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 chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260000501/PCBB-HCM
Ngay cong bo: 27/02/2026

1. Tén co s& cong bd: VAN PHONE} DAI DIEN BECTON DICKINSON
ASIA LIMITED TAI THANH PHO HO CHI MINH ,

2. bia chi: Phong 1106-07, tang 11, Toa nha Mé Linh Point, s6 2, duong Ngb
Puc Ké, Phuong Sai Gon, Thanh phé H6 Chi Minh

3. S6 vin ban cua co sd: 260225-01.BDI/CBB Ngay: 25/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bong nong mach ngoai vi

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

Mai san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: Béng nong mach ngoai vi Highlander™ 014 duoc chi dinh
su dung trong thu thuat nong mach qua da (PTA) ctia hé mach mau ngoai vi,
bao gom dong mach dui, dong mach khoeo, dong mach dudi khoeo va dong
mach than. Thiét bi ndy cling dugc chi dinh dung dé nong sau khi dat stent nd
bang bong va stent tu bung trong h¢ mach ngoai vi. Khong str dung thiét bi
nay trong dong mach vanh.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Theo tiéu chuan ctia Nha san xuat
5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& hiru: Bard Peripheral Vascular, Inc.



bia chi chu s hitu: 1625 West 3rd Street, Tempe, Arizona, 85281, UNITED
STATES

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy 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¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

Quy cach
dong goi
(Néu cé)

M3 san phim
(Neéu co)

Tén co s& Dia chi co sé

- Y . ) Nuwde san xuat
san xuat san xuat

STT| Tén thiét biy té Chiing loai

H415022;
H415024;
H415026;
H415028;
H4150210;
H4150212;
H4150215;
H41502H2;
H41502H4;
H41502H6;
H41502HS;
H41502H10;
H41502H12;

Bong nong mach | Highlander 014 PTA H41502H15; Clearstream Moyne Upper,
1 |ngoai vi Balloon Dilatation Catheter |H415032; Technologies | Enniscorthy, IRELAND

H415034; Ltd. CO. Wexford
H415036;

H415038;
H4150310;
H4150312;
H4150315;
H41503H2;
H41503H4;
H41503H6;
H41503HS;
H41503H10;
H41503H12;
H41503H15;
H415042;




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) ((11325 53)1 san xult <An xult Nude san xuét
H415044;
H415046;
H415048;
H4150410;
H4150412;

H4150415




