SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260001747/PCBB-HCM
Ngay cong bo: 09/06/2026

1. Tén co s& cOng bé: CONG TY TNHH UNITED IMAGING
HEALTHCARE VIET NAM N N

2. bia chi: Phong 704, Tang 7, CentrePoint, 106 Nguyén Van Troi, Phuong
Pht Nhuan, Thanh phé Ho Chi Minh

3. S6 vin ban cuia co so: 1605/CBB- uWS_Angio Ngay: 03/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Phan Mém X Ly Hinh Anh Chup Mach X-quang

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: uWS-Angio 12 phan mém xt 1y hiu ky danh cho viéc xem
va xu 1y hinh anh chup mach.

uWS-Angio Basic nham hién thi va xt 1y hinh anh XA (X-quang Chup
Mach), CT (Cit Lép Vi Tinh) va MR (Cong Huong Tir), tuan thu phac do
DICOM 3.0.

uWS-Angio Pro 1a phin mém danh cho viéc xem va xir Iy cac tap dir liéu 3D.
N6 ciing hd tro chong hinh céc tap dir liéu 3D 18n cac hinh anh soi X-quang
huynh quang 2D.

Tén co sé san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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



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

Tén chu s& hiru: Shanghai United Imaging Healthcare Co., Ltd.

bia chi chu sé hiru: No. 2258, Chengbei Road, Jiading District, Shanghai,
201807, CHINA

7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: CONG TY TNHH UNITED IMAGING HEALTHCARE VIET
NAM

bia chi: Phong 70,4, Iﬁng 7, CentrePoint, 106 Nguyén Vin Trdi, Phudng Phu
Nhuan, Thanh ph6é H6 Chi Minh

Dién thoai ¢b dinh: +84839102262 Pién thoai di dong:
8. S6 cong bd du diéu kién san xuat ddi véi thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X

5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
biy t€ cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




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

~ z Quy cach A . oo .
STT| Tén thiet biy te Chiing loai Ddasinp?anl dong goi T?HCUEG InafhlchO’ Nudc san xuat
(Néu co) (Néucé) san xuat san xuat
Phan mém xu ly Shanghai Eﬁéﬁzé;HRoad
hinh 4nh chup uWS-Angio United Imaging | .. . goe1 Boad,
1 Jiading District, | CHINA
mach X-quang Healthcare Co., .
Lid Shanghai,
' 201807
Phan mém xir Iy Shanghai I(\:I}(;'eﬁzsg’ Road
hinh anh chup uWS-Angio Basic United Imaging | . . £o¢e1 Boad,
2 Jiading District, | CHINA
mach X-quang Healthcare Co., .
Lid Shanghai,
: 201807
Phan mém xir Iy Shanghai Igl?éjzsegi, Road
hinh anh chup uWS-Angio Pro United Imaging | . . goe1 Boad,
3 Jiading District, | CHINA
mach X-quang Healthcare Co., .
Shanghai,

Ltd.

201807




