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Evaluation of Norudia® HbAlc Kit for Glycohemoglobin Assay

Seung-Bok Hongl and Eun-Joong Kim®
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Department of Pathology, Chungbuk National University Hospital, Cheongju 361-711, Korea’

Measurement of hemoglobin Alc is used as an objective indicator of long-term blood glucose control in
diabetic patients. We evaluated recently introduced Norudia® HbAlc (Daiichi Pure Chemical Co. Ltd,
Tokyo, Japan) test reagent using enzyme method for HbAlc assay. Linearity, precision and correlation with
VARIANT™ 1I Turbo HbAlc analyzer (BIO-RAD, Hercules, CA, USA) were evaluated. The reference
range was determined from 201 healthy subjects. The Norudia® HbAlc test reagent was founded to be linear
in a range of 5.6% to 14.0% (r"=0.9885). The within-run and between-day precision were 0.954% and 1.03%
for low level (HbAlc 5.24%), 0.67% and 1.28% for high level (HbAlc 9.01%), respectively. Comparison
study between Norudia® HbAlc test reagent and VARIANT™ II Turbo showed good correlation with a
slope of 1.0489. an intercept at -0.9717, and coefficient of correlation was 0.9907. The reference range of
HbAlc obtained from this reagent was 4.07-5.50%. The Norudia® HbAlc test reagent showed good
linearity, precision and correlation with HbAlc analyzer with HPLC method. In addition, the exclusive
analyzer is not required for assay and then this kit may be useful for HbAlc assay in clinical laboratory.
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Fig. 1. Linearity of Norudia® HbAlc test reagent.
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Table 1. Within-run and between-day precision of Norudia®
HbAlc test reagent and VARIANT™ II Turbo HbAlc analyzer

Level of HbAlc

Parameter = ™
Norudia™ HbAlc VARIANT ™ II Turbo
Normal High  Medium High
Mean (% HbAIc) 5.24 9.01 7.79 9.20
Within-run CV (%)  0.95 0.67 1.09 0.39
Between-day CV (%) 1.03 1.28 2.87 1.68

3. azkd A 5|7EM "ot

VARIANT™ 11 Turbo W 3}e] A3 A4 A3
y=1.0489x-0.9717 ©|2 AAAF(r)= 0.9907°]3
(p<0.001)(Fig. 2).
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Fig. 2. Correlation of HbAlc between Norudia®
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