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Xdc dinh thai gian Prothrombin (PT)
IVD
Lo triv: 2 ~ 8°C

MUC PiCH SU DUNG

Canxi thromboplastin ¢¢ nhay cao dng dé xac dinh thoi gian Prothrombin
(PT), dé danh gia con duong déng mau ngoai sinh va theo dai liéu phép
chéng dong duong trong huyét trong ngudi.

NGUYEN LY PO

Dua trén thir nghiém cua A. Quick, xét nghiém do thoi gian troi qua tir hon
hop cua huyét twong véi Thromboplastin (mét chét chiét xuit mé giau yéu
t6 mo, phospholipid va canxi) cho dén khi hinh thanh cuc mau déng. Qué
trinh déng mau dwoc bit diu bang cach kich hoat FVII bai yéu té mé.

THANH PHAN
PT Thromboplastin ndo Tho, canxi clorua, chat ic ché heparin va
chat bao quan. Péng bang kho.

THAN TRONG VA CANH BAO:

- Tranh tiép xuc v6i da va mit. Mic quan 4o bao ho phu hop.

- Gia tri ISI dugc chi dinh cho timg 16 thudc thu 1a chung cho cac dung cu
quang. Hiéu chudn ISI cuc bd duge khuyén nghi caol.

- Mbi phong thir nghiém nén thiét 1ap gia tri tham chiéu cho timg 16 thudc
thur.

CHUAN BI

Hoa tan mdi lo thromboplastin v6i 4,0 mL (Ref. 1709222-1709224-
1709225) hodc 2 mL (Ref. 1709223) véi nuéc tinh khiét. Day nut lai va
tron nhe nhang. Trénh tao bot. Hiy dé lo dimg yén trong 15 phit & nhiét
d6 phong (aprox. 25°C). Tron nhe truée mdi 1an sir dung.

LUU TRU VA ON PINH

Khi chua mé nép hoa chit s& én dinh cho dén khi hét han ghi trén nhan khi
luu trit & nhiét do 2~8°C. Khi da hoa tan: 30 ngay ¢ 2 ~ 8° hoac 24 gio &
25°C. Khdng dugc déng bing hoa chat khi da hoa tan.

MAU

Huyét tuong tir tinh mach pha loang 1/10 trong dung dich trisodium citrate
3,8%.

Trdn ngay mau voi thudc chéng déng mau. Tranh tao bot mau.

Ly tdm mau ¢ 2500 vong trong 15 phat va chuyén huyét tvong vao mot
hop thiy tinh silicon hoic hdp nhyra. Mau én dinh trong 24 gio ¢ nhiét d6
phong (15-25°C). Khong luu trit mau & nhiét d6 2 ~ 8°C dé tranh anh
huéng yéu t VII.

QUY TRINH PO

Hoa chit c6 thé sir dung phuong phap bang tay, may ban tu dong, may tu
dong phuong phép do quang, bi.

1. Pem luong héa chit va miu cin du ding u & nhiét do 37°C trong thoi
gian khong qua 10 phat

2. Bit diu test PT bing céch tron 2 phan (200 pL) cua hoa chit véi 1 phin
(100 pL) huyét twong da u & trén. Tron mau va bat dau tinh thoi gian. Ghi
lai thoi gian khi héa chét dong hoan toan.

KETQUA ]
Két qua cd thé hién thi véi don vi la gidy, ty I PT (so véi gia tri chuan), %
hoe_}t tiph (% duoc tinh dua vao duong cong calib), hodc hé s6 chuan hoa
quoc te INR.
) ’ ISI

PT (sec)
PT referenc. (sec) |

INR =

ISI (Chi s6 D6 nhay Quéc té) rat cu thé va nd phu thudc vao hé thdng phét
hién cuc mau déng duoc st dung. Spinreact chi ra cho tung 16 ISI chung
dé phét hién cuc mau dong quang hoc.

KIEM SOAT CHAT LUQGNG

NG Ia thuan tién dé kiém tra plasmas kiém soét ciing véi cac mau. Néu céc gié tri
thu dwoc nam ngoai pham vi dung sai, thi phai kiém tra cac thudc thir va hé thong
kiém tra cuc méau dong.

REF: 1709101
REF: 1709104
REF: 1709106

Congulation Calibrator Plasma
Normal Control Plasma
Pathologic Control Plasma

Mai phong xét nghiém nén thiét 1ap ké hoach kiém soat chét luong riéng va phuong
an hiéu chinh néu gia tri kiém chuan khéng nam trong dai cho phép.

GIA TRI THAM KHAO

PT (giay) 11,1 ~ 14,3 gidy.

Gié trj nay chi cho muc dich tham khao, mdi phong xét nghiém nén thiét lap riéng
cho minh bang gia tri tham khao.

PAC TINH HIEU SUAT

P chinh xé&c: B chinh xac dugc nghién ciru véi BioBas1000 cua Spinreact st
dung hd boi plasma déng kho (murc 1) va bénh ly (mirc 2), trong 19 ngay (2 lan /
ngay) va bén Ian Izp lai trong mdi lin chay

Coeficient of Variation

Level n Mean Within-Run Between- Total
(secs.) R
un
1 12 13,8 1,6 % 0% 22 %
12 373 1,7 % 0% 25 %
Sensitivity:

Fll FV FVII FX
% PT % PT % PT Y% PT
(s) (s) (s) (s)
91 13,3 89 13,2 97 13,2 94 13,5
73 13,5 71 13,8 78 134 75 14,1
50 14,1 49 147 48 142 62 14,8
36 14,6 40 15,1 44 14,4 42 15,8
32 14,9 31 16,0 34 14,7 33 16,5

NHIEU KET QUA

Thuéc thir chira mot chat uc ché heparin cu thé. Nong d6 <1UI / mL khong anh
huéng dén két qua.

Loai bo miu tan huyét hodc dong tu. V6i méy phan tich BioBas1000, chét béo trung
tinh (Intralipid) khéng can thiép toi 300 mg / dL, hemoglobin khéng can thiép toi
100 mg / dL va bilirubin khéng can thiép téi 15 mg / dL.

Mot s6 loai thudc phé bién c6 thé anh huong dén két qua PT.

GHI CHU

1. T4t ca céc thiét bi phong thi nghiém phai sach s& va khong c6 mét lugng nho céc
chat tay rua.

2. Luén tudn theo huéng din cua nha san xuat thiét bi; két qua phai duoc xac nhan
boi phong thi nghiém tha nghiém

TAI LIEU THAM KHAO

1. Clinical and Laboratory Standards Institute (CLSI) H47: One-stage Prothrombin Time test
and Activated partial Thromboplastin Time test; approved guideline

2. Clinical and Laboratory Standards Institute (CLSI) H21: Collection, Transport, and
Processing of Blood Specimens for Testing Plasma-based Coagulation Assays and Molecular
Hemostasis Assays; approved guideline

3. Poller L. The Prothrombin Time. WHO/LAB/98.3. 1998.

PONG GOI
PACKAGING
Ref. 1709222 4x4mL
Ref. 1709223 - 10 x 2 mL
Ref. 1709224 10 x4 mL
Ref. 1709225 6x4mL

BSIS02-E  Ed.02/2007

HNREACT,S.A.U. Ctra.Santa Coloma, 7 E-17176 SANT ESTEVE DE BAS (Gl) SPAIN

‘fsll?:l G Tel. +34 972 69 08 00 Fax +34 972 69 00 99. e-mail: spinreacti@spinreact.com
bkm'f






