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TRACEABILITY 
Erba Lachema s.ro., Karasek 1d, 621 00 Brno hereby certifies the traceability of the assigne 
yaies o the product listed below to a teference material. 

Assignment of Reference Values to Fresh Whole Blood 

Hematology Calibrator values are traceable to standard reference methods. 
Hematology anaiyzers in the Quality Assurance Laboratory of the Supplier are whole blood calibrated to values obtained using the following standard reference nethods. Whole blood samples drawn tror ana, eaitny donors are collected in EDTA anticoagulant and analyzed within six hours of collection. 

The White Blood Cell (WBC) and Red Blood Cell (RBC) are analyzed on a Coulter Counter Z series instrument. All counts are corrected for coincidence. 

Hemogiobin is measured using the Clinical Laboratory Standards Institute (CLSI) recommended 
eagent for the hemoglobincyanide (cyanmethemoglobin) method Readings are made at 540 nm in 
a colorimeter/spectrophotometer calibrated according to CLSI H15-A3 and ICSH recommendations 
The hematocrit (packed cell volume) is measured using plain glass microhematocrit tubes (not coated 

wth anticoagulant) centrifuged for 5 minutes in a microhematocrit centrifuge according to the CLSI H7 
A3 document . No correction is made for trapped plasma. 

Platelets are assayed using a hemocytometer and phase contrast optics. 

Determination of uncertainty 

Uncertainty is an estimate of the range in which the true value of a reported result may occur. 

The uncertainty associated with the calibration of the H360, H560 and ELite 580 analyzer using the 

ELite H CAL calibrator has been estimated by adding the foBlowing sources of uncertainty: 

Uncertainty of the equipment used to determine the reference values: flask, pipette, single aperture 

impedance counter (WBC. RBC), Hemocytometer by phase-contrast (PLT). spectrophotometer 

(HGB), and ruler (HCT) 

Uncertainty of the hematology analyzer when calibrating with the ELite H CAL 
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