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Bilirubin toan phan

nguoi.Phuong phap: DICHLOROPHENYL DIAZONIUM;Dai do:0.211 - 38 mg/dL (3.61 - 650
pm(':i/l,).'l“H/-\\NH PHANA. Thudc thtr chita: Hydrochloric acid 170 mmol/L, cetrimid 40
mmol/L. pH 0.9.B. Thudc thir chia: 3,5-dichlorophenyl diazonium 1,5 mmol/L.
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1. HOA CHAT MAY SINH HOA
1.1 Miy xét nghiém sinh héa tu dong AU480
1 [Hoéa chat dung cho xét nghiém  [Hoa chat ding cho xét nghiém dinh luong Creatinine mau huyét thanh, huyét tuong hodc nudce Hép 13
Creatinine tiéu nguoi..Phuong phip: JAFFE COMPENSATED:Dii do:0.04-20 mg/dl.. THANH PHAN A.
Thudc thu: Natri hydroxid 0.4 mol/L, chat lfiy rira.B. Thude thu: Acid picric 25 mmol/L.
2 |Héa chit diung cho xét nghiém  [Hoa chat dung cho xét nghiém dinh luong Glucose mau huyél thanh, huyét tuong hoac dich nio Hop 25
Glucose tuy nguoi..Phuong phap: Glucose oxidase/peroxidase;Dai do:3.6 - 500 mg/dL (0.199 -27.5
mmol/L). THANH PHAN A. Thudc thir chtra: Phosphat 100 mmol/L, phenol 5 mmol/L, glucose
oxidase > 10 U/mL, peroxidase > 1 U/mL, 4-aminoantipyrin 0.4 mmol/L, pH 7.5.
3 |Hoéa chat dung cho xét nghiém Hoa chét dung cho xét nghiém dinh lugng Cholesterol mau hu}'él thanh hoac huyét tuong Hop 6
Cholesterol ngudi..Phuong phéap: Cholesterol oxidase/peroxidase;Dai do:4.2 - 1000 mg/dL (0.109 - 26
mmol/L). THANH PHANA. Thudc thir. Dém Pipes 35 mmol/L. natri cholat 0,5 mmol/L, phenol
28 mmol/L, cholesterol esterase > 0,2 U/mL, cholesterol oxidase > 0,1 U/mL, peroxidase > 0.8
U/mL, 4-aminoantipyrin 0,5 mmol/L, pH 7.0.
4 |Hoa chat dung cho xét nghiém  [Hoa chat ding cho xét nghiém dinh lugng Bilirubin truc tiép mau huyét thanh hodc huyét tuong Hop 2
Bilirubin truc tiép ngudit. Phuong phap: DICHLOROPHENYL DIAZONIUM;Dai do:0.09 - 15 mg/dL.THANH
PHANA. Thudc thir chtra: Phosphoric acid 90 mmol/L; HEDTA 4,5 mmol/L; natri clorid 50
mmol/L; pH 1,5.B. Thudc thir chira: 3,5-dichlorophenyl diazonium 1,5 mmol/L.
5 [Hoéa chit dung cho xét nghiém  |Hoa chat dung cho xét nghiém dinh luong Bilirubin toan phin mau huyét thanh hodc huyét tuong Hop 2




6 |Hoa chat dung cho xét nghiém  [Hoéa chat dung cho xét nghiém dinh luong Urea-BUN UV mau huyét thanh, huyét tuong hodc Hop 15
Urea-BUN UV nude tiéu ngudi.. Phuong phap: Urease / Glutamate dehydroganase:Dai do:4.49 - 300
mg/dL. THANH PHANA. Thudc thtr chira: dém Tris 100 mmol/L; 2-oxoglutarat 5.6 mmol/L;
urease > 140 U/mL: glutamat dehydrogenase > 140 U/ml.; ethylenglycol 220 o/L; natri azid 9.5
¢/L: pH 8,0.B. Thudc thir chira: NADH 1,5 mmol/L, natri azid 9.5 g/L.
7 |Hoa chat dang cho xét nghiém  |H6a chét ding cho xét nghiém dinh lugng Uric Acid mau huyét thanh, huyét tvong hodc nuée Hop 2
Uric Acid tiéu ngudi..Phuong phap: Uricase / peroxidase:Dai do:18.5 - 1487 umol/L.THANH PHANA.
Thude thir: Phosphat 100 mmol/L, cht tay rua 1,5 g/L.diclorophenolsulfonat 4 mmol/L, uricase
= 0,12 U/mL, ascorbat oxidase > 5 U/mL, peroxidase > | U/mL, 4-aminoantipyrin 0.5 mmol/L,
8 |Hoa cht dung cho xét nghiém Hoa chat dung cho xét nghiém dinh lugng Triglycerides mau huyét thanh hogic huyét tuong Hop 15
Triglycerides nguoi.Phuong phap: Glycerol phosphate oxidase/peroxidase;Dai do:0.067 - 6.78
mmol/L. THANH PHANA. Thudc thir chira: dém Pipes 45 mmol/l., magnesi acetat 5 mmol/L, 4-
clorophenol 6 mmol/L, lipase > 100 U/mL, glycerol kinase > 1,5 U/mL, glycerol-3-phosphat
oxidase > 4 U/mL, peroxidase > 0,8 U/mL, 4-aminoantipyrin 0,75 mmol/L, ATP 0,9 mmol/L, pH
9 |Hoa chat ding cho xét nghiém  |Hoéa chat dung cho xét nghiém dinh lugng Aspartate Aminotransferase (AST/GOT) mau huyét Hop 15
Aspartate Aminotransferase thanh hodc huyét tuong ngudi.Phuong phéap do quang, IFCC. Dai do:7.15 - 500 U/L.THANH
(AST/GOT) PHAN A. Thudc tha: Dém Tris 121 mmol/L. [-aspartat 362 mmol/L, malat dehydrogenase > 460
U/L, lactat dehydrogenase > 660 U/L, pH 7.8B. Thuéc thir : NADH 1,9 mmol/L., 2-oxoglutarat
75 mmol/L, natri hydroxid 148 mmol/L, natri azid 9,5 g/L
10 |Hoa chat dung cho xét nghiém Iéa chat dung cho xét nghiém dinh lugng Alanine Aminotransferase (ALT/GPT) mau huyét Hop 15
Alanine Aminotransferase thanh hodc huyét tuong nguoi..Phuong phap do quang, IFCC. Dai do:8.5 - 500 U/L. THANH
(ALT/GPT) PHAN A. Thudc thir: Dém Tris 150 mmol/L. L-alanin 750 mmol/L, lactat dehydrogenase > 1350
U/L, pH 7,3.B. Thude thi: NADH 1,9 mmol/L, 2-oxoglutarat 75 mmol/L, natri hydroxid 148
mmol/L, natri azid 9.5 g/L.
1 |Hoa chat dung cho xét nghiém a- |116a chat dung cho xét nghiém dinh lugng a-Amylase Direct mau huyét thanh, huyét tuong hoac Hop 3

Amylase Direct

nudce tiéu nguoi..Phuong phép: Direct substrate:Dai do:4.5 - 1300 U/L.THANH PHAN A. Thudc
thur chira: dém MES 50 mmol/L, canxi clorid 5 mmol/L, natri clorid 300 mmol/L. natri thiocyanat
450 mmol/L., CNP-G3 2,25 mmol/L, pH 6,1.




