SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000634/PCBB-HN
Ngay cong bod: 06/03/2026

1. Tén co s& cong bé: CONG TY TNHH BEBETECH VIET NAM
2. Pia chi: 300A Tran Pién, Phuong Phuong Liét, Thanh phd Ha Noi
3. S6 vin ban cua co so: 01/2026-BEBETECH Ngay: 06/03/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Mdy cham soc da da ning

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 cach dong goi:

Muc dich str dung: M4y chiam soc da da ning 13 mot thiét bi da chirc nang,
giip lam sach sau loai bé myn dau den, vi khuén, ting cudng hap thu dudng
chét, 46 4m, se khit 16 chan 16ng, 1am sin chic va cai thién hiéu qua nép nhan.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& hiru: Foshan Newface Electronic Technology Co., Ltd

bia chi chu sé¢ hitu: No. 13, Hengsan Road, Shabu Industrial Zone, Shayong,
Lishui Town, Nanhai District, Foshan, Guangdong, CHINA

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

Tén co so: Cong ty TNHH Bebetech Viét Nam



Dia chi: 300A Tran Dién, Phuong Phuong Liét, Thanh phd Ha Noi

Pién thoai ¢b dinh: 0969526722  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi 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
doi vaoi thiét bi y té nhap khau.




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')I}l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) (Néu c6) san xuat san xuat
No. 13, Hengsan
Foshan Road, Shabu
My cham séc da Newfacq Industrial Z.one,'
1 da ning NV-W05X3.0 Electronic Shayong, Lishui | CHINA
Technology Town, Nanhai
Co., Ltd District, Foshan,
Guangdong
No. 13, Hengsan
Foshan Road, Shabu
My chim soc da Newfacg Industrial Z'one,'
2 da ning NV-W07 Electronic Shayong, Lishui | CHINA
Technology Town, Nanhai
Co., Ltd District, Foshan,
Guangdong
No. 13, Hengsan
Foshan Road, Shabu
May cham soc da Newfacq Industrial Z'one,‘
3 da ning NV-WX600 Electronic Shayong, Lishui | CHINA
Technology Town, Nanhai
Co., Ltd District, Foshan,

Guangdong




