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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: 2602051/HKT Ngay: 06/03/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Cum IVD enzyme: ALP, ALT, AST, CHE, y-GT, ADA,
AFU, LDH, CK, AMY, LPS

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 Alkaline Phosphatase (ALP) 1a xét
nghiém str dung phuong phap theo do1 lién tuc dé dinh luong Alkaline
Phosphatase (ALP) trong huyét thanh va huyét twong nguoi thu thap tir nhiing
c4 nhan nghi ngd mic cac bénh vé gan mat va bénh vé xuong biang May xét
nghiém sinh hoa tydong. Bo xet nghiém Alkaline Phosphatase (ALP) duoc
cac chuyén gia xet nghiém sur dung dé hd tro chan doan cac bénh vé gan mat
(nhu vang da, viém gan) va bénh vé xuong (nhu u xuong, coi xwong, nhuyén
xuong, gady Xxuong) cung voi cac phuong phap 1am sang khac.

- B xét nghiém Alanine Aminotransferase (ALT) la xét nghiém s dung
phuong phap dong hoc enzym dé dinh lugng Alanine Aminotransferase(ALT)
trong huyét thanh va huyét tuong ngudi thu thap tir nhitng ca nhan nghi ngd
méac bénh gan bﬁng May xét nghiém sinh hoa tu dong. B xét nghi¢m Alanine
Aminotransferase (ALT) dugc cac chuyén gia xét nghiém st dung dé hd tro
chan doan cac bénh vé gan (nhu bénh gan thiéu mau cuc b, viém gan tur
mién, t6n thuong dudng mat, nghi ngd xam 14n 4c tinh & gan, r mat) cing véi



cac phuong phap 1am sang khac.

- B xét nghiém Aspartate Aminotransferase (AST) 1a xét nghiém sir dung
phuong phap dong hoc enzym dé dinh luong Aspartate
Aminotransferase(AST) trong huyét thanh va huyet tuong nguoi thu thap tur
nhimg c4 nhan nghi ngd mac bénh gan va tim bang May xét nghiém sinh hoa
tu dong. BO xét nghiém Aspartate Aminotransferase (AST) dugc cac chuyén
gia xét nghiém str dung dé hd trg chan doan cac bénh vé gan (nhu bénh gan
thiéu méu cuc bd, viém gan ty mién) va bénh tim ciing v6i cac phuong phap
lam sang khac.

- B6 xét nghiém Cholinesterase (CHE) 1a xét nghiém st dung phuong phap
theo ddi lién tuc dé dinh luong Cholinesterase (CHE) trong huyét thanh va
huyét trong nguoi thu thip tir nhiing ca nhan nghi ngd ngd doc phospho hiru
co va cac bénh vé gan bing May xét nghiém sinh hoa tw dong. Bo xét nghiém
Cholinesterase (CHE) dugc cac chuyén gia xét nghiém su dung dé hd tro chan
doan ngd doc phospho hitu co va cic bénh vé gan (nhu xo gan, viém gan cap
va man tinh) cung véi cac phuong phap 1am sang khac.

- B xét nghiém Gamma-Glutamyltransferase (y-GT) la xét nghiém st dung
phuong phap dong hoc dé dinh lugng Gamma-Glutamyltransferase (y-GT)
trong huyét thanh va huyét tuong nguoi thu thap tir nhimg ca nhan nghi ngo
mic cac bénh vé gan mat bang May xét nghiém sinh hoa tu dong. B xét
nghiém Gamma-Glutamyltransferase (y-GT) dugc cac chuyén gia xét nghiém
sir dung dé hd trg chan doan cac bénh vé gan mat (bao gom nhung khong gioi
han ¢ viém gan virus c4p tinh, viém gan man tinh, xo gan sau viém gan, tic
nghé&n dudng mat trong hodc sau gan va cac bénh gan lién quan dén ruou)
cung vai cadc phuong phap lam sang khac.

