negative/Positive” can be seleced by negative sample mode and positive

sample mode.

— “Sort direction” can select detection date by descending order and

detection date by ascending order.

Important
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m Query function can be selected by choosing single condition and
multiple conditions to query.

m When selecting measure time, when the input time is greater than the
end time, it prompts the user that the query is not executed; The input

time cannot more than current date.

8.3 Detailed browse

Click “detailed browse” button in main menu, then the detailed browse interface will

appear, shown as picture 8.3-1.

Revieved Sample Info Patient Info,

- NO. 2 Doctor D 2 Personal
Positive

Sub.Time 2017-11-1013:53  Dept Name

Main | Accumulative | Research | Maintenance| Ly Comment

Item WBC Differentiation

Ttem Data Unit T Tem Data Unit L L

WBC 3.88 - oMo NEUT# 3.06 10791

RBC 431 1or12/ LYMPHs 053 = 10797k

HGE 125 gL MONO# 017 10%97L

HCT 3810 % EO% 012 1080/

mcv 884 f BASO# 000 1080/

mCcH 290 ]

MCHC 328 oL

1] 7L 10798 Ttem Data Unit n [
RDW-£D) £ ] L NEUT% 788 + %

RO ¥ 8 2 LYMPH% 13.5 %

it 2o =L MONO% a5 T

MpV 121 [ e 5 B

e o * BASO% o0 %

P-LCR 554 . % ’

Flag(s)

\"&7 RBC PLT

Lymphopenia PLT Histogram Anomaly

PE
(] B v [ ——
Figure 8.3-1

User can check the single sample result briefly in “detailed browse” function, which includes
histogram, scattergram and negative/positive alarm information. User can select one tested
sample in worksheet or history data interface, and then click “detailed browse” button in tool
list to browse sample briefly. User also can click “detailed browse” button in main menu to

check the latest tested sample directly.

8.3.1 Results Checking

The browser displays the currently selected sample analysis results, negative or positive
alarm, review status, sample information, patient information, Flags tips and other
information.

Users can view the results by clicking “Upper”/ “Lower” on the main menu, can also use the
1 | keys on the keyboard.

Click “Research” and the research interface will open as Figure 8.3.1-

1 shows. In addition to the 24 report parameters displayed in the research interface, IG #, IG
%, OTHER #, OTHER% 4 research parameters are also displayed.

Test time:
Comment:

Main Accumulative Research Maintenance

Figure 8.3.1-1

Important | m Double click the figure for magnification.
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8.3.2 Related instructions for detailed browse interface

Unreviewed samples cannot be modified or reviewed in detailed browse interface, but they
can be deleted; Reviewed sample can be selected to view, preview, output and print data in

detailed browsie interface, but they cannot be deleted.

m Sample number starting with “QC-"is QC data that cannot be modified.

Important . . .
m Sample number starting with “QC-"is QC data that cannot be deleted.

m Reviewed results will be displayed with a green background in the

status bar, and the results which have not been reviewed will be
Important displayed with a white background in the status bar.

8.3.3 Results lock

Click “detailed browse” — “refresh” button, which could control the detailed browse interface

Chapter 9
Analyzer
Calibration

will automatically refresh or not when the latest sample result released.

1. When the button selected as“locked”, shown as picture 8.3.3-1, the detailed browse

interface will not automatically refresh when the latest sample result released.

Figure 8.3.3-1

2. When the button selected as“refresh”, shown as picture 8.3.3-2, the detailed browse

interface will automatically refresh when the latest sample result released.

Figure 8.3.3-2




9.1 Overview

The purpose of the analyzer calibration is to ensure accuracy of the analysis results.

m Please pay attention in operation since aspiration pipette is fine, and the
calibrator, quality control material and biological samples it carried

may be biologically infectious.

Awa”‘ ingl 'w The handling of waste calibrator, package of QC materials should

comply with the local and national regulation on the discharging and

handling of bio-infectious materials like reagents, waste fluid, etc.

m Samples, calibrator, quality control materials, and waste fluid, etc. is

potentially biological infectious. The operator should comply with

G laboratory safe operation requirements and wear personal protective
\L equipment (such as laboratory protective clothing, gloves, etc.).
m Only login users with administrator authority can conduct
calibration.
m Users should use the quality control material and calibrators specified
Important by maccura, and store the calibrators, quality control materials and

reagents in the strictly instructed storage environment.

The analyzer was calibrated at the factory.

After the calibration, the analyzer can ensure the accuracy of the analysis results for a long

time, but under the following conditions the analyzer may need new calibration.

First use after installation;

Analyzer has not been used for a long time, before using;

After the replacement of the main components;

Observe quality control data, when deviations occur on quality control data confirms
after double check.

Analyzer provides manual calibration and automatic calibration.

Please confirm the following conditions before calibration:

Analyzer should meet the requirements of the background as appendix shown. If the
background appears abnormal, please refer to fault handling procedure for solution. If it

cannot be resolved, please contact maccura’s customer service;

Remaining reagents are sufficient to complete the calibration. If reagent shortage
occurs during calibration, it should be recalibrated;

Analyzer repeatability should meet the requirements shown in appendix. If
repeatability appears abnormal, please refer to fault handling procedure for solution. If

it cannot be resolved, please contact maccura’s customer service.

m Repeatability test method: under the whole blood test mode, use mid-

value quality control blood to count 11 times continuously, take 2nd to

Important 11th times for analysis results, which will be exported in CSV format

and then use Excel to count CV value.
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9.1.1 Manual calibration Manual

calibration is as follows:

1

. Prepare calibrator or fresh blood that has been tested on the reference analyzer to

obtain reference value.

. Enter the sample test interface, select CBC + DIFF mode or pre-dilution CBC+DIFF

mode.

. Test calibrator or reference values obtained fresh blood in the analyzer 11 times

continuously, and calculate average of 2nd to 11th and then get the measurement

average value.

. Double click system” — “calibration” and select manual calibration.

