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

Muc dich st dung @

ABX Difftrol 12 chat ddi chiéu (control) da thong sé 3 mirc
d& str dung trong chan doan in vitro va dwoc thiét ké dé
st dung trong viéc theo doi d6 dung va dé chinh xac cla
cac may dém té bao mau dung trong huyét hoc cla
HORIBA Medical.

Tham khdo bang dir liéu gia tri xét nghiém cta ABX
Difftrol v& cac md hinh dung cu cu thé.

Canh bao va than trong ®

m ABX Difftrol c[ﬁ s dung cho chan doan in vitro bdi
chuyén vién y té.

® Trach nhiém cla ngwdi str dung 1a xac minh réng tai
liéu nay ap dung cho viéc st dung san pham.

m Thubc thir nay dwoc phan loai la khdng nguy hai theo

dung quy dinh (EC - Cong déng chau Au) S6 1272/2008.

m Vat liéu c6 ngudn géc tlr con ngwdi. Phai xem la ¢ kha
nang lay nhiém. M&i don vi huyét twong clia ngwdi cho
dwoc st dung trong viéc chuan bj san pham nay da
dwoc kiém nghiém bé&i mét phwong phap dwgc Cuc
Quan ly Dugc phdm va thwc phdm My (FDA) phé duyét
va dwoc tim thay 1a am tinh ddi véi sy hién dién cla
khang nguyé&n bé& mét virus viém gan B (HBsAg), virus
viém gan C (HCV) va khang thé khang HIV1/2. Do
khong c6 phwong phap kiém nghiém da biét nao co thé
dem lai sy ddm béo hoan toan la khong cé virus viém
gan B, virus gay suy gidm mién dich & nguwoi (HIV)
hodc cac tac nhan lay nhiém khac, phai xem cac san
phdm nhw cidc mau xét nghiém cla bénh nhan la co
kha nang lay nhiém va phai duwoc xir Iy véi sy than
trong thich hop, theo ding thwc hanh tét trong phong
xét nghiém (1, 2, 3).

m Tuan thd cac bién phap phong nglra chudn trong
phong xét nghiém khi st dung va tuan theo cac hwéng
dan vé src khde va an toan cta qudc gia hodc dia
phwong.

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

Quan ly chat thai

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

Tinh trang vi sinh vat

Khéng ap dung.
M6 ta va thanh phan

Mo ta:

ABX Difftrol vé cam quan giéng v&i mau tuoi toan phan.
Chét ndi trén bé mat mau hong nhat la binh thwong.

Thanh phan:

ABX Difftrol chira bach cau (WBC), hong cau (RBC) va
tidu cau (PLT) cla QGng vat co yL’J dwoc lam thanh hdn
dich & dang dich giong nhw huyét twong.

Béo quan va d¢ on dinh ©

= Diédu kién bao quan: 2-8°C (35-46°F).
Khéng dé déng lanh.
Bao quan cac 6ng theo chiéu thang diing trong bao bi
gbc khi khéng st dung.
Khéng nén bao quan trong khoang ctra cla ta lanh.

= DPd 6n dinh sau khi mé: ABX Difftrol 6n dinh trong
16 trwong hop ldy mau trong t6i da 16 ngay & 2-8°C
(35-46°F) sau khi mé éng va trong gi¢i han cta han st
dung.
ABX Difftrol phai dwgc day ndp chat sau khi st dung.

2 S(ra dbi: dung cu mai dwoc bd sung.

b Sra déi: phan loai CLP (Classification, Labelling & Packaging - Phan loai, ghi nhan va déng goéi).
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= Ngay hét han: tham khdo nhan bao bi thudc thir vé
"ngay hét han".

Vat liéu can c6 nhwng khong dwoc cung cép
kém theo

= May phan tich huyét hoc tw dong.
m Thiét bi phong xét nghiém chuan.

Ma3u xét nghiém

Khéng ap dung.

Quy trinh

ABX Difftrol s&n sang dé str dung.

