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1. Muc dich st dung

May phan tich DiaSpect Tm dudgc thiét ké dé do ban tu déng Hemoglobin trong
mau toan phan mao mach va mau toan phan tinh mach (K2EDTA hodc Heparin
lithium) cé st dung 6ng nghiém DiaSpect Hemoglobin.

Dung dé sang loc, theo ddi va hé trg chan doan bénh thiéu mau.

Dung dé sang loc ngudi hién mau trudng thanh, trong viéc ti€p nhan hién mau.

Dé xét nghiém bé&nh nhan bdi cac chuyén gia y té€ hoac dé xét nghiém trong
phong thi nghiém bdi cadc chuyén gia phong thi nghiém.

2. Nguyén tac cua thu tuc

Dua trén nguyén ly trdc quang, may phan tich DiaSpect Tm sU dung cam bién da
sac phd réng vai kha nang bu trif dé duc va tan xa, do dé hap thu cla mau toan
phan trén moét dai phd réng. Chiéu dai dudng dan dnh sang qua khoang chua cla
Cuvet Hemoglobin DiaSpect, két hop v8i may phan tich DiaSpect Tm, xac dinh dé
chinh xac cla phép do Hemoglobin. Cuvet khéng chia bat ky chat phan dng nao.
Nong ddé Hemoglobin dudc tinh todn tu dé hap thu dugc do & nhiéu budc séng
khac nhau.

May phéan tich dugc hiéu chuadn dua trén phuong phap hemoglobincyanide
(HICN), phuong phap tham chiéu quéc té dé xac dinh néng dé hemoglobin trong
mau theo tiéu chuan CLSI H15-A3 va ICSH 1995.1,2.

May phan tich DiaSpect Tm dugc hiéu chuan tai nha may va khéng can hiéu
chuan thém.
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3. Hé thong DiaSpect Tm

Danh sach chi tiét cac vat tu tiéu hao, phu tung thay thé va phu kién cho may
phan tich DiaSpect Tm dugc cung cap 3 cac muc 15va 16.

3.1 May phan tich DiaSpect Tm

Khi nhan may, hdy md thung carton trén mét bé mat phang 8n dinh, 18y may
phan tich va cac phu kién ra, kiém tra xem tat ca cac thanh phan déu cé du va
khéng bi hu héong.

May phan tich DiaSpect Tm cé thé dugc bao quan 3 nhiét dé tu 0 dén 50 °C (32
dén 122 °F). Nhiét dé tu -30 dén 70 °C (-22 dén 158 °F) dugc phép tam thdi trong
qua trinh van chuyén (t&i da 24 gid).

Nhiét dé hoat dong clia may la tlr 10 dén 42 °C (50 dén 107 °F). D& may phan tich
dat dén nhiét d6 phong trudc khi st dung.

1. M@y phdan tich 2. Hudéng dén 3. Nguén dién, dau
DiaSpect Tm Sd dung cam bé déi ngudn

va cap USB

3.2 Cuvet Hemoglobin DiaSpect

Cuvet c6 thé st dung ngay sau khi 18y ra khoi bao bi. Thé tich mau can 10 pL dé
dam bao Cuvet Hemoglobin DiaSpect dugc nap day du. Cuvet déng vai tro vua la
dung cu |y mau vua la cuvet do cung mét Idc. Mau mau dudc hut vao khoang
chi’a bang luc mao dan.
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Vui ldng tham khao nhan san phdm va gidy hudng dan di kém Cuvet Hemoglobin
DiaSpect dé biét thém thong tin vé bao quan va thai han st dung.
Cuvet chua st dung nén dudc bao quan trong tui dung ban dau.

o

4
£ ik
| -y

Cuvet DiaSpect Tm Cuvet trong tui gidy bac
4. Nguyén liéu ching

DiaSpect Controls HBT c6 san dé ho trg viéc tuan thd cac quy dinh hodc yéu cau
ching nhan cla dia phudng, tiéu bang va/hodc lién bang. DiaSpect Controls HBT
dudc san xuat véi ba ndng dé tuong Ung vai ba muic hemoglobin da biét.

Vui long tham khao nhin san pham va t3 hudng dan di kém DiaSpect Controls
HBT dé biét thém thong tin vé bao quan va thai han st dung.

Padng gobi DiaSpect Control HBT

glanstgte)rtHBTl 3 x DiaSpect Control HBT-Thap
R BB 2 Eci)anst’:zftl-lBTz 3 x DiaSpect Control HBT-Trung binh
%ﬁg %%E %g glanstgte)rtHBB 3 x DiaSpect Control HBT-Cao
EEE o e
1 x DiaSpect Control HBT-Cao

No6i dung: 3 lo méi goi
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5.Thong tin an toan, canh bao va than trong

May phan tich DiaSpect Tm

e Chisldung may cho muc dich dugc mé ta trong hudng dan st dung.

e Tranh va cham manh v8i may.

o Khong dé may tiép xuc vaéi chat long.

e Sau khi bao quan hodc van chuyén, hdy cho phép may thich nghi vai nhiét dé
hoat dong tu 10 dén 42 °C (50 dén 107 °F) dé tranh thiét hai do ngung tu hai
nudc.

e Khong dat may phan tich DiaSpect Tm dudi anh nang truc ti€p hodc gan
nguon nhiét.

