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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: 260000009/PCBB-KH
Ngay cong bo: 19/05/2026

1. Tén co s cong bd: CONG TY CO PHAN PAU TU TUAN NGOC MINH
2. bia chi: SO 30 duong Tran Quang Khai, Phuong Nha Trang, Tinh Khanh
Hoa

3. S6 vin ban cua co so: CHANGMEI/04/2026 Ngay: 13/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Hé thong bom xi ming tao hinh cot séng c6 bong

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 sur dung: Vat tu tiél} hap st dung trong phau thuat bom xi ming cot
song c¢6 bong tao hinh than dot song.

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: Tiéu chuan NSX
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 s¢ hiru: Jiangsu Changmei Medtech Co., Ltd

bia chi chu sé hitu: No. 27, Xinke West Road, Luoyang, Wujin District,
Changzhou, Jiangsu 213104, P.R.China, CHINA

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

8. S0 cong bo du dieu kién san xuat doi vai thi€t bi y t€ sdn 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 n . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
KT1-00-01; No. 27, Xinke
KT-00-02;
) West Road,
B0 kim chgoc bom . KT-00-03; Jiangsu . Luoyang, Wujin
1 |ximine 6 bon Kyphoplasty Tool Kit KT-00-04; Changmei District ’ CHINA
& & KT-00-05; Medtech Co., Chan zilou
KT-00-06; Ltd ‘langzaou,
’ Jiangsu 213104,
KT-00-16; P.R.Chi
KT-00-17 e
KT-01-01;
KT-02-01; No. 27, Xinke
KT-03-01; . West Road,
Kim choc bom xi . KT-04-01; Jiangsu . Luoyang, Wujin
2 | mang c6 bong Kyphoplasty Tool Kit KT-05-01; Changmet District, CHINA
Medtech Co.,
KT-06-01; Ltd Changzhou,
KT-07-01; Jiangsu 213104,
KT-08-01; P.R.China
KT-09-01
No. 27, Xinke
Jiangsu West Road,
3 BI? gE a%él‘;c llf(r)?l Balloon Inflator BI-20A; Changmei Iﬁ?;i,fgzg’ Wujin CHINA
phong bong nong BI-20A-10 Medtech Co., :
Lid Changzhou,
Jiangsu 213104,
P.R.China
. A KB0210; Jiangsu No. 27, Xinke
4 dB(;nS%éEong than Icigfglt;)grlasty Balloon KBO115; Changmei West Road, CHINA
& KB0120; Medtech Co., |Luoyang, Wujin




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) ?13125 f((’)))l san xut san xult Nudc san xuat
KB0210S;
KBOI115S; District,
KBO0120S; Lid Changzhou,
KB0210S1; Jiangsu 213104,
KBO0115S1; P.R.China

KB0120S1




