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HE THONG PHAN TICH

Epithod®616

Epithod*616

HUGNG DAN SU' DUNG

Hudng dan st dung bao gom hudng dan 1ap dat, xét nghiém va bao dutng can
thiét dé sir dung Mdy phan tich Epithod®616. Vui long doc ky va lam quen véi cac
thanh phan ciamdy trugckhistrdung.
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GIOI THIEU
Muc dich st dung
Hé thong phan tich Epithod®616 st dung cho chdn doan in vitro (IVD) nham dinh lugng Glycated

Hemoglobin (HbAT) va Glycated Albumin (GA) trong mau toan phan clia ngudi. Rat hitu ich cho qua trinh
kiém soat dudng huyét ( tirdanh gia ban dau dén sau diéu tri) bénh nhan tiéu duong.

Nguyén ly va quy trinh xét nghiém

Nguyén Iy cia May Epithod®616 la phép do trac quang hai mau phan xa st dung cho xét nghiém tai cho
(POCT). B9 kit thit Epithod®616 dua trén nguyén tac di luc boronate dé xac dinh ty 1é % HbA1c trong mau
toan phanva Albumin Glycated trong huyét thanh hodc huyét tuong cia nquoi. Mdy chi dugc st dung két
hap véi Ba kit thit Epithod®616 HbA1c va Bo kit thit Epithod®616 GA. Hé thong phan tich Epithod®616 chi
dugcstdungtrong phong khdamhodcphongxétnghiém.

B kit thir Epithod®616 HbA1cbao gom thudc thit 1 (R1), dung dich dém 1 (W1) va test thir. Xét nghiém
can thém cac vt tu phu nhu kim chich mau an toan dé chich mau tai dau ngon tay, 6ng mao dan dé hat
mau, pipet va dau pipet. Mau toan phan tirmao mach hodc tinh mach ldy bang ng mao dan sé dugc tron
vGi R1vahonhop nay dugc gitt nguyén trong 2 phat. Qua trinh ly gidi té bao va sukét tda Hb toan phan xay
ra, axit boronic nhudm mau xanh cong hop vdi du lugng glycated cta HbA1c. (& glycated két tda va
glycated Hb khong két tlia dugc thu thap bang cach nhd hon hgp R1, cdng hap axit boronic du thira dugc
loai bd bang cach nhd W1 vao test thi. Mdy do cudng do phan xa cta Hb toan phan (d6) va HbA1c (xanh
duong) va két qua dugc duara la gia tri cia NGSP (%), IFCC (mmol / mol) va eAG (mg / dL, mmol /L).Tinh
toan tylé giita hai cuong do véity Ié phan tram clia HbA1ctrong mau.

B4 kit thir Epithod®616 GA bao gom thudc thi 1 (R1), dung dich dém 1 (W1), test thi 1 cho Albumin va
thudc thir2 (R2), dém rira 2 (W2), test thit 2 cho Albumin Glycated. Xét nghiém can thém vat tu phu nhu
kim chich mau an toan dé chich mau tai dau ngdn tay, 6ng mao dan hut mau huyét thanh hodc huyét
tueng, dau pipet va pipet. Huyét thanh hoac huyét tuang duoc tron véi R1 c chifa chat két thia va chat chi
thi bromocresol mau xanh 14 cdy (BCG) cho albumin. Hon hop nay duoc gitt nguyén dé G trong 2 phit.
Dong thoi, huyét thanh hodc huyét tueng dugc tron véi R2 cd chiia cac chat két ta va cong hgp axit
boronic nhudém mau vang dugc diéu ché bang nano vdi Glycated Albumin. Hon hop nay dugc gilt nguyén
dé 0 trong 5 phut. Hon hap R1 va R2 dugc nhd vao test thi 1va 2 tueng ting. BCG-albumin két tda, cong
hop Albumin Glycated van con trén mang loc va bat ky du Iugng chat chi thi, cdng hop axit boronic duoc
loai b bang cdch nhd W1 va W2 vao khay thi tuong ting. May do cuong do phan xa clia tong Albumin
(mau xanh) va Glycated Albumin (mau vang). Tinh todn ty |é gitia hai cuong do vdi ty 1é phan trdm cla
Albly Glycated trong mau.
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Thanh phan ciia may

May phan tich

@ May

(2 Bo ddingudn

3 Gidyin

(@ Thé nquoi giam sét
(® Huéng dan st dung

Kit thu (HbA1c)

@ Thubc thitR1
@ Dung dich démW1

Vat tu phu (mua riéng)

@ Ongmaodan5pL

@ Kim chich mau an toan

(3 Pipette 25 L

(® Dautip (d4u 1dy mau dai, ddu mau vang)

Kit thir (Albumin/ Glycated Albumin)

