HUONG DAN SU DUNG

TxBcardio

Mai code san pham: TBX 2759

Dong goi:

R1.  Antibody Reagent I x9ml

R2.  11dhTxB2 -latex Reagent 1x4.7 ml

MUC PiCH SU DUNG i .
B¢ xét nghiém TxBCardio ™ la mdt xét nghiém immunoturbidimetric dinh luong (ITA) dé xac dinh nong d¢ 11-Dehydro Thromboxane
B2 (11dhTxB2) trong nudc tiu cliia ngudi, gitip xac dinh phan tmg cua tiéu cdu voi Acetylsalicylic.

BOQ PHU TRQ
Randox Creatinine kit

Y NGHIA LAM SANG , o

Ti€u cau dugc kich hoat va tong hgp dong mdt vai tro quan trong trong co ché bénh sinh ctia bénh tim mach. Céc tiéu cau dugc kich hoat
tao ra Thromboxane A2 (TxA2), mot chit co mach manh va gdy cam Uung Két tap tiéu clu (1-2). TxA2 duoc tao ra bdi Thromboxane
synthase tir cdc phén tir c6 ngudn gdc tir axit arachidonic boi cyclooxygenase-1 (COX-1) (1,3). TXA2 ¢6 thoi gian ban hiy ngin trong
huyét twong va nhanh chéng bi thuy phén thanh Thromboxane B2 (TxB2). TxB2, lan luot, dugc chuyén hoéa thanh 11-Dehydro
Thromboxane B2 (11dhTxB2), [1-Dehydro 2,3 dinor Thromboxane B2 (11dh2,3DTxB2, mét dang rut gon cta 11dhTxB2) than. (4-7) Do
d6, 11dhTxB2 12 mot chét chuyén héa 6n dinh ciia TxA2 va 1a mot chi sd in vivo cta hoat dong tidu cau.

Acetylsalicylic acid (ASA) dé dugc biét dén trong nhiéu ndm qua c6 hoat tinh chéng tiéu ciu.8 Churc ning ASA béang cach acetyl hoa va
trc ché khong thé dao nguge COX-1, do d6 trc ché san xuit TxA2 va cac chit chuyén hoa cia n6.9-11 ASA lidu thip hon 95% hoat tinh
COX -1 cua tiéu ciu.12-13 Viée do cac chit chuyén héa 8n dinh cta TxA2, chéng han nhu 11dhTxB2 trong nudc tiéu, 12 mot phuong
phap dinh luong san xuit TxA2 trong vivo va do d6 14 cach truc tiép dé phén tich hidu qua sau khi udng ASA.7, 14-16 Thir nghiém
TxBCardio ™ c6 thé xac dinh xem ASA do mdt c4 nhan n vao c6 tc ché hoat dong cyclooxygenase hay khong thong qua phép do
11dhTxB2. ASA c6 sén du6i nhidu tén thuong hiu va / hodc du6i nhidu hinh thirc khac nhau, bao gdm ca Bayer Aspirin®.

NGUYEN TAC ) ) 7
Xét nghiém Randox TxBCardio ™ Ia xét nghiém tang cuong mien dich ting cuong latex. N6 dya trén nguyén tac do luong su thay doi
trong 4nh sang tan xa. Cac hat latex duoc pha 11dhTxB2, véi su ¢6 mit cia dung dich khang thé chéng 11dhTxB2, nhanh chong két tu.
Khi mét miu chira 11dhTxB2 dugc dwa vao, phan tng ngung két bi trc ché mot phin, 1am cham qua trinh ngung két. Téc do ngung két
phu thudc nguoc vao ndng do 11dhTxB2 trong miu. Sy thay ddi anh sang tan xa dugc do biang sy thay déi d hép thu ¢ 700nm. Bing
cach xay dung mot duong cong ti€u chuén tir do hép thu ctia céc tiéu chudn, néng d6 11dhTxB2 trong miu c6 thé dugc xéc dinh. Su thay
ddi do hap thu thuc té ty 18 nghich véi ndng dé 11dhTxB2 trong miu.

LAY MAU VA CHUAN BI

Nude tiéu ngudi 1a ma tran miu duge dé nghi. Cac miu méi thu thap phai duoc 1am lanh va phén tich trong vong 48 gid. Cac miu khong
dugc phén tich trong vong 48 gid nén dugc dong lanh & -20 © C hodc thip hon cho dén khi st dung.

Céac miu twoi va tan bang phai dugc xody / tron déu va ly tim & 1000 x g trong 15 phiit trude khi sir dung.