12 |Hoa chat dang cho xét nghiém  [Hoéa chat ding cho xét nghiém dinh lugng Cholesterol HDL Direct mau huyét thanh hoac huyét Hop 10
Cholesterol HDL Direct twong ngudi.Phuong phap: DIRECT:Dai do:0.048 - 5.18 mmol/L. THANH P! IANA. Thudc thu:
Dung dich dém Good, cholesterol oxidase < 1 U/mlL. peroxidase < 1 U/ml., N,N-bis(4-
sulfobutyl)-m-toluidin (DSBmT) 1 mmol/L. chét gia toc 1 mmol/L.B. Thude thir: Dung dich dém
Good. cholesterol esterase < 1.5 U/mL., 4-aminoantipyrin I mmol/L, ascorbat oxidase < 3.0
KU/L. chét tay rira.
13 [Hoa chit dung cho xét nghiém  [Hoa chat dung cho xét nghiém dinh lugng Cholesterol LDL Direct mau huyét thanh, huyét twong Hop 10
Cholesterol 1.DL Direct ngudi.. Phuong phap: DIRECT:Dai do:0.012 - 25.6 mmol/L. THANH PHANA. Thudc tha: Dung
dich dém MES > 30 mmol/L, cholesterol esterase < 1,5 U/mL, cholesterol oxidase < 1,5 U/mL, 4-
aminoantipyrin 0.5 mmol/L, ascorbate oxidase < 3,0 U/L, peroxidase > 1 U/mL, cht tay rira, pH
6.3. B. Thudc thir: Dung dich dém MES > 30 mmol/L, N.N-bis(4-sul fobutyl)-m-toluidin
(DSBmT) 1 mmol/L, chét tay rira, pH 6,3.
14 |Chat chuan cho xét nghiém Chat chuén cho xét nghiém HDL/LDL CHOLESTEROL méu huyét thanh, huyét tuong ngudoi. Hop 2
HDL/LDL CHOLESTEROL Thanh phan thude thir: huyét thanh nguoi dang bot dong khé, ¢é chira cac nong dé thanh phan
DIRECT phtt hop dé hiéu chudn xét nghiém Cholesterol HDL/LDL
15 |Chat kiém chimg cho cac xét Chat kiém chimg cho cac xét nghiém sinh hoa thuomg quy ¢é ngudn goc tir huyét thanh nguoi Hop 5
nghiém sinh héa thuong quy c6  |mirc 1.Dang bt dong kho, thanh phan: huyét thanh nguoi. THANH PHANBiochemistry Control
ngudn gde tir huyét thanh ngudi  |Serum chita: Bt dong kho duoc san xudt tir huyét thanh ngudi (hoan nguyén véi 5 mL nude).
mure |
16 |Chat kiém chimg cho cac xét Chét kiém chimg cho cic xét nghiém sinh hoa thuong quy c6 ngudn goc tir huyét thanh nguoi Hop 5
nghiém sinh hoa thuong quy 6 [mire 2.Dang bot dong kho, thanh phan: huyét thanh ngudi. THANH PHANBiochemistry Control
ngudn gde tir huyét thanh nguoi  [Serum chira: Bot dong kho duge san xudt tir huyét thanh ngudi (hoan nguyén vai 5 mL nude).
aara D
17 |Chat chudn cho cac xét nghiém  [Chét chuan cho céc xét nghiém sinh hoa thuong quy c6 nguon goc tir huyét thanh ngudi.Dang bot Hop o
sinh hoa thuomg quy ¢6 nguon dong kho, thanh phin: huyét thanh ngudi. THANH PHANBiochemistry Calibrator (Human) chia:
gbc tir huyét thanh ngudi Bot dong kho duge san xudt tir huyét thanh nguoi (hoan nguyén véi 5 ml. nudc).
18 |Hoa chit dung cho xét nghiém  [Hoa chat dung cho xét nghiém dinh luong Hemoglobin A1C-Direct mau mau ngudi. Dai do: 1.9 - Hop 6

Hemoglobin A1C-Direct

140 mmol/mol, phuong phap do: DIRECT.THANH PHANA. Thubc thir. Hon dlch hat latex.
natri azid 0,95 ¢/L. pH 8.0.B. Thudc thir. Khang thé khang HbA1C nguoi, chét 6n dinh, pH 6.0.




19 [Chat kiém ching dung cho xét  [Chét kiém “hirng dung cho xét nghiém dinh luong Hemoglobin Ale mic binh thudng. Dang bot Hop 2
nghiém Hemoglobin Alc mic dong kho. thanh phan: mau ly giai hong cau tir nguoi. THANH PHANI lemoglobin A1C Control.
binh thudng méu ly giai hong cdu (nguoi, dang dong kho)
20 |Chat kiém chimg diing cho xét  [Chat kiém ching ding cho xét nghiém dinh luong Hemoglobin Alc mirc bénh 1y.Dang bot dong Hop 2
nghiém Hemoglobin Alc mic kho, thanh phan: mau ly giai hong cu tir nguoi. THANH PHANI lemoglobin A1C Control. mau
bénh 1y ly giai hong cau (nguoi, dang dong kho)
21 |Chat chuan duhg cho xét nghiém |Chat chuan ding cho xét nghiém dinh luong HbA1C Direct mau mau ngudi.Dang bat dong kho, Haop 2
HbAIC Direct thanh phan: mau nguoi. THANH PHANHbA 1C Direct Standards (4 lo bt dong khé) chira: mau
nguoi. Nong do HbA1C duge ghi trén nhan. Thé tich sau hoan nguyén: 0,5 mL/lo.
22 |Hoa chat dung cho xét nghiém  [Hoa chét dung cho xét nghiém dinh luong Ethanol mau huyét thanh, huyét tuong va nudc tiéu Hop 3
Ethanol nguoi.. Dai do: 8.11 mg/dL - 300 mg/dL, phuong phép do: ALCOHOL
DEHYDROGENASE.Thuoc thir A (2 x 20 mL): Bém PIPES 100 mmol/L, chat bao quan, pH
7.9.Thude thi B (2 x 7 mL): Bém PIPES 50 mmol/L, NAD 15 mmol/L, alcohol dehydrogenase
(ADH) > 18 KU/L, chat bao quan, pH 6,2.
23 |Hoda chat kiém chitng mitc 1 cho |Hoéa chét kiém chudn muc 1 cho cic xét nghiém dinh luong Ammonia, Ethanol va CO2..Dang Hop 1
x€t nghiém Ammonia, Ethanol  |dung dich, thanh phan: dung dich dém, chira: amoniac, ethanol. natri hydrocarbonat.Dang dung
va CO2 dich. thanh phén: dung dich dém. chita: amoniac. ethanol. natri hydrocarbonat
24 |Hoa chét kiém ch (mg murc 2 cho |Hoa chit kiém chuin mirc 2 cho céc xét nghiém dinh lugng Ammonia, Ethanol va CO2..Dang Hop 1
xét nghiém Ammonia, Ethanol  |dung dich. thanh phan: dung dich dém, chira: amoniac, ethanol, natri hydrocarbonat.Dang dung
va CO2 dich. thanh phéan: dung dich dém. chira: amoniac. ethanol. natri hydrocarbonat
25 |Hoéa chit hiéu chuan cho xét Hoa chét hiéu chudn cho cac xét nghiém dinh luong Ammonia. Ethanol va CO2..Dang dung dich, Hop 1
nghiém Ammonia, Ethanol va thanh phan: dung dich dém, chira: dém amoniac, ethanol, natri hydrocarbonat.Dang dung dich.
CcO2 thanh phéan: dung dich dém. chtra: dém amoniac. ethanol. natri hydrocarbonat
26 [(Bong den Bong dén Halogen, 12V, 20W Cai 5
27 |Day bom nhu ddng Lam béng cao su va nhua, dai 10.5 ¢cm Tui 10




