SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

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

S6 cong bd: 260001653/PCBB-HCM
Ngay cong bo: 03/06/2026

1. Tén co s& cong bé: CONG TY TNHH DENTSPLY SIRONA VIET NAM
2. bia chi: Lau 20A, Toa nha Vincom Center Pong Khaoi, 72 Lé Thanh Ton va
45A Ly Ty Trong, Phuong Sai Gon, Thanh phé HO Chi Minh

3. S6 vin ban cua co so: 010526/DSV/CBB Ngay: 28/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Tram ndi nha

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 s dung: Tram ndi nha van hanh bang may dung dé sira soan ong
tuy (tao dudng trugt, tao hinh va Iam sach ong tiy)

Tén co so san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Theo tiéu chuin nha san xuét
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¢ hiru: Maillefer Instruments Holding Sarl

bia chi chu sé hiru: Chemin du Verger 3, Ballaigues, CH-1338 ,
SWITZERLAND

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
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 ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh tur do con hiéu lyc tai thoi di€ém ndp ho so
doi véi thiet bi y t€ nhap khau.

8 | Tai liéu khac (néu c6)




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
Maillefer S/};fnzlrn3du
1 | Tram ndi nha TruNatomy® BSTTNMM321SQC Instruments get 3, SWITZERLAND
! . Ballaigues, CH-
Holding Sarl
1338
Maillefer Chemin du
2 | Tram ndi nha TruNatomy® BSTTNMM325SQC Instruments ger 2, SWITZERLAND
! . Ballaigues, CH-
Holding Sarl
1338
Maillefer S/hfmlrn3du
3 | Tram ndi nha TruNatomy® BSTTNMM4160MD Instruments “IEST 2 SWITZERLAND
! . Ballaigues, CH-
Holding Sarl
1338
Maillefer [hemin du
4 | Tram ndi nha TruNatomy® BSTTNMM421GLR Instruments get 2, SWITZERLAND
! . Ballaigues, CH-
Holding Sarl
1338
Maillefer S/hfmlrn3du
5 | Tram ndi nha TruNatomy® BSTTNMM421MED Instruments “IEST 2 SWITZERLAND
! . Ballaigues, CH-
Holding Sarl
1338
Maillefer [hemin du
6 | Tram ndi nha TruNatomy® BSTTNMM421PRM Instruments ger 2, SWITZERLAND
! . Ballaigues, CH-
Holding Sarl
1338
. Maillefer Chemin du
7 | Tram ndi nha TruNatomy® BSTTNMM421SML Instruments Verger 3, SWITZERLAND




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
. . Ballaigues, CH-
Holding Sarl 1338
Maillefer \C/}elfn;n3du
8 | Tram ndi nha TruNatomy® BSTTNMM425GLR Instruments ger 2, SWITZERLAND
. < Ballaigues, CH-
Holding Sarl
1338
Maillefer S};ﬁ%i%du
9 | Tram ndi nha TruNatomy® BSTTNMM425MED Instruments get 2, SWITZERLAND
! . Ballaigues, CH-
Holding Sarl
1338
Maillefer \C/}elfn;n3du
10 | Tram ndi nha TruNatomy® BSTTNMM425PRM Instruments ger 2, SWITZERLAND
. < Ballaigues, CH-
Holding Sarl
1338
Maillefer S};ﬁ%i%du
11 | Tram ndi nha TruNatomy® BSTTNMM425SML Instruments get 2, SWITZERLAND
! . Ballaigues, CH-
Holding Sarl
1338
Maillefer \C/}elfn;n3du
12 | Tram ndi nha TruNatomy® BSTTNMMS521AST Instruments get 2, SWITZERLAND
. < Ballaigues, CH-
Holding Sarl
1338
Maillefer S/himlrn3du
13 | TrAm néi nha TruNatomy® BSTTNMM525AST Instruments ereer 2, SWITZERLAND

Holding Sarl

Ballaigues, CH-
1338