5. Manual calibration interface will pop out as Figure 9.1.1-1. shows.

Manual Calibration

Whole Blood Compensation Coefficient Pre-dilution Compensation Coefficient
Current Value Latest Value Current Value Latest Value
wee [ 10 | %[0 E3 wec [ 100 | s[100 K3
Rec [ 100 | % [t00 [ % ReC [ 100 ] % [100 | %
HeB [ 100 | s [io0 | % Hee [ 100 | [0 | %
Het [ 100 | % [t00 [ % uer [ 100 ] % [100 | %
T [ 100 | % [roo | % et [ 100 ] % [100 | %
wec-o [ 100 | % [t00 | % wec-o[ 100 | % [100 K3

Canesl

Figure 9.1.1-1

. Calculate the new correction factor with the following formula.

Current correction factor*Reference value
Measurement mean value

New correction factor=

. Enter the latest correction factor in the corresponding compensation coefficient

item.

. Click “OK” to save the new modified coefficient automatically and exit the current

interface.

m Only login users with administrator privileges can calibrate.

m If fresh blood is not used, user should use quality control material and
Important calibrators specified by maccura and store the calibrators, controls and

reagents in the strictly instructed storage environment.

9.1.2 Auto Calibration

Automatic correction method is as follows:

1.

Prepare calibrator or fresh blood that has been tested in the reference analyzer to

obtain the reference value.

. Click “system” — “calibration” —“automatic calibration”, and then pops up the

automatic calibration interface.
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Correction Record Test Record

[ Tnvalid This Time Reference Value Reserved wecl:l 1079/L PDW l:l %
PLease test under sealed sampling mode.
S T

Correction Mean Value

WBC

Reference I:l
L]

Analysis.

Compensation Factor

Figure 9.1.2-1

1. Test calibrator or reference values obtained fresh blood on the analyzer shoud be tested at
least 5 times continuously, and each reference should be entered into the reference value
input box. Select NO. values as “+1” after each test. If you are using the same blood for
calibration, you can choose “Retain Reference Value” to avoid repeated input of reference
value.

. If test times are more than or equal to 5 times, the software will calculate a new

correction factor automatically, click “Save” to save the calibration results.

m There will be a corresponding message if the results do not meet
the specification. Please check referring to the corresponding
message.

9.1.3 Correction Factor Confirmation

After system calibration, the new correction factor should be confirmed according to the

following steps:

Step 1: Test the calibrator three times to make sure the analysis results are within the
allowable range.

Step 2: Run the high, medium and low three concentrations of quality control material, test
each concentration three times to make sure the analysis results are within the allowable
range.

Step 3: Test three normal fresh blood samples whose results are already known, each sample

will be tested three times to make sure the analysis results are within the allowable range.

Chapter 10 Quality
control



10.1 Overview

In order to monitor the performance of analyzer in operation, performing quality control
regularly is required. The laboratory should develop standardized quality control operating
procedures and ensure its strict execution.

After calibration or main components replacement of the analyzer, additional quality control

is required.

m Use specified quality control blood. Store the quality control material
Important . . . .
in the strictly instructed storage environment.
m Samples, calibrator, quality control materials, and waste fluid, etc. is
o potentially biological infectious. The operator should comply with
\ } laboratory safe operation requirements and wear personal protective
\*/ equipment (such as laboratory protective clothing, gloves, etc.).

10.2 Quality Control Material

QC blood will be used, which could be divided into level 1, level 2 and level 3.

Important m Only specified quality control blood can be used. QC blood is designed

to determine the state of the Analyzer.

10.3 Quality Control Methods

This analyzer use L-J QC, XBAR QC and X-M QC.

L-J QC: Single QC test data will be used daily to determine the performance of analyzer.
XBRA QC: Measure QC materials twice continuously every day, the mean value will be
used to determine the performance of analyzer.

X-M QC: The mean value of the negative samples is calculated as the quality control point

and is drawn on the quality control chart.

10.4 Preparation for QC

m Turn on the device and wait for the mainframe to turn to measurement ready status.

m New device’s QC file will have no records.
m Create a QC file in the QC File interface.
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10.5 QC File

10.5.1 QC File Input

QC file must be registered before performing quality control tests.

QC file input method is as follows:

Click “QC” button in main manu and then access to QC document interface, as Figure
10.5.1-1 shows.

maccura B WorkStation (&) Detailed Browse (] History Data (=l [ system

QCFile | QCChart

Registration  Expiry

NO. Lot No. QCMateridl  QCMethod 37 i £ FleNo. [Qco1 LotNo. QC- 56123 QC Method
> Low Value L 2017-11-10  2017-11-30  [CNCTIVIRSeN o =] Exp. Date 2017-11-30 B
" Lower Target Upper i
o | Rem Limit Value Limit Bepasi il
2 |ner 000 100 9999 [9999 |% i
T [mev 00 10 999.9 9999 fL
Qcos
- McH 00 10 9999 (9999  |pg
o moic o i e fow
Qcos BLT 0 1 9999|9999 |10%9/L
Qcm ROW-SD |00 10 999 999 L
an [ROW-CV |00 10 999|999 % |
- POW 00 10 999 999 %
Qc12 1
MPV 00 10 999 %09 |
Qc13
et 000 100 999 299 %
Qci4
= PR 00 10 999 999 %
- NEUTF (000 (100 (9999 (9999 1091
an NEUT% |00 10 299 999 %
ch LYMPH# 000 100 9999|9999 |1089/
ng LYMPH% |00 10 999 999 %
= = MONO# | 0.00 100 9999 9999 109
= MONO% |00 10 999 EXI
X-barM cBC X-barM
= = ey £0# 000 9999  |9999  |1089
— - . L 0% 00 I 090 900 e
Stat || Delete Save 0 Calc Export Import Backup

Figure 10.5.1-1

1. Select a blank QC document, and then the corresponding document information will be

indicated in right side of this interface, as Figure 10.5.1-2 shows.

File No. __QCDI Lot No. QC- QC Method :
QC Material Times |1 | Exp.Date 2017-10-17 @+

File Info.

