SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001527/PCBA-HN
Ngay cong bo: 31/07/2026

1. Tén co s¢ cong bd: CONG TY TNHH THUGNG MAI VA BDAU TU GIA
BAO MINH ) ‘
2. Pia chi: SO 8C NGO 209/20/7 PUCGNG AN DUONG VUONG, Phuong

Phu Thuong, Thanh phé Ha No1

3. S6 vin ban cuia co so: 31.7.2026/VBCB1 Ngay: 31/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Thanh chin giuong

Tén thuong mai (néu co):

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

Chung loai: KDB504E, KDB504A01FT, KDB5041A01FT, KDB5042A01FT,

KDB5043A01FT, KDB5044A01FT, KDB5045A01FT, KDB5046A01FT,
KDB5047A01FT, KDB5048A01FT, KDB5049A01FT, KDB50410A01FT

M3 san pham (néu co):

Quy cach dong goi:

Muc dich str dung: Dung cho nguoi tan tat, ngudi bénh vin dé ngdi day trén
giudng

Tén co s san xuat: Zhongshan KDB Health Solutions Co., Ltd

Dia chi co sé san xuit: No.2 Ground Floor, #133 Weimin Road, Shenglong
Village, Xiaolan Town, Zhongshan, Guangdong Province, China, CHINA
Tiéu chuan chét luong san pham 4p 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 hiru thiét bi y té:
Tén chu s hiru: No.2 Ground Floor, #133 Weimin Road, Shenglong Village,
Xiaolan Town, Zhongshan, Guangdong Province, China



bia chi chu sé hitu: No.2 Ground Floor, #133 Weimin Road, Shenglong
Village, Xiaolan Town, Zhongshan, Guangdong Province, China, CHINA
7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: Cong ty TNHH thuong mai va dau tu Gia Bao Minh

bia chi: Sf) 8C ngo 209/20/7 dudong An Duong Vuong, Phuong Phu Thuong,
Thanh pho Ha Noi

Pién thoai ¢ dinh: 0904855385  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 bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 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.




