

Rheumatoid Factor (RF)


Multi-Calibrator Set



Intended Use

This RF multi-calibrator set is intended to be used for the calibration of the manufacturer’s RF immunoturbidimetric assay.  The test uses human serum.  The rheumatoid factor assay is used in the clinical diagnosis and prognosis of rheumatoid arthritis.  For in vitro diagnostic use.

Reagents and Ingredients

Reagents:

RF-ITA Calibrator 1         1 x 1 ml  
Store at 2-10°C
RF-ITA Calibrator 2         1 x 1 ml  
Store at 2-10°C
RF-ITA Calibrator 3         1 x 1 ml  
Store at 2-10°C
RF-ITA Calibrator 4         1 x 1 ml  
Store at 2-10°C
RF-ITA Calibrator 5         1 x 1 ml  
Store at 2-10°C
Ingredients:  (when reconstituted) rheumatoid factor from human sera and 0.09% sodium azide HJHuHu
Determination of assigned values
Assigned values: See bottle labels
Determination of assigned values: RF activity was determined by turbidimetric immunoassay using the W.H.O. International preparation of RHEUMATOID ARTHRITIS SERUM as the primary standard. The expected values may change from lot to lot.  Please refer to the vial labels for the exact calibrator values.

Preparation 

Accurately add 1 ml of distilled or deionized water to dissolve the contents of each of the calibrators and slowly swirl the vial to completely dissolve the lyophilized cake. The reconstituted calibrator is stable for 7 days at 2-10°C.

Warnings and Precautions

1. For in vitro diagnostic use.
2. Not to be used internally in human and animals.

3. Do not use this calibrator for any other purpose than described herein.

4. Store the calibrators under the specified conditions. Do not use calibrators past the expiration date stated on each container label.

5. This calibrator is prepared from human sera that were found to be negative for HBsAg, anti-HIV 1 & 2 antibodies and anti-HCV antibody. Because no test can offer complete assurance that products derived from human blood will not transmit infectious agents, it is recommended that the RF ITA calibrator set should be handled with the same precautions used for patient specimens.
6. When discarding the calibrator, dispose of them according to local or national regulations.

7. This calibrator contains sodium azide as a preservative. Sodium azide may react with copper or lead plumbing to form explosive compounds. Even though these products contain minute quantities of sodium azide, the drain should be flushed well with a large amount of water when discarding the solution.
Storage and Stability

Calibrators should be stored refrigerated (2-10°C).  Return calibrators to 2-10°C promptly after use.  The reconstituted calibrators are stable for 7 days at 2-10°C.
Deterioration

Discard calibrators if they become contaminated.  Evidence of cloudiness or particulate material in solution is cause to discard.  

Materials Provided

Calibrators should be used as specified in the manufacturer’s RF immunoturbidimetric assay package insert.

RF-ITA Calibrator 1         1 x 1 ml  
RF-ITA Calibrator 2         1 x 1 ml  

RF-ITA Calibrator 3         1 x 1 ml  

RF-ITA Calibrator 4         1 x 1 ml  

RF-ITA Calibrator 5         1 x 1 ml  


Materials Required But Not Provided

1. Suitable chemistry analyzer.  See PROCEDURE and the specific instrument application guide for required reagent volumes and instrument parameters.  Contact the manufacturer’s Technical Service Department for available application guides.

2. RF immunoturbidimetric assay from the same manufacturer.

3. Deionized water

4. Pipettes

Procedure

1. Allow reagents, calibrator sera, control sera, and samples to equilibrate to room temperature prior to use.

2. RF multi-calibrators are assayed using the same procedure as the patient test samples run in the test procedure.  See package insert from the manufacturer’s RF immunoturbidimetric assay kit.
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