28 [Dung dich ria hé thong may sinh [Dung dich rua hé thong may sinh hoa; Thanh phan: Baypur CX 100: Sodium Hydroxide 1 - 2%; Can 10
hoa Genapol X080 1 - 2%: Sulfonic acids, C14-17-sec-alkane, mudi natri 1 - 5%. Chat vé sinh co dic
29 : I - Ho4 chét ding cho xét nghiém Glucose. Iso 13485, héa chat dim dic. dai do:2-600 mg/dL , :
Hoa chat xét nghiém Glucose HERNT Hop
phuong phap IFCC 25
30 ol g, % L Hoa chat dang cho xét nghiém Urea, Iso 13485, hoa chat dam dac. dai do: 0,7-500mg/dL . J
Hoéa chat xét nghi¢m Urea : Hop
phuong phap Urease UV 15
31 | Hoa chit xét nghiém Creatinine | Hoa chét dung cho xét nghi¢ém Creatinine. Iso 13485, hoa chat dam dic. dai do:<30 mg/dL for o
(suy than) serum, <400 mg/dL for urine . phuong phap Jatfe kinetic P 12
32 : TR ST Hoa chét ding cho xét nghiém Cholesterol, Iso 13485, hoa chat dam dic, dai do:6-600 mg/dL , .
Hoéa chat xét nghiém Cholesterol = 5ok Hop
phuong phap CHOD-POD 6
gt Hoéa chét xét nghiém acid uric Ho4 chét dung cho xét nghiém Uric Acid, Iso 13485, héa chat dam dac, dai do: 0,5-30mg/dL Hop 5
34 Hoa chét xét nghiém Hod chat dung cho xét nghiém Triglycerides, Iso 13485, hoa chit dam dic, dai do: 4-1400mg/dL | 1o
Triglycerides phuong phap GPO-POD P 15
35 | 1w ohili xt nghiém GOT/AST( | Hoa chat dung cho xét nghiém AST, Iso 13485, hoa chit dam dac, dai do:6-800 U/L . phuong s
men gan) phéap IFFC khong dung pyridoxal phosphate " 15
36 c ’ :
Hoa chat xét nghiém GPT/ALT Hoa chat dung cho xét nghiém ALT, Iso 13485, hoa chat ddm dac, dai do:6-800 U/L . phuong 1o
(mem gan) phap IFFC khong dung pyridoxal phosphate P s
3F Hoéa chat xét nghiém Total Hoa chat dung cho xét nghiém Total Bilirubin, Iso 13485, phuong phap DPD, dai do 0,02- Ho
Bilirubin 30mg/dL P 2
38 Hoa chat xét nghiém direct Hoa chat dung cho xét nghiém Direct Bilirubin, Iso 13485, phuong phap DPD, dai do 0,04 - "o
bilirubin 20me/dL i 2
39 ! gl -l . Hoa chat dung cho xét nghiém albumin. Iso 13485, hoa chit dam dac, dai do:0.12-6 g/dL . 4
Hoéa chat xét nghiém Albumin : 5 Hop
phuong phap BCG. 2
0 4 e AR i Hoa chat dung cho xét nghiém Canxi. Iso 13485, hoa chit dam dac. dai do:0.01-16 mg/dL. , .
Hoa chat xét nghi¢m Canxi ; Hop
phuong phap Arsenazo. 5
41 Hoa cht xét nghiém Total | Hod chiit ding cho xét nghiém Total protein. Iso 13485. hoa chat dam dac, dai do: 0.25-14g/dL . |
Protein phuong phap Biuret. R 1
42 Hoa chat xét nghiém an pha Hod chat dung cho xét nghiém a-Amylase. Iso 13485, hda chat dam dac, phuong phap IFCC. dai Hon
Amylase do <=2000U/L for serum. <==4900 U/L for urine ol 2,




Uhat Kiem chuan cho cac xet

43 A ; : Chat kiém chudn cho cdc xét nghiém sinh hoéa thuong quy. HDL.LDL mic 1. Iso 13485/Bot dong
nghiém sinh hoa thuong quy. . EEA o Lo :
HDL DT bt kho/QC cho cac xét nghiém 5
44 g ha'tﬁktex.n chu?n Ch(? C?C 3o Chét kiém chudn cho cc xét nghi¢m sinh hoa thuong quy. HDL.LDL mic 2. [so 13485/Bot dong
nghiém sinh hoa thuong quy. REBIQ0 cho At phiom Lo i
HDI I DI mire 2 R = /
45 | Chét chuén cho cdc xét nghiém | Chat chuén cho cic xét nghi¢ém thuong quy, HDL, LDL.. Iso 13485/Bdt dong kho/Calib cho céac s
thuong quy, HDL, LDL x¢t nghiém : 5
46 : AR Dung dich rtra hé thong
Dung dich rira hé thong 1SO 13485. 1SO 9001 Can .
47 Hod chat dung cho xét nghiém CK-MB. Iso 13485 hoéc tuong duong. Phuong phap Enzymatic
immunoinhibition.
Dai do: <2000 U/L
Thude thir 1 (R1)
Imidazole buffer (pH 67): 100 mmol/L
Hexokinase: 4,0 kU/L
NADP+: 2,0 mmol/L
G6PDH: > 2.8 kU/L
Hoa chat xét nghiém s 2.’0 g :
CK-MB - Magnesium Acetate: 10 mmol/L Hop
AMP: 5,0 mmol/L
Thude thir 2 (R2)
Diadenosine pentaphosphate: 10 mmol/L
EDTA: 2,0 mmol/L
D-Glucose: 20 mmol/L
Creatine Phosphate: 30 mmol/L
N-Acetyl Cysteine: 0,2 mmol/L
Anti-CK-M antibody: Variable
Chat bao quan. 5
48 Sl . ‘i
(:allb S Hhehim [so 13485 hodc tuong duong/ Calib cho xét nghiém CK-MB Hop
CK-MB :
4 s L
: ((:)li;f;(r)s e Iso 13485 hodc tucmg duong/ QC cho xét nghiém CK-MB Hop :
TR PP SR e 2l Hoa chat dung cho xétnghiém CRP Latex. Tso T3485 hoac tuong duong. Phuong phap
Oa chat dung cho xét nghiém dat . < S .
Immunoturbidimetric (do dé duc mién dich). Hop

CRP: Latex

1Da1do 012 — 160 ma/l i ISRl S . < R




Calib cho x¢ét nghiém CRP

[so 13485 hodc twong duong/ Calib cho xét nghiém CRP

Hop

QC cho cac xét nghiém mién
(hch d() Li(:) L{U(; (muc | )

Iso 13485 hoac tuong duong/ QC cho cac xét nghiém mién dich do do duc (muc 1)

Hop

o

QC cho cic xét nghiém mién
dich do do duc (muc 2)

Iso 13485 hoac tuwong duong/ QC cho céac xét nghiém mién dich do do duc (muc 2)

Hop

o

Hoéa chat xét nghiém HDL
Cholesterol (m& mau cao)

Hod chat ding cho xét nghiém HDL Cholesterol. Iso 13485 hodc twong duong. Phuong phap

Immunosuppression.

Dai do: 0 - 180 mg/dL.

Thanh phan
Anti-human-B-Lipoprotein antibody
HDL-Cholesterol Esterase 0.8 [U/mL
HDL-Cholesterol Oxidase 4.4 1U/mL
Peroxidase 1,7 IU/mL
Ascorbate Oxidase 2,0 [U/mL
Good’s buffer pH=7.0 30 mM

N-Ethyl-N-(2-hydroxy-3-sulfopropyl)-3,5-dimethoxy-4-fluoroaniline (F-DAOS) : 0,20 mM

4-aminoantipyrine 0,67 mM
Chét bao quan

55

Héa chit xét nghiém LDL
Cholesterol

Hoéa chét ding cho xét nghiém LDL Cholesterol.

Phuong phap Immunosuppression.
Dai do: 0,08-300 mg/dL
Thanh phin
Good’s Buffer (pH 6.8): 25 mmol/L
4-AMP: 0,8 mmol/L.

Cholesterol Oxidase (CHO): 3.7 IU/mL
Cholesterol Esterase (CHE): 3.7 IU/mL

Peroxidase (POD): 4.9 IU/mL
Chat xtic the: 743 IU/mL
Chat khong phan tmg va chit bao quan.

