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Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220002898/ PCBB-HCM
Ngay cong bo: 09/09/2022

1. Tén co s6 cong bd: CONG TY TNHH TDENT

2. Pia chi: 41 Ha Tén Quyén, Phuong 12, Quan 5, Thanh phé H6 Chi Minh
3. S6 vin ban cua co so: 02/2022/TDENT-CBB Ngay: 06/09/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té: Tay khoan nha khoa

Tén thuong mai:

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

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy céach dong goi: 1 tay / 1 hop

Muc dich str dung: La dung cu ho trg cho nha si trong cac cudc di€u tri vé nha
khoa.

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuét: Theo phu luc

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

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ htru: DTL Dental Equipment Manufacture Co., LTD.

bia chi chu sé hitu: Unit 02-1, 2F, F3 Building, Guang Dong Xin Guang Yuan
Industrial Base, LangSha Luocun, Shishan Town, Nanhai District, Foshan
City, Guangdong Province, China.

7. Thong tin vé co s& bao hanh (néu co):
Tén co so: CONG TY TNHH TDENT
Dia chi: 41 Ha Ton Quyén, Phuong 12, Quan 5, Thanh phé H6 Chi Minh



Dién thoai ¢d dinh: 0907107234  Pién thoai di dong:

8. SO cong bo du dicu kién san xuat doi voi trang thi€t bi y t€ san xuat trong
nudc:

9. Thanh phéan hd so:

1 | Van ban cong b6 tiéu chuan ap dung doi véi trang thiét bi y té thudc X
loai B
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy y quyén cta chi s¢ hitu trang thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thudt trang thiét bi y té bang tiéng Viét X
6 | Ban tiéu chuin ma chu s& hitu trang thiét bi y té cong bd ap dung X
7 | Gidy chtrng nhan luu hanh tu do dbi véi trang thiét bi y té nhap khau X




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

QUY CACH

STT| TEN TRANG THIET BI Y TE CHUNG LOAI MA SAN PHAM PONG GOI TEN CO SO SAN XUAT | DIA CHI CO SO SAN XUAT NUOC
i ) (Néu cd) £ - g SAN XUAT
(Néu cd)
L1 (LCO1; LB20;
LC74); L2 (LEO1;
LE11; LE74); L3 (LBO1;
LB11; LB74); L4 Unit 02-1, 2F, F3 Building, Guang
R . . (LBO1; LC11; LB74); . Dong Xin Guang Yuan Industrial

1 Tay Khoan Cham if;:offeed handpicces and Dental Air L5 (LBO1; LC16; 1 tay/ 1 hop ﬁziu?aeclgli%l;lpﬁ%ﬁ Base, LangSha Luocun, Shishan CHINA
LB74);, L6 (LCO1; LP11; " ' Town, Nanhai District, Foshan
LC74); L7 (LCO1; LP16; City, Guangdong Province, China.
LC74); L8 (LBO1;
LC20; LB74)

5 Tay Khoan Nhanh High Speed Air Turbine Handpieces HE21; HB22; HE22; I tay / 1 hop DTL Dental Equipment Base, LangSha Luocun, Shishan CHINA

HE31; HP31; HB45;
HP45

Manufacture Co., LTD.

Town, Nanhai District, Foshan
City, Guangdong Province, China.