=
SE Item t?r:fr L:S:t | :z‘fr Range Unit K
E WBC 0.00 999.99 999.99 1079/
e | [REC 0.00 99.99 99.99 100121

HGB. 0 999 999 g/L

MCV 0.0 999.9 299.9 i

MCH 0.0 999.2 999.9 pg L

MCHC |0 209 099 alL 1

RDW-CV |00 99.9 99.9 %

RDW-SD  |0.0 90.9 99,9 fL

HCT 0.0 90.9 9.9 %

pLT 0 9,999 9995 1079/

MPV 0.0 90.9 9.9 L ]

PDW 00 90.9 29,9 %

pcT 0.000 9.099 9.099 %

NEUT#  |0.00 99.99 99.99 107971

NEUT% |00 90.9 99.9 %

EO# 0.00 99.99 29.99 1049/L

EO% 0.0 99.9 29,9 %

LYMPH#  |0.00 99.99 99.99 1079/L

LYMPH3: | 0.0 90.9 20,9 % il

Figure 10.5.1-2
2. Enter the lot number and expiry date on the quality control packaging, and target values,

limits range and other information provided in the manual as Table 10.5.1-1 shows.

106



Table 10.5.1-1 Input specification
Name Meaning and Instruction

QC materials selected by user, including high, medium and low levels,

Material .
and clinical samples.
It 24 report parameters provided by this analyzer, except IG#, IG%,
em
other#, other%.
Lower Limit = Target Value-Limit Range
Target Vale Manually set the input; obtained from the QC materials manual
Upper Limit = Target Value + Limit Range
Lot No. QC materials lot number printed on the package
File No. QC file number
Unit The corresponding units of items set in UMS
On the QC materials package, consistent with the expiry date of QC file
Exp. Date
Manual Manually input cursor-chosen items’ target values and limit vale
Setting
Save Save the current input or modification and exit this interface

3. Click “Save” to save and exit this interface after input is completed.

m When the registered document is reentered again, it is modified.
Important

10.5.2 QC File Modify

Users can modify the lot number information of QC file in the lot input interface. Select the
QC file number whose information needs modification in the file list. Click “QC Files” on

the main menu to enter the QC file modification interface.

10.5.3 Move to Previous Data
Move the cursor in the file list to the previous file and select the QC file. Click

“Previous” on the main menu or press 1 on the keyboard.

10.5.4 Move to Next Data
Move the cursor in the file list to the next file and select the QC file. Click

“Next” on the main menu or press | on the keyboard.
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10.5.5 Delete

Select the QC file that needs deleting.
m Click to select a single file; Delete the selected file.
m When the file is selected, click “Delete” on the main menu and the confirmation

dialog box pops out as Figure10.5.5-1shows.

Do you want to delete QC file?

CE i ce'

Figure 10.5.5-1
m Click “OK” to delete the selected QC file and close the dialog box.

m Click “Cancel” to cancel QC file deletion and close the dialog box.

m When the selected file does not have lot number information, the delete

Important ..
P button is disabled.

10.6 QC Chart

Use any of the following methods to enter QC chart interface:

In the QC file interface, double click the file number that needs graphic checking, and
then click “QC chart”.

The data of the selected QC file will be displayed in fold line in chronological order on
QC chart as Figure 10.6-1 shows.

QcFie Qc
Document Information
File No.  QC06 QC Material Low Value Lot No.QC-1 Exp. Date 2017-10-17

uL ES)
Item Target Data Mean
i cv

[

999.99
WBC

Mcv 0

start Delete Save Auto Calc. Export Import Backup Recovery || Expart Chart

Figure 10.6-1

10.7 Perform QC analysis

QC analysis run in seal sampling mode. QC analysis consists of L-J] QC, XBAR QC

and X-M QC
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m Control materials and waste fluid, etc. is potentially biological
infectious. The operator should comply with laboratory safe operation

o~
requirements and wear personal protective equipment (such as

\W/ laboratory protective clothing, gloves, etc.

Perform QC analysis in manual mode as following steps.
m When the instrument is ready, select a registered QC document and click "Start QC" on
the toolbar to pop up the QC analysis interface.

10.7.1 L-J QC

L-J QC mode only run in manual sampling for once, shown as picture 10.7-

1. After finishing measurement procedure, and then click “accept” button to

finish this QC.

Workflow as follows:

1. Select one L-J QC doucument which has already registered, and then click “start QC”
button enter into L-J QC interface.

2. After mixing controls totally, put the tube into manual sampling box. Press “manual
sample” button to start QC analysis.

3. The results will be indiciated in L-J QC interface after finishing analysis.

4. Click “accept” button to finish QC.

File No. | Qcol | Material | ok alie |
Exp. Date | 2017-11-30 | totNe. | QC-56123 |
Result
wec [ | 10%an Mev [ R NEUT® [ |%
RBC : 1071271 pcT : % LYMPH3% : %
HeB [ | et LR ]% MONO% [ %
Her [ ] w wec-o [ |1000a Eo% | |
Mov [ R NEUTE [ | 1090 % [ %
MCH [ | pg I N U BASO-C% [ |%
MCHC : g/l MONO#* : 1079/L BASO-0% :%
T [ ] 100 E0# [ |10t oIFFX [ |f
ROW-SD [ | R lee [ |10t pIFFY [ R
rowcv [ | % saso-c# [ | 10n0
pow [ | % BASO-O% [ | 10%on

Gear

Figure 10.7-1

10.7.2 X-BAR QC

X-BAR QC run in manual sampling mode for two times, shown as picture 10.7.2-1.

After two times measurement, the instrument will get mean value, and then click

“accept” button to finish X-BAR QC test.

Workflow as follows:

1. Select one X-BAR QC doucument which has already registered, and then click “start
QC” button enter into X-BAR QC interface.
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2. After mixing controls totally, put the tube into manual sample box. Press “manual

sample” button to start QC analysis for the first time.

3. The results will be indiciated in X-BAR QC interface after finishing analysis for the first

time.

4. Press “manual sample” button to start QC analysis for the second time.

5. The results will be indiciated in X-BAR QC interface after finishing analysis for the

second time.