@ ThudcthiR1, R2
(@ Dung dich démW1, W2

3 Testthi ®) Testthir1,2

@ Thé card @ Thé card

(® Huong din st dung (® Huéng din st dung

Mo ta may
®
®
@

@D | Loa Hudng dan bang am thanh va tiéng “bip”

(2 Man hinh cdm (ing | Chon menu bing cam (ing

(| Phim Home Quay vé man hinh chinh

@ | Khay test thir Pua test th vao trong médy dé phan tich

® | Méyin In két qua

(® | Phim nqudn Bt va tat may

o ) K&t ndi véi bo doi nguon
(D] Cong ngudn (AC: 100-240V, 50~60 Hz, 1.5 A/DC: 12V, 3.0 A
) Tham khao cach st dung tai day! *ﬂ'*
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BAT DAU

Lap dat may

Dat may Epithod®616 trén bé mat phang, chac chan, khd va sach. Mdy chi dugc sirdung trong
nha. Kiém tra nhiét do moitrudng va dé may trong khoang nhiét do 15~35°C trudc khi ding.
Khong ddt mdy & nhiing nai sau:

« TUrtrudng manh

- Do amvanhiétdo cao

- Anhmt troi tructiép

« Rungddng

- Diéuhoavamay say

Néu may hoat dong 6 ngoai khoang nhiét do cho phép, thong bao 16i sé hién thi. Dat may
trong diéu kiénlam viécva chaitnhat 10 phat cho dénkhi thong bdo duoc tat.

Cai dat may

1.Cdm b doi nguon ACvao cong nguon phia sau may.

2.Cdm cap nguon vao bd doingudn ACva o dién.

3.Nhan phimngudn dé bat m may, biéu tuong 16gd sé hién thitrén man hinh.
4. May san sang lam viéckhi man hinh chinh hién thi.

Chisttdung b doi nguon di kém véi may.

Thong so ctia bd doinguon:

- Dauvao:AC100-240V,50~60Hz, 1.5A; Class|l/Daura: 12V,3.0A

- Tiép diém daura: 2tiép diém (8, kétndi ddura 5.5*2.5 mm

- Théa man cacyéu cu tiéu chuan IEC60950-1:2005+A1+A2.
Capnguon laloai 2 chan cdm khong tiép dat va dikém véibo doingudn.

Néu test thirdang &bén trong may, thong bao 16i sé hién thi.
Néu ban khong st dung méy trong 30 phiit, mdy sé chuyén sang ché do cho.
Néu ban khong sttdung mdy sau 2 gio, mdy sé tu dong tat.

3 Tham khao cach st dung tai day! -ﬁ*
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Man hinh chinh
Man hinh chinh bao gom thanh trang thai, ddng nhap/ dang xuat, dit liéu va cdu hinh.

2617RenN S # #%— A Thanhtrangthdi: Hién thingay thang/ thai gian,
'\ tén xétnghiém, thong tin cai dat
B Dangnhap/ dangxuat: Thay d6iID ngudistrdung (0-1D)

TEST C Xétnghiém:Truy capvao ché do xét nghiém HbA1cva GA

DATA o————D Ditliéu:Quanlydiliéu

COMNFIGURATION

E Cau hinh:Truy cép vai cai dat chung, cai dat nquoi gidm sat

vahuéngdan
2017/06/10 08:00 pm | Ngay thang/ thoi gian & <O = | Giong ndi/ Bip/ In bt
Khong 6 thé card Y ¥4 4 | Giongnéi/ Bip/ In tat
HbA1c mmm | Xét nghiém dugc chon cling thé card

B. Dang nhap/ dang xuat (Log-in/ out)
B¢ Dangnhép

» Nhanphim” §&¢ “hodcTest trénman hinh chinh.

- ((tasd dang nhap hién thitrén man hinh.

« Nhap 0-1DvaPIN.

- NhanOK.

Back OK 0-ID phai dugc Gy quyén thuc hién xét nghiém.

(Xem phan‘Cauhinh'trang 5).

Néu ban nhap ma 0-1D hodc PINkhdng chinh xdc, thong bao l0i
‘@errormessage ' sg hiénthi.

LOGIN
DxGen

123456

¥ Dangxudt
2017/06/10 08:00 pm  HbAlcam & ) B o O'lD h|én thl trén mén h\lnh Chllnh'
< ¥ . Néubanmudnthay d6i0-ID, nhan” 2

C. Cau hinh: Xem phan“Cau hinh” trang 5~6.
D. Xét nghiém: Xem phan “Quy trinh xét nghiém” trang 13~20.
E. Di liéu: Xem phan “Di liéu”trang 7.

