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 cia thiét bj y té thudc loai B

S6 cong bd: 260001414/PCBB-HN
Ngay cong bo: 08/05/2026

1. Tén co s& cong bé: CONG TY CO PHAN THIET Bl Y TE HEALTH VIET
NAM , , ~ ,

2. bia chi: S6 2 ngd 149 PBuong Quang Tién, Phuong Tay Mo, Thanh phé Ha
Noi

3. S6 vin ban cua co so: 00126/CBTC-HEALTH Ngay: 08/05/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Hé thdng diéu tri khbi u bang xung dién

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Mgc dich sﬁ:rdung: Hé théng diéu,tri khéi u bé‘tng xung dién duoc chi dinh dé
phau thuat cat b6 mé mém. H¢ t}}()ng djéu tri khéi u 1t\)é‘lng xung dién duogc két
hop vai dién cuc dung cho h¢ thong difu tri khoi u bang xung dién cua
CuraWay duoc chi dinh dé cat b6 m6é mém bang phau thuét.

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. 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: Zhejiang CuraWay Medical Technology Co.,Ltd

bia chi chu sé hiru: Room 106, Building 1, No.600 21st Avenue, Baiyang
Sub-district, Qiantang New District, Hangzhou, Zhejiang CHINA 310018,



CHINA

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

Tén co s6: CONG TY CO PHAN THIET Bl Y TE HEALTH VIET NAM
Dia chi: S6 2, ngd 149 Pudng Quang Tién, Phuong Tay M, Thanh phé Ha
Noi

Dién thoai c¢b dinh: 0985296180  Dién thoai di dong: 0985296180

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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')l)l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) (Néu c6) san xuat san xuat
Room 106,
Building 1,
No.600 21st
Zhejiang Avenue,
Hé théng diéu tri CuraWay Baiyang Sub-
1 |khdiubing xung [CNP-III Medical district, CHINA
dién Technology Qiantang New
Co.,Ltd District,
Hangzhou,
Zhejiang
CHINA 310018
Room 106,
Building 1,
No.600 21st
Pién cuc ding cho CNST1925; CNST1918; Zhejiang Avgnue,
hé th 6rig didu (i CNSTI1915; CNST1913; CuraWay B'aly‘ang Sub-
2 Kh Siu béng xuﬁg Monopolar Probe CNST1925A; CNST1918A; Medical district, CHINA
dien CNSTI1915A; CNSTI1913A Technology Qiantang New
i Co.,Ltd District,
Hangzhou,
Zhejiang
CHINA 310018
CNBT1525-40; Room 106,
Pién cuc ding cho CNBT1525-30; Zhejiang Building 1,
hé théng didu tri ‘ CNBT1525-20; CuraWay No.600 21st
3 kfl Siu béng xuﬁg Bipolar Probe CNBT1525-10; Medical Avenue, CHINA
dicn CNBTI1515-40; geclﬁzlogy Baiyang Sub-
i 0.,

CNBT1515-30;

district,




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
CNBTI1515-20;
CNBTI1515-10;
CNBTI1825-40; .
CNBT1825-30: Qiantang New
CNBT1825-20: gfgr‘;ﬁ’o .
CNBT1825-10; Zhej%ang ’
CNBT1815-40; CHINA 310018

CNBT1815-30;
CNBT1815-20;
CNBTI1815-10