- BO xét nghiém Adenosine Deaminase (ADA) la xet nghiém sir dung phuong
phap do mau enzym dé dinh luong Adenosine Deaminase (ADA) trong huyét
thanh nguoi thu thap tir nhitng c4 nhan nghi ngd mac bénh gan va viém mang
phoi lao bang My xét nghiém sinh héa tu dong. B xét nghiém Adenosine
Deaminase (ADA) dugc cac chuyén gia xét nghiém su dung dé hd tro chan
doén céac bénh vé gan (nhu viém gan cap, xo gan do ruou, viém gan man tinh
hoat dong, xo gan, viém gan virus) va viém mang phoi lao cing véi cac
phuong phép 1dm sang khéc.

- BO xét nghiém Alpha-L-Fucosidase (AFU) la xét nghiém str dung phuong
phap dong hoc dé dinh lugng Alpha-L- Fucosidase (AFU) trong huyét thanh
nguoi thu thap tir nhitng c4 nhan nghi ngd méc bénh gan bang May xét
nghi¢m sinh hoa tu dong. B xét nghiém Alpha-L-Fucosidase (AFU) dugc cac
chuyén gia xét nghiém str dung dé hd tro chan doan cac bénh vé gan (nhu xo
gan, viém gan) cung voi cac phuong phap lam sang khéc.

- BO xét nghiém Lactate Dehydrogenase (LDH) 1a xét nghiém st dung phuong
phép lactate dé dinh luong Lactate Dehydrogenase (LDH) tronghuyét thanh
nguoi thu thap tir nhitng ca nhan nghi ngd hodc di xac nhan mac cic tinh
trang 1am sang khac nhau lién quan dén ton thuong mo bang May xét nghiém



chuyén gia xét nghiém str dung dé hd tro chan doan va theo ddi céc tinh trang
1am sang khac nhau lién quan dén t6n thuong mé (cac réi loan gan nhu ton
thuong gan nhiém ddc ning) cing véi cic phuong phap 1am sang khac.

- BO xét nghiém Creatine Kinase (CK) 1a xet nghiém sir dung phuong phap N-
Acetylcysteine dé dinh lugng Creatine Kinase (CK) trong huyét thanh va
huyét twong ngudi thu thap tir nhitng c4 nhan nghi ngd bénh co bang May xét
nghiém sinh hoa ty dong. B xét nghiém Creatine Kinase (CK) dugc cac
chuyén gia xét nghiém st dung dé hd tro chan doan bénh co cling véi cac
phuong phap 1am sang khac.

- BO x¢ét nghiém Amylase (AMY) la xét nghiém st dung phuong phap CNPG3
dé dinh lugng Amylase (AMY) trong huyét thanh nguoi thu thap tir nhiing ca
nhan nghi ngod hodc dd xac nhan mic bénh tuyén tuy bang May xét nghiém
sinh héa ty dong. Bo xét nghiém Amylase (AMY) duoc cacchuyén gia xét
nghiém sir dung dé hd trg chan doan va theo ddi cac bénh 1y tuyén tuy (nhu
viém tuy cdp) cuing v6i cac phuong phap 1am sang khac.

- BO xét nghiém Lipase (LPS) la xét nghiém su dung phuong phap do mau
enzym dé dinh luong Lipase (LPS) trong huyét thanh nguoi thu thép tir nhiing
c4 nhan nghi ngd hodc da xac nhan mic cac bénh 1y tuyén tuy khac nhau bang
May xét nghiém sinh hoa tu dong. B xét nghiém Lipase (LPS) dugc cac
chuyén gia xét nghiém st dung dé hd tro chan doan va theo ddi cac bénh 1y
tuyén tuy khac nhau (nhu viém tuy cap, viém tuy man, tic nghén tuy) cung voi
cac phuong phap 1am sang khac.

