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 ciia thiét bi y té thudc loai A

S6 cong bd: 260000302/PCBA-HN
Ngay cong bo: 12/02/2026

1. Tén co s& cong bé: CONG TY TNHH CONG NGHE VA THUONG MAI
SBG VIET ,

2. bia chi: S6 06, Ngd 108, Pho Bui Xuong Trach, Phuong Khuong Pinh,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 11022026 Ngay: 11/02/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: XE LAN

Tén thuong mai (néu c6): XE LAN BENH NHAN

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

Chung loai: DY01201LQ; DY01700LQ; DY01802E; DY01809; DY01863;
DY01864; DY01868; DY01872; DY01875; DY019001; DY019003;
DY01908; DY01902GC; DY01951; DY01950; DY01953; DY01954;
DY01980; DY01958; DY01959; DY01973; DY01990; DY02608; DY 02609;

DY 02608GC; DY02609GC; DY02681; DY02693; DY01805; DY01871;
DYO01152; DYO1111; DYOI1112; DYO1113; DYO01121

M3 san pham (néu co):

DY01201LQ; DY01700LQ; DY01802E; DY01809; DY01863; DY01864;
DY01868; DY01872; DY01875; DY019001; DY019003; DY01908;
DY01902GC; DY01951; DY01950; DY01953; DY01954; DY01980;
DY01958; DY01959; DY01973; DY01990; DY02608; DY02609;
DY02608GC; DY02609GC; DY02681; DY02693; DY01805; DY01871;
DYO01152; DYO1111; DYO01112; DY01113; DYO1121

Quy céach dong géi: 1 chiée /thung

Muyc dich str dung: Xe lan thuong danh cho bénh nhan hodc nguoi khuyét tat.
Str dung dé hd tro di chuyén.

Tén co so san xuat: Guangdong Dayang Medical Technology Co., Ltd
Dia chi co s& san xuét: Xingxian Development Zone, Changhongling



Industrial Park (2nd Phase), Shishan, Nanhai District, Foshan, Guangdong,
China, CHINA

Tiéu chun chét luong san pham 4p dung: [s013485

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

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

Tén chu s& hiru: Guangdong Dayang Medical Technology Co., Ltd

Dia chi chu s¢ hiru: Xingxian Development Zone, Changhongling Industrial

Park (2nd Phase), Shishan, Nanhai District, Foshan, Guangdong, China,
CHINA

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

Tén co sé: CONG TY TNHH CONG NGHE VA THUONG MAI SBG VIET
Dia chi: S6 06, Ngd 108, Phd Bui Xuong Trach, Phuong Khuwong Dinh, Thanh
pho Ha Noi

Pién thoai ¢b dinh: 0936353268  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xuit trong nudc:

9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y € bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cia thiét bi y té X
8 | Mau nhan thiét bi y té X

9 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i véi thiét bi y té nhap khau.

10 | Tai liéu khéac (néu c6) X




