HUONG DAN SU DUNG

ANTI-STREPTOLYSIN-O 2

(Tén trén vo hop: ASO 2)

LATEX-ENHANCED IMMUNOTURBIDIMETRIC ASSAY
RX DAYTONA PLUS

Mai code sian phdm: LO 8305

Pong goi:

R1. ASO Assay Buffer 1x7.7ml
R2. ASO Latex Reagent 1x11.2ml

MUC PiCH SUDUNG ‘ , 7
Hoéa chat ASO dugc dung dé dinh Iuong nong do Anti-Streptolysin -O (ASO) trong huyét thanh. San pham nay phu
hop dé sir dung trén may phan tich dong RX daytona plus va RX.

Y NGHIA LAM SANG 7 , , 7

Streptolysin O (SLO) la mét protein ngoai bao c6 thé gay chét ngudi duge san xuat bdi vi khuan streptococci nhém
A. N6 dugc dat tén nhu vay bdi vi nd bi bat hoat ngugc boi oxy trong khong khi.

Su lién két cia SLO hoat dong véi bé mit hong cau giy ra sy pha vd mang té bao chat dan dén ly giai té bao.
Khang thé chéng streptolysin O (ASO) duogc tao ra boi vat chu dé vo hiéu hoa hoat dong tan mau cua SLO.

DPo ASO trong huyét thanh duoc sir dung dé chian doan nhidm tring streptococcol nhu sbt thap khép va viém ciu
than. Mtrc dd ASO c6 thé dugc su dung nhu mot thudc do mic d6 va mirc dd nhiém triung. Néng do ASO tang cao
cling c6 thé xuat hién trong cac tinh trang khac nhu s6t d6 tuoi, viém khép dang thap cép tinh, viém amidan va cac
bénh nhiém trang lién cau khudn khéc va trong nhirng ngudi mang mam bénh khoe manh.

NGUYEN LY ) q i ‘ o o

Trong nhitng bénh nhiém trung dugc thuc day bdi nhiem lién cau khuan cap tinh, cac khang thé doi vdi exotoxin cua
lién ciu khuan thuong duoc san xuat. Bang cach phan ung cac hat polystyren dong nhat lo limg dugc phu
Streptolysin O ciing v6i cac khang thé chira huyét thanh, su gia ting d6 duc xay ra. Bang cach so sanh v6i mot tiéu
chuén, c6 thé thu dugc gié tri dinh luong cho ndng do Anti-Streptolysin O (ASO) trong huyét thanh.

THU THAP VA CHUAN BI MAU ' , ﬂ ,
Huye¢t thanh tuoi hodc sau dong lanh dugc khuyén khich. Huyét thanh c6 thé dugc luu trit trong khoang tir +2 dén

+8° C cho dén 48 gio sau khi thu thap. Mau c6 thé dugc dong lanh (-20 © C) trong thoi gian dai hon. Khong ding
huyét twong.

THANH PHAN THUOC THU

R1. ASO Assay Buffer

Glycine buffer
0.09%
Sodium Azide w/v
R2. ASO Latex Reagent
Particle suspension containing latex
with streptolysin-O antigen
0.09%

Sodium Azide w/v



BIEN PHAP PHONG NGUA VA CANH BAO AN TOAN

Chi dung trong chan doan in vitro. Khong hiit pipet bang miéng. Thuc hién cic bién phap phong ngira binh thudong
can thiét dé xur 1y thudc thir trong phong xét nghiém.

Dung dich R1 va R2 chtra Natri Azide. Tranh in hodc tiép xtc v6i da hodc niém mac. Trong trudng hop tiép xuc
v6i da, rira sach ving bi anh hudng vai lwong nuée manh trong 10 phit. Trong trudng hop tiép xtc voi mét hodc
néu nudt phai, hiy tim kiém sy cham séc y té ngay lap tuc.