Hop

1.2 May x¢ét nghiém sinh hoa tw dong Randox- Daytona Plus

=/

\ A\




Thudc thir xét nghiém dinh

- Muc dich str dung: xac dinh dinh luong GPT (ALAT) ¢ huyét thanh. huyét trong nguoi
- Thanh phﬁn: TRIS-Buffer pH 7.5 (25°C): 70.00 mmol/l; L-Alanine: 410.00 mmol/l; LDH: > 1.7

56 Ekee : Hop
luong GPT (ALT) U/ml; NADH: 0.3 mmol/l; a-Ketoglutarate: 18 mmol/l
- Khoang do: 5-700 U/I i’
- Muc dich st dung: Hoa chat dong kho Centrophath duge st dung nhu huyét thanh kiém chuén
57 Chat kiém chuan }fél nghiém  |cho quy trinh ndi kiém phong xét nghiém y hoc. e
sinh hoa mire bat thuong - Dang dong kho :
- San xuat tir huyét thanh ngudi, da khi fibrin
15
‘ ol e 1 Muc diL:h su d}mg: Huyét thanh kiém soat chit luong
58 N T 3 - Dang dong kho Lo
sinh hoa mire binh thuong E o £ W
- San xuat tir huyét thanh nguoi 15
- Muc dich st dung: xdc dinh dinh luong GOT (ASAT) & huyét thanh. huyét tuong ngudi
Thude thit xét bir il - Thanh phﬁn: TRIS-Buffer pH 7.8 (30°C): 80.00 mmol/l; L-Aspartate: 200.00 mmol/l; LDH: >
59 ltong GOT (AST) 3 1.6 U/ml; MDH: = 0.5 U/ml; NADH: 0.18 mmol/l; a-Ketoglutarate: 12 mmol/I Hop
d - Khodng do: 5-700 U/1
- D06 chinh xac: CV (%)(cua do tai lap) < 2.41 :
1
Thude thir xét muHit Ainh - Muc dich ‘sir dung: xdc dinh dinh lugng Calcium o huyét thanh. huyét twong va nude tiéu nguoi
60 o Calciﬂm ; - Thanh phan: Arsenazo III: 200 pmol/l; MES pH=6.5: 100 mmol/I Hop
: - Khoang do: 0.65-16 mg/dl (0.165-4.0 mmol/l)
2
- Muc dich str dung: huyét thanh hiéu chuan su dung dé hiéu chuan cac xét nghiém trén may sinh
61 Chat hi¢u chuéan ‘xét nghiém sinh h(’)_a , : i
hoa - Dang dong kho 2
- San xuat tir huyét thanh nguoi. 8
- Muc dich st dung: xdc dinh dinh lugng Creatinine & huyét thanh. huyét twong va nudc tiéu
6 Thude thir xét nghiém dinh nguoi : Hop
luwong Creatinin - Thanh phan: NaOFH: 187.8 mmol/l: Phosphate: 7.5 mmol/l; Picric acid: 8.73 mmol/| ;
- Khoang do: 0.1-20 mg/dl 15




Thudc tha xét nghiém dinh

- Muc dich sir dung: xac dinh dinh lugng Glucose ¢ huyét thanh. huyét twong nguoi

- Thanh phan: Hexokinase: > 100 U/ml; G6P-DH: > 300 U/ml; natri azide: 0.09 %; PIPES buffer

63 g pH 7.6: 100 mmol/l; Magnesium acetate: 10 mmol/l; ATP: 4 mmol/l: NAD: 3 mmol/l; natri Hop
luong Glucose ,
azide: 0.09 %
- Khoang do: 7-700 mg/dl 20
- Muc dich str dung: xdc dinh dinh luong Urea & huyét thanh. huyét tuong va nude tiéu ngudi
64 Thude thir xét nghiém dinh |- Thanh phan: TRIS buffer pH 8.1 (20°C): 50.00 mmol/l; u-Ketoglutarate: 15.00 mmol/l; Urease: Hon
luong Urea > 1000 U/l; Glutamate dehydrogenase: > 5.4 KU/I; NADH: 0.18 mmol/l i
- Khoang do: 3-400 mg/dl (5
65 bR I — - Dung dich tay rira ¢6 tinh axit dé lam sach cic qué trinh trén méy phan tich sinh héa Hon
- ) Thanh phan: Oxalic acid < 0.15 g/l; Citric acid < 0.25 g/I; PEG 400 < 0.4 g/l ol ]
- Dung dich tay rira ¢6 tinh kiém dé lam sach céc qua trinh trén may phan tich sinh hoa
66 Dung dich rtra tinh kiém Thanh phan: 2-Aminoethanol < 100 g/1; natrisulfit < 0.1%; EDTA-Na < 0.5 %: Nonionic Hop
detergent < 7% 2
67 |Bong deén cho may sinh hoa Bong dén cho may sinh hoa (1 chiée/ hdp). Tuong thich voi may sinh héa Randox-Anh Chiée 6
1.3. May xét nghi¢ém sinh hoa ban tu dong 3000 Evolution
68 [Thudc thir dinh lugng men gan  |Dinh luong nong do ALT/GPT trong huyét thanh, dai tuyén tinh tir 3 - 448u/l. Thanh phan: TRIS Hop 10
ALT trong mau Buffer pH 7.3 125.0 mmol/l, L-Alanine 625.0 mmol/l, LDH 1500 U/l, a-Ketoglutarate 94
- - 11'1]'1')!'\[/1 - -
69 [Hoa chat dung cho xét nghiém  |Dinh luong men AST, dai tuyén tinh 4 - 692 u/l. Thanh phan: L-Aspartate 300 mmol/l, MDH Hop 10
men gan AST >530 U/, a-Ketoglutarate 75 mmol/l. dat tiéu chuén chat luwong ISO13485
70 |Hoa chét dung cho xét nghiém  |Pinh luong Amylase trong mau, dai tuyén tinh 1 - 1988 w/l. thanh phan: Sodium Chloride 87 Hop 3
Amylase mmol/l, Magnesium Chloride 12.6 mmol/l, a-Glucosidase 4000 U/, Hepes Buffer pH 7.15 52
mmol/l. dat tiéu chudn chét lugng ISO13485
71 [Hoa chat dung cho xét nghiém  [Dinh lugng cholesterol trong mau. dai tuyén tinh 0.04 - 22 mmol/l. Thanh phan: Mg2+ 2 mmol/l. Hop 5
Cholesterol Phenol 2 mmol/l, Peroxidase >100 U/1, Cholesterol Esterase >250 U/1. dat tiéu chuén chat luong
ISO13485
72 |oa chat dung cho xét nghiém  [Dinh luong Creatine bang phuong phép Jaffe, dai tuyén tinh tir 5,2 - 2734 umol/l. Hop 5

Creatinine

thanh phén: Alkaline Buffer 200 mmol/l, Picric Acid 25.0 mmol/l. dat tiéu chuén chat luong

[SO13485,

s




73 |Hoa chat dung cho xét nghiém  [Binh lugng Glucose trong mau, dai tuyén tinh 0,01 - 28.2 mmol/I. Thanh phin: PHOSPHATE Hop )
Glucose Buffer pH 7.5 100 mmol/l, 4-Aminoantipyrine 0.3 mmol/l. Phenol 1 mmol/l.
Dat tiéu chuan ISO13485
74 [Hoa chat ding cho xét nghiém  [Dinh lugng Triglycerides trong méu. dai do 0,02 - 11 mmol/I. thanh phan: PIPES Buffer pH 7.0 Hop 5
Triglveerides 43.6 mmol/l. 4 Chlorophenol 5.45 mmol/l. Mg2+ 4.66 mmol/l. Pat tiéu chuian ISO13485
75 |Hoéa chat ding cho xét nghiém  |Pinh luong Urea trong mau, Dai tuyén tinh 0,31 - 60 mmol/l. Thanh phan: TRIS Buffer pH 7.5 Hop 5
Urea 224.53 mmol/l. & KG 15.47 mmol/l. ADP 0.94 mmol/l. Dat tiéu chuén ISO13485
76 [Hoa chat dung cho xét nghiém  |Dinh lugng Aric Acid trong mau, dai tuyén tinh 1 - 1442 pumol/l. Thanh phén: Phosphate Buffer Hop 5
Uric Acid pH 7.5 150 mmol/l. Ascorbate Oxidase 5000 U/l, Potassium Ferocyanide 0.024 mmol/l, 4 —
Aminophenazone 3.84 mmol/l. Dat tiéu chuin ISO13485
77 |Hoa chat chuan céc xét nghiém |B6 hiéu chuan General Chemistry duoc str dung dé hiéu chuan trong dinh lugng héa sinh lam Lo 3
thuong quy sang trén may phan tich tu dong va ban tu dong.
THANH PHAN
Huyét thanh voi cac chit phu gia héa hoc va chiét xuit md 6 ngudn gde tir ngudi va dong vat.
Né)ng do cu thé.
Cac gia tri dugc xac minh dua trén rat nhiéu bo hiéu chuin chinh ¢é thé truy nguyén theo cac
phuong phéap tham chiéu hodc nguyén vat liéu tham chiéu.
San pham nay khong nguy hiém theo thong sb k¥ thuat cua EU, dat tiéu chuan CE, ISO13485
78 [Hoéa chat kiém chuan mue | General Chemistry control duge sir dung dé xac minh hiéu sudt cua thube thir va thiét bi trong Lo 10
dinh lugng ctia cic hoa chit khac nhau trén may phan tich tu dong.
Thanh phan: Huyét thanh véi chét phu gia va chiét xuat mé co ngudn gde ngudi va dong vat.
Némg do cu thé theo 16.
79 [Héa chat kiém chuan mae 2 General Chemistry control dugce stir dung dé xéac minh hiéu suat cua thude thir va thiét bi trong Lo 10
dinh lugng cua cac hoa chit khac nhau trén may phan tich tu dong.
Thanh phan: Huyét thanh véi chét phu gia va chiét xudt mo co nguon goc ngudi va dong vat.
Nong do cu thé theo 16.
80 |Bong den may sinh hoa Diang cho may sinh hoa tu dong; 12 V- 20W Cai 5

