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THONG TIN

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

S6 cong bd: 260001026/PCBB-HN
Ngay cong bod: 03/04/2026

1. Tén co s cong bd: CONG TY TNHH LE-METEC

2. Pia chi: S6 454 duong Lac Long Quan, Phuong Tay HO, Thanh phé Ha Noi
3. S6 vin ban cua co so: 002-2026/LMT-CB Ngay: 02/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: BO dung cu bom 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: dung trong cac phau thuat bom xi mang tao hinh than a6t
song c6 bong hoac khong bong, st dung mot lan

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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 8¢ hiru: Shandong Weigao Orthopaedic Device Company Limited,
Trung Quoc

bia chi chu sé hiru: No. 26 Xiangjiang Road, Tourist Resorts, Weihai City,
Shandong province, China, CHINA

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

8. SO cong bo du diéu kién san xuat di véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:



Vin ban cong bd tiéu chudn ap dung cta thiét bi y té thudc loai B.

Gidy chimg nhan dat tiéu chuan quan 1y chit luong ISO 13485

Gidy iy quyén cta chu so hiru thiét bi y té

Giay xac nhan du diéu kién bao hanh

DNl | W N

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.

Giay chimg nhan hgp 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 . 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) (Néu c6) san xuat san xuat
GBCCO01, GBCCO02, Shandong No. 26
B0 dung cu bom xi GBCCO3, GBCCO4, Weigao Xia'n jian
mé”m . tago Hinh than | Kyphoplasty Balloon GBCCO5, GBCCO6, Orthopaedic RoangTougrist
1| Tang tao B YPIOPasty GBCC07, GBCCOS, Device » OUnst | CHINA
dot song c6 bong | Systems GBCC09. GBCC10 Company Resorts, Weihai
cdc logi, cdc co GBCC11, GBCCI2, Limited, Trung | €% Shandong
GBCC13 Quée province, China
GBCCO01, GBCCO02, Shandong No. 26
B6 dung cu bom xi GBCCO03, GBCC04, Weigao Xie;n o
ming tao hinh than GBCC05, GBCCO6, Orthopaedic | o' dg’TO fr -
2 | dot song khong Vertebroplasty Systems GBCC07, GBCCO08, Device Resor’ts Weihai CHINA
boéng cac loai, cac GBCC09, GBCCI10, Company Cit Slian don
& GBCC11, GBCC12, Limited, Trung | =7 e
GBCC13 Quéc province, China
GBCCO01, GBCCO02, Shandong No. 26
GBCC03, GBCC04, Weigao Xia;ngjiang
) ) . GBCCO05, GBCCO06, Orthopaedic )
3 |kimdinhugng | gound-up Suide Bin/ GBCC07, GBCCO8, Device Road, Tourist | CHINA
PP GBCC09, GBCC]10, Company it Shandon
GBCC11, GBCC12, Limited, Trung | 7 ne
GBCC13 Quéc province, China
GBCCO01, GBCCO02, Shandong No. 26
GBCC03, GBCC04, Weigao Xia'n .
kim choc do cuén GBCCO5, GBCCOG, Orthopaedic RoangTougrist
4 S 6ng ; & | Puncture Needle Assembly | GBCC07, GBCCO8, Device Resor’ts Weihai CHINA
GBCC09, GBCCI10, Company ’

GBCCl11, GBCC12,
GBCCI3

Limited, Trung
Quodc

City, Shandong
province, China




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) 02, san xuat san xuat
(Néu cd)
GBCCO01, GBCCO02, Shandong No. 26
GBCCO03, GBCCO04, Weigao Xiaingjiang
GBCCO05, GBCCOe, Orthopaedic Road. Tourist
5 | kim nong Dilator Catheter Assembly [ GBCCO07, GBCCOS, Device Resmits Weihai CHINA
GBCC09, GBCC10, Company City Slian dong
GBCCl11, GBCC12, Limited, Trung ’, Chi
GBCC13 Quéc province, China
GBCCO01, GBCCO02, Shandong No. 26
GBCCO03, GBCCO04, Weigao Xiaingjiang
GBCCO05, GBCCO06, Orthopaedic Road. Tourist
6 | kim khoan Bone Drill GBCCO07, GBCCO8, Device Resor’ts Weihai CHINA
GBCC09, GBCCI10, Company City S};an dong
GBCCl11, GBCC12, Limited, Trung ’, Chi
GBCC13 Quéc province, China
GBCCO01, GBCCO02, Shandong No. 26
GBCC03, GBCC04, Weigao Xie;ngjiang
GBCCO05, GBCCO06, Orthopaedic Road. Tourist
7 | kim thong Working Tube GBCC07, GBCCO08, Device Resor’ts Weihai CHINA
GBCC09, GBCCI10, Company City Sﬁan dong
GBCCl11, GBCC12, Lirr}ited, Trung . Chi
GBCC13 Quéc province, China
GBCCO01, GBCCO02, Shandong No. 26
GBCCO03, GBCC04, Weigao Xiaingjiang
kim bom xi mang GBCCO05, GBCCO6, Orthopacdic Road, Tourist
8 \ A <A, X Bone Cement Filler GBCCO07, GBCCO8, Device ’ .. . | CHINA
vao than dot song Resorts, Weihai
GBCC09, GBCC10, Company City, Shandong
GBCCl11, GBCC12, Limited, Trung ’, Chi
GBCC13 Quéc province, China
. Shandong No. 26
9 b?ng nong than dot Bone Dilator GBQN-10, GBON-15, Weigao Xiangjiang. CHINA
song GBQN-20 Orthopaedic Road, Tourist




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)
](?zzi;fmy Resorts, Weihai
Limited, Trung C1ty,' Shandopg
£ province, China
Quodc
GBJBO1, GBJB02, 33;“‘;‘(’)“5’ No. 26
GBIB03, GBJB04, o rthg odi Xiangjiang
10 |66 tr6m i mane | BONE Cement Mixer/ Bone | GBJBOS, GBIBOG, Doviee “0¢ | Road, Tourist | o
v & Cement Pusher GBJB07, GBJBOS, Corn an Resorts, Weihai
GBJB09, GBJBNI, Limife g min City, Shandong
GBJBN2, GBJBN3 pred HUNE b rovinee, China
Quoc
Shandong No. 26
Weigao L
o Orthopaedic Xiangjiang
1 bom ap lyc cho Balloon Dilation Pressure GBKY, GBKYO02, Device Road, Tourist CHINA
bong nong Pump GBKYO03 Resorts, Weihai
Company

Limited, Trung
Quoc

City, Shandong
province, China




