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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: 260000438/ PCBB-HCM
Ngay cong bo: 25/02/2026

1. Tén co s& cong bé: CONG TY TNHH BOSTON SCIENTIFIC VIET NAM
2. bia chi: Riverbank Place, 3C T6n Puc Thang, Phuong Sai Gon, Thanh phd
H6 Chi Minh

3. S6 vin ban cua co so: 070226/BSVIETNAM Ngay: 11/02/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: B bong nong dudng niéu

Tén thuong mai (néu co):

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

Chung loai: UroMax Ultra™ Balloon Dilatation Catheter Kit

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich sir dung: Bong nong duong niéu duoc khuyén cdo st dung dé nong
gian duong tiét niéu. Thiét bi Bom Encore 26 dugc khuyén nghi dé st dung
cung 6ng thong gidn bong dé tao ra va kiém soat ap luc trong bong ciing nhu
lam xep bong.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuin nha san xuét
5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hiru: Boston Scientific Corporation

bia chi chu sé hitu: 300 Boston Scientific Way, Marlborough, MA 01752,
UNITED STATES



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan 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 iy 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 t€ 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 chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Gidy chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ddasinp?anl déiggéi TgnCUEG InafhlchO’ Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
M0062251240;
M0062251230;
M0062251220;
M0062251200;
MO0062251360;
M0062251210; Carretera
B§ bong nong UroMax Ultra™ Balloon M006225 1250% NYPRO DR, Sanchez Km
1 [duong ni¢u Dilatation Catheter Kit M0062251260; LLC (Building 18.5 IT.A BO DOMINICAN
: MO0062251270; 52) Industrial Park | REPUBLIC
M0062251280; Haina, San
MO0062251310; Cristobal 91000
M0062251370;
MO0062251380;
M0062251300;
MO0062251290;

M0062251350