2. HOA CHAT MAY DPIEN GIAI




2.1 May xét nghiém dién giai Ise 5000 /Auto ISES00

Thuoc thu xét nghiém dinh

Chét thu ISE Fluid pack (Na, K, Cl, Ca, pH)
Thanh phan chinh:
Ammonium molybdate 0.4 mmol/Il

81 | luong da thong s6 dién giai (K, | DR Ho 15
uong ;\Ja o(n; Z?ad]@l:)gla[ G Sulphuric acid 100 mmol/l P
bl Hydrochloric acid 100 mmol/I
Tiéu chuan chat luong ISO 13485:2016
e ‘ “hit thir QC Soluti
Vit licu kiém soat chat lugng xét '(Fl];ll;;h:hglcchj'jlill%mn
82 hiém dinh luo L L i Syt n : : Ho 5
ot dmhclm_Jan)(Na. R KCI, NaCl, NaAc, CaCl2, LiCl. pH buffer, surface active agent, preservative agent. P
ol Tiéu chun chét lugng ISO 13485:2016

Chat thir Probe Cleaning solution

23 Dung dich rita ding cho may | Thanh phén chinh: Hop 5

phan tich dién giai Sodium hypochlorite (NaClO) 0.4% - 0.5% '
Tiéu chuén chat luvong ISO 13485:2016
Chat thir Deproteinizer
Dung dich rira dam dic ding cho |Thanh phan chinh:

84 may phan tich dién giai Enzyme: Pepsin. Hop 2
Dilutor: KCI1, NaCl, Hydrochloride acid.
Tiéu chuén chét luong ISO 13485:2016
Chat thir Na/K/C1/Ca/pH refill solution

25 Dung dich dién cuc dung cho |[Thanh phén chinh: Hbp )

may phan tich dién giai KCl. NaCl, NaAc, CaCl2, LiCl. pH buffer, surface active agent, preservative agent. 4

Tiéu chuan chat luong 1SO 13485:2016
Chét thir Ref fill solution

26 Dung dich dién cuc Ref dung  [Thanh phan chinh: i 5

cho may phan tich di¢n giai

KCl, NaCl, NaAc, CaCl2, dung dich dém pH va chit bao quan
Ticu chuan chat luong ISO 134835:2016

3. HOA CHAT MAY MIEN DI

CH

——




3.1 My mién dich Access2

87

Pinh luong CEA

Hoa chat dinh luong CEA;Phuong phap: mién dich enzym ("sandwich"):Dai do: 0.1-1.000
ng/mL;Thanh phén chinh: albumin huyét thanh bo, natri azit, ProClin, khang thé khang CEA

Hop

o

38

Chat chuan CEA

Chit chuén cua xét nghiém dinh lugng CEA:Thanh phéan chinh: Protein (bo), natri azit, ProClin.
CEA ¢ cac mic nong d¢ khac nhau

Hop

89

Dinh luong AFP

Hoa chit dinh luong AFP:Phuong phap: mién dich enzym ("sandwich"):Dai do: 0.5-3.000 ng/mL
[0.41-2.478 IU/mL]; Thanh phan chinh: albumin huyét thanh bo, natri azit, ProClin, khang thé

Hop

(V'S

90

Chat chuan AFP

Chat chuan cua xét nghiém dinh lugng AFP;Thanh phan chinh: albumin huyét thanh bo, natri
azit, ProClin, AFP ¢ cdc mirc nong do khac nhau

Hop

91

Dinh lugng Total T3

Hoa chat dinh luong T3;Phuong phép: mién dich enzym lién két canh tranh;Dai do: 0.1 - 8 ng/mL
(0,2-12.3 nmol/L); Thanh phan chinh: dung dich dém TRIS. natri azit, ProClin, Natri hidroxit
(NaOH), dung dich axit clohydric (HCI), Lién hop photphataza kiém khang T3 don dong & chudt
(bo) va cac hat thuan tir phu streptavidin

Hop

40

02

Chat chuan Total T3

Chat chuan cua xét nghiém dinh lugng T3:Thanh phan chinh: huyét thanh nguoi, natri azit,
Cosmocil CQ. Triiodothyronine & cac murc nong déd khac nhau.

93

Dinh lugng Free T4

Hoa chat dinh lugng T4 tu do;Phuong phap: mién dich enzym hai bude:Dai do: 0,256 ng/dL.
[3.2-77.2 pmol/L]; Thanh phan chinh: dung dich dém TRIS, NAN3, ProClin, Khéng thé khang
Thyroxine (T4) don dong & chudt

Hop

40

94

Chat chuan Free T4

Chat chuan cua xét nghiém dinh luong T4 tu do;Thanh phan chinh: Huyét thanh nguoi, natri azit,
ProClin, Thyroxine ¢ cac muc nong do khac nhau

Hop

4

Dinh lugng TSH (3rd IS)

Hoéa chat dinh luong TSH:Phuong phép: mién dich enzym (“sandwich™);Dai do: 0.005-50
ulU/mL;Thanh phan chinh: khang thé khdng TSH & ngudi don dong & chudt duge huyén phu
trong dung dich mudi dém TRIS, ¢6 chat hoat tinh bé mit, albumin huyét thanh bo (BSA). natri
azit va ProClin.

Hop

40

96

Chat chuan TSH (3rd IS)

Chat chuan ctia xét nghiém dinh luong TSH: Thanh phan chinh: Chat nén albumin huyét thanh bo
(BSA) dém c6 chét hoat dong bé mat, natri azit, ProClin

97

Dinh lugng CA 125

Hoa chat dinh lugng CA 125:Dai do: 0,5 U/ml. - 5.000 U/mL;Phuong phap: mién dich enzym
(“sandwich™); Thanh phan: Biotin khang nguyén khang CA125, Albumin huyét thanh bo, ProClin,
Natri azit

98

Chat chuan CA 125

Chat chuan cia xét nghiém dinh lugng CA 125;Thanh phan: Albumin huyét thanh bo, ProClin,
Natri azit, Khang nguyén CA 125 & cac nong do khac nhau