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: EN ISO 13485:2016

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

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

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

Dia 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 ddi vé6i thiét bi y té san xut trong nudc:

9. Thanh phéan ho so:

1 | Vian ban cong bé tidu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X




Tai ligu ky thuét bang tiéng Viét kém theo tai liéu 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 cdo do on dinh dbi véi thude
thtr, chat hiéu chuan, vat liéu kiém soat in vitro

Giay chtng nhan hgp chuan hoic ban tidu chuan ma chu so hiru thiét
bi y té cong bo ap dung

Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so
dbi voi thiét bi y té nhap khau.




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')I}l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) (Néu c6) san xuat san xuat
Alkaline Phosphatase 2nd North
B0 xét nghiém (ALP) Assay Kit YHLO Biotech | Building, No.85,
1 |dinh luong ALP (Continuous Monitoring S51H60T (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Alkaline Phosphatase 2nd North
B xét nghiém (ALP) Assay Kit YHLO Biotech |Building, No.85,
2 | dinh lugng ALP (Continuous Monitoring S1TH60TSC (Nanjing) Co., | Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Alkaline Phosphatase 2nd North
B xét nghiém (ALP) Assay Kit YHLO Biotech | Building, No.85,
3 | dinh luong ALP (Continuous Monitoring 51H240T (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Alkaline Phosphatase 2nd North
B0 xét nghiém (ALP) Assay Kit YHLO Biotech | Building, No.85,
4 |dinh lugng ALP (Continuous Monitoring 51H240TSC (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Alanine Aminotransferase 2nd North
B xét nghiém (ALT) Assay Kit YHLO Biotech |Building, No.85,
5 |dinh luong ALT (Enzymatic Kinetic 52HS50T (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
6 B xét nghiém Alanine Aminotransferase 5IH50TSC YHLO Biotech |2nd North CHINA

dinh luong ALT

(ALT) Assay Kit

(Nanjing) Co.,

Building, No.85,




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
(Enzymatic Kinetic Xingmin South
Method) Ltd Road, Jiangning
District, Nanjing
Alanine Aminotransferase 2nd North
B0 xét nghiém (ALT) Assay Kit YHLO Biotech | Building, No.85,
7 | dinh luong ALT (Enzymatic Kinetic 52H240T (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Alanine Aminotransferase 2nd North
B xét nghiém (ALT) Assay Kit YHLO Biotech |Building, No.85,
8 |dinh luong ALT (Enzymatic Kinetic 52H240TSC (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Aspartate Aminotransferase 2nd North
B xét nghiém (AST) Assay Kit YHLO Biotech | Building, No.85,
9 |dinh luong AST (Enzymatic Kinetic S3HS50T (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Aspartate Aminotransferase 2nd North
B0 xét nghiém (AST) Assay Kit YHLO Biotech | Building, No.85,
10 | dinh lugng AST (Enzymatic Kinetic 53H50TSC (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Aspartate Aminotransferase 2nd North
B xét nghiém (AST) Assay Kit YHLO Biotech |Building, No.85,
11 |dinh luong AST (Enzymatic Kinetic 53H240T (Nanjing) Co., | Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
B xét nghiém Aspartate Aminotransferase YHLO Biotech |2nd North
12 | dinh luong AST [ (AST) Assay Kit 53H240TSC (Nanjing) Co., |Building, No.85, | CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
(Enzymatic Kinetic Xingmin South
Method) Ltd Road, Jiangning
District, Nanjing
B xét nghiém . 2nd North
dinh Twong ig:;‘ng;ezacsfn(tﬁgs YHLO Biotech |Building, No.85,
13 | Cholinesterase Moni};orin Method) S6H50T (Nanjing) Co., [Xingmin South |CHINA
(CHE) & Ltd Road, Jiangning
District, Nanjing
B xét nghiém . 2nd North
dinh luong gg:;mlﬁgieiéfniiilfzs YHLO Biotech |Building, No.85,
14 | Cholinesterase Moni};orin Method) S6HS0TSC (Nanjing) Co., | Xingmin South |CHINA
(CHE) & Ltd Road, Jiangning
District, Nanjing
B xét nghiém . 2nd North
dinh lugng g;;);mg;[ezés:ngﬂgs YHLO Biotech | Building, No.85,
15 | Cholinesterase Moni}iorin Method) 56H225T (Nanjing) Co., | Xingmin South | CHINA
(CHE) & Ltd Road, Jiangning
District, Nanjing
B xét nghiém . 2nd North
dinh Twong ig:;‘ng;ezacsfn(tﬁgs YHLO Biotech |Building, No.85,
16 | Cholinesterase Moni};orin Method) S6H225TSC (Nanjing) Co., [Xingmin South |CHINA
(CHE) & Ltd Road, Jiangning
District, Nanjing
Gamma- 2nd North
B xét nghiém Glutamyltransferase (y-GT) YHLO Biotech |Building, No.85,
17 | dinh luong y-GT Y ransicrase ty 57H60T (Nanjing) Co., |Xingmin South [CHINA
Assay Kit (Kinetic Method) . :
Ltd Road, Jiangning
District, Nanjing
B xét nghiém Gamma- YHLO Biotech |2nd North
18 | dinh luong y-GT | Glutamyltransferase (y-GT) 5TH60TSC (Nanjing) Co., |Building, No.85, CHINA




