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THONG TIN

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

S6 cong bd: 260001464/PCBB-HCM
Ngay cong bo: 18/05/2026

1. Tén co s& cong bé: CONG TY TNHH MTV TRANG THIET B Y NHA
KHOA TDDENT

2. Pia chi: 956/8 Au Co, Phudng Tan Binh, Thanh phé H6 Chi Minh
3. S6 vin ban cua co so: 01/CB/TDDENT Ngay: 13/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Miii khoan 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: Miii khoan nha khoa 1a mét thiét bi cat quay dugc thiét ké
deé vira voi tay cam nha khoa va nham muc dich cat cac cau truc cing trong
miéng, vi du nhu loai bd cac vat li¢u sau rang, chuan bi sau rang, hoan thién
cac ché pham rang va phuc hoi va danh bong rang. N6 ciing co6 thé dugc su
dung dé cat kim loai ctirng, nhya, st va cac vat liéu tuong tu d€ sir dung nha
khoa, vi du: Mao rang & Chuan bi.

Tén co sé 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 co):

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

Tén chu so hiru: Reco-Dent International Co., Ltd

bia chi chu sé hitu: 6F No. 3, Pa De St., Su Lin Dist., New Taipei City,
TAIWAN, PROVINCE OF 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

Quy cach
dong goi
(Néu cé)

M3 san phim
(Neéu co)

Tén co s& Dia chi co sé

- Y . ) Nuwde san xuat
san xuat san xuat

STT| Tén thiét biy té Chiing loai

C801/008; C801/009;
C801/010; C801/012;
C801/014; C801/016;
C801/018; C801L/016;
C802/009; C802/010;
C802/012; C805/009;
C805/010; C805/012;
C805/014; C836/012;
C846L/010; C877K/012;
C855/012; C855/014;
C852/012; C860/010;
C860/012; C368/018;
C368/023; C847/14;

Mii Khoan nha 5842; 0}25 C856/ 012_; Reco-Dent 6F No. 3, PaDe | TAIWAN,
1 856/010; C856/014; International St., Su Lin Dist., | PROVINCE OF

khoa C856/016; C856/018; T
; ; Co., Ltd New T
C850/012, C850/014: 0., ew Taipei City | CHINA

C850/016; C858/012;
C856/016; C862/010;
C862/012; C863/012;
C881/010; C885/012;
C878K/012; C878K/014;
C878K/018; C846L/025;
C818/040; C379/023;
(C856/025; C847KR/023;
C811/031; C900/016;
C368/033; F368/023;
F856/012; F856/014;
F856/016; F856/018; TR-




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

26F; F850/016; F850/018;
F858/012; F859/016;
F862/012; F379/023;
XF368/023; XF859/016;
XF862/012; SC368/023;
SC856/014; SC856/016;
SC850/016; SC862/012;
SC846L/025; SC379/023;
SC856/025




