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: 260001041/PCBB-HN
Ngay cong bo: 06/04/2026

1. Tén co s cong bd: CONG TY CO PHAN PAU TU VA PHAT TRIEN AT
2. bia chi: S6 68, Ngach 3, Ngo 198, Pho Lé Trong Tan, Phuong Phuong Liét,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 2603-1/AT Ngay: 03/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: May triét 16ng

Tén thuong mai (néu co):

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

Chung loai: BM-109

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: -Triét 16ng vinh vién cho moi mau 16ng va moi loai da (I,
IL 1L, IV, V, VI). q

-Ap dung cho hau hét cac Vl‘mg co thé: moi, ru, nguc, nach, lung, tay, chan,
va vung 16ng khong mong muon ngoai duong bikini. ..

Tén co sé san xuat: Nanjing Bestview Laser S&T Co., Ltd

Pia chi co so san xuit: 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, CHINA

Tiéu chuan chét luong san pham ap 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 hitu thiét bi y té:

Tén chu s¢ hiru: Nanjing Bestview Laser S&T Co., Ltd



Dia chi chu s¢ hiru: 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,
CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY CO PHAN PAU TU VA PHAT TRIEN AT

Dia chi: Sf) 68, Ngach 3, Ngo 198, Phé Lé Trong Tén, Phuong Phuong Liét,
Thanh ph6 Ha Noi

Dién thoai ¢d dinh: 0914936798 Di¢n thoai di dong:
8. S6 cong bd du diéu kién san xuat ddi véi thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi so hiru 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 liéu k¥ 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 chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
biy t€ cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




