CONG TY TNHH AVANTA DIAGNOSTICS

S6: 24029 PL-ADC/PCBPL-BYT

CONG HOA XA HOI CHU NGHIA VIET NAM

boc lap - Tu do - Hanh phtc

Ha Néi, ngay 05 thang 12 nam 2024

BAN KET QUA PHAN LOAI THIETBI Y TE

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 ctia Chinh pht vé quan ly thiét bj y té;
Cén clr Thong tu 05/2022/TT-BYT ngay 01 thang 08 ndm 2022 ctia Bo trudng BO Y t& quy dinh chi tiét thi hanh mot s6 diéu ctia Nghi
dinh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 ctia Chinh pht vé quan ly thiét bj y t&;
Chdng t6i phan loai thiét bi y t& nhu sau:

Mtrc do

; o ~ . ~ . . ; 5 o . Can cir dé e
T Tén thiét bjy t& Ching Ioz;\J/ ma san Ha{lg, nl{”O’C Har)lg,’nu?c Muc dich str du’ng)thtio chi dinh cua phan logl mie rui ro
pham san xuat chu s¢ hiru chu so hiru dé rui dugc
0 rairo R .
* phan loai
Que thir/ khay thir xét nghiém dinh tinh hé nhém mau ABO va RhD
ABO & RhD Blood Xet nghigm s dyng d& djnhtinh phat | o520 o
; ; hién khang nguyén A/B cua hé nhém ha h
Que thir xét nghiém GrOl.meg Kit mau ABO va khang nguyén D cta hé P an,”"pAU
! , SO (Solid-phase InTec PRODUCTS, Inc., , ., A ! .~ | luc I cta théng
1 | dinh tinh hé nhém hod 3 nhém mau Rh trong mau mau toan D
mau ABO va RhD method)/ Trung Quoc phan dau ngén tay hodc mau mau toan L)
ITP51005-D5AS; han finh mach chita chat chdng dang | 0°/2022/TTB
ITP51003-DS100 Ph ; g dong YT
mau.
ABO & RhD Blood Xét nghiém str dung d& dinh tinh phat pﬁgg }ﬁcpi'u
Khay )Ehu X?t ng’hlem Grogplng Kl InTec PRODUCTS, Inc., hlgn Khang nauyen A/B cua g ':'hon} luc | ctia théhg
2 | dinh tinh hé nhém (Solid-phase e mau ABO va khang nguyén D cua hé D
. ; Trung Quéc . . = . R tu
mau ABO va RhD method)/ nhém mau Rh trong mau mdu toan 05/2022/TT-B
ITP51003-TC20 phan dau ngdn tay hodc mau mau toan VT
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Can cir dé
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phan loai

phan tinh mach chira chat chéng déng
mau.
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