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: 260001752/PCBB-HN
Ngay cong bo: 05/06/2026

1. Tén co s& cong bdé: CONG TY TNHH THUONG MAI VA DICH VU
AHDENTAL , ‘

2. bia chi: Tang 3, S6 28 LK27 KPT moi Van Canh, Xa Son Pong, Thanh
phd Ha Noi

3. S6 vin ban cua co so: 01/2026/AHDENTAL Ngay: 04/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: DAy cung chinh nha

Tén thuong mai (néu co):

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

Chung loai: Preformed Arch wires, Reverse Curve Arch Wires; Super Elastic
(SE), Thermal Active (TA); Round (D), Rectangle (R), Square (S), Ovoid
(O), Natural (N), Tapered (T); Upper, Lower; 12, 13, 14, 16, 18, 20, 1425,
1616, 1622, 1625, 1722, 1725, 1818, 1822, 1825, 1922, 1925, 2020, 2125.

M3 san pham (néu co):

Quy céch dong goi:

Muc digh st dung: Day cung chinh nha d}IgC su dung dé djéu chinh sai léch
khop can cua rang nguoi. Day la mot thiét bi quan trong d€ truyén luc chinh
nha tir mac cai hodc 6ng ma dén rang.

Tén co so san xuat: Ningbo Denrotary Medical Apparatus Co., Ltd.

Dia chi co sé san xuat: Building 1#, No. 25 Jingu North Road, Yinzhou
District, Ningbo City, Zhejiang Province, CHINA

Tiéu chudn chit lwong san pham ap dung: Tiéu chuan EU (MDR): 2017/745
5. Doi véi thiét bi y té chtra chat ma tay, tién chéat (néu c6):

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



Tén chu s hiru: Ningbo Denrotary Medical Apparatus Co., Ltd.

Dia chi chu s¢ hiru: Building 1#, No. 25 Jingu North Road, Yinzhou District,
Ningbo City, Zhejiang Province, CHINA

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

8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. 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 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 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 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.