Phan tich chat ddi chiéu phai dwoc thuc hién trén co sé&
hang ngay tai cing mot thodi diém véi mau cla bénh nhan,
k& ca mdi Ian thwc hién hiéu chuén hodc bao tri. Tan suét
clia mau déi chiéu phu thudc vao yéu cau ciia phong xét
nghiém. M6i phong xét nghiém phai thiét lap cac quy trinh
bdo dam chét lwong can phai tuan theo. Cac quy trinh nay
phai phu hop véi cac yéu ciu céng nhan hién tai va cac
quy dinh thich hop.

1. Pua ABX Difftrol v& nhiét do phong bang cach lan éng
gitra hai ldng ban tay cta ban cho dén khi chét lang
cta hdng cidu dugc tao thanh hdn dich hoan toan.
Khéng lac.

2. Tham khao tai liéu hwéng dan st dung dé xac dinh
ABX Qifftrol bang cach st dung dau doc ma vach
hoac bang tay.

3. Nhe nhang déo ngugc 6ng 8-10 1an ngay trudc khi lay
mau.

4. Chay ABX Difftrol theo quy trinh dwgc mo ta trong tai
liéu hwéng dan s dung.

5. Lau ren va nap cla éng sau khi st dung bang gac
khéng co xo.

6. Day nap 6ng lai va dé& dng vao ta lanh ngay sau khi st
dung.

Tham kh;’ao bang dir liéu gia tri xé,t nghiém cltia ABX

Difftrol vé cac moé hinh dung cu cu the.

Tham khao tai lieu hwéng dan s dung dung cu vé céac

quy trinh phan tich va kiém soat chi tiét.

Phwong phap

ABX Difftrol 1a mot ché phdm 6n dinh dwoc st dung dé
theo d&i dd dung va do chinh xac ctia cac may dém té bao
mau. Gia tri tham chiéu da thu dwoc tir phan tich lap lai

trén cac dung cu ma mau toan phan da dwoc hiéu chuan
dén cac gia tri thu dwoc tlr cac phwong phap tham chiéu.
ABX Difftrol dwgc chay trén dung cu theo cach twong tw
nhw véi mau mau clia bénh nhan (cac phép do dién tré
suét, do hap thu va quang phd trac quang).

Dic diém hiéu nang va cac han ché

Cac gia tri xét nghiém trung binh cla méi théng sé cla
ABX Difftrol thu duwgc tir xét nghiém I3p lai dwgc thyc
hién trén may phan tich da dwoc hiéu chuén bang cach st
dung mau toan phan. Cac xét nghiém duoc thuwc hién st
dung thuéc ther dwoc khuyén nghi bdi HORIBA Medical.
Cac gia tri thu dwoc voi ABX Difftrol (néu dwoc dung
trwéc ngay hét han s dung) phai ndm trong pham vi dw
kién. Cac pham vi dy kién sé Ia dai dién cla cac woc tinh
vé sy thay ddi gitra cac phong xét nghiém khac nhau déi
véi mdi thong sb. Sy thay ddi gitka cac phong xét nghiém
I& hau qua cla viéc hiéu chuan, bao tri va ky thuat van
hanh dung cu. Do dé, cac két qua tham chiéu chi I chi thi
cho muc dich kiém soat va khéng nén st dung cho viéc
hiéu chuén. it nhat 13 can c6 5 phan tich lién tiép, trén mot
may phan tich dwoc hiéu chuén dung cach dé xac dinh gia
tri trung binh va do 1&ch chuan cla xét nghiém ddi voi moi
théng sé ctia ABX Difftrol.

Xem phan Kha nang truy xuat chat hiéu chuan va chét déi
chieu.

Tinh toan va dién giai két qua

Tham khdo tai liéu hwong dan st dung dung cu vé quy
trinh kiém soat va dién giai két qua.

Thay déi vé quy trinh va hiéu suét

Hw héng bao bi

Trong treong hep bi hw hdng bao bi bao vé, khong st
dung ABX Difftrol néu cac hw hai cé th& c6 anh huéng
dén hiéu suét san pham.

DAu hiéu hw hai

Trong truong hop co bat ky dau hiéu hu hong vat Iy hodc
héa hoc (duc, thay ddi mau sic. v.v...), nén thay th& ABX
Difftrol.
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Pha tron khong ding

Pha tron 6ng khong hoan toan trudc khi s dung lam mét
hiéu lwc ca méu dwoc rat va phan con lai cia ABX
Difftrol trong Ong.

