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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: 260001016/PCBB-HCM
Ngay cong bo: 10/04/2026

1. Tén co s6 cong bd: CONG TY TNHH SMILE ORTHO

2. Pia chi: 223 Lé Tan Bé&, Phuong An Lac, Thanh phé H6 Chi Minh
3. S6 vin ban cua co so: 31032026/CBB-SO Ngay: 07/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Khi cu chinh 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 cach dong goi:

Muc dich str dung: Puoc st dung trong chinh hinh rang nha khoa

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chun chat luong san pham 4p dung: Puoc st dung trong chinh hinh ring
nha khoa

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hitu: Zhejiang Yamei Medical Equipment Technology Co., Ltd
Dia chi chu s¢ hitu: 17#-01 Zhongnan high tech, Yunhe Zhigu Industrial Park,
Yang Jiao Lang Xin'an Town, Deqing County, Huzhou City, Zhejiang
Province, CHINA

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 ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




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

STT

Tén thiét bi y té

Chung loai

M3 san phim
(Neéu co)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Mac cai chinh nha

MIM Series Traditional
Edgewise — 0.018" —no
hook;

MIM Series Traditional
Edgewise — 0.018" — 3w/h;
MIM Series Traditional
Edgewise — 0.018" —
345w/h;

MIM Series Traditional
Edgewise — 0.022" —no
hook;

MIM Series Traditional
Edgewise — 0.022" — 3w/h;
MIM Series Traditional
Edgewise — 0.022" —
345w/h;

MIM Series Traditional
Roth — 0.018" — no hook;
MIM Series Traditional
Roth —0.018" — 3w/h;
MIM Series Traditional
Roth — 0.018" — 345w/h;
MIM Series Traditional
Roth — 0.022" — no hook;
MIM Series Traditional
Roth — 0.022" — 3w/h;
MIM Series Traditional
Roth — 0.022" — 345w/h;
MIM Series Traditional
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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

MBT - 0.018" — no hook;
MIM Series Traditional
MBT - 0.018" — 3w/h;
MIM Series Traditional
MBT - 0.018" — 345w/h;
MIM Series Traditional
MBT - 0.022" — no hook;
CNC Series Traditional
Edgewise — 0.018" —no
hook;

CNC Series Traditional
Edgewise — 0.018" — 3w/h;
CNC Series Traditional
Edgewise — 0.018" —
345w/h;

CNC Series Traditional
Edgewise — 0.022" —no
hook;

CNC Series Traditional
Edgewise — 0.022" — 3w/h;
CNC Series Traditional
Edgewise — 0.022" —
345w/h;

CNC Series Traditional
Roth — 0.018" — no hook;
CNC Series Traditional
Roth — 0.018" — 3w/h;
CNC Series Traditional
Roth — 0.018" — 345w/h;
CNC Series Traditional
Roth — 0.022" — no hook;
CNC Series Traditional
Roth — 0.022" — 3w/h;




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

CNC Series Traditional
Roth — 0.022" — 345w/h;
CNC Series Traditional
MBT - 0.018" — no hook;
CNC Series Traditional
MBT - 0.018" — 3w/h;
CNC Series Traditional
MBT - 0.018" — 345w/h;
CNC Series Traditional
MBT - 0.022" — no hook;
DM Series Self-Ligating
Edgewise — 0.018" —no
hook;

DM Series Self-Ligating
Edgewise — 0.018" — 3w/h;
DM Series Self-Ligating
Edgewise — 0.018" —
345w/h;

DM Series Self-Ligating
Edgewise — 0.022" — no
hook;

DM Series Self-Ligating
Edgewise — 0.022" — 3w/h;
DM Series Self-Ligating
Edgewise — 0.022" —
345w/h;

DM Series Self-Ligating
Roth — 0.018" — no hook;
DM Series Self-Ligating
Roth — 0.018" — 3w/h;
DM Series Self-Ligating
Roth —0.018" — 345w/h;
DM Series Self-Ligating




