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1. Tén co s cong bd: CONG TY TNHH THIET BI CONG NGHE HKT
2. Pia chi: S6 nha 67 t6 8, Phudng Phii Luong, Thanh phd Ha Noi

3. S6 vin ban cua co so: 2502053/HKT Ngay: 06/03/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Cum IVD chuyén hoéa than: p2-MG, NGAL, CYS-C
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:

Muc dich st dung: - B xét nghiém Beta-2 Microglobulin (2-MG) 1a xét
nghiém st dung phuong phap do d6 duc mién dich ting cuong latex dé dinh
lugng Beta-2 Microglobulin ($2-MG) trong huyét thanh va huyét tuong nguoi
thu thép tur nhirg ca nhan nghi ngo' mac bénh viém khop dang thap hoat dong
va bénh than bang May xét nghiém sinh hoa ty dong. Bo xét nghiém Beta-2
Microglobulin (2-MG) dugc cac chuyén gia xét nghiém str dung dé ho tro
chan doan viém khép dang thap hoat dong va bénh thin cung voi cac phuong
phap lam sang khac.

- BO xét nghiém Neutrophil Gelatinase-Associated Lipocalin (NGAL) la xét
nghiém sir dung phuong phap do d6 duc mién dich ting cuong latex dé dinh
lugng Neutrophil Gelatinase-Associated Lipocalin (NGAL) trong huyét thanh
va huyét tuong ngudi thu thap tir nhitng ca nhan nghi ngd mic bénh than bang
May xét nghiém sinh hoa ty dong. B xét nghiém Neutrophil Gelatinase-
Associated Lipocalin (NGAL) duogc cac chuyén gia xét nghiém sir dung dé hd
trg chan doan bénh than cing véi cac phuong phap 1am sang khac.

- B xét nghiém Cystatin C (CYS-C) 1a xét nghiém st dung phuong phap do



do duc mién dich dé dinh luong Cystatin C (CYS-C) trong huyét thanh va
huyét twong ngudi thu thap tir nhirng ca nhan nghi ngo hodc déa duoc xac nhan
mac cac bénh ly bat thuong lién quan dén than bang May xét nghiém sinh hoa
tw dong. Bo xet nghiém Cystatin C (CYS-C) dugce cac chuyén gia xét nghiém
st dung d€ ho trg chan doan va theo ddi cac bénh ly bat thuong lién quan dén
than (nhu bénh than man tinh, ton thuwong than cap tinh) cung voi cadc phuong
phép 1am sang khéc.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san phdm 4p dung: EN ISO 13485:2016

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu c):

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

Tén chu s& hiru: YHLO Biotech (Nanjing) Co., Ltd

bia chi chu sé hitu: 2nd Floor of North Building, Phase II of No.85 Xingmin
South Road, Jiangning Science Park, Jiangning District, Nanjing, Jiangsu,
211100, CHINA

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

8. S6 cong bd du diéu kién san xuat di véi 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 ty quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu k¥ thuat bang tiéng Viét kém theo tai liéu vé nguyén vat lidu, |

v€ an toan ctia san pham, quy trinh san xuat, cac bao cao nghién ctru
lam sang va tién lam sang bao gdm bao cao do 6n dinh d6i vadi thude
thir, chat hiéu chuan, vat liéu kiém soat in vitro

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.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

] ] ~ = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) (Néu c6) san xuat san xuat
Beta-2 Microglobulin ($2-
A n MG) Assay Kit (Latex- : 2nc.1 North
B xét nghiém enhanced YHLO Biotech | Building, No.85,
1 | dinh lugng B2-MG Immunoturbidimetric 76HS50T (Nanjing) Co., | Xingmin South | CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Beta-2 Microglobulin ($2-
A s n MQG) Assay Kit (Latex- . 2nc.1 North
B xét nghiém enhanced YHLO Biotech | Building, No.85,
2 |dinh lugng B2-MG Immunoturbidimetric 76H50TSC (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Beta-2 Microglobulin ($2-
A s n MQG) Assay Kit (Latex- . 2nc.1 North
B xét nghiém enhanced YHLO Biotech | Building, No.85,
3 | dinh luong 2-MG Immunoturbidimetric 76H150T (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Beta-2 Microglobulin ($2-
A s n MQG) Assay Kit (Latex- . 2nc.1 North
B xét nghiém enhanced YHLO Biotech | Building, No.85,
4 [ dinh lugng B2-MG Immunoturbidimetric 76H150TSC (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Bo xét nghiém Neutrophil Gelatinase- YHLO Biotech |2nd North
5 | dinh lugng NGAL |Associated Lipocalin 81H40TSC (Nanjing) Co., |Building, No.85, f cqnaA
(NGAL) Assay Kit (Latex- Ltd Xingmin South




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
enhanced
Immunoturbidimetric Road, Jiangning
Method) District, Nanjing
Neutrophil Gelatinase-
Associated Lipocalin 2nd North
B xét nghiém (NGAL) Assay Kit (Latex- YHLO Biotech |Building, No.85,
6 |dinh luong NGAL |enhanced 81H160TSC (Nanjing) Co., [Xingmin South |CHINA
Immunoturbidimetric Ltd Road, Jiangning
Method) District, Nanjing
B xét nghiém : 2nd North
dinh luong IC(iSEEIl;[IllrrlnlCm((():t?l(r ?);gl)mii:iy YHLO Biotech |Building, No.85,
7 | Cystatin C (CYS- 7THS50TSC (Nanjing) Co., [Xingmin South |CHINA
Method) . :
0) Ltd Road, Jiangning
District, Nanjing
B xét nghiém ) 2nd North
dinh lugng I(éisz?;?nirft?fr ilggmAei:iy YHLO Biotech |Building, No.85,
8 | Cystatin C (CYS- 77TH150TSC (Nanjing) Co., | Xingmin South | CHINA
Method) . .
@) Ltd Road, Jiangning

District, Nanjing




