SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

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

S6 cong bd: 260002322/PCBB-HN
Ngay cong bod: 16/07/2026

1. Tén co s& cong bé: CONG TY TNHH DICH VU Y TE IDC

2. Dia chi: SO 26, Ngd 168, pho Trung Kinh, Phuong Yén Hoa, Thanh phd Ha
Noi

3. S6 vin ban ctia co so: 03.07.26.IDC Ngay: 15/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Ho gdém st nha khoa

Tén thuong mai (néu c6): Ho gom st nha khoa

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 str dung: Dung trong nha khoa

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485

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: Chengdu Besmile Medical Technology Co. , Ltd
bia chi chu s hitu: No. 9, Sec. 2, Shengwucheng North Rd. , Chengdu Tianfu

International Bio-Town, Shuangliu District, Chengdu, Sichuan 610200, P. R.
China, CHINA

7. Thong tin vé 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 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

~ . Z Quy cach " . . . N (o
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o Dia chi cg so'san Nll’O'C/\SﬂH
(Néu co) £, san xuat xuat xuat
(Néu c0)
Gbm str nha khoa
Zirconia (mau
trang (HT+ST
SHT TT),
mau (ST SHT), 16x16, 20x20, 23x16,
nhiéu 16p (TT-ML 23x22, 25%26, 25%50,
SHTML ST-ML)) 25%60, 95%10, 95%14,
\ . No.9,Sec.2,
va dung dich tao 95x16, 95x18, 95%20,
\ Chengdu Shengwucheng North
mau cua thuong 98x10, 98x12, 98x14, X .
o . Besmile Rd., Chengdu Tianfu
hiéu Aconia: BSM-D 98x16, 98x18, 98%20, ) ) .
1 . . Medical International Bio-Town, | CHINA
Zirconia Dental 98x22, 98%x24, 98x25, Technolo Shuaneliu District
Ceramics (white 98x26, 100x10, 100x 14, Co1td gy Chom %m Siehun
(HT+ST SHT TT) 100x18, 100x22, 100x25, ° 6102§0 1’) R China
Preshde (ST SHT) 100x26, 112x10, 112x12, o
Multilayer (TT- 112x14, 112x16, 112x18,
ML SHT-ML ST- 112x20
ML) and Coloring
Liquid in the brand
of Aconia
GoOm st nha khoa Color number :Al, A2, A3,
Zi’rconia (mau A3.5, A4, B1, B2, B3, B4, No.9,Sec.2,
trang (HT+ST Cl1, C2,C3,C4, D2, D3, Chengdu Shengwucheng North
SHT TT), Colorine Liquid D4, 1M1, IM2, 2L1.5, Besmile Rd., Chengdu Tianfu
2 | mau (ST SHT), g-1q 2L2.5,2M1, 2M2, 2M3, Medical International Bio-Town, | CHINA
nhiéu 16p (TT-ML 2R1.5,2R2.5,3L1.5,3L2.5, Technology Shuangliu District,
SHTML ST-ML)) 3M1, 3M2, 3M3, 3R1.5, Co.,Ltd Chengdu, Sichuan

