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: 260001780/PCBB-HCM
Ngay cong bo: 11/06/2026

1. Tén co s& cong bé: CONG TY TNHH XUAT NHAP KHAU VINAMED
2. bia chi: 61/35 Trung My Tay 17, Phuong Trung My Tay, Thanh pho HoO
Chi Minh

3. S6 vin ban cua co so: 66-CBB/VINAMED Ngay: 08/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: May diéu tri da

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 st dung: Sic td ndi sinh

Séc to biéu bi: tan nhang, ddm d6i mdi, ddm café-au-lait, vét ning, v.v.

Sic td da: Nevus of Ota, nevus malar mau xanh nau, Nevus of Ito, v.v. i Sdc
t6 hon hop: nevus giéng tan nhang, nam.

Séc td ngoai sinh

Hinh xam xanh / den, hinh xam do6 / nau / vang / xanh 14 cay, hinh xam 16ng
may den / do, but ké mét,

Tré hoa da

Lot da quang phé) carbon, lam sang da, cai thién két cdu da, kiém soat tiét dau,
V.V.

Tay toc

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chat lugng san pham &p dung: Ti€u chuan chu s¢ hiru



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 htru: NANJING BESTVIEW LASER S&T CO., LTD.

bia chi chu sé hitru: 1st & 2nd Floor, Building 5, Area 1, Phase 2, Liandong U
Valley Science and Technology Innovation Park, No.1 Hengyi Road, Nanjing

Economic and Technological Development Zone, Nanjing 210000, Jiangsu,
P.R. China., CHINA

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

Tén co s6: CONG TY TNHH XUAT NHAP KHAU VINAMED

Pia chi: 61/35 Trung My Tay 17, Phudng Trung My T4y, Thanh phd Ho Chi
Minh

Dién thoai cb dinh: 0335321588  Dién thoai di dong:

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 té 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.
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