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

Roth — 0.022" — no hook;
DM Series Self-Ligating
Roth — 0.022" — 3w/h;

DM Series Self-Ligating
Roth —0.022" — 345w/h;
DM Series Self-Ligating
MBT - 0.018" — no hook;
DM Series Self-Ligating
MBT - 0.018" — 3w/h;

DM Series Self-Ligating
MBT - 0.018" — 345w/h;
DM Series Self-Ligating
MBT - 0.022" — no hook;
DM Series Self-Ligating
MBT - 0.022" — 3w/h;

DM Series Self-Ligating
MBT - 0.022" — 345w/h;
4.0 ERA Series Self-
Ligating Edgewise — 0.018"
—no hook;

4.0 ERA Series Self-
Ligating Edgewise — 0.018"
— 3w/h;

4.0 ERA Series Self-
Ligating Edgewise — 0.018"
—345w/h;

4.0 ERA Series Self-
Ligating Edgewise — 0.022"
—no hook;

4.0 ERA Series Self-
Ligating Edgewise — 0.022"
— 3w/h;

4.0 ERA Series Self-




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

Ligating Edgewise — 0.022"
— 345w/h;

4.0 ERA Series Self-
Ligating Roth — 0.018" —no
hook;

4.0 ERA Series Self-
Ligating Roth —0.018" —
3w/h;

4.0 ERA Series Self-
Ligating Roth — 0.018" —
345w/h;

4.0 ERA Series Self-
Ligating Roth — 0.022" — no
hook;

4.0 ERA Series Self-
Ligating Roth — 0.022" —
3w/h;

4.0 ERA Series Self-
Ligating Roth — 0.022" —
345w/h;

4.0 ERA Series Self-
Ligating MBT — 0.018" —
no hook;

4.0 ERA Series Self-
Ligating MBT — 0.018" —
3w/h;

4.0 ERA Series Self-
Ligating MBT — 0.018" —
345w/h;

4.0 ERA Series Self-
Ligating MBT — 0.022" —
no hook;

4.0 ERA Series Self-




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

Ligating MBT — 0.022" —
3w/h;

4.0 ERA Series Self-
Ligating MBT — 0.022" —
345w/h;

4.0 ERA Series Self-
Ligating High Torque —
0.018" — no hook;

4.0 ERA Series Self-
Ligating High Torque —
0.018" — 3w/h;

4.0 ERA Series Self-
Ligating High Torque —
0.018" — 345w/h;

4.0 ERA Series Self-
Ligating High Torque —
0.022" — no hook;

4.0 ERA Series Self-
Ligating High Torque —
0.022" — 3w/h;

4.0 ERA Series Self-
Ligating High Torque —
0.022" — 345w/h;

4.0 ERA Series Self-
Ligating Middle Torque —
0.018" —no hook;

4.0 ERA Series Self-
Ligating Middle Torque —
0.018" — 3w/h;

4.0 ERA Series Self-
Ligating Middle Torque —
0.018" — 345w/h;

4.0 ERA Series Self-




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

Ligating Middle Torque —
0.022" — no hook;

4.0 ERA Series Self-
Ligating Middle Torque —
0.022" — 3w/h;

4.0 ERA Series Self-
Ligating Middle Torque —
0.022" — 345w/h;

4.0 ERA Series Self-
Ligating Low Torque —
0.018" — no hook;

4.0 ERA Series Self-
Ligating Low Torque —
0.018" — 3wr/h;

4.0 ERA Series Self-
Ligating Low Torque —
0.018" — 345w/h;

4.0 ERA Series Self-
Ligating Low Torque —
0.022" —no hook;

4.0 ERA Series Self-
Ligating Low Torque —
0.022" — 3w/h;

4.0 ERA Series Self-
Ligating Low Torque —
0.022" — 345w/h. 5.0 TUO
PLUS Series Self-Ligating
Edgewise — 0.018" — no
hook;

