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Kit xét nghiém nhan gen
(PCR) trong phat hién

Virus viém gan

Pac tinh

Chat lvong
Ddi chirng ndi dung cho ca quy trinh
tlr tach chiét dén PCR

Do nhay cao

LOD: 10 IU/mL (HBV)
20 1U/mL (HCV)

Thoi gian tién hanh
Thdi gian thuc hién xét nghiém ngan
do tich hop cung k§ thuat PCR

Khodng tham chiéu réng
Khodng tham chiéu rong tur
20 t6i hon 10° 1U/mL (HBV)
Khoang tham chiéu rong tur
50 tdi hon 108 IU/mL (HCV)

Tach chiét nucleic acid hoan toan ty déng

Tuong thich véi kit tach chiét
va tinh sach nucleic acid tv déng

Khong c6 phan (rng chéo
Kit phan tng duoc thiét ké ddc hiéu
muc tiéu khéng cé phan rng chéo vdoi
cac virus nhom khac




CERTIFICATE

DIRECTIVE 98/79/EC
FULL QUALITY ASSURANCE SYSTEM

Diagnostic Kit for Quantification
of Hepatitis B Virus DNA
(PCR- Fluoresence Probing)
catalogue number: DAOO4T

CERTIFICATE
DIRECTIVE 98/79/EC
FULL QUALITY ASSURANCE SYSTEM
;
.

Diagnostic Kit for Quantification
of Hepatitis C Virus RNA
(PCR- Fluoresence Probing)
catalogue number: DACIS2

requi
0 Directive 9879/EC (a5 amended) implemented.

nto poisn Law,
‘a5 evidenced by the audit conducted by Cecert Sp. 00.

ce .

Kit xét nghiém
HBV/HCV
dau tién clta
Trung Quéc

dat chirng nhan

CE list A

Kit xét nghiém nhan gen (PCR) trong phat hién Virus viém gan

T ndm 1995, Daan gene d3 khoi ddng cac hoat ddng nghién clru va phét trién cac hod chat
thao tac trén nucleic acid viéem gan. Nam 1999, Kit PCR phat hién virus viém gan B dugc tung
ra thi trudng trd thanh kit HBV PCR thuong mai dau tién trén thé gidi. Ngay 12 thang 04 ndm
2022, Kit xét nghiém ctia Daan Gene cho virus viém gan B va virus viém gan C (bang phuong
phdp PCR vdi dau do huynh quang) d3 dugc chirng nhan cla CE nhém A, trd thanh cong ty
dau tién ctia Trung Qudc dat duoc chirng nhan cao nhat cda lién minh Chau Au cho kit khuéch
dai nucleic acid (NAAT).

Cac cot moc phat trién cha Daan Gene trong kit xét nghiém viém gan

Kit HBV PCR thuwong mai
dau tién duoc tung ra
@

@ >
Kit xét nghiém viém gan
d3u tién cta Trung Qudc
dat chirng nhan CE List A

®
Bat dau trién khai nghién
ctru trén viém gan B

iovnh.com

To
Virus viém gan B va C tin cong vao gan va gay ra cac bénh ly cap tinh va man tinh vé gan, ti
d6 dan dén nhiéu bénh Iy nghiém trong va dai dang bao gdm bénh gan man tinh va ung thu gan.

Virus viém gan B, C 1ay truy@n qua duding mau, quan hé tinh duc khéng an toan cling nhu théng

qua viéc dung chung bom kim tiém, v.v.

Theo théng ké ctia Té chire Y t& (WHO) cé khodng 354 triéu ngudi trén thé gidi sbng chung véi

virus viém gan B va C, trong d6 c6 khoadng 3 triéu ca mac mdi méi nadm.

Chién dich “Viém gan toan cau” cia WHO duoc [ap ra nham muc tiéu gidam 90% s6 luong ca mac

viém gan mdi va 65% sé ca tir vong tir ndm 2016 dén 2030.

7 ~ n \
Y nghia lam sang
SC dung cho chan dodn sé&m tac nhan gay nhiém dbi vai cac ca nhan cé nguy co
S dung nhu chi diu theo ddi trong qué trinh diéu tri
Huéng dan vé chan doan viém gan B va C clia WHO dé xuat s dung phuong phép xét nghiém
nucleic acid (cac phuong phap PCR) la phuong phap duoc uu tién trong chan doan.