99 |Dinh lugng CA 15-3 Hoéa chét dinh luong CA 15-3:Dai do: 0.5-1.000 U/mL:Phuong phap: mién dich enzym Hop ]
(“sandwich™); Thanh phan: khang nguyén khang CA 15-3. Albumin huyét thanh bo, Natri azit,
Dynd i
100 [Chat chuan CA 15-3 Chat chuan cua xét nghiém dinh lugng CA 15-3;Thanh phan: Natri Azit, ProClin, Albumin huyét Hop 1
thanh bo. Khang nguyén CA 15-3 & cdc ndng dé khac nhau
101 |Pinh lugng CA 19-9 Hoa chat dinh luong CA 19-9;Dai do: 0.8-2.000 U/mL:Phuong phap: mién dich enzym Hop 1
(“sandwich”); Thanh phan: Natri Azit, ProClin, Albumin huyét thanh bo, khdng nguvén khang CA
19-9, Protein bo, protein dé, Protein chudt
102 |Chat chuan CA 19-9 Chit chuan cta xét nghiém dinh luong CA 19-9:Thanh phan: Natri Azit, ProClin, Albumin huyét Hop 1
thanh bo, khang nguyén CA 19-9 ¢ cac nong do khac nhau
103 [Pinh lugng total BhCG Hoa chat dinh lugng BhCG toan phan;Phuong phép: mién dich enzym hai bude (“sandwich™);Dai Hop 3
do: 0,6-1350 mIU/mL;Thanh phan chinh: phirc hop khang BhCG don dong, albumin huyét thanh
bo (BSA),natri azit, ProClin
104 |Chat chuan Total BhCG (5th IS) [Chét chuan cua xét nghiém dinh lugng BhCG toan phan: Thanh phan chinh: Chat nén dém Hop 1
albumin huyét thanh bd (BSA) ¢6 chit hoat tinh bé mat. natri azit, ProClin
105 [Dung dich rtra dong may DxI Dung dich ria dung cho may xét nghiém mién dich cong suat >= 400 xét nghiém/ gid; Thanh Hop 20
phﬁn: mudi dém TRIS, natri azit
106 |Co chat phat quang Co chit phat quang; Thanh phan: dioxetane Lumigen PPD. chit huynh quang, chat hoat tinh bé Hop 5
107 |Giéng phan tmg dung cho may  |Chét liéu Polypropylene; Dung tich t6i da 1 mL Hop 18
A Fa¥a¥aTelel —)
3.2. My xét nghiém mién dich Vedalab-Phap
L Khay thu dinh lugng hormone Xét nghiém dinh lugng hormone Triiodothyronine (13) do tuyén giap tiét ra trong huyét thanh/ Test 200
Tritodothyronin (T3) huyét tuong, tuong thich vai may Easy Reader+. ‘
109 |Khay thtr dinh lugng hormone Xét nghiém dinh luong hormone thyroxin (T4) do tuyén gidp tiét ra trong huyét thanh/ huyét Tt 200
thyroxin (T4) tuong. ]
110 : . ; y x : £ B ik £ aa
Khay thtr dinh lugng hormone Xét nghiém dinh lugng hormone TSH trong mau huyét thanh, huyét tuong, mau toan phén, dé Test 200

TSH

chuan doan bénh suy giap, twong thich vii may Easy Reader+.

4. HOA CHAT MAY HUYET HQC

4.1 My xét nghiém huyét hoe tw dgng Nihon Kohden MEK6510K




111

Dung dich pha loang

Dung lam chat pha loang cho may phan tich huyét hoc

Trang thai vat 1i: chat long

Mau: khong

Mui: khong

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nuoc

Thanh phan: Sodium chloride 0.44%, Sodium sulphate anhydrous 0.97%
Nhiét do bao quan: 1 dén 30°C

D6 6n dinh sau khi mo nap: 60 ngay

Can

90

112

Dung dich ly giai mang hong cau
cho may xét nghiém Huyét hoc 3
thanh phan bach cau

Diing lam chét ly giai cho may phan tich huyét hoc
Trang théi vat li: chat long

Mau: khong

Mui: nhe

Do pH: 4 dén 7

Tinh tan: tan trong nudc

Thanh phan: Mudi amoni béc 4 3.7%

Nhiét dé bao quan: 1 dén 30°C

Do 6n dinh sau khi mo nap: 90 ngay

Can

90

Dung dich rra

Duing lam chét rira cho may phan tich huyét hoc
Trang thai vit li: chét long

Mau: xanh l&

Mui: nhe

Do pH: 7,7 dén 8.3

Tinh tan: tan trong nudc

Thanh phan: Polyoxyethylene tridecylether: 0.049%
Nhiét d¢ bao quan: 1 dén 30°C

D¢ 6n dinh sau khi mo nap: 180 ngay

Can

ek
N




Dung lam chat rira cho may phan tich huyét hoc
Trang thai vat li: chat long

Mau: vang hodc vang-xanh la

Mui: kho chiu (clo)

114 Dung dich rira dam dic b6 pH: 10 dén 13 Can 5
Tinh tan: tan trong nudc
Thanh phan: Sodium hypoclorit
Nhiét do bao quan: 1 dén 30°C
Do dn dinh sau khi mé nap: 90 ngay
Dung dé kiém chuan may phan tich huyét hoc
Trang thai vat li: chat long
Dung dich ndi kiém mirc thuong ee A ;
1 F WA e i . Do pH: 7.0 t61 9.0
115 | dung cho may xét nghiém huyvét |, ) Lo 15
e s . Tinh tan: tan trong nudc
hoc 3 thanh phan bach cau : X 1 3 s Ko gle T L. ey e iond ik
Thanh phan: Hong cau nguoi, bach cau bi kich thich va tiéu cau cua dong vat c6 va
Nhiét do bao quan: 2 dén 8°C
D6 6n dinh sau khi mé nép: 14 ngay
4.2. My phin tich huyét hoc hoan toan tu djng Sysmex XP-100
Cong dung: Dung dich dung dé pha loang str dung cho may huyét hoc
Hoa chét dung cho may phan . [:}aoi qu:an:rlo S .C g 4
116 tick huyét hoo ‘ Sau khi m¢ nap on dinh trong vong 60 ngay Hop
! Thanh phan: Sodium Chlorride 6.38 g/l. Boric Acid 1 g/l. Sodium Tetraborate 0.2 g/l. EDTA-2K
0.2 g/l 55
Cong dung: dung dich ly iai hdng ciu, gitp dém chinh xac s6 luong bach ciu
117 Hoa Chét" dung cho may phan : Bé’lp qpén: 2-35d9C Hp
tich huyét hoc Sau khi mo nap on dinh trong vong 90 ngay 4
Thanh phén: Organic quaternary ammonium salt 8,5g/L va sodium chloride 0.6g/L
i

4.3. May phin tich huyét hoe Mindray BC 3000 Plus - Hiing sin xuit High Technology, Inc - My

17 2 %\




118

Dung dich pha loang

Dung trén méy phan tich huyét hoc Mindray BC 3200
- Hang san xuat Mindray. Ching nhan FDA, CE
Thanh phan;

Sodium Chloride: <1%

Sodium Azide :.<0.1%

Wetting Agent: <0.1%

Thung

119

Dung dich phé v hong cau

Dung trén may phan tich huyét hoc Mindray BC 3200, Chtmg nhan FDA, CE
Thanh phan:

< 2.5% Quaternary Ammonium Salts

< 0.05% pH Buffer

<0.04% Cyanide Salts

> 97.51% Aqueous Solution

Chai

120

Dung dich rua

Dung trén may phan tich huyét hoc Mindray BC 3200, Chimg nhan FDA, CE
Thanh phan:

SSalt Buffer : <2.0%

pH Buffer: <0.1%

Antimicrobials: <1.5%

Lit

150

121

Dung dich rira bao tri

Dung dich rira manh ding trong qua trinh bao dudng mdy va rira trong hé thong.

La chat long mau vang nhat
bo PH: 12.50 + 0.50
Hop 50 ml

Lo

5. HOA CHAT MAY NUOC TIEU

5.1. May xét nghiém nuée tiéu Click-50, Auto-100




Que tht xét nghi¢m nudc tiéu 11

Thanh phan chinh:

Ascorbic Acid: 2,6-dichloro-phenol-indophenol 0.5mg.

Leukocytes: indoxyl ester 1.4mg;diazonium salt (0.7mg.

Ketone: sodium nitroprusside 30.0mg.

Nitrite: sulfanilamide 0.65mg:N-(naphthyl)-ethylenediammonium dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.