Gi&i han nhiét do

Khéng s dung ABX Difftrol néu da bj déng lanh ho&c
dworc gilr & nhiét do qua cao.

Trwéc khi st dung ABX Difftrol, phai chac chan réng né

da dat diéu kién nhiét d6 van hanh nhw da mé ta trong tai
liéu hwéng dan str dung dung cu nay.

Kiém soat chat lwong noi bo

ABX Difftrol phai duvoc si¥ dung dé dinh ky danh gia tinh
toan ven cuda thudc thtr va dung cu trong pham vi da xac
dinh.

HORIBA Medical dwa ra mét chwong trinh trwec tuyén so
sanh lién phong xét nghiém (QCP) cung cap sw truy cap
internet dé:

m G&i két qua kiém tra chat lwong noi bd truc tuyén.

m Theo dbi k&t qua phan tich va so sanh truc tiép voi
hang tram phong xét nghiém trén toan thé gidi.

m Co dugc bdo cdo théng k& nhém ngang hang theo thoi
gian thwe tir QCP

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

Kha nang truy xuét chét higu chuan va chat
doi chieu

Cac chat déi chiéu va chét hiéu chuin cia HORIBA
Medical c6 thé dwoc truy xudt theo phwong phap tham
chiéu chuén.

Cac may phan tich huyét hoc trong phong xét nghiém bao
dam chét lwgng dwoc hiéu chudn mau toan phan dén gia
tri thu dwoc bang cach s dung phwong phap tham chiéu
chudn sau day. Cac mau mau toan phan duoc lay tw
nhirng ngwdi cho binh thwong khde manh dwoc thu thap
trong 6ng chtra chat chéng dong EDTA va dwoc phan tich
trong vong 6 gi® sau khi thu thap.

Cac bach cau (WBC) va hong cau (RBC) duoc phan
tich trén moét dung cu may dém Coulter series Z*. T4t ca
céc sb lwong dwoc hiéu chinh vé sw tring hop.
Hemoglobin duwoc do bang cach s dung thuéc the
dwoc khuyén cao béi Vién Tiéu chuan Iam sang (Clinical
Standards Institute - CLSI) ddi véi phwong phap
hemoglobincyanid (cyanmethemoglobin) (4). Cac s doc
duwoc thue hién tai bwéc song 540 nm trong may do mau/
may quang phd tréc quang dwoc hiéu chinh theo khuyén
c4o clia CLSI H15-A3 va ICSH (Hoi ddng quéc té tiéu

chudn hoa trong huyét hoc - International Council for
Standardization in Haematology) (4).

Hematocrit (thé tich khdi hdng ciu) dwoc do bang cach
st dung éng microhematocrit thay tinh théng thwdng
(khéng dwoc bao béng thudc khang déng) ly tam trong 5
phut trong mgt may ly tdm microhematocrit theo tai liéu
CLSI H7-A3 (5). Khdong c¢6 chinh stra nao dwoc thirc hién
dbi v&i huyét twong dwoc git lai.

Tiéu cau dwoc xét nghiém bang cach st dung mot may
dém huyét cdu va kinh hién vi quang hoc twong
phan pha.

* Tét c& cac nhan hiéu va sén phdm la céc nhan hiéu hodc
nhan hiéu da dang ky cta cac céng ty twong tng.

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.

2. Council Directive (2000/54/EC). Official Journal of the
European Communities. No. L262 from October 17,
2000: 21-45.

3. Protection of Laboratory Workers From Occupationally
Acquired Infections; Approved Guideline - Third
Edition. CLSI (NCCLS), document M29-A3 (2005) 25
(10).

4. Reference and Selected Procedures for the
Quantitative Determination of Hemogloblin in Blood;
Approved Standard - Third Edition. CLSI (NCCLS),
document H15-A3 (2000) 20 (28).

5. Procedure for Determining Packed Cell Volume by
Microhematocrit Method; Approved Standard - Third
Edition. CLSI (NCCLS), document H7-A3 (2001) 20
(18).