4 Tham khéo cach st dung tai day ! "ﬂ'
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CAU HiNH

Cai dat cdu hinh
F—— .+ Man hinh cau hinh bao gom cai ddt chung, cai dat nquoi giam
—— ; satva hudngdan.
1. Cai dat chung
17/06/10 0800 pm ##% o Kéothanh trugt Brightness va Voice dé diéu chinh do sang
GENERAL SETTING man hinhva am lugng giong noi. Nhan hop thoai Language
Brightness  — dé chonngonngittrong danh sach (mdcdinh latiéng Anh).
Voce e - Nhanvaohopthoai Date/ Time (ctra so pop-up sé hiénthi).
Language gt ~ - Chondinhdanghiénthi (3 kiéu).
oeceimevoevimwoori < - Chon ngay thang, thai gian, chiéu (PM) hodcsang (AM).
Beep « - NhanOK.
pricer - Nhanbat/tattiéngbip (Beep) hodcmdyin (Printer).

- Nhan Back dé luu thay ddi.

Biéu tugng giong n6i, am bao va méy in trén thanh trang thai thay doi
theocaidatchung,

2, Cai dat nguai giam sat
aorriceno oseens F#E o (@m thé ngudi gidm sat vao khe cam & mdt trén cla mady va
SUPERVISOR SETTING I N e ez , . .
nhan cai ddt ngudi giam sat Suppervisor setting.

O-1D Registration

O-ID On/off [ ¢

P-1D On/off

Network

Data Transfer
L&y thé nquoi giam st ra va nhan Back dé thodt khdi ché do cai dat
nguoi giam sat.

Nhé séﬁp xu?’t cung cé’pAthéAnguﬁi giAa'lm sat dé truy cap vao may. Néu

lammatthé, vuilong lién hé Trung tam CSKH Avanta.

5 Tham khdo cach strdung tai day | FrzyE
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2, Cai dat nguai giam sat

A. Dang ky ngudi sir dung (0-ID)

Chi 6 nquoi str dung dugc Gy quyén tir nguoi giam st mdi c6 thé thuc hién xét nghiém va
quanlydiliéu.

2017/06/10 08:00PM ¥ e a) Thém
T I o o N N ogqv Vi A 7.
B - - NhanAdd dé dang ky mot 0-1D mdi.
o-ID PIN  Test Authority NhA hA : VLI d Y I h k] A I f VA
. apt ong tin NQUQI SU dung va lua chon uy quyen ioadi xet
12345678901 234567890 1234 HbAlc / GA ° * * * ¢
12345678001234567890 1234 HbAle / GA nghiém.
12345678001234567890 1234 HbAlC / GA ~ ) 0 o FIES
12345678001234567890 1234 HbATE / GA ° N han Save de qu hoac cance' de huy'
12345678001234567890 1234 HbAlc/ GA O-ID REGISTRATION
12345678001234567890 1234 HbAlc / GA
Q-ID DxGen
12345678001234567890 1234 HbATe / GA
12345678901234567890 1234 HbATC/ GA Name Carp
12345678901 234567890 1234 HbAlc/ GA BIN 616
12345678901234567890 1234 HbATE f GA e
s _ Authority () HbA1c GA
12345678001234567890 1234 HbATC / GA

b) Xéa

« Chon mot hodc nhiéu 6 tron danh dau va nhan phim Delete
déx6a 0-ID.

¢) Chinhstra

« Nhanmdthang mong muon.

« Chinhsttatén, maPIN hodc iy quyén. -

- Nhén Save dé luu hoac Cancel dé hiy.

(6 thé nhap 13 ky tu chir va s6. Ban c6 thé sir dung dau doc ma vach thay vi nhap 0-ID. 56 0-1D dugc
|uu t6i da 1a 100. Néu bo nhé day, thong bao 10i “@ error message” s@ hién thi.

B. Bat/ tat chiic nang 0-ID va P-ID

Chiicnang ID dugc tat theo cai dat mac dinh (Xem phan“Quy trinh xét nghiém”trang 11).
« 0-ID bat: Yéu cau dang nhap trudc khixét nghiémva quan ly diliéu.

» 0-IDtat: Khdng yéu cau dang nhap trudckhixét nghiémva quanly ditliéu.

« P-ID on:Yéu cauthdngtin bénh nhan trudckhi xét nghiém.

« P-ID off: Khong yéu cau thong tin bénh nhan trudc khi xét nghiém.

Dé st dung chiic nang 0-ID, phai dang ky it nhat mot 0-ID.

Ngui st dung KHONG THE ding chiic ndng mang va ETC. Ché @6 nay CHi danh cho nha san xuét.

6 Tham khao cach st dung tai day! "ﬂ'*
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DU LIEU

My Epithod®616 luu duoc 20,000 két qua bénh nhan va 500 két qua kiém chuan theo hé so
riéng biét. May hién thi ditliéu méi nhat trudc tién. Nquoi st dung dugc iy quyén co thé ldy ra
100két qua ctia bénh nhan bang cach tim kiém P-ID.

« Nhan DATA trén man hinh chinh.