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chiing loai (Néu ¢6) déng goi san xult <An xult Nude san xuét
(Néu cd)
Assay Kit (Kinetic Method) Ltd i{(;g%l?l}zr?g;ilg
District, Nanjing
. Gamma- : 2nq North
B xét nghiém Glutamyltransferase (y-GT) YHLO Biotech | Building, No.85,
19 |dinh lugng y-GT y ransterase iy 57H180T (Nanjing) Co., |Xingmin South |CHINA
Assay Kit (Kinetic Method) i 3
Ltd Road, Jiangning
District, Nanjing
. Gamma- : 2n(.1 North
B xét nghiém Glutamyltransferase (y-GT) YHLO Biotech |Building, No.85,
20 |dinh luvong y-GT Y ransicrase ty 57H180TSC (Nanjing) Co., |Xingmin South |CHINA
Assay Kit (Kinetic Method) . :
Ltd Road, Jiangning
District, Nanjing
Adenosine Deaminase 2nd North
B xét nghiém (ADA) Assay Kit YHLO Biotech | Building, No.85,
21 |dinh lugng ADA | (Enzymatic Colorimetric 62H30TSC (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
Adenosine Deaminase 2nd North
B0 xét nghiém (ADA) Assay Kit YHLO Biotech | Building, No.85,
22 | dinh luong ADA | (Enzymatic Colorimetric 62H150TSC (Nanjing) Co., [Xingmin South |CHINA
Method) Ltd Road, Jiangning
District, Nanjing
2nd North
B xét nghiém Alpha-L-Fucosidase (AFU) YHLO Biotech |Building, No.85,
23 | dinh lugng AFU Assay Kit (Kinetic Method) | 63H50TSC (Nanjing) Co., | Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
B xét nghiém Alpha-L-Fucosidase (AFU) YHLO Biotech |2nd North
24 | dinh luong AFU | Assay Kit (Kinetic Method) |03H240TSC (Nanjing) Co., |Building, No.85, | CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
Xingmin South
Ltd Road, Jiangning
District, Nanjing
2nd North
A s A Lactate Dehydrogenase : g
B‘Q xét nghiém LDH) Assav Kit (Lactate YHLQ Biotech Bl‘nldln‘g, No.85,
y
25 | dinh luong LDH Method) 106H60T (Nanjing) Co., [Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
2nd North
A A Lactate Dehydrogenase : o
B.(.) xét nghiém (LDH) Assay Kit (Lactate YHLQ Biotech Bglldlqg, No.85,
26 |dinh lugng LDH Method) 106H60TSC (Nanjing) Co., | Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
2nd North
A i Lactate Dehydrogenase . oy
B‘() x€t nghiém (LDH) Assay Kit (Lactate YHLQ Biotech Bglldlqg, No.85,
27 | dinh luong LDH Method) 106H240T (Nanjing) Co., [Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
2nd North
A s A Lactate Dehydrogenase : g
B‘Q xét nghiém (LDH) Assay Kit (Lactate YHLQ Biotech Bl‘nldln‘g, No.85,
28 | dinh luong LDH Method) 106H240TSC (Nanjing) Co., [Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