¢ Khong dat may phan tich DiaSpect Tm trong hoac gan nhiing nsi am udt nhu
bon rira hodc chau rda mat.

e Khong cam bat ky thd gi khac ngoai cap USB vao 6 cam 3 mat sau clia may.

Nguén dién

e Chisldung ngudn dién dugdc cung cap kém theo thiét bi.

e Khdng dé nguodn dién tiép xdc vaéi chat 1ong.

e Khéng dat ngudn dién gan ngudn nhiét hodc dé dudi anh nang truc tiép.

¢ Khoéng s dung ngudn dién néu day ngudn bi gap hodc hu hdng.

Mau

Ludn ludn x4 ly mau vi né co tiém nang gay nhiém. Peo gang tay va tranh tiép
xUc truc ti€p bang da hoac mang nhay véi: mau hién, mau mau, mau tU 6ng hat
truyén dich, thiét bi phan phdi mau DIFF-SAFE®, mau tU cac cuvet di dé day

hodc mau trén gia dd cuvet/ may phan tich DiaSpect Tm. VUt bd cac vat dung bi
nhiém ban vao thung chla chat thai nguy hai thich hgp.
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6. Cai dat va van hanh

Vui ldng doc toan bd hudng dan st dung nay trudc khi s&t dung may phan tich
|an dau tién. Thuc hién can than cac hudng dan khi tién hanh xét nghiém vi viéc
khoéng tuan theo cé thé dan dén két qua xét nghiém khdéng chinh xac.

May phan tich DiaSpect Tm da san sang dé st dung. Khéng can cai dit. Man hinh
lubn BAT. May phan tich khéng cé céng tac BAT/TAT. Khi khéng st dung, may
phan tich sé& 3 ché dé nang lugng thap.

May phan tich DiaSpect Tm cé thé dugc st dung nhu mot thiét bi cam tay.

Téng quan vé Man hinh DiaSpect Tm*

*Théng tin hién thi phu thudc vao cau hinh may phan tich va trang thai hoat déng, xem phan 6.2

£3-08-2020 2335 | — ngayvagis

am pm
i |
Gia tri Hemoglobin
) o ' ' l gidL | Honvido:
- - g/L, g/dL hodc mmol/L

Hematocrit
(dugc tinh todn) —~—~—— | pa N QC ——Nhicnhsac
l o,

S * LMH
Ky hiéu Cuvet
Hién thi: \ - Panh dau
P&t Cuvet vao ~ ] . T T Hién thikét qua doc
Nhdép nhay: z hdp 1é va da vudt qua

Lay Cuvet ra g é " % ) e; qua trinh tu kiém tra
Ky hiéu pin / | | \ Ky hiéu Bluetooth
Hién thi trang thai pin sac | ‘ (hién thi khi dugc
o Ky hiéu Flash Ky hiéu USB kich hoat)
Nhdap nhay: . i . . L.
L Hién thi: Hién thi trang thai
Pin yéu o o
Ba két ndi vai két néi USB
ngudn dién Hién thi:
D3 két ndi v8i may chu
Nhdp nhay:

Truyén di liéu
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6.1 Sac pin

M3ay phan tich DiaSpect Tm cd pin sac tich hdp. Pin c6 thé dudc sac lai bang cach
két nGi v3i ngudn dién hodc vai may tinh théng qua cap USB. Cap USB va ngudn
dién dé sac pin dugc cung cap kém theo may.

Sac bang ngudn dién:

1. K&t nGi cap USB v3i may phan tich.

2. K&t n6i dau cdm bd ngudn tucng thich véi ngudn dién.

3. Cam dau USB vao ngudn dién va cdm ngudn dién vao 6 cam.

o \a  |n

Sac bang nguén dién

Sac bang may tinh:
1. K&t ndi cap USB v3i may phan tich.
2. Cam dau USB vao cdng USB cla may tinh.

Sac bang mdy tinh

e Biéu tugng pin trén man hinh hién thi trang thai sac hién tai.

e Biéu tugng tia chdp cho biét thiét bi dang dudc két néi véi ngudn dién. Gil
nguyén két ndi gitia thiét bi va ngudn dién ngay ca khi pin da sac day sé
khéng lam sac pin qua muc hodc lam gidm tudi tho cua pin.
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e Pin sac day c6 thé s dung lién tuc trong t&i da 40 ngay / 10.000 Ian do. Pin
can dudc sac khi biéu tugng pin chi con Mot mdc, mudn nhat 13 khi ma EQ7
hién thi trén man hinh (xem Hudng dan khic phuc su c6 (phan 9)).

e Sac day pin sau 9 thang, bat ké thiét bi da dudc si dung hay chua.

6.2 Cau hinh may

May phan tich DiaSpect Tm dudc giao véi cau hinh mac dinh sau:

- Pdn vjdo: g/dL

- K&t qua hién thi: Chi Hb

- Chuc nang Bluetooth: tat

- Gid & ngay: tat

- Nhac nhd kiém soat chat lugng: tat

K&t qua thuc té dugc hién thi va truyén di tai thai diém do. N6 dugc thay thé bang
phép do ti€p theo ma khéng luu vao bd nhd thiét bi.

