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Théanh phin dung dich pha lodng: Sodium chloride
(0.3%-0.6%), N - (2-acetylamino) iminodiacetic
acid (0.1%-0.2%) va sodium pyridinthione(0.001%-
1 1 Dung dich pha lodng trong  [0.03%).On dinh trong 24 thang & nhiét d§ 4-30°C Chau Au/ Can 20L Can 40
xét nghiém huyét hoc - Thubc thir khéng chira xyanua dé xét nghiém HGB. Chau A
- Cam két sir dung cho may cho may Z3 CRP.
- Dat DPat mdt trong céc tiéu chuén: ISO, CE, FDA,
TCCS
Théanh phin dung dich li giai: Dodecyl
trimethylammonium chloride (2.0% -3.5%),
sodiumsulfate (0.2% - 0.6%) va succinic acid (0.3% -
1.2%)
Dung dich li giai ding cho  |Bao quan va han str dung: Chau Au/
2 2 o . : : < 2
may huyét hoc On dinh trong 24 thang & nhiét do 4-30°C ChauA | Lo300ml Lo S
- Thudc thir khéng chira xyanua dé xét nghiém HGB.
- Cam két sir dung cho may cho may Z3 CRP.
- Dat Pat mdt trong céc tiéu chuén: ISO, CE, FDA,
TCCS
Pat tiéu chuén ISO 13485: 2016, CE, FDA, TCCS
3 3 Dung dich rira dung cho mdy (- Thanh phan dung dich rira NaCIO (>5%) Chau Au/ Hop/2 Lo Ho 10
xét nghiém huyét hoc On dinh & nhiét d 4-30°C. Cam két str dung cho may Chau A 50ml P
cho may Z3 CRP
Thénh phan:
Chéit chudn méy xét nghiém Hon}% cal: ngu:(n va dong vat cd vu, bach cau mo phong Chau Au/
4 4 1 i va tiéu cau mo N 25mLx 11lo Lo 15
huyét hoc murc cao(H) \ L, 2 i e A1 , Chau A
phong, chat 1ong giong huyét twong voi chat bao quan.
Quy cach: Lo 2,5 ml.
Thénh phin:
Chét chudn may xét nghiém Hon%J cat: Ilng;Ol va dong vat c6 vu, bach cau mo phong Chau Au/
5 5 ; , ‘ va tiéu cau mo N 2.5mLx11o Lo 15
huyét hoc murc trung binh(N) \ L, 2 i e LA , Chau A
phéng, chat 1ong giong huyeét twong voi chat bao quan.
Quy cach: Lo 2,5 ml.
Théanh phin:
6 | 6 [Chitehuinmiyxemahiem | e e dng vt teongrt | CAY s | L | s
huyét hoc mrc thép (L) phong, & glong Ay £ Chau A ’ ; :

chét bao quén.
Quy cach: Lo 2,5 ml.

HOA CHAT HUYET HQC DUNG CHO MAY Mispa Count X
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Hoa chét li gidi bach cdu
Lyse (LX3)

C6 chire nang phan giai té bao phuc vu démsb lugng va
chénh léch t& bao bach ciu va do luong huyét tb trong
may phén tich huyét hoc 3 thanh phén

Thanh phn:

- Quaternary ammonium salts- <50g/L

- Non-ionic surfactants- <1.3-3.5 g/L

- 2-propanol-0.1-3.5ml/L. Cam két sir dung dugc cho
may xét nghiém huyét hoc Mispa Count X. Pat mot
trong céc tiéu chuan ISO, CE, FDA, TCCS.

Chau Au/
Chau A

1 x200mL

Chai

40

Hoa chit dém va x4c dinh
kich thuée té bao mau
Diluent (DX3)

C6 chirc nang dém va xéac dinh kich c& t& bao méau trong
méy phan tich huyét hoc 3 thanh phan bach cau

Théanh phin:

- Buffering agents: 4 - 8 g/L

- Conductive saks: 0.5 - 3 g/L

- Anti funga 1&Antibacterial agent 0.4 - 1.5 g/L. Cam
két st dung dwoc cho may xét nghiém huyét hoc Mispa
Count X. Dat mot trong céc tiéu chuén ISO, CE, FDA,
TCCS.

Chau Au/
Chau A

1x20L

Thing

20

Hoa chat rira dudng dng
Cleaner (CX3)

C6 chirc ning lam sach dudng dng ctia may phan tich
huyét hoc 3 thanh phén

Théanh phin

+ Sodium chloride: 3.0 - 5.5 g/L

+ Sodium sulphate anhydrous: 7.5 - 11.5 g/L

+ Buffering agents: 1.0 — 3.0 g/L

+ Non ionic surfactant: 5.0 — 8.0 g/L

+ Anti fungal & anti bacterial agent: 0.8 - 2.5 g/L. Cam
két sir dung duge cho may xét nghiém huyét hoc Mispa
Count X. Pat mdt trong cac tiéu chuén ISO, CE, FDA,
TCCS.

Chau Au/
Chau A

1 x 1000mL

Chai

40

10

Hoa chét ding cho méay phén
tich huyét hoc (SX3)

Thubc thir c6 chirc nng 1am sach hang ngay may phan
tich huyét hoc 3 thanh phin

Thénh phan:

Proteolytic enzyme 3.0 - 10 g/L

Substrate 0.3 - 1.5 g/L

Sodium chloride 3.0 - 5.0 g/L

Buffering agents 1.0 - 4.0 g/L

Anti fungal& Anti bacterial agent 0.5 -2.5 g/L..Cam két
sir dung dugc cho may xét nghiém huyét hoc Mispa
Count X. Dat mét trong cac tiéu chudn ISO, CE, FDA,
TCCS.

Chau Au/
Chau A

Hop (4x50mL)

Hop

11

Nudc rira kim (PX3)

Thubc thir cé chirc nang 1am sach dinh ky dau 14y miu
trong may phan tich huyét hoc 3 thanh phan

Théanh phin:

+Surfactant > 2.0 g/L

+Sodium hypochlorite > 0.5-6.5g/L

+Sodium chloride > 8.5 g/L

Cam két sir dung duoc cho may xét nghiém huyét hoc
Mispa Count X. Pat mét trong c4c tiéu chuén ISO, CE,
FDA, TCCS.

Chau Au/
Chau A

Hop
(4X30 mL)

12

Chét chuén may xét nghiém
huyét hoc murc cao (H)

Thanh phan:

Hdng ciu ngudi va dong vat co va, bach ciu mé phong
va tidu ciu mo

phong, chét 16ng gidng huyét trong véi chit bao quan.
Quy cach: Lo 2,5 ml.

Chau Au/
Chau A

2.5mLx 11o

Lo

14
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Chét chudn may xét nghiém
huyét hoc muc trung binh (N)

Thanh phin:

Hdng cAu nguoi va dong vat ¢ v, bach cdu mé phong
va tiéu chu mo

phong, chat long gidng huyét twong vé6i chit bao quén.
Quy cach: Lo 2,5 ml.

Chau Au/
Chau A

2.5mLx 110

Lo

14

14

Chét chuén may xét nghiém
huyét hoc murc thip (L)

Thénh phan:

Hdng ciu nguoi va déng vat c6 vii, bach cdu mod phong
va tiéu cdu mo phong, chit 1ong gidng huyét twong voi
chét bao quan.

Quy cach: Lo 2,5 ml.

