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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: 260001405/PCBB-HN
Ngay cong bo: 07/05/2026

1. Tén co s& cong bé: CONG TY TNHH THUGNG MAI DICH VU TRI
pUC

2. Pia chi: S6 168, t6 20, Phuong Hoang Mai, Thanh phd Ha Noi

3. S6 vin ban cua co so: 0405-4/2026/TD-CBB Ngay: 07/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Cum IVD Enzymes: Alkaline Phosphatase (ALP), Alanine
Aminotransferase (ALT), Aspartate Aminotransferase (AST)

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 sir dung: Bion ALP: Pay 1a thiét bi y té chan doan in vitro dung dé
do dinh luong Alkaline Phosphatase (ALP) bang phuong phap chat nén
(substrate) trong huyét thanh hodc huyét tuong nguoi, hd trg chan doan cac roi
loan vé gan va xuong. Bion ALT: Pay 1a thiét bj chan doan trong in vitro dung
dé do dinh lurgng Alanine aminotransferase (ALT) trong huyét thanh hoic
huyet tuong ngudi bang phuong phap quang pho. Bion AST: Pay la thiét bi y
té chan doan in vitro dung dé x4c dinh dinh luong aspartate aminotransferase
(AST) trong huyét thanh hodc huyét twong ngudi bang phuong phap quang
phd.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

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



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

Tén chu s hiru: Bion Diagnostics Co., Ltd.

bia chi chu s¢ hitu: #801-802, 139, Hogupo-ro, Namdong-gu, Incheon
(Gojan-dong, Cheongryujisan), KOREA, REPUBLIC OF

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 cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat 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 ky thuat bang tiéng Viét kém theo tai licu vé nguyén vat liéu, |

vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh d6i véi thude
thir, chat hi¢u chuan, vat lidu kiém soat in vitro

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu s¢ hitu thiét |
bi y té cong b ap dung

7 G}ay chufng nhan l}ru hanh tu 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 R . . v .
STT| Tén thiét biy té Chiing loai Ma oan plrlam dong goi Tfn o p o D;aochl cg S0 Nudc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
Thubc thir xét #801-802, 139,
nghi¢m dinh lugng Bion Hogupo-ro,
T ¥ Bion ALP . . Namdong-gu, KOREA,

1 | Alkaline Diagnostics Incheon REPUBLIC OF

Phosphatase (ALP) Co., Ltd. .
(Gojandong,
Cheongryujisan)

Thubc thir xét #801-802, 139,

nghi¢m dinh luong Bion Hogupo-ro,

5 Alanine Bion ALT Diacnostics Namdong-gu, KOREA,
Aminotransferase Co gL td Incheon REPUBLIC OF
(ALT) A (Gojandong,

Cheongryujisan)
Thubc thir xét #801-802, 139,
nghi¢m dinh luong Bion Hogupo-ro,

3 Aspartate Bion AST Diacnostics Namdong-gu, KOREA,
Aminotransferase Co gL td Incheon REPUBLIC OF
(AST) A (Gojandong,

Cheongryujisan)