Céac chuc nang bd sung sau co thé dugc kich hoat va cau hinh bang phan mém
EKF Link cho cac cai dat cg ban va nang cao (cac tinh ndng co san tuy thudc vao
gidy phép phan mém). Vui long truy cap www.ekflink.com dé biét théng tin vé
phan mém EKF Link hoac lién hé véi EKF Diagnostics hoac nha phan phdi dia
phuadng cua ban.

Cai dat co ban

Ngay & gid:
Pinh dang thai gian c6 thé dugc dat thanh 24 gid hoac 12 gid vai dau am/pm.
Dinh dang ngay cé thé dugc dat dé hién thi cac dinh dang sau:
YYYY-MM-DD
DD-MM-YYYY
MM-DD-YYYY
v3i céc bién Y cho nam, M cho thang va D cho ngay.

Luu y! Viéc st dung chiic nang bé nhd thiét bi yéu cau kich hoat chic nang
ngay va gid trudc khi st dung.
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B& nhd:

B6 nhaé clia may phan tich cé thé luu tri téi da 4.000 két qua kém theo ngay va
gid. K&t qua tu bd Nhd cé thé dudc truyén sang PC bang phan mém EKF Link.
Khi bd nhd clia may phan tich DiaSpect Tm day, cac két qua cl nhat sé bi ghi dé
theo thu tu lién tiép.

Cai dat don vi:
Pon vi do cé thé dugc dat thanh g/L, mmol/L hodc g/dL. Gia tri dugc luu trong bd
nhd st dung dan vi dudc dat tai thai diém do.

Chuc nang Bluetooth:
Chuc nang Bluetooth cé thé dugc bat hodc tat.

Cai dat ndng_cao

Hematocrit:

Gia tri hematocrit gan dung. Néu tuy chon nay dudc kich hoat, gia tri hematocrit
s& dugc tinh toan va hién thi cho cac gia tri hemoglobin trong khoang 12,0 va
18,0 g/dL. Néu hemoglobin nam trong pham vi binh thudng, udc tinh hematocrit
dudc U (dudc nhan) bang cach nhan néng dé hemoglobin do dugc (tinh bang
g/dL) v3i hé s6 2,943. Khéong nén st dung phép tinh nay bén ngoai pham vi binh
thudng cla hemoglobin 3 ngudi, vi du dudi 12,0 g/dL (7,44 mmol/L) va trén 18,0
g/dL (11,16 mmol/L). Khéng nén si dung trong tinh trang thiéu mau. Hematocrit
chi dugc hién thi dé cung cap thong tin va khéng nén dugc st dung cho cac
quyét dinh 1am sang.

Nhac nhd QC va khda QC:

May phan tich DiaSpect Tm cho phép thuc hién va danh gia cac phép do QC
bang vat liéu kiém soat DiaSpect HBT. Ba muc QC (thap, trung binh va cao) dugc
xéc dinh trong thiét bi.

Co thé dat riéng biét I8i nhac nhd QC va thai gian chd cho mdi muc QC.

Viéc kich hoat I8i nhdc nhd va thai gian chd trudce khi kich hoat cé thé dugce dat
thanh:

L3i nhdc nhd cho mét ngay lam viéc dudce xac dinh vai thai gian chd theo ngay
lam viéc

L3i nhac nhd sau thai gian tréi qua vaéi thai gian chd theo gid (va phut)

L3i nhac nhd sau Mot s6 xét nghiém bénh nhan vaéi thdi gian chd theo s6 xét
nghiém bénh nhan con lai
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Khi thai gian chd cho I8i nhac nhd dén, thiét bi s& hién thi I8i nhidc nhd cho Mai
muc QC can thuc hién (QC L, M hoac H hién thj trén man hinh). L3i nhac nhd
dugc hién thi lién tuc trong thdi gian chd va bat dau nhap nhay sau khi thai gian
chd két thuc. L3i nhac nhd QC sé bién mat khi phép do QC cho muc muc tiéu
dugc cau hinh dugc thuc hién thanh céng va két qua nam trong pham vi tham
chiéu clia mudc muc tiéu.

Thuc hién cac budc thich hdp theo chi tiét trong t3 hudng dan DiaSpect Control
HBT néu két qua QC ham ngoai pham vi.

Khoéa QC:

Chuic nang khoda QC cé thé dudgc kich hoat dé ngan ngudi dung thuc hién thém
cac xét nghiém bénh nhan khi QC theo lich trinh bi qua han hoac khéng thanh
cong. K&t qua xét nghiém bénh nhan s& khong dugc hién thi trudc khi xét
nghiém QC dudc thuc hién thanh céng. Thay vao do, moét théng bao 16i s& dudc
hién thi khi thuc hién cac phép do bénh nhan. Khi cac phép do QC dudgc thuc
hién thanh céng cho cac mudc muc tiéu yéu cau, thiét bi sé dudc mad khoda va I3i
nhac nhad QC sé bién mat.