5.0 TUO PLUS Series Self-
Ligating Edgewise — 0.018"
— 3w/h;

5.0 TUO PLUS Series Self-




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

Ligating Edgewise — 0.018"
— 345w/h;

5.0 TUO PLUS Series Self-
Ligating Edgewise — 0.022"
—no hook;

5.0 TUO PLUS Series Self-
Ligating Edgewise — 0.022"
—3w/h;

5.0 TUO PLUS Series Self-
Ligating Edgewise — 0.022"
— 345w/h;

5.0 TUO PLUS Series Self-
Ligating Roth — 0.018" — no
hook;

5.0 TUO PLUS Series Self-
Ligating Roth — 0.018" —
3w/h;

5.0 TUO PLUS Series Self-
Ligating Roth — 0.018" —
345w/h;

5.0 TUO PLUS Series Self-
Ligating Roth — 0.022" — no
hook;

5.0 TUO PLUS Series Self-
Ligating Roth — 0.022" —
3w/h;

5.0 TUO PLUS Series Self-
Ligating Roth — 0.022" —
345w/h;

5.0 TUO PLUS Series Self-
Ligating MBT — 0.018" —
no hook;

5.0 TUO PLUS Series Self-




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

Ligating MBT — 0.018" —
3w/h;

5.0 TUO PLUS Series Self-
Ligating MBT — 0.018" —
345w/h;

5.0 TUO PLUS Series Self-
Ligating MBT - 0.022" —
no hook;

5.0 TUO PLUS Series Self-
Ligating MBT — 0.022" —
3w/h;

5.0 TUO PLUS Series Self-
Ligating MBT - 0.022" —
345w/h

Ong chinh nha

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.018" — Single —
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.018" — Single — Non-
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.018" — Double —
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.018" — Double — Non-
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
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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

0.018" — Triple —
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.018" — Triple — Non-
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.022" — Single —
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.022" — Single — Non-
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.022" — Double —
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.022" — Double — Non-
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.022" — Triple —
Convertible;

Buccal Tube — Bondable —
Ist Molar — Edgewise —
0.022" — Triple — Non-
Convertible;

Buccal Tube — Bondable —
2nd Molar — Edgewise —
0.018" — Single —




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

Convertible;

Buccal Tube — Bondable —
2nd Molar — Edgewise —
0.022" — Single —
Convertible;

Buccal Tube — Bondable —
2nd Molar — Roth — 0.018";
Buccal Tube — Bondable —
2nd Molar — Roth — 0.022";
Buccal Tube — Bondable —
2nd Molar - MBT - 0.018";
Buccal Tube — Bondable —
2nd Molar — MBT - 0.022";
Band w/ Buccal Tube — 1st
Molar — Edgewise — 0.018"
— Single — Convertible —
GAC Series;

Band w/ Buccal Tube — 1st
Molar — Edgewise — 0.022"
— Single — Convertible —
AO Series;

Band w/ Buccal Tube — 1st
Molar — Roth — 0.018" —
Double — Non-Convertible
— A Series;

Band w/ Buccal Tube — 1st
Molar — Roth — 0.022" —
Double — Non-Convertible
— A Series;

Band w/ Buccal Tube — 2nd
Molar — MBT - 0.018" —
Triple — Convertible;

Band w/ Buccal Tube — 2nd




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)
Molar — MBT - 0.022" —
Triple — Convertible
17#-01
Zhongnan high
Tool; Zheiian tech, Yunhe
Tweezers; Ya l’fl o l\g/Ie dical Zhigu Industrial
Khi cu chinh nha | Needle Holder; . Park, Yang Jiao
3 . Equipment C CHINA
Hemostatic Forceps; Lang Xin'an
Technology )
Instrument Co.. Ltd Town, Deqing
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City, Zhejiang
Province