Chau Au/
Chau A

25mLx 11lo

Lo

14

HOA CHAT SINH HOA

15

Hoa chit dinh lwong
ALT/GPT trong mau

Thubc thir nay duoc ding dé x4c dinh dinh luong
trong 6ng nghiém ctua SGPT trong huyét thanh hoic
huyét tuong.

Théanh phin:

SGPT R1:

+ Tris Buffer (pH 7.5) : 110 mmol/L

+ L-Alanine :600 mmol/L

+ LDH : >1500 U/L

SGPT R2:

+ a -ketoglutarate :16 mmol/L

+ NADH: 0.24 mmol/L

- Cam két sir dung dugc dong thoi cho hai may sinh
hoa Mispa CCXL va RX Imola. Bat mt trong cac ti€u
chuén ISO, CE, FDA, TCCS.

Chau Au/
Chau A

3x63 ml
+3%x20 ml

10

16

Hoa chét dinh lugng
AST/GOT trong mau

Thubc thir nay dugc dung dé x4c dinh dinh luong trong
éng nghiém ciia SGOT trong huyét thanh hozc huyét
tuong.

thanh phan: (SGOT R1)

+ Tris Buffer (pH 7.8) : 88 mmol/L

+ MDH > 900 U/L

+ LDH > 1500 U/L

SGOT R2:

+ a -ketoglutarate: 12 mmol/L

+ NADH :0.24 mmol/ L

- Cam két sir dung dwoc dong thoi cho hai may sinh
hoa Mispa CCXL va RX Imola. Bat mdt trong cac ti€u
chuén ISO, CE, FDA, TCCS.

Chau Au/
Chau A

3x63 mi
+3x20 ml

Hop

10

17

Hoa chét dinh lugng
Creatinine

Théng sb k¥ thuat:
Creatinine Base Reagent:
Imidazole (pH 6.7) 125 mmol/L
Sodium hydroxide 300 mmol/L
Sodium Phosphate 25 mmol/L
Creatinine Dye Reagent:
Picric acid 8.73 mmol/L
Surfactant". Cam két sir dung dugc ddng thoi cho hai
mady sinh hoa Mispa CCXL va RX Imola. Dat mét
trong cac tiéu chuén: 1SO, CE, FDA, TCCS.

Chau Au/
Chau A

3x60/3x18
mL

10
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Hoa chét dinh luong Glucose
trong mau

Thubc thir nay duge dung dé x4c dinh dinh luong trong
éng nghiém ctia Glucose trong huyét thanh, huyét
tuong hodc dich nao tuy.

Thanh phin:

+ Tris Buffer: 92 mmol/L

+ Phenol: 0.3 mmol/L

+ Glucose oxidase: 15000 U/L

+ 4- Aminophenazone: 2.6 mmol/L. Cam két sit dung
dugc ddng thoi cho hai may sinh héa Mispa CCXL va
RX Imola. Pat mft trong céc tiéu chuén: ISO, CE,
FDA, TCCS.

Chau Au/
Chau A

5x65ml

19

Hoé chit dinh lugng CK-MB
trong mau

-Thubc thir dinh lugng CK-MB trong huyét thanh hozic
huyét trong ngudi

CK-MB (S.L) R1:

Imidazole(pH 6.7) 125 mmol/L

D-Glucose - 25 mmol/L

N-Acetyle-L-Cysteine 25mmol/L

Magnesium acetate 12.5mmol/L

NADP -2.52 mmol/L

EDTA - 2.02 mmol/L

Hexokinase >6800 U/L

Anti human polyclonal CK-M
antibody(sheep)sufficient to inhibit up to 2000U/L of
CK-MM

CK-MB (S.L) R2:

Creatine phosphate 250 mmol/L

ADP 15.2 mmol/L

AMP 25 mmol/L

Diadenosine

pentaphosphate 103 mmol/L

G-6-PDH > 8800 U/L. Cam két sir dung dwoc ddng
thoi cho hai may sinh hoa Mispa CCXL va RX Imola.
Dat mot trong cac tiéu chuén ISO, CE, FDA, TCCS.

Chau Au/
Chau A

2x20mL

Hop

10

20

Hoa chat dinh lugng
Amylase trong mau

Thudc thtr nay duoc dung dé x4c dinh dinh lugng trong
éng nghiém ctia Amylase trong huyét thanh, huyét
twong va nudc tidu.

- Phuong phap CNPG3

- Tuyén tinh 1én dén 2000 U/L

- Thanh phin:

+ MES Buffer: 50 mmol/L;

+ CNPG3: 2.27 mmol/L;

+ Calcium chloride: 60 mmol/L;

+ Sodium chloride: 70 mmol/L;

+ Activator 900 mmol/L

Cam két sir dung duoc ddng thoi cho hai méy sinh hoa
Mispa CCXL va RX Imola. Pat mot trong cac tiéu
chuén: ISO, CE, FDA, TCCS.

Chau Au/
Chau A

2x55 mL

Hop
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Hoa chét dinh luong
Triglycerides trong méau

Thudc thir chin doan dung cho xét nghiém dinh
lwongTriglycerides trong huyét thanh, huyét trong.

- Phuong phap: GPO-PAP

- Tuyén tinh 1én dén 1000 mg/dL

- Thanh phin:

+ Pipes —buffer (pH 7.00):50 mmol/L

+ TOPS: 5.3 mmol/L

+ Potassium ferrocynate: 10 mmol/L

+ Magnesium salt:17 mmol/L

+ 4-Aminoanyipyrine:0.9 mmol/L

+ ATP :3.15 mmol/L

+ Lipoprotein lipase >1800 U/L

+ Glycerol Kinase > 450 U/L

+ Glycerol-3-phosphate oxidase > 3500 U/L

+ Peroxidase > 450 U/L. Cam két sir dung dugc déng
thoi cho hai may sinh hoa Mispa CCXL va RX Imola.
Pat mot trong céc ti€u chuén ISO, CE, FDA, TCCS.

Chau Au/
Chau A

5x65ml

22

Héa chit dinh lugng
Cholesterol trong mau

Thubc thir chin doan ding cho xét nghiém dinh luong
Cholesterol trong huyét thanh, huyét twong.

- Phuong phap: CHOD — PAP

- Tuyén tinh Ién dén 600 mg/dL

- Duy tri LCF (yéu t 1am sach Lipamic) gitip giam
thiéu viéc chay lai

- Thanh phin:

+ Pipes bufer: 50 mmol/L

+ Phenol: 24 mmol/L

+ Sodium cholate: 0.5 mmol/L

+ Cholesterol esterase > 180 U/L

+ Cholesterol oxidase > 200 U/L

+ Peroxidase > 1000 U/L

+ 4- aminoantipyrine: 0.5 mmol/L

Cam két sir dung dugc ddng thoi cho hai may sinh hoa
Mispa CCXL va RX Imola. Pat mot trong cac tiéu
chuén: ISO, CE, FDA, TCCS.

Chau Au/
Chau A

5x65ml

23

Hoa chat dinh lugng Acid
Uric trong mau

- Thudc thir nay duge ding dé xac dinh dinh lugng
trong dng nghiém cta Uric acid trong huyét thanh hodc
huyét trong, nude tiéu

- Thanh phan:

+ EHSPT: 0.72 mmol/L

+ Phosphate Buffer (pH 7.0): 100 mmol/L

+ Ferrocynide: 0.03 mmol/L

+ Amino -4-antipyrine: 0.37 mmol/L

+ Peroxidase > 12000 U/L

+ Uricase > 150 U/L

+ Sodium Azide < 0.1%. Cam két sir dung duoc ddng
thoi cho hai may sinh hoa Mispa CCXL va RX Imola.
Dat mét trong cac tiéu chuan: ISO, CE, FDA, TCCS.