122 i p Bilirubin: 2.4-dichlorobenzene diazonium 14.3mg. Hop 500
thong so . 2 =
Protein: tetrabromphenol blue 0.36mg.
Glucose: glucose oxidase 6.2mg;peroxidase 2.8mg:4-aminoantipyrine 0.08mg.
Specific Gravity: bromthymol blue 0.4mg;sodium poly methy! vinyl acetate maleic 16mg.
Blood: cumene hydroperoxide 35.2mg;3,3".5,5"-tetramethylbenzidine 2.0mg.
pH: bromocresol green 0.2mg; bromxylenol blue 3.3mg.
Tiéu chuan chat luong 1ISO 13485:2016
S.Z.VIay pian TIch Nooc eu
1 S00
123 |Test thir nudc tiéu 13 thong s |Test thir nudce tiéu 13 théng s6 ['est 10000
6. HOA CHAT PONG MAU
6.1 May xét nghiém déng mau tw déng Auto Plus/Auto-S/CA-620 thay thé cho thay thé cho 6.1 My xét nghiém déng mau bin tu dong Urit 610
Thanh phan chinh:
124 Cleaning solution Sodium Hypochlorite Hop 5
Tiéu chuan chat luong ISO 13485:2016
Hicu sudt: D lap lai: Hé s6 bién thién (CV) cua két qua cac phép thu lap lai voi QC huyét tuong
khong dugce vuot qua 5%
Thudc thir xét nghiém dinh Thanh phén chinh: :
f (e b P Hop 15

lugng APTT

R1: Ellagic Acid 0.3% , BSA 0.1% , 0.2% Sodium Azide ., Buffer 3%
R2: CaCl2 0.025 M
Tiéu chuan chat luong ISO 13485:2016




Thudc thir xét nghiém dinh

Thot gian prothrombin (PTR) = thoi gian dong mau cua huyét twong thir nghiém / thoi gian dong
mau cua huyét tuong doi chimg.
Cac gia tri tham khao: PTR: 1,0 + 0,15: INR: 0.8-1,24

126 b £ 5 14 5
: lugng P11 ['hanh phan chinh: vop 2
Recombinant hTF, BSA 0.5% CaCI2 0.025 M, Buffers 3%.0.2% Sodium Azide, Stabilizers.
Tiéu chudn chat luong 1SO 13485:2016
Thanh phan chinh:
R1: Bovine Thrombin (Approximately 100 NIH Units/mi), BSA 0.5%. pH 7.2 + 0.2 Buffers
177 Thudc thur xét nghiém dinh 5%.0.2% Sodium Azide, Stabilizers Ho 5
~ [lugng fibrinogen R2: Imidazole Buffer Solution (IBS): Imidazole buffer in saline solution, pH 7.2 + 0.2, with 0.2% i
Sodium Azide as preservative
Tiéu chuan chat luong 1SO 13485:2016
Vit ligu kiém sodt chat lugng xé A
TT, FIB T1éu chuan chat lugng ISO 13485:2016
Vat liéu kiém soat chat lugng xét e
129 |nghiém dinh luom 1(:;1; APTT,  |Vatlidu kiém soit aNCP Ho 2
gl e * | Tiéu chudn chét luong ISO 134852016 P -
TT, FIB mirc cao
Thanh phan chinh:
~n |Hod chat rira ding cho may xét  |Sodium hypochlorite < 8.0% k
130 b9 y lo 3
nghiém Sodium hydrate < 2.0%
Tiéu chudn chat lugng I1SO 13485:2016
Kich thude: 6mmx25mm
Dung tich: 500ul
Mau sic: Trong sudt ;
131 |Vat tw ding cho méy xét nghiém s Chiée 8.000

Loai nhua: PS
Luu trir: 4-30°C
Tiéu chuan chat luong 1SO 13485:2016

7. Ho4 chit cho May phén tich HbAlc¢




Hoa chat ding cho méy phén
tich HbAlc loai A

Tinh chinh xac: <5.0%

D06 chinh xac: Trong vong chay: CV<3.0% (n = 20), d6 chinh xac cua 16 1a <6% (n= 3).

Két qua mo rong NGSP: 4.0%~6.0%.
Thanh phan chinh:

NaCl 20mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Tiéu chuén chat luong [SO 13485:2016

T

Hoa chat ding cho may phan
tich HbAlc loai B

Tinh chinh xac: <5.0%

Do chinh xdc: Trong vong chay: CV<=3.0% (n = 20), d§ chinh xac cua 16 1a <6% (n= 3).

Két qua mo rong NGSP: 4.0%~6.0%.
Thanh phan chinh:

NaCl 170mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Tiéu chuén chat luong ISO 13485:2016

Tui

Dung dich ly giai hong cau

Do chinh xac: <5.0%

D chinh xac: Trong vong chay: CV<3.0% (n = 20), d0 chinh xéc cua 16 1a <6% (n= 3).

Két qua mo rong NGSP: 4.0% ~ 6.0%.
Thanh phan chinh:

Buffer 20mmol/L

Sodium chloride 20mmol/L

Surfactant 0.05ml/L

Perserver < 0.5 ml/L

Tiéu chuén chét luong ISO 13485:2016

Can

Chat hi¢u chuan xét nghi¢m dinh
luong HbAlc

Chat hi¢u chuan xét nghiém dinh luong HbAlc

Thanh phén chinh:

Huyét sac 16 glycosyl hoa. bao gdm chit bao quan va chat on dinh.
Tiéu chudn chat luong 1SO 13485:2016

Hop

[Re]

L&

\ .




Vit liéu kiém soat chat lugng xét

Vit liéu kiém soat chat luong xét nghiém dinh lugng HbA 1¢
Thanh phan chinh:

136 AR AT ; s £ . Ty Ho 2
nghi¢m dinh lugng HbAlc¢ Huyét sac 16 glycosyl hda, bao gom chat bao quan va chat 6n dinh. o
Tiéu chuan chat lugng ISO 13485:2016
Thanh phan chinh:
3 A Cot lam bang kim loai khong gi. trong c¢6 mang loc chuyén dung. chiu duoc ap suit cao. X
137 |Cot sac ky ; IR TR SR e & R TG Ao R Chiéc 1
: Kich thude: 4.6x30 mm, Sum
Tiéu chuan chat lugng ISO 13485:2016
8. MAY PO DUONG HUYET
8.1 M4y do dwong huyét Vivacheck
- Sir dung Men GOD, Céng nghé cam bién sinh hoc,
- Que test 8 dién cuc bang bac, Cong nghé " No coding”,
138 Test thir duong huyét - Péng goi timg test rdi, moi tai dung que thir c6 chira chét 1am kho Test 20.000
- Loai bo sy anh hudng ctia Hematocrit
- Gidi han hematocrite (dai HCT) 20-70%. do chinh xdc duoc cho Tré em. phu nit mang thai va
9. HOA CHAT VI SINH.
Bo nhudm Ziehl Neelsen dung dé thuc hién xét nghiém soi nhuém. Bao gdbm 03 dung dich thude
nhudm thanh phan la Carbo Fuchsin thé tich 250ml, Alcohol acid (Hydrochloric acid in ethanol)
] ot e thé tich 250ml va Methylen Blue thé tich 250ml. )
139 |BO nhudm Ziehl Neelsen s , T Y : ] s Al Bo 4
- Bao quan: Nhiét do phong thi nghiém (15-25°C)
- Dong goi: BO 3 chai x 250ml ¢6 voi bom tién dung
- Tiéu chuan chat lugng: 1ISO 9001:2015, ISO 13485:2016
140 |Giemsa 500mL Chat thir nhudm hinh thé té bao va vi khuén. Tiéu chuin chat luong ISO9001. Lo 1
141 [Cloramin B Clo dat 25- 27%, bot trdng ¢6 mui dac trung kg 500
Gel boi tron dugce st dung dé boi tron ndi soi da day. ndi soi dai trang, ndi soi truc trang, boi tron
i i am dao...da duoc tiét trung. ; s
142 |Gel boi tron ; g TR % Tuyp 30

« Thanh phan chinh: Water; Glycerin; Monopropylen: Glycol; Hydroxyl ethyl cellulose; Methyl;
Hydroxybenzoate: Citric Acid




Gel str dung trong siéu am., phu hop vaéi tan so sicu am dang su dung. Khong c6 formaldehyde.

143 |Gel siéu am - ’ _ i Ty Can 50
) Gel trong. tan hoan toan trong nudce, Do PH 6.5-7.5

144 [Xanh methylen Ho4 chit nhuém Giemsa Chai 1
Gel dién tim phu hop dién cuc may dién tim, di¢n ndo, cho chit lugng hinh anh siéu am tuyét voi.

145 |Gel dién tim gitip bao vé bé mat dau do siéu am khéng bi an mon mot cach nhanh chong, khéng chia Tuyp 15
formaldehvde, vo khuan, khong man cam da, khong gay rat da.
Diing trong md bénh hoc Dung dich hén hop Papanicolaou EAS0. Gom: >= 80% - < 90%

146 |BO nhudém EA 50 ethanol; >= 1% - < 3% acetic acid; >= 1% - < 3% propan-2-ol;>= 1% - < 3% methanol; Light Chai 2
Green, Eosin Y: Phosphotungstic acid; Deionized water.