DATA
o IO
o
Date/Time PuD Item Result
201770610 3456
08:00 PM 1234567890123 H N/A
20170610 45 o
0PN | 1234567890123 H N/A
20170610 o -
08:00 PM 1234567890123 H N/A
Date/Time Lot No. Range  Item Result

2007/06/10 < 0- -
08:00 PN | 1234567890123 10.0-13.0%  H 13.0%

2n /1
‘,(,’H:f,{??,,,u 1234567890123 10.0-13.0%  H  13.0%

2017/06/10 e
0300 PN 1234567890123 10.0-13.0%  H  13.0%

Date/Time  2017/06/10 08:00 PM

0-ID N/A

P-ID N/A

MName MN/A

Gender N/A

Birth MN/A

Lot No. 123451234512
Item HbAlc

Sample WB

Result NGSP 5.9 %

IFCC  40.97 mmol/mol
eAG 10.2 mg/dl

6.8 mmol/I|

Back Print

« Timkiém P-ID hodc chonditliéu “ = & ©wa “mong

muon, difliéu nay dugc mé theo quyén clia ngudi strdung.

Bang gom ngay thang/ thdi gian, P-ID, tén xét nghiém va két
qua (%) ciia HbA1cva GA.

Bdng gom ngay thang/ thai gian, 50 16, khoang cho phép, tén
xét nghiém va két qua (%) cia mau kiém chuan.
-HlaviéttatciaHbATc.

-Glaviéttat cta Glycated Albumin.

Nhan“~ - “déxemthémkétquatrongtrangsau.Ban cdthé
kiém travitriquabiéutugngsésang( ).

Dé in 1 hodc nhiéu di liéu, chon 6 tron danh dau va nhan
Print.

Bdo cdo gom ngay thang/ thai gian, 0-1D, P-ID, tén, gidi tinh,
ngay sinh, s61, tén xét nghiém, mau pham va két qua HbA1c
hodcGA.

Bdo cdo gom ngay thang/ thai gian, 0-ID, tén xét nghiém,
mau pham, s6 16 (mau kiém chudn), khodng gia tri va két qua
kiém chuan.

7 Tham khéo cach st dung tai day ! "‘m
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SU (0 THUGNG GAP

Khithong bdo16i hién thi, vuilong thuc hién cic budc sau. Néu van dé van ton tai, lién hé Trung
tam CSKH Avanta.

Thongbao  Hanh dong thuchién

= Cam thé ngudi giam sat vao khe cam 6 mat trén clia mdy va nhan ai
PR ddtngudi giam sat (suppervisor setting).

Lay thé nguai giam sat rakhdi may vanhan phim Back.

Kiém tra ngay thang/ thoi gian trén thanh trang thai va khéi dong lai
may.

Lién hé Trung tam CSKH Avanta dé duoc trg gidip.

bat may trong khodng nhiét do lam viéc (15~30°C) va chd it nhat 10
phut cho dénkhithongbdo bién mat.

Kiém tra test thirva lap lai xét nghiém véi mot test thd mdi hodc kiém
traténxétnghiém.

Lap lai xét nghiém véi mot test thir méi. Néu van dé van ton tai, khéi
ddng lai may va chay xét nghiémkiém chuan.

Lap lai xét nghiém véi mot test thir méi. Néu van dé van ton tai, khéi
ddng lai may va chay xét nghiémkiém chuan.

Lay test th(ra va nhan Discard hodc Save trén man hinh cdm (ing.
Lay test thirva nhdn clfa s6 pop-up trén man hinh khdi dong.

Thay gidy in mdi.

Out of the print paper

8 Tham khéo cach sir dung tai day ! -;‘:,:"’f'
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BAO DUGNG

May khdng yéu cau bdo dudng dac biét. Tranh khoang thay doi nhiét do va do am Ién. Dat méy
trén bé matbang phang, khd va sach.

Vé sinh

Tat may trudic khi vé sinh. Lau sach bé mdt ngoai va man hinh cdm (ing bang khan véi khong
soi mém tham nudc hodc chat tay trung tinh. D€ khir tring may, lau bé mat ngoai bang khan
tham chat khit trung. Con ethyl hodc isopropyl (60 ~ 70%) la chat khir tring dugc khuyén
dung dévé sinh. Lau sach chatkhirtrung duthira. Khong lau véi luc qua manh.

Phong ngira va canh bao

- May Epithod®616 chi dugc st dung cho muc dich chan dodn in vitro trong phong kham hodc
phong xétnghiém.

» Tatmdyvardtcap nguon khikhong st dung.

» Strdung bd nguén phithap. Néukhong, may c6 thé bi hdng.

- Chisttdungtrongnha, khong dé may hoat ddng 6 moi trueng ngoai khoang 15~30°C.

» Khdngmékhaytest thirbdng tay.

« Khong duabatkyvat gikhdcngoaitest thivao khay test th.

- Déngdnnglianhiém ban, deo gang tay vakhong st dung lai cacvat tuchiding 11an.

« Tranhxét nghiém trong diéu kién nhiét @ moi trudng qua cao hodc thap.

