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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001299/PCBB-HCM
Ngay cong bo: 11/05/2026

1. Tén co 36 cong bd: VAN PHONG DAI DIEN KOREA MEDICAL
DEVICES A‘SSOCIATION (KMDA) TAI THANH PHO HO CHI MINH
2. bia chi: Tang 6A, s6 111, duong Ly Chinh Thang, Phuong Xuan Hoa,
Thanh phd H6 Chi Minh

3. S6 vin ban cua co so: 14/2026/TCB-KMDA Ngay: 04/05/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Tay Khoan 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 st dung: Day 1a mot tay khoan dugc van hanh bang dién thong qua
mo-to dién, v.v., dung dé€ thuc hién cac thu thuat nha khoa nhu mai rang.
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Theo tiéu chuan clia nha san xuét
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 so htru: MICRO-NX Co., Ltd.

bia chi chu sé hiru: 22, Maeyeo-ro 1-gil, Dong-gu Daegu, KOREA,
REPUBLIC OF

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

Tén co so: VAN PHONG DAI DIEN KOREA MEDICAL DEVICES



ASSOCIATION (KMDA) TAI TP.HCM

Pia chi: Tang 6A, s6 111, duong Ly Chinh Thang, Phuong Xuan Hoa, Thanh
pho H6 Chi Minh

Pién thoai ¢b dinh: 028 6292 1526 Dién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b 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 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE
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SA100, SA100L, SA100R,
Dental drill svstem SG200, SG200L, SG200W,

Tay Khoan Nha . y SG200WL, CA100, 22, Maeyeo-ro

1 |Khoa handpiece, CA100L, CA100R MICRO-NX 'y il Don KOREA,
° ’ . Co., Ltd. “81, DONg-gl | REPUBLIC OF
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CA100S, CA040, CAS00L,
CA040L, CA160, CA160L,
RP160

Daegu




