/7 @ Huyét hoc

QUAL-QA-TEMP-0866 Rev.6

/

/
/ ABXLysebio (1L)

ABX Pentra XL80

Microsemi CRP

Pentra DX Nexus / DF Nexus
Pentra XLR

ABX Pentra DX120/ DF120
Yumizen H1500/H2500

A95A00011LEN

0906012
W

[wo] C€

HORIBA ABX SAS

Parc Euromédecine - Rue du Caducée
B.P. 7290
34184 MONTPELLIER Cedex 4

PHAP

Dung cu huyét hoc (str dung cho chan doan in vitro)

Muc dich str dung 2

ABX Lysebio la dung dich ly gidi dé& st dung trong chan
doan in vitro va dwoc thiét ké& dé ly giai hdng ciu (RBC) va
d& xac dinh xac dinh hemoglobin trén cac may dém té bao
mau clia HORIBA Medical.

Canh bao va than trong

m ABX Lysebio chi st dung cho chan doan in vitro bi
chuyén vién y té.

m Trach nhiém clGa ngu®i st dung la xac minh rang tai
liéu nay &p dung cho viéc st dung san pham.

m Thubc thir nay dwoc phan loai la khéng nguy hai theo
dung quy dinh (EC) Sé 1272/2008.

m Nguoi st dung duoc khuyén nén méc quan 4o béo hd
da dwoc chap nhan khi x& ly cac san pham hoéa hoc:
ao choang cla phong xét nghiém, gang tay va bao vé
mat.

m Tuan tha cac bién phap phong nglra chuan trong
phong xét nghiém khi st dung va tuan theo cac huwéng
dan vé sirc khde va an toan cla quéc gia hodc dia
phwong.

m Trong trwéng hop bi khé chiu sau khi tiép xuc véi da,
nudt phai hoac hit phai, tham khao y kién bac si.

m Xin tham khao Bang di liéu an toan vat liéu (MSDS) di
kem v&i ABX Lysebio.

m Thubc th® nay danh d& st dung v&i cac may dém té
bao mau clia HORIBA Medical da néu trén. HORIBA
Medical khong thé bdo dadm hoat déng chinh xac cla
thudc thtr nay v&i cac dung cu khac ngoai cac dung cu
da néu trén, hodc véi cac dung cu khong dwoc sén
xuét bdi HORIBA Medical.

Quan ly chat thai

Xin tham khao cac quy dinh clia phap luat dia phwong.

Tinh trang vi sinh vat
Khéng ap dung.

M6 ta va thanh phan
Mo ta:

Dung dich nwéc trong subt va khdng mau.

Thanh phén:
Dung dich dém hiru co <5%
Chét tay riva <2,5%

Bao quan va dé 6n dinh

= Diéu kién bao quan (trwéc khi mé): 15-30°C (59-
86°F).
Khéng dé déng lanh.

m D6 6n dinh sau khi mé: Téi da 3 thang & 15-30°C
(59-86°F) sau khi mé&.

m Ngay hét han: tham khdo nhan bao bi thuéc thir vé
"ngay hét han".

Vat liéu can c6 nhwng khéng dwoc cung cép
kém theo

May phan tich huyét hoc tw déng.

Chét hiéu chuan: ABX Minocal.

Chét dbi chiéu: tham khao t& huwéng dan st dung vé
chét déi chiéu dac trung s dung v&i dung cu ctia ban.
Thiét bj phong xét nghiém chuén.

a Sira d6i: dung cu mai dwoc bd sung.
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Mau xét nghiém

Thu thap mau:

TAt cd cac mau mau nén duwoc thu thap bing cach st
dung ky thuat thich hop! Phai xem tat ca cac mau xét
nghiém, thudc thir, chat hiéu chuan, chét déi chiéu, v.v...
c6 chtra chiét xuat mau xét nghiém cta ngudi la cé kha
nang lay nhiém va tuan theo thywc hanh an toan sinh hoc
(1, 2). Khi thu thap cac mau mau, khuyén céo Iy mau tinh
mach, nhuwng mau ddng mach ciing cé thé dwoc str dung
trong truo’ng hop dac biét. Mau thu thap phai dwoc dat
trong ong hat chan khéng hoac khong khi (3, 4). Ong thu
thap mau phai dwoc lam day v&i sb lwong mau chmh xac
dwoc chi rd trén ban than 6ng dé tranh céc thay dbi vé két
qua

Chét chéng déng dwoc khuyén cao:

Chét chéng dong dwoc khuyén céo 1a K3-EDTA véi ty lé
thich hop mau/chét chéng dong nhw duwoc xac dinh bi
nha san xuét 6ng. K»-EDTA |& médt chét thay thé chép
nhan dwoc, mién 1a viéc thu thap mau duoc thuc hién
trong diéu kién binh thworng. Néu khong, co thé cé céc
cuc mau déng.

