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: 260002260/PCBB-HCM
Ngay cong bo: 16/07/2026

1. Tén co s& cong bé: CONG TY TNHH NHA KHOA THAI BINH DUONG
2. Pia chi: 13D Phan Chu Trinh , Phuong Gia Dinh, Thanh phd H6 Chi Minh
3. S6 vin ban ciia co so: 01.26/TBD-DT/NKB Ngay: 09/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bot st ddp rang gia va dung dich tron bot st

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):

Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muyc dich str dung: Str dung trong linh vuc phuc hinh rang gia trong nha khoa.
Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: 1SO13485:2016

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¢ hitu: Doctus Global

bia chi chu sé hitru: Part of the [2F, 1F]86-49, Jinbat-ro 70beon-gil, Ilsandong-
gu, Goyang-si, Gyeonggi-do, KOREA, REPUBLIC OF

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

Tén co s¢: Cong ty TNHH Nha Khoa Thai Binh Duong

Dia chi: 13D Phan Chu Trinh, Phuong Gia Dinh, Thanh phd Ho Chi Minh



Dién thoai cd dinh: 84-8-39112170 Pién thoai di dong:
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi so hitu thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Gidy chtrng nhén luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i véi thiét bi y té nhap khau.




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

Quy cach
dong goi
(Néu cé)

Tén co s& Dia chi co sé san Nuée san

Ma san pham
san xuat xuat xuat

STT| Tén thiét biy té Chung loai (Néu cé)

Easy On Universal Glaze,
Stain-Shade A, Stain-Shade
B, Stain-Shade C, Stain-
Shade D, Stain-Light
Brown, Stain-Red Brown,
Stain-Dark Brown, Stain-
White, Stain-Ivory, Stain-
Pink, Stain-Red, Stain-
Orange, Stain-Light Blue,
Stain-Dark Blue, Stain-
Gray, Stain-Khaki,
Structure Stain-Enamel,
Structure Stain-Clear,

) Structure Stain-Sky Blue, Part of the [2F, 1F]86- KOREA

1 B‘(f)t su dap rang Easy On Crystal Glaze, Doctus Global 49, Jinbat-ro 70beon-gil, REPUBI:I
gia Gum Stain-G1, Gum Stain- IIsandong-gu, Goyang- C OF

G2, Gum Stain-G3, Gum si, Gyeonggi-do
Stain-G4, Gum Stain-G5,
Gum Stain-G6, Gum Stain-
G7, Gum Structure Stain-
GS1, Gum Structure Stain-
GS2, Gum Structure Stain-
GS3, Gum Structure Stain-
GS4, Gum Structure Stain-
GS5, Gum Stain-Dark Red,
Gum Stain-Purple, Easy
Liner Light, Easy Liner
Dark, Easy Liner Pink, Easy
Add on Enamel, Easy Add




Quy cach

STT| Tén thiét biy té Chiing loai Ma san pham déng goi Ten co'so Dia chico'sosan | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
on Clear
Easy On Universal Stain
FULL Kit, Easy On
) Universa Gum Stain FULL Part of the [2F, 1F]86- KOREA
’ B.(g bot sir dap rang Klt3 Easy 'On Umversal Doctus Global 49, Jinbat-ro 70beon-gil, REPUBLI
gia Stain Basic Kit, Easy On I[1sandong-gu, Goyang- C OF
Universal Gum Stain Basic si, Gyeonggi-do
Kit, Easy On Universal
Chair Stain Kit
Dung dich tron bot Easy On Universal Glaze ZSHJ?rfbt:te-r[ozl;bll)g(])i?_il KOREA,
3 e O TP Liquid, Easy On Build-Up Doctus Global | 1o "10 " £ L2058 | REPUBLI
Liquid §781, JOYae" | c oF

si, Gyeonggi-do




