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: 260002152/PCBB-HN
Ngay cong bod: 06/07/2026

1. Tén co sd cong bé: CONG TY TNHH THIET BI Y TE PUC MINH

2. bia chi: L6 s6 07, O 20.BT Khu do6 thi méi Bac Pai Kim mé rong, Phuong
binh Coéng, Thanh phé) Ha No1

3. S6 vin ban cuia co so: 220626 Ngay: 03/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: May ndi soi Tai miii hong va phu kién di kém

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 céch dong goi:

Muc dich str dung: bé quan sat, tham kham, chuan doan va hd trg diéu tri cac
bénh lién quan dén tai - miii hong

Tén co sé san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Theo tiéu chuin clia nha san xudt
5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

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

Tén chu s¢ htru: SHENZHEN TUYOU MEDICAL IMAGING CO.,LTD
bia chi chu sé¢ hiru: Room 906, Building 3, Namtai Inno Park, Tangwei
Community, Fenghuang Street, Guangming District, Shen Zhen city,
Guangdong, Province, CHINA

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



Tén co so: Cong ty TNHH Thiét Bi Y Té Purc Minh

Dia chi: L6 s6 07, O 20. BT Khu d6 thi méi Bic Pai Kim mé rong , Phuong
binh Coéng, Thanh pho Ha N1

Pién thoai ¢ dinh: 0904878786  Dién thoai di dong: 0904878786
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

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

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té 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)
Room 906, Building 3,
B6 xit Iy hinh anh SHENZHEN Namtai ?nno Park,'
module xir Iy anh > | TU-15LSDI1C; TUYOU Tangwei Community,
1 (bo mach) TU-15LSDI1F MEDICAL Fenghuang Street, CHINA
; IMAGING Guangming District,
CO.LTD Shen Zhen city,
Guangdong, Province
Room 906, Build-ing 3,
SHENZHEN Namtai Inno Park,
o TUYOU Tangwei Community,
2 Nguon sing TU-LS101BG MEDICAL Fenghuang Street, g CHINA
IMAGING Guangming Dis-trict,
CO.LTD Shen Zhen city,

Guangdong, Province




