SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001318/PCBB-HN
Ngay cong bo: 28/04/2026

1. Tén co s& cong bé: CONG TY TNHH VAT TU TRANG THIET B] Y TE
HA ANH

2. Pia chi: S6 nha 20 ngd 4 Hitu Trung, X4 Pai Thanh, Thanh phé Ha Noi
3. S6 vin ban cua co so: 2804/HA/PCBB/2026 Ngay: 28/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t& B0 bom xi mang tao hinh than d6t 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 su 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: 1SO13485

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 sé hittu: SCW Medicath Ltd.

bia chi chu sé hitu: No.4, Baolong 6th Road, Baolong Industrial Town,
Longgang District, 518116 Shenzhen, Guangdong, PEOPLE'S REPUBLIC
OF CHINA, CHINA

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

8. SO cong bo du di€u kién 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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')l)l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
No.4, Baolong
46.03.30001; 46.03.30002; 6th Road,
46.03.30003; 46.03.30004; Baolong
46.03.20002; Industrial Town,
B0 kim choc than : 46.03.20003; 46.03.20005; . Longgan
1 |dbtséng Bone Access Kit 46.03.20006; PVP-0213; icdw Medicath Disff;t, sg 18116 | CHINA
PVP-0214; PVP-0209; . Shenzhen,
PVP-0210; PVP-0101; Guangdong,
PVP-0102; PVP-0103; PEOPLE'S
PVP-0104 REPUBLIC OF
CHINA
No.4, Baolong
6th Road,
Baolong
’ Industrial Town,
Kim choc than dot VK-C-2.5; VK-C-3.0; VK- . Longgan
2 |séng Vertebra Puncture Needle | - 3 ¢yt 42 7¢%01; iﬁiw Medicath | S5 8116 | CHINA
7C-02; ZC-03; ZC-04 ’ Shenzhen,
Guangdong,
PEOPLE'S
REPUBLIC OF
CHINA
No.4, Baolong
Kim din d Vertebra P Guid o oad.
im dan duong ertebra Puncture Guide . Baolon
3 | choc dbt séng Needle VK-Y-1.6; YD-01 itcdw Medicath Industril Town, | CHINA
' Longgang

District, 518116




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

Shenzhen,
Guangdong,
PEOPLE'S
REPUBLIC OF
CHINA

Que nong d6t séng

Vertebra Dilator

VK-KT-3.6; VK-KT-4.2;
KQ-01; KQ-02

SCW Medicath
Ltd.

No.4, Baolong
6th Road,
Baolong
Industrial Town,
Longgang
District, 518116
Shenzhen,
Guangdong,
PEOPLE'S
REPUBLIC OF
CHINA

CHINA

Kim khoan than
dot song

Vertebra Hand Drill

VK-Z-3.0; VK-Z-3.5; SZ-
01; SZ-02

SCW Medicath
Ltd.

No.4, Baolong
6th Road,
Baolong
Industrial Town,
Longgang
District, 518116
Shenzhen,
Guangdong,
PEOPLE'S
REPUBLIC OF
CHINA

CHINA

Kim bom xi mang
Xxuong

Bone Cement Filler

46.05.20001; 46.05.10001;
VK-Y-3.0; VK-Y-3.5; TC-
01; TC-02

SCW Medicath
Ltd.

No.4, Baolong
6th Road,
Baolong
Industrial Town,
Longgang

CHINA




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

District, 518116
Shenzhen,
Guangdong,
PEOPLE'S
REPUBLIC OF
CHINA

Bong nong tao
hinh than dot song

Kyphoplasty Balloon
Catheter

46.05.20001; 46.05.10001;
VK-Y-3.0; VK-Y-3.5; TC-
01; TC-02

SCW Medicath
Ltd.

No.4, Baolong
6th Road,
Baolong
Industrial Town,
Longgang
District, 518116
Shenzhen,
Guangdong,
PEOPLE'S
REPUBLIC OF
CHINA

CHINA

Bom ép lyc va tron
xi mang

Bone Cement Mixer

46.02.01001; KM-I

SCW Medicath
Ltd.

No.4, Baolong
6th Road,
Baolong
Industrial Town,
Longgang
District, 518116
Shenzhen,
Guangdong,
PEOPLE'S
REPUBLIC OF
CHINA

CHINA