dBi(ill)l( T&gﬁglgm Creatine Kinase (CK) Assay YHLO Biotech éi?lgﬁghm 85
29 | Creatine Kinase | it (N-Acetylcysteine 107H50T anjing) Co., | Xingmin South |CHINA
Method)
(CK) Ltd Road, Jiangning
District, Nanjing
B xét nghiém Creatine Kinase (CK) Assay YHLO Biotech |2nd North
30 | dinh luong Kit (N-Acetylcysteine 107H50TSC (Nanjing) Co., |Building, No.85, CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Creatine Kinase Xingmin South
(CK) Method) Ltd Road, Jiangning
District, Nanjing
B xét nghiém . . 2nd North
dinh Twong %f?;“;gﬁie s(gfl)e Assay YHLO Biotech |Building, No.85,
31 |Creatine Kinase | o o) yiey 107H240T (Nanjing) Co., |Xingmin South |CHINA
(CK) Ltd Road, Jiangning
District, Nanjing
B xét nghiém . . 2nd North
dinh luong Eﬁf?;?;g??ie s(t(e:fl)e Assay YHLO Biotech |Building, No.85,
32 | Creatine Kinase | o o yiey 107H240TSC (Nanjing) Co., |Xingmin South |CHINA
(CK) Ltd Road, Jiangning
District, Nanjing
B xét nghiém 2nd North
dinh lu(yrgl j Amylase (AMY) Assay Kit YHLO Biotech | Building, No.85,
33 ne (CNP-G3 Method) 113H50T (Nanjing) Co., | Xingmin South | CHINA
Amylase (AMY) . .
Ltd Road, Jiangning
District, Nanjing
B6 xét nghiém 2nd North
fo oS Amylase (AMY) Assay Kit YHLO Biotech | Building, No.85,
34 |0 g (CNP-G3 Method) 113H50TSC (Nanjing) Co., [Xingmin South |CHINA
Amylase (AMY) . .
Ltd Road, Jiangning
District, Nanjing
B xét nghiém 2nd North
dinh lu OE j Amylase (AMY) Assay Kit YHLO Biotech |Building, No.85,
35 | ong (CNP-G3 Method) 113H100T (Nanjing) Co., [Xingmin South |CHINA
Amylase (AMY) . .
Ltd Road, Jiangning
District, Nanjing
B xét nghiém Amylase (AMY) Assay Kit YHLO Biotech |2nd North
36 |dinh lugng (CNP-G3 Method) 113H100TSC (Nanjing) Co., |Building, No.85, | CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Xingmin South
Amylase (AMY) Ltd Road, Jiangning
District, Nanjing
A cn . . 2nd North
N [l LS Ao
37 | ¢ ; 114H50T (Nanjing) Co., [Xingmin South |CHINA
(LPS) Method) . :
Ltd Road, Jiangning
District, Nanjing
A s = . ) 2nd North
oot | LS psy K
3g S Hens Lip Y 114H50TSC (Nanjing) Co., |Xingmin South |CHINA
(LPS) Method) . :
Ltd Road, Jiangning
District, Nanjing
A s ‘A . . 2nd North
o | LS A i
39 S0 WOnE LI Y 114H150T (Nanjing) Co., |Xingmin South |CHINA
(LPS) Method) . .
Ltd Road, Jiangning
District, Nanjing
A " . . 2nd North
BN [l LS A
40 (LPS) i Method) 114H150TSC (Nanjing) Co., [Xingmin South |CHINA

Ltd

Road, Jiangning
District, Nanjing