Chau Au/
Chau A

4 x 60 mL
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10

Hoa chit xét nghiém
HDL-Cholesterol trong mau

Thubc thir nay duge dung dé x4c dinh dinh luong trong
éng nghiém ctia HDL-Cholesterol trong huyét thanh

- Phuong phap: tic ché chon loc

- Tuyén tinh lén dén 150 mg/dL

- Thanh phin:

HDL-C direct R1:

+ N—Ethyl-N-(3-methylphenyl)

+ N’succinylethyenediame(EMSE)

HDL-C direct R2:

+ Cholesterol Oxidase

+ 4-Aminoantipyrin(4-AA)

Cam két sir dung dugc ddng thoi cho hai may sinh hoa
Mispa CCXL va RX Imola. Pat mgt trong cac tiéu
chuén: ISO, CE, FDA, TCCS.

Chau Au/
Chau A

3x53ml
/3x20ml

10

25

11

Hoa chat xét nghiém LDL
cholesterol trong mau

Thubc thir nay dugc dung dé x4c dinh dinh luong trong
dng nghiém ctia LDL-Cholesterol trong huyét thanh

- Phuong phap: hoa tan chon loc

- Tuyén tinh lén dén 700 mg/dL

- Thanh phén:

LDL-C direct R1:

+ HSDA: 1 mmol/L

+ Good’s buffer: pH 6.3

LDL-C direct R2:

+ Cholesterol esterase: 2.0 U/mL

+ Cholesterol oxidase: 1.0 mmol/L

+ 4-Aminoantipyrin: 2.5 mmol/L

+ Good’s buffer: pH 6.3

Cam két str dung dwoc ddng thoi cho hai may sinh héa
Mispa CCXL va RX Imola. Dat mdt trong cac tiéu
chuén: ISO, CE, FDA, TCCS.

Chau Au/
Chau A

(R1:3x30mL
/R2:3x11 mL)

15

26

12

Hoa chét dinh lugng
Bilirubin toan phan trong mau

Thubc thir nay dugc dung dé x4c dinh dinh luong trong
éng nghiém cua Bilirubin trong huyét thanh hozc huyét
tuong

- Phuong phap: TAB bién dbi

- Tuyén tinh 1én dén 25 mg/dL

- Thanh phén:

Total Bilirubin Reagent:

+ Sulfanilic acid: 28.9 mmol/L

+ TAB: 9 mmol/L

+ Preservatives and stabilizers

Total Bilirubin Activator

Cam két st dung dwoc ddng thoi cho hai may sinh héa
Mispa CCXL va RX Imola. Pat mdt trong cac tiéu
chuan: ISO, CE, FDA, TCCS.

Chau Au/
Chau A

Hop
(R1:3x63 mL
/ R2:3 x8 mL)
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13

Hoa chit dinh luong
Bilirubin tryc tiép trong mau

Thubc thir nay duge dung dé x4c dinh dinh luong trong
éng nghiém cta Bilirubin trong huyét thanh, huyét
tuong

- Tuyén tinh 1én dén 20 mg/dL

- Thanh phin:

Direct Bilirubin Reagent:

+ Sulfanilic acid :28.9 mmol/L

+ Hydrochloric acid : 165 mmol/L

+ Preservatives and stabilizers

Direct Bilirubin Activator. Cam két str dung duoc ddng
thoi cho hai may sinh héa Mispa CCXL va RX
Imola.Dat mét trong céc ti€u chuén ISO, CE, FDA,
TCCS.

Chau Au/
Chau A

Hop
(R1:3x63 ml
/R2:3 x8 mL)

28

14

Hoa chét dinh lugng Calcium
trong mau

Thubc thir nay dugc dung dé x4c dinh dinh luong trong
dng nghiém ctia calcium trong huyét thanh, huyét twong
va nude tiéu

Thanh phan:

+ MES pH 6.5:1000 mmol/L

+ Arsenazo III: 200 mmol /L. Cam két sir dung dugc
ddng thoi cho hai may sinh héa Mispa CCXL va RX
Imola. Pat mdt trong cac tiéu chuén: ISO, CE, FDA,
TCCS.

Chau Au/
Chau A

(R: 2‘x 40
mL)

Hop

29

15

Hoa chét dinh luong Ethanol
trong mau

- Thanh phén:

+ R1- Enzyme coenzyme (NAD+ > 2.4 mmol/L, ADH
> 25000 IU/L, TRIS Buffer, Stabiliser, Preservatives);
+ R2 - Standard.

- Quy cach: Hop/ 10x10mL+1x5mL. Cam két sir dung
duoc ddng thoi cho hai may sinh hoa Mispa CCXL va
RX Imola. Dat mot trong céc tiéu chuén: 1SO, CE,
FDA, TCCS.

Chau Au/
Chau A

Hop/
10x10mL+1x
5mL

30

16

Chét hiéu chuén xét nghiém
sinh héa Multicalibrator

Chét hiéu chuén cho nhiéu loai xét nghiém thuong quy..

Thé tich: 15 ml. Cam két sir dung dugc ddng thoi cho
hai may sinh héa Mispa CCXL va RX Imola. Pat mot
trong cac tiéu chuan: ISO, CE, FDA, TCCS.

Chau Au/
Chau A

5x3mL

Hop

31

17

Dung dich rtra (acid)

Thubc thir nay dugc dung dé 1am sach va duy tri cuvet
phan tng va cac diu do hiit cia may xét nghiém sinh
héa RX Imola. Bat mdt trong cac tiéu chuan: ISO, CE,
FDA, TCCS.

Chau Au/
Chau A

Hop (1 x
1000 mL)

Hop

32

18

Dung dich rira

Thudc thtr nay duoc dung dé 1am sach va bao dudng
cuvet phan (g va cac ddu do hat cia may xét nghiém
sinh héa Mispa CCXL

Théanh phin:

Dung dich Alkaline

Chét én dinh

Chét bao quan. Pat mét trong cac tiéu chuén: ISO, CE,
FDA, TCCS.

Chau Au/
Chau A

Hop (1 x
1000 mL)

15
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19

Hoa chat dinh lugng Ure
trong mau

- Thubc thtr nay duoc dung dé xé4c dinh dinh luong
trong éng nghiém ciia Ure trong huyét thanh hodc huyét
tuong, nudc tiéu

Thanh phin:

Urea UV R1:

+ Buffer (pH 7.6): 100 mmol/L

+ ADP: 0.7 mmol/L

+ a-ketoglutarate: 9.0 mmol/L

Urea UV R2:

+ GLDH 21100 U/L

+ Urease >6500 U/L

+ NADH: 0.25 mmol/L

+ 2-Oxoglutarate: 5 mmol/L. Cam két sir dung duoc
ddng thoi cho hai may sinh hoa Mispa CCXL va RX
Imola. Pat mét trong céc ti€u chuén: ISO, CE, FDA,
TCCS.

