SOY TE TP HO CHi MINH 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: 260001112/PCBB-HCM
Ngay cong bo: 21/04/2026

1. Tén co s¢ cong bd: CONG TY TNHH TRANG THIET BI NHA KHOA
2. bia chi: 199 Nguyén Thi Minh Khai, Phuong Cau Ong Lanh, Thanh pho
H6 Chi Minh

3. S6 vin ban cua co so: 01/CBSP/DOE/D4Y/POL Ngay: 15/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Miii danh bong ring

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 st dqu: Miii danh bong dugce dung dé€ tao hinh gufmg vién va danh
bong rang bao gdm rang tu nhién va rang phuc hinh, c¢6 thé thuc hién trong
miéng hodc ngoai mi¢ng.

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: ISO 13485:2016

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& hiru: Dent4You AG

bia chi chu sé hiru: Bahnhofstrasse 2, 9435 Heerbrugg, SWITZERLAND
7. Thong tin vé co s& bao hanh (néu co):

8. SO cong bo du dieu kién san xuat doi vai thi€t 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 " . . . .
STT| Tén thiét biy té Chiing loai Ma oan plrlam d(')l)l]g go0i Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
0005.006, 0005.012,
0005.025, 0005.100,
0006.006, 0006.012,
Miii danh bong KENDA Hybrid Pre- 0006.025, 0006.100, . Feldwiesenstrass
1 [ring Polishers for Composites 0007.006, 0007.012, Colténe/Whale e 20, 9450 SWITZERLAND
0007.020, 0007.100, dent AG Al tsiat ten
0008.006, 0008.012,
0008.025, 0008.100,
0009.006, 0009.012,
0009.025, 0009.100
Miii danh bong KENDA Hybrid Polishers Coltene/Whale Feldwiesenstrass
2 |rang for Composites 0100.003, 0100.012 e 20, 9450 SWITZERLAND
dent AG
Altstatten
0105.006, 0105.012,
0105.025, 0105.100,
0106.006, 0106.012,
Miii dénh bong KENDA Hybriq Diamond |[0106.025, 0106.100, ‘ Feldwiesenstrass
3 | rang High Shl'ne Polishers for 0107.006, 0107.012, Coltene/Whale ¢ 20. 9450 SWITZERLAND
Composites 0107.020, 0107.100, dent AG Al ts‘;at ten
0108.006, 0108.012,
0108.025, 0108.100,
0109.006, 0109.012,
0109.025,0109.100
0115.006, 0115.012,
Miii danh bong KENDA Metals Pre- 0115.025, 0115.100, Colténe/Whale Feldwiesenstrass
4 |rang Polishers for Metals 0116.006, 0116.012, e 20, 9450 SWITZERLAND
0116.025, 0116.100, dent AG Altstatten

0118.006, 0118.012,




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

0118.025,0118.100,
0119.006, 0119.012,
0119.025,0119.100

Miii danh bong
rang

KENDA All Ceramic
Diamond Polishers for All
Ceramics

0200.012

Coltéene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND

Miii danh bong
rang

KENDA All Ceramic
Diamond Pre-Polishers for
All Ceramics

0205.006, 0205.012,
0205.025, 0205.100,
0206.006, 0206.012,
0206.025, 0206.100,
0207.006, 0207.012,
0207.020, 0207.100,
0208.006, 0208.012,
0208.025, 0208.100,
0209.006, 0209.012,
0209.025, 0209.100,
0215.006, 0215.012,
0215.025, 0215.100,
0216.006, 0216.012,
0216.025, 0216.100,
0217.006, 0217.012,
0217.020, 0217.100,
0218.006, 0218.012,
0218.025, 0218.100,
0219.006, 0219.012,
0219.025, 0219.100

Coltéene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND

Miii danh bong
rang

KENDA All Ceramic
Diamond High Shine
Polishers for All Ceramics

0225.006, 0225.012,
0225.025, 0225.100,
0226.006, 0226.012,
0226.025, 0226.100,
0227.006, 0227.012,

Coltene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND




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

0227.020, 0227.100,
0228.006, 0228.012,
0228.025, 0228.100,
0229.006, 0229.012,
0229.025, 0229.100