6. The system will qutomatically calculate these two analysis results, and then get the QC

test results.
7. Click “accept” button to finish QC.

. A Prompt
File Na. | Qco1 | Material ‘ PRt ‘ P
Exp. Date | 2017-11-30 || 2emma| QC-56123 ‘
Result
Test First Second Mean Value Test First Second Mean Value
wic | i | | | v neurs | || I | 0%
REC | | [ ] | 1001210 Lvmens [ I ] [ | 10m00
HeB | | [ il | o MONO# | | | | [ | 10m91
HeT | [ | [ | % EO¥ | | | | [ | 10%9
My | | [ | [ | f 1G# [ | | | [ | 10791
McH | | [ L] | pg BASO-C# | | [ | [ | 1089
MCHC g/l BASO-O# 10791
LT 10791 NEUTS %
RDW-SD fL LYMPH3% %
RoWCY | | | N | % MONOS® | || 1| | %
pow | || | [ | % £0% | || | | %
mev | | [ | [ | 1 16% | | | | [ | %
et | | [ il | % BASO-C% | | | | [ | %
PR | [ (il | % BASO-0% | | | | [ | %
wec-o | ] [ | | 1078 DIFFX | | | | [ | f
DIFF-Y | i Till ] i
P ’ GieaAii l [ Glose

Figure 10.7.2-1

10.7.3 X-M QC

Use normal negative sample as QC materials, take average test results of certain number of
samples as QC results and save it on the QC chart, you can choose whether or not to enable
this QC method.

Workflow as follows:

1. Select system’™—"“setting”—“QC”, click“start X-M QC”button, set“X’for CBC sample

numbers and “Y” for DIFF sample numbers, and then click “Ok”.

2. Fill in the target value and range information of X-M in QC.

3. Measure normal negative sample, every “X” CBC datas will generate one X-M CBC
information, and every “Y” DIFF datas will generate one X-M DIFF information.
The number of QC samples for CBC parameter can be different from DIFF parameter.
The CBC and DIFF parameters are placed in two QC folders seperately, and QC materials
can be regard as CBC and DIFF acquiescently.
X-M QC can only calculate the sample which meet the criteria after start the analyzer this
time, if restart the analyzer, the previous sample cannot be listed in the calculation range,

and one sample only can be calculated once.
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m X-M QC documents do not have some function, such as back-up data,

Important restore data, output target value, input target value, export document

and import document.

10.7.4 QC Analysis Results Checking

1

After QC analysis, the analysis results will be displayed in the QC acceptance
interface automatically.

There are several possible displays of the QC results:

Results box after the item is empty “ 7, indicating that the item’s target value is not set.
Results box after the item display*“——", indicating error in item testing
Results box after the item displays red digit, indicating that the QC results exceed the

set range upper and lower limits.
After the QC test, there are two buttons on the QC accepted interface for

option.

. Accept Accept the QC test data, save it in the corresponding QC file database

and draw corresponding QC data points in the QC chart.

. Close Cancel the QC test data, do not save it in the database of QC file.

View all QC data curves in QC chart interface. Monitor the performance of

the device.

10.8 Abnormal results This

section is for reference only. Parameter Alarm:

“+” or “-” displayed on the right side of parameter names means that the obtained analysis
results exceed the set reference value range, but they are still within the measurement
range of the analysis.

“*” displayed on the right side of parameter names means that the obtained

analysis results is suspicious.

“@” displayed on the right side of parameter names means that the obtained

analysis results exceed the linear measurement range.

13

” displayed on the right side of parameter names means that the obtained
analysis results are invalid.
“++++” displayed on the right side of parameter names means that the obtained

analysis results exceed the display range.

Differential or Morphological Alarm:

WBC Criterion
WBC Abnormal
100%<(LYMPH%+MONO%+EOQ%+BASO%)
Scattergram
Nuclear red blood cell

Particle number in Ghost district > 50

scatter abnormal
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Neutropenia
Neutrophilia
Lymphopenia
Lymphocytosis
Monocytosis
Eosinophilia
Basophilia
Leukocytopenia

Leukocytosis

RBC

Erythrocyte histogram
abnormal
Bimodal red blood

cells

HGB Abormal

Anisocytosis

Microcytosis

Macrocytosis

Hypochromia

Iron Deficiency?

Erythrocytosis

PLT

Platelet histogram

Thrombocytopenia

Thrombocytosis

Neut#<1*10°/L or Neut%<0%
Neut#>11*10"/L or Neut%>100%
Lymph#<0.8*10°/L or Lymph%<0%
Lymph#>4*10°/L or Lymph%>100%
Mono#>1#10/L or Mono%>100%
Eos#>0.7*10°/L or Eos%>100%
Bas#>0.2%10"/L or Bas%>100%
WBC#<2.5%10°/L

WBC#>18*10°/L

Criterion

The left and right boundaries are greater than 0.1 times the

maximum value

To find the wave trough in certain ranges
Rdwcv<specific value and mecv<specific value
RDW-SD>65fL or RDW-CV>20%
MCV<70fL

MCV>110fL

MCHC<29g/dL

HGB<100g/L

RBC#>6.5%10"*/L

Criterion

The value in Rbcplt boundarys is greater than 0.4 times than the
maximum value of plf data group, or the minimum value of plf
data group is greater than 0.1 times than the maximum value of

plf data group, or pdw are more than specific value

PLT<60%10°/L

PLT>600%10°/L
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Chapter 11
Maintenance

11.1 Overview

To ensure the accurate and efficient operation of the device, operators are required to
conduct daily maintenance following this chapter’s instructions. The analyzer provides a

variety of maintenance functions, which will facilitate operators” maintenance.

Improper maintenance might damage the analyzer. The analyzer

must be maintained in accordance with the instructions.

If there are any problems unspecified in the instructions, please

contact MACCURA'’s customer service for maintenance advice
Important . .

from professionals designated by MACCURA.

The analyzer must be maintained by using components provided by

MACCURA. If you have any questions, please contact MACCURA’s

customer service.

