SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260001891/PCBB-HN
Ngay cong bod: 12/06/2026

1. Tén co sd cong bé: CONG TY TNHH THUCGNG MAI HFM

2. Dia chi: Tang 8 toa Luxury Park View, L6 dat D32 — Khu d6 thi méi Cau
Gidy, Phuong Cau Gidy, Thanh phd Ha Noi

3. S6 vin ban cuia co so: 12B-26-HFM Ngay: 12/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: May hut dich va tudi rira

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Quy céch dong goi:

Muc dich str dung: May hut dich va tuéi rira duge nhan vién y té chuyén mon
str dung nham tao va duy tri moi truong dich phu hop cho bénh nhan trong
1am sang khi thue hién lay so6i than qua da hodc tan soi niéu quan qua ong soi
niéu quan mém, voi cac chirc nang tudi rira, hit dich, kiém soat thong minh ap
suat trong khoang va loai bo hiéu qua manh soi.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485:2016
5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ hiru: Jiangxi Inventor Technology Co.,Ltd.

bia chi chu sé hiru: No.1,Wudangshan Road, Shahe Industrial Park, High-tech
Industrial Park, Zhanggong District,341000 Ganzhou, Jiangxi Province,



CHINA
7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong ty TNHH Thuong mai HFM

Dia chi: Tang 8 toa Luxury Park View, L6 dat D32 — Khu d6 thi méi Cau
Giay, Phuong Cau Giay, Thanh pho Ha No6i

Dién thoai cd dinh: 0889396408  Pién thoai di dong:
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

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
No. 1, Wudangshan
Jiangxi Road Shahe Industrial
May hut dich va Park High-tech
1 [tuoirta IVI-IS01-A Inventor Industrial Park CHINA
Technology .
Co.. Ltd Zhanggong District
° 341000 Ganzhou,
Jiangxi Province
8Fr x 150mm, 8Fr x
180mm, 8Fr x 220mm, 8Fr
x 320mm, 8Fr X 420mm
9Fr x 150mm, 9Fr %
180mm, 9Fr x 220mm, 9Fr
x 320mm, 9Fr x 420mm
10Fr x 150mm, 10Fr x
1 10Fr x 22
80mm, 10Fr Omm, No. 1, Wudangshan
10Fr x 320mm, 10Fr x i
r 3% 1 R QA, QAO0, QAT, QA2, . . Road Shahe Industrial
V6 dan ding mot 420mm Jiangxi :
A aX 4 s QA3, QA4, QS, QS2, QC, Park High-tech
lan dé do ap luc 11Fr x 150mm, 11Fr X Inventor :
2 o n \ QC2; Industrial Park CHINA
niéu quan 180mm, 11Fr x 220mm, Technology e
11Fr % 320mm. 11Fr % Co.. Ltd Zhanggong District
’ " 341000 Ganzhou,

420mm

12Fr x 150mm, 12Fr x
180mm, 12Fr x 220mm,
12Fr x 320mm, 12Fr x
420mm

13Fr x 150mm, 13Fr x
180mm, 13Fr x 220mm,
13Fr x 320mm, 13Fr x
420mm

Jiangxi Province




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co sé san
xuat

Nudce san
xuat

14Fr x 150mm, 14Fr x
180mm, 14Fr x 220mm,
14Fr x 320mm, 14Fr x
420mm

15Fr x 150mm, 15Fr x
180mm, 15Fr x 220mm,
15Fr x 320mm, 15Fr x
420mm

16Fr x 150mm, 16Fr x
180mm, 16Fr x 220mm,
16Fr x 320mm, 16Fr x
420mm

17Fr x 150mm, 17Fr x
180mm, 17Fr x 220mm,
17Fr x 320mm, 17Fr x
420mm

18Fr x 150mm, 18Fr x
180mm, 18Fr x 220mm,
18Fr x 320mm, 18Fr x
420mm

19Fr x 150mm, 19Fr x
180mm, 19Fr x 220mm,
19Fr x 320mm, 19Fr x
420mm

20Fr x 150mm, 20Fr %
180mm, 20Fr x 220mm,
20Fr x 320mm, 20Fr %
420mm

21Fr x 150mm, 21Fr %
180mm, 21Fr x 220mm,
21Fr x 320mm, 21Fr %
420mm

22Fr x 150mm, 22Fr %




Quy cach

STT| Tén thiét biy té Chiing loai M sin phim déng goi Tén co'so Diachicososan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
180mm, 22Fr x 220mm,
22Fr x 320mm, 22Fr X
420mm
No. 1, Wudangshan
) GA, Jiangxi Road Shahe Industrial
B¢ ong hut va tudi [ GC, Inventor Park High-tech
3 |rira mot lan GD, Technology Industrial Park CHINA
GE Co.. Ltd Zhanggong District
° 341000 Ganzhou,

Jiangxi Province




