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: 260002315/PCBB-HN
Ngay cong bod: 15/07/2026

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: 14B-26-HFM Ngay: 15/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Dung cu phﬁu thuat tuong thich Hé théng ph?lu thuat noi1 soi
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 céch dong goi:

Muc dich sir dung: Cac dung cu phau thuat duoc thiét ké dé str dung két hop
vo1 He thong Phau thuat Noi soi va thuc hién cac chirc nang 1am sang cu thé
dudi su diéu khién cia HE thong Phau thuat Noi soi

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Theo tiéu chuan clia nha san xudt
5. Ddi 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: Shanghai MicroPort MedBot (Group) Co., Ltd.

Dia chi chu sé hitu: Room 101, Zone B, Building 1, No.1601, Zhangdong
Road, China (Shanghai) Pilot Free Trade Zone Shanghai, 201203, CHINA

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



Tén co s¢: Cong ty TNHH Thuong mai HFM

bia chi: Tang 8 toa Luxury Park View, Lo dat D32 — Khu d6 thi méi Cau
Giay, Phuong Cau Gidy, Thanh phd Ha No6i

Pién thoai ¢ dinh: 0889396408  Dién thoai di dong:
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. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit 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 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

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 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 | Tai liéu khac (néu co) X




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

< = Z Quy cach n . . . A .
STT| Tén thiet biy te Chiing loai Ma szzn plrlam dong goi Tfn co AS o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
Kep ludng cuc co MicroPort Road, No.1661
1 |16 IN8033/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
. Building B, Block 11,
Kep ludng cuc co E/Ei?(g)gzlrt No. 2585, Zuchongzhi
xeP IHONE € IN8033/8mm Road, No.1661
2 |lo MedBot : CHINA
(Group) Co Zhangdong Road China
Lid " (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
Kep Maryland MicroPort Road, No.1661
3 | ludng cuc IN8036/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor
Shanghai g ’
. Building B, Block 11,
Kep Maryland 1\ 19036/8mm MicroPort No. 2585, Zuchongzhi
4 |ludng cuc MedBot CHINA
G C Road, No.1661
itéouP) 0 Zhangdong Road China

(Shanghai) Pilot Free




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Trade Zone Shanghai
201203, China
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
. MicroPort Road, No.1661
5 Kéo cong don cyc | IN8035/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
) Building B, Block 11,
i/iliirrl(%};i"t No. 2585, Zuchongzhi
Kéo cong don cuc | IN8035/8mm Road, No.1661
6 MedBot . CHINA
(Group) Co Zhangdong Road China
Lid ’ (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
Dao d6t dién dang MicroPort Road, No.1661
7 | thia tai str dung IN8037/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
Shanghai Building B, Block 11,
Dao d6t dién dang IN8037/Smm MicroPort No. 2585, Zuchongzhi
8 | thia tai st dung MedBot Road, No.1661 | CHINA
(Group) Co., Zhangdong Road China
Ltd. (Shanghai) Pilot Free

Trade Zone Shanghai




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
201203, China
Zone A, 3rd basement
) Shanghai No. 2585, Zuchongzhi
Moéc dot dién don INR03J/Rmm MicroPort Road, No.1661
9 |cucnho MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
| Shngia | PAI90eBBlock 11
Méc dbt dién don MicroPort R &
X IN803J/8mm Road, No.1661
10 | cuc nho MedBot . CHINA
(Group) Co Zhangdong Road China
Lid ° (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
) Zone B, 1st Floor,
fzi‘rl(g);}i;t Building 3, Block 1, No.
Dao siéu am IN803C/8mm 1601, Zhangdong Road
11 MedBot . 2 CHINA
China (Shanghai) Pilot
(Group) Co.,
Ltd Free Trade Zone
' Shanghai 201203
Zone B, 1st Floor,
. Building B, Block 11,
E/Ei?(g)gzlrt No. 2585, Zuchongzhi
Dao siéu am IN803C/8mm Road, No.1661
12 MedBot : CHINA
(Group) Co Zhangdong Road China
Lid " (Shanghai) Pilot Free

Trade Zone 2 Shanghai
201203, China

13




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
, £ MicroPort Road, No.1661
Kep mong vuot IN8039/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
. Building B, Block 11,
, ;ﬁfr‘f{,‘glﬂ No. 2585, Zuchongzhi
Kep méng vudt IN8039/8mm Road, No.1661
14 MedBot ) CHINA
(Group) Co Zhangdong Road China
Lid ” (Shanghai) Pilot Free
’ Trade Zone Shanghai
201203, China
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
. MicroPort Road, No.1661
15 Kep Cadiere IN803A/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
. Building B, Block 11,
;ﬁfr‘f{,‘glﬂ No. 2585, Zuchongzhi
Kep Cadiere IN8O03A/8mm Road, No.1661
16 MedBot . CHINA
(Group) Co Zhangdong Road China
Lid ” (Shanghai) Pilot Free
’ Trade Zone Shanghai
201203, China
17 | Kep Cadiere lyc IN803B/8mm Shanghai Zone A, 3rd basement CHINA




