

Apolipoprotein A1/B



Calibrator Set



Intended Use

For in vitro use only.  This four level calibrator set is intended for use in the quantitative determination of apolipoprotein A1 and apolipoprotein B in human serum by immunoturbidimetric analysis at 340 nm on selected automated clinical chemistry analyzers.  Contact the manufacturer’s Technical Service department for available instrument application guides.

The calibrators of this kit must be used with the manufacturer’s apolipoprotein reagents.  The manufacturer does not support the use of these calibrators with other reagents and methods except those specifically supplied by the manufacturer.

Contents

Apo A1/B calibrators are prepared from pooled human serum which was tested by FDA approved detection methods for Hepatitis B Surface Antigen (HbsAG) and Human Immunodeficiency virus (HIV) antibody and was found to be negative or non-reactive.  The calibrators are in liquid form containing four different concentrations of apo A1 and B and contain non-reactive stabilizers and sodium azide (0.1%) as preservative.  NOTE:  See PRECAUTIONS for information regarding the handling of kit components.  Human serum, 0.5 ml per vial (8 vials).  Apo A1 and B concentrations (mg/dL) are listed on the vial label.

Precautions

1. For in vitro diagnostic use.

2. Avoid ingestion and contact with skin.

3. All human sera used in the manufacture of this kit have been tested by FDA approved detection methods for Hepatitis B Surface Antigen (HbsAG) and human immunodeficiency virus and were found to be negative or non-reactive.  WARNING:  POTENTIALLY BIOHAZARDOUS MATERIALS.  Since no test method can assure that products derived from human blood do not contain HIV and Hepatitis B viruses, calibrators and patient samples should be handled as though capable of transmitting infectious diseases.

4. CAUTION:  Calibrators contain sodium azide.  Sodium azide may react with lead and copper plumbing to form explosive metal compounds.  When disposing of calibrators through plumbing fixtures, flush with copious quantities of water. 1 

5. Once dispensed, calibrators should never be returned to the original vial.

Calibration Preparation 

1. The apolipoprotein calibrators are provided in a ready-to-use form.

2. Allow the calibrators to equilibrate to room temperature prior to use.

3. For use with selected automated clinical chemistry analyzers.

Materials Required but not Provided

1. Automated clinical chemistry analyzer.

2. Apolipoprotein Reagents from the same manufacturer, deionized water and system consumables.

Storage and Stability

1. Store the kit in a refrigerator at 2-8°C.  The unopened vials of the kit are stable until the expiration date shown on the labels. DO NOT FREEZE CALIBRATORS.

2. Previously opened vials containing calibrator sera are stable for four weeks when stored at 2-8°C or until expiration date, if sooner.  DO NOT USE CALIBRATORS WHICH ARE LEFT OPEN OR EXPOSED TO AIR FOR LONGER THAN 30 MINUTES ON THE ANALYZER AS THIS MAY RESULT IN EVAPORATION.  Calibrator sera must be tightly capped and stored at 2-8°C when not in use.

Procedure

1. Allow the calibrators to come to room temperature.

2. Pipette the required amount of each calibrator serum into analyzer delivery cup; refer to instrument specific Application Guide and apolipoprotein reagent package insert for detailed procedure.


3. Calibrate the test system using deionized water as Cal-1 (zero apolipoprotein concentration) and apolipoprotein calibrator serum levels 1 through 4 as Cal-2 through Cal-5 to generate a five point calibration curve.

Calibrator Values

Calibrators of this kit have been assigned apolipoprotein concentration values with the use of the IFCC supplied protocols and the IFCC proposed standard reference material, SP1.  Values for each calibrator assigned are printed in units of mg/dl on the vial label.

Limitations
1. The apolipoprotein calibrator values are specific for use with the manufacturer’s apolipoprotein reagents only.  Use of these calibrators with other reagents is not recommended.

2. Dust particles or particulate matter in the reaction solution may result in extraneous turbidimetric signals giving rise to variable calibration curves.

3. Calibrators must not be frozen and must not be allowed to stand for repeatedly long periods of time (over 2 hours) at room temperature.  Keep calibrator vials tightly capped and stored at 2-8°C when not in use to avoid microbial contamination and evaporation.
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