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THONG TIN

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

S6 cong bd: 260001303/PCBA-HN
Ngay cong bod: 07/07/2026

1. Tén co s¢ cong bd: CONG TY TNHH XUAT NHAP KHAU PHAN PHOI
THIET B Y TE OSAKA

2. bia chi: S 6/47/381 Nguyén Khang, Phuong Yén Hoa, Thanh phé Ha Noi
3. S6 vin ban cuia co so: 190626 Ngay: 06/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Xe lin tay chay dién

Tén thuong mai (néu c6): Xe lan tay chay dién

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

Chung loai: CB-01BSE, CB-02BSE, CB-03BSE, CB-04BSE, CB-01BSM,
CB-02BSM, CB-03BSM, CB-04BSM

M3 san pham (néu co):

Quy céch dong gobi: Thung carton

Muc dich sir dung: Ho trg di chuyén cho bénh nhan, nguoi khuyét tat, nguoi
gia

Tén co so san xuat: Hengshui Plus Medical Devices Technology Co.,Ltd
Dia chi co sé san xuit: Room 915, 9th floor, Unit 1, Building 3, Hongtai
Dongdu International Garden Community, No.458 Yucai South Street,
Taocheng District, Hengshui City, Hebei Province, CHINA

Tiéu chuén chét luong san pham 4p dung: ISO 13485

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

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

Tén chu s& hiru: Hengshui Plus Medical Devices Technology Co.,Ltd

bia chi chu sé hiru: Room 915, 9th floor, Unit 1, Building 3, Hongtai Dongdu
International Garden Community, No.458 Yucai South Street, Taocheng



District, Hengshui City, Hebei Province, CHINA
7. Thong tin vé co s& bao hanh (néu co):
Tén co so: cong ty TNHH xuét nhip khau phan phdi thiét bi y ¢ OSAKA

Dia chi: s6 3/47/381 Nguyéq Khang, phuong Yén Hoa, thanh phd Ha Noi,
Phuong Yén Hoa, Thanh pho Ha N1

Dién thoai cb dinh: 0372761170  Dién thoai di dong:
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chudn 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 uy 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 té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |

bi y té cong b ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhan thiét bi y té X

9 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.




