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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: 260001767/PCBB-HN
Ngay cong bo: 05/06/2026

1. Tén co s& cong bd: CONG TY TNHH VAT LIEU NHA KHOA
GLORIOUS VIETNAM ,
2. bia chi: No27-LK10 khu dat dich vu Ha Tri, Phuong Ha Bong, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 0106/CCB/GLORIOUS Ngay: 05/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Phoi nhua PMMA 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 st dung: Phéi nhya PMMA dung trong nha khoa dugc st dung dé
ché tao cac phuc hinh nha khoa thao 1ap hodc tam thoi bang cong nghé
CAD/CAM va gia cong phay, bao gom:

+ Mao va cau rang tam thoi vung trude va vung sau.

+ Phuc hinh tam thoi trén implant.

+ Céc cau tric thao lap cho ham gia.

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan ctia NSX

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hitu thiét bi y té:
Tén chu s& hiru: Huliang (Shanghai) Bio-Tech Co., Ltd.



bia chi chu sé hiru: Bldg 23, No. 1058 Zhengxu Rd, Lingang New Area,
Shanghai Pilot Free Trade Zone, Shanghai, 201400, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s¢ hitu thiét bi y té X
4 Giéy 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¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hgp chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hi€u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.
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Bldg 23, No.
1058 Zhengxu

Phéi nhua PMMA Huliang Eg;f&gezng

1 | dung trong nha SINGLE-LAYER COLOR (Shanghai) Bio- 7. CHINA

Shanghai Pilot

khoa Tech Co., Ltd.
Free Trade
Zone, Shanghai,
201400
Bldg 23, No.
1058 Zhengxu

Phoi nhya PMMA Huliang II\{IS’ L;‘nria:lng

2 | dung trong nha MULTI-LAYER COLOR (Shanghai) Bio- WORes, CHINA

Shanghai Pilot

khoa Tech Co., Ltd.
Free Trade

Zone, Shanghai,
201400




