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Performance Followings are obtained from runs on Hitachi 7180
@ Reproducibility
Intra run Lot 1 Lot 2 Lot 3
Level 1 Level 2 Level 3 Level 1 Level 2 Level 3 Level 1 Level 2 Level 3
Mean 5.0 9.0 12.8 5.0 9.0 12.9 5.0 9.0 12.9
SD 0.01 0.02 0.02 0.01 0.01 0.03 0.01 0.02 0.03
CV(%) 0.25 0.21 017 0.25 0.15 0.23 0.25 0.17 0.24
n 10 10 10 10 10 10 10 10 10
Intra run Lot 1 Lot 2 Lot 3
Level 1 Level 2 Level 3 Level 1 Level 2 Level 3 Level 1 Level 2 Level 3
Mean 5.0 9.0 12.9 5.0 9.1 13.0 5.0 9.1 13.0
SD 0.02 0.02 0.06 0.02 0.01 0.04 0.02 0.01 0.02
CV(%) 0.32 0.19 0.45 0.3 0.16 0.29 0.34 0.11 0.13
n 5 5 5 5 5 5 5 5 5
@ Correlation © No influence of Plasma mixture
A correlation study showed excellent Plasma withdrawal ratio is described as the ratio of
correlation with HPLC, the standard method. plasma to packed red cell.
160 The ratio of 100% means the mixture ratio between
plasma and packed red cell is 1:1.
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Interference

High lipid(hormagine concentration of 2,700 degrees) or bilirubin(conjugated type
20mg/mL, free type 20mg/mL) in blood sample did not affect the test results.

Reference Range

Measuring Range

3.3 — 14.5% (NGSP%) 4.6 - 6.2% (NGSP%)

Product description

Component Product Code Reagent Type
Reagent 1(R-1) Alc-F R1W Latex (liquid)
Resgent 2(R-2) Alc-F R2W Closs-linked Anti-HbA1c (liquid)

Associated Reagent Contents Reagent Type
Calibrator set(5 levels) 5X0.5mL lyophilized
Control set(2 levels) 2X0.5mL lyophilized

ACTIF Corporation 3-27-3, Kyodo, Setagaya-ku, Tokyo, 156-0052 JAPAN E-Mail: info@actifcorp.com TEL&FAX: +81-3-6804-4019







Basic Data Chemistry Analyzer:HITACHI 7180

Reproducibility Measurement of CRM
Measurand (HbAlc; NGSP %) JCCRM 411-3 (JDS Lot5)
1 San’15p|7(-:;L0W San;gliéngh HbA1c (NGSP)% Measurand
5 '7 1 ) 1 Level and expanded uncertainty % HbA1c (NGSP %)
: 2'78 13'24 Level 1 510 +0.13 5.09
a 5'73 13.28 Level 2 577 £0.14 5.76
5 5'70 13'30 Level 3 7.39 +£0.19 7.35
6 5'71 13'32 Level 4 9.60 +0.23 9.47
’ ’ Level 5 11.98 +0.28 11.89
7 571 13.28
8 5.73 13.27
9 5.72 13.30
10 575 1328 Measurement range
Average 5.72 13.27
SD. 0.02 0.05 HbAlc (NGSP %) ; 3% - 16%
C.V.(%) 0.29 0.35
MAX. 5.75 13.32
MIN. 5.70 13.16
RANGE 0.05 0.16
Freeze-thaw resistance Correlation with standard method
12.00
5000 N = 40
y = 0.980 x + 0.348
- r=0.994 o
4000 § 10.00
Freeze-thaw cycle g
3000 , T
] —4—no-freezing
=2 -1 time S 8.00
— . o
5 2000 —i—3 times %
2 =6 times 2
N 1000 —=¥=10 times ’::j 6.00
Whole Blood sample
0
0o 5.0 10.0 15.0 20.0 4.00
4.00 6.00 8.00 10.00 12.00
-1000 HbALC (NGSP %) ASRL KO500 Method (HbAlc; NGSP %)

Interference testing
Interference substance up to the following

concentrations does not affect the test result.

Interference substance Concentration A‘ ! I IF

Bilirubin F 19.6mg/dL

ilrl: “lj:m ¢ igg‘;ﬂ’g L 3-27-3 Kyodo, Setagaya—ku
y . . Tokyo 1560052 JAPAN

Hemolytic hemoglobin 500mg/dL TEL&FAX: +81-3-6413-1860

Reumatoid factor 11001U/mL B-Mail: in f.o@ac tif corp.com

Ascorbic acid 50mg/dL ) :

URL: www.actifcorp.com
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