D6 6n dinh ctia mau mau:

Pd 6n dinh cla mau & nhiét dd thap: 10 mau "binh

thwong" va 10 mau "bénh ly" da dwoc thu thap tw khéi

lwgng cdng viéc thwong quy trong phong xét nghiém va

dwoc bdo quan & 4°C. B 6n dinh clia mau dwoc danh

gia trong thoi gian 72 gid. Céc két qua (trung binh la 10

xét nghiém) két thic v&i mét cong bd dd 6n dinh twong

d6i cia mau la:

m 48 gior dbi v&i cac théng sb cong thirc mau toan phan
(CBC)

m 24 gi&r d6i véi cac thong sb phan loai bach cau (DIFF)

m 8 givr dbi voi cac théng sb bach cau lympho, bach cau
don nhan va bach cau hat (LMG)

Dd 6n dinh clia mau & nhiét d& phong: 10 mau "binh

thwong" va 10 mau "bénh ly" da dwoc thu thap tir khéi

lwgng cdng viéc thwong quy trong phong xét nghiém va

dwoc bdo quan & nhiét d6 phong (25°C). Do 6n dinh cla

mau dwoc danh gia trong thoi gian 72 gior. Cac két qua

(trung binh I& 10 xét nghiém) két thic vé&i mot cong bd do

6n dinh twong déi ctia mau la:

m 48 gio dbi v&i cac théng sb cong thirc mau toan phan
(CBC)

m 24 gior d6i véi cac thong sb phan loai bach cau (DIFF)

m 8 givr dbi voi cac théng sb bach cau lympho, bach cau
don nhan va bach cau hat (LMG)

Ba mau mau cé chira nguyén hdng cau do dwoc da duoc
lA&y mau trong suét hoat dong théng thudng clia mét
phong xét nghiém. Bd 4n dinh ctia mau dwoc danh gia
trong khodng thoi gian 48 gio v&i mét phan tich khéng lién
tuc, thwc hién hai lan, ctia hai mau thtr nhé cla cac mau.
Cac két qua két thic véi mot cong bb dd én

a S(ra d6i: dung cu mai dwoc bd sung.
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dinh twong ddi ctia mau trong 12 gi¢r d6i voi cac thong sé
nguyén hdng cau (5).

M&u mau dwoc ldy mau trong cac hoat déng théng
thwong clia mot phong xét nghiém. D6 n dinh clia mau
dwoc danh gia trong mot khodng thdi gian 72 gidr. Cac két
qua két thuc véi mot cdng bd do dn dinh tvong ddi cla
mau trong 48 gid d6i voi cac théng sé hdng cau luai (5).

LAy mau vi thé tich:

Ché do Iay mau cla dung cu cho phép ngudi st dung lam

viéc v&i mau vi thé tich ddi véi tré em va nguo’l cao tu0|

(tham kha&o tai liéu hwéng dan st dung cu vé thé tich mau

mau tbi thidu). Nhikng mau vi thé tich chi c6 thé dwoc st

dung trong cac diéu kién sau day:

m Ong phai luén duoc gitr & thé thing ding.

m Phai dat dwoc sw tron mau bang cach gé nhe vao 6ng.
Khong xoay 6ng dé tron, néu khong mau sé lan rong
trén mat bén cta dng va mlc yéu cau téi thiéu sé bj
mat.

Tron:

Cac mau mau phai dwoc tréon nhe nhang va kj luéng

ngay truéc khi lay mau. DBiéu nay ddm bao mét hén hop

ddng nhét dé do luvong.

Quy trinh 2

Thudc thtr nay sén sang dé s dung.

Quy trinh déi véi thudc thir cé nat day va éng
bén ngoai dung cu

Thubc thlr c6 nat day va 6ng bén ngoai dung cu duoc
dung trén Microsemi CRP.

1. Tham kh&o tai liéu hwéng dan s dung dé xac dinh
ABX Lysebio bang cach st dung dau doc méa vach
hoac bang tay.

2. M& nép chai thudc thtr mai.

3. Pua 6ng I&p rap nat day vao chai chiva thubc thir.

4. Van chéat bod phan 18p rap nat day dé& bao dam bit kin
thich hop.

Tuéan theo hwéng dan hién thi trén phan mém cla dung cu
cla ban.

Tham khd&o tai liéu huwéng dan st dung dung cu vé& cac
quy trinh phan tich va kiém soat chi tiét.
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Quy trinh déi véi thudc thir cé nut day va 6ng
Thuédc thtr c6 nat day va éng dwoc st dung trén:

m ABX Pentra 80
m ABX Pentra XL 80
m PentraXLR

1. Tham kh&o tai liéu huong dan si dung dé xac dinh
ABX Lysebio bang cach s dung dau doc ma vach
hodc bang tay.

2. Mé& clra khoang thudc thir.

3. Néu can thiét, lay ABX Lysebio rbng ra khoi khoang
thudc thir.

4. M& nép chai thudc thtr moi.

5. Pwa 6ng 1&p rap nut day vao chai thube thir.

6. V&n chét bo phan Iap rap nat day d& bao dam bit kin
thich hop.

7. D&t ABX Lysebio vao khoang thuéc thir cia dung cu.

8. Péng clra khoang thuéc thir.

Tuan theo huwéng dan hién thj trén phdn mém cia dung cu
cla ban.

