
For the detection of antibodies specific to
HIV-1 & HIV-2 virus in human whole blood

Premier Medical Corporation Private Limited

Manufactured by

• Customer support email : info@premiermedcorp.com  • Tel.: +91 260 2780112/113,
  
• www.premiermedcorp.com

Manufacturing Site and Registered Of fice  :   A1-302, GIDC, Sarigam 396155. Dist. Valsad, Gujarat, INDIA 

FEATURES BENEFITS

RESULTS INTERPRETATION

Part No. : PI05-BRO-ST-001, Rev. AA, Date: 2021-11-11

ISO 13485 & EN ISO 13485
Certified Company

Clear background.

Self contained test procedure.

Specifically engineered for whole blood
specimen

Storage temperature 4°C - 30°C.

Detects antibodies specific to HIV-1 & HIV-2

Long Shelf life up to 24 months.

One-step HIV 1-2.O Card Test for Whole blood

TEST PROCEDURE

KIT CONTENTS

Unmistakable results at 15-20 minutes.

Simple and easy to use, does not require 

advanced medical training.

Cost effective, can  be  used effectively in 

resource-limited conditions.

Accurate and reliable.

Ideal for untrained/lay user.

Type : Bulk Packing

PI05FRCST 10Self Tests / Kit
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Add 2 drops of assay 

buffer to the 

specimen well (S)

Result at 15 min.

Do not interpret after 20 min.

Specimen
transfer
device

INVALID RESULTSPOSITIVENEGATIVE

• Dry swab

• Single use assay buffer vial 

• Disposable biohazard bag 

• Instructions for use

• Bandage 

• Test device pouch 

• Sterile safety lancet

• Alcohol swab

• Test Device

• Specimen transfer device

• Desiccant
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Transfer whole blood collected in 
specimen transfer device into 

specimen well (S) by touching the 
bottom of the specimen well (S)     

Alcohol Swab
70% Isopropyl Swab

Dry Swab

HIV 1-2.O CARD TEST (Self Test)

(Whole Blood)
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HIV 1-2.O Card Test (Self Test) 
Whole Blood

First Response® HIV 1-2.O Card Test (Self Test) is a single-use, qualitative immunochromatographic assay to detect antibodies specific to Human 

Immunodeficiency Virus (HIV-1 and HIV-2) in human whole blood. HIV virus is the etiologic agent of Acquired Immune Deficiency Syndrome (AIDS). The 

major routes of transmission are sexual contact, exposure to contaminated blood or blood products (including sharing of contaminated syringes and 

needles) and mother-to-newborn transmission. 

The First Response® HIV 1-2.O Card Test (Self Test) is a 3 rd generation lateral flow chromatographic immunoassay. The test cassette consists of two lines 

1) Control line “(C)” which is pre-coated with a control reagent. 2) Test line 'T' is pre-coated with recombinant HIV-1(gp41) and HIV-2 recombinant 

antigens(gp36) for the detection of antibodies specific to HIV-1 and HIV-2. 

When a correct volume of blood specimen is dispensed into the sample well of the test device, followed by the addition of the correct volume of assay 

buffer, blood specimen flows across the strip. A red colored line forms in the test line “T” area of the result window if HIV-1 and HIV-2 antibodies are 

detected. If no HIV antibodies are detected, no line forms there. If the test procedure performed correctly, a line forms in the “C” area of result window, 

which is called the control line. No presence of control line ’C’ in the the result window (irrespective of the presence of test line) or a red background makes 

it impossible to read the test indicates an invalid result. The Invalid test results should be retested with a new test device.

Note :The control line provided in this assay is specimen addition control. No control line will appear if specimen is not added. 

PI05FRCST

KIT CONTENTS  

STORAGE AND STABILITY  

First Response® HIV 1-2.O Card Test (Self Test) is an in vitro diagnostic medical device that is intended to use for self testing by untrained/lay user as an 

aid to detect antibodies specific to HIV-1 and HIV-2 in human whole blood. The test kit is not automated and does not require any additional instruments.