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
No. 2585, Zuchongzhi
MicroPort Road, No.1661
manh MedBot Zhangdong Road China
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
Shanghai Building B, Block 11, .
. . No. 2585, Zuchongzhi
Kep Cadiere luc MicroPort
IN803B/8mm Road, No.1661
18 | manh MedBot . CHINA
(Group) Co Zhangdong Road China
Ltd N (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
MicroPort Road, No.1661
19 Kep Tenaculum IN803D/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
. Building B, Block 11,
E/E?:rrlfgi;t No. 2585, Zuchongzhi
Kep Tenaculum IN803D/8mm Road, No.1661
20 MedBot . CHINA
(Group) Co Zhangdong Road China
Ltd ° (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Kim kep kim 16n | IN8038/8mm Shanghai Zone A, 3rd basement
21 MicroPort No. 2585, Zuchongzhi CHINA




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Road, No.1661
MedBot Zhangdong Road China
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
. Building B, Block 11,
;ﬁi‘rlfgg‘r t No. 2585, Zuchongzhi
Kim kep kim 16n | IN8038/8mm Road, No.1661
22 MedBot : CHINA
(Group) Co Zhangdong Road China
Lid " (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
. . MicroPort Road, No.1661
23 Kim kep kim IN8031/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
. Building B, Block 11,
;ﬁi‘rlfgg‘r t No. 2585, Zuchongzhi
Kim kep kim IN8031/8mm Road, No.1661
24 MedBot : CHINA
(Group) Co Zhangdong Road China
Lid " (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Kim kep kim vi Shanghai Zone A, 3rd basement
25 | phiu IN803M/8mm MicroPort No. 2585, Zuchongzhi | cHINA

MedBot

Road, No.1661




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
Zhangdong Road China
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
. Building B, Block 11,
. o Shanghal No. 2585, Zuchongzhi
Kim kep kim vi MicroPort
x IN80O3M/8mm Road, No.1661
26 |phau MedBot : CHINA
(Group) Co Zhangdong Road China
Lid " (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
Kim kep kim kiém MicroPort Road, No.1661
27 | kéo lon IN803F/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
. Building B, Block 11,
. o Shanghal No. 2585, Zuchongzhi
Kim kep kim kiém MicroPort
. 1s INS8O3F/8mm Road, No.1661
28 [kéo lon MedBot : CHINA
(Group) Co Zhangdogg Rpad China
Lid " (Shanghai) Pilot Free
’ Trade Zone Shanghai
201203, China
. o Shanghai Zone A, 3rd basement
Kim k(%p kimkiém | 1\ e03E/8mm MicroPort No. 2585, Zuchongzhi
29 | kéonho MedBot Road, No.1661 CHINA

(Group) Co.,

Zhangdong Road China




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
(Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
Shanghai Building B, Block 11, .
. T . No. 2585, Zuchongzhi
Kim kep kim kiém MicroPort
. h INS8O3E/8mm Road, No.1661
30 |kéo nho MedBot . CHINA
(Group) Co Zhangdong Road China
Lid " (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Zone A, 3rd basement
Shanghai No. 2585, Zuchongzhi
Kim kep clip c& MicroPort Road, No.1661
31 | trung-l6n IN803G/8mm MedBot Zhangdong Road China | CHINA
(Group) Co., (Shanghai) Pilot Free
Ltd. Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
) Building B, Block 11,
Kim kep clip co& i/iliirrl(%};i"t No. 2585, Zuchongzhi
P <P IN803G/8mm Road, No.1661
32 | trung-16n MedBot h hi CHINA
(Group) Co V4 angdogg Rpad China
Ltd " (Shanghai) Pilot Free
' Trade Zone Shanghai
201203, China
Shanghai Zone A, 3rd basement
Kim kep clip c& MicroPort No. 2585, Zuchongzhi
33 |1on IN8O3H/8mm MedBot Road,No.1661 | CHINA
(Group) Co., Zhangdong Road China
Ltd. (Shanghai) Pilot Free




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chi coso'san | Nwge san
(Néu co) 02, san xuat xuat xuat
(Néu cd)
Trade Zone, Shanghai
201203, China
Zone B, 1st Floor,
) Building B, Block 11,
Kim kep clip c& i/iliilrlg};zlrt No. 2585, Zuchongzhi
HRep P IN803H/8mm Road, No.1661
34 |l6n MedBot . CHINA
(Group) Co Zhangdong Road China
Lid ” (Shanghai) Pilot Free

Trade Zone Shanghai
201203, China