6.3 Truyén d{ liéu
May phan tich DiaSpect Tm di kem v8i USB 2.0 va chidc nang Bluetooth® tich hdgp.

DiaSpect Medical GmbH tuyén b6 rdng logi thiét bj vé tuyén clia hé théng DiaSpect Tm tudn
thu Chi thj 2014/53/EU. D€ cd toan vdn tuyén bé hop chudn cda EU, vui Iong lién hé:
support@ekf-diagnostic.de

Bi€n doi hodc thay déi thiét bi néu khéng dudec nha san xuat chap thuan rdé rang
c6 thé khién ngudi dung mat quyén van hanh thiét bi.

Thiét bi v6 tuyén Dai tan sé Cong suat tan so vo tuyén
Bluetooth® 2.402 - 2.480 GHz 10 mW

Pé biét thém thoéng tin vé truyén da liéu, vui 1ong lién hé v3i nha san xuat hoac
truy cap www.ekflink.com dé biét théng tin vé phan mém EKF Link.

10
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6.4 Lam sach va khu trung

1. Kéo nhe mat sau cla gid d3 cuvet vé phia ban va nhac Ién.

2.SU dung tam boéng, lam sach gia d3d cuvet bang nudc lanh hodc chat tay ria
nhe, sau dé la chat khi trung. Lau khé.

3. Lap lai gia dung cuvet kho bang cach an xuéng cho dén khi nghe thay tiéng
"tach".

4. Lau vo may bang nudc lanh hodc chat tdy rila nhe, ti€p theo bang dung
dich kh( tring. Chi st dung khan lau dudc lam am nhe bang nudc / chat tay
rda / chat khitrung dé vé sinh va khd tring may.

Click i)

Pé khi trung dung cu, hdy st dung cac chat khd trung bé mat thong thudng
khéng chldia dung méi, hodc cac chat cé ngudn géc tu rugu nhu con isopropyl 70%.
Vui long luu y hudng dan sd dung cda nha san xuat chat khd trung.

Khéng dudc xit truc ti€p 1én may khi vé sinh vi c6 thé lam hong may! Chi dugc lau
sach bang khan mém.

6.5 Kiém soat chat lugng

M3y phan tich DiaSpect Tm da dudc hiéu chuan tai nha may va khéng can hiéu
chuan thém.

May phan tich DiaSpect Tm sé tu déng kiém tra sau maoi lan do. Viéc vugt qua qua
trinh tu kiém tra nay xac minh hiéu suat do va dugc hién thi bang mét dau kiém.
Man hinh sé hién thi ma 16i néu tu kiém tra that bai va may phan tich s& ngling do,
Vi vay khéng cé nguy cd hién thi két qua khdéng chinh xac.

Nudc kiém tra DiaSpect HBT c6 san dé hé trg viéc tuan thi cac quy dinh cla dia
phuadng, tiéu bang va/hoac lién bang hodc cac yéu cau chiing nhan khac.

11
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Thuc hién cac diéu khién theo hudng dan trong phan 7.3. Gia tri diéu khién phai
nam trong khoang dugc néu trén nhan clia 6ng nghiém. Néu cac gié tri khong
nam trong khoang, thu lai v8i mét 6ng nghiém mdai. Néu gia tri van nam ngoai
khoang, hay lién hé v3i bd phan Hb trg ky thuat.

6.6 XU ly

Cuvet da qua s dung

V@i cac 6ng nghiém da st dung, nén dat vao moét thung chla danh cho chat thai
c6 kha nang gay nhiém trung. Tham khao cac co quan méi trudng dia phusng dé
biét cach xU ly phu hgp.

May phan tich DiaSpect Tm

Pin lithium-ion trong may phan tich DiaSpect Tm phai dugc thai bd riéng. Bai vai
viéc thai bo pin, may phan tich va bd ngudn, hay tuan theo cac quy dinh xU ly chat
thai theo ving hodac dia phuong cé lién quan. Néu ban yéu cau nha san xuat xu ly
may va cac thanh phan cla né, vui long gui trad lai chung cho EKF Diagnostics
(xem muc 6.6). Xac nhan khu trung phu hgp cho may phan tich can dudc dinh
kém trong 16 hang.

DiaSpect Control HBT

Cach loai bo vat liéu kiém tra DiaSpect Control HBT dugc dé cap chi tiét trong
hudng dan sd dung riéng cda san pham.

6.7 Dich vu va bao tri

May phan tich DiaSpect Tm khdéng can bao tri dinh ky. Dé biét hudng dan vé sinh,
VUi ldng xem muc 6.4.
Néu bi hong, ngudi dung co thé thay thé gid dd cuvet, cap USB, phich cam b6

chuyén déi va ngudn dién.

NEéu may phan tich DiaSpect Tm khéng hoat dong nhu du dinh, hay st dung
Hudng dan khac phuc su ¢, (Phan 9).Néu khéng dudc, hay tra lai may phan tich
DiaSpect Tm cho DiaSpect Medical GmbH hodc nha phan phai tai dia phuang.

Khong bao gid ma may phan tich hoac ngudn dién.
Bat ky stia chfa nao can thiét phai dugc thuc hién bai nha san xuat hodc chi dan

bd3i nhan vién dudc Uy quyén.

