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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001101/PCBA-HN
Ngay cong bo: 11/06/2026

1. Tén co s& cong bé: CONG TY CO PHAN Y TE QUANG MINH

2. bia chi: Tang 5, Toa nha Newskyline, Lo CC2 KDT mdi Van Quén - Yén
Phuc, Phuong Ha Pong, Thanh phé Ha Noi

3. S6 vin ban ciia co s0: 35.2026/QM-SYT Ngay: 11/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Bo IVD pha loang va 1am sach trong xét nghiém protein
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: Wash Solution: Lam sach va suc rira hé thong duong dng.
Sample Diluent: Ap dung cho thudc thir khong dic hiéu dugc sir dung trong
xét nghiém protein dic hiéu ctia Genrui, diung dé pha lodng va héa 10ng céc
mAu thtr, nhim tao diéu kién thuén loi cho viéc phat hién vat liéu thir nghiém
bang thudc thir hodc thiét bi chan doan in vitro. San pham khéng truc tiép
tham gia vao qua trinh thir nghiém. Probe Cleaning Solution: San pham dugc
sir dung dé 1am sach, trang rira va bao dudng dau do clia may phan tich protein
tu dong hoan toan PA240/ PA240S/ PA480/ PA480S.

Tén co sé san xuat: Theo phu luc

Dia chi co s6 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 chéat (néu c6):

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



Tén chu s¢ hitu: Genrui Biotech Inc.

bia chi chu sé hitu: 4-10F, Building 3, Geya Technology Park, Guangming
District, 518106 Shenzhen, PEOPLE’S REPUBLIC OF CHINA, CHINA

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

8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu ky thuat béng tiéng Viét kém theo tai liéu vé nguyén vat lidu, |

vé an toan clia san pham, quy trinh san Xuét, cac bao cao nghién ciru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi véi thude
thir, chat hiéu chuan, vat liéu kiém soét in vitro

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 huéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy chtirng nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp ho so X
doi voi thiét bi y t€ nhap khau.




PHU LUC: BANG KE CHI TIET THIET BI Y TE

STT

TEN THIET BI Y TE

CHUNG LOAI

MA SAN PHAM

QUY CACH PONG
GOI (NEU CO)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUOC SAN XUAT

IVD rira dung trong xét
nghiém protein

Wash Solution

32021003

5L

Genrui Biotech Inc.

4-10F, Building 3, Geya
Technology Park, Guangming
District, 518106 Shenzhen,
PEOPLE’S REPUBLIC OF
CHINA.

CHINA

IVD pha loding mau trong xét
nghiém protein

Sample Diluent

32021005

5L

Genrui Biotech Inc.

4-10F, Building 3, Geya
Technology Park, Guangming
District, 518106 Shenzhen,
PEOPLE’S REPUBLIC OF
CHINA.

CHINA

IVD lam sach d4u do trong
xét nghiém protein

Probe Cleaning
Solution

32001048

20mL/ lo

Genrui Biotech Inc.

4-10F, Building 3, Geya
Technology Park, Guangming
District, 518106 Shenzhen,
PEOPLE’S REPUBLIC OF
CHINA.

CHINA