Chau Au/
Chau A

R1:3x65 mL/
R2:3x20mL

10

34

20

Hoa chét dinh luong Albumin

Thubc thir nay dugc dung dé x4c dinh dinh luong trong
dng nghiém ctia Albumin trong huyét thanh hodc huyét
trong

Thanh phan:

Succinate Buffer (pH 4.20): 75 mmol/L

Bromocresol green: 0.14 g/L. Cam két sit dung dugc
ddng thoi cho hai may sinh héa Mispa CCXL va RX
Imola. Pat mét trong céc tidu chudn: ISO, CE, FDA,
TCCS.

Chau Au/
Chau A

4x65mL

35

21

Vat liéu kiém soat
xét nghiém sinh hoéa muc 1

Chét kiém kiém chuin mtc binh thuong (Quailcheck
Norm).

Thé tich: 5ml. Cam két sir dung dugc d6ng tho1i cho hai
may sinh hoa Mispa CCXL va RX Imola. Dat mét
trong cac tiéu chuén: 1SO, CE, FDA, TCCS.

Chau Au/
Chau A

1x5ml

20

36

22

Vit liéu kiém soat
xét nghiém sinh hoéa mure 2

Chét kiém kiém chuén murc cao (Quailcheck Path).

Thé tich: 5ml. Cam két sir dung dugc d6ng tho1i cho hai
may sinh hoa Mispa CCXL va RX Imola.Dat mét trong
céc tiéu chuan: ISO, CE, FDA, TCCS.

Chau Au/
Chau A

1x5ml

hép

37

23

Hoa chat chuén
Ethanol

Chét hidu chuén cho xét nghiém Ethanol. Cam két sir
dung duoc ddng thoi cho hai may sinh hoa Mispa
CCXL va RX Imola. Dat mot trong céc tiéu chuén:
ISO, CE, FDA, TCCS.

Chau Au/
Chau A

10x1ml

HOA CHAT SINH HOA CHO MAY RANDOX
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Thubc thtr sir dung cho may
sinh hoa dé dinh lwong ndng
do GPT(ALAT)

-Hoéa chit cho xét nghiém dinh lwgng GPT trong huyét
thanh hogc huyét twong trang heparin/EDTA.

- Phuong phap: GPT, LDH

-Thanh phén:

[BUF] Buffer / Enzyme reagent

TRIS buffer (pH 7.4) 125 mmol/|

L-alanine 625 mmol/l

LDH = 1.5 kU/l

Sodium azide 0.095 %

[SUB] Substrate

2-oxoglutarate 75 mmol/Il

NADH 0.9 mmol/l

Sodium azide 0.095 %

-Diéu kién bao quan: tr 2-80C bén t&i han st dung.
-Bong goi: [BUF] 8 x40 Buffer / Enzyme reagent ;
[SUB] 8 x 10 ml Substrate

-Tiéu chuén chit lvong: CE, ISO 13485

Chau Au/
Chau A

Hop (8 x 50
ml)
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Thubc thir sit dung cho may
sinh hoa dé dinh lugng ndng
d6 GOT(ASAT)

Hoa chét st dung cho may sinh hoa dé dinh lwong
GOT trong huyét twrong va huyét thanh

- Phuong phap: GOT, MDH

- Thanh phén:

[BUF] Buffer / Enzyme reagent

TRIS buffer (pH 7.9) 100 mmol/|

L-aspartate 300 mmol/Il

LDH > 1.13 kU/

MDH > 0.75 kU/1

Sodium azide 0.095 %

[SUB] Substrate

2-oxoglutarate 60 mmol/I

NADH 0.9 mmol/I

Sodium azide 0.095 %

- Bdo quan: tranh anh sang

- bong goi: [BUF] 8x40 ml Buffer / Enzyme reagent;
[SUB] 8x10ml Substrate

- TCCL: CE, ISO 13485

Chau Au/
Chau A

Hop (8 x 50
ml)
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Thubc thir st dung cho may
sinh hoa dé dinh luong ndng
d6 Creatinine

Hoa chét ding cho may sinh hoa tw dong dé dinh luong
ndng do Creatinine trong huyét twong va huyét thanh
- Phuong phép: Jaffé-Reaction

- Thanh phén: [PIC] Picric Acid 26 mmol/I

[NaOH] Sodium Hydroxide 1.6 mol/l
[STD]Standard: Creatinine 2 mg/dl or 176.8 umol/l
- On dinh: 4 tudn & 15-25°C

- bong goi: [PIC] 1 x 100 ml Picric Acid

[NaOH] 1 x 100 ml Sodium Hydroxide

[STD] 1 x 5 ml Standard

- TCCL: CE, 1SO 13485

Chau Au/
Chau A

Hop (200 ml)

Hop
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Thubc thir sir dung cho may
sinh hoa dé dinh luong ndng
d06 Glucose

Hoa chét dung cho may sinh héa tu dong dé dinh luong
ndng do Glucose trong huyét trong va huyét thanh

- Phuong phap: GOD-PAP Method

- Thanh phin:

[RGT] Enzyme reagent

Phosphate buffer (pH 7.5) 100 mmol/Il
4-Aminoantipyrine 0.25 mmol/l

Phenol 0.75 mmol/Il

Glucose oxidase > 15 KU/1

Peroxidase > 1.5 KU/I

Mutarotase > 0.1 KU/I

Sodium azide 0.095 %

[STD] Standard

Glucose 100 mg/dl or 5.55 mmol/I

- D6 én dinh: 2 tudn & 15-25°C

- boéng g6i: [RGT] 4 x 100 ml; [STD] 1 x 3 ml

- TCCL: CE, ISO 13485Cam két sir dung cho may sinh
héa RX Imola

Chau Au/
Chau A

Hop (4 x 100
ml)

Hop
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Thubc thir dung cho may
sinh hoa dé dinh lugng ndng
d6 Amylase

Hoa chét sir dung cho mdy sinh hoa dé dinh lugng
alpha Amylase trong huyét trong va huyét thanh
- Phuong phap: CNPG3, 37°C, IFCC

- Thanh phan:

[RGT] Reagent Solution

MES buffer (pH 6.0) 36 mmol/I

CNPG3 1.6 mmol/l

Calcium acetate 3.6 mmol/I

Sodium chloride 37 mmol/I

Potassium thiocyanate 253 mmol/I

Sodium azide 0.095 %

- Bdo quan: 6 2...8°C

- Bong gbi: 12 x 10 ml

- TCCL: CE, ISO 13485

Chau Au/
Chau A

Hoép (12 x 10
ml)
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Thubc thir st dung cho may
sinh hoa dé dinh luong ndng
do CK - MB

Hoa chét sir dung cho mdy sinh hoa dé dinh lwong CK-
MB trong huyét twong va huyét thanh

- Phuong phéap: Immuno inhibition

- Thanh phan:

ENZ10 x 8 ml Enzymes

Imidazole buffer (pH 6.2) 125 mmol/|
Glucose25 mmol/l

Magnesium acetate12.5 mmol/Il

EDTA2.5 mmol/l

AMP6.25 mmol/I

N-acetylcysteine0.25 mmol/l

Diadenosine pentaphosphate12.5 pumol/I
NADP2.5 mmol/l

Hexokinase>5 U/ml

SH-stabilizer31.25 mmol/l

Khéng thé don dong-CK (chudt)(|

Kha ning chin 1én dén2000 U/l CK-MM
Sodium azide0.095%

SUB2 x 10 ml Substrate

ADP10 mmol/l
Glucose-6-Phosphate-Dehydrogenase® 14 U/ml
Creatine phosphate150 mmol/Il

