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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: 260001916/PCBB-HN
Ngay cong bod: 16/06/2026

1. Tén co sd cong bé: CONG TY TNHH THUONG MAI QUOC TE VNP
2. bia chi: Thon Tuong Chuc, Xa Nam Phu, Thanh phé Ha No61

3. S6 vin ban ctia co so: 16062026/CB-VNP Ngay: 16/06/2026

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

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich st dyng: Dung dé bom xi ming vao dbt séng duoc su dung dé tao
hinh lai than d6t song cho bénh nhan bi gay, xep hodc lun dot song do loang
xuong, tiéu xuong hodc ung thu xuong.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485:2016

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hiru thiét bi y té:

Tén chu so hiru: OK Medinet Korea Co., Ltd.

bia chi chu sé hitu: 415, Namsung Plaza 130 Digital- ro, Geumcheon-gu,
Seoul, KOREA, REPUBLIC OF

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

8. SO cong bod du diéu ki¢n san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

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

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ 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 liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

~ . Z Quy cach " . . . A (o
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)
B0 dung cu bom xi | Catheter balloon,
mang tao hinh than | Kyphoplasty KYBS, OKBI115, KYB-IO’ KYB- ) 415, Namsung Plaza 130 | KOREA,
L % 1. ; 20, Balloon Dilator, BD-20, OK Medinet .
1 |dotsong co bong | Dilator, Digital- ro, Geumcheon- | REPUBLI
KYBS balloon 10G, FN10G, 12G-103, Korea Co., Ltd. au. Seoul C OF
11G-103, 13G, OK-Bowl ’
B6 dung cu bom xi ?OStTeIfUThread Needle OTN SYSTEM 8, OTN
méng tao hinh than Ortho ’ae dic cement SYSTEM 10, 11G, 12G, OK Medinet 415, Namsung Plaza 130 | KOREA,
2 | dot song khong dis er?ser OK-Bowl, OKMK-1J101, Korea Co.. Ltd Digital- ro, Geumcheon- | REPUBLI
béng OTN In.gc o OSTEO TOOLKIT SET » 2 oy, Seoul C OF
) (OTKS), OTKS
Kim chqc do qua | Cannula Pin, OK Medinet 415, Namsung Plaza 130 | KOREA,
3 | cudng song Cannula Spiral Pin 10G, 11G Digital- ro, Geumcheon- | REPUBLI
Korea Co., Ltd. au, Seoul C OF
Kim cth do tao Soacer OK Medinet 415, Namsung Plaza 130 | KOREA,
4 |duong him P FN10G, 12G Digital- ro, Geumcheon- | REPUBLI
Korea Co., Ltd. au, Seoul C OF
Bom éap lyc cho ) . 415, Namsung Plaza 130 | KOREA,
5 |bdéng nong Balloon dilator Balloon dilator, BD-20 OK Medinet Digital- ro, Geumcheon- | REPUBLI
Korea Co., Ltd. au, Seoul C OF
Bong nong than 5 pj100n OKB1115, KYB-10, KYB- OK Medinet | +15, Namsung Plaza 130 | KOREA,
6 |dotsong Digital- ro, Geumcheon- | REPUBLI
20 Korea Co., Ltd. ou, Seoul C OF
Kim choc déy X1 Cement Filler apd Pusher, OK Medinet 415, Namsung Plaza 130 | KOREA,
7 | ming Bone Cement Filler and OTKS, 11G-103 Digital- ro, Geumcheon- | REPUBLI
Pusher Korea Co., Ltd. au, Seoul C OF




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) £, san xuat xuat xuat
(Néu cd)
. e . . 415, Namsung Plaza 130 | KOREA,
3 Bo tron xi mang Bone cement Mixer OK-Bowl OK Medinet Digital- ro, Geumcheon- | REPUBLI
Korea Co., Ltd.
gu, Seoul C OF
Bom 4p lyc déy xi . . 415, Namsung Plaza 130 | KOREA,
9 |ming Injector OKMK-1J-101 OK Medinet | 1y, 051 ro, Geumcheon- | REPUBLI
Korea Co., Ltd.
gu, Seoul C OF




