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s.wn or Plasma. 'Ille assay Is Intended to bl ustd 11 1" rrltr1 of thf t4 ? • W11h hands lhor ., .. ,, ,,. ...._ ... 

and..,_.. of ICUtt lntecttons Ind cmontc tntecttous c• Of the kn. Consutt~ """ soap or ..,,, IUlllllt -• *II• 

8 VIM (HBV). Yflth eye,, In "'' ev PhJttc11n lmmedlatety 1n • " ••• • ._ 

INTRODUCTION t IS 1nt1o•n1c•~:: In Contact ""91 Skin ::c:. =~ "'MIii .. ,.,, .... , ...... 

The 1n1tgtn1c dettrmlnant of the HBsAa protein ~
0!~: provfdeS • b• on 

8
• Sp1R1 lhOUfd be 

lllllttgenOUS Incl• determines specmc HBV serotypel ••· wttlch Is cotnf11 ve 9. Ta decontamtnated P'Offlptiy Wit._ ..... 
far IINftunOdlllc:t. The Pfinclpll anttoenlc determinant s etermlnants ha ke out the Cards from ft1t . 
ID II H8V serotypes. In addttton, two pairs of subspec;':11: exclusive. four avoid denaturatton Of anttsera PGUCfl Jutt Wn ,._,llij .. W • 
.,_ lden1ffled. d.'Y g wit, whtcfl are apparently mu u

1 
and ayr. O,ttm11 test "rftrm due to _..,... ••t 