Dé phan tich 11dhTxB2, miu nudc tiéu phai duoc pha lodng 1: 2,5 1an bang cach pha lodng miu (1 phan nude tiéu + 1,5 phdn miu pha
loding) @ trong tbi thiéu 2 gidr & +20 dén +26 C trudc khi phan tich.

Céac miu co ndng do 11dhTxB2 16n hon so v&i miu hidu chudn hang dau nén dugc pha lodng thém 1 + 1 vai chét pha loing miu va sau
d6 kiém tra lai.

Diéu kién bao quan va chuén bj miu dé do creatinine c6 thé khac nhau va nén duoc giai quyét bang phuong phéap thir nghiém creatinine
trong phong thi nghiém, nhung mdi mau phai duge thir nghiém cho ca creatinine va 11dhTxB2 dé c6 két qua chinh xéc.

THANH PHAN THUOC THU

Noi dung Ndng d¢ trong xét nghié¢m

R1. Thubc thir khing thé
Khang thé chudt don dong khang 11dhTxB2
Sodium Azide <0.1% w/v

R2. Thubc thi 11dhTxB2-latex
Céc vi hat phu 11dhTxB2
Sodium Azide <0.1% w/v

THAN TRONG VA CANH BAO AN TOAN o ,
Chi dung trong chan doan in vitro. Khéng pipet bang miéng. Thuc hién cac bi¢n phap phong ngtra binh thuong can thiét d¢ xir Iy thuoc
thtr trong phong thi nghiém.

Dung dich R1 va R2 chira Natri Azide. Tranh an hodc tiép xUc véi da hodc niém mac. Trong trudong hop tiép xuc voi da, rira sach khu
vice bi dnh huéng véi nhidu nudce. Trong trudng hop tiép xuc v6i mat hodc néu nubt phai, hiy tim kiém sy chim soc y té ngay 1ap tirc.



Natri Azide phan tmg véi chi va dng nudc bang dong, tao thanh cic azide co kha ning gay nd. Khi xir Iy cac thudc thir nhu vay xa véi
mot lugng nude 16n dé ngén chan azide tich tu. B& mit kim loai tiép xuc nén dugc lam sach bﬁng natri hydroxit 10%.

Béng dit liéu vé strc khoe va an toan co sin theo yéu cau.

Vui long vt bo tAt ca céc vat liéu sinh hoc va hoa hoc theo huéng dan cta dia phuong.

Cic thudc thir phii dwge sir dung chi cho muc dich ciia nhin vién phong thi nghi¢m c6 trinh d9 phi hep, trong diéu ki¢n phong
thi nghiém thich hop.

PO ON PINH VA CHUAN BI THUOC THU'

R1. Thubc thir khang thé 5 ) ) ) ,
Noi dung cung cap di sin sang dé sir dung. On dinh dén ngay hét han khi duoc luu trit tai +2 den +8 °C.

R2. Thudc thir 11dhTxB2-latex
Nbi dung cung cip da sin sang dé str dung. On dinh dén ngay hét han khi dugc luu trit tai +2 dén +8 °C.

KHONG PONG BANG THUOC THU.

VAT LIEU CUNG CAP
R1 = Thuoc thtr khang thé
R2 = Thudc thir 11dhTxB2-latex

VAT LIEU YEU CAU NHUNG KHONG CUNG CAP
Randox TxBCardio™ Control Level 1  (Cat. No. TBX 5125)

Randox TxBCardio™ Control Level 2 (Cat. No. TBX 5126)
Randox TxBCardio™ Control Level 3  (Cat. No. TBX 5127)
Randox TxBCardio™ Calibrator Series (Cat. No. TBX 3132)
Randox TxBCardio™ Sample Diluent (Cat. No. TBX 2814)
Randox Creatinine kit (Cat. No. CR 8316)

THU TUC
R1 120 pl + mau 24 pl >
U 5 phit
R2 40 pl >
U 45 giay (t6i uu)
Poc do hip thy A »
U 5 phiit sau khi b sung R2
Poc do hap thu Ao ’v
Béo céo két qua TxBCardio™
HIEU CHUAN

Dong hiéu chuén Randox TxBCardio ™ duoc khuyén nghi dé hiéu chuin. Hiéu chuin da diém dwoc khuyén nghi khi thay déi 16 hoic
dugc chi dinh béi quy trinh kidm soat chat lugng.