va dung dich tao
mau cua thuong

3R2.5,4L1.5,4L2.5, 4M1,
4M2, 4M3, 4R1.5, 4R2.5,

610200, P.R.China




Ma san pham

Quy cach

Tén co sé

DPia chi co sé san

Nudce san

STT| Tén thiet biy te Ching loai (Néu co) d(’)l}g g(’ii sin xult <ut <ut
(Néu cd)
hiéu Aconia:-
Zirconia Dental
Ceramics (white
(HT+ST SHT TT) 5M2, 5M3, Ol1, 02, G1, G2,
Preshde (ST SHT) G3,P1, P2, P3, V1, V2, V3,
Multilayer (TT- TO1, TO2, TO3
ML SHT-ML ST- Specification: 20ml, 30ml,
ML) and Coloring 50ml,100ml
Liquid in the brand
of Aconia
Cuboid(Length xWidth
xHeight) mm:
G6m st nha khoa 20x19x15.5, 40x19x15.5,
Zirconia (mau nén 55x19x15.5, 65x40x22,
(ST SHT), 40x14x15
nhiéu 16p (TT-ML Cylinder (Diameter x
3D ULTRA SHT- Height) mm: 16x16, 20x20,
ML 3D MASTER 95%10, 95%12, 95%14, No.0.Sec.2
ST_ML)). cud ST-Preshade, 9516, 95x18, 95x20, Chengdu Shengwucheng North
thuong hi¢u 95%22, 95%25, 98x10, > )
2. . SHT-Preshade, 98x12. 98x14. 98x16 Besmile Rd., Chengdu Tianfu
3 Aconia : ercqma TT-ML, ’ ’ ’ Medical International Bio-Town, | CHINA
Dental Ceramics 98x18, 98x20, 98x22, Phal bA
(Preshade (ST~ |SHT-ML 98x25, 10010, 100x12, (T:ec}ﬁ‘c’llogy (Sjlﬁuan%h“ S{?T““»
SHT) Multilayer 100x14, 100x16, 10018, 0-5 615;50“1; ﬁccﬁ'fm
(TT-ML 3D 100%20, 100x22, 100%25, s
ULTRA SHT-ML 112x10, 112x12, 112x14,
3D MASTER ST- 112x16, 112x18, 112x20,
ML)) in the band 112x22, 112%25
of Aconia Color numberAl, A2, A3,

A3.5, A4, B1, B2, B3, B4,
C1,C2, C3, C4, D2, D3,
D4, IM1, 1IM2, 2L1.5, 2L.2.




Ma san pham

Quy cach

Tén co sé

Dia chi co sé san

Nudce san

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut <uht <uht
(Néu cd)
5,2M1, 2M2, 2M3, 2R1.5,
2R2.5,3L1.5, 3L2.5, 3M1,
3M2,3M3, 3R1.5, 3R2.5,
411.5,41.2.5, 4M1, 4M2,
4M3, 4R1.5, 4R2.5, 5M1,
5M2, 5M3, OM1, OM2,
0M3
OM1, Cylinder (Diameter x
0M2, Height) mm: 112.5x11,
0M3, 12.5x13, 12.5%15, 12.5x17,
Al, 11x8, 16x16, 98%10,
A2, 98x14, 98x18, 98x22,
A3, 95x14, 95%22, 100%12,
A3.5, 12x18, 2020, 98x12,
A4, 98x16, 98x20, 98x25,
Bl, 95x18, 100x10, 100x14
B2, Cubgld(Length xWidth No.9.Sec.2.
B3, xHeight) mm: Chengd Shengwucheng North
Gém st thiy tinh | B4, 14x12x10, 92x75x20, g gyuciens
Besmile Rd., Chengdu Tianfu
nha khoa:Dental | Cl, 15.5%13x11, 92x75x18, ; . .
4 . Medical International Bio-Town, | CHINA
Glass Ceramics C2, 18.5x14.9x12.5, 92x75x%16, A
Technology Shuangliu District,
C3, 18.5%16.9%12.5, 92x75x%14, .
Co.,Ltd Chengdu, Sichuan
C4, 18.5x17.9%12.5, 92x75%12, 610200. P.R.Chi
D2, 72x44x42, 85x40x22, » £.R.AAina
D3, 72x42x20, 65%25%22,
D4, 72x42%18, 55x15%19,
1M1, 72x42x16, 40x55%19,
1M2, 72%x42%14, 40x15%14,
2M1, 72x42x12, 72x40%25,
2M2, 93x75x16, 60x25%20,
2M3, 87x56x16, 50%25%20,
3M1, 75%x38x16, 43x25%16,
3M2, 58x29%16




