SOY TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220001821/PCBB-HCM
Ngay cong bo: 31/05/2022

1. Tén co s cong bé: CONG TY TNHH GIAI PHAP NHA KHOA THONG
MINH VIET NAM ) )
2. Pia chi: 305/6B NGUYEN TRONG TUYEN, Phuong 10, Quan Phu

Nhuan, Thanh phé Ho Chi Minh

3. S6 vin ban cua co so: WPK-05/22-D600LED Ngay: 26/05/2022
4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té&: May cao voi ring

Tén thuong mai:

M3 Global Medical Device Nomenclature —- GMDN (néu co):
Chung loai: D600 LED

M3 san pham (néu co):

Quy cach dong goi:

Muc dich sir dung: Dung dé cao voi ring

Tén co sé san xuat: GUILIN WOODPECKER MEDICAL INSTRUMENT
CO.,LTD

Dia chi co sé san xuét: Information Industrial Park, Guilin National High-
Tech Zone, Guilin, Guangxi, 541004 P.R. China

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu trang thiét bi y té:

Tén chu s¢ hitru: GUILIN WOODPECKER MEDICAL INSTRUMENT CO.,
LTD

bia chi chu sé hitu: Information Industrial Park, Guilin National High-Tech
Zone, Guilin, Guangxi, 541004 P.R. China

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

Tén co s6: CONG TY TNHH GIAI PHAP NHA KHOA THONG MINH



VIET NAM

Dia} chj: 305/6B Nguyén Trong Tuyén, Phuong 10, Quan Phi Nhuan, Thanh
pho H6 Chi Minh

Pién thoai ¢ dinh: 02862 938 445 Dién thoai di dong:

8. S6 cong bo du diéu kién san xuat doi v6i trang thiét bi y té san xuat trong
nudc:

9. Thanh phan hd so:

1 | Van ban cong b6 tidu chuan ap dung d6i véi trang thiét bi y té thuoe |
loai B

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X

3 | Gidy uy quyén cta chi s& hitu trang thiét bi y té X

4 Giéy x4c nhan du diéu kién bao hanh X

5 | Ban tiéu chuan ma chi s¢ hitu trang thiét bi y té cong bd ap dung X