Sodium azide0.095%

- Bdo quan: ¢ 2...8°C;TCCL: CE, ISO 13485

Chau Au/
Chau A

Hop: 10x 10
ml

Hop
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Thudc thir sir dung cho may
sinh hoa dé dinh luong ndng
d6 Cholesterol

Hoa chat sir dung cho xét nghiém dé dinh lugng ndng
d6 Cholesterol trong huyét twong va huyét thanh

- Phuong phap: CHOD-PAP

- Thanh phin:

[RGT] 4x100 miThudc thir enzyme

Dung dich dém Phosphate (pH 6.5) 30 mmol/l; 4-
Aminophenazone 0.3 mmol/l; Phenol 5 mmol/I;
Peroxidase > 5 KU/I; Cholesterolesterase > 150 U/I;
Cholesteroloxidase > 100 U/I; Sodium azide 0.05 %
[STD] 3 ml Dung dich chuén Standard

Cholesterol 200 mg/dl hay 5.17 mmol/l; Sodium azide
0.095%

- D6 bén trén may: 2 tudn & 15-25°C

- Pong goi: [RGT]4x100 mIThube thir enzyme; [STD]
3 ml Dung dich chuén Standard

- TCCL: CE, ISO 13485 Cam két st dung cho méy
sinh hdéa RX Imola

Chau Au/
Chau A

Hop (4 x 100
ml)

45

Thubc thir sir dung cho may
sinh hoa dé dinh luong ndng
d0 Triglycerides

Héa chit sir dung cho may sinh hoa dé dinh lwong
Triglycerides trong huyét twong va huyét thanh

- Phuong phap: GPO-PAP Method

- Thanh phén:

[RGT]100 ml Monoreagent (R1)

PIPES buffer (pH 7.5) 50 mmol/I

4-chlorophenol 5 mmol/Il

4-aminophenazone 0.25 mmol/I

Magnesium ions 4.5 mmol/I

ATP 2 mmol/l

Lipases > 1300 U/I

Peroxidase > 500 U/1

Glycerol kinase > 400 U/1

Glycerol-3-phosphate oxidase > 1500 U/I
Sodium azide 0,05 %

[STD] 3 ml Standard

Triglycerides 200 mg/dl hay 2.28 mmol/I

- D6 6n dinh: 4 tudn & 20-25°C

- bong goi: [RGT]100 ml Monoreagent (R1); [STD] 3
ml Standard

- TCCL: CE, ISO 13485Cam két str dung cho may sinh
héa RX Imola

Chau Au/
Chau A

Hép (4 x 100
ml)

11
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Thudc thtr sir dung cho may
sinh hoa dé dinh luong ndng
d0 Uric

Hoa chét dung cho may sinh héa tu dong dé dinh
lwong uric acid trong huyét twong va huyét thanh
- Phuong phap: PAP

- Thanh phin:

RGT] Enzyme reagent

Phosphate buffer (pH 7.5) 50 mmol/l
4-Aminophenazone 0.3 mmol/I

DCHBS 4 mmol/|

Uricase >200 U/I

Peroxidase > 1000 U/l

[STD] Standard

Uric acid 8 mg/dl or 476 pmol/|

Sodium azide 0.095 %

- D6 én dinh: 2 tudn & 15-25°C

- bong goi: [RGT] 4 x 100 ml Enzyme reagent
[STD] 3 ml Standard

- TCCL: CE, ISO 13485 Cam két sir dung cho may
sinh héa RX Imola

Chau Au/
Chau A

Hop (4 x 100
ml)

Hop

47

10

Thubc thir sir dung cho may
sinh hoa dé dinh luong ndng
d6 HDL

Hoa chét st dung cho may sinh hoa dé dinh lwong
HDL-Cholesterol trong huyét twong va huyét thanh
- Phuong phap: Homogenous enzymatic assay

- Thanh phén:

ENZ (R1) Thubc thir Enzyme (ndp tring)[]

bém Good Buffer, pH 6.6 100 mmol/l

Sodium chloride170 mmol/l

Cholesterol esterase 1400 U/I

Cholesterol oxidase 800 U/l

Catalase 600 kU/I

Ascorbate oxidase 3000 U/I
N-(2-hydroxy-3-sulfopropyl)-3,5-dimethoxyaniline
(HDAOS) 0.56 mmol/I

Chét bao quan0l1 % w/v

SUB (R2) Dung dich Substrate (nép xanh)
Peroxidase3500 U/I

4-Aminoantipyrin (4-AA)4 mmol/l

Good's buffer, pH 7.0 (25°C)100 mmol/I

Chét bao quan0l1% w/v

Chét tiy rralld% wiv

Sodium azide 0.05 % w/v

CAL Chét hiéu chuén (ndp tring) Huyét thanh nguoi,

dong kho
- Bao quan: 2 ... 8°C; Bong goi: 80 ml
- TCCL: CE, I1SO 13485

Chau Au/
Chau A

Hop (80ml)

12
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Hoa chit sir dung cho may
sinh hoa dé dinh lwong LDL-
Cholesterol trong huyét
twong va huyét thanh

Hoa chét str dung cho mdy sinh hoa dé dinh lugng
LDL-Cholesterol trong huyét trong va huyét thanh
- Phuong phap: Homogenous enzymatic assay

- Thanh phén:

ENZ (R1) Thubc thir Enzyme (nép do)0)

Bém Good Buffer, pH 7.0 50 mmol/l

Magnesium chloride20 mmol/I

Cholesterol esterase600 U/I

Cholesterol oxidase500 U/I

Catalase600 kU/I

TOOS2.0 mmol/l

Chit biao quang 0.1 % w/v

SUB (R2) Dung dich Substrate (ndp xanh)
Peroxidase5000 U/I

4-Aminoantipyrin (4-AA)4 mmol/l

Good's buffer, pH 7.0 50 mmol/I

Sodium azide0.05 %

Chit tay rirall4% w/v

Chét bao quang0.1% w/v

CAL Chét hiéu chuin (nip den)

-Bao quan: ¢ 2 ... 8°C

- bong goi: 80 ml

- TCCL: CE, ISO 13485 Cam két sir dung cho may
sinh héa RX Imola

Chau Au/
Chau A

Hop (80 ml)

Hop
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Thubc thir sir dung cho may
sinh hoa dé dinh luong ndng
d6 ALBUMIN

Héa chit ding cho may sinh hoa ty dong dé dinh lwong

ndng do Albumin trong huyét twong va huyét thanh
- Phuong phap: BCG

- Thanh phén:

[RGT] Colour reagent

Citrate buffer (pH 4.2) 30 mmol/I

Bromocresol green 260 pmol/I

[STD] Standard

Albumin 4 g/dl or 40 g/l

Sodium azide 0.095 %

- Bao quan: 2 -25°C

- bong goi: [RGT] 4 x 100ml Colour reagent
[STD] 1 x 3 ml Standard

- TCCL: CE, ISO 13485 Cam két sir dung cho may
sinh héa RX Imola

Chau Au/
Chau A

Hoép (4 x 100
ml)

13
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13

Thubc thir xét nghiém
Bilirubin toan phin

Hoa chét sit dung cho may sinh hoa dé dinh luong
Bilirubin toan phén trong huyét trong va huyét thanh
- Phuong phap: DPD method

- Thanh phin:

RGTI 3 x 100 ml Chét tAy rira (ndp xanh)

