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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000784/PCBA-HN
Ngay cong bo: 05/05/2026

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: 28042026-3/0ODEN Ngay: 04/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Ban sao chan ring nhén tao

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:

Muyc dich str dung: San phém dugc st dung phuc vu cho muc dich ché tao,
diéu chinh va lap rap céac phuc hinh nha khoa (nhu mao rang, cau rang,
abutment) trén d6 trude khi chuyén sang 1am sang.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ htru: ODEN MEDICAL TECHNOLOGY (GUANGDONG) CO.
LTD

bia chi chu s¢ hitu: NO. 2, Changqing Road, Hongcao Park Of High-tech

Industrial Development Zone, Shanwei, Guangdong Province, CHINA
7. Thong tin vé co s& bao hanh (néu co):



Tén co s¢: CONG TY TNHH CONG NGHE Y TE ODEN

Dia chi: S6 46 ngd 144 Quan Nhan, Phuong Thanh Xuan, Thanh phé Ha No1
Dién thoai ¢b dinh: 0359072330  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru 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 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 chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y t€ cong bo ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | MAu nhin thiét bj y té X

9 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.




PHU LUC: BANG KE CHI TIET THIET BI Y TE

STT | TEN THIET B CHUNG LOAI TEN COSOSAN | PIACHICOSG | NUGC SAN
Y TE XUAT/HANG, SAN XUAT XUAT
NUGC SAN XUAT
1 Ban sao chan A35; A36; A37; A38; . CHINA
ring nhin tao | A39; A40; Adl; Ad2; ODEN NO. 2, Changging
A43; Ad4; A45; A46; MEDICAL Road, Hongcao
A47; A48; A49; AS0; TECHNOLOGY | Park Of High-tech
(GUANGDONG) | Industrial
ggga gig’ Ei?s giga CO.LTD Development
B43; B44: B4S; B46; Zone, Shanwei,
Guangdong

B47; B48; B49; B50;

C35; C36; C37; C38;
C39; C40; C41; C42;
C43; C44; C45; C46;
C47; C48; C49; C50;

D35; D36; D37; D38;
D39; D40; D41, D42;
D43; D44; D45; D46,
D47; D48; D49; D50;

E35; E36; E37; E38; E39;
E40; E41; E42; E43; E44;
E45; E46; E47; E48; E49;
ES50;

F35; F36; F37; F38; F39;
F40; F41; F42; F43; F44,

Province, China




F45; F46; F47; F48; F49;
F50;

G35; G36; G37; G38;
G39; G40; G41; G42;
G43; G44; G45; G46;
G47; G48; G49; G50;

H35; H36; H37; H38,;
H39; H40; H41; H42;
H43; H44; H45; H46;
H47; H48; H49; H50;

J35;J36; 137; 138; J39;
J40; J41; 142, J43; J44;
J45; J46; 147, J48; J49;
J50;

K35; K36; K37; K38;
K39; K40; K41; K42;
K43; K44; K45; K46;
K47; K48; K49; K50;

L35; L36; L.37; L38; L.39;
L40; 1L41; 1L42; 1.43; L44;
L45;1.46; 147, 1.48; 149,
L50;

M35; M36; M37; M38,;
M39; M40; M41; M42;
M43; M44; M45; M46;
M47; M48; M49; M50;

N35; N36; N37; N38;




N39; N40; N41; N42;
N43; N44; N45; N46;
N47; N48; N49; N50;

X35; X36; X37; X38;
X39; X40; X41; X42;
X43; X44; X45; X406,
X47; X48; X49; X50;

Y35;Y36; Y37; Y38;
Y39; Y40; Y41; Y42;
Y43; Y44; Y45; Y46;
Y47;Y48; Y49; Y50;

735,736, 737; 2Z38; 739;
740; 741, 742; 743; 744;
745,746, 747, 748, 749,
Z50.