Natri Azide phan mg vdi chi va éng nudc bang dong, tao thanh céc azide co kha ning gay nd. Khi thai bo cac
thube thir nhu vay, xa voi mot lugng nudce 16n dé ngan chan azide tich tu. Bé mat kim loai tiép xuc nén dugc lam
sach bang natri hydroxit 10%.

Béng dit lidu vé sirc khoe va an toan c6 san theo yéu cau.

Vui 1dng virt bo tat ca cac vt liéu sinh hoc va hoa hoc theo hudng dan cua dia phuong.

Cic hoéa chit chi dwge siv dung béi nhan vién phong xét nghiém cé trinh d9, trong didu ki¢n phong xét
nghiém thich hop.

PO ON PINH VA CHUAN BI THUOC THU

R1. ASO Assay Buffer
Cung cip san sang dé sir dung. On dinh dén ngay hét han khi dwoc luu trir & +2 dén + 8 °C, tranh anh sang.

R2. ASO Latex Reagent
Cung cdp san sang dé sir dung. On dinh dén hét han st dung khi duoc luu trit & +2 dén +8 ° C, tranh 4nh sang.
Pao nguoc vai 1an trude khi sir dung, tranh tao bot.

R1 = ASO Assay Buffer

R2 = ASO Latex Reagent

VAT LIEU CUNG CAP
ASO Assay Buffer
ASO Latex Reagent

VAT LIEU CAN THIET NHUNG KHONG CUNG CAP

Randox ASO Calibrator (Cat. No. LO2306)

Randox Liquid Specific Protein Calibrator, Cat. No. IT2691 (Level 5)
Randox Liquid Assayed Specific Protein Controls:

Cat. No. PS
Level 1 2682

Cat. No. PS
Level 2 2683

Cat. No. PS
Level 3 2684

RX Saline (Cat. No. SA
series  8396)

LUUY

Cac thong s6 hoa hoc cho cac xét nghiém dong RX chuyén dung cta Randox dugc xac dinh trude trén 6 clng cia
maéy phén tich. Cac chuong trinh can thiét phai dugc tai xudng phan mém phan tich. Xin luu ¥ rang cac tham sé hoa
hoc dugc xac dinh trudce st dung cac don vi SI. Néu cac don vi thay thé 1a bt budc, chung cé thé dwgc chinh sira
boi nguoi dung. Trong trudng hop nay, pham vi k¥ thuat nén duogc chinh sua theo cac don vi nguoi dung da chon.
TAt ca cac hudéng dan can thiét duoc ma hoa trén ma vach. Néu may phéan tich khong thé doc duoc ma vach, hay
nhép thu cong day sé dwoc dua ra bén dudi mi vach. Néu van d& van tiép tuc, lién hé v6i Dich vu K thuat cia
Phong xét nghiém Randox, Bic Ireland +44 (0) 28 9445 1070

HIEU CHUAN RX DAYTONA PLUS
NaCl 0,9% 1a mau hiéu chuin géc va Bo hiéu chuin protein dac hiéu dang 16ng hodc B hi¢u chuin Randox ASO
duoc khuyén nghi dé hiéu chuan

TRUY XUAT NGUON GOC
Randox ASO Assay is traceable to NIBSC Q4578.

KIEM TRA CHAT LUQNG



Liquid Assayed Specific Protein Control dwoc khuyén nghi dé kiém soat chit lugng. Hai cap do kiém soat nén
dugc thir nghiém it nhét mot 1an mot ngay. Cac gia tri thu dugc phai nam trong mot pham vi dwoc chi dinh. Néu
céc gia tri ndy ndm ngoai pham vi va lap lai khong bao gom 15i, can thyuc hién cc budc sau:

1. Kiém tra cai dat dung cu va ngudn sang.

2. Kiém tra do sach cua tat ca cac thiét bi dang sur dung.

3. Kiém tra nudc, chat gay 6 nhidm, tirc 1 sy phat trién ctia vi khuan c6 thé dong gop vao két qua khong chinh xéc.
4. Kiém tra nhiét &6 phan tng.

