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: 260002548/ PCBB-HN
Ngay cong bo: 29/07/2026

1. Tén co s& cong bé: CONG TY TNHH Y TE PIKEIMED

2. bia chi: Tang 9 Toa Minori, 67A Truong Dinh, Phuong Tuong Mai, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 02B/VBCB/2026 Ngay: 29/07/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Hé thong bom xi ming c6 bong nong than dét song

Tén thuong mai (néu c): Hé thong bom xi ming c6 bong nong than dét sdng
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 sir dung: Hé théng bom xi ming c6 bong nong than d6t séng 13 bd
dung cu chuyén dung phuc vu k¥ thuat tao hinh than dét song qua da

Tén co so san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

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

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

1 Tén chat ma tay, tién chat: Tén khoa hoc:

Ma thong tin CAS: , ‘ ,

Nong d9, ham luong chat ma tuy, tién chat: ’
Tong ham lugng chat ma tuy, tién chat trong mot don vi dong gb1 nhd nhat:
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ hiru: Betta Medical Technology (Wuxi) Co., Ltd.

bia chi chu sé hitu: Zone B, 1st Floor of No.7 Building, Area C, No.1699



Huishan Ave, 214174 Huishan Economic Development Zone, Wuxi, Jiangsu
Province, PEOPLE'S REPUBLIC OF CHINA , 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

STT| Tén thiét biy té Chiing loai M sin phim %X;Z?f Tén co'so Diachico'sgsan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu c0)
. (0 A 14X Zone B, 1st Floor of
glilc‘l)l‘n;aéusgnlg ?:ilrllg ‘ No.7 Buildigg, Area C,
. A Betta Medical |No.1699 Huishan Ave,
dung trong bd bom | Percutaneous Needle of Technolo Huishan Economic
1 |ximéng tao hinh | Vertebroplasty (Type I) F34040100 Cai/ hop 0logy U CHINA
than dot song c6 (Wuxi) Co., Development' Zgne,
bong Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
Kim dan duong Betta Medical | No.1699 Huishan Ave,
mili vat vao than Percutaneclms Needle of i/ ho Technology Huishan Economic
2 séng Vertebroplasty (Type II) F34040200 Céi/ hop (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
B6 dng thong dan Betta Medical [ No.1699 Huishan Ave,
duong s6 2 mili vat Percu]tjanecl)us Needle of i/ ho Technology Huishan Economic
3 vao than séng Vertebroplasty (Type 1I) F34040300 Cai/hop (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Kim dan dudng Betta Medical | Zone B, 1st Floor of
mii vat vao than Percu]‘;anecl)us Needle of my Technology No.7 Building, Area C,
4 séng Vertebroplasty (Type III) F34040400 Cai/ hop (Wuxi) Co., No.1699 Huishan Ave, CHINA




Quy cach

STT| Tén thibt biy té Chiing loai M%fi‘; lc’(';)am déng goi Ts::l 5:1 :f bia Ch;lfgts“ san | N “;:céia“
(Néu co)
Huishan Economic
Development Zone,
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
. (0 A4 X Zone B, 1st Floor of
glir‘;lnva(‘;usgnl ((1:?;111 No.7 Building, Area C,
din gtron bgé bmgn Auxiliary Eauipment OF Betta Medical | No.1699 Huishan Ave,
e tORS 5O Y EAWp F32030014 A Technology Huishan Economic
5 |[ximang tao hinh | Vertebroplasty (Type I) Cai/ hop (Wuxi) Co Development Zone CHINA
than d6t song c6 ? 7
\ Ltd. 214174 Wuxi, Jiangsu
bong Province, PEOPLE'S
REPUBLIC OF CHINA
X , Zone B, 1st Floor of
Kim dan duong so No.7 Building, Area C,
2 vao than song Auxiliary Equipment Of Betta Medical |No.1699 Huishan Ave,
6 |dingtrongtao G e Type ) | F32030015 C4i/ hé Technology | Huishan Economic CHINA
hinh than dot song prasty L1yp P (Wuxi) Co., Development Zone,
cO bong Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
n X . .. . Betta Medical |No.1699 Huishan Ave,
CaAy dan duornkg \ Auxiliary Equipment Of F32030016 1A Technology Huishan Economic
7 | cudng cung dau tu | Vertebroplasty (Type I1I) Cai/ hop (Wuxi) Co Development Zone CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Kim khoan tao Auxiliary Equipment Of Betta Medical |Zone B, 1st Floor of
) F32030017 A A8t
8 | ranh vao than séng | Vertebroplasty (Type IV) Cai/ hop Technology No.7 Building, Area C, |CHINA




