BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HA TANG VA THIET BI Y TE Poc 1ap - Tu do - Hanh phiic

Sé: 2600536DKLH/HTTB-DKKD Ha Ngi, ngay 13thang 02 nam 2026

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bo sung mot s6 dicu ciia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phi1 vé quan 1y thiét bi y té;

Can ctr Nghi dinh s6 96/2023/NP-CP ngay 30 thang 12 nam 2023 cua Chinh phu
quy dinh chi tiét mot sé diéu cua Luat Kham bénh, chita bénh;

Can c Thong tu s6 44/2025/TT-BYT ngay 22 thang 11 nam 2025 caa Bo trudng
Bo Y té quy dinh viéc phan cép thuc hién mot sé nhiém vu, giai quyét mét sb thu tuc
hanh chinh trong linh vuc thiét bi y té thudc tham quyén ciia Bd Y té va quy dinh vé
mau vin ban, bao cao thuc hién quan 1y thiét bi y té.

Cuc Ha tang va Thiét bi y té - Bo Y té cap chung nhan ding ky luu hanh cho thiét bi
y té (moi 100%) nhu sau:

1. Tén thiét bi y té: Bo xét nghiém dinh tinh 23 tic nhan giy bénh dudng tiéu hoa

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi cua chil sé hitu thiét bi y té: QTAGEN GmbH, QIAGEN Strasse 1,

40724 Hilden, GERMANY

6. Tén, dia chi ctia chu s hitu s6 luu hanh: VPDD QIAGEN SINGAPORE PTE.

LTD. TAI TP.HCM, Phong 806, L6 N(1), Téng 8, tda nha Sunwah Tower, sb 115,

duong Nguyén Hué, Phuong Sai Gon, Thanh phé HO Chi Minh.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; M4 san pham; Quy cach dong goi; Tén

co s& san xuat; Pia chi co s& san xuit va Nudc san xuét): Theo phu luc dinh kem.
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Gidy chtng nhan nay duoc cip theo Quyét dinh sb 33/Qb-HTTB
ngay 13 thang 02 ndm 2026./.

Noi nhan:

- VPPD QIAGEN SINGAPORE PTE.
LTD. TAI TP.HCM;

- B0 trudng (dé blc);

- TT. D6 Xuén Tuyén (dé b/c);

- Hai quan ctra khau;

- Luu: VT, BKKD.

Nguyén Minh Lgi
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PHU LUC PINH KEM

1. Muc dich sir dung:

QIAstat-Dx® Gastrointestinal Panel 2 1a xét nghiém axit nucleic da kénh dugc st dung vo1 QIAstat-Dx Analyzer 1.0, QIAstat-Dx Analyzer 2.0 va
QIAstat-Dx Rise dé phat hién va xac dinh dinh tinh d@)ng thoi axit nucleic tir nhiéu loai vi-rat, vi khuan va ky sinh trung truc tiép tir cAc mau phan
trong moi truong van chuyén Cary-Blair thu dugc tir nhitng ca nhan c6 ddu hiéu va/hodc triéu chimg nhiém trung dudng tiéu hoa. Céc loai vi-rit,
vi khuan (bao gdm mét sé dang E. coli gy tiéu chay/Shigella) va ky sinh trung sau ddy duoc xac dinh bang QIAstat-Dx Gastrointestinal Panel 2:

. Adenovirus F40/F41

. Astrovirus

. Norovirus (GI/GII)

. Rotavirus A

. Sapovirus (GI, GII, GIV, GV)

. Campylobacter (C. jejuni, C. coli va C. upsaliensis)
. Clostridium difficile (doc t6 A/B)

. Escherichia coli gy két dinh rudt (EAEC)

. Shigella/Escherichia coli xam 1an ru6t (EIEC)

. Escherichia coli gay bénh ruot (EPEC)

. Escherichia coli gay doc rudt (ETEC) It/st

. Plesiomonas shigelloides

. Salmonella spp.

. E. coli san sinh doc to glong Shiga (STEC) stx1/stx2, bao gdém E. coli 0157, dugc x4c dinh boi kha ning san xuét doc to Shiga 1 (stx1)
hoic 2 (stx2), ¢6 tinh twong dong véi doc to stx tir Shigella dysenteriae (27).
. Vibrio vulnificus

. Vibrio parahaemolyticus

. Vibrio cholerae

. Yersinia enterocolitica

. Cryptosporidium

. Cyclospora cayetanensis

. Entamoeba histolytica

. Giardia lamblia

*Cac gen cua E. coli san sinh doc t6 giéng Shiga (STEC) (stx1 va stx2) dugc phan biét boi QIAstat-Dx Gastrointestinal Panel 2.
Can nudi cfiy déng thoi dé phuc hdi sinh vat va phan loai thém cac tac nhan vi khuén. QIAstat-Dx Gastrointestinal Panel 2 dugc chi dinh dé hd tro
chan doan cac tac nhan cy thé ciia bénh duong tiéu hoa két hop véi cac dit liéu 1am sang, phong thi nghiém va dich t& hoc khac. Két qua duong
tinh khong loai trir kha nang déng nhiém cac sinh vat khong duoc QIAstat-Dx Gastrointestinal Panel 2 phat hién. Cac sinh vat duoc phat hién co
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thé khong phai 1a nguyén nhan duy nhat hodc cudi cing cta bénh.
QIAstat-Dx Gastrointestinal Panel 2 khong nhiam muc dich theo ddi hodc huéng dan diéu tri nhiém C. difficile.
Két qua am tinh trén QIAstat-Dx Gastrointestinal Panel 2 trong bdi canh bénh 1am sang tuwong thich véi viém da day rudt c6 thé do nhiém mam

bénh ma xét nghiém nay khong phat hién dugc hodc cac nguyén nhan khong do 1ay nhiém nhu viém loét dai trang, hoi ching rudt kich thich hodc
bénh Crohn gay ra.
QIAstat-Dx Gastrointestinal Panel 2 cling hd tro viéc phat hién va xac dinh viém da day rudt cap tinh trong béi canh bung phét dich. QIAstat-Dx
Gastrointestinal Panel 2 chi danh cho st dung chuyén nghiép va khong danh cho tu xét nghiém. QIAstat-Dx Gastrointestinal Panel 2 danh cho st

dung chan doan in vitro.

2. Tén, dja chi co’ s¢ bao hanh:
3. Thong tin chi tiét thiét bi y té:

~ = 2 Quy cach A - o e -
STT| Tén thiét biy té Chiing loai Ma san phim dong goi Teéncoso | Diachicoso | g0 san xudt
’ ; (Néu cd) (Néu c6) san xuat san xuat

B xét nghiém

QIAGEN

j |dinhtinh 23 tic 1 QlAstat-Dx® 691413 B6 6 xét nghiem | SAGEN Strasse 1, 40724 | GERMANY
nhan gy bénh Gastrointestinal Panel 2 GmbH .
\ A 1s Hilden
duong tiéu hoa
B xét nghiém
) dinh tinh 23 tac QIAstat-Dx® 691413 B6 6 xét nghiém STAT-Dx Life |Baldiri Reixac 4, SPAIN

nhan gy bénh
duong ti€u hoa

Gastrointestinal Panel 2

S.L.

08028 Barcelona
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