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HDL/LDL Calibrator 
 
  
 
Store at 2-8 °C 

 
Configuration 

REF HBC11 
VOL 1 mL 
HDL/LDL Calibrator 1 x Lyoph. -1 mL 
Instrument Universal 

 

Intended use 
The Cypress Diagnostics HDL/LDL Calibrator is a human lyophilized serum. The 
calibrator is intended for the calibration of the HDL Cholesterol assay (HBL011) 
and LDL Cholesterol assay (HBL012) in manual and automated procedures.  
For in vitro diagnostic use only. For professional use only. 
 

Reagent composition 
HDL/LDL 
Calibrator Human lyophilized serum. Additives. Bacteriostatic agents. 

The concentration of HDL cholesterol and LDL cholesterol is lot specific and 
given on the label of the vial. 
The calibrator is traceable to NIST SRM 1951. 
 

Precautions 
- Components of human origin have been tested by an FDA approved method 

and found negative for the presence of HbsAg, and antibodies to HCV and HIV 
(1/2). As the risk of infection cannot be excluded with certainty, however, the 
product must be handled just as potentially infectious and disposed of 
accordingly. 

- All body fluid samples should be considered potentially infectious materials 
and the appropriate precautions should be taken. Wear personal protective 
equipment such as gloves, safety glasses, lab coats or aprons when working 
with possible biohazard contaminants. 

- Use Good Laboratory Practices (GLP) when handling this product.  
- Please refer to the MSDS, available on our website, for further information. 
 

Preparation 
Reconstitution: Bring the bottle to room temperature for 30 minutes. Gently tap 
the vial on a table to drop any lyophilized material from the rubber cap in the 
vial. Then, open it very carefully, avoiding any loss of the lyophilized material. 
Add exactly 1,0 mL high quality distilled water. Close the vial and allow to stand 
for 30 minutes. Swirl gently to homogenize. Ensure that all traces of dry material 
are dissolved. Do not shake or vortex. 
Bring to room temperature for about 30 minutes before use and mix carefully 
before each use. Avoid the formation of foam. 
Inaccurate reconstitution, improper storage and errors in assay technique can 
cause erroneous results. 
 
Storage, stability and disposal 
All the components of the kit are stable up to the date of expiration as specified 
on the label, when stored tightly closed, protected from light and 
contaminations prevented during their use. Storage temperature for this kit is 
2-8 °C. 
Do not use in case of visible evidence of microbial growth. 
 
The analytes in the reconstituted calibrator are stable for:  

7 days at 2-8 °C. 
1 month at –20 °C. Always aliquot reconstituted calibrator before 
freezing. Avoid thawing and re-freezing.  

It is not recommended to keep the HDL/LDL Calibrator at room temperature for 
extended periods of time aside from the duration required for reconstitution. 
Lipids tend to separate at room temperature. When handling lipid calibrators in 
general, mix gently prior to use.     
Do not use the product if deterioration or contamination is suspected or beyond 
the expiration date or open container stability period. Dispose unused or 
deteriorated product and waste in compliance with local regulations. 
 

Additional material required but not provided 
- Distilled water 
- General laboratory equipment 
 

Procedure 
The calibrator must be used according to the test instructions of the HDL 
Cholesterol assay (HBL011) and LDL Cholesterol assay (HBL012). Results of the 
controls should be within the defined ranges. Each laboratory should establish 
its own QC scheme and corrective actions if controls do not meet the acceptable 
tolerances. 
 
Notice: Any serious incident that has occurred in relation to the device shall be reported to 
Cypress Diagnostics and the competent authority of the Member State in which the user 
and/or patient is established. 
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