12



Hudng dan su dung DiaSpect Tm
Viéc khdong tuan theo cac hudng dan st dung cu thé cé thé dan dén cac dich vu
bdo hanh do nha san xuat cung cap bi han ché.

Lién hé ho trg ky thuat:

DiaSpect Medical GmbH hoac bd phan dich vu khach hang dia phuacng
Ebendorfer Chaussee 3
39179 Barleben, Blc

bién thoai: +49 39203 511 414

Email: support@ekf-diagnostic.de

7. Thu thdp mau vat va chuan bi phan tich

M&u mao mach hodc mau toan phan tinh mach chla chat chéng déng K2EDTA
hodc lithium heparin cé thé dugc st dung.

7.1. LAy mau mao mach

Véi tay deo gang, lay moét Cuvet Hemoglobin DiaSpect ra khoi tdi nhém va déng
tdi lai. Gitr cho ban tay am va thu gidn. Dung ngdén gilia hodc ngdén ap ut dé lay
mMau mau. Tranh dung nhiing ngdén deo nhan.

1. Kh trung va lau kho vi tri 1dy mau.

2. Nhe nhang massage ngoén tay vé phia dau ngén dé tang luu lugng mau. Tranh
xo0a bop qua khdp ngdn thu nhat.

3. Chich kim vao mat trén cdia dau ngon tay, sao cho giot mau nam trén dinh ngén
dé dé dang hut vao Cuvet.

13
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4. Nhe nhang an vé phia dau ngoén tay (nhung khéng qua khdp ngén thd nhat) cho
dén khi xuat hién giot mau. Lau sach 3 giot mau dau tién va dam bao cé dong mau
chay ra lién tuc trudc khi hut giot mau thd tu vao Cuvet.

5. Dam bao cé du mau dé dé day Cuvet. Cham nhe mot goc cua Cuvet vao giot
mau dé hat day, tranh dé lai. Néu khong thé hat day Cuvet trong mot 1an lién tuc,
hodc néu bén trong Cuvet cé bong bdéng khi, hay loai bo Cuvet dé va dung Cuvet
mdi, [3p lai budc 4 va 5.

6. DUng bbéng gac nhe nhang lau sach mau thua & bén ngoai cuvet. Nhdg lau nhe
nhang ca hai mat. Tranh lau qua gan dau ma cua cuvet vi diéu nay cé thé hut mau
ra ngoai.

Lay mau lai
Hay can than thuc hién ddng quy trinh dugc mé ta trong céac budc 1-6 khi lay mau
mao mach dé do Hemoglobin.

Cac nguyén nhan phé bién nhat dan dén két qua sai 1a lua chon kich thudc hoac
loai lancet khong phu hap, ki thuat 1ay mau mao mach khéng chinh xac, luu lugng
mau mao mach bi han ché& hoac su hién dién cta dich mé trong mau sau khi an
dau ngon tay qua manh.Nhdng yéu té nay thudng anh hudng dén két qua.

Xac nhan két qua khéng mong mudn hodc khong thé chap nhan dugc cé thé loai
tri 16i 1ay mau 1a nguyén nhan.Vi phucdng phap DiaSpect rat nhanh, xét nghiém xac
nhan nay coé thé dudc thuc hién bang cach st dung cung mot vét ma.Cac giot tiép
theo sau giot thi 4 c6 thé dudc st dung dé thd nghiém mién 1a van con dong mau
tu do.

Néu luu lugng mau da giam hoac dung lai, can rach mot vét mé khac cho mau xac
nhan.Lap lai quy trinh dugc Mo ta trong cac budc 1-6 va ghi lai tat ca cac két qua tu
viéc 18y mau 13p di 1ap lai, bao gom théng tin lién quan vély do xét nghiém lai.
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7.2 LAy mau tinh mach

N&éu mot mau tinh mach khéng thé dudc chay ngay 1ap tuc, né cé thé dudc lam
lanh [én dén 72 gid.Néu mau dugc lam lanh, thi mau nén dugc phép dat dén nhiét
ddé phong trude khi xét nghiém.Co thé st dung 6ng heparin K2EDTA hodac lithium.

Bang tay deo gang, lay moét Cuvet Hemoglobin DiaSpect ra khoi tdi nhém va
déng tui lai.

1. ©am bao mau mau & nhiét dé phong trudc khi xét nghiém. Nhe nhang dao 16n
6ng nghiém it nhat 8 1an dé tron déu.

2. St dung pipet chuyén dung hodc DIFF-SAFE® Blood Dispenser dé& nho mét giot
mau lén bé mat ky nudc (vi du nhu Parafilm).

3. Cham nhe mot goc cua Cuvet vao giot mau dé hut day Cuvet. Khong dé thém
mau vao Cuvet néu da day. Néu khoéng thé hat day Cuvet trong mét 1an, hoac néu
cb bong béng khi bén trong, hay loai bd Cuvet dé va dung Cuvet mdi, [ap lai budc 2
va 3.

