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Hb A1c CALIBRATORS

Composition
Hb A1c Calibrators 1 and 2 are obtained from pools of human blood samples.
The bloods are in a stabilized lyophilised form.

For In Vitro Diagnostic Use.

Application
The Hb A1c Calibrators are designed for the calibration of electrophoretic quantification of human glycated
hemoglobin A1c with HYDRAGEL 7 / 15 Hb A1c * procedures.

Procedure
Reconstitute each Hb A1c Calibrator vial with 0.6 mL of distilled or deionized water. Allow to stand for 5 minutes
and mix gently (avoid formation of foam).
NOTE : The precision of the reconstitution volume to be maintained is ± 1.0 %.
After reconstitution, each calibrator must be used as follows :
Hemolyse 40 µL reconstituted Calibrator with 160 µL Hb A1c Hemolysing Solution, vortex for 10 seconds
minimum, incubate for 5 minutes at room temperature and use it immediately.
For calibration, it is necessary to include one track of Hb A1c Calibrator 1 and one track of Hb A1c Calibrator 2
into each run of samples on HYDRAGEL 7 / 15 Hb A1c gels.
Apply 10 µL Calibrator 1 in well N° 1 of the applicator and 10 µL Calibrator 2 in well N° 2.
See the instruction sheets of HYDRAGEL 7 and 15 Hb A1c kits for glycated hemoglobin A1c analysis.

Storage, stability and signs of deterioration
Store the lyophilised Hb A1c Calibrators refrigerated (2 to 8 °C). They are stable until the expiration date indicated
on the box or vial labels.
The reconstituted calibrators should be used immediately due to the risk of microbial contamination or
denaturation. The reconstituted calibrators may also be frozen (in aliquots) and stored at - 18 / - 22 °C for
6 months maximum.
Use thawed Hb A1c Calibrators without any delay.
NOTE : During transportation, the Hb A1c Calibrators can be kept without refrigeration (15 to 30 °C) for 15 days
without any adverse effects on performance.

WARNING : No test method can provide an absolute assurance of the absence of HIV, hepatitis B and C or other
infectious agents. Therefore, handle the Hb A1c Calibrators as a hazardous biological material.
These lots of bloods were found negative on assays approved by FDA or EU equivalent regulatory agency :
- against hepatitis B surface antigen ;
- for antibody to HCV ;
- for antibody to HIV1 and HIV2.
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