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: 260001031/PCBA-HN
Ngay cong bo: 03/06/2026

1. Tén co s& cong bé: CONG TY TNHH DAU TU VA PHAT TRIEN
THUGNG MAI AN HUNG
2. Pia chi: SO NHA 19, NGACH 29/16 KHUONG HA, Phuong Khuong

Dinh, Thanh phd Ha Nbi

3. S6 vin ban cua co so: 0206/2026/CBA-AH Ngay: 03/06/2026
4. Thiét bi y té thudc loai A

Tén thiét bi y t&: IVD rira dung cho may phan tich nudc tiéu

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 str dung: Pugc str dung nhu chit rira cho may phan tich nudce tiéu tu
dong hang URIT

Chat nay dugc st c}ung de lé,m? sach kim lay mau IlOElC duong ong cua thiét bi
va bdo tri dinh tuyén, nd co6 thé loai bd su 1ay nhiém chéo trong qua trinh phat
hién.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485: 2016

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 so hiru: URIT Medical Electronic Co.,ltd

bia chi chu s¢ hitu: D-07 Information Industry District, Hightech Zone,



Guilin, Guangxi 541004, CHINA

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

8. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vin ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo | x

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét b y té
do chu s hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cta thiét bi y té X
8 | MAu nhin thiét bj y té X

9 | Gidy chirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so |«
d6i vi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

, R . QUY CACH A . o . TEN CO SO CHU SO HU'U/ . 2 -
- - |CHUNG LOAI SAN| MA SAN 5 g TEN CO SO SAN XUAT/ e - o TEN CO SO BAO PIA CHI CO SO BAO
STT | TEN TRANG THIET BI Y TE PHAM PHAM DONG GOI HANG, NUGC SAN XUAT HANG, NUE)’C CHU SO HANH HANH
(NEU CO) HUU
IVD rira dung cho may phan tich nudc URIT D12 URIT Medical Electronic URIT Medical Electronic
1 tiéu Co., Ltd., CHINA Co., Ltd., CHINA Khéng ap dung Khong 4p dung
IVD rira dung cho may phan tich nudc URIT D21 URIT Medical Electronic URIT Medical Electronic
2 tiéu Co., Ltd., CHINA Co., Ltd., CHINA Khéng ap dung Khong 4p dung
IVD rira dung cho may phén tich nuge URIT D21N URIT Medical Electronic URIT Medical Electronic
3 tidu Co., Ltd., CHINA Co., Ltd., CHINA Khéng ap dung Khong 4p dung
IVD rira dung cho may phan tich nudc URIT D22 URIT Medical Electronic URIT Medical Electronic
4 tidu Co., Ltd., CHINA Co., Ltd., CHINA Khéng ap dung Khong 4p dung