Miii danh bong
rang

KENDA Zircol Diamond
Polishers for Zirconia and
All Ceramics

0230.002, 0230.006,
0230.006A, 0233.006,
0233.012, 0233.025,
0233.100, 0235.006,
0235.012, 0235.025,
0235.100, 0236.006,
0236.012, 0236.025,
0236.100, 0237.006,
0237.012, 0237.020,
0237.100, 0239.006,
0239.012, 0239.025,
0239.100, 0240.006,
0240.012, 0240.025,
0240.100

Coltéene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND

Miii danh bong
rang

KENDA Nobilis Diamond
Polishers for Composite and
Ceramic

0300.002, 0300.006,
0301.006, 0301.012,
0301.025, 0301.100,
0303.006, 0303.012,
0303.025, 0303.100,
0305.006, 0305.012,
0305.025, 0305.100,
0306.006, 0306.012,
0306.025, 0306.100,
0307.006, 0307.012,
0307.020, 0307.100,
0308.006, 0308.012,
0308.025, 0308.100,

Coltéene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND




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

0310.006, 0310.012,
0310.025, 0310.100

10

Miii danh bong
rang

KENDA Unicus Diamond
High Shine Polishers for
Composite and Ceramic

0350.002, 0350.006,
0351.006, 0351.012,
0351.025, 0351.100,
0353.006, 0353.012,
0353.025, 0353.100,
0355.006, 0355.012,
0355.025, 0355.100,
0356.006, 0356.012,
0356.025, 0356.100,
0357.006, 0357.012,
0357.020, 0357.100,
0358.006, 0358.012,
0358.025, 0358.100,
0360.006, 0360.012,
0360.025, 0360.100

Colténe/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND

11

Miii danh bong
rang

KENDA Maximus 1-Step
Diamond Polishers for
Composite and Hybrid-
Ceramic

0380.002, 0380.006,
0381.006, 0381.012,
0381.025, 0381.100,
0383.006, 0383.012,
0383.025, 0383.100,
0385.006, 0385.012,
0385.025, 0385.100,
0386.006, 0386.012,
0386.025, 0386.100,
0387.006, 0387.012,
0387.020, 0387.100,
0388.006, 0388.012,
0388.025, 0388.100,
0390.006, 0390.012,
0390.025, 0390.100

Coltéene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
12 |rang . omp 0400.003, 0400.012 e 20, 9450 SWITZERLAND
Hybrid-Ceramic dent AG
Altstatten
0405.006, 0405.012,
0405.025, 0405.100,
0406.006, 0406.012,
Miii danh bon KENDA Deluxe Diamond | 0406.025, 0406.100, Feldwiesenstrass
13 |n & Pre-Polishers for Composite [ 0407.006, 0407.012, Coltene/Whale ¢ 20. 9450 SWITZERLAND
& and Hybrid-Ceramic 0407.020, 0407.100, dent AG Al ts‘;at ton
0408.006, 0408.012,
0408.025, 0408.100,
0409.006, 0409.012,
0409.025, 0409.100
0455.006, 0455.012,
0455.025, 0455.100,
KENDA Deluxe Diamond 0456.006, 0456.012,
e . . . . 0456.025, 0456.100, .
Miii danh bong High Shine Polishers for . h Feldwiesenstrass
14 |rang Composite and Hybrid- 0457.006, 0457.012, Colténe/Whale e 20, 9450 SWITZERLAND
Ceramic 0457.020, 0457.100, dent AG Al ts‘;at ton
0458.006, 0458.012,
0458.025, 0458.100,
0459.006, 0459.012,
0459.025, 0459.100
KENDA Complete
Miii danh bong Polishers for \ Feldwiesenstrass
< . Colténe/Whale
15 [rang Composite/Compomer/Gold | 0500.002, 0500.012A e 20, 9450 SWITZERLAND
dent AG
/Amalgam Altstatten
Miii danh bong KENDA Complete Pre- 0505.006, 0505.012, Colténe/Whale |Feldwiesenstrass
16 | rang Polishers for 0505.025, 0505.100, dent AG e 20, 9450 SWITZERLAND




