SPINREACT

Xdc dinh ham lweng cia Bilirubin Direct - IVD
Luu trit & 2°C-8°C.

NGUYEN LY PHUONG PHAP PO

Bilirubin truc tiép (conjugated) két hop véi chit phan ing diazo véi sy c6
mit cua axit sulfamin dé tao thanh azobilirubin. Cudng d6 mau duoc
hinh thanh ti 1& v&i ndng d6 bilirubin trong miu dwoc kiém tra. Sy ting
hip thu ¢ 546 nm ty 1& thuan vai ndng do bilirubin tryc tiép.

Y NGHIA LAM SANG

Bilirubin hinh thanh 1a do sy suy thoai cia hemoglobin va tdn tai trong
hai hinh thic. Bilirubin khéng lién két dugc van chuyén dén gan bi rang
bqéc bdi albumin, noi nd trg thanh lién hop vai acid glucuronic va bai
tict ra.

Tang bilirubin mau 1a két qua cua sy gia ting bilirubin trong huyét trong.
Nguyén nhan c6 thé: Bilirubin toan phén: ting phan huy mau, di truyén,
vang da tré so sinh, erythropoiesis khong hi¢u qua va sy hién dién cua
thuéc. Bilirubin truc tiép: & mat & gan, di truyén, tén thuong té bao té
bao.

Chén doén 1am sang khong nén duoc thyc hién dya trén mot két qua thi
nghiém don 1¢; né nén két hop céc dit liéu 1am sang va cac dir liéu phong
thi nghiém khéac.

HOA CHAT
R1 Sulfamic acid 100 mM
R2 2,4-DPD 0,5 mM
Hydrochloric acid (HCI) 0,3M

THAN TRONG

R1: H314 - Kich tng hodc an mon da. / R2: H290- An mon kim loai.
H335 - C6 thé gay kich ung hd hap. H314 - Kich ing hodc in mon da.
R2: chira HCI va 2,4-DPD.

Thyc hién theo cac huéng din vé an toan trong MSDS va nhan san pham.

CHUAN BI
Hoba chat san sang st dung.

LUU TRU & ON PINH

Tt ca cac thanh phén cta bo héa chét én dinh cho dén ngay hét han sir
dung ghi trén nhan khi dugc Iuu trit chit chg, kin & 2°C-8°C, bao vé tranh
4nh sang va ngan chin nhiém bén trong qua trinh st dung.

Khong sir dung hoa chat da hét han sir dung.

Céc diu hiéu héa chét bi hw héng:

- Xuét hién cac hat i ti va duc.

THIET BI PHU TRQ
- May sir]h héa tu dong BS120, BS200, SPIN 200E
- C4c thiet bi phong xét nghiém thudng quy khac

MAU PO

- Mau huyét thanh hoic huyét trong khong tan huyét. Tranh tiép xtc truc
tiép véi anh sang.

- Bilirubin Total én dinh 4 ngay 2°C-8°C hoic 2 thang & -20°C.

GIA TRI THAM KHAO

Bilirubin Direct 0~05mg/dL (0 ~ 8,6 umol/L)

Nhiing gia tri nay cho myc dich tham khao; mdi phong thi nghiém nén
thiét 1ap pham vi tham chiéu riéng caa minh.

KIEM SOAT CHAT LUQNG

Huyét thanh mau chuin duoc khuyén céo theo ddi hiéu sudt cua xét
nghiém: SPINTROL H Normal va Pathologic (Ref. 1002120 va
1002210). Néu gia tri kiém chuén nim ngoai dai cho phép, kiém tra lai
thiét bi, hoa cht, va chat hiéu chuén.

M3i phong xét nghiém nén thiét 1ap ké hoach kiém soét chat luong riéng
va phuong 4n hiéu chinh néu gia tri kiém chuén khéng nam trong dai cho
phép.

BILIRUBIN D- DPD

ce

Direct Bilirubin
DPD. Colorimetric

CAI PAT TREN MAY BS120, BS200, SPIN 200E

PARAMETERS

Test BILID R1 240/ 240
N2 = R2 60/ 60
Full Name BILIRUBIN D Sample volume 15/ 15

Standard N¢ R1 Blank

Reac. Type Endpoint / Endpaint  Mixed Rgt Blank

Pri. Wavelength 546 / 546 Linearity Range  0.01 mg/dL 9.00 mg/dL
Sec. Wavelength Linearity Limit *
Direction Increase [ Increase  Substrate Limit *

Reac. Time -1.17/-1.17 Factor =

Incuba. Time Prozone check *

Units mg/dL / mg/dL ql q2

Precision 0.01/0.01 Q3 g4

PC Abs

CALIBRATION (Cal + Rgt Blk)

Rule One-point Linear / Two-point Linear
Sensitivity 1/1
Replicates 2/2
Interval (days) o/0

Difference Limit
sD

Blank Response
Error Limit

Correlation Coefficient

Viéc hiéu chuan 1a én dinh cho dén 7 ngay. Sau khoang thoi gian nay viéc hiéu
chuén phai duoc thuc hién mot I1an nita dé cho két qua én dinh.

PAC PIEM THUC HIEN ) )

Pham vi do: T giéi han phat hién 0,03 mg/dL dén giGi han tuyén tinh 12 9
mg/dL.

Néu két qua thu duoc Ién hon gioi han tuyén tinh, pha lodng 1/2 mau véi NaCl
9 g/L va nhan két qua bang 2.

P chinh xac:

Inter assay (n=40) Intra assay (n= 80)
Mean (mg/dL) 0,7458 2,444 0,7458 2.444
SD 0,05868 0,0550 0,0276 0,024

CV (%) 79 22 3.7 1,0

Do nhay: 1 mg/dL = 0,040 Abs

Dj chinh xac: Két qua thu duoc sir dung cc chat phan ing SPINREACT (y)
khéng cho thdy sy khéc biét cd hé thdng khi so sanh véi céc thudc thir thuong
mai khac (x) trén méay phan tich Spintech 240. Céc két qua thu dugc bang cach
st dung 53 miu tir 0,06 ~ 9 mg/dL (1,02 dén 153,9 pmol/l) la:

Hé sb twong quan (r): 0,9986

Phuong trinh hdi qui: y = 1,0056 x - 0,1046

Két qua cua céc dac tinh hiéu ning phu thudc vio méy phan tich dugc st dung
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PONG GOl
R1: 5x25mL
R2 1x32mL

| Cont. |
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