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: 260001205/PCBB-HN
Ngay cong bo: 20/04/2026

1. Tén co 36 cong bd: CONG TY CO PHAN TRANG THIET BI Y TE
MANH CUONG )

2. bia chi: S6 2 Ngach 2 Ngo 124 Pho Minh Khai, Phuong Tuong Mai, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 16042026/MC Ngay: 20/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: May noi nha

Tén thuong mai (néu cd): Dental Root canal preliminary machine

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: May ndi nha

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: Dung trong nha khoa, dugc str dung trong diéu tri noi nha,
sira soan, lam sach 6ng tily ring va diéu trj tay.

Tén co so san xuat: Foshan haoqi Medical Equipment Co., Ltd

Dia chi co s& san xuét: No.1, 3rd Floor, Building 5, Shakeng Yunguo Village,
Airport Road, Shishanluo Village, Nanhai District, Foshan city( Residence
Declaration) China, CHINA

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. Dbi voi thiét bi y té chira chat ma tay, tién chat (néu co):

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

Tén chu s& hiru: Foshan haoqi Medical Equipment Co., Ltd.

Dia chi chu sé hiru: No.1, 3rd Floor, Building 5, Shakeng Yunguo Village,
Airport Road, Shishanluo Village, Nanhai District, Foshan city( Residence



Declaration) China, CHINA

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

Tén co so: Cong ty Co phan trang thiét bi y té Manh Cudng

Dia chi: S6 2 Ngach 2 Ng& 124 Minh Khai, Phuong Tuong Mai, Thanh phé
Ha Noi

Dién thoai ¢d dinh: 0974368356  Dién thoai di dong:

8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 Giéy chirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.




