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INTENDED USE

The Screening kit for Antibody to Human Immunodeficiency
Virus (Colloidal Gold) is used for qualitative detection of
HIV-1 antibody and HIV-2 antibody in human fingertip blood.
It functions as an auxiliary method for diagnosis of human
immunodeficiency virus (HIVI/2), with the characteristics of
rapid, simple, accurate and high sensitivity.

INTRODUCTION

Acquired Immune Deficiency Syndrome is the full name of AIDS
(HIV), an infectious disease caused by HIV infection, which is
transmitted through sexual transmission, blood transmission
and mother-to-child transmission. HIV is an immune cell that
targets the most important immune cells in the human immune
system, CD4+ T lymphocytes, and destroys the body in large
numbers. HIV-1 and HIV-2 have been found. HIV-1 has 8
subtypes A-H and O subtypes, which are highly pathogenic

and are the main pathogens causing the global AIDS epidemic;
HIV-2 is less virulent and has an incubation period. It is mainly
confined to West Africa, and causes HIV with a longer course
“and mitder symptoms. Hiv is highly dependent or etiofogicat
diagnosis of infectious diseases, because no matter in the

early stage of infection or onset, or in a long incubation period,
only through the pathogen test, find out the evidence of the
presence of human immunodeficiency virus (HIV), can make the
diagnosis of HIV infection or AIDS.

PRINCIPLE

Diagnostic kit for Antibody to Human Immunodeficiency Virus
(Colloidal Gold) uses highly specific antigen-antibody reaction
and colloidal gold immunochromatography technology. The
polyester fiber (or non-woven fabric) was pre-coated with
gold-labeled HIVI/2 recombinant antigen and rabbit monoclonal
antibody, and the nitrate fiber membrane test line and control
line were coated with HIVI/2 recombinant antigen and anti-
rabbit IgG antibody.

When positive samples are tested, the HIVI/2 antibody

in human finger blood sample combines with the HIVI/2
recombinant antigen in colloidal gold to form a complex. Due
to the chromatography, the complex moves forward along the
strip and binds to the HIVI/2 recombinant antigens pre-coated
by the test line to form a complex. In this way, purplish red
bands are displayed on the test line, while free gold rabbit
monoclonal antibody is combined with anti-rabbit IgG antibody
on the control line, thus purplish red bands are displayed on the
control line. The negative specimens showed only purplish red
bands at the control line.

REAGENTS AND MATERIALS PROVIDED

1. Each kit contains 1 test device, sealed in a foil pouch with
the following items inside: 1 test cassette, 1 desiccant
Dropper

Sample diluent

Lancet

One package insert (instruction for use)

MATERIALS REQUIRED BUT NOT PROVIDED
Clock or Timer

STORAGE AND STABILITY

Store-at room temperature (2-30°C) in the original package
and valid for 24 months. Keep away from direct sunlight,
moisture and heat, and DO NOT FREEZE.

WARNINGS AND PRECAUTIONS

1. For in vitro qualitative diagnostic use only, please read the
instructions carefully before testing.

2. For single use only.

3. Use within the validity period and store in strict accordance
with the instructions.

4. Do not use the test cassette if its pouch is damaged, or if
there are missing components.

5. Do not drink buffer from the tube without or with swab,

if accidentally drink, get medical advice/attention

immediately.

Desiccant is in the pouch, do not take orally.

Do not touch test and sample zone of the test cassette

directly with hands.

8. The kit is recommended to be used within 1 hour after
opening.

SPECIMEN COLLECTION

*Consider any materials of human origin as infectious and

handle them using standard biosafety procedures.

Make sure the test components are balanced at room

temperature if refrigerated. Open the aluminum pouch at the

notch and remove the components.

Wash your hands and dry thoroughly. Use the lancet provided

to take a blood sample as follows:

1. Twist and then pull out the lancet cover

2. Put the lancet to your finger and press the button

3. In order to obtain the required amount of blood, gently
press the finger near the puncture site until a large drop of
blood is formed

4. Holding the dropper horizontally, touch the blood drop with
the dropper and fill the dropper with blood
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