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M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: - Bo xet nghiém Total Bilirubin (T.BIL) 1a xét nghiém sur
dung phuong phap oxy hoa SCR dé dinh luong bilirubin toan phan (T.BIL)
trong huyét thanh va huyet tuong nguoi thu thap tir nhitng ¢4 nhan nghi ngo
tang bilirubin mau bang Maiy xét nghiém sinh hoa ty dong. BO xét nghiém
Total Bilirubin (T.BIL) dugc cac chuyén gia xét nghiém st dung dé hd tro
chan doan ting bilirubin mau (biéu hién bang vang da, bao gdm ca cac loai tic
nghén/tan mau) cung véi cac phuong phap lam sang khac.

- BO xét nghiém Direct Bilirubin (D.BIL) 1a xet nghiém sir dung phuong phap
oxy hoa SCR dé dinh luong bilirubin truc tiép (D.BIL) trong huyét thanh va
huyét twong ngudi thu thap tir nhirng ca nhan nghi ngo méc bénh vang da,
bénh dudng mat hoic bénh tai mat bang May xét nghiém sinh hoa ty dong. Bo
xét nghiém Direct Bilirubin (D.BIL) dugc cac chuyén gia xét nghi¢m st dung
dé hd tro chan doan bénh vang da, bénh duong mat hoic bénh tii mat cing
v6i cac phuong phéap 1am sang khac.

- BO xét nghiém Total Bile Acids (TBA) 1a xét nghiém stir dung phuong phap



chu trinh enzym dé dinh luong acid mat toan phan (TBA) trong huyét thanh
nguoi thu thap tir nhitng c4 nhan nghi ngd mac bénh gan bang May xét
nghiém sinh hoa tu dong. B xét nghi¢ém Total Bile Acids (TBA) duoc céac
chuyén gia xét nghiém sir dung dé hd trg chan doan cac bénh vé gan (nhu
viém gan virus va xo gan) cung voi cac phuong phap lam sang khac.

- B xét nghiém Total Protein (TP) 1a xét nghiém st dung phuong phap biuret
dé dinh luong protein toan phan (TP) trong huyét thanh va huyét trong nguoi
thu thap tir nhitng ca nhan nghi ngd mac chimg ting hodc giam protein mau
bang May xét nghiém sinh hoa tu dong. BO xét nghiém Total Protein (TP)
duoc cac chuyén gia xét nghiém str dung dé hd tro chan doan ting va giam
protein mau cung voi cac phuong phap lam sang khéc.

- BO xét nghiém Albumin (ALB) la xét nghi¢m stir dung phuong phéap
Bromocresol Green dé dinh lwong Albumin (ALB) trong huyét thanh va huyét
tuong ngudi thu thdp tir nhitng cd nhan nghi ngd hodc da dugc xac nhan tinh
trang giam albumin mau va ting albumin mau bang May xét nghiém sinh hoa
tu dong. Bo xét nghiém Albumin (ALB) dugc cac chuyén gia xét nghiém su
dung dé hd trg chan doan va theo ddi tinh trang giam albumin mau (nhu bénh
gan, hoi chimg than hu) hodc ting albumin mau (mat nudc) cing cac phuong
phap lam sang khac.

- Bo xét nghiém Blood Urea Nitrogen (BUN) la xét nghiém st dung phuong
phap dong hoc enzym dé dinh luong nito ure mau (BUN) trong huyét thanh va
huyét twong ngudi thu thap tir nhitng c4 nhan nghi ngd méc bénh than bang
Maiy xét nghiém sinh hoa ty dong. Bo xét nghiém Blood Urea Nitrogen (BUN)
duoc cac chuyén gia xét nghiém st dung dé hd tro chan doan bénh than (nhu
suy than cip hodc mén tinh) cing v6i cac phuong phap 14m sang khac.

- BO xét nghiém Creatinine (CRE) 1a xét nghi¢m stir dung phuong phép enzym
dé dinh luong Creatinine (CRE) trong huyét thanh ngudi thu thp tir nhitng ca
nhan nghi ngd hodc di xac nhan mac bénh than bang M4y xét nghiém sinh
héa ty dong. Bo xét nghiém Creatinine (CRE) dugc cac chuyén gia xét
nghiém st dung dé hd tro chan doan va theo ddi bénh than cing véi cac
phuong phap lam sang khac.

