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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: 260000647/PCBB-HN
Ngay cong bod: 06/03/2026

1. Tén co s¢ cong bé: CONG TY TNHH CONG NGHE CAO VE THIET BI
Y TE ANH NGOC ,

2. bia chi: Nha s6 11 TT4, Khu d6 thi Thanh ph6 Giao Luu , Phuong Pha
Dién, Thanh phd Ha Noi

3. S6 vin ban cua co so: 06.03-AN Ngay: 06/03/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Bo bom xi ming tao hinh ddt 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 sir dung: B4 bom xi ming tao hinh dét séng duoc chi dinh dé cb
dinh céc trudng hop gy xuong bénh 1y ctia than dét séng trong qua trinh thuc
hién thi thuat tao hinh ddt séng qua da (PVP) va tao hinh d6t song bang bong
(PKP). Th1et bi nay duoc thiét ké dé dua xi ming vao co thé qua da. Gy lan
than d6t song gay dau c6 thé do: lodng xwong, cac t6n thwong lanh tinh (u
mach mau) va cac ton thuong ac tinh (ung thu di can, da u tay).

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

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

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¢ htru: CANWELL MEDICAL CO., LTD.



Dia chi chu sé¢ hitu: No.466 South Xianhua Street, High-tech Industrial Zone,
321016 Jinhua, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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) £, san xuat san xuat
(Néu c0)
NO.466 South
Xianhua Street,
Kyphonlasty Balloon 214200010; 214200001; CANWELL High-Tech
1 |Béng nong ngle tg’r Y 214200002; 214200016; MEDICAL Industrial Zone, | CHINA
214200015 CO., LTD. Jinhua, Zhejiang
Province,
321016, PR.
NO.466 South
Xianhua Street,
) ) CANWELL High-Tech
2 | Kim choc do Puncture Needle 5135;8882’ 214220005; MEDICAL Industrial Zone, | CHINA
CO., LTD. Jinhua, Zhejiang
Province,
321016, PR.
NO.466 South
214210018; 214220018; Xianhua Street,
Y S ’ ’ CANWELL High-Tech
Kim day xi mang . . 214220001; 214220002; .
3 \ N Bone Filler Device MEDICAL Industrial Zone, | CHINA
vao than dot song 214230011; 214230012; CO. LD Tinhua. Zheiian
214200017 n LA ua, 2Zhejlang
Province,
321016, PR.
NO.466 South
Xianhua Street,
) ) CANWELL High-Tech
4 | Day dan hudng Guide wire ijﬁgggég’ 214220014; MEDICAL Industrial Zone, | CHINA
CO., LTD. Jinhua, Zhejiang

Province,
321016, PR.




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
NO.466 South
Xianhua Street,
Kim tao kénh phu | . 214210024; 214210025; CANWELL High-TF:ch
5 thuat ; Dilator 214220024, 214220025; MEDICAL Industrial Zone, | CHINA
: 214230009 CO., LTD. Jinhua, Zhejiang
Province,
321016, PR.
NO.466 South
Xianhua Street,
’ CANWELL High-Tech
6 | Ong bao vé Protective Sleeve 214210026; 214220026 MEDICAL Industrial Zone, | CHINA
CO.,LTD. Jinhua, Zhejiang
Province,
321016, PR.
NO.466 South
Xianhua Street,
) ) CANWELL High-Tech
7 | Kim khoan xuwong | Drill bit 313288?2’ 214220028, MEDICAL Industrial Zone, | CHINA
CO., LTD. Jinhua, Zhejiang
Province,
321016, PR.
NO.466 South
Xianhua Street,
CANWELL High-Tech
8 | Kim lién khéi Once-piece needle 214220006; 214230010 MEDICAL Industrial Zone, | CHINA
CO., LTD. Jinhua, Zhejiang
Province,
321016, PR.
' CANWELL NO.466 South
9 |Bom bong Medical Ballon Catheter | 5 1510029 MEDICAL  |Xianhua Street, |CHINA

Syringe Pump

CO., LTD.

High-Tech




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Industrial Zone,
Jinhua, Zhejiang
Province,
321016, PR.