Caffeine 5.2 mmol/l

Chét ty rira

Chat bao quan

RGT2 1 x 75 ml Thude thir mau (nép den)
3,5-dichlhayophenyl-diazonium-tetrafluhayobhayate
0.9 mmol/l

Caffeine 5.2 mmol/l

Chét ty rira

Chat bao quan

- Béo quan: 2...8°C

- Pong goi: 375 ml

- TCCL: CE, ISO 13485 Cam két sir dung cho may
sinh héa RX Imola

Chau Au/
Chau A

Hop (375 ml)
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14

Thubc thir xét nghiém
Bilirubin tryc tiép

Héa chit sir dung cho may sinh hoa dé dinh luong
Bilirubin tryc tiép trong huyét twong va huyét thanh
- Phuong phap: DPD

- Thanh phin:

RGTI 3 x 100 ml Hydrochloric acid (nip d6) 170
mmol/I

Hydrochloric acid (pH < 1.0)

RGT2 1 x 75ml Thudc thir mau (ndp tring)
Sulphuric Acid (pH <1,0) <5 %
3,5-dichlorophenyl-diazonium-tetrafluoroborate 0.24
mmol/|

-Bédoquan:2..8°C

- DBong goi: 375ml

- TCCL: CE, ISO 13485 Cam két sir dung cho may
sinh héa RX Imola

Chau Au/
Chau A

Hop (375 ml)

52

15

Thudc thtr sir dung cho may
sinh hoa dé dinh luong ndng
d6 Calcium

- Hoa chét str dung cho xét nghiém dé dinh lugng ndng
d6 Canxi trong huyét tuong va huyét thanh

- Phuong phap: Calcium CPC

Théanh phin

[BUF] 100 ml Dung dich dém Buffers

Dung dich dém Lysine (pH 11.1)0.2 mol/L; Sodium
azide 0.095%

[RGT] 100 ml Thubc thir mau

8-Hydroxyquinoline 14 mmol/L; o-Cresolphthalein-
complexone 0.1 mmol/L; Hydrochloric acid 40 mmol/L
[STD] 3 ml Dung dich Standard

Calcium (II) 8 mg/dl hodc 2 mmol/L; Sodium azide
0.095%

- Do bén trén may: trong 7 ngay & 2-8°C va 3 ngiy &
15-25°C

- b6 6n dinh: dén han sir dung khi bao quan dang cach
- Béng goi: [BUF] 100 ml Dung dich dém Buffers;
[RGT] 100 ml Thudc thir mau; [STD] 3 ml Dung dich
Standard

- TCCL: CE, ISO 13485

Chau Au/
Chau A

Hop/R1: 1 x
100 ml, R2: 1
x 100 mi

14
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Thubc thir sir dung cho may
sinh hoa dé dinh luong ndng
d0 Urea

Hoa chit dung cho may sinh héa tu dong dé dinh
Iwong ndng dd Ure trong huyét trong va huyét thanh
- Phuong phap: Thuy phan Ure, Berthelot reaction
- Thanh phén:
[RGT1] Reagent 1
Phosphate buffer (pH 7.0): 120 mmol/Il
Sodium salicylate: 60 mmol/Il
Sodium nitroprusside: 5 mmol/I
EDTA: 1 mmol/l
[RGT2] Reagent 2
Phosphate buffer (pH < 13): 120 mmol/Il
Hypochlorite: ~ 0.6 g/l C1
[ENZ] Enzyme
Urease: > 500 KU/I
[STD] Standard
Urea: 80 mg/dl or 13.3 mmol/I
equivalent to BUN: 37.28 mg/dl or 6.2 mmol/l
Sodium azide: 0.095 %
- Do 6n dinh:

+ [RGT1], [RGT2], [ENZ]: 6 tudn & 2-8°C hogc 2
tudn & 15-25°C

+ [STD]: 4 tudn & 2 - 8°C hogc 2 tudn & 15-25°C
- bong goi:
RGT1] 100 ml ; [RGT2] 100 ml ; [ENZ] 1 ml ; [STD]
3ml
- TCCL: CE, ISO 13485Cam két str dung cho may sinh
héa RX Imola

Chau Au/
Chau A

Hop (2 x 100
ml)

Hop

54

17

Thubc thir sir dung cho may
sinh hoa dé dinh luong ndng
d6 Albumin

Hoa chét ding cho méy sinh hoa tw dong dé dinh luong
ndng d6 Albumin trong huyét trong va huyét thanh

- Phuong phap: BCG

- Thanh phén:

[RGT] Colour reagent

Citrate buffer (pH 4.2) 30 mmol/I

Bromocresol green 260 pmol/I

[STD] Standard

Albumin 4 g/d or 40g/l Sodium azide 0.095%, Bao
quan: 2-25°C Pong goi: [RGT] 4x 100ml Colour
reagent [STC] 1x03ml Standard. TCCL: CE.ISO 13485
Cam két str dung dwoc cho may sinh héa RX Imola

Chau
Au/Chau A

Hop (4
x100ml)
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Chét hiéu chuén
xét nghiém sinh hoa

Chét hiéu chuén st dung cho xét nghiém sinh hoa
-Thanh phan: Huyét thanh ngudi va cac thanh phéan hoa
hoc

- Do bén trén may: & 25°C: 8 gio; & 2-8°C: 7 ngdy

- bong goi: 4x Sml

-TCCL: CE, ISO 13485 Cam két sir dung cho méy sinh
héa RX Imola

Chau Au/
Chau A

Hop (4 x 5 ml)

Hop

15
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Vat liéu kiém soat
xét nghiém sinh héa muc 1

-Huyét thanh kiém so4t ding trong xét nghiém sinh hoéa.
- Thanh phﬁn: MB&i lo ¢6 5.0 ml vat liéu kiém soat dang
d6ng kho, thanh phan chinh 1a huyét thanh bo

-Diéu kién bao quan (dang dong kho):2-80C bén dén
han str dung. Sau khi hoan nguyén s& bén & 2...8°C cho
it nhat: chit v6 co, chat hitu co va enzymes 7 ngay,
bilirubin 4 ngay va acid phosphatase 2 ngay.

-béng g6i: 6 x Sml

-Tiéu chudn chit lvong: CE, ISO 13485Cam két sir
dung cho may sinh héa RX Imola

Chau Au/
Chau A

Hop (6 x 5 ml)

57
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Vat liéu kiém soat
xét nghiém sinh hoéa muc 2

-Huyét thanh kiém soat ding trong xét nghiém sinh
hoa. Sir dung cho Héa chit ding cho may sinh hoa tyr
dong.

- Thanh phﬁn: M&i 1o ¢6 5.0 ml vat liéu kiém soat dang
d6ng kho, thanh phan chinh 1a huyét thanh bo

-Diéu kién bao quan (dang dong kho):2-80C bén dén
han sir dung. Sau khi hoan nguyén s& bén & 2...8°C cho
it nhét: chit v co, chét hitu co va enzymes 7 ngay,
bilirubin 4 ngay va acid phosphatase 2 ngay.

