New Method
with Caolin

Pinh lweng Fibrinogen trong IVD
Lueu trir: 2 ~ 8°C

NGUYEN LY PO _

Fibrinogen xuét hién khi ndng do thrombin du thira, thay ddi thanh Fibrin.
Thoi gian cho sy hinh thanh cuc mau déng trong huyét tuong pha loang ti
18 nghich vai ndng d6 fibrinogen trong mau.

Thi nghiém dong mau thoi gian déng mau thrombin dugc dua trén phuong
phép ban ddu dugc mé ta boi Clauss. Khi cé ndng do thrombin cao, thoi
gian can thiét dé tao thanh cuc mau déng trong huyét twong pha lodng ti 1&
nghich véi ndng d6 fibrinogen.

DAUHIEU LAM SANG

Fibrinogen (Factor I), protein téng hop bai gan, Ia chat dugc sir dung trong
méu dé tao thanh cuc mau dong. Sy x4c dinh cua né dwoc sir dung dé danh
gid mau dong mau bét thuong. Tang mirc d6 Fibrinogen dugc thiy trong
céc chung viém cép tinh va trong thai ky; cac gia tri thip dwoc quan sat
thiy trong liéu phap trombolitic, trong bénh gan, trong fibrinogen khong
fibrinogen bam sinh, trong DIC (déng mau lan téa lan truyén) va trong
viém tuy (gié tri thip).

Chén doan 1dm sang khong nén duoc thuc hién trén mot két qua thir nghiém
don 1&; nd nén két hop cac dit liéu 1am sang va cac dit liéu phong thi nghiém
khéac.

HOA CHAT
R1 Bovine thrombin = 100 NIH u /mL
R2 Imidazole Buffer
R3 Caolin Solution
COAGULATION CAL REF: 1709101
Optional CONTROL NORMAL REF: 1709104
CONTROL PATHOLOGIC REF: 1709106
CHUAN BI

R1: Pha véi 2 ml nuée cit. Tron déu. Do 6n dinh 7 ngay khi luu trit &
2~8°C hoic 1 thang & -20°C. Khéng duogc ra déng nhiéu lan.

R2: Trén déu trude khi ding.

R3: Sin sang sir dung.

NGUON GOC
The Coagulation Calibrator is traceable for Fibrinogen to the WHO
standard, 2nd International Standard for Fibrinogen, plasma (98/612).

LUU TRU VA ON PINH

Khi chua mo nép, hoa chit s& dugc sir dung dén hét han st dung khi luu
trlr & nhiét 46 2~8°C. Trong khi str dung, tranh tiép xuc truc tiép vGi anh
sang va gy nhiém.

Khéng sir dung hoa chét da hét han sir dung.

Déu hi¢u nhén biét héa chét hu:
- Xuét hién hat va duc

- Gia tri QC khong dat

- Mau thay d6i

THIET BI YEU CAU
- May ddng mdu hogc ddng h dinh thoi va bd 1 37°C £ 0,5°C.
- Thiét bi yéu cu phong xét nghiém

MAU
- Huyét twong: On dinh 4 ngay & nhiét d6 phong hodc 28 ngay khi luu trix
& -20°C.

CHUY

1. Tét ca céc thiét bi phong thi nghiém phai sach s& va khong c6 lugng chét
téy rira.

2. Luén ludn lam theo chi dan ciia nha san xuét dung cy; két qua phai dwoc
phong thi nghiém kiém tra

QUY TRINH PO

Hda chat c6 thé sir dung phuong phap bang tay, may ban ty dong, méy tu
dong phuong phap do quang, bi.

1. Pha lodng huyét twong va Control véi dung dich dém Imidazole theo ty
16 1/10 (50 pL huyét trong + 450 pL Imidazole).

Mau khi d4 pha loang phai dugc xu ly trong 1 gio.

2. Chuén bi pha lodng mau Calibrator v6i Inmidazole nhur sau:

Cce€ FIBRINOGEN
Fibrinogen
Clauss method
"Calibrator Dilution 180 | 130 120 | 110 | s
IMIDAZOLE BUFFER
mL 3.9 2.9 1.9 0.9 0.4
COAGULATION  GAL
(mL) 0.1 0.1 0.1 0.1 0.1
Factor 10/40 | 10/30° | 10207 | 10r10* | 10050
Concentration (mg/dL) 0.25" xc | 0.33" xc | 05" xc| 1"xc | 2" xc

c: Nong d6 calib
3. Thém vao 20 uL R3 vao mdi lo pha lodng trén, va cho phép phan ing & 37°C
trong 4 ~ 6 phat.
4. Thém vao 0,1 mL R1 va xéc dinh thoi gian dong mau. Khong duoc lam 4m R1.

TINH TOAN

Két qua duoc tinh toan dua vao ducmg cong calib. Bén dudi la két qua calib (Chi
cho Lot héa chat nay) vi mi Lot va mdi ndng do Calib khac nhau thi gié tri s& khac
nhau:

Time (s) Concentration (mg/dL) Concentration (g/L)
18.1 608 6.08
26.4 304 3.04
496 152 1.52
847 76 0.76
153 38 0.38

KIEM SOAT CHAT LUQNG

Huyét twong méu chuin dugc khuyén céo theo ddi hiéu suit cua xét nghigm:
SPINTROL H Normal va Pathologlc (Ref. 1709104 va 1709106).

Néu gia tri kiém chuin ndm ngoai dai cho phép, kiém tra lai thiét bi, héa chét, va
chét hiéu chuén.

M3i phong xét nghiém nén thiét 1ap ké hoach kiém soat chit luong riéng va phuong
an hiéu chinh néu gia tri kiém chuan khong niam trong dai cho phép.

GIA TRI THAM KHAO

200 ~ 400 mg/dL (2,00 ~ 4,00 g/L)

Gi4 tri nay chi cho muc dich tham khao, m&i phong xét nghiém nén thiét lap riéng
cho minh bang gia tri tham khao.

PAC TINH HIEU SUAT
Do chinh xac:

Inter-assay (n=30)
Mean (U/L) 144 | 294 | 488
CV (%) 59 | 34 | 29

Tinh chinh xac: Cac két qua thu duoc tir thudc thir SPINREACT khang cho thiy
su khac biét cé hé thong khi so sanh véi thuoc thir thuong mai khac.

NHIEU KET QUA

b3 duoc quan sat thay sur nhiéu loan trong cac mau c6 su suy giam flbrlnogen Céc
phan ting viém cép tmh ¢6 thé 1am ting luu hanh fibrinogen. Sy tan m& co thé gay
ra su kich hoat cac yeu t6 dong mau va sy can thiép phat hi¢n cac diém cubi. Nong
d6 paraprotein cao, va cac thudc kich hoat hé thdng tiéu soi c6 thé gay can tro viéc
xét nghiém fibrinogen. Mot danh sach thubc va cac chit gay nghién khéc véi quyét
tam da duoc bao cao.
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PONG GOI
Cont. R1: Bx2mL
Ref: 1709211 R2: 1x 100 mL
R3 1x35mL
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