CONG TY TNHH THIET B KHOA  CQNG HOA XA HQOI CHU NGHIA VIET NAM
HQC VA CONG NGHE QMEDIC

g Poc 1ap - Tw do - Hanh phic
S6: 08/CBQC-2025/QMD-RA

Ha Noi, ngay 14 thang 11 nam 2025

VAN BAN CONG KHAI

Noi dung va hinh thire du kién quang cdo trang thiét bi y té

Kinh giri: B Y té

1. Tén co s& cong khai: CONG TY TNHH THIET BI KHOA HOC VA CONG NGHE QMEDIC
M3 s6 thué: 0108892059

Dia chi: Tang 9, Toa Sky City Tower A, s6 88 Lang Ha, Phuong Lang, Thanh phé Ha Noi
Dién thoai: 097 2353963 Fax:

Email : ra06_hn@eastern.vn2. Nguoi dai dién ~~ Website:

hop phap cua co sd:

Ho va tén: TRAN THI THU HUYEN

S6 CMND/ Pinh danh/ Ho chi¢u: 031176000509 ngdy cap: 21/04/2021 noi cap: Cuc Canh
sat quan ly hanh chinh vé trat tu xa hdi

Dién thoai cO dinh: N/A bién thoai di dong: 097 2353963

3. Thong tin vé trang thiét bi y té dy kién quang cao:

- Tén trang thiét bi y té: B xét nghiém dinh tinh 23 tac nhin gy bénh dudng tiéu hoa

- Chung loai: QIAstat-Dx® Gastrointestinal Panel 2

- M4 san pham (néu c6): 691412

- Hang san xuat: STAT-Dx Life S.L

- Nuée san xuat: SPAIN

- S6 lwu hanh: 2401094DKLH/BYT-HTTB

- Tinh nang, tdc dung: Nhan dién va phan biét cac tdc nhan gy bénh truyén nhiém dudng tiéu hoa
bang phuong phap Real time PCR da mdi:

Campylobacter (C. jejuni, C. upsaliensis, C. coli)

Clostridium difficile (toxin A/B)

Enteroaggregative E. coli (EAEC)

Enteroinvasive E. coli (EIEC)/Shigella

Enteropathogenic E. coli (EPEC)

Enterotoxigenic E. coli (ETEC) 1t/st

Plesiomonas shigelloides

Salmonella spp.

Shiga-like toxin-producing E. coli (STEC) stx1 va stx2

(bao g@)m nhan dién dac hi€u cua E. coli O157 trong nhom huyét thanh STEC) (Cac gen doc td
stx1 va stx2 cua STEC dugc nhan dién riéng biét trong panel)

Vibrio vulnificus

Vibrio parahaemolyticus

Vibrio cholerae

Yersinia enterocolitic



Adenovirus F40/41

Astrovirus

Norovirus (GI, GII)

Rotavirus A

Sapovirus (GI, GII, GIV, GV)

Cryptosporidium

Cyclospora cayetanensis

Entamoeba histolytica

Giardia lamblia.

- Tén, dia chi ciia chu s hitu s6 luu hanh trang thiét bi y té: CONG TY TNHH THIET BI Y TE
PHUGONG DONG, Tang 04, Toa nha D1, 6 ¢at CT2, Khu d6 thi méi Kim Van — Kim Lii, Phuong
Dinh Céng, Thanh phd Ha Nbi

- Canh bdo lién quan dén strc khoe nguoi str dung, diéu kién bao quan (néu co):

Chung t6i cong khai ndi dung va hinh thirc du kién quang céo dbi véi trang thiét bi y t& nhu sau:
Noi dung du kién quang cdo:

Theo tai li€u dinh kém

Hinh thtrc du kién quang céo:

Khong phai bdo no6i bdo hinh, Hoi thao

Co s& cam két:

1. N6i dung thong tin cong khai 1a chinh xac, hop phap va theo ding quy dinh. Néu c6 su gia mao,
khong dung sy that co s& xin chiu hoan toan trdch nhiém va s€ bi xu 1y theo quy dinh cua phap
luat.

2. Bao dam ndi dung quang céo phu hop véi ban ndi dung du kién quang céo da cong khai va hd
so cong bd tiéu chuan ap dung ddi voi trang thiét bi y té thudc loai A, B hodc hd so ding ky luu
hanh d6i voi trang thiét bi y té thudc loai C, D.

Nguwoi dai dién hop phap ciaa co s&
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