Quy cach

STT| Tén thiét biy té Chiing loai M sin phim déng goi Tén co s& Dia chi co'so'san | Nuge san
(Néu co) £, san xuat xuat xuat
(Néu cd)
3M3,
4M2,
5M2
Porcelain Power: NT,
WIN: Color number: None
: Specification: (20g, 50g,
100g), bottle
Porcelain Power: EN:
Color number: L, D
Specification: (20g, 50g,
100g), bottle
Porcelain Power: BD: Color
Porcelain Power: NT, number: Al, A2, A3, A3.5,
WIN, A4, Bl1, B2, B3,B4, Cl1,
EN, C2,C3,C4, D2, D3, D4, No.9,Sec.2,
Bét st ntha BD, 1M1, 1M2, 21L1.5, 21.2.5, Chengdu Shengwucheng North
kﬁoa'Dental TD, 2M1, 2M2, 2M3, 2R 1.5, Besmﬂe Rd., Ch@ngdu Tlanfu
5 Porcélain Powder E, 2R2.5,3LL1.5,3L.2.5, 3M1, Medical International Bio-Town, | CHINA
S, 3M2, 3M3, 3R1.5, 3R2.5, Technology Shuangliu District,
CO, 41.1.5, 4L2.5, 4M1, 4M2, Co.,Ltd Chengdu, Sichuan
H, 4M3, 4R1.5, 4R2.5, 5M1, 610200, P.R.China
BS 5M2, 5M3

Specification: (20g, 50g,
100g), bottle

Porcelain Power: TD: Color
number: Al, A2, A3, A3.5,
A4, B1, B2, B3, B4, Cl1,
C2,C3,C4, D2, D3, D4,
IM1, 1M2, 21.1.5, 21.2.5,
2M1, 2M2, 2M3, 2R1.5,
2R2.5,3L1.5, 3L2.5, 3M1,
3M2, 3M3, 3R1.5, 3R2.5,




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 sé san
xuat

Nudce san
xuat

41L1.5,4L2.5,4M1, 4M2,
4M3, 4R1.5,4R2.5, 5M1,
5M2, 5SM3

Specification: (20g, 50g,
100g), bottle

Porcelain Power: E:
Colornumber: E1, E2, E3,
E4, ES, E6, E7, ES, E9,
E10,E11,E12,E13, E14,
El15,El16,E17,E18, E19,
E20, P1, P2, P3, P4, PS5, P6,
P7, P8, 01, 02, 03, 04,
05, 06, 07, 08, 09, 010,
L1,L2,L3,L4,L5 L6, L7,
L8, L9, L10, M1, M2, M3,
M4, M5, M6, M7, M8, M9,
M10, CP1, CP2, CP3, CP4,
CP5, CP6, CP7, CP8, CP9,
CP10, C1, C2, C3, C4, C5,
Ceo, C7, C8, C9, C10, C11,
C12, C13,Cl14, Cl15, C16,
C17, C18, C19, C20, OM1,
0M2, 0M3, 0M4, 0MS5,
0M6, OM7, G1, G2, G3, G4,
G5, Go, G7, G8, G9, G10
Specification: (20g, 50g,
100g), bottle

Porcelain Power: S:
Colornumber: D1, D2, D3,
D4, D5, D6, D7
Specification: (20g, 50g,
100g), bottle




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 sé san
xuat

Nudce san
xuat

Porcelain Power: CO:
Colornumber:R1, R2, R3,
R4, RS, R6, R7
Specification: (20g, 50g,
100g), bottle

Blending liquid :H:
Specification:10ml,20ml,50
ml,80ml, 100ml) bottle
Stain/Glaze: BS: Color
number: L1, L2, L3, L4, L5,
L6, L7,L8, L9, L10, Cl,
C2, C3, C4, C5, C6, C7, C8,
9, C10, C11, C12,C13,
C14, C15,Cl16, C17, C18,
C19, C20

Specification:( 2g,
4¢,62,82,10g,50g,100¢)