KIEMTRACHATLUGNG o o
bicu khién Randox TxBCardio ™, Cap 1, Cap 2 va Cap 3, dugc khuyén nghi dé kiém soat chat luong hang ngay. Hai cap d¢ kiém soat
nén dugc thir nghiém it nhat mot 1an mot ngay. Cac gia tri thu dugc phai nim trong mot pham vi dugc chi dinh. Néu cac gia tri nay nim
ngoai pham vi va lip lai loai trir 181, cAn thyc hién cac bude sau:

1. Kiém tra cai dat may xét nghiém va ngudn sang.

2. Kiém tra do sach cta tit ca céac thiét bi dang su dung.

3. Kiém tra nudc. Chét gay 6 nhidm, tirc 1a sy phat trién cta vi khuén c6 thé anh huong dén d6 chinh xac cua xét nghiém.

4. Kiém tra nhiét d6 phan tmg.

5. Kiém tra han st dung cua hoa chét va QC.

6. Lién hé Phong thi nghiém Dich vu K thuét ciia Khach hang Randox, Bic Ireland +44 (0) 28 9445 1070.

Céc yéu ciu kiém sodt chét lrgng phai dwgc x4c dinh phi hop véi cac quy dinh ciia chinh phi hodc cac yéu ciu cong nhan.

KET QUA MAU BENH NHAN , , ‘ ,
Binh thuong hoa két qua bénh nhan bang cach ket hgp mitc do creatinine. Chia két qua 11dhTxB2 (tinh bang pg / ml) cho két qua
creatinine cho miu bénh nhén (tinh bing mg / dl) va nhén v&i 100. Két qua bénh nhén c6 thé dwoc béo cdo 1a pg 11dhTxB2 / mg
creatinine.

GIAI THICH KET QUA X 7 ﬂ o
< Két qua mau dua trén mirc d6 11-Dehydro Thromboxane B2 dugc do trong mau nudce ti€u, duge chuan hoéa bang nong do
creatinine trong nudc tiéu trong cling mot mau va duoc béo cao véi sb luong pg / mg. Giai thich két qua dua trén phan gidi han



duoc chi dinh sau:

<> 1500 pg / mg Mirc binh thudng cua 11-Dehydro Thromboxane B2 cho thiy thiéu hiéu img ASA.
< 1500 pg / mg Mtrc binh thuong cia 11-Dehydro Thromboxane B2 cho thy hiéu ing ASA.

PAC PIEM THUC HIEN CU THE
Céc dac tinh hi¢u suat sau day thu dugc bang may phan tich Advia 1650.

CAN TRO

Nuwéc tiéu c6 ndng dé Thromboxane 500 pg / ml.

Can thiép Thir nghiém Su cén tré
D9 tap trung

Haemoglobin *Interferes

Total Bilirubin *Interferes

Direct Bilirubin 30 mg/dl No Interference
Acetaminophen 200 mg/dl No Interference
Acetylsalicyclic Acid 200 mg/dl No Interference
Ascorbic acid 200 mg/dl No Interference
Boric Acid 1000 mg/dl No Interference
Caffeine 200 mg/dl No Interference
Creatinine 1000 mg/dl No Interference
Gamma Globulin *Interferes

Gentisic Acid 100 mg/dl No Interference
Glucose 500 mg/dl No Interference
Human Serum Albumin 500 mg/dl No Interference
Inorganic Phosphorus 400 mg/dl No Interference
Magnesium 200 mg/dl No Interference
Oxalate 60 mg/dl No Interference
Potassium Chloride 2000 mg/dl No Interference
Riboflavin 10 mg/dl No Interference
Salicylic acid 200 mg/dl No Interference
Sodium Azide 250 mg/dl No Interference
Sodium Chloride 500mg/dl No Interference
Sodium Fluoride 250 mg/dl No Interference
Urea 800 mg/dl No Interference

* Chi nén str dung nude tiéu trong sudt, khong tan mau.

Nuwéc tiéu ¢6 ndng do Thromboxane 5000 pg / ml.

