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: 260001266/PCBB-HCM
Ngay cong bo: 04/05/2026

1. Tén co s cong bd: CONG TY TNHH ARTFX MEDICAL

2. bia chi: Tang 72, Landmark 81, Vinhomes Central Park, 720A Dién Bién
Phu, Phuong Thanh My Ty, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: 2504/2026-ARTFX Ngay: 26/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: BO bom tron xi mang tao hinh than dot séng

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:

Muc dich st dung: St dung trong cac phau thuat bom xi mang tao hinh than
dot song c6 bong hoac khong bong, st dung mot lan

Tén co so san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485, CE

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: Shanghai A-Orth Medical Co., Ltd.

bia chi chu s¢ hitu: Room No.95, Lane 85, Cailun Road, Shanghai, CHINA
7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:



1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485

3 | Gidy iy quyén cta chu so hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo
tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Giay ching nhén hop chuén hodc ban tiéu chuén ma chu s6 hiru thiét
bi y té cong bd ap dung

7 G}ay chirng nhan l}ru hanh tur do con hiéu luc tai thoi diém nop ho so
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co)




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
A o Changzhou No. 12 Jinjeng
BO6 bom xi mang Geasure Road, Wujin
{ |taohinh than dot | KPK System 90010001 Medical District, CHINA
song co bong Apparatus and
Changzhou,
Instruments Jianosu
Co,. Ltd. &
B§ bom xi mang Changzhou No. 12 Jinjeng
tao hinh than dot Geasure Road, Wujin
2 | séng c6 bong kem | KPR M System 90010002 Medical District, CHINA
A A Apparatus and
bd trén Changzhou,
Instruments Jianosu
Co,. Ltd. &
A o Changzhou No. 12 Jinjeng
Bo6 bom xi mang Geasure Road, Wujin
3 taﬂo h1nhAthan qot VTB System 90010003 Medical District, CHINA
song khong bong Apparatus and
Changzhou,
Instruments Jianosu
Co,. Ltd. &
B0 bom xi mang Changzhou No. 12 Jinjeng
X Y Geasure .
tao hinh than dot VTB M Svstem Medical Road, Wujin
4 |song khong bong y 90010004 District, CHINA
A A Apparatus and
kém b tron Changzhou,
Instruments Jianosu
Co,. Ltd. &
o ) Changzhou No. 12 Jinjeng
5 Day dan hudng GB10-CP9 900130091 Geas_ure R(‘)ad‘, Wujin CHINA
Medical District,




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Apparatus and Changzho,
Instruments Jianosu
Co,. Ltd. £
Changzhou No. 12 Jinjeng
. . : Geas.ure Road, Wujin
5 Kim choc dinh vi | GB10-CP1 900130021 Medical District, CHINA
Apparatus and
Changzhou,
Instruments Jianosu
Co,. Ltd. &
Changzhou No. 12 Jinjeng
Geas_ure Road, Wujin
7 |Dungcunong GB10-CP4 900130041 Medical District, CHINA
Apparatus and
Changzhou,
Instruments Jianosu
Co,. Ltd. &
gelzgféhou No. 12 Jinjeng
Kim choc do qua | GB10-CP2; Medical Road, Wujin
8 |cudng song GB10-CP3 900130011; 900130012 District, CHINA
Apparatus and
Changzhou,
Instruments Jianosu
Co,. Ltd. &
, gelzgizehou No. 12 Jinjeng
Kim choc day xi GB10-CP5; Medical Road, Wujin
9 |mang GB10-CP6 900130051; 900130052 District, CHINA
Apparatus and
Changzhou,
Instruments Jianosu
Co,. Ltd. &
Kim khoan tao GB10-CP7; Changzhou No. 12 Jm! cng
\ A Geasure Road, Wuyjin
10 | duong ham GB10-CP8 900130071; 900130072 : o CHINA
Medical District,




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Apparatus and Changzho,
Instruments Jianosu
Co,. Ltd. £
Changzhou No. 12 Jinjeng
Dung cu tron xi Geas.ure Road, Wujin
11 | ming GB10-CPS 900130111 Medical District, CHINA
Apparatus and
Changzhou,
Instruments Jianosu
Co,. Ltd. &
Changzhou No. 12 Jinjeng
, . Geasure .
Bom 4p luc boéng GB10-FP1 Medical Road, Wujin
12 |nong 900130101 District, CHINA
Apparatus and
Changzhou,
Instruments Jianosu
Co,. Ltd. &
gelzgféhou No. 12 Jinjeng
Bf’)ng’ nong than GB10-KP1; 580001101; 580001151; Medical Road, Wujin
13 [ dot song GB10-KP2 580001201; 58000110S1; Apparatus and District, CHINA
58000115S1; 58000120S1 PP Changzhou,
Instruments g
Jiangsu

Co,. Ltd.