All the components surfaces of the analyzers are potentially
biologically infectious, so safety precautions should be taken in the
operating and maintenance process.

During operation, if blood or QC materials were spilled on the surface
of the device, which should wipe with disinfection ethanol. During the
cleaning process, safety precautions should be taken and laboratory

safety requirements be followed strictly.

11.2 Maintenance

Click “System”---“Maintenance” button, shown as follow figure 11.2-1.

maccura B Work Station @& Detailed Browse 2]
tem

AN
Qe e e e e
[SSEAF-NENES

Flow Chamber.

Figure 11.2-1




11.2.1 Whole Machine Cleaning

Click “Whole Machine Cleaning”, and the analyzer will automatically perform cleaning
time sequence as Figure 11.2.1-1shows. The dialog box will clear automatically after

cleaning.

Whole Machine Washing

Process...

[ Clear ] l Close I

Figure 11.2.1-1
11.2.2 Jewel Hole Declogging

Click “Jewel Hole Declogging” to execute declogging time sequence. Analyzer backwashes
jewl holes and burn them with a high voltage direct current on both sides to clear protein,
dust and others clogged or adhered in the hole. Interface displays a progress bar of exclude

plugging holes as Figure 11.2.2-1 shows.

Jewel Hole Declogging

Process...

[ Clear ] [ Close ]

Figure 11.2.2-1

11.2.3 Flow Chamber Bubble Exclusion

Click “Flow Chamber Bubble Exclusion”, and the analyzer will execute flow chamber to

remove air bubbles time sequence, and displays a progress bar as Figure 11.2.3-1 shows.

Flow Chamber Bubble Exclusion

Process...

[ Clear ] [ Close ]

Figure 11.2.3-1

11.2.4 Liquid Path Initialization

Click “Liquid Path Initialization” and the device will automatically perform the liquid path
initializing, mechanical components initializing, and the device will be restored to its
original state.
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Liquid Path Initialization

Process...

[ Clear | [ _Close |

Figure 11.2.4-1

11.2.5 Sensor

Click “Sensors” to enter the sensor interface, such as figure 11.2.5-1.
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Figure 11.2.5-1

11.2.6 Blood-drawing Syringe Self-checking
Click “Blood-drawing Syringe Self-checking” and the device automatically conducts

syringe self-checking as shown in Figure 11.2.6-1

Blood-drawing Syringe Self-checking

Process...

Clear l I Close I

Figure 11.2.6-1

11.2.7 Monthly maintenance
Click “Monthly Maintenance” and the Monthly Maintenance confirmation interface will

pop out, such as figure 11.2.7-1

Monthly Maintenance

Process...

Clear ] I Close I

Figure 11.2.7-1
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Click “Ok” to enter the Monthly Maintenance confirmation interface, such as figure 11.2.7-2

Manthly Maintenance

Please confirm that you have placed the cleaning
bottle, and then press the instrument panel!

Figure 11.2.7-2

® Monthly maintenance needs to draw cleaning fluid twice. Please
Important

follow the dialog box instructions.

11.2.8 Horizontal Motor Self-checking

Click “Horizontal Motor Self-checking” the automatically executes horizontal motor self-
checking. If there are any problems, system will give motor abnormal alarm, such as figure
11.2.8-1

Horizontal Motor Self-checking

Process...

[ Clear ] [ Close ]

Figure 11.2.8-1

11.2.9 Vertical Motor Self-checking

Click “Vertical Motor Self-checking” the automatically executes vertical motor self-checking.

If there are any problems, system will give motor abnormal alarm.

Vertical Motor Self-checking

Process...

’ Clear ] I Close I

Figure 11.2.9-1

11.2.10 FCM Chamber Self-checking

Click “FCM Chamber Self-checking” and the analyzer automatically checks FCM chamber.

If there are any problems, system will give FCM chamber abnormal alarm, such as 11.2.10-1
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FCM Chamber Self-checking

Process...

[ Clear l I Close I

Figure 11.2.10-1

11.2.11 WC Chamber Self-checking

Click “WC Chamber Self-checking” and the analyzer automatically checks WC chamber.
If there are any problems, system will give WC chamber abnormal alarm, such as figure
11.2.11-1

WC Chamber Self-checking

Praocess...

[ Clear ] [ Close

Figure 11.2.11-1

11.2.12 -0.03MPa Vacuum Self-checking
Click “-0.03MPa Self-checking” and the analyzer automatically executes -0.03MPa

vacuum time sequence, such as figure 11.2.12-1

-0.03Mpa Self-checking

Process...

[ Clear ] I Close I

Figure 11.2.12-1

11.2.13 Reagent Replacement

Click “Reagent Replacement” to enter reagent replacement interface, such as 11.2.13-1

Replace Reagent

] GD-5 Diluent ] LH-S Lysing Reagent 7] LD-5 Lysing Reagent 7] DD-5 Fluorescent Dye
3BLRSJJKDF3S69114AF3 AIRT7RRTDF2SFE89BC30 AIRS8RRUDQF2A51DESOL 9HQS1QQUDF306550Y255

LotNo: (17080127 il LotNo: [17070302 Lot No:: (17060801 Lot No.: (17070502

Expiry Date: [2019-02-01 B [2019-01-08 te: [2018-12-08 2019-01-05

Expiry Date:

Days after opening: (5o Days Days after opening: |60 |Days Days afte 50 | pays Dipuaturopeiing: B Days.

Volume: [19.803] / [20 | Volume: [490.55] / [500 | mi Volume: [387_] / [1060] mi Volume: A 7 [ w

20U 0 500ml o 1000l 0 22wl [

Tip: Manually enter the barcode and press enter

Clear Alarm | [ close | [ execute

Figure 11.2.13-1
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1) Check the box before the reagent that needs replacing. Click “Counting Chamber Soaking” and the confirmation prompt interface pops out, such

2) Input the reagent scan bar in textbox. as 11.2.16-1.
3) Click “Execute” and the device automatically guides the reagent and replaces the = — —
reagent’s capacity, expiry date and other information in the database. SENE ST LRI
User puts the test tube filled with 2ml
4) Click “Close” after replacement and exit reagent replacement interface. cleaning fluid to the test tube cl'!amber '
and closes the chamber door .Click [OK] to
. . [ OK l l Close l l Clear Alarm
m When replacing a reagent, the capacity of the new reagent must be put
Important in accurately and the units must be noted.
Figure 11.2.16-1

Click “ok” and the instruction dialogue window pops out.