« Khong dung vatsacnhon chamvao man hinh cdm ting hoac ding luc qua manh.

« Khongtuystia chita may.

- Khong tuy thdo hodc thay dditinh ndng clia may.

Diéu kién bdo quan, van chuyén va lam viéc

May Kit thu
L3m vid Bao quan. Lam vié Bao quan.
am viee & van chuyén am viee & van chuyén
B N Y N R1,R2: 2 ~ 10°C
Nhiét do 15 ~35°C 20 ~ 60°C 15 ~ 35°C W1 W2 15 ~ 350
Do am 15 ~ 75 %RH 15 ~75 %RH 15~ 75 %RH 15 ~75 %RH
Do cao <3000 m 700 ~ 1060 hPa
Thai bo

Thaibd may theo quy dinh cla dia phuong.

Al
Tham khao céch st dung tai day ! PRt
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BAO HANH

PIEU KIEN BAO HANH

QUYDINH CHUNG

Ngudiban hang phdi dién day du thong tin, ky va giao Phiéu bdo hanh cho khach hang.

Khi bdo hanh, khach hang lién hé véi nguoi ban hang hodc gtii san pham kém theo Phiéu
bao hanhvéTrung tam bao hanh Avanta.

San pham dugc bao hanh mién phi néu 16i thudc vé nha san xudt dong thoi con han bao
hanh. Néu 16i thudc vé ngudi st dung hodc Phiéu bao hanh da hét han, khach hang phai
chiutoan bd chi phivan chuyénva stia chia.

TRUGNG HOP KHONGDUGC BAO HANH

1.

2

2.

Khong c6 Phiéubao hanh di kem.

Phiéu bao hanh, sd séri (SN) trén san pham bi cao stfa, tay xod.

San pham da bi thao gd, stfa chifa hodc bi nit vé, trdy xudc hodc bi bién dang do va déap
trongquatrinhsidungv.v...

. San pham bi hong do st dung khdng dung hudng dan, khdng diing chiic nang, khong

dingdiénnguonv.v...
San pham bihdng do van chuyén, bao quan khong duing quy dinh hodc bat kha khang nhu
hod hoan, lutbhao, sétdanhv.v...

. Pinkem theo mdy chi dung dé kiém travakhong dugcbao hanh.

TRUNG TAM CHAM SOC KHACH HANG AVANTA

Cong ty TNHH Avanta Diagnostics
286 Duding Giai Phong, P. Phuang Liét, Q. Thanh Xuan, TP. Ha Noi, Viét Nam.
Tel: +84 24 3668.6821/22 - Fax: +84 24 3668.6823
Tu van kj thuat: 0968 031033
Email: avanta.lienhe@gmail.com. Website: www.avanta.vn

b
10 Tham khao céch st dung tai day ! PRt
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Y NGHiA BIEU TUONG

Hop dung, nhdn va hudéng dan st dung may Epithod®616 bao gom cac biéu tugng va tit viét
tatsau:

IVD| ' Trang thiét biy té chan doan Invitro| | SN | | SGséri

LOT| | L6 san xudt REF| = Mdsan pham
Gidi han nhiét do ECREP| Dai dién Gy quyén Chau Au
Han st dung C € | Hop chudn Chéu Au

AC Dién xoay chiéu
(Dién dp vao, tan so, dong dién)
Dién mot chiéu

56 luong kit tha

LD B ® s

Chistrdung 11an DC (Bién dp ra, dong dién)
Tham khao HDSD I/O | Phim ngudn bat/ tat (ON/ OFF)
(anh bdo, tham khdo tai liéu di kem
Nha san xuat
1 Tham khao cach st dung tai day! "ﬂ'*
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QUY TRINH XET NGHIEM

Bat dau xét nghiém HbA1c

Dé Bo kit thir Epithod®616 HbA1c dat diéu kién lam viéc trudc khi sir dung va bat may phan
tich Epithod®616. Chuan biR1, W1, test thirva vat tuphu (6ng mao dan: 5 uL, pipet: 25 uL, dau
pipet, kim chich mdu an toanva bong khi trung)

1. Nhan phim Test trén man hinh chinh.

TEST
2. Hiéu chuan may

Néu hiéu chudn khdng dat, thdng béo 16i ‘ @ error message’
sé hién thi

Calibration

3. Chén thé card test HbA1c

5610 va tén xét nghiém dugc dién tu dong.