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
0508.006, 0508.012,
Composite/Compomer/Gold 0508.025, 0508.100,
/Amalgam 0509.006, 0505.012, Altstatten
& 0509.025, 0509.100,
0510.006, 0510.012,
0510.025, 0510.100
0555.006, 0555.012,
KENDA Complete High 0555.025, 0555.100,
e , . . 0558.006, 0558.012, .
Miii danh bong Shine Polishers for 0558.025. 0558.100 Colteéne/Whale Feldwiesenstrass
17 |rang /CAoIrnniozlt;/Compomer/Gold 0559.006. 0559.012. dent AG Z igia?[:leio SWITZERLAND
£ 0559.025, 0559.100,
0560.006, 0560.012,
0560.025, 0560.100
Miii danh bong KENDA Metals Polishers . Feldwiesenstrass
18 |ring for Metals 1000.002, 1000.006, Coltene/Whale | 945 SWITZERLAND
1000.012 dent AG
Altstatten
1115.006, 1115.012,
1115.025, 1115.100,
Miii danh bén KENDA Metals Diamond | 1116.006, 1116.012, Feldwiesenstrass
19 |ein g High Shine Polishers for 1116.025,1116.100, Colténe/Whale 20. 9450 SWITZERLAND
g Metals 1118.006, 1118.012, dent AG Altsiation
1118.025, 1118.100, slatie
1119.006, 1119.012,
1119.025, 1119.100
20 |ring . p 3050.006 e 20, 9450 SWITZERLAND
Ceramic dent AG
Altstatten
71 Miii danh bong KENDA Microfill Polishers 4000.012 Coltene/Whale | Feldwiesenstrass SWITZERLAND




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

rang

for Composites

dent AG

e 20, 9450
Altstatten

22

Miii danh bong
rang

KENDA Microfill Pre-
Polishers for Composites

4001.006, 4001.012,
4001.025, 4001.100,
4003.006, 4003.012,
4003.025, 4003.100,
4005.006, 4005.012,
4005.025, 4005.100,
4006.006, 4006.012,
4006.025, 4006.100,
4008.006, 4008.012,
4008.025, 4008.100,
4011.006, 4011.012,
4011.025, 4011.100

Coltene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND

23

Miii danh bong
rang

KENDA Microfill High
Shine Polishers for
Composites

5001.006, 5001.012,
5001.025, 5001.100,
5003.006, 5003.012,
5003.025, 5003.100,
5005.006, 5005.012,
5005.025, 5005.100,
5006.006, 5006.012,
5006.025, 5006.100,
5008.006, 5008.012,
5008.025, 5008.100,
5011.006, 5011.012,
5011.025, 5011.100

Colténe/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND

24

Miii danh bong
rang

KENDA Prophy Polishers
for Prophylaxis

5100.012, 5105.006,
5105.012, 5105.025,
5105.100, 5106.006,
5106.012, 5106.025,
5106.100, 5108.006,
5108.012, 5108.025,

Coltéene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND




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

5108.100, 5110.006,
5110.012, 5110.025,
5110.100

25

Miii danh bong
rang

KENDA C.GL.I. Polishers
for Composites,
Compomers and Glass-
Tonomers

900.012, 900.ASS.012,
905.C.006, 905.C.012,
905.C.025, 905.C.100,
905.F.006, 905.F.012,
905.F.025, 905.F.100,
905.M.006, 905.M.012,
905.M.025, 905.M.100,
907.003, 907.C.006,
907.C.012, 907.C.020,
907.C.100, 907.F.006,
907.F.012, 907.F.020,
907.F.100, 907.M.006,
907.M.012, 907.M.020,
907.M.100, 908.003,
908.C.006, 908.C.012,
908.C.025, 908.C.100,
908.F.006, 908.F.012,
908.F.025, 908.F.100,
908.M.006, 908.M.012,
908.M.025, 908.M.100,
909.C.006, 909.C.012,
909.C.025, 909.C.100,
909.F.006, 909.F.012,
909.F.025, 909.F.100,
909.M.006, 909.M.012,
909.M.025, 909.M.100,
910.C.006, 910.C.012,
910.C.025, 910.C.100,
910.F.006, 910.F.012,
910.F.025, 910.F.100,

Coltene/Whale
dent AG

Feldwiesenstrass
e 20, 9450
Altstatten

SWITZERLAND




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

012