Reference: htt

22/ Fact-sheet-SDG-viral-hepatitis-FINAL-en paf
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Diagnostic Kit for Quantification of Hepatitis B Virus DNA

(PCR-Fluorescence Probing)

Kit xét nghiém tai lvong DNA virus viém gan B
(b3ng dau do huynh quang) nham muc dich phat
hién va xac dinh tai luong HBV DNA trong huyét
thanh hodc huyét tuong. Kit xét nghiém du trén
k§ thuat real-time PCR v&i dau do huynh quang
va moi dac hiéu cho vung trinh tv bao tdn cla

|ce| |NMPA| |Fsc|

b6 gen HBV.
Parameter
Nguyén ly Phuong phép real-time PCR véi dadu do huynh quang
M3u phan tich Huyét thanh hodc huyét twong
Kénh huynh quang FAM, VIC
Ngud'ng phat hién (LOD) 10 IU/mL

Khodng tham chiéu

20 IU/mL-1.0x10°1U/mL

Lwu trir va HSD

-20+5°C, 9 months

Thiét bi twong thich

ABI Prism 7500

Chtrng nhan

CE, NMPA, FSC

DA0182 |

Diagnostic Kit for Quantification of Hepatitis C Virus RNA

(PCR-Fluorescence Probing)

Kit xét nghiém tai lwgng DNA virus viém gan C
(bdng dau do huynh quang) nhdm muc dich phat
hién va xac dinh tai lugng HCV RNA trong huyét
thanh hodc huyét twong. Kit xét nghiém du trén
k{ thuat real-time PCR v&i dau do huynh quang
va mdi déc hiéu cho ving trinh tu bao tdn cua

\ce| [NMPA| |Fsc|

bd gen HCV.
Parameter
Nguyén ly Phuong phép real-time PCR v&i dau do huynh quang
M3u phan tich Huyét thanh ho3c huyét tuong
Kénh huynh quang FAM, VIC
Nguwdng phat hién (LOD) 20 IU/mL

Khodng tham chiéu

50 1U/mL-1.0x1081U/mL

Lwu trir va HSD

-20+5°C, 9 months

Thiét bi twong thich

ABI Prism 7500

Chirng nhan

CE, NMPA, FSC
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Diagnostic Kit for Quantification of Hepatitis B Virus

DNA (PCR-Fluorescence Probing)

Kit xét nghiém tai lvgng DNA virus viém gan B
(bang dau do huynh quang) nhdm muc dich phat
hién va xac dinh tai lvong HBV DNA trong huyét
thanh hodc huyét tvong. Kit xét nghiém du trén
k{ thuat real-time PCR v&i dadu do huynh quang
va mdi dic hiéu cho vung trinh tu bdo tdn cla

INMPA| | FSC |

b gen HBV.

Parameter

Nguyén ly

Phuong phép real-time PCR véi dau do huynh quang

MA3u phéan tich

Huyét thanh hodc huyét twong

Kénh huynh quang

FAM, VIC

Ngwdng phat hién (LOD)

30 IU/mL

Khoang tham chiéu

100 1U/mL-5.0x108 1U/mL

Lwu trir va HSD

-20+5°C, 9 months

Thiét bi twong thich

ABI Prism 7300, ABI Prism 7500, LightCycler480

Chirng nhan

NMPA, FSC

THONG TIN BO KIT

Bo kit

Cat. No.

bong goi

Diagnostic Kit for Quantification of Hepatitis B Virus DNA (PCR-Fluorescence Probing) DA0041

Hop ldn, 48 phan ng/bo

Diagnostic Kit for Quantification of Hepatitis C Virus RNA (PCR-Fluorescence Probing) DAO0182

Hop ldn, 48 phan ng/bo

DAO0030 6ng phan &ng don, 20 phan &ng/bd
Diagnostic Kit for Quantification of Hepatitis B Virus DNA (PCR-Fluorescence Probing)
DA0032 HOp ldn, 20 phan ing/bo
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