4. Nhap thong tin xét nghiém (P-ID, s6 16, mau pham, tén xét nghiém, thoi gian 1)

5% |k a. 0-ID: Khdng dp dung (N/A)

Mo | VA b. P-ID: Khdng ap dung (N/A)

Lotk 1742001 c: Kiém tra s6 16 va tén xét nghiém

rem | HbATC d: Chon loai mau

somple | wo [T oo e. Chon thdi gian 0, thoi gian mdc dinh la 2 phit
e | | [N [ (Xem“Quy trinh xét nghiém trang 15”)

Néu ban muon st dung chiic nang 0-1D & P-ID, xem “Quy trinh xét nghiém” trang 14.
5. Nhan phim Start

Néu ban nhap thdong tin khong chinh xac, thong bao “@) error message” sé hién thi.
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Thong tin man hinh xét nghiém chinh

o-ID N/A [ g
P-ID N/A +8

Lot No. C17H2001

Item HbA1c
Sample WE SIP Control
Incu- Default Skip 02:00

bation

1. Chiic nang ID nguai st dung (0-1D)

a) Néu tat

Mac dinh [a N/A

b) Néu bat

Nhép ID va PIN trén ctra s6 dang nhap. (Xem “Cau hinh” trang 5~6).

0-ID dugc dién tu dong trén man hinh xét nghiém chinh.

¢) Dang xuat

Nhén biéu tugng” &> “ trén man hinh chinh hoac man hinh xét nghiém chinh.

2. Chirc nang ID bénh nhan (P-1D)

a) Néu tat

Macdinhla N/A

b) Néu bat,

Nhap P-ID (tu dong nhap). (Xem “Cau hinh"Trang 5 ~ 6)

¢) Dé chinh stia hoac thém (Xem “Cau hinh"Trang 5 ~ 6)

Nhép P-ID va nhan biéu tugng” = “.

P-1D dugc dién tu dong trén cla so dang ky (P-ID Registration).

Chinh stra hodc nhap tén, gidi tinh, ngay sinh va chon Save hodc Cancel.

P-ID REGISTRATION
P-ID Epithod

Name 616

Gender “ Fernale Unknown
T Cancel Save

(6 thé nhap 13 chit va s6. Ban c6 thé st dung dau doc ma vach thay vi nhap P-ID. S6 P-ID dugc luu t6i
dala500.

Né€u bo nhé day, thong bao 16i“@ error message “ sé& hién thi. Vuilong lién hé Trung tam CSKH Avanta
dé dugctrggidp.
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3.50 10 va tén xét nghiém
Khi ban dua thé card (HbATc) vao may, 56 16 va tén xét nghiém sé dugc dién tu dong.

4. Mau pham
Chon loai mau pham (WB va Control dugc md).
WB : Mau toan phan (mao mach, tinh mach)
: Huyét thanh/ huyét tueng khong ding dugc véi HbA1c
control : Mau kiém chudn

Control Néu ban nhén control, ctfa s0 pop-up hién thi. Nhap s 16
. dung dich kiém chuan va khoang gia tri trén HDSD, sau do
e . nhan OK.
Back OK
5.0

Chon thai gian 0.
- Mau toan phan (Mac dinh Default va bo qua Skip dugc md.)

Xét nghiém dugc thuc hién theo huéng dan bang giong néi tir budc 1: Lay
mau dén budc 6: Két qua

Default

Xét nghiém bat dau tir budc 5: Phan tich. Truéc khi nhan Analyze, ban phai

P hoan thanh budc 1: Liy mau dén budc 4: Nhd W1,

Thai gian khong dung dugc véi mau mau toan phan

- M&u kiém chudn (B6 qua Skip va 00:00 dugc mg.)

we  Xétnghiém bat dau tir budc 5: Phan tich. Truéc khi nhan Analyze, ban phéi
hoan thanh budc 1: Lay mau dén budc 4: Nho W1.

Xét nghiém dugc thuc hién theo hudng dan bang giong ndi tir budc 1 dén

P buec dén budc 6.
Néu ban nhan 00:00, ctra s6 pop-up sé hién thi trén man hinh.
01 Nhap phit (Min)/ gidy (Sec), sau d6 nhan Save.

Cancel Save

Al
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Chuan bi xét nghiém HbA1c(Mau toan phan)

1.

o N oW

O

Chuan bi thanh phan dé xét nghiém (Mau, R1, W1, test thit, 6ng mao dan, pipet, dau
pipet, kim chich mau an toan va bong tay trung khi can thiét).

bambdaorangR1, W1vatest thi dugcbdo quan énhiét do thich hop.

(R1:2~10°C), W1vatestthi: 2 ~ 35°C)

KhongstrdungR1, néu cd dauvétrori.

DERT,W1vatest thitdnhiét dd phong (15 ~ 35°C) trudc khi st dung trong 10 phiit dé cén
bdng vdinhiét do phong.

Pdmbao s610 clatest thirtring véi thé card, sau dd lap thé card vao mdy.

Khong st dung b kit thirda hét han.

Gilrbo kit thittrong hop ban dau.

Khdng tron lan véi bo kit thi khac. ST dung toan 16 trong moi hop trudc khi mé mot 16
khac. Néu nhiéu 16 duoc bdo quan trong kho, strdung 16 con han duing ngan nhat trud.
R1,06ngmaodan, test tht, kim chich mau an toan va dau pipet chi dung mot lan.

