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: 260001395/PCBB-HN
Ngay cong bo: 07/05/2026

1. Tén co s cong bd: CONG TY TNHH CONG NGHE Y TE ODEN

2. bia chi: S0 46 ngd 144 Quan Nhan, Phuong Thanh Xuan, Thanh phé Ha
Noi

3. S6 vin ban cua co so: 03052026-2/0ODEN Ngay: 06/05/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Khép ndi nha khoa

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 str dung: San pham 1a thanh phan bd tro sir dung trong phuc hinh
nha khoa sau mat rang, duoc st dung dé két ndi, nang d& va luu giit phuc
hinh. Cac phu kién di kém c6 chirc ning hd trg lanh thuong trude khi lap dat.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san phdm 4p dung: Tiéu chun nha san xuét

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

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

Tén chu s& hiru: Shenzhen Yimei Dental Medical Technology Co., Ltd.

bia chi chu sé hiru: Room 137, Semi-basement, Unit C, Building 2, Phase 1,

Huagiang City Garden, Tangwei Community, Fuhai Subdistrict, Bao'an
District, Shenzhen, Guangdong, CHINA



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan 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 iy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

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

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

7 | Gidy chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
Room 137,
Semi-basement,
Unit C, Building
ZJFHIT 4010; ZJFHJT 2, Phase 1,
4020; ZJFHJT 4030; Shenzhen Huagiang City
ZJFHIT 4040; JDFHJT Yimei Dental Garden,
1 | Khop ndi nha khoa | 481740; IDFHIT 403040; Medical Tangwei CHINA
YHIJT 4330; YHJT 4040; Technology Community,
YHIT 4050; YHJT 4070; Co., Ltd. Fuhai
FGLS 358 Subdistrict,
Bao'an District,
Shenzhen,

Guangdong




