SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001712/PCBB-HN
Ngay cong bo: 01/06/2026

1. Tén co s& cong bé: CONG TY CO PHAN Y TE QUANG MINH

2. bia chi: Tang 5, Toa nha Newskyline, Lo CC2 KDT mdi Van Quén - Yén
Phuc, Phuong Ha Pong, Thanh phé Ha Noi

3. S6 vin ban ciia co s0: 27.2026/QM-SYT Ngay: 01/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Dau do Doppler theo ddi huyét dong

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich str dung: Muc dich ctia h¢ théng TrueVue/ODM+ la do luong va
tinh toan céc thong s6 huyét dong duoc sir dung dé danh gia tién ganh, hau
ganh va stic co bop co tim theo ting nhip trong thoi gian thuc. Cac thong s6
lién quan dén huyét dong hoc bao gdm Thé tich nhat bop, Khoang cach nhat
bop, Cung luong tim, Téc d dinh, Strc can mach hé théng, Huyét ap dong
mach trung binh, Bién thién huyét 4p mach, Bién thién thé tich tong mau la
nhimg vi du vé cac phép do va tinh toan dugc cung cap cho cac bac si 1am
sang trong quan 1y huyét dong hoc ctia bénh nhén.

Tén co sé san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485

5. Doi véi thiét bi y té chtra chat ma tay, tién chéat (néu c6):

6. Thong tin vé chu so hitu thiét bi y té:



Tén chu so hiru: Deltex Medical Limited
Dia chi chu sé hiru: Terminus Road, Chichester, West Sussex, PO19 8TX,
UNITED KINGDOM

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . o . ]
STT| Tén thiét biy té Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) (Néu c6) san xuat san xuat
Pau do Doppler Terminus Road,
1 theo doi huyét DP12 9070-7003 Deltex Medical | Chichester, West | UNITED
dong Limited Sussex, PO19 KINGDOM
8TX
Dau do Doppler Terminus Road,
) theo doi huyét DP240 9070-7005 Deltex Medical | Chichester, West | UNITED
dong Limited Sussex, PO19 KINGDOM
8TX
Pau do Doppler Terminus Road,
3 theo doi huyét 12C 9090-7014 Deltex Medical | Chichester, West | UNITED
dong Limited Sussex, PO19 KINGDOM
8TX
Dau do Doppler Terminus Road,
4 theo doi huyét KDP72 9081-7001 Deltex Medical | Chichester, West | UNITED
dong Limited Sussex, PO19 KINGDOM

8TX




