HUONG DAN SU DUNG

H-FABP
(Tén trén vo hop- Heart-type Fatty Acid -Binding Protein)

Mi code san phim: FB 4025
Pong géi: R1. Buffer 1x 19 ml
R2. Antibody-latex Reagent 1 x 7 ml

MUC PiCH SUDUNG ‘ , ,
bé xéc dinh dinh lugng trong 6ng nghiém nong d0 H-FABP trong huyét thanh hodc huyét tuong.

Y NGHIA LAM SANG

Protein loai lién két v6i axit béo (H-FABP) 1a mot loai protein t& bao chét cé trong lugng phan tur thap
(15kD) c6 lién quan dén su hap thu ndi bao va dém céc axit béo tu do trong co tim6. Su két hop giira trong
luong phan tir thip va vi tri t& bao chat ctia nd cho phép H-FABP tr¢ thanh mét dau hiéu tang som rat
nhay cam ctia hoi chimg mach vanh cip tinh, ¢ thé phat hién sém nhat 1a 30 phut sau khi xuat hién dot
thiéu méau cuc bo7. N@)ng do H-FABP dat cuc dai vao khoang 6-8 gid va tro lai binh thuong trong khoang
24-30 gid8. Mic du H-FABP c6 dong luc giai phong twong tu nhu Myoglobin, nhung né dic biét gip
khoang 15-20 14n tim, do d6 1am cho né tré thanh mot dau hiéu hiéu qua hon cua tén thuong co tim9.

St dung két hop H-FABP va Troponin di duoc chirg minh 14 cai thién dang ké d6 nhay chan doan d6i
v6i MI / ACS trong nhiing gio dau sau khi khai phat tridu chimg (tai budi thuyét trinh, 10 <4 gio11 hodc
<6 gi612) so voi chi sir dung Troponin. V& mit tién luong, mot s6 thu nghiém 16n da minh hoa gia tri ctia
H-FABP trong viéc phan ting nguy co ACS dai han ¢ ca bénh nhan duong tinh véi Troponin va
Troponinl3,14,15. H-FABP ciing da duoc ching minh 14 phu gia ting dan ddi v6i Troponin, vé mat chan
doan va tién luong, ngay ca khi sir dung xét nghiém Troponin c¢6 dd nhay cao dugc st dungl0, 16.

Ngoai ACS, H-FABP di duoc tim thiy 1a hitu ich 14m sang trong mot loat cic (mg dung khéc, ching han
nhu thuyén tic phdi (PE) 17, phiu thuat bac cdu dong mach vanh (CABG) 18 va bénh mach mau néo19.

NGUYEN LY

Mau dugc phan tng v&i chat dém va mu phii chdng H-FABP. Sy hinh thanh phue hop khang thé- khang
nguyén trong qua trinh phan tmg dan dén su gia ting 46 duc, mirc do duoc do bang lugng anh sang hép
thu & 700nm. Bang cach xay dung mot duong cong ti€u chuan tir d6 hap thy cua cac tiéu chuan, ndng do
H -FABP trong miu c6 thé dugc xéac dinh.

THU THAP MAU VA CHUAN BI

Huyét thanh, huyét twong chéng dong Lithium Heparin va K2EDTA ¢6 thé dugc sir dung. Cac quy trinh
thong thuong dé thu thap va luu trit huyét thanh co thé dugc sir dung cho cac miu duge phan tich bing
phuong phap nay. Néu khong duge phan tich ngay lap tirc, huyét thanh nén duoc luu trir ¢ -20 C.

Bénh nhédn da nhan duoc cac ché phdm cua khang thé don dong chudt dé chan doan hodc diéu tri ¢ thé
chira chat chong chudt & nguoi (HAMA). Cac miu tir nhitng bénh nhan nay c6 thé cho thay két qua sai khi
thir nghiém véi bd xét nghiém sir dung khang thé don dong cta chudt. Do d6, két qua nén duoc giai thich
than trong cho nhitng bénh nhan nhu vay20,21,22.

