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Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000616/PCBA-HN
Ngay cong bo: 09/04/2026

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

3. S6 vin ban cua co so: 04-CBA/YLDENT Ngay: 09/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Bong cudn 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: Lam sach va thAm hut céc chat 10ng trong qué trinh diéu tri
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 ap dung: Tiéu chuan ctia nha san xuat

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 s¢ hiru: Debo Medical Technology (Shijiazhuang) Co.,LTD

bPia 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

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi 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 | Tai liéu hudéng dan st dung cua thiét bi y té X

8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi vaoi thiét bi y té nhap khau.

10 | Tai liéu khéac (néu c6) X




CONG TY TNHH YL DENTAWORLD VIET NAM CONG HOA XA HQI CHU NGHIA VIET NAM

) Doc lap - Tw do - Hanh phiic
So: 04-PLA/YLDENT

Thanh phé Ha Ngi, ngay 26 thang 03 nim 2026

BAN KET QUA PHAN LOAI THIET BI Y TE

Can cir Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 ctia Chinh phii vé quan 1y thiét bi y té:

Can cir Thong tu sb 05/2022/TT-BYT ngay 01 thang 8 nam 2022 ctia BO Y té vé quy dinh chi tiét thi hanh mot s6 didu cua
Nghi dinh s 98/2021/ND-CP ngay 08 thang 11 ndm 2021 cia Chinh phii v& quan 1y thiét bi y té;

Chiing t6i phan loai thiét bi y té nhu sau:

Tén thiét| Chiing loai/ | __ Lz 5 o+ o | Mucdich sit dung theo |Cin cir dé phan loai mirc do P
. oz . z | Hing, nwéc san xuat| Hang, nwde chi sé hiru o . o . ro dup TNHH
biy t€ |ma san pham chi dinh cia chi sé hiru rii ro phiin lba YL DENTAWORLE
: \{ VIET NAM
Béng Debo Medical Technology | Lam sach va thim hit cdel o oo r%ee =
cudn nha| Theo phu luc Theo phu luc (Shijiazhuang) Co.,LTD / | chét long trong qué trinh v“ P P e . PHO ¥
xR Thong tu 05/2022/TT-BYT A |
khoa CHINA diéu tri nha khoa |

Nguwdi dai dién hop phap cia co sé
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PHU LUC: BANG KE CHI TIET THIET BI Y TE
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Bo6ng cudn
. : 38*8
I nha khoa mm
2. Mﬂﬂmwwww: 38*10mm
Debo Medical Technology Hang dung mét lan,
A ) (Shijiazhuang) Co.,LTD/ CHINA khong c6 co sé bao hanh
3 Bong eugn 38*12mm
) nha khoa
4. Bong cudon 38%15mm

nha khoa
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