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: 260002107/PCBB-HN
Ngay cong bo: 01/07/2026

1. Tén co s& cong bé: CONG TY LIEN DOANH Y HOC VIET - HAN

2. bia chi: Khu cong nghiép cong ngh¢ cao, Khu cong ngh¢ cao Hoa Lac, Km
29 Pai Lo Thing Long, Xa Hoa Lac, Thanh phd Ha Noi

3. S6 vin ban cua co so: 22/CBB/VIKOMED Ngay: 30/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Bo thu nhan anh X-quang k¥ thuat sd

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 sir dung: B6 thu nhan anh X-quang k¥ thuét sb dong EXPD-N dugc
thiét ké de sir dung trong cdc giai phap hinh anh ky thuét s6 cho chan doan X-
quang tong quat vé giai phau co thé nguoi. Thiét bi nay duoc dung trong tat ca
cac quy trinh chan doan tong quat, thay thé cac hé théng chup X- quang dua
trén phim hodc man hinh cho ca bénh nhan nguoi 16n va tré em. Thiét bi nay
khong duogc dung trong chup nhii anh.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485:2016

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

6. Thong tin vé chu so hiru thiét bi y té:
Tén chu s& htru: DRTECH Corporation
Pia chi chu sé& hiru: Suite No.1, 2 Floor/ Suite No.2, 3 Floor, 29, Dunchon-



Daero 541 beon-gil, Jungwon-gu, Seongnam-si, Gyeonggi-do, 13216,
KOREA, REPUBLIC OF

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

Tén co sd: Cong ty Lién doanh Y hoc Vi¢t-Han

bia chi: Khu cong nghiép cong nghé cao, K}lu cong nghé¢ cao Hoa Lac, Km 29
Pai 16 Thang Long, Xa Hoa Lac, Thanh pho Ha N1

Pién thoai ¢b dinh: (024)63269252 bién thoai di dong: 0365526789
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu 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 liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

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

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




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

STT| Tén thiét biy té Chiing loai M sin phim %X;Zfs'f Tén co'so Diachico'sgsan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu c0)
Suite No.1, 2 Floor/
Bo thu nhan anh Suite No.2, 3 Floor, 29, KOREA
1 X-quang ky thugt [ EXPD 4343N1 DRTECH Dunchon-Daero 541 REPUBI:I
sO Corporation beon-gil, Jungwon-gu, C OF
Seongnam-si, Gyeonggi-
do, 13216
Suite No.1, 2 Floor/
Bo thu nhan anh Suite No.2, 3 Floor, 29, KOREA
5 X-quang ky thuat [ EXPD 4343U1 DRTECH Dunchon-Daero 541 REPUBI:I
sO Corporation beon-gil, Jungwon-gu, C OF
Seongnam-si, Gyeonggi-
do, 13216
Suite No.1, 2 Floor/
Bo thu nhan anh Suite No.2, 3 Floor, 29, KOREA
3 X-quang ky thugt [ EXPD 3643N1 DRTECH Dunchon-Daero 541 REPUBI:I
sO Corporation beon-gil, Jungwon-gu, C OF
Seongnam-si, Gyeonggi-
do, 13216
Suite No.1, 2 Floor/
Bo thu nhan anh Suite No.2, 3 Floor, 29, KOREA
4 X-quang ky thugt [ EXPD 3643U1 DRTECH Dunchon-Daero 541 REPUBI:I
sO Corporation beon-gil, Jungwon-gu, C OF

Seongnam-si, Gyeonggi-
do, 13216




