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Serum/PlasmaRapid VisualTest for to HIV-I & HIV-2 in Human
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Separate Dots for HlVl , HIV-2 & Control

3. PRINCIPLE OF THE TESTI. HISTORICAL REVIEW AND AETIOLOGY OF AIDS

(Acquired lmmuno Deficiency Syndrome)

First confirmed case of AIDS was identified in 1983 and by 1984 the

etiologic agent, the Human lmmunodeficiency Virus (HlV)'

subsequently named HIV-1 was isolated. Shortly aftenrards in 1985

another retrovirus subsequently named HIV-2 was isolated in Africa'

These two viruses belong to the retrovirus group and are slow viruses'

The structure, gene organisation and serological behaviour of HIV-1

& HIV-2 and their complete nucleotide sequence has been determined'

This knowledge has laid a foundation for the development of a new

assay based on Recombinant DNA technology leading to the

differential detection of antibodies to HIV-1 & HIV-2 (i{ present) in

Human Serum or Plasma. Research has shown that antibodies

produced against envelope gene are found in infected people as shown

in graph, (Fig.-l).

HIV antibodies, iI present, bind

birds to ttre Fc Portion of the

against a white background-

(Fig.-s).

DESCRIPTION

Store the kit at 2-B"C in the driest area available

Bring all reagents and test components to room temperature

i2O-30"C) before use. Return entire kit at 2-B"C when not in use DO

NOT FREEZE TEST COIVPONENTS.

5, MATERIAL REQUIRED BUT NOT PROVIDED

The kit contains all the items required to perform'this test. But if the

sample is viscous/turbid/contains particulate matter, a centrifuge will

be required, to separate off the suspended matter: Since the test is

pompleted in less than 5 minutes a timer or stop watch is not essential.

6. STORAGE

Store the entire kit at 2-8"C in the coolest and driest arei available.

The components are stable for 15 months from the date of

manufacturing,'when stored at 2-8"C. Do not use the kit .beyond the

expiry date. DO NOT FREEZE THE KIT COMPONENTS.

7. KIT PRESENTATION 
T.

50 Test Pack 100 Test Pack

200 Test Pack
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HIV TRI-DOT has been developed and designed

using gp41. C terminal of 9p120 & gp36

representing the immunodominant regions of

HIV-1 & HIV-2 envelope gene structure
respectively. The device (an immunofiltration

membrane) includes a "Buillin Quality Control

DOT" which will develop colour during the test,

thereby, confirming proper functioning of the

device, reagents and correct procedural

application. This CONTROL DOT is the "Built-

in Quality Control." (Fig.2)

HIV TRI-DOT has been specially researched, developed and

engineered using several thousands of .serum/ptasma sbdcimens. lt

has also been evaluated by UNAIDS (WHp) Geneva, using samples

o{. European, Asian, Latin American & African origin. The Sensiti\iity

and Specificity has been extremely high in these samples of diverse

origin.

The panel used for evaluation of HIV TRI-DOT by lnstitute of Tropical

It/ledicine, WHO Collaborating Centre in AIDS, Belgium also included

HIV-O Virus, which was found reactive wilh HIV TRI-DOT.

z. ilrreruoeo use

The HIV TRI-DOT Test is a visual, rhpid, sensitive and accurate

immunoassay for the diflerential detection of HIV-1 & HIV-2 antibodies

(lgM, lgG & lgA) in Human Serum or Plasma.using HIV-1 & HIV-2

Antigens'immobilized on an immunofiltration'membrane' The test is a

screening test for anti-HlV-1 & anti-HlV-2 and is for ln vlfro diagnostic

use only.

HIV
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2. Buffer Solution Buffer containing BSA

and sodium azide.

Ready to us€.

Reary to use.

I

3. Protein-A
Coniugate

4. Sample

Dropper

Protein-A Coniugate in

liquid form containing

sodium azide.

Long Plastic dropper Provided
for adding the sample.
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