Tham khao tai liéu hwéng dan s dung dung cu vé cac
quy trinh phan tich va kiém soat chi tiét.

Quy trinh déi véi thudc thir dworc cam vao
Thubc thir dwoc cdm vao dwoc siv dung trén:

ABX Pentra 120

ABX Pentra 120 Retic
ABX Pentra DF 120
ABX Pentra DX 120
Pentra DX Nexus
Pentra DF Nexus

1. Néu can thiét, ldy ABX Lysebio rdng ra khdi khoang
thudc the.

2. Tham khao tai liéu huéng dan st dung dé xac dinh
ABX Lysebio bang cach s&r dung dau doc ma vach
hodc bang tay.

3. Bat ABX Lysebio vao khoang thubc thir ctia dung cu.

4. Nhe nhang day no xuong de cdm né mot cach chinh
x&c vao cac dau ndi cé chbt cam.

Tuan theo hudng dan hién thi trén phan mém cta dung
cu cla ban.

Tham khao tai liéu huwéng dan st dung dung cu vé cac
quy trinh phan tich va kiém soét chi tiét.
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Phwong phap

ABX Lysebio pha v& mang t& bao hdng cau (RBC). Bang
cach bb sung chét surfactant, hemoglobin duoc gidi
phéng. TAt cd sat heme bj oxy hoa va két qua phuc ho’p
dwoc dinh lwong bang phwong phap quang phd tréc
quang & buwéc séng 550 nm (6).

DPic diém hiéu nang va cac han ché cua
phwong phap

Tham kho tai liéu huong dén st dung vé dac diém hiéu
nang cua dung cu va nhirng han ché cta cac phan tich ve
céac thong so cla dung cu.

Tinh toan va dién giai két qua phan tich

Tham kh&o tai liéu huéng dan st dung dung cu vé tinh
toan va dién giai két qua phan tich.

Thay d6i vé quy trinh va hiéu suét

Hw héng bao bi

Trong trwong hop bi hw hdng bao bi bdo vé, khong sk
dung ABX Lysebio néu cac hw hai cé thé cé anh huéng
dén hiéu suét san pham.

DAu hiéu hw hai

Trong trwéng hop c6 bét ky dau hiéu hw hdng vat ly hodc
héa hoc (duc, thay d6i mau séc v.v...), nén thay thé ABX
Lysebio.

Gi&i han nhiét do

Khéng s dung ABX Lysebio néu da bj déng lanh hodc
dwoc gilr & nhiét dé qua cao.

Truwde khi st dung ABX Lysebio, phai chac chan réng né
da dat diéu kién nhiét 6 van hanh nhw d& mo ta trong tai
liéu hwéng dan st dung dung cu nay.

Kiém soat chat lwong néi bo

Céc san pham mau ddi chiéu cia HORIBA Medical phai
duwoc st dung dé dinh ky danh gia tinh toan ven ctia thubc
thr va dung cu trong pham vi da xac dinh.
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HORIBA Medical dwa ra mét chwong tr‘|nh, truc tuyén SO
sanh lién ,phOng xét nghiém (QCP) cung cap sy truy cap
internet dé:

m Goi két qué,kiém tra chat lwgng ndi bo truc tuyén;
m Theo dbi két qua phan tich va so sanh tryc tiép véi

hang trdm phong xét nghiém trén toan thé gi&i.

m Co6 duoc bao cao thdng k& nhém ngang hang theo thoi

gian thuc tr QCP

Théng tin thém hién co tai:
http://aco.horiba-abx.com

Kha néng truy xuat chat hiéu chuan
va chat doi chieu

Khéng ap dung.

Khoang tham chiéu

Khéng ap dung.

Tai liéu tham khao

1

Occupational  Safety and Health  Standards:
bloodborne pathogens. (29 CFR 1910. 1030). Federal
Register July 1, 1998; 6: 267-280.

. Protection of Laboratory Workers From Occupationally

Acquired Infections; Approved Guideline - Third
Edition. CLSI (NCCLS), document M29-A3 (2005) 25
(20).

Procedures for the Collection of Diagnostic Blood
Specimens by Venipuncture; Approved Standard -
Sixth Edition. CLSI (NCCLS), document H3-A6 (2007)
27(26).

Procedures and Devices for the Collection of
Diagnostic Capillary Blood Specimens; Approved
Standard - Sixth Edition. CLSI (NCCLS), document
H4-A6 (2008) 28 (25).

Internal study used for 510K submission #K050719, in
accordance with the ICSH directives: Guidelines for
the Evaluation of blood cell analyzers including those
used for differential leukocyte and reticulocyte
counting and cell marker applications. International
Council for Standardization in Hematology; Clin. Lab.
Haemat. 1994 16 157-174.

Clinical Laboratory Standards Institute (CLSI/NCCLS)
publication: H15-A3 Encyclopedia of Analytical
Science, 2005, Pages 223-229 -R. A. Sherwood Adv
Clin Chem. 1984; 23 (200). van Kampen EJ.
"Spectrophotometry of hemoglobin and hemoglobin
derivatives".
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