Can thiép Thir nghiém Sw cén tré
Do tap trung

Haemoglobin *Interferes

Total Bilirubin 30 mg/dl No Interference
Direct Bilirubin 60 mg/dl No Interference
Acetaminophen 200 mg/dl No Interference
Acetylsalicyclic Acid 200 mg/dl No Interference
Ascorbic acid 200 mg/dl No Interference
Boric Acid 1000 mg/dl No Interference
Caffeine 200 mg/dl No Interference
Creatinine 1000 mgy/dl No Interference
Gamma Globulin *Interferes

Gentisic Acid 200 mg/dl No Interference
Glucose 2000 mg/dl No Interference
Human Serum Albumin 1000 mg/dl No Interference
Inorganic Phosphorus 800 mg/dl No Interference
Magnesium 800 mg/dl No Interference
Oxalate 60 mg/dl No Interference
Potassium Chloride 2000 mg/dl No Interference
Riboflavin 10 mg/dl No Interference
Salicylic acid 200 mg/dl No Interference
Sodium Azide 1000 mg/dl No Interference
Sodium Chloride 4000mg/dl No Interference
Sodium Fluoride 1000 mg/dl No Interference
Urea 800 mg/dl No Interference

* Chi nén sir dung nuée tiéu trong sudt, khong tan mau.

GIOI HAN GIA TRI

Pham vi ctia xét nghiém nay la khoang 400 - 6000 pg / ml.

Céc gia tri nay phu thudc vao rat nhiéu gia tri cu thé ctia bo hiéu chuén duoc st dung.

TUYEN TiNH



Nuére tidu

Dbi voi 11dhTxB2 trong nudc tiéu trén Advia 1650, phuong phép di duge chimg minh 1a tuyén tinh 1én t6i 6000 pg / mL, trong pham
vi sai 1éch + 10% so v6i muc tiéu trong khoang thoi gian nay.

Trong trudng hop chay lai, d6 tuyén tinh dugc mé réng dén 12000 pg / mL.

DO NHAY

Gi6i han Dinh lugng (LoQ), gidi han Phat hién (LoD) va gidi han cta Tréng (LoB) dugc xé4c dinh phu hop véi huéng dan CLSI EP17 -
A.LoQla néng d6 nho nhét c6 thé dugc phat hién mot cach dang tin cay. LoD la néng d6 nho nhit c6 thé dugc phat hién dé x4c dinh sy
hién dién hay ving mit ciia 11dhTxB2. LoB 12 ndng do cao nhit c6 kha ning dwoc quan sat thiy trong mot miu tring.

Gi6i han tring (pg/mL) 170
Gidi han phat hién (pg/mL) 238
Gi6i han dinh lugng (pg/mL) 400

GENERAL INSERT TBX 2759

PQ CHINH XAC o . X

MOoi mau duge phan tich hai 1an moi 1an chay, 2 1an chay moi ngay, trong 20 ngay. Udc tinh chinh xac d3 dugc hoan thanh theo
tai liéu CLSI EP5-A2.

Trong vong thir nghiém

Human Human Human Human
Urine 1 Urine 2 Urine 3 Urine 4
Mean (pg/ml) 583 1072 3813 5961
SD 36.0 63.3 247 126
CV (%) 6.2 5.9 6.5 2.1
n 80 80 79 79
Thir nghiém chay
tong hop
Human Human Human Human
Urine 1 Urine 2 Urine 3 Urine 4
Mean (pg/ml) 583 1072 3813 5961
SD 79.6 134 288 181
CV (%) 13.7 12.5 7.6 3.0
n 80 80 79 79
TUONG QUAN

Phuong phap nay (Y) duogc so sanh voi mét phuong phép thuong mai c6 sin (X) khac. 169 miu véi cac gia tri nim trong pham vi
tir 314 dén 5950 U / L d3 duogc thir nghiém. Phan tich hdi quy tuyén tinh di cho phuong trinh sau:

Y =0.983x + 88.9
V6i hé sb tuong quan r = 0.985

Phan loai miu ciia phuong phap nay (Y) va phuong phap thuong mai (X) cho 169 mau duoc thir nghiém dugc trinh bay trong
bang dudi day.

Phwong phap thwong mai
¢6 san (X)
Duong tinh Am tinh
<1500 pg/mg >1500 pg/mg
creatinine creatinine
Duong tinh
<1500 pg/mg 95 5
creatinine
Gia tri
TxBCardio Am tinh
Y) > 1500 pg/mg 8 61
creatinine
Téng hop 103 66

Thoéa thuan téng thé theo timg phén trim = 92.3%
Théa thuan dwong tinh trén mdi Cent = 92.2%
Thoa thuan 4m tinh trén mdi Cent = 92.4%

Dé biét thong tin chi tiét vé san pham va dwoc tro giip, xin lién hé voi nha phan phéi ciia hing tai Viét Nam:

Céng ty Cé phan Gidi phdp Y té GS

Dién thoai: 024.35772266

Email: gsmed.trang@gmail.com