-béng gbi: 6 x 5 ml

-Tiéu chuén chét lugng: ISO 13485 Cam Kkét sur dung
cho may sinh héa RX Imola

Chau Au/
Chau A

Hop (6 x 5 ml)

Hop

HOA CHAT PONG MAU

58

Hoa chat xét nghiém PT

Str dung dé xac dinh thoi gian dong mau prothrombin
(PT).D¢ lap lai CV%: 3,9%; ISI 1.4-1.6
Thé tich: > 40 ml

Chau Au/
Chau A

10x4ml

59

Hoa chat xét nghiém APTT

Str dung dé xé4c dinh thoi gian thromboplastin mét phan
duoc kich hoat (APTT) D¢ lap lai CV%: 1,8%; kha
nang tai lap CV%: 3.4%

Thé tich: > 40ml

Chau Au/
Chau A

10x4ml

Hop

60

Dung dich Calcium Chloride

- Str dung nhur hoé chit bd sung trong cac xét nghiém
dong mau

- Dung dich CaCl2 0.025 mol/L

- D6 6n dinh cia héa chit sau m& ndp: sir dung hét han
str dyng ghi trén nhan, bdo quan ¢ +25 °C

Thé tich: > 100 ml

Chau Au/
Chau A

1x100ml

Hop

61

Céng + Bi chi

Str dung cho may dong mau.

Chau Au/
Chau A

1000 céi/ tai

Hop

62

Hoa chét kiém chudn muc 1

St dung dé kiém chuén & dai binh thuong va dai didu
tri cho cac xét nghiém PT, APTT, Fibrinogen
Thé tich: >1x1ml Low level; >1x1ml High level

Chau Au/
Chau A

1x1ml Low
level; 1x1ml
High level,

63

Hoa chat xét nghiém
Fibrinogen

Bao gdm chudn; phuong phap Clauss; Do nhay, ndng
d6 phat hién tbi thiéu: 5mg / dL; D6 lap lai CV%:
5,25%; kha nang tai 1ap CV%: 5.9%; dai do: 200-400
mg/dL (24 g/L).

Thé tich: >4 x 2 ml; >1x50ml buffer; >1x1ml
Calibrator

Chau Au/
Chau A

4x2ml;
1x50ml
buffer;
1ximl

Calibrator

16
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- Pat tiéu chuén ISO 13485:2016
Xét nghiém ding dé dinh lugng cardiac troponin I
(¢Tnl) v&i muc dich hd trg chin doan nhdi mau co tim
cép tinh (AMI)
- Phurong phap xét nghiém: Mién dich huynh quang
Héa chit sit dung v6i may - Pham vi xét nghiém: 0.1 -50 ng/mL Chau Au/
64 7  |mién dich huynh quang - Ngudng phat hién: 0.1 ng/mL Chau A 25 Test/Hop | Test 1000
Finecare FIA Meter Il Plus |- M&u Phim: Méu toan phin/ Huyét thanh/ Huyét tuong
- Céc chit sau day khong anh huéng dén két qua xét
nghiém & ndng d6 xac dinh: hemoglobin 10 mg/mL,
bilirubin 0.2 mg/mL, triglycerides 10 mg/mL
- Bao quan: 4~30°C
- Han dung: 24 thang
VI |Héa chit khac
65 1 |Gelsiéuam Pat mot trong cac tiéu chuin: ISO, CE, FDA, TCCS. |Chéau &u/G7| Binh/5 lit Binh 40
, Thanh phan: mubi NaCl va NaClO Chai 1 lit. A . )
66 2 |Nudc Javel Pat mot trong cdc tiéu chuan 1SO, CE, FDA, TCCS. Chau A chai/l lit Chai 360
Vién sui khir khuin 50% w/w Sodium Dichloroisocyanurat.Vién 2.5¢. o . A "
67 3 Dat mot trong cac tiéu chuén ISO, CE, FDA, TCCS. Chau A bich 100 vién | Vien 3000
VIl [SINH PHAM
La cac thude thir ¢ sin dan xuét tir Chau Au/
68 1 |AntiA viéc nudi cay té bao chudt lai. Anti-A khang - % Lo 10ml Lo 05
2 . % Ao oon oA Ton \ . Chau A
thé don dong dan xuat tir t¢ bao dong lai.
La cac thudc thir c6 sin din xuat tir
: viéc nudi cdy té bao chudt lai. Anti-AB Chau Au/
69| 2 |AntiAB PO MO, cay e Dap LAuet al. ATEAD -2 Lotoml | Lo 05
khang thé don dong dan xuat tur té bao dong Chéau A
lai.
La cac thudc thir c6 sin din xuat tir Chau Au/
70 3 |[AntiB vi€c nuodi cady t€ bao chudt lai. Anti-B khang . A Lo 10ml Lo 05
2 \ X Ao on oA 1os \ . Chéau A
thé don dong dan xuat tir t€ bao dong lai.
. Khang thé don dong c6 dan xudt tir Chau Au/
71| 4 |AntiD Jang the don dong S Lotoml | Lo 03
té bao dong lai Chau A

17
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Dengue 1gG/IgM (hodc ty

Dinh tinh phat hién cac khang the khang vi
rut Dengue(lgG/IgM).

- Pat tiéu chuan ISO 13485:2016, chimg chi
xuit khau FDA, dép tmg chi thi 98/79/EC

- MAu pham: Huyét thanh, huyét twong, mau
toan phan

- Vach IgG: Bg nhay tuong quan: 97.3%, B9
dac hiéu twong quan: 99.3%

- Vach IgM: D¢ nhay tuong quan: 96.9%, Do
dac hi¢u twong quan: 98.9%

1. Vung cong hogp c6 mau dé tia duoc phii san
cong hopvang khang nguyén vo dengue tai to
hop (cong hop dengue) va cong hop vang
khang thé kiém soat.

2. Mot mang nitrocellulose chira 2 vach két
qua (vach G va vach M) va mét vach chirng
(C). Vach G phu sin khang thé dé phat hién
khang thé IgG khang vi rt dengue, vach M
phit sdn khang thé dé phat hién khang thé IgM
khang vi rut dengue va vach chung C duoc
phu san khang thé kiém soét.

- Khdono nhan 1'mo chéo v&i man nham HAV

hu Au/ Cha

30 Test/Hop

20
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Multi-Drug 5 Drugs Rapij

Test thir nhanh phat hién 5 chat gay nghiém
(AMP/THC/MOP/CODEIN/HEROIN) trong
nuéc tiéu

Ngudng phat hién:

- AMP: 500 ng/ml

- THC: 50 ng/ml

- MOP: 300 ng/ml

- CODEIN: 300 ng/ml

- HEROIN: 10 ng/ml

D0 nhay: 99.9%; Do dac hi¢u: 99,9%

Dat tiéu chuan ISO

Chau Au/
Chau A

Hop 20 test

Test

2000

74

Test HBeAg

Phat hién HbeAb trong mau toan phan, huyét
thanh, huyét twong
Dat tiéu chuén ISO13485:2016

Chau Au/
Chau A

50 Test/Hop

75

Test HBsAg

DPinh tinh phat hién khang nguyén viém gan B
- MAu pham: Huyét thanh, huyét twong

- Dat tiéu chuan ISO 13485:2016, ching chi
xuit khdu FDA

Do nhay tuong quan: 100%

b0 dac hi€u twong quan: 100%

Do chinh xac twong quan: 100%

Ngudng phat hién: Ing/mL

Khoéng phan tng chéo: Dengue, HAV, HCV,
H. pylori, TB, Syphilis, ANA, HAMA, RF
(dén 2500 TU/mL)

Phan loai TTBYT loai D

Chau Au/
Chau A

50 Test/Hop

10

18
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Test HCV
(hoac tuong duong)

Phat hién khang thé khang HCV trong huyét
thanh, huyét trong, mau toan phan ngudoi

