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: 260002105/PCBB-HN
Ngay cong bo: 01/07/2026

1. Tén co s& cong bé: CONG TY TNHH YL DENTAWORLD VIET NAM
2. Dia chi: Tang 4 Toa nha Tabudec Plaza, s6 16 duong Phan Trong Tu¢, Xa
Dai Thanh, Thanh phé Ha Noi

3. S6 vin ban ciia co so: 16-CBB/YLDENT Ngay: 01/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Chdi danh bong dung trong 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 céch dong goi:

Muc dich str dung: Dé danh bong va mai cac phuc hinh, loai bo cac phan du
thtra, hoac lélm sach implant. San ph@m cling dugc st dung dé lam sach va
danh bong bé mat rang; khong bao gom cac dung cu chuyén dung danh cho
phong thi nghiém rang

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

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

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu s& hiru: Debo Medical Technology (Shijiazhuang) Co.,LTD

Dia chi chu sé hiru: North side of the road, 200 meters west of the intersection
of Jinken East Road and Xiaokang Road, Gaofeng Village, Donglizhuang
Town, Jinzhou City, Shijiazhuang City, Hebei Province, CHINA



. Thong tin v€ 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 phan ho so:

1 | Van ban cong bd tiéu chuan 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 iy 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 t€ bang tieng Viét, kém theo | ¢

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

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Gidy chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




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

STT| Tén thiét bi y té Chiing logi Ma sin pham %:)’lzgcz(c’)lil Tén co s6 Dia chi co s¢' san Nudc sin
: : (Néu co) (Néu cb) san xuat xuat xuat
North side of the road,
200 meters west of the
Chéi danh bong Debo Medical | [1erection of ;?;‘(fl?ang
1 dung trong nha Pointed Polishing Brush Tec?nology Road, Gaofeng Village, | CHINA
khoa (Shijiazhuang) .
Donglizhuang Town,
Co.,LTD : .
Jinzhou City,
Shijiazhuang City,
Hebei Province
North side of the road,
200 meters west of the
Chéi danh bong Debo Medical [ fterection o mken
dung trong nha Flat-Tip Polishing Brush Technology . &
2 Road, Gaofeng Village, | CHINA
khoa (Shijiazhuang) .
Donglizhuang Town,
Co.,LTD : .
Jinzhou City,
Shijiazhuang City,
Hebei Province
North side of the road,
200 meters west of the
Chéi danh bong Debo Medical | [1erection of ;?;‘(fl?ang
3 dung trong nha Bowl Polishing Brush Tec?nology Road, Gaofeng Village, | CHINA
khoa (Shijiazhuang) .
Donglizhuang Town,
Co.,LTD : .
Jinzhou City,
Shijiazhuang City,

Hebei Province




