SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260001219/PCBB-HN
Ngay cong bo: 21/04/2026

1. Tén co 36 cong bd: CONG TY TNHH PHAT TRIEN THUONG MAI VA
XUAT NHAP KHAU MINH QUAN ’ 7

2. Pia chi: S6 2 ngach 67/129, ngd 129 Bat Khoi, To 7, Phuong Long Bién,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 0608/ MINHQUAN Ngay: 21/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Phoi nhya nha khoa PMMA

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:

ML}C dich stur dung: Dﬁng dé ché tao cac ciu trac rang thao lép hoac tam thoi,
chang han nhu mao va cau rang dung trong 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: ISO 13485:2016

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: Huliang (Shanghai) Bio-Tech Co.,Ltd.

bia chi chu sé hitu: Room 303,Building 5, Lane 2388, Xiupu Road,
Pudong,Shanghai 201315,Pr , CHINA

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

Tén co s6: CONG TY TNHH PHAT TRIEN THUGNG MAI VA XUAT



NHAP KHAU MINH QUAN

Dia chi: S6 2 ngach 67/129, ngd 129 Bat Khéi, T6 7, Phuong Long Bién,
Thanh pho Ha Noi

Pién thoai ¢b dinh: 091234.1818 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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
98*10mm, 98*12mm,
98*14mm, 98*15mm,
98*16mm, 98*18mm,
98*20mm, 98*22mm, Room
98*25mm, 98*30mm, 303,Building 5,
Phéi nhua nha 98*35mm. Huliang o Lane '
1 Kkhoa PMMA Monolayer PMMA Block | Color : (Shanghai) Bio- | 2388, Xiupu CHINA
Al, A2, A3, A3.5, A4, BI, Tech Co.,Ltd. [Road,
B2, B3, B4, C1, C2, C3, C4, Pudong,Shangha
D2, D3, D4, BL1, BL2, 1201315,Pr
BL3, Clear, Pink A, Pink B, China.
Pink C, White
98*10mm, 98*12mm,
98*14mm, 98*15mm,
98*16mm, 98*18mm,
98*20mm, 98*22mm, Room
98*25mm, 98*30mm, 303,Building 5,
Phéi nhua nha ' 98*35mm. Huliang o Lane .
2 Kkhoa PMMA Multilayer PMMA Block Color : (Shanghai) Bio- | 2388, Xiupu CHINA

Al, A2, A3, A3.5, A4, Bl, Tech Co.,Ltd. [Road,
B2, B3, B4, C1, C2, C3, C4, Pudong,Shangha
D2, D3, D4, BL1, BL2, 1201315,Pr
BL3, Clear, Pink A, Pink B, China.

Pink C, White




