RHEUMATOID FACTORS (RF)Latex
RHEUMATOID FACTOR(SLIDE LATEX AGGLUTINATION TEST)

Intended Use
The reagents are for in-vitro diagnostic use only.

Principle

The RF Reagent is a suspension of polystyrene latex particles sensitized with specially prepared human IgG in order
to avoid unspecific agglutination. The RF latex reagent sensitivity has been adjusted to detect a minimum_of 8 IU/mL
of rheumatoid factors according with the WHO international Standard without previous sample dilutio

Reagent provided
1. Reagent 1- Latex RF in suspension (contains Sodium Azide 0.1%).
2. Reagent 2-Positive Control containing at least 8 IU/mL of RF.*
Human Serum(Contains Sodium Azide 0.1%).
3.  Reagent 3- Negative Control containing less than 8IU/mL of RF.* \

Human Serum. (Contains Sodium Azide 0.1%).
*The human sera used in the controls has been tested and found negative for and H
However a careful handling is always recommended.

Reagent storage and stability

Shake the Reagent 1 (RF Latex) before use. After that it must be uniform al utwisible clumping. The test
sensitivity depends on the drop volume (40 pl).Do not use droppers o han those provided in the kit and place the
dropper perpendicular to the slide surface.
The Reagents, if stored at 2-8°C are stable till the expiry date state
Specimen collection and preservation

Blood should be collected in a clean dry container. Avoid.the use
clotting time. Haematic, lipaemic or contaminated sera m d.

abel. DO NOT FREEZE.
or siliconized container which may prolong

Procedure
* Before using the kit, allow the components to reach ro perature.
¢ Gently shake the reagent to disperse the latex patticles.

. Qualitative Test
. Check the reagent against the positive a
. Place a drop (40 pl) of UNDILUT eru
. Add a drop (40 pl) of the Reagent.1
. Mix both drops spreading tk
. Rotate the slide, manuall

controls (as follows).
0 a circle of the slide.

) next to the drop of serum.
urface of the circle.

2chanical rotor at 80-100 rpm for two minutes. Read the presence or
period of time. Unspecific agglutination could appear if the test is read
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1:2 1:4 1:8 1:16
Sample Serum 100 pl - - -
Saline 100 pl 100 pl 100 pl 100 pl
> 0 Ly qoou
—> 100 pl
Volume of above 404l 404l 40l 404l

diluted sample

RF-1 Page 1



Concentration will be the reciprocal of positive reading dilution

8 x n(Ratio of
Dilution)

IU/ml 16 32 64 128

8 x2 8 x4 8 x8 8 x16

Normal Range

Adults: < 8 IU /ml

The Rheumatoid Factors are immunoglobulin’s (most of the IgM) with antibody activity. These factors are present in
most of patients suffering from Rheumatoid Arthritis. There are different rheumatoid factors and does not exist any
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Symbols Ay

In Vitro Diagnostics ti //.,L\ Keep away from sun light. &l Date of Manufacture.
[]

Batch No.

CONT| Content /H/ Storage Temperature. ./*. Keep Dry. H Manufactured By.

Cog o. A T

KEE DIAGNOSTICS PVT LTD

CIN: U24231DL2004PTC128343 .

A subsidiary of KEE PHARMA LTD

A-8 . 3RD FLOOR. NARAINA INDUSTRIAL AREA, PHASE 2.
NEW DELHI-110028.

W. www.keediagnostics.com.

E. info@keediagnostics.com, T. 011 43136000.

Read Instructions. T Fragile. 8 Product Expiry Date.
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