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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001769/PCBB-HN
Ngay cong bo: 05/06/2026

1. Tén co s& cong bé: CONG TY CO PHAN CONG NGHE MEDWAY

2. Pia chi: Tang 6, Nha B-TT8-4, Khu Nha O Him Lam Van Phiic, Phuong
Ha Pong, Thanh phé Ha Noi

3. S6 vin ban cuia co so: 0106/2026/Medwway Ngay: 05/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Thiét bi trj liéu bang song xung kich ngoai co thé

Tén thuong mai (néu c6): Electrical Extracorporeal Shock Wave Therapy
Device

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich sir dung: Thiét bj trj liéu bang song xung kich ngoai co thé duoc chi
dinh dé diéu tri dau co man tinh va cac réi loan gan co. Thiét bi duoc thiét ké
st dung trong bénh vién, trung tam phuc héi chire ning, phong kham va cac
co s& y té€ chuyén mon khac.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

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 co):

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

Tén chu s& hiru: Guangzhou Longest Medical Technology Co., Ltd

Dia chi chu s& hiru: 301 of Building 1, No. 96, Chuangqiang Road, Ningxi
Street, Zengcheng District, Guangzhou, Guangdong Province, 511399,



CHINA
7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY CO PHAN CONG NGHE MEDWAY

Dia chi: Tang 6 Nha BTT8-4 Khu Nha O Him Lam Van Phuc, Phuong Ha
Do6ng, Thanh pho Ha N1

Dién thoai ¢b dinh: 0348917373  Dién thoai di dong: 0348917373
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 | Van ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. 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 bo ap dung

7 Giéy chirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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301&401 of Building
Thidt bi tri liu Guangzhou 2&Bu11d1'ng 3, No. 96,
biing séng xung LGT — 25008 Longest Chuanggiang Road,
1 Kich neodi co tha Configuration: II Medical Ningxi Street, CHINA
& Technology Zengcheng District,
Co., Ltd Guangzhou, Guangdong
Province, 511399
301&401 of Building
Thiét bi trj lidu Guangzhou 2&Bu11d1.ng 3, No. 96,
bine séne xun LGT — 25008 Longest Chuangqiang Road,
2 kiclign 0 e‘lgi co t%é Configuration: II1 Medical Ningxi Street, CHINA
& Technology Zengcheng District,
Co., Ltd Guangzhou, Guangdong

Province, 511399




