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Intended Use

Cholesterol calibrator is intended for the calibration of HDL cholesterol assays on automated and semi-automated analyzers.

Product Description

The product consists of lyophilized human serum.  The human serum contains cholesterol to provide the defined assay value.

Precautions

For in vitro diagnostic use only.

Human serum was used in the manufacture of this product.  Each donor unit was tested with licensed reagents and found negative for the HIV antibody.  Because no test method can offer complete assurance that products derived from blood will not transmit infectious agents, it is recommended that this product be handled with the same precautions used for patient specimens.

Storage and Stability 

Unreconstituted cholesterol calibrator is stable until the expiration date when stored at  2-8°C.  Reconstituted cholesterol calibrator is stable for 21 days when stored at 2-8°C and at least 30 days at -20°C.

General Instructions For Use
Using a volumetric pipette, add exactly 10.0 ml of distilled or deionized water to the lyophilized serum.  Gently invert the vial intermittently over a period of 20 minutes to ensure complete dissolution of contents.  Immediately prior to use, gently invert the vial 5-10 times.  

Follow the calibration procedure recommended by the instrument manufacturer.

NOTE:  
In determining HDL cholesterol values, be sure to account for the dilution of the sample made by the addition of the HDL precipitating reagent.  This can be accomplished by either: 

1) multiplying the final result by the appropriate dilution factor, or 

2) multiplying the calibrator value by the appropriate dilution factor.
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