4. Dung gac mém nhe nhang lau sach mau thla bam bén ngoai Cuvet. Lau nhe
nhang ca hai mat. Tranh lau qua gan dau ma cla Cuvet dé trdnh hit mau ra ngoai.

»
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7.3 Kiém soat lay mau

1. May phan tich DiaSpect Tm c6 thé dudc xac minh bang cach st dung DiaSpect
Control HBT.

Néu dudc bao quan trong tu lanh, hdy dé dung dich diéu khién dat dén nhiét
do phong trudc.

V@i tay deo gang, 1dy mot Cuvet Hemoglobin DiaSpect ra khoi tui gidy bac va
doéng tui.

Tron dung dich déi chidng bang cach ddo ngugc nhe 5 1an ngay trudc khi lay
mau. M3 lo, lau bat ky vat liéu du thtia nao tU dau lo va nap bang khan gidy
sach va loai bo giot dau tién.

2. Nho giot dung dich diéu khién thd hai lén bé mat ky nudc
(e.g. Parafilm).

P36 day cuvet hoan toan bang cach cham vao géc clia cuvet dé tha. Khong dé
day cuvet. Néu cuvet khong thé dugc 1ap day trong mot quy trinh lién tuc,
hoac néu cuvet co chla bot khi, hay loai bd cuvet va st dung cuvet mdi véi
dung dich diéu khién tha mai.

3. Nhe nhang lau sach dung dich diéu khién du thtia & bén ngoai cuvet bang
miéng gac. Hay chac chan dé nhe nhang lau ca hai mat. Khéng lau qué gan
dau ma vi diéu nay co thé rat giadi phap diéu khién ra khoi cuvet.

o X g B

4. Lau bat ky vat liéu du thtia nao tU dau lo va ndp bang khan gidy sach va day
nap lo that chat, ngay lap tuc.
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8. bo

1. Dat Cuvet da dudc dé mau vao gia dd Cuvet.

2. Nh@n nhe xuéng cho dén khi nghe thay tiéng "tadch" va gitl nguyén vi tri cho
dén khi két qua hién thi trén man hinh. Nhanh chdong rut Cuvet ra khoi may
DiaSpect Tm.

3. VUt bd Cuvet da sd dung vao thung radc danh cho chat thai cé kha nang lay
nhiém. Ghi lai két qua xét nghiém ngay khi dau kiém (checkmark) xuat hién.

4, K&t qua sé hién thi trén man hinh cho dén khi dugc thay thé bang phép do tiép
theo. Dé xda két qua mdai nhat, hdy nhan xudéng gid d& Cuvet rong.

}

Click 1)

Chi st dung Cuvet dugc dé day hoan toan dé do.
Mot Cuvet da dé day can dugc phan tich trong vong 1 phut ké tu khi dé.
Gilt Cuvet da dé day theo phusng ngang cho dén khi do.

Néu may phan tich DiaSpect Tm da khéng dugc st dung trong vai gid, ma 16i co

thé xuat hién sau lan do dau tién. Thao cuvet da day, thuc hién phép do "tréng"
bang cach nhan xudéng gia dd cuvet rong va sau dé 1ap lai cuvet da dé day dé do.
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9. Hudng dan khac phuc su cé

K&t qua cao/thap

Dau hiéu

khéng mong

muoén

18

Hct -- %

L&i EO1

L&i EO2

L6i EO3

L6i EO4

L6i EO5

LSi EO7
L&i EO8

L&i EO9

Man hinh
khéng hién thi,
khoéng thé do
dat

Nguyén nhan

Mau khéng dung

Cach khac phuc
Lap lai lay mau. Dam bao rang viéc lay
mau dugc thuc hién chinh xdc.Xem phan
7.1 dén 7.3 dé biét thém thong tin.

Gia tri Hemoglobin thap hanKhéng. Xem phan 6.2 dé biét thém théng

12.0 hodc cao han 18.0g/dL

Hiéu chuan bi mat

L&i doc cam bién

Tu kiém tra khéng thanh
cong

Ngudn sang rat toi

Ngudn sang rat sang

Pin quéa yéu dé thuc hién
cac phép do

Gia tri do ludng qua cao

BPo bénh nhan trong qua
trinh khoéa QC hoat déng

Pin da hét hoan toan

tin.

Lién hé vai bé phan dich vu khach hang
cula DiaSpect.

Lap lai phép do véi cung mot cuvet.Néu |16i
van ti€p dién, hay lién hé véi bd phan dich
vu khach hang cuia DiaSpect.

EO03 c6 thé dudc hién thi néu mot cuvet
day dudc dé lai trong gia daé cuvet, hoac da
dugc g8 bd qua cham.bé dat lai chiic ndng
tu kiém tra, nhan xuéng gia dé cuvet
tréng.Man hinh sé hién thi "---"va "y/".

Né&u 16i van tiép dién, hay lién hé vai bd
phan dich vu khach hang clia DiaSpect.

Lay cuvet ra khoi gid dd cuvet.

Nhan gia dé cuvet nhiéu lan cho dén khi
man hinh doc "---" va "y/" xuat hién.Néu i
van ti€p dién, hay lién hé véi bd phan dich
vu khach hang cuia DiaSpect.

