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HbA1c Calibrator for NORUDIA N HbA1c kit

This product is the cdibrator for the assay to determine levels of hemoglobin Alc in whole blood using
NORUDIA N HbA1c on an automated andyzer.

Preparation

1. Add 1mL of purified water to one vid of this product. Mix the contents of the via for goproximately 10 minutes by the
wave-rator or leave the vid to gand for 10 minutes a room temperature and then gently mix by swirling and turning
upside down severd times. The recondtituted cdibrator is stable for 10 days if refrigerated. Avoid freezing. Allow the
refrigerated cdibrator to reach room temperature (15-30°C) before measurement.

2. The recondtituted cdibrator kept for more than 2 hours should be mixed well before use,

3. The assigned vaues of HbA1c concentration, Hemoglobin concentration, and percentage of HbA1c are printed on the
reverse.

Handling Precautions

1. Thisproduct isthe calibrator specified for measurement with NORUDIA N HbA1c. Do not use this product for any other
purpose.

2. Recondtitute this cdibrator with purified water a about 20°C asit may not be easily dissolved with cold water.

3. Human source materid used in formulaing this cdibrator has been confirmed to be negative for HBs antigens, HCV
antibodies, HIV antibodies. However, handle this product in accordance with gppropriate bichazard procedures as though
capable of transmitting infectious agents. Wear disposable glovesto prevent diseasetransmission.

(B % (Packaging) ] ImLfAX2FEX3  (Two concentrationsx 3vidsfor 1mL)
(B8 ik (Storage Temperature) ] 2~10C (2110 C)
(EFHIRR (ExpirationDate) ) #MEIZRRLTHYET . (Theexpiration dateis printed on the outer packaging.)

BETT Manufacturer
BAATFsHIVHERXSH SEKISUI MEDICAL CO.,LTD.
i:é:#l;q: *E E *%:T E 1%3% 1-3, Nihonbashi 2-chome, Chuo—ku, Tokyo 103-0027 JAPAN
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Tablefor the concentration of HbA1c Calibrator for NORUDIA N HbA1c kit

Lot No. 214RDU
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The concentrations of the HbA1c, Hb and HbA1c(%) are different from each production Iot.
Pease confirm that the labeled Lot No. of each vid is consgtent with the Lot No. in this sheet
before testing.

HoA1c JERE Hb iR HbAlc

(¢ mol/L) (mol/L) NGSP fE(%)
FoUTL—i— @
HbA1c Calibrator (D 3. 66 99. 7 5.5
Fr)IL—4— Q@
HbA1lc Calibrator (2 15. 32 149. 8 11. 5
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This cdibrator is assgned by usng the JCCRM 411. Please input the following converson
formula into an automated anayzer to determine the HbA 1c(%) converted into the NGSP(%)
vaue.

HbA1c(NGSP%)=91.5 X HbA1c ( £ mol/L) .~ Hb ( 4 mol/L)+2.15

F1-. JDS B (%) EEH T BK(E. FaEgXE AL TIEELY,
HbA1c (JDS%) =0.98 X NGSP {i& (%)-0.25

(5&3¢Hk) Wieland Hoelzel, Cas Weykamp, et al : Clin. Chem. 50 :166-174, 2004
Atsunori Kashiwagi, et al : Diabetol. Int. 3(1): 8-10, 2012
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