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

6. Lién h¢ vdi Dich vu Ky thuat cia Phong xét nghiém Randox, Bic Ireland +44 (0) 28 9445 1070.

Yéu cau kiém soat chit lugng phai duoc xac dinh pht hgp véi quy dinh ciia chinh pht hodc yéu cau kiém dinh

DAI GIA TRI THAM CHIEU
<100 TU/ml cho tré em, dudi 1 tudi.(3)
<250 IU/ml cho tré em, trén 1 tudi.(3)

<200 IU/ml cho nguoi 16n. (4) ) )
Ly tuong nhat, moi phong thi nghiém nén thiét 1ap mot pham vi du kién cho vi tri dia 1y c6 lién quan.

PAC PIEM THUC HIEN CU THE

Dir liéu hiéu sudt sau day thu dwoc bang cach sir dung may phan tich RX daytona plus cho viéc phan tich &
+37°C.

DAC TiNH/CAN THIEP

Khang thé 1a ddc hiéu ddi véi ASO cua con nguoi va chua duoc chimg minh 1a phan tmg chéo véi cac protein
huyét thanh khéc trong cac diéu kién cua xét nghiém.

Céc chat phan tich duéi ddy di dugc kiém tra dén cac muc sau & ndng d6 ASO 13 80,0 TU / ml va 530 IU / ml va
duogc phat hién 1a khong can thiép:

530
80.0 IU/ml IU/ml

1000
Haemoglobin 1000 mg/dl mg/dl
Free Bilirubin 60 mg/dl 60 mg/dl
Conjugate
Bilirubin 60 mg/dl 60 mg/dl

2000
Triglycerides 2000 mg/dl mg/dl

2000
Intralipid® 1000 mg/dl mg/dl
PROZONE

Antigen excess effects are not noted until levels approach 9000 IU/ml.

PHAM VI BAO CAO

Dit liéu tuyén tinh chirng minh rang pham vi bdo co cho ASO trén RX daytona plus 1a 12 dén 1535 1U / ml.
Trong trudng hop chay lai, cic nghién ciru phuc hdi ching minh rang pham vi do ¢ thé dugec mé rong 1én téi
15350 1U / ml d6i v&i may phan tich RX daytona plus trong pham vi = 10% nong do ASO.

PO NHAY
Gi6i han dinh lugng (LoQ), gidi han phat hién (LoD) va giéi han tring (LoB) dwoc x4c dinh phi hop v6i huéng dan
CLSI EP17-A. LoQ 1a ndng d6 thap nhit c6 thé dugc phat hién voi d6 1éch <20% va do chinh xac <20%. LoD la
ndng d6 thap nhat co thé dwoc phat hién dé xac dinh sy hién dién hay véng mat ciia ASO. LoB la ndng d6 cao nhit.
RX daytona plus

Gi6i han tring ( 1U/ml ) 0.00
GiGi han phat hién (1U/ml) | 2.46
Gi6i han dinh lugng (1U/ml ) 12

PO CHUM



Within Run Precision

Level
Level 1 Level 2 3
Mean (IU/ml) 147 312 485
SD 3.06 6.16 8.46
CV (%) 2.08 1.98 1.74
n 80 80 80
Total Precision
Level
Level 1 Level 2 3
Mean (IU/ml) 147 312 485
SD 6.53 12.6 14.9
CV (%) 4.45 4.03 3.07
n 80 80 80

TUONG QUAN

Phuong phap (Y) duoc so sanh twong quan véi

phuong phéap khac (X) va thu dugc phuong trinh

tuyén tinh sau:

Y =091X+15.29

va hé sb twong quan r = 1.00

40 mau bénh nhan dugc phan tich trong khoang tir 25.08 -
1444.365 1U/ml.

Pé biét thong tin chi tiét vé san pham va dwoc tro gitip, xin lién hé véi nha phdn phéi cia hang tai Viét Nam:
Cong ty Co phan Gidi phdp Y té GS

Dién thoai: 024.35772266

Email: gsmed.trang@gmail.com