•

•

•

®First Response   HIV 1-2.O Card Test (Self Test) kit should be stored  between  4°C and 30°C.

The kit is sensitive to humidity and heat. Perform the test immediately after removing the test device from the aluminium pouch.

The shelf life of the test device is indicated on the outer package.

WARNINGS AND PRECAUTIONS 
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Read the instructions carefully before performing the test. Any deviation will invalidate the test results.

DO NOT use any other specimen other than human whole blood. Any other specimen will invalidate the test results.

Dispose of used kit contents as infectious waste, in the disposable biohazard bag provided. 

DO NOT drink the assay buffer. DO NOT use the lancet if the seal is broken. DO NOT eat the dessicant.

DO NOT use the test device,if the pouch is not intact. 

DO NOT re-use the test device, alcohol swab, dry swab, bandage, lancet and specimen transfer device as they are intended for single use only. 

DO NOT interchange lancet, alcohol swab, dry swab, bandage and specimen transfer device with another user.

Perform the test by using kit assay buffer provided. Any other buffer or fluid will invalidate the test results.

DO NOT use kit components beyond the date of expiry mentioned on outer package of kit.

The correct volume of blood specimen must be delivered to the sample well on the test device. Any deviation in blood volume may produce false results.

Exactly two drops of assay buffer should be added to the sample well on the test device. Adding more than or less than 2 drops may lead to inaccurate 

result of the test.

The user should not take any decision of medical relevance without first consulting his or her medical practitioner. 

User must have adequate lighting to accuretly read a test result. 

DO NOT open the test pouch untill you are ready to perform the test.

If the user has undergone a HIV vaccination  during a clinical trial, the user may get positive result by using this test, but the user necessarily be HIV 

positive(false positive). In this instance the user must contact their nearest healthcare facility.
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Test pouch (Test device, specimen
transfer device & desiccant )

HIV 1-2.O CARD TEST (Self Test)
(Whole Blood)
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Single use assay 
buffer vial

Disposable 
biohazard bag

Sterile safety
lancet

Bandage

Desiccant

Instructions for use 

HIV 1-2.O Card Test (Self Test) 
Whole Blood

First Response® HIV 1-2.O Card Test (Self Test) is a single-use, qualitative immuno chromatographic assay to detect antibodies specific to Human 

Immunodeficiency Virus (HIV-1 and HIV-2) in human whole blood. HIV virus is the etiologic agent of Acquired Immune Deficiency Syndrome (AIDS). The 

major routes of transmission are sexual contact, exposure to contaminated blood or blood products (including sharing of contaminated syringes and 

needles) and mother-to-newborn transmission. 

The First Response® HIV 1-2.O Card Test (Self Test) is a 3rd generation lateral flow chromatographic immunoassay. The test cassette consists of two 

lines 1) Control line “(C)” whcih is pre-coated with a Goat anti chicken IgY. 2) Test line 'T' is pre-coated with recombinant HIV-1(gp41) and HIV-2 

recombinant antigens(gp36) for the detection of antibodies specific to HIV-1 and HIV-2. 

When an adequate volume of blood specimen is dispensed into the sample well of the test device by following addition of assay buffer. The blood 

specimen flows across the strip, a Red colored line forms in the Test line “T” area of the result window if HIV-1 and HIV-2 antibodies are detected. if no 

HIV antibodies are detected, no line forms there. If the test procedure performed correctly, a line forms in the “C” area of result window, which is called as 

control line. No presence of control line ’C’ in the result window (irrespective of presense of test lines “T”) indicates an invalid result. The Invalid test results 

should be retested with new test device.
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•  

First Response® HIV 1-2.O Card Test (Self Test) is an in vitro diagnostic medical device that is intended to use for self testing by untrained/lay 

users as an aid to detect antibodies specific to HIV -1 and HIV-2 in human whole blood. The test kit is not automated and does not require any 

additional instrument.

INTENDED USE

DESCRIPTION OF TEST

Materials required but not provided: 

Clock, watch or timing device
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