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: 260001725/PCBB-HN
Ngay cong bo: 02/06/2026

1. Tén co s¢ cong bd: CONG TY TNHH XUAT NHAP KHAU THIET B]
NHA KHOA THINH PHAT ‘

2. bia chi: S6 9C Ngach 298/31/44 duong Ngoc Hoi, thon Yén Nguu, Xa Dai
Thanh, Thanh phé Ha Noi

3. S6 vin ban cuia co so: 0126-CBB/TP Ngay: 02/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Tay khoan nha khoa

Tén thuong mai (néu co):

Mai Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich str dung: Tay khoan nha khga dugc st dung trong diéu trj va phuc
hinh, tir cac thao tac cat, khoan cho dén mai va danh bong.

Tén co sé san xuat: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

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

5. Doi 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: Foshan LEO Medical Equipment Co., Ltd.

bia chi chu sé hitu: 3F, No.2 Industrial Building, Building 15, Area A
Guangdong New Light Source Industry Base, Langsha, Luocun, Shishan,
Nanhai, Foshan 528000, Guangdong, CHINA

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



Tén co s6: CONG TY TNHH XUAT NHAP KHAU THIET BI NHA KHOA
THINH PHAT

Dia chi: S6 9C Ngach 298/31/44 duong Ngoc Hoi, thon Yén Nguu, Xa Dai
Thanh, Thanh pho Ha No1

Dién thoai ¢d dinh: 0768886828  Dién thoai di dong: 0972891839
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y € bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chirc nang, thong s6 k¥ thuat cta thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirmg nhan hop chuan hoic ban tiéu chuan ma chu s hitu thiét |
bi y t& cong bo ap dung

7 Giéy chirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




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

. . 2 Quy cach A - . . 2
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')l)l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu co)
3F, No.2
Industrial
Building,
Building 15,
LEO-ZH401, LEO-ZH142, Foshan LEO | Area A
) Guangdong New
1 Tay khoan nha LEO-ZH201, LEO-219N, Medwal Light Source CHINA
khoa toc do thap LEO-FX5, LEO-219C, Equipment Co., Industry Base
LEO-ZH105 Ltd. ’
Langsha,
Luocun,
Shishan, Nanhai,
Foshan 528000,
Guangdong
3F, No.2
Industrial
LEO-H1018AB2, LEO- Building
H1018AM4, LEO- Building’IS
H1018KB2, LEO- Area A
H1018KM4, LEO- Foshan LEO Guangdong New
) Tay khpan nha H1018MB2, LEO- Medical Light Source CHINA
khoa tbc do cao | H1018MM4, LEO- Equipment Co., | 1 4 1¢try Base
H1018WB2, LEO- Ltd. Langsha,
H1018WM4, LEO- Luocun,
gig} Sig{%‘: LEO- Shishan, Nanhai,
Foshan 528000,

Guangdong




