CONG TY TNHH AVANTA DIAGNOSTICS

S6: 24027 PL-ADC/PCBPL-BYT

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc 1ap - Tu do - Hanh phtc

Ha Noéi, ngay 05 thang 12 nam 2024

BAN KET QUA PHAN LOAI THIET Bl Y TE

Céan ctr Nghi dinh s6 98/2021/NB-CP ngay 08 thang 11 ndam 2021 ctia Chinh phti vé quan ly thiét bj y té;
Cén ctr Théng tu 05/2022/TT-BYT ngay 01 thdng 08 ndm 2022 ctia B trudng B Y t€ quy dinh chi tiét thi hanh mot s6 diéu ciia Nghi
dinh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 ctia Chinh phti vé quan ly thiét bj y t&;

Ching t6i phan loai thiét bi y t& nhu sau:
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Que thtr/ Khay thir xét nghiém dinh tinh khéang thé khang HCV
Rapid Anti-HCV Test la xét nghiém sac
ky mién dich nhanh,dugc tdng cudng
hat keo vang dé€ phat hién dinh tinh Quy tic 1
khéng thé& khang vi rit HCV trong méu ph‘ér{ " ph’u
Q.uetf’\uxet pghlerp REpE ANIEHGY InTec PRODUCTS, Inc., taan phgn, huy\e} trlanh‘ hqac hqyet luc I ctia th()ﬁg
1 | dinh tinh khdng thé | Test/ Trung Qudc tuong cua ngudi. Pay la xét nghiém s D
khéng HCV ITPO1102-DS50 g sang loc va tat ca cac két qua duong
, 4 on s S T | 05/2022/TT-B
tinh phai dugc xac nhan bang xét VT
nghiém khac nhu Western Blot. Xét
nghiém chi str dung cho muc dich y t&
chuyén nghiép.
Khay thir xét nghiém | Rapid Anti-HCV InTec PRODUCTS. Inc Rapid Anti-HCV Test la xét nghiém sac Ch);r): ;ﬁc 1h'u
2 | dinh tinh khang thé | Test/ Trun Qu()'c' N ky mién dich nhanh,dugc téang cudng Iupclcﬁa'tﬁéh D
khang HCV ITPO1102-TC40 g hat keo vang dé phat hien dinh tinh [ °° /€ g
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do rui ro A .
phén loai
khéng thé khéang vi rit HCV trong mau | 05/2022/TT-B
YT

toan phan, huyét thanh hodc huyét
tuong cua ngudi. Day la xét nghiém
sang loc va tat ca cac két qua duong
tinh phai dugc xdc nhan bang xét
nghiém khac nhu Western Blot. Xét
nghiém chi str dung cho muc dich y té
chuyén nghiép.

& Thanh Tung
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