. Vit bd b kit thi da st dung, vat tu phu va mau bénh nhan cd kha nang lay nhiém theo

quy dinh cta dia phuong.

11.Tranh ti€p xdc truc ti€p vdi mat va da. Rira bang nhiéu nudc khi bi tiép xtic.
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Tién hanh xét nghiém HbA1c (Mau toan phan)
Budc 1: Ly mau
sampling & Mixing 1. Léy5 |.l|_ mau.
&~ I 2.Chomauvaoong R1.Tron déu it nhat 10 lan.
3. Nhan phim Incubation.

Incubation

Chac chan dng mao dan dugc hut day va ludn st dung gang tay.
- Mau mao mach: Vuét ngén tay dé may luu thong tét.
- Mau tinh mach: Nhe nhang tron vao dao ngugc dng lay mau.

Budic 2: U

1. Bat dau 0.

2. Chuan bi pipette va ddu tip.

3. Nhe nhang dao ngugc ong R1 3 lan.
4. Hoan thanh qua trinh 0.

551

x,
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Budc 3: Nho R1

1. Hat 25 plL tlr ong RT.
2. Nho toan b vao test thu.

St dung dau tip Idy mau dai dé nho R1 va cho hdp thu trong 10 gidy.

Nha pipette tur tir dé tranh bot khi.

Khong dé dau tip cham vao mang test thi.

Khong lam tran thudc thit R1 ra xung quanh test thi.
Kiém tra R1 dugc hap thu hoan toan khoang 10 giay.

Budc 4: Nho W1

1. Hat 25 plL tr ong W1.
2. Nho toan b vao test thu

St dung dau tip mau vang dé nho W1 va chd hap thu trong 10 giay.
Nha pipette tu tir dé tranh bot khi.

Khong dé dau tip cham vao mang test thi.

Khong lam tran thudc thi' W1 ra xung quanh test th.

Kiém tra W1 duoc hdp thu hoan toan khoang 10 gidy.

18
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Budc 5: Phan tich

1. Lap test th.
2. Nhan Analyze.

Analyze

Mdy sé khong nhan ra bat ky chuyén dong nao trong qua trinh phan tich.

Budc 6: Két qua
ne | e || ea May hién thi 4 don vi la % (NGSP), mmol/mol (IFCC), mg/dL,
sox 211 %we  mmol/L (eAG). Néu mdy in dugc bat, két qua sé tu dong in ra
(Xem muc“Cai dat cau hinh"trang 5). Két qua dugc luu trirtrong

Date/Time 2017/06/10 05:00 PM

menu DATA.
P-ID Epithod
wter | v - Ldy testthirda sidung ra.

Birth MN/A

«Nhan phimhdy (Discard) hoac luu (Save).

Lot No. C17H2001

Iterm HbAlc

el Lay test thirtrudc khinhan phim Discard hodc Save.
Khong dugc st dung laitest thi.

Save

Néu ban nhan phim Home trong qud trinh xét nghiém, ctia s6 pop-
Are you sure? UpSéhlénthl
-Nhén Back dé quay tré lai va tiép tuc quy trinh xét nghiém.
Back oK -Nhén Ok dé diing va thoat quy trinh xét nghiém.
My sé khong nhan ra bét ky chuyén dong nao trong qua trinh phan
tich.
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Tién hanh xét nghiém HbA1c (Mau kiém chuan)

Xét nghiém kiém chuan (QC) cd thé khdng dinh rang méy va b kit thit dang hoat dong tot va
cho két qua tin cdy. Day la quy trinh hitu ich dé theo ddi va kiém soat chat lugng khi phong
khdm hodc phong thinghiém thuc hién xét nghiém thudng xuyén. Nha san xuat thudng cung
cap dung dich kiém chudn 62 mdcnong do.

Tién hanh kiém chuan nhu'sau:

«  Khibanstdung Mdy phan tich Epithod®616 lan dau tién.

- Theo cacquy dinhyéu cdu kiém chuan dé duy tri co'sé ctia ban.

«  Khinghingokét qua xét nghiém.

- Khibokitthirkhong dugcbao quan ¢ diéu kién nhiét do cho phép.

- Khidaotaonhan viénvangudi st dung khong thudng xuyén.

Néu két qua nam ngoaikhoang chap nhan, hdy dambéorang:

- Kiémtrahanstrdung trénlo dung dich ki€m chuan hodcnhan b kit thi.

- Kiémtranhiét do noibao quan dung dich kiém chuan.

- Kiémtrakhdnangnhiém ban.

- Kiémtrabatky 0i thao tactrong qua trinh xét nghiém kiém chuan.

