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: 260002061/PCBB-HCM
Ngay cong bo: 01/07/2026

1. Tén co s& cong bd: CONG TY TNHH CONG NGHE Y TE SMEDTRUM
VIET NAM ’ ,
2. Dia chi: Tang 5, phong 508, Toa nha Enterprise Tower, s6 290, duong Bén
Van Don, Phuong Vinh Hoi, Thanh phd Ho Chi Minh

3. S6 vin ban cuia co so: 01/VB Ngay: 26/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Thiét bi siéu 4m hoi tu cuong do cao dung trong tham my
Tén thuong mai (néu c6): HIFU System

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

Chung loai: BL-F20

M3 san pham (néu co):

Quy céch dong goi:

Muyc dich stir dung: Thiét bi st dung cong nghé si€u am hoi tu cuong do cao dé
diéu trj thAm my khong xam 14n, hd trg 1am sdn chéc da, nang co da mat, cai
thién nép nhan, tao duong nét va dinh hinh co thé ma khong can phau thuat,
khong gay chay mau va khong dé lai seo.

Tén co s& san xuat: SHANGHAI BELE MEDICAL TECHNOLOGY CO.,
LTD

Dia chi co s6 san xuat: Room 402, 4F. Building 1, NO.3255 Shengang Road,
Songjiang District Shanghai, China., CHINA

Tiéu chuan chét luong san pham ap dung: ISO 13485; 2014/35/EU — Low
Voltage Directive (LVD), Annex III; 2014/30/EU — Electromagnetic
Compeatibility Directive (EMC), Annex I1.

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

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



Tén chu s¢ htru: SHANGHAI BELE MEDICAL TECHNOLOGY CO., LTD
bia chi chu sé hiru: Room 402, 4F. Building 1, NO.3255 Shengang Road,
Songjiang District Shanghai, China, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY TNHH CONG NGHE Y TE SMEDTRUM VIET NAM

bia chi: Tang 5, phong 508, Toa nha Enterprise Tower, 56 290, dudong Bén
Van Dong, Phuong Vinh Hoi, Thanh phé H6 Chi Minh

Dién thoai ¢ dinh: +886919370880 bi¢n thoai di dong:
+886919370880

8. SO cong bo du dicu kig¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho 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.