Cassette nhua dung trong giai ; ! | L oy 5
147 o e g = £E Kich thude: 40x 28x6,8 mm. Co6 nap nhua, 16 1om. Cai 500
phau bénh
148 |Eosin Diing trong md bénh hoc Dung dich hdn hop Eosin G or Y, alcoholic 0.5% trén nén cytoplasmic. Chai 5
' Gom Eosin G or Y, >= 70% - < 80% ethanol; ethyl alcohol va >= 0.5% - < 1% acetic acid

"Nhudém Giemsa dugce sir dung cha yéu trong nhudm mau va phét té bao tayxuong.
Do pha lodng khuyén nghi 1:10 hodc 1:15 trong dung dich dém Sorensen phosphatepH 6,5-6.8
Methanol:<50% :

149 |Giém sa me i Chai 1

: Glycerol: < 25%

Ethylene Glycol: <25%"
Dung nhuém mé bénh hoc. Dung dich khéng chira hydrate chloral. Bao gom: >= 20% - < 25%

150 |Hematoxylin ethanediol; >= 3% - < 5% ethanol; >= 1% - < 3% acetic acid; >= 1% - < 3% alluminum sulphate Chai 2

hexadecahydrate: >= 0.1% - < 0.25% methanol.

10. SINH PHAM

Npots/




Khay/The thur xét nghiém dinh
tinh Amphetamine,

Xét nghiém sac ky mien dich dé xac dinh dinh tinh su hién dién cta cac loai thude duoc liét ké
trong bang dudi day trong nude tiéu cua con nguoi:
Amphetamine (AMP), hi¢u chuan d-Amphetamine. murc gidi han 1000 ng/mL

I51 |Methamphetamine, Marijuana.  [Methamphetamine (MET), hiéu chuan d-Methamphetamine, murc ¢i6i han 500 ng/ml. Test 2.000
va Morphine Marijuana (THC), hiéu chuan 11-nor-A9-THC-9-COOH, mirc gio1 han 50 ng/mL
(AMP/MET/THC/MOP) Morphine (MOP300). hiéu chuian Morphine, mtrc 161 han 300 ng/mL
Tiéu chudn chat luong [SO 13485:2016
Ty 1€ trung khop duong: 97.33%
.,tl '-"' yhiA 3 £ v lé A : i 0 ¢
15 Khay ht xét nghi¢m dinh tinh 'I\ I¢ 1|Iunﬂg h‘()p am: 98.45% Test 5000
Morphine Tong ty 1€ trung hop: 98.04%
Tiéu chuan chat lugng: 1SO 13485:2016
o Th e it et -nghiém dinh D\nghdich C-(’):Chl:!'a nfmg;d(} ’pI‘OAlCil‘] thap va IgM do:n dong cit;a ngu‘é:i Vd lg(? kh'é;ng D;' Thube thu
153 ! : nay s¢ truc tiép ngung két cac 1€ bao Rh D duong tinh, bao gom phan lém cédc bién thé (nhung Lo 5
nhom mau D 9 AN s = =
khong phai DVI) va ty 1& D yéu (Du) cao.
' G b i AB ES-4 / ES-15 sé& phat hién khang nguyén A, ic B.
Thiids thitxstnghisnd dinh Don.;c e baoﬁAnu 'AB\ S-4/E s€ phat hién khang nguyén A, Ax hodc ; )
154 A pRTAR Anti AB khong cé6 mau Hop 30
Tiéu chudn chit luong ISO 13485:2016
: e i -1 s& phat hi¢n khéng nguyén A.
TGS fhivxes fefiiem dink Donlcb té l?ao ‘Antl A BRMA-1 sé¢ phat hi¢n khang nguyén A :
155 it e Ant1 A ¢6 mau xanh lam Lo 30
X Tiéu chuan chét luong ISO 13485:2016
o el i B LB-2 s¢ phat hién khang nguyén B.
| Thabe thivzernghidn dink Don.g I.C ha}() A}ltl B LB-2 s¢ phat hién khang nguyén B 5
156 L g Anti cO mau vang Lo 30
Tiéu chuan chét luong 1SO 13485:2016
Do nhay va dé dac hi¢u
157 |Test thoe HEV D¢ nhay tuong déi: >95% Test 200
Do dac hiéu tuong doi: >98%
SPSHIlA L L e Test nhanh vi khudn HP kho dang gidy bio quan & nhiét do thuomg 18-30 do C, Phat hién vi
: : : est nhs ' : ang giay b: 8 ong 18-3 ; 3 o 2
158 [Helicobacter Polyri (test HP da Rl S Sipi s R ik e b & o ? I'est 2.500

dav)

khudn HP nhanh cho ra két qua trong vong 1-3 phut . Do nhay > 90% D¢ dac hiéu cao. 100%




Khay thu/Que thu xét nghiém
dinh tinh khang nguyén HBsAg

D6 nhay: Tong 99.69%
D9 dac hiéu: Tong 99.38%
Tiéu chuan chat luong ISO 13485:2016

Test

4.000

160

Test HCV
(Test nhanh chan doan viém gan
)

Do nhay: Tong 99.26%

Do dac hiéu: Tong 99,08%

Kha nang gay nhiéu: 99,22%

Tiéu chudn chat luong 1SO 13485:2016

161

Test nhanh chan doan HIV

- Do nhay 100% ,
- B9 dic hidu > 99.75%. Cho két qua nhanh trong vong 15 phit,
- Pat tiéu chuan ISO 13485.

Test

2.000

162

Khay thur xét nghiém dinh tinh
khang thé khang HIV

Phét hién tit ca cac type khang thé (IgG. IgM, IgA) dic hiéu véi virus HIV-1 gdm type phu O va
HIV-2 va phan biét trong mau huyét thanh. huyét tuong va mau toan phan. Do nhay: 100%: Do
dac hi¢u: 99.8%.Hop 100 test.

Cong hop vang: khang nguyén tai t hop HIV-1 gp4l, p24, HIV-2 gp36 - keo vang; Vach thur 1:
khéng nguyén tdi td hop HIV-1 (gp41, p24): Vach thu 2: khang nguyén téi t6 hop HIV -2 (gp36);
Vach chimg: huyét thanh dé khang HIV.

Han dung 24 théng ké tir ngay san xudt. Khong co phan tmg chéo véi cdc mau tham tach mau,
mau rdi loan déng méu, miu chira yéu t6 dang thap, mu duong tinh véi khang thé khang HCV
vd mu mau phu nit mang thai. Kit thir hoat dong 6n dinh it nhat 48 gi& sau khi mé tai nhom.
Duoc ban hanh trong Hudéng dan Quan Ly, Diéu tri va cham soc HIV/AIDS cua BYT hién hanh
vi trong cong vin 858 vé viée khuyén céo cac phuong cach xét nghiém chan doan HIV Quédc gia
clia vién vé sinh dich té trung uong.

Pat tiéu chuan: ISO. WHO

Test

2.000

163

Kit thir nhanh phat hién khang
thé IgM khang virus viém gan A

- Do nhay twong dbi > 95.0%
Do dac hiéu twong ddi 1a> 98%

Tiéu chuan chat lugng: 1SO 13485

Test




164

Kit thir nhanh phat hién khang
thé khang virus Dengue

Hiéu suat 1am sang I¢G

Dd nhay: 97.68%

D3 dac hi¢u: 99.32%

Do chinh xac: 98.49%

Hi¢u suit lam sang IgM

Do nhay: 96.88%

Do dac hiéu: 99,07%

Do chinh xac: 98.09%

Thanh phan chinh:

Xét nghiém chita mot dai mang duge phu khang thé IgG khang sot xudt huyét va IgM khang sbt
xudt huyét trén vach thir nghiém, khang thé dé khang chudt trén vach doi ching va mot miéng
dém lién hop c6 chira keo vang két hop véi khang thé khang sot xuét huyét.

Test

200

Tong: 164 mit hang

Tong: PLO1 + PL 02 : 269 mit hang