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 cd)
1699 Huishan Ave,
Huishan Economic
(Wuxi) Co., Development Zone,
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
Kim déy xj mang | Auxiliary Equipment Of ]%Z?}?nl\o/llz(;l;al Eﬁli}?;? ]{Z{c f;g?;?ve’
9 | vao than song Vertebroplasty (Type V) F32030018 Cai/ hop (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
- . Betta Medical |No.1699 Huishan Ave,
Kim sinh thiét Auxiliary Equipment Of Technology Huishan Economic
10 Vertebroplasty (Type VI) F32030019 (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
o tao Hinh thn | Awilary Eaquipment Of Technology | Huishan Economic.
11 bt s 6ﬁg Vertebroplasty (Type VII) | F32030020 Cai/ hop (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
12 | B0 nong Auxiliary Equipment Of F32030021 Betta Medical | Zone B, Ist Floor of No. | cHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut <uht <uht
(Néu cd)
7 Building, Area C,
No0.1699 Huishan Ave,
Technology Huishan Economic
Vertebroplasty (Type VIID) (Wuxi) Co., Development Zone,
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Balloon (I10)
Balloon (115) 134000700 Zone B, 1st Floor of
F34000800 o
Balloon (120) F34000900 No.7 Building, Area C,
Bong nong than Balloon (I110) Betta Medical |No.1699 Huishan Ave,
dbt sdng dan Balloon (IT 15) F34001000 Technolo Huishan Economic
13 |9 song dang F34001100 Cai/ hop 0l08Y CHINA
thang Balloon (I120) (Wuxi) Co., Development Zone,
F34001200 A
Balloon (III 10) F34001300 Ltd. 214174 Wuxi, Jiangsu
Balloon (I 15) F34001400 Province, PEOPLE'S
Balloon (111 20) F34001500 REPUBLIC OF CHINA
Zone B, 1st Floor of
g:ﬁggg 8:,7 ig; F34000100 No.7 Building, Area C,
Boéng nong than F34000200 ,Betta Medical |No.1699 Huishan Ave,
d6t sdng dang Balloon (I 20) F34000300 Technology Huishan Economic
14 : Balloon (V 10) Cai/ hop . CHINA
cong Balloon (V 15) F34001600 (Wuxi) Co., Development Zone,
Balloon (V 20) F34001700 Ltd. 214174 Wuxi, Jiangsu
F34001800 Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
Bom 4p lyc dung | Balloon (VI 10) Betta Medical No.7 Bulldlgg, Area C,
A A F34001900 No.1699 Huishan Ave,
cho tao hinh than | Balloon (VI'15) A Technology . )
15 bt <& Ball VI 20) F34002000 Cai/ hop (Wuxi) C Huishan Economic CHINA
ot song atioon ( F34002100 L d“’“ ©> | Development Zone,

214174 Wuxi, Jiangsu
Province, PEOPLE'S




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 cd)
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
B¢ tron xi ming Balloon (VII 10) Betta Medical Noz 1699 Hulshag Ave,
16 | xuwong Balloon (VII 15) F34002200 Céi/ hop Technology Huishan Economic CHINA
F34002300 . (Wuxi) Co., Development Zone,
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
Cay hd tro dat din | B2lloon (VI 20) F34002400 Betta Medical | No.1699 Huishan Ave,
duong cho bong Balloon (VIIT 10) F34000400 . Technology Huishan Economic
17 Balloon (VIII 15) Cai/ hop . CHINA
cong Balloon (VIII 20) F34000500 (Wuxi) Co., Development Zone,
F34000600 Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
Bom ép luc don No.7 Building, Area C,
JL b e SWNE Betta Medical | No.1699 Huishan Ave,
0o kiém soat dung Pum Technolo Huishan Economic
18 | cho tao hinh than P F34030000 Céi/ hop 08y CHINA
bt sén (Wuxi) Co., Development Zone,
& Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
B¢ ng thong dan Auxiliary Equipment Of Betta Medical §0-¥6B91;11ﬁhr}g},1 Ar;a C,
duong s6 2 mili vét A Technology 0. uishan Ave,
19 vio than s 6ng Vertebroplasty (Type 1X) F32030022 Cai/ hop (Wuxi) Co., Huishan Economic CHINA
Ltd. Development Zone,

214174 Wuxi, Jiangsu




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 cd)
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
Kim khoan tao Auxiliary Equipment Of ?:Et}ilnlg/[lzc;;:al Ezligzs ]?c lgzgiifve’
20 |ranh vao than song | Vertebroplasty (Type X) F32030023 Cai/ hop (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
Kim day xi mang | Auxiliary Equipment Of ]?:Ztﬁnlz)/[lz(;;:al Eﬁlig:r? I{Z{c fﬁgiﬁ?ve’
21 [vao than song Vertebroplasty (Type XI) F32030024 Cai/ hop (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
. ) Betta Medical |No.1699 Huishan Ave,
Kim sinh thiét Auxiliary F quipment Of i/ ho Technology Huishan Economic
22 Vertebroplasty (Type XII) | F32030025 Cai/ hop (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
) . ‘ Zone B, 1st Floor of
23 | Hne Vertebroplasty (Type XIIT) |F32030026 Cai/ hop 008y | No.1699 Huishan Ave, | CHINA
dot song (Wuxi) Co., Huishan Economic
Ltd.

Development Zone,




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)
214174 Wuxi, Jiangsu
Province, PEOPLE'S
REPUBLIC OF CHINA
Zone B, 1st Floor of
No.7 Building, Area C,
. ) Betta Medical |No.1699 Huishan Ave,
Kim sinh thiét Auxiliary Equipment Of A Technology Huishan Economic
24 Vertebroplasty (Type XIV) [F32030027 Cai/ hop (Wuxi) Co., Development Zone, CHINA
Ltd. 214174 Wuxi, Jiangsu

Province, PEOPLE'S
REPUBLIC OF CHINA