THANH PHAN THUOC THU
Noi dung Nong do xét nghiém
R1
Buffer
Sodium Azide <0.1% w/v
R2

Antibody-latex Reagent
Mouse monoclonal anti-H-FABP antibodies
Sodium Azide <0.1% w/v




CANH BAO AN TOAN

Chi dung trong chan doan in vitro. Khong pipet bang miéng. Thuc hién cac bién phép phong ngira binh
thuong can thiét dé xir 1y thude thir trong phong xét nghiém.

Dung dich R1 va R2 chira Natri Azide. Tranh an hodc tlep xuc voi da hodc niém mac. Trong truong hop
t1ep xuc voi da, rira sach khu vuc bi anh huong voi nhiéu nudc. Trong truong hop tiép xic véi mat hodc
néu nudt phai, hiy tim kiém su cham soc y té ngay lap tirc.

Natri Azide phan (mg v&i chi va 6ng nudc bang dong, tao thanh cac azide c6 kha niang gay no. Khi thai bo
cac thude thir nhu vay, xa véi mot luong nude 16n dé ngan chian azide tich tu. Bé mat kim loai tiép xuc nén
dugc 1am sach bang natri hydroxit 10%.

T cong bd dir lidu an toan c¢é san theo yéu cau.

Vui long vut bd tat ca cac vat liéu sinh hoc va héa hoc theo hudng dan cua dia phuong.

Cic thudc thir phai dugc sir dung chi cho muc dich cia nhén vién phong xét nghiém c6 trinh d phu
hgp, trong dieu kién phong xét nghiém thich hgp

ON PINH VA CHUAN BI THUOC THU

R1. Buffer ,

san sang dé st dung. On dinh dén ngay hét han khi dugc Iuu trir & +2 dén +8 C.
R2. Antibody-latex Reagent

san sang dé s dung. On dinh dén ngay hét han khi dugc luu trit & +2 dén +8 C
KHONG LAM DONG LANH HOA CHAT

VAT LIEU CUNG CAP
Buffer
Antibody-latex Reagent

VAT LIEU YEU CAU NHUNG KHONG CUNG CAP
Randox H-FABP Control Level 1 (Cat. No. FB 4026) Randox H-FABP Control Level 2 (Cat. No. FB
4027) Randox H-FABP Calibrator Series (Cat. No. FB 3134) RX series Saline (Cat. No. SA 3854)

QUY TRINH

A4

R1 160 pl + sample 8 pl

A 4

Incubation 5 minutes

R2 40 pl

A A

Incubation 12 — 40 seconds (optimum)

Read Absorbance Al >

v
Incubation 5 minutes after R2 addition Read Absorbance A2

H-FABP result reported

Randox HFABP nén duoc chay riéng ré hodc tach biét voi cac xét nghiém do mién dich khac trong thir tur
kiém tra phan tich.

HIEU CHUAN , q 7 q 5 ,
Randox H-FABP Calibrator Series dugc khuyén nghi gé hiéu chuén. Hiéu chuan da diém dugc khuyén
nghi khi thay d6i1 16 hodc dugc chi dinh bdi quy trinh ki€ém soat chat lugng.

NOQI KIEM TRA CHAT LUQNG

Randox H-FABP Controls, muc 1 va muce 2, duge khuyen nghi dé kiém chuén chat lugng hang ngay. Hai
cap do kiém chuan nén dugc xét nghiém it nhat mot lan mot ngay. Cac gia tri thu duoc _phai nam trong
mot pham vi duge an dinh. Néu cac gia tri ndy nim ngoai pham vi va 1ap lai khong bao gom 151, can thuc
hién cac budc sau:



1. Kiém tra cai dat thiét bi va ngudn sang.
2. Kiém tra d¢ sach cua tat ca cac thiét bi dang st dung.

3. Kiém tra nudc. Chat gay 6 nhidm, tirc 1a sy phat trién cta vi khuan, c6 thé dong gop vao két qua khong

chinh xac.
4. Kiém tra nhiét d phan ung.