Xét nghiém lai véi mot dung dich ki€m chuan méi. Néu két qua van nam ngoai khoang chap
nhan, hay lién hé véinha phan phdi dé dugc trg gitip.
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THONG SO KY THUAT

May phan tich
Tén san pham May phan tich Epithod®616
Model Ep.616
Kich thudc 145* 210 * 240 mm (D*R*()
Trong lugng 1.8 Kg
Man hinh Man hinh cdm ting LCD
P AC: 100-240V, 50~60 Hz, 1.5 A
Nguon dien DC: 12V,3.0A
HbA1c < 3 phit
Thai gian xetnghiém | Gy cated Albumin <7 phit
Albumin < 3 phat
3~15%, 9~140 mmol/mol
PO HbATc 39~384 mg/dL
0ang Xet nghiem Glycated Albumin 8~28%
Albumin 20~80 g/L
0.1%
HbA1c 0.1 mmol/mol
Don vi xét nghiém 1 mg/dLva 0.1 mmol/L
Glycated Albumin 1%
Albumin 0.1q/L
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Chucnang

Giao dién bén trong May in nhiét tich hgp va loa
0-ID T6i da 100 1D
P-ID Toi da 500 1D
Bo nhé HbA1c T6i da 10,000 két qua
Glycated Albumin Toi da 10,000 két qua
Mau kiém chuén Toi da 500 két qua
Kit thu
Tén xét nghiém HbA1c Glycated Albumin
Lugng mau 5uL 5uL
Loai mau (Mayrilgiﬁ??ir?ﬁéri:ach) Huyét thanh/ Huyét tuong
Thanh phan R1, W1, Test tht Te5t1thlir21v¥lstv§tlﬁu 5
Diéu kién Nhiét do R1,R2:2 ~ 10°C. W1, W2: 2 ~ 35°C
bdoquan | s 5m 15 ~ 75 %RH
Piéu kién Nhiét do 15~35°C
lamviéc s 5m 15 ~ 75 %RH
Han st dung 12 thang 6 thdng
Vit tu phy Ong mao dan (5 L), plpette dinh lugng (25 uL) dau tip-pipette
(dau lay mau dai, dau mau vang), kim kich mau an toan
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A. D6 on dinh
Do 6n dinh dugc danh gia bang dung dich ki€m chudn tai 2 co s6 khac nhau. Cacxét nghiém
dugcdanh gialiéntuctrong 10 ngay.

D6 on dinh cta 1 xét nghiém

Nong do 1 2 3
Trung binh (%) 4.7 5.9 9.7
STD 0.13 0.16 0.24
CV (%) 2.8 2.7 2.5

Do on dinh clia 1 xét nghiém theo thoi gian

Nong do 1 2 3
Trung binh (%) 4.6 5.9 9.7
STD 0.13 0.15 0.24

CV (%) 2.7 2.5 2.5

B. Do chinh xac

Tong cdng 50 mau mau toan phan dugc xét nghiém. Xét nghiém duac 1ap lai véi 3 16 kit thirtai
moi ndng dd va gia tri trung binh dugc so sanh véi may phan tich Tosoh G11.n= 50,90 doc =
1.007, Gid trichdn=+0.019,R*=0.9984.

B. Tuyén tinh

Mau pham dugc chuan bi bang phuong phap pha loang. Két qua cho thay hé thong phén tich
Epithod®616 dugc hiéu chuan hoan hdo theo Tosoh G11 va dting tuyén tinh trong khoang 3.0
~15%.

D. Gidi han

Cachiénthé huyétsacté

Cacbiénthé huyét sac td sau dugc phan tich va khong quan sat thdy nhiéu dang ké (<10%) véi
hbC(<30%), HbD (<34.5%), HbE (<24%), HbF (<6.2%), HbS (<36%), Carbamylated Hb.
Chatgaynhiéu

Khong quan sat thay nhiéu dang ké (<10%) [én dénndng do sau:

Bilirubin 20 mg/dL | Acetaminophen 20 mg/dL
Triglycerides 450 mg/dL | lbuprofen 20 mg/dL
Cholesterol 275 mg/dL | Salicylate 50 mg/dL
Glucose 120 mg/dL | Ascorbic Acid 7 mg/dL

*Sltdung 0ng nghiém cé chat chat dong (EDTA, heparin, NaF, Citrate) tai nong do thong thuong.
* Cac chdtkhong dugc liét ké c thé gay nhiéu dén két qua.
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TRUNG TAM CHAM SOC KHACH HANG AVANTA

Cong ty TNHH Avanta Diagnostics
286 Dudng Giai Phong, P. Phuang Liét, Q. Thanh Xuan, TP. Ha Noi, Viét Nam.
Tel: +84 24 3668.6821/22 - Fax: +84 24 3668.6823
Tu van ky thudt: 0968 031033
Email: avanta.lienhe@gmail.com. Website: www.avanta.vn

M DxGen Corp.
Rm. 303-1 and Rm. 604, 172 LS-ro, Gunpo-si, Gyeonggi-do 15807, Republic of Korea
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