L3y cuvet ra khoi gid dd cuvet.

Nhan gid d& cuvet nhiéu lan cho dén khi
man hinh doc "---" va "/" xuat hién.Néu 16i
van tiép dién, hay lién hé véi bé phan dich
vu khach hang cuia DiaSpect.

Sac pin

Gia tri do ngoai pham vi do.

Thuc hién thanh céng phép do QC cho
muc muc tiéu dugc yéu cau.

Pé sac lai pin, hay két ndi v3i 6 cdm dién
hodc may tinh va sac t6i thiéu 4 gid.N&éu sac
khéng thanh céng, hay lién hé v8i bd phan
dich vu khach hang cuia DiaSpect.
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10. Gia tri ky vong*4

Cac gia tri huyét s3c t6 sau day dugc coi la binh thusng:

Dan s6 Do tudi Pham vi tham chiéu *
Nam gidi > 22 tudi 13.0 -17.0 g/dL
NG gidi > 22 tudi 12.0-15.0 g/dL
Tré em/Vi thanh nién > 2 tudi dén 21 tudi 1.0-155g/dL
Tré sc sinh 1thang dén 2 tudi 9.4-16.5g/dL

Cac pham vi tham khao dugc dua trén cac pham vi tham khao dugc céng bé va
chap nhan vé mat y hoc (Dacie va Lewis, Thuc hanh Huyét hoc, Twelfth Edition,
Elsevier Limited 2017). Cac pham vi nay chi dé hudng dan chung. Mdi phong thi
nghiém nén thiét 1ap pham vi binh thudng cua riéng minh.

11. BDac diém hiéu suat

a) B4 chinh xac

D6 chinh xac nay da dudc kiém tra theo hudng dan CLSI EP5-A2 véi 3 16 thi va 3
mau mau cé ndng dé Hemoglobin khac nhau. K&t qua kiém tra xac nhan dé bién
thién hé sé (CV) <1% (d&i v8i néng dé Hemoglobin =10 g/dL) hodc dd léch chuan <
0.1 g/dL (d8i v8i ndbng dé Hemoglobin <10 g/dL) cho dé chinh xac trong clng lan
chay, trong cling may va trong cung chudi phan tich, ciing nhu cho dé bién thién
gilta cac 16 va gilta cac may phan tich.

« CV mau <

Claim CVmau trung binh CV,méu

cao [%] thap [%]

[%]

DA chinh xac trong cling lan chay SD <0.1 g/C“_ 05 0.8 0.05
D6 chinh xac trong cing may for Hb <100 0.6 0.8 0.06
D6 chinh xéc trong cling chudi phan|tichg/L CV < 1% 0.9 0.7 0.06
DO bién thién gilia cac 16 for Hb =100 02 0.6 0.05
Do bién thién gilta cac may phan tich a/L 02 0.6 0.05

b) D6 chuan xac (Trueness)

D6 chuan xac ctia may da dudc kiém tra va xac nhan theo quy dinh cua CLIA
(Pao luat Cai thién Phong thi nghiém Lam sang) va CAP (Ho6i Bac si Giai phau
Than kinh Hoa Ky) bang cach so sanh truc ti€p véi phusng phap tham chiéu
qudc té HIiCN trong pham vi néng dé Hemoglobin ti 1-255 g/L.
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N TGi thiéu Toi da D6 déc phan vi Hé s6 tuang
[a/L] [a/L] tha 95 quan (r)
DiaSpect Tm 1 22 1 255 0.978 1.000
0.971-0.985
DiaSpect Tm 2 22 1 255 0.979 1.000
0.971-0.987

K&t qua cla cac nghién clu so sanh gilia DiaSpect Tm va mot thiét bi so sanh
dugc thuc hién tai diém chdm séc dugc tém tat trong bang sau. Nghién clu
dudc thuc hién trén bén dia diém bén ngoai.

Loai mau N TGithieu | Toida D6 déc Hé s6 tuong
quan (r)
EDTA 344 41g/dL | 245g/dL 0.9858 0.986
Li-heparin 120 10.4 g/dL | 20.0 g/dL 0.9834 0.987
mao mach 363 85g/dL | 201g/dL 0.9903 0.963
12. Han ché
Nhiéu
Cac chat sau day khéng anh hudng dén két qua xét nghiém.
Chat can Nong doé thu Chat can thiép Nong doé thu
thiép ndi sinh nghiém ngoai sinh nghiém
Bilirubin lién hop 37 mg/dL Acetaminophen 19 mg/dL
Bilirubin khong lién hap 37 mg/dL Acetylsalicylic acid 4 mg/dL
Chrolesterol toan phan 482 mg/dL Ascorbic Acid 6 mg/dL
Intralipid 2366 mg/dL Dopamine O.Tmg/dL
Hemolysis 100% Ibuprofen 26 mg/dL
(free hemoglobin) 18,900 mg/dL 3
Creatinine 16 mg/dL retracycime 2.6 mg/dL
Ure 129 mg/dL 3x EDTA Ong chua day 1/3 thé
tich
Uric Acid 29 mg/dL 3x Li-heparin Ong chua day 1/3 thé
tich