11.2.14 Reagent Guide Counting Chamber Soaking

Click “Reagent Guide” to enter the reagent lead interface, such as figure 11.2.14-1 —

Reagent Guidance

Select Reagent [ 1
[ GD-5 Diluent _ oK _ l Close l [ Clear Alarm ]
= Huen
cl
[T] LH-5 Lysing Reagent .
Figure 11.2.16-2
According to the instruction, place the cleaning fluid bottle under the aspiration pipette and

[] LD-5 Lysing Reagent
press the key board, the device automatically draws cleaning fluid to soak.

[] DD-5 Fluorescent Dye

Guide Reagent

Figure 11.2.14-1 11.2.17 Flow Chamber Soaking
When the flow chamber is dirty, execute flow chamber soaking.

Click “Flow Chamber Soaking” and the confirmation prompt window pops out, such as

the device automatically guides the selected reagent(s). Click “Cancel” after the figure 11.2.17-1.

User puts the test tube filled with 3ml cleaning
fluid to the test tube chamber, and closes the

Select the box (user can select multiple reagents) before the reagent, click Execute and

11.2.15 Air Pump Self-checking
chamber door. Click [OK] to conduct monthly
Click “Air Pump Self-checking” and the analyzer executes air pump self-checking time
sequence. If the air pump is abnormal, a prompt window will pop out, such as figure [ o I l P l
11.2.15-1.

Figure 11.2.17-1
Click “OK” and the instruction window pops out, such as figure 11.2.17-2

Air Pump Self-checking

Process...

Flow Chamber Soaking

User puts the test tube filled with 2ml
| Cear | [ Close | cleaning fluid to the test tube chamber ,
and closes the chamber door .Click [OK] to

Figure 11.2.17-2

Figure 11.2.15-1

11.2.16 Counting Chamber Soaking

When there are wastes in the counting chamber, execute counting chamber soaking.
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Auto Sampler Self-checking

11.2.18 WC2 Chamber Self-checking
Click “WC2 Chamber Self-checking” and the analyzer automatically checks WC chamber.

If there are any problems, system will give WC2 chamber abnormal alarm as shown in
Process...

Figure 11.2.18-1.

WC2 Chamber Self-checking

Process...

Figure 11.2.21-1

’ Clear ] [ Close ]

Figure 11.2.18-1

11.2.19 DIL Chamber Self-checking

Click “DIL Chamber Self-checking” button and the analyzer automatically checks DIL
chamber. If there are any problems, system will give DIL chamber abnormal alarm as

shown in Figure 11.19-1.

DIL Chamber Self-checking

Process...

’ Clear ] I Close I

Figure 11.2.19-1

11.2.20 Mixture Unit Self-checking

Click “Mixture Unit Self-checking” and the analyzer automatically checks the mixture unit.

If there are any problems, system will give mixture unit abnormal alarm as shown in Figure

112.2.20-1.

Mixture Unit Self-checking

Process...

’ Clear ] [ Close ]

Figure 11.2.20-1

11.2.21 Automatic Sampler Self-checking

Click “Automatic Sampler Self-checking” and the analyzer automatically checks the
automatic sampler. If there are any problems, system will give automatic sampler

abnormal alarm as shown in Figure 11.2.21-1.
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Chapter 12 Fault
Handling

12.1 Overview

This chapter describes the possible faults that may occur during operation and provides

appropriate solutions.

m This manual is a non-maintenance manual, and only provides solutions

Important when the analyzer malfunctions and gives off alarm.

m Samples, calibrators, control materials, and waste fluid, etc. are
potentially biological infectious. The operator should comply with
laboratory safe operation requirements and wear personal protective

equipment (such as laboratory protective clothing, gloves, etc.).

12.2 Fault Information and Processing

If abnormality is detected in using, the fault will be displayed in information display area of
the status bar. Some of the fault information is accompanied with voice prompts.
When multiple faults appear simultaneously, user also can choose “Clear All” function,

please follow as 12.2-1.

Alarm Information

Clear All < ‘ Clear Alarm

Figure 12.2-1




Fault Fault

No. Description

Counting
1 pressure is

unstable

Startup DIFF
chamber

2 temperature
does not reach

the standard
Startup

optical system
3 temperature
does not reach

the standard

Device operation

timed out

HGB
background
voltage is

abnormal

Diluent

insufficient

LH-5 lysing
7 reagent

insufficient

LD-5 lysing
8 reagent

insufficient

Fluorescent dye

insufficient

10 Diluent expired
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Executive Action

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

When the fault occurred, this

analyzer prompt operation

When the fault occurred, this

analyzer prompt operation

Device operation timed out
When the fault occurred, this

analyzer prompt operation

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

Handling Measures

1)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)Reboot device.
2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)Reboot device.
2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)Reboot device.
2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1) Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click

“Eliminate” to enter reagent replacement interface.

Replace the diluent.

1)Double-click the fault information, detailed

fault processing interface will open, click

“Eliminate” to enter reagent replacement interface.

Replace the HGB LH-5 lysing reagent.

1)Double-click the fault information, detailed

fault processing interface will open, click

“Eliminate” to enter reagent replacement interface.

Replace the DIFF LD-5 lysing reagent.

1)Double-click the fault information, detailed

fault processing interface will open, click

“Eliminate” to enter reagent replacement interface.

Replace the fluorescent dye.

1)Double-click the fault information, detailed

fault processing interface will open. Click

“Eliminate” to enter reagent replacement interface.

