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: 260001192/PCBB-HN
Ngay cong bo: 17/04/2026

1. Tén co s cong bd: CONG TY TNHH CONG NGHE CAO 3D VIET NAM
2. bia chi: Tang 8, Toa nha Licogi 13, S0 164 duong Khuat Duy Tién,
Phuong Thanh Xuan, Thanh phé Ha No61

3. S6 vin ban cua co so: 3003-26/VBCB/3D Ngay: 17/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: May triét long Diode laser

Tén thuong mai (néu co):

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

Chung loai: K17

M3 san pham (néu co):

Quy cach dong goi:

Muc dich S}"I dung: Sur dung dé triét long cho moi loai da, ap dung hau hét céac
vung co thé nhu rau, nguc, nach, lung, canh tay, chan,...

Tén co s& san xuét: Sanhe LEFIS Electronics Co., Ltd.

Dia chi co so san xuét: Building 11 #1-101,Phase 1, Zhongnan High-tech
Yanjiao Science and Technology Innovation Smart Valley Industrial Park 1,
South Side of Liushan Street and West Side of Gushan West Road,Yanjiao
High-tech Zone,Sanhe City, 065201 Langfang City, Hebei Province, CHINA
Tiéu chuin chét luong san pham 4p dung: ISO 13485

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

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

Tén chu so hiru: Sanhe LEFIS Electronics Co., Ltd.

bia chi chu s¢ hitu: Building 11 #1-101,Phase 1, Zhongnan High-tech Yanjiao
Science and Technology Innovation Smart Valley Industrial Park 1, South



Side of Liushan Street and West Side of Gushan West Road,Yanjiao High-
tech Zone,Sanhe City, 065201 Langfang City, Hebei Province, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co s¢: Cong ty TNHH cong ngh¢ cao 3D Viét Nam

Dia chi: Tang 8, Toa nha Licogi 13, S6 164 duong Khuit Duy Tién, Phudng
Thanh Xuan, Thanh pho Ha N1

Pién thoai ¢d dinh: 024.2265666 bién thoai di dong: 0976235799
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 | Tai liéu khac (néu co) X