DE biét thém cac han ché cla quy trinh, hay xem chén gdi DiaSpect Hemoglobin

Cuvets.
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13. Théng s6 ky thuat

Nhiét dé hoat dong 10 dén 42 °C (50 dén 107 °F)
D6 am hoat dong 20 to 85 % rH, khéng ngung tu
D6 am luu tri 5to 95 % rH, khéng ngung tu
D6 cao trong qua trinh hoat 3000 m (két n&i v8i nguon dién)
déng 4000 m (khong két ndi véi ngudn dién)
Do cao trong qua trinh van chuyén 4000 m
Nhiét dé bao quan 0 dén 50 °C (32 dén 122 °F)
-30 dén 70 °C (-22 dén 158°F) trong van chuyén, téi da 24 gid.)
Khéi lusng mau 10 pL
Pham vi do tuyén tinh 0.5-25.5 g/dL (5-255 g/L)
Budc séng Nhiéu dai budc séng, 450 nm dén 750 nm
Do thdi gian 1giay
Hién thi két qua Hemoglobin, Hematocrit dugc tinh toan tuy chon *
B6 nhd Ién dén 4,000 két qua trong ngay va gic*
Di'n Pin sac lithium-ion tich hdp 3,6 V
Danh gia dau vao cua thiét bi 5V,700 mA (PC) /350 mA (nguén dién USB)

Bo diéu hgp chinh:
Pau vao: 4,5 -5 VA, 100-240 V AC, 50-60 Hz
Dau ra: 350 mA
Nguén dién phu hgp:
Cau hinh: CUI, USB SMI5-5-V-138
B6 chuyén déi chi danh cho st dung trong nha
USB 2.0, Bluetooth® théng minh*
Giao dién d liéu Thiét bi dudc két néi véi giao dién phai tuan tha IEC 60950
hoac IEC 62368
Phan loai qua ap I

Panh gia dau vao cung cap dién

Muc dd 6 nhiém 2

Thgi gian st dung 40 ngay /10.000 thit nghiém s dung lién tuc,
Thgai gian cha: 9 thang dai véi pin dudc sac day

Kich thudc may phan tich L=15cm,W=9cm, H = 4cm

Trong lugng may phan tich 180 g

Kich thudc cta hop van chuyén L=23cm, W=165cm, H=7cm
Trong lugng clia may phan tich 570 g
va hép van chuyén

M3ay phéan tich DiaSpect Tm tuan thu IEC 61326-2-6 cho thiét bi nhém 1, loai B vé
kha ndng tugng thich dién tu, phat xa va chéng nhiéu.

") Chic nang yéu cau kich hoat bang dén EKF Link / phan mém EKF Link, xem
phan 6.2 dé biét chi tiét.
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14. Tai liéu tham khao

1. NCCLS/CLSI document H15-A3, Reference and Selected
Procedures for the Quantitative Determination of Hemoglobin
in Blood; Approved Standard-Third Edition

2. Recommendations for reference method for
haemoglobinometry in human blood (ICSH standard 1995) and
specifications for international haemiglobincyanide standard
(4th edition)

3.1.D Bauer, P.G Ackermann, G. Toro, Clinical laboratory
methods. The C. V. Mosby Company, Saint Luis 1974, S. 156

4. Dacie and Lewis, Practical Haematology, 12th edition, 2017

Cac vat tu tiéu hao, phu tung va phu kién sau day cé thé dudc st dung véi may
phan tich DiaSpect Tm.

15. Vat tu tiéu hao

Cuvet DiaSpect Hemoglobin (5x100pcs) REF 90C.0001
DiaSpect Control HBTI REF 90B.00T

DiaSpect Control HBT2 REF 90B.0012
DiaSpect Control HBT3 REF 90B.0013
DiaSpect Control HBT4 REF 90B.0014

16. Phu tung va phu kién

Gid daé Cuvet REF 91B.0005
USB Cap REF 91C.0005
H6p dung DiaSpect Tm (nhua) REF 7049-8011-0179
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17. Ky hiéu dudc st dung

SN S6 Seri
Dau CE ghi lai su phu hgp cua DiaSpect Tm vai cac yéu cau
c E thiét yéu clia cac chi thi/ quy dinh hién hanh
IvD Thiét biy t& chan doan trong 6ng nghiém
REF S& tham chiéu

VUt bd thiét bi tudn thu cac quy dinh cla dia phuong
dé xu ly thiét bi dién tl. Bung bd rac thai sinh hoat!

Tham khao hudng dan st dung

Than trong

Nha san xuat

| BB E

Dong dién mot chiéu

Thiét bi loai Il

Biéu tugng Bluetooth®, Hién thi trang thai két ndi RF va
cudng do tin hiéu

Gigi han nhiét g

¢ |
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Tai liéu nay dudc bao vé bdi ban quyén.

N6 khéng dudc sao chép hoac phan phdi cho bén thi ba ma khéng cé van ban
trudc su déng y clia DiaSpect Medical GmbH.

DiaSpect Medical GmbH
Ebendorfer Chaussee 3
39179 Barleben Germany

DiaSpect Tm-2 manual EN
Revision: 1.01
Issue date: 09/2022
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