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 ciia thiét bi y té thudc loai A

S6 cong bd: 260001389/PCBA-HN
Ngay cong bod: 17/07/2026

1. Tén co s& cong bd: CONG TY TNHH GIAI PHAP NHA KHOA IMED
VIET NAM ,

2. bia chi: San thuong mai dich vu s6 H3-TM?7, tda Hope Residences, Phuong
Phiic Loi, Thanh phd Ha Nbi

3. S6 vin ban cua co so: 3.7.26 IMED Ngay: 16/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Ho vat liéu 1dy ddu 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 sir dung: Dung dé 1iy ddu nha khoa

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuén chét luong san pham 4p dung: ISO 13485

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

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

Tén chu s¢ hiru: Shanghai Beyzen Biological Technology Co.,Ltd
bia chi chu sé hitu: 1F, No.6 Building, No.85 KangGong Road,
ZhujiajiaoTown, Qingpu District, Shanghai, CHINA

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

8. SO cong bo du di€u kién san xuat doi voi thiét bi y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 | Tai liéu huéng dan st dung cta thiét bi y té

8 | MAu nhin thiét bj y té

9 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

A ) CHUNG TEN CO SO SAN | TEN CO SO CHU A o ) .
STT TEN TRANG THIET BI | LOAI SAN XUAT/ HANG SO HUU/ HANG, TEN CO SO BAO bIA CHI CO SO BAO
Y TE PHAM / MA NUGC SAN XU éT NUOC CHU SO HANH HANH
SAN PHAM HUU
1 Bot cao su lay dau nha Putty Shanghai Beyzen Shanghai Beyzen CONG TY TNHH San thuong mai dich vu
khoa, 15mlix2 Biological Technology | Biological GIAI PHAP s6 H3-TM7,
30mix2 Co.,Ltd, Technology NHA KHOA IMED toa Hope Residences,
45mix2 Trung Quéc Co.,Ltd, VIET NAM Phuong Phic Loi,
60mIx2 Trung Qudc Thanh phd Ha Noi, Viét
75mlx2 Nam,
162.5mlix2
250mlx2
312mlx2:Bite
50ml;Light
Body 50ml:
Putty +Light
Body:
250mlix2+ 50ml:
2 Bot lay dau nha khoa Regular Shanghai Beyzen Shanghai Beyzen CONG TY TNHH San thuong mai dich vu
Set/color Biological Technology | Biological GIAI PHAP s6 H3-TM7,
Changing set: Co.,Ltd, Technology NHA KHOA IMED toa Hope Residences,
20g, 50g, 454g, | Trung Qudc Co.,Ltd, VIET NAM Phuong Phuc Loi,
500g, 908g, Trung Qudc Thanh phé Ha Noi, Viét
1000g, 1200g Nam,
3 Thach cao nha khoa 3#, 4#/Pink, Shanghai Beyzen Shanghai Beyzen CONG TY TNHH San thuong mai dich vu
yellow Biological Technology | Biological GIAI PHAP s6 H3-TM7,
Co.,Ltd, Technology NHA KHOA IMED toa Hope Residences,
Trung Qudc Co.,Ltd, VIET NAM Phuong Phuc Loi,
Trung Qudc Thanh phd Ha Noi, Viét

Nam,