- MAu pham huyét thanh, huyét twong, mau
toan phan

- B§ nhay: 100%, D¢ dac hiéu: 100 %

- B§ chinh xac: 100%

- bong goi:

+ 50 que thir kém tai hiit 4m trong tai riéng
+ 05 lo dung dich pha mau (2ml)

+50 6ng nhé giot

+ 01 Hudng dan sir dung

- Bédo quan ¢ nhiét do phong 2-30 6 C

Chau Au/
Chau A

50 Test/Hop

7

10

Khay thir xét nghiém
dinh tinh khang thé
khéang HIV - 1/2

Phat hién sy c6 mat cia cac khang thé khéang
HIV trong mau toan phan, huyét thanh hozc
huyét twong ngudi

Dat tiéu chuén ISO13485:2016

- MAu pham: Huyét thanh, huyét twong, mau
toan phan

- B§ nhay: 99.47%, BJ dac hi¢u: 99.87%

- Do chinh xac: 99.76%

- Pong goi:

+ 50 que thur trong tai ri€éng

+ 05 lo dung dich dém (2ml)

+ 01 Huéng dan st dung

- Bédo quan ¢ nhiét do 2-30 d C trong thi kin.

Chau Au/
Chau A

Hop 40 test

15
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Test nhanh chan
doan HCG

DPinh tinh phat hi¢n thai sém HCG

- Méu thir: Nudc tiéu, huyét thanh

- Pat tiéu chudn ISO 13485:2016, chtng chi
xut khiu FDA, dap tng chi thi 98/79/EC

- Ngudng phat hién: 10mIU/mL

- B¢ nhay tuong quan: 100%;

- Bg dac hiéu twong quan: 100%

- Bao quan nhiét d¢ thuong

Chau Au/
Chau A

50 Test/Hop

Test

200

79

12

Test thtr nude
tieu 10 thong so

Chay duoc trén may Mission U120.
Pat mot trong cac tiéu chuén: ISO, CE,
FDA, TCCS.

Chau Au/
Chau A

Hop/100 test

Test

7000

80
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CRP Rapid Quantitative

Phuong phap xét nghiém: Mién dich huynh
quang

- Dai phan tich: 0.5-200 mg/L

- Ngudng phat hién: 0.5 mg/L

- MAu phadm: Mau toan phan/ Huyét thanh/
Huyét tuong

- Cac chét sau day khong anh huong dén két
qua xét nghiém & néng d0 xac dinh: albumin
o nguoi: <110 mg/mL; bilirubin: <6 mg/mL;
hemoglobin: <10 mg/mL; cholesterol: <5
mg/mL;

triglycerides: <15 mg/mL.

- Béo quan: 4-30°C. Bat mdt trong cac ti€u
chuan IS0, CE, FDA, TCCS.

Chau Au/
Chau A

25 Test/hop

hop

100

19




S6 lwong

Stt| Stt Tén goc Yéu cau k¥ thuat Nuwoe SX| Quicach | BVT |du tru 12
thang
'- Xét nghiém dinh lugng thyroxine tu do
(fT4) véi muc dich hd trg danh gia chic nang
tuyén giap.
- Phuong phap xét nghiém: Mién dich huynh
quang
. - Pham vi xét nghiém : 1.00-100 pmol/L

81| 14 Féggjgrg:;:;‘t‘aﬁve Test |(0078-7.77ng/dL) hu Au/ Cha| 25 Test/hop| hop 20
- Ngudng phat hién: 1.00 pmol/L (0.078
ng/dL)
- MAu Pham: Méu toan phan/ huyét thanh/
huyét twong
- Bao quan: 4-30°C
- Han dung: 24 thang. Dat mét trong cac tiéu
chuan IS0, CE, FDA, TCCS.
- Xét nghiém dinh luong triiodothyroinine tu
do ( fT3) v&i muc dich hd trg danh gia chirc
nang tuyén giap.
Phuong phap xét nghiém: Mién dich huynh
quang
- Pham vi xét nghiém : 0.40-50 pmol/L (0,26-

Finecare™ f{T3 32.55 pg/mL) Chéau Au/ . o

82| 15 | Rapid Quantitative Test |- Ngudng phit hién: 0.40 pmol/L (0.26 Chau A | 2> Tesvhop| hop 20
pg/D95mL)
- MAu Pham: Méu toan phan/ huyét thanh/
huyét twong
- Bao quan: 4-30°C
- Han dung: 24 thang. Dat mét trong cac tiéu
chuan IS0, CE, FDA, TCCS.
Phuong phap xét nghiém: Mién dich huynh
quang
- Dai phan tich: 0.1-100 mIU/L
- Ngudng phat hién: 0.1 mIU/L
- MAu phadm: Mau toan phan/ Huyét thanh/
Huyét tuong

. - Céc chat sau day khong anh hudng dén két A A
83| 16 TQSU";nF:ﬁgt'g/ - Test qué xét nghiém TSH & ndng d6 xéc dinh: FSH Cgﬁ‘; fg\/ 25 Test/hop| hop 20

200 mIU/mL, LH 200 mIU/mL, hCG

1000 mIU/mL, cholesterol <60 mg/mL,
bilirubin <2 mg/mL, triglycerides <40.0
mg/mL,

hemoglobin <10.0 mg/mL

- Bao quan: 4-30°C. Pat mot trong cac ti€u
chuén ISO, CE, FDA, TCCS

20
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Thude thir xét
nghi¢m HbA1C

- Pat tiéu chuan ISO 13485:2016,CE, FDA,
TCCS.

Xét nghiém ding dé do dinh lugng
Hemoglobin A1C trong mau mau toan phan
ctia J94- Phuong phéap xét nghiém: Mién dich
huynh quang

- Pham vi xét nghiém: 4%- 14.5%

- Ngudng phat hién (LoD): 4%

- M&u Phiam: Méu toan phan

- Cac chét sau day khong anh huong dén két
qué xét nghiém & ndng do xac dinh: bilirubin
< 0.2 mg/mL, triglycerides < 10.0 mg/mL,
glucose < 1000 mg/dL, Ascorbic acid <
50mg/dL

- Bao quén: 4-30°C

- Han dung: 24 thang

Chau Au/
Chau A

25 Test/hop

40

85

18

B-hCG Rapid
Quantitative Test

Phuong phap xét nghiém: Mién dich huynh
quang

Dai phan tich: 2-200000 mIU/mL
Ngudng phat hién: 2 mIU/mL

Mau phdm: Mau toan phan/ Huyét thanh/
Huyét tuong

Céc chat sau day khong anh huéng dén két
qué xét nghiém & ndng do xac dinh: FSH
<1000 mIU/mL, LH <500 mIU/mL, TSH
1000<pIU/mL.

Bao quan: 4-30°C. Dat mot trong céc tiéu
chuén IS0, CE, FDA, TCCS

Chau Au/
Chau A

25 Test/hop

A

hop

20

86
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Test nhanh chan doan
giang mai

DPinh tinh phat hién khang thé (IgG, IgM va
IgA) khangTreponema pallidum (Tp) trong
huyét thanh, huyét twong hodc méau toan phin
cua nguoi

- MAu pham: Huyét thanh, huyét tuong, mau
toan phan

- Dat tiéu chuan ISO 13485:2016

Do nhay tuong quan: 100%;

Do dac hiéu twong quan: 99.7%;

Do chinh xac twong quan: 99.8%

Phan loai TTBYT loai D

Chau Au/
Chau A

30 test/ hop

10

21
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