5. Kiém tra han sir dung cua kit va ndi dung.

6. Lién hé Phong xét nghiém Dich vu Ky thuat Khach hang cua Randox, Bic Ireland +44 (0) 28 9445

1070.

Céc yéu cau kiém chuan chit luong phai dugc x4c dinh phu hop véi cac quy dinh ciia chinh phi hodc céc

yéu cau cong nhén.

YEU TO CAN TRO

Céc chat phan tich dudi ddy da duoc kiém tra dén cac murc sau ddy va thay rang khong can thiép vao nong

d6 H-FABP khoang 6 ng / ml va 40 ng / ml.

6 ng/ml
Haemoglobin 750 mg/dl
Free Bilirubin 60 mg/dl
Conjugate
Bilirubin 60 mg/dl
Triglycerides 500 mg/dl
Rheumatoid Factor 500 mg/dl

GIA TRI MONG DQI

Huyét thanh nguoi tir 250 nguoi hién duong nhu binh thuong, tudi tir 18-85, tudi trung binh 38 (131 nam
va 119 nir) dugc do trén ADVIA 1650 va phan phoi sau day thu duoc:

40 ng/ml
1000
mg/dl

60 mg/dl

60 mg/dl
1000
mg/dl
1000
mg/dl

O5th
[Patient category [Percentile 09th Percentile
[Normal 3.55ng/ml  6.32 ng/ml

chi xem xét cac gia tri nay nhu hudng dan. Mdi phong xét nghiém nén thiét 1ap pham vi tham chiéu riéng

cua ho.

PAC PIEM HIEU SUAT PAC HIEU

Céc dic tinh hiéu suit sau ddy thu duoc bang cach str dung may phén tich ADVIA 1650.

KHOANG PHAN TICH

Pham vi cua xét nghiém nay la khoang 0,747 - 120 ng / ml.
Céc gia tri nay phu thudc vao rat nhidu gia tri cu thé cia bo hiéu chudn duoc st dung.

PO CHINH XAC
Intra Assay

Level 1
Mean (ng/ml) 547
SD 0.20
CV (%) 3.69
n 120
Total

Level 1
Mean (ng/ml) 5.47
SD 0.38
CV (%) 6.85
n 120

Level 2 Level 3

40.9 86.0
0.48 0.87
1.17 1.01
120 120

Level 2 Level 3

40.9 86.0
1.00 2.04
243 2.37

120 120



PO NHAY

Gi61 han dinh lugng (LoQ) va Gi6i han tréng (LoB) dugc xac dinh phu hop véi huong dan CLSI EP17-A.
LoQ 12 ndng do nho nhét c6 the duge phat hién mdt cach dang tin cdy. LoB 1a nong do cao nhit c6 kha
nang dugc quan sat trong mot mau trang

Limit of Blank (ng/ml) 0.747
Limit of Quantitation (ng/ml) 3.49
CHUYEN NGHIEP

Tac dung vuot qua khang nguyén khong duoc ghi nhan cho dén khi mic H-FABP dat t6i mirc 6400 ng /
ml.

TUONG QUAN

Phuong phép nay (Y) dugc so sanh v6i mot phuong phap (X) khac va phuong trinh hdi quy Passing-
Bablok sau day thu dugc:

Y=135X+0,284

va hé s tuong quan lar=0,971

355 mau bénh nhan dugc phén tich trong khoang 0,32 dén 88,59 ng / ml.

Pé biét thong tin chi tiét vé san pham va duwoc tro givip, xin lién hé voi nha phan phéi cia hang tai Viét
Nam:

Cong ty Cé phin Gidi phdp Y té GS

Dién thoai: 024.35772266

Email: gsmed.trang@gmail.com



