SO'Y TE HA NOI 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: 260001369/PCBB-HN
Ngay cong bo: 05/05/2026

1. Tf:n co SO cong bd: CONG TY TNHH THUONG MAI DICH VU TAM
NHA

2. Pia chi: S6 B50 6 s6 15 khu B- khu d6 thi méi Geleximco Lé Trong Tén,
X4 An Khanh, Thanh phé Ha Noi

3. S6 vin ban cua co so: 290426/CBB-TN Ngay: 05/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Miii khoan nha khoa

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 sir dung: Dung dé danh bong, mai chinh céc cau tric cting trong
khoang miéng nhu rang, xwong va phuc hinh nha khoa.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuin nha san xuét

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 sé hiru: DONGGUAN LINSKY MEDICAL DEVICE
TECHNOLOGY CO., LTD

Dia chi chu s& hitru: Room 1, 4th Floor, Area A, Yurunzhizao Industrial Park

Phase II Plant, Huangjiang Town, Dongguan, Guandong, CHINA
7. Thong tin vé co s& bao hanh (néu co):



Tén co s6: CONG TY TNHH THUONG MAI DICH VU TAM NHA

Pia chi: S6 B50 6 s 15 khu B- khu d6 thi méi Geleximco Lé Trong Tan, X3
An Khanh, Thanh pho Ha Noi1

Pién thoai ¢b dinh: 0868195656  Dién thoai di dong: 0868195656
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

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

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i 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

Miii khoan nha
khoa

TF-11;
TF-12;
TF-13;
TF-14;
TF-20;
TF-21;
TF-22;
TF-23;
TF-31;
TF-41;
TF-42;
TF-43;
TF-S20;
TF-S21;
TF-S22;
TF-S23;
TF-S31;
TF-S41;
TF-SS31;
TF-13C;
TF-12F;
TF-21F;
TF-12EF;
TF-21EF;
TR-11;
TR-12;
TF-13;
TR-14;
TR-15;

DONGGUAN
LINSKY
MEDICAL
DEVICE
TECHNOLOG
Y CO.,LTD

Room 1, 4th
Floor, Area A,
Yurunzhizao
Industrial Park
Phase II Plant,
Huangjiang
Town,
Dongguan,
Guandong

CHINA




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

TR-19;
TR-20;
TR-21;
TR-24;
TR-25;
TR-26;
TR-S13;
TR-S21;
TR-SS21;
TR-13C;
TR-62C;
TR-11F;
TR-13F;
TR-21F;
TR-25F;
TR-26F;
TR-11EF;
TR-13EF;
TR-21EF;
TR-25EF;
TR-26EF;
TC-11;
TC-21;
TC-26;
TC-S21;
TC-11C;
TC-11F;
TC-21F;
TC-11EF;
TF-21EF;
FO-11;
FO-21;
FO0-25;




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

F0-27;
F0-32;
F0-S21;
F0-32C;
F0-54C;
FO-21F;
F0-22F;
FO-21EF;
F0-22EF;
FO0-30F;
FO0-20EF;
F0-40EF;
FO-41EF;
F0-42EF;
F0-25C;
SF-11;
SF-12;
SF-13;
SF-21;
SF-32;
SF-41;
SF-12C;
S0-20;
S0-21;
S0-S20;
SR-11;
SR-12;
SR-13;
RS-11;
RS-21;
RS-31;
EX-11;
EX-12;




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

EX-20;
EX-21;
EX-24;
EX-26;
EX-31;
EX-41;
EX-21F;
EX-21EF;
EX-28;
BR-31;
BR-40;
BR-41;
BR-45;
BR-46;
BR-49;
BR-S45;
BR-S46;
BR-31C;
BR-48F;
BR-40EF;
BR-30;
BC-31;
BC-42;
BC-43;
BC-S42;
BC-S43;
DI-41;
DI-42;
DI-S41;
DI-SS41;
SI-45;
SI-46;
SI-47,




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

SI-48;
SI-S46;
SI-S48;
SI1-47C;
WR-13;
WR-13C;
WR-31F;
WR-S31F;
WR-31;
WR-18;
CR-11F;
CR-11EF;
CR-12F;
CR-12EF;
CR-21F;
CR-22F;
CD-50F;
CD-51F;
CD-52F;
CD-53F;
CD-54F;
CD-55F;
CD-56F;
CD-57F;
CD-58F;
CD-59F




