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KIT CONTENTS
2) Hepacard Test Device

¢) Instruction Manual

b) Sample Dropper

KIT PRESENTATION

100 Test Pack 200 Test Pack

STORAGE AND SHELF LIFE

HEPACARD shouid be stored at 2-30°C in the coolest and driest area available.
Expiry date on the kit indicates the date beyond which the kit should not be
used. The HEPACARD should not be frozen and must be protected from
exposure 1o humidity.

WARNING FOR USERS

CAUTION: ALL THE SAMPLES TO BE TESTED SHOULD BE HANDLED
AS THOUGH CAPABLE OF TRANSMITTING INFECTION. NO TEST METHOD
CAN OFFER COMPLETE ASSURANCE THAT HUMAN BLOOD PRODUCTS
WILL NOT TRANSMIT INFECTION.

The use of disposable gloves and proper biohazardous clothing Is
STRONGLY RECOMMENDED while running the test.

In case there is a cut or wound in hand, DO NOT PERFORM THE TEST.

Do not smoke, drink or eat in areas where specimens or kit reagents are
being handied.

Tests are for in vitro diagnostic use only and should be run by competent
person only.

Do not pipette by mouth,
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SAMPLE / SPECIMEN COLLECTION & STORAGE
a) HEPACARD should be performed on human serum or plasma only
immediately after collection.

If not tested immediately, specimen should be refrigerated at 2-8°C upto
3 days following collection.

b)

If testing within 3 days is not possible, specimen should be stored frozen
at -20°C.

Specimen containing visible precipitates or cloudy specimens may give
inconsistent test results. Such specimens should be clarified prior to
testing by high speed centrifugation i.e. 10,000 rpm for 15 minutes
before testing.

¢)

d)

e) Haemolysed specimen or specimen with microbial contamination should
be discarded and fresh aliquot should be collected.

TEST PROCEDURE
1. Bring the required number of HEPACARD foil pouches and Specimen to
room temperature prior to testing.

2. Take out HEPACARD device from the foil pouch.

3. Label the test card with patient's name or identification number.

4. Add 2 drops (70 ul) of human serum/plasma specimen into the sampie
wall using the dropper provided (use separate dropper/microtip for each
specimen).

5. Allow reaction to occur during the next 20 minutes.

6. Read results at 20 minutes.

7. Discard the HEPACARD immediately after reading resuit at 20 minutes,

considering it to be potentially infectious.
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LIMITATIONS OF THE PROCEDURE
1. The HEPACARD is for in vitro diagnostic yse only.
2. The test should be used for the detecti

on of HBsAg in serum or plasma
only and not in other body fluids.

This is only a Screening test. All reactive samples should be confirmed
by confirmatory test. Therefore for a definitive diagnosis, the patient’s
clinical history, symptomatology as well as serologica data, should pe
considered. The results should be reported only after complying with
above procedure.

Additional follow up testing using available clinical methods (along with
repeat HEPACARD test) is required,

with persisting clinical symptoms.

False positive results ¢an be obtained due to the presence of other
antigens or elevated levels of
the samples tested,

if HEPACARD test is non-reactive
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WARNING : The “see Through Device” of HEPACARD has been developed as a
It's DESIGN IS REGISTERED and the WORLD
PATENT INCLUDING INDIA has been applied for. Anyone copying the device
design will render oneself liable for legal action.

in vitra diagnostic reagent, not for medicinal use
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