Replace the diluents.
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LH-5 lysing

reagent expired

LD-5 lysing

reagent expired

Fluorescent dye

expired

Upper and lower
machine edition

mismatch

Blank check
does not reach

the standard

Channel data

collection error

Data storage
failed

Thread start
failed

Serial port

operation failed

System file

opening failed

Version reading

failed

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

If this fault occurred during
automatic sampling process,
this analyzer will stop the

operation

No operation

Reboot the machine

No operation

When the fault occurred, this

analyzer prompt operation

When the fault occurred, this

analyzer prompt operation

When the fault occurred, this

analyzer prompt operation

When the fault occurred, this

analyzer prompt operation

When the fault occurred, this

analyzer prompt operation

1) Double-click the fault information, detailed
fault processing interface will open. Click
“Eliminate” to enter reagent replacement interface.

Replace the HGB LH-5 lysing reagent.

1) Double-click the fault information, detailed
fault processing interface will open. Click
“Eliminate” to enter reagent replacement interface.

Replace the DIFF LD-5 lysing reagent.

1) Double-click the fault information, detailed
fault processing interface will open. Click
“Eliminate” to enter reagent replacement interface.

Replace the fluorescent dye.

1) Change the edition of the upper and lower
machine to keep consistency. Reboot upper
and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Conduct blank check again.

2)Conduct machine wash.
3) Conduct monthly maintenance.
4)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Reboot upper and lower machine.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
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22

23

24

25

26

27

28

29

30

31

32

33
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Memory error

Time sequence

download failed

Unknown

command

Communication
with the device
off! Reboot the

device
Time sequence

timeout, please
clear the fault in
fault elimination

interface

Serial port
communication

error

TCP
communication

error

Function time
sequence not

found

Sub time
sequence not

found

Function
instruction
execution time-

out

Pressure is too

high

Pressure is too

low

‘When the fault occurred, this

analyzer prompt operation

‘When the fault occurred, this

analyzer prompt operation

Stop

Stop

When the fault occurred, this

analyzer prompt operation

Stop

Stop

Stop

Stop

Stop

Stop

Stop

1)Reboot upper and lower machine.
2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)Reboot upper and lower machine.
2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)Reboot upper and lower machine.
2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Reboot upper and lower machine.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)Perform vacuum pump self-checking
procedures.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Perform vacuum pump self-checking
procedures.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

34

35

36

37

38

39

40

41

4

43

44

45

High vacuum

Low vacuum

DIFF chamber
temperature is

too high
DIFF chamber

temperature is

too low

DIFF chamber
temperature

sensor is broken

Optical system
temperature is

too high
Optical system

temperature is
too low
Optical system
temperature

sensor is broken

Environment
temperature is

too high

Environment
temperature is

too low

Environment
temperature

sensor is broken

Horizontal motor

is abnormal

Stop

Stop

Report them during start the

machine

Report them during start the

machine

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

Report them during start the

machine

Report them during start the

machine

Delayed shutdown

Report them during start the

machine

Report them during start the

machine

Delayed shutdown

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

1) Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)Perform vacuum pump self-checking
procedures.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Perform vacuum pump self-checking
procedures.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1) Please contact MACCURA customer

services or local dealers.

1) Please contact MACCURA customer

services or local dealers.

1) Please contact MACCURA customer

services or local dealers.

1) Please contact MACCURA customer

services or local dealers.

1)Please contact MACCURA customer

services or local dealers.

1) Please contact MACCURA customer

services or local dealers.

1) Observe whether the indoor temperature is
within the allowable range of the device.
2)If not, please turn on the A/C to make indoor

temperature meet the requirements.
1) Observe whether the indoor temperature is

within the allowable range of the device.
2) If not, please turn on the A/C or heating to
make indoor temperature meet the

requirements.

1) Please contact MACCURA customer

services or local dealers.

1)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
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47

48

49

50

51

52

53

54

129

Vertical motor is

abnormal

Syringe 1 is

abnormal

Syringe 2 is

abnormal

Communication

abnormal

Waste tank is

not empty

Waste bucket
full

FCM chamber is
not full

Left door open

Right door open

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic sampling process,

the analyzer will stop

If the fault occurred during
automatic sampling process,

the analyzer will stop

Prompt in standby, stop

when runnin

Prompt in standby, stop

when running

1) Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)Reboot upper and lower machine.
2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Empty the waste bucket.

2)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Check whether there are enough diluents.

2)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Close the left door.

2)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Close the right door.

2)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
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56

57

58

59

60

61

62

63

Optical shielding

box open

Laser current is

abnormal

+12V voltage is

abnormal

-12V voltage is

abnormal

+5V voltage is

abnormal

RBC jewel hole
clogging

WBC jewel hole
clogging

HGB voltage is

abnormal

Mechanical
hand ascending
and descending

abnormal

Prompt in standby, stop

when running

If the fault occurred during
automatic sampling process,

the analyzer will stop

If the fault occurred during
automatic sampling process,

the analyzer will stop

If the fault occurred during
automatic sampling process,

the analyzer will stop

If the fault occurred during
automatic sampling process,

the analyzer will stop

If the fault occurred during
automatic sampling process,

the analyzer will stop

If the fault occurred during
automatic sampling process,

the analyzer will stop

If the fault occurred during
automatic sampling process,

the analyzer will stop

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

1) Close the optical shielding box.

2)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1) Please contact MACCURA customer

services or local dealers.

1) Please contact MACCURA customer

services or local dealers.

1) Please contact MACCURA customer

services or local dealers.

1)Please contact MACCURA customer

services or local dealers.

1)Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

1) Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
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Mechanical
64 hand clamping

abnormal

65 Mechanical hand
mixing abnormal

Test tube
66 rack loading

abnormal

Test tube rack
67
feed abnormal

Test tube
68 offloading

abnormal

Sample cabin
69

abnormal

Oftloading
platform is full

70

Test tube rack
71 is improperly

moved
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If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,
the analyzer will stop after
finishing the measuring

sample

If the fault occurred during
automatic measuring process,

the analyzer will stop

If the fault occurred during
automatic measuring process,

the analyzer will stop

If the fault occurred during
automatic measuring process,

the analyzer will stop

1) Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1)Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2) Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.

