RF TURBILATEX

(Latex-turbidimetry)
Quantitative Determination of Rheumatoid Factors(RF)

PRINCIPLE OF THE METHOD

The RF-Turbilatex is a quantitative turbidimetric test for the measurement of Rheumatoid factors (RF) in human
serum or plasma.

Latex particles coated with human gamma globulin are agglutinated when mixed with samples containing RF. The
agglutination causes an absorbance change, dependent upon the RF contents of sample that can be quantified by
comparison from a calibrator of known RF concentration.

CLINICALSIGNIFICANCE

Rheumatoid factors are a group of antibodies directed to determinants in the Fc portion of
molecule .Although rheumatoid factors are found in a number of rheumatoid disorders, Sy
erythematosus (SLE) a and Siogren’ssyndrome as well as non-rheumatic condition, its central role in clinic lies its
utility as an aid in the diagnosis of rheumatoid arthritis (RA).

REAGENT PROVIDED

Diluent (R1) =2x20 ml

Latex (R2) -2x5ml

RF Calibrator - 1 x 0.5 ml (Ready to use)

WORKING REAGENT PREPARATION

Swirl the latex vial gently before use. Prepare the necessary amount as foll
0.4 ml of activation Buffer (R1) + 0.1 ml of Latex Reage

STORAGE AND STABILITY

All the components of the kit are stable until the expiration date onithe label when stored at 2-8°C and contaminations

are prevented during their use. Do not use reagents over the expiration dateDo not freeze the reagents.

REAGENT DETERIORATION:

Presence of particles and turbidity.

SAMPLES

Fresh serum or plasma. Stable for 7 days at 2-8%C or 3 thsiat -20°C. The samples with presence of fibrin should

be centrifuged before testing. Do not use hemolized or lipe samples.

CALIBRATION

Use RF Liquid Stable Calibrator provided i

CALIBRATION CURVE

Single Point Calibration Curve

Dilute the RF Calibrator in 1:1

btain new concentration. Calibrate the analyzer using this as calibrator

Prepare the following F . In 0.9% saline by serial dilution as per the comc. stated on the calibration

vial.

StdCalibrator 4 3 2 1
2007 200 2007] 200
200 (= 200 [mp 200 [mp 200
200 200 200 400
75 37.5 18.75 9.375

Components from human origin have been tested and found to be negative for the presence of HBsAg, HCV and HIV
(1/2). However, handle cautiously as potentially infectious.

SYSTEM PARAMETER

Reaction type End Point
Wavelength 660 nm

Flow cell Temperature 37°C

Reaction Type Increasing
Reagent Volume 1000 pl (800+200)
Calibrator/ Sample Vol 15l
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Incubation Time 300secs (outside at 37°C)

Read Time 5secs

Reagent Blank Abs. < 1.0Abs

Linearity Up to 155 IU/mL
PROCEDURE

Manual Method (For Semi-Automatic Analyzers)

1. Allow the reagents and samples to reach room temperature before use.
2. Assay Condition

Wavelength: 660 nm

Temperature: 37°C

Cuvette Light Path: 1 cm
3.  Adjust the instrument to zero with distilled water.
4.  Pipette into cuvette:

Blank Calibrator
Reagent 1 800 pl 800 pl
Reagent 2 200 pl 200 pl
D. Water 15l -
Calibrator - 15 Wl

Serum/Plasma - -

Mix well and incubate for 5 min at 37°C. Read the absorbance (A) after i
incubation time should be same (different incubation times give different.abso
Method (For Fully Automatic Analyzers)
Assay Condition

Wavelength: 660 nm

Temperature: 37°C

Read against water balnk:

Reagent 1

Sample

Mix and after 4.70 minutes of incubation
Reagent 2
Mix and read absorbance (A1) at €

CALCULATIONS

st
ond absorbance (A2) at 236 seconds.

(A2- Aq) sam
x calibrator i

PERFORMANCE
1. Line: under the described assay conditions. Samples with higher

Id be diluted 1/6 in 0.9% saline and retested again.

Bilirubin (20 mg/dl), Lipemia (10 g/l) and Rheumatoid Factors (300 1U/ml), do not interfere. Hemoglobin (= 5 g/l),
interferes. Other substances may interfere.
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