- B xét nghiém Uric Acid (UA) 1a xét nghi¢m st dung phuong phap enzym
dé dinh luong acid uric (UA) trong huyét thanh va nudc tiéu ngudi thuthap tir
nhing ca nhan nghi ngd ting acid uric mau bang May xét nghiém sinh hoéa tu
dong. Bo xét nghiém Uric Acid (UA) dugc cac chuyén gia xét nghiém stir dung
dé ho trg chan doan tang acid uric mau cung véi cac phuong phap 1am sang
khac.

- Bo xét nghiém Glucose (GLU) la xét nghi€ém str dung phuong phap
hexokinase dé dinh luong Glucose (GLU) trong huyét thanh va nuéc tiéu
ngudi thu thip tir nhitng ca nhan nghi ngd hodc di xac nhan méc cac rdiloan
chuyén hoa carbohydrate bang May xét nghiém sinh hoa ty dong. Bo xét
nghiém Glucose (GLU) dugc cic chuyén gia xét nghiém sir dung dé hd tro



chén doan va theo dbi cac rdi loan chuyén hoa carbohydrate (nhu dai thao
duong, qua liéu insulin, ha dudng huyét) ciing véi cac phuong phap 1am sang
khéc.

- Bo xét nghiém Triglycerides (TG) la xét nghiém sir dung phuong phap
enzym dé dinh luong Triglycerides (TG) trong huyét thanh va huyet tuong
ngudi thu thap tir nhitng c4 nhan nghi ngd rdi loan lipid mau bang May xét
nghiém sinh hoa ty dong. B) xét nghiém Triglycerides (TG) dugc cac chuyén
gia x¢ét nghiém st dung dé hd trg chan doan rdi loan lipid mau, thuong lién
quan dén cac bénh 1y nhu bénh tim mach do xo vita dong mach cung véi cac
phuong phap 1am sang khac.

- B xét nghiém High-Density Lipoprotein Cholesterol (HDL-C) 1a xét
nghiém sir dung phuong phép xac dinh déng nhat dé dinh luongcholesterol
lipoprotein ty trong cao (HDL-C) trong huyét thanh va huyét twong ngudi thu
thap tir nhitng cd nhan nghi ngd hodc da xac nhan méc bénh tim mach do xo
vita dong mach bang May xét nghiém sinh héa tu dong. Bo xét nghiém High-
Density Lipoprotein Cholesterol (HDL-C) dugc cac chuyén gia xét nghiém sir
dung dé hd tro chan doan va danh gia bénh tim mach do xo vita dong mach
cung vdi cac phuong phap 1am sang khac.

- B xét nghiém Low-Density Lipoprotein Cholesterol (LDL-C) 1a xét nghi€ém
str dung phuong phép xac dinh dong nhat dé dinh lugng cholesterol
lipoprotein ty trong thap (LDL-C) trong huyét thanh va huyét twong nguoi thu
thap tir nhitng c4 nhan nghi ngd hodc da xac nhan mac bénh tim mach do xo
vita dong mach bé‘mg May xét nghiém sinh héa ty dong. Bo xét nghiém Low-
Density Lipoprotein Cholesterol (LDL-C) dugc cac chuyén gia xét nghiém st
dung dé hd trg chan doan va danh gia bénh tim mach do xo vita dong mach
cung vai cac phuong phap lam sang khac.

- Bo xét nghiém Cholesterol (CHOL) la xét nghiém st dung phuong phap
oxidase dé dinh luong Cholesterol (CHOL) trong huyét thanh nguoi thu thap
tr nhitng ca nhan nghi ngo mic bénh xo vita dong mach va réi loan chuyén
hoéa lipoprotein bang May xét nghiém sinh héa ty dong. Bo xét nghiém
Cholesterol (CHOL) duoc cac chuyén gia xét nghiém sir dung dé hd trg chan
doan bénh xo vita dong mach va rdi loan chuyén hoéa lipoprotein (nhu ting
lipid mau) cung véi cac phuong phap lam sang khac.

- Bo xét nghiém Homocysteine (HCY) 1a xet nghiém stir dung phuong phap
chu trinh enzym dé dinh luong homocysteine trong huyét thanh va huyét
tuong ngudi thu thap tir nhitng ca4 nhan nghi ng¢ tdng homocysteine mau hodc
homocysteine niéu bang My xét nghiém sinh héa ty dong. B xét nghiém
Homocysteine (HCY) duogc cac chuyén gia xét nghiém sir dung dé hd tro chan
doan tdng homocystein mau, homocystein ni¢u cung vdi cdc phuong phap lam
sang khéc.

- B9 xét nghiém C-Reactive Protein (CRP) 1a xét nghiém sir dung phuong
phép do do duc mién dich ting cudng latex dé dinh luong protein phanimg C
(CRP) trong huyét thanh ngudi thu thap tir nhitng c nhan nghi ngd hodc da



xac nhan még céc rdi loan viém va cac bénh lién quan, nhiém trung va tdn
thuong mo bang May xet nghiém sinh hoa tu dong. Bo xét nghiém C-Reactive
Protein (CRP) dugc cac chuyén gia xét nghiém st dung dé hd tro chan doan
va theo ddi cac rdi loan viém va cc bénh lién quan, nhiém trung va tén
thuong md, cung vdi cdc phuong phap 1am sang khac.

- BO xét nghiém Glycated Hemoglobin (HbAlc) 1a xet nghiém sir dung
phuong phap do d6 duc mién dich tang cuong latex dé dinh lugng hemoglobin
glycat hoa (HbAlc) trong mau toan phan nguoi thu thép tir nhing ca nhan
nghi ngo hodc da xac nhan mac dai thao duong bang May xét nghiém sinh hoa
tur dong. BO xét nghiém Glycated Hemoglobin (HbA lc) dugc cac chuyén gia
xet nghiém str dung dé ho trg chan doan bénh dai thao dudng va theo do1 kiém
soat duong huyét 1au dai & nhiing nguo1 mac dai thao duong cung véi cac
phuong phap 1am sang khac.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap 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 s& hiru: YHLO Biotech (Nanjing)Co., Ltd

Dia chi chu s¢ 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 véi thiét bi y té san xuit trong nudc:

9. Thanh phan hd so:

1 | Vian 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 céo 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 sé hitu thiét |
bi y té cong bo ap dung

7 Giéy chtirng nhén 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
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Ma san pham

Quy cach
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gy Ltd Road, Jiangning
District, Nanjing
B xét nghiém . . : 2nq North
dinh luong Triglycerides (TG) Assay YHLO Biotech |Building, No.85,
40 trielvcerides Kit (Enzymatic Method) 98H200TSC (Nanjing) Co., [Xingmin South |CHINA
&Y Ltd Road, Jiangning
District, Nanjing
High-Density Lipoprotein 2nd North
B xét nghiém Cholesterol (HDL-C) Assay YHLO Biotech |Building, No.85,
41 |dinh lugng HDL-C | Kit (Homogeneous 99H40T (Nanjing) Co., | Xingmin South |CHINA
Determination Method) Ltd Road, Jiangning
District, Nanjing
B xét nghiém High-Density Lipoprotein YHLO Biotech |2nd North
42 | dinh lugng HDL-C | Cholesterol (HDL-C) Assay | 99H40TSC (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)
Kit (Homogeneous Xingmin South
Determination Method) Ltd Road, Jiangning
District, Nanjing
High-Density Lipoprotein 2nd North
B xét nghiém Cholesterol (HDL-C) Assay YHLO Biotech |Building, No.85,
43 | dinh luong HDL-C | Kit (Homogeneous 99H240T (Nanjing) Co., [Xingmin South |CHINA
Determination Method) Ltd Road, Jiangning
District, Nanjing
High-Density Lipoprotein 2nd North
B xét nghiém Cholesterol (HDL-C) Assay YHLO Biotech |Building, No.85,
44 | dinh luong HDL-C | Kit (Homogeneous 99H240TSC (Nanjing) Co., [Xingmin South |CHINA
Determination Method) Ltd Road, Jiangning
District, Nanjing
Low-Density Lipoprotein 2nd North
B xét nghiém Cholesterol (LDL-C) Assay YHLO Biotech | Building, No.85,
45 | dinh luong LDL-C | Kit (Homogeneous 100H40T (Nanjing) Co., [Xingmin South |CHINA
Determination Method) Ltd Road, Jiangning
District, Nanjing
Low-Density Lipoprotein 2nd North
B0 xét nghiém Cholesterol (LDL-C) Assay YHLO Biotech | Building, No.85,
46 |dinh luong LDL-C | Kit (Homogeneous 100H40TSC (Nanjing) Co., [Xingmin South |CHINA
Determination Method) Ltd Road, Jiangning
District, Nanjing
Low-Density Lipoprotein 2nd North
B xét nghiém Cholesterol (LDL-C) Assay YHLO Biotech |Building, No.85,
47 | dinh lugng LDL-C | Kit (Homogeneous 100H240T (Nanjing) Co., [Xingmin South |CHINA
Determination Method) Ltd Road, Jiangning
District, Nanjing
B0 xét nghiém Low-Density Lipoprotein YHLO Biotech |2nd North
48 | dinh lugng LDL-C | Cholesterol (LDL-C) Assay | 100H240TSC (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
Kit (Homogeneous Xingmin South
Determination Method) Ltd Road, Jiangning
District, Nanjing
B6 xét nghiém : 2nq North
dinh luong Cholesterol (CHOL) Assay YHLO Biotech | Building, No.85,
49 cholesterol Kit (Oxidase Method) 101H50T (Nanjing) Co., [Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
B xét nghiém . 2n(.1 North
dinh Iuong Cholesterol (CHOL) Assay YHLO Biotech |Building, No.85,
50 cholesterol Kit (Oxidase Method) 101HS0TSC (Nanjing) Co., | Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
B xét nghiém : 2n(.i North
dinh lugng Cholestgrol (CHOL) Assay YHLQ Biotech Bglldlqg, No.85,
51 cholesterol Kit (Oxidase Method) 101H200T (Nanjing) Co., [Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
B xét nghiém : 2nq North
dinh luong Cholesterol (CHOL) Assay YHLO Biotech |Building, No.85,
52 cholesterol Kit (Oxidase Method) 101H200TSC (Nanjing) Co., [Xingmin South |CHINA
Ltd Road, Jiangning
District, Nanjing
B xét nghiém . 2nd North
dinh luong igggoclzistt ﬁ(:glrfz(}rlnizc): YHLO Biotech |Building, No.85,
53 | homocysteine Y y 115H34TSC (Nanjing) Co., |Xingmin South [CHINA
Cycling Method) . :
(HCY) Ltd Road, Jiangning
District, Nanjing
B0 xét nghiém Homocysteine (HCY) YHLO Biotech |2nd North
54 | dinh luong Assay Kit (Enzymatic 115H204TSC (Nanjing) Co., |Building, No.85, CHINA