72

73

74

75

Test tube rack

move abnormal

Automatic
sampling
enabling

abnormal

Automatic
sampling
recovering

abnormal

Test tube rack

does not exist

If the fault occurred during
automatic measuring process,

the analyzer will stop

When the fault occurred, this

analyzer prompt operation

When the fault occurred, this

analyzer prompt operation

When the fault occurred, this

analyzer prompt operation

1) Double-click the fault information, detailed
fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
1) Double-click the fault information, detailed

fault processing interface will open, click
“Eliminate”.

2)Execute counting chamber soaking.

3)If the fault cannot be eliminated, please
contact MACCURA customer services or local

dealers.
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1. Products Classification

F 580/F 580L/F 580S classification criteria are described as following:
m Classified by China Medical Device Management:
Belongs to blood analysis systems of the clinical testing instruments (6840), management
class is class II .
Classified by shock protection:
Belongs to class I.
Classified by protection degree against harmful liquid:

The related pollution level of this instrument is level 2, and the material group is group IIL.

2. Vacuum vessel type

\Diameter (Tube body) \Length \Remarks
| Standard ‘ 12mm ‘ 75mm ‘/
'Allowed diameter ~ 12-15mm / /

Please use the suitable adapter for different diameter vacuum vessel.

Open sampling allows the use of microvessels with length less than the upper table.

Appendix
Specification

3. Parameter Description

WBC ‘White Blood Cell Count

RBC  RedBloodCellCownt — 10°L
|HGB ‘ Hemoglobin

MCV  MeanCorpuscular Volume L |
|MCH ‘Mean Corpuscular Hemoglobin

Mean Corpuscular Hemoglobin

‘MCHC

Concentration _______ |" |
RBC Distribution Width-Coefficient of

Variation
RBC Distribution Width-Standard

Deviation |
|HCT ‘ Hematocrit

|PLT ‘Platelet Count

|P-LCR ‘Large platelet ratio

|MPV ‘Mean Platelet Volume

PDW Platelet Distribution Width

|PCT ‘Platelet Hematocrit

[BASO# ‘Basophilic Granulocyte

|BASO% ‘Basophilic Granulocyte Percentage

|NEUT# ‘Neutrophile Granulocyte ‘ 10°/L
|NEUT% ‘Neutrophile Granulocyte Percentage %
|EO# ‘Eosinophilic Granulocyte ‘ 10°/L
|EO% ‘Eosinophilic Granulocyte Percentage %
LYMPH# Lymphocyte 1071

‘RDW—CV

‘RDW-SD




LYMPH% Lymphocyte Percentage %

MONO# Monocyte 10°/L
MONO% Monocyte Percentage %
1IG # Immature Granulocyte (research) 10°/L
Immature Granulocyte Percentage
1G% %
(research)
OTHER# Other Cell (research) 10°/L
OTHER% Other Cell Percentage (research) %
WBC . .
. White Blood Cell Histogram None
Histogram
RBC Histogram  Red Blood Cell Histogram None
PLT Histogram  Platelet Histogram None
DIFF
Scattergram None
Scattergram

4. Sample Characteristics

m Sample required for each analysis (CBC+Diff) Open

sampling-whole blood 20uL

Open sampling-pre-dilution  91.5uL
= Dilution Ratio

WBC/HGB RBC/PLT WBC Differentiation

Whole blood 1:349 1:16720 1:140
Capillary blood 1:627 1:32425 1:254
m Measurement Time

Automatic sampling: no less than 75 samples/hours Manual

sampling: < 60 75 seconds / test

5. Performance Indicators

m Background Range

Parameters Blank Counting
WBC <0.5x10°/L
RBC <0.05x10"/L
HGB <2g/L

PLT < 10x10°/L

m Linearity Range

Parameters  Linear Measurement Range Linear Tolerance r
1.0x10°/L ~ 10.0x10°/L Less than+0.5x10°/L

WBC >0.990
10.1x10°/L ~ 99.9x10°/L Less than+5.0%
0.30x10"/L ~ 1.00x10"/L Less than+0.05x10"/L

RBC >0.990
1.01x10"/L ~ 7.00x10"*/L Less than+5.0%
20g/L ~ 70g/L Less thant+2g/L

HGB >0.990
71g/L ~ 240g/L Less than+3%
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PLT

m Precision

Parameters
WBC

RBC

HGB
HCT/MCV

PLT

m Accuracy

Parameter
WBC
RBC
HGB

PLT

HCT/MCV

20x10°/L ~ 100x10°/L Less than+10x10°/L
>0.990

101x10°/L ~ 999x10°/L Less than+10.0%

Precision Conditions

<4.0% WBC (4.0~10.0 x10° / L)

<2.0% RBC (3.50~5.50x10" /L)

<2.0% HGB (110~160g/L)

<3.0% , ,

—30% MCV (35% ~ 50%, 80fL ~ 100fL)

<8.0% PLT (100 x10°/L ~300 x10°/L)

Allowed bias range
Less than+5.0%
Less than+2.0%
Less than+2.0%
Less than+8.0%

Less than+2.0%

m Carryover Rate

Parameter

WBC

RBC

HGB

PLT

Carryover Rate
<3.5%
<2.0%
<2.0%

<5.0%

Boundary Dimension and Weight

Width

Analyzer Mainframe

550mm



Deep 700mm

Height 600mm

Weight 55kg

7. Accessories list

Item .
No. Quantity
1 1

2 1

3 1

4 1

5 1

6 1

7 1

8 1

9 1

10 1

11 1

12 1

13 1

14 1

15 1

16 6

17 5

18 4
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Accessories Name

Waste Fluid Bucket Soft
Bag

Operator’s Manual

Ground Wire

Software Installation Thumb

Drive
External Waste Fluid

Bucket Tube
External Diluent Tube

External LD-5 Lysing

Reagent Tube
External LH-5 Lysing

Reagent Tube
Certificate

British standard power

cable
American standard power

cable
European standard power cable

Adapter-1

Adapter-2

Handheld Barcode Scaner
(Optional)

Sample Rack ( F 580 )
Sample Rack ( F 580L )

Sample Rack (F5808)





