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: 260002149/PCBB-HN
Ngay cong bod: 06/07/2026

1. Tén co s& cong bé: CONG TY TNHH PAU TU XUAT NHAP KHAU
HPC

2. Pia chi: S6 nha 14 ngd 1/74 Quan Nhan, Phuong Thanh Xuan, TP Ha Noi,
Viét Nam, Phudng Thanh Xuan, Thanh phd Ha Noi

3. S6 vin ban cuia co so: 030726/CB-HPC Ngay: 03/07/2026

4. Thiét bi y té thudc loai B

Tén thiét biy té: Hé théng cit tir cung dung trong phau thuat phu khoa va céac
dung cu phau thuat tiét ni€u, ngoai khoa chuyén sau

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 str dyng: Dung d,é thue hién cat tir cung trong phau thuat phu khoa
va ho trg cac phau thuat tiét ni¢u, ngoai khoa chuyén sau

Tén co so san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: CE,ISO 13485

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: Tonglu Youshi Medical Instrument Co.,Ltd

bia chi chu s hitu: No.112 Jianduan Road, Tonglu, Zhejiang, China, CHINA
7. Thong tin vé co s& bao hanh (néu co):



Tén co sé: CONG TY TNHH PAU TU XUAT NHAP KHAU HPC

Dia chi: S6 nha 14 ngd 1/74 Quan Nhan, Phuong Thanh Xuan, TP Ha Noi,
Viét Nam, Phuong Hoan Kiém, Thanh pho Ha Noi

Pién thoai ¢b dinh: 0914957536  Dién thoai di dong: 0971869766
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




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

< = Z Quy cach n . . . - .
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)
Heé thong cé:[ tu Tonglu Youshi
cung (bao gom by | YS201 Medical No.112 Jianduan Road,
1 . CHINA
dung cu) Instrument Tonglu, Zhejiang
Co.,Ltd
, , A Tonglu Youshi
) Xgﬁ Cl;%?l;&hsun 201.022 Medical No.112 Jianduan Road, CHINA
& & Instrument Tonglu, Zhejiang
Co.,Ltd
. Tonglu Youshi
3 Tay cam 201.023 Medical No.1121J 1an4pan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Tonglu Youshi
4 Day cap 201.023.2 Medical No.112 Jlan(jyan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Ludi dao Tonglu Youshi
5 | 10x320mm 201.001 Medical No.112J 1an4pan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Ludi dao Tonglu Youshi
6 |15x320mm 201.002 Medical No.112 Jlan(jyan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Ludi dao 201.003 Tonglu Youshi | No.112 Jianduan Road,
7 18x320mm Medical CHINA

Tonglu, Zhejiang




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 co0)
Instrument
Co.,Ltd
Ludi dao Tonglu Youshi
2 | 15x320mm 201.004 Medical No.112 J1andpan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Ludi dao Tonglu Youshi
0 |18x320mm 201.005 Medical No.112 J1andyan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Tonglu Youshi
10 Que do tir cung 201.006 Medical No.112 J1andpan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Tonglu Youshi
1 Trocar 15mm 201.008.2 Medical No.1121J 1anc‘1‘uan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Tonglu Youshi
12 Trocar 18mm 201.009.2 Medical No.112 J1andpan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Tonglu Youshi
13 Nong 10-15mm 201.010 Medical No.112 J1anc}uan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Tonglu Youshi .
14 Nong 10-18mm 201.011 Medical No.112 Jianduan Road, CHINA

Instrument Co.,

Tonglu, Zhejiang




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) ((ilgglgl f((’)))l san xut <uht <uht
Ltd
‘ Tonglu Youshi
15 Pau do 201.012 Medical No.112 Jlanc'l‘uan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
) Tonglu Youshi
16 Ong thu 15-10mm |201.013 Medical No.112 J1andpan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
. Tonglu Youshi
17 Ong thu 18-10mm |201.014 Medical No.112 Jlanc'l‘uan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
7 ’ Tonglu Youshi
18 bay nat that 201.015 Medical No.112] 1andpan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Kep gip Tonglu Youshi
19 |1 O‘X A20mm 201.016 Medical No.112J 1anc‘1‘uaH Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
’ Tonglu Youshi
20 Kep gap 5x420mm | 201.017 Medical No.112 J1andpan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
‘ Tonglu Youshi
71 Can nang ta cung |[201.018 Medical No.112 Jlanc'l‘uan Road, CHINA
Instrument Tonglu, Zhejiang

Co.,Ltd




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 ¢0)
X a1 .o Tonglu Youshi
Dung cu co dinh tir| 551 19 Medical No.112 Jianduan Road,
22 | cung 5x420mm . CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
L , Tonglu Youshi
Dung cu c6 dinh tr 201.020 Medical No.112 Jianduan Road,
23 | cung 10x420mm . CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
v Tonglu Youshi
24 Kep 0 tir cung 201.021 Medical No.112J 1andpan Road, CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
NP x Tonglu Youshi
Km} dat clip phau 101.125 Medical No.112 Jianduan Road,
25 | thuat .. CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
2 Tonglu Youshi
Kep bulldog thang, | 11 155 goow Medical No.112 Jianduan Road,
26 |chicéu dai 40mm .. CHINA
Instrument Tonglu, Zhejiang
Co.,Ltd
Tonglu Youshi
Ke[A) bul‘l.d 08 CONE: 1101.125-005 Medical No.112 Jianduan Road,
27 | chiéu dai 35mm . CHINA
Instrument Tonglu, Zhejiang

Co.,Ltd