Quy cach

STT| Tén thiét by té Chiing loai M%f;‘; lc’(';)am déng goi Tszfl €0 D‘:Q;h;lfgts“ Nuée san xuit
(Néu co)
homes s ycing o o | sout
District, Nanjing
B6 xét nehiem C-Reactive Protein (CRP) 2nd North
dinh luoﬁ rotein Assay Kit (Latex-enhanced YHLO Biotech |Building, No.85,
55 han {m gcp( CRP) Immunoturbidimetric 126H40T (Nanjing) Co., [Xingmin South |CHINA
p & Method) Ltd Road, Jiangning
District, Nanjing
B6 xét nehiem C-Reactive Protein (CRP) 2nd North
dinh lu OE rotein Assay Kit (Latex-enhanced YHLO Biotech | Building, No.85,
56 | pan o gcp( CRrp) | Immunoturbidimetric 126H40TSC (Nanjing) Co., |Xingmin South |CHINA
p £ Method) Ltd Road, Jiangning
District, Nanjing
B6 xét nehicm C-Reactive Protein (CRP) 2nd North
dinh lu(yrgl rotein Assay Kit (Latex-enhanced YHLO Biotech | Building, No.85,
57 han G }ép( CRP) Immunoturbidimetric 126H160T (Nanjing) Co., | Xingmin South | CHINA
p & Method) Ltd Road, Jiangning
District, Nanjing
B6 xét nehiem C-Reactive Protein (CRP) 2nd North
dinh luoﬁ rotein Assay Kit (Latex-enhanced YHLO Biotech |Building, No.85,
58 han {m gcp( CRP) Immunoturbidimetric 126H160TSC (Nanjing) Co., [Xingmin South |CHINA
p & Method) Ltd Road, Jiangning
District, Nanjing
Glycated Hemoglobin 7nd North
Bo xét nghiém gﬁg 1021Assay Kit (Latex- YHLO Biotech |Building, No.85,
59 | dinh lugng HbAlc o . 86H40TSC (Nanjing) Co., [Xingmin South |CHINA
Immunoturbidimetric Lid Road, Jiangning
Method) District, Nanjing
60 | BO xét nghi€ém Glycated Hemoglobin 86H160TSC YHLO Biotech |2nd North CHINA




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) (Néu c6) san xuat san xuat
gﬁaﬁ iglAssay Kit (Latex- Building, No.85,
dinh luong HbAlc Immunoturbidimetric (Nanjing) Co., | Xingmin South
Method) Ltd Road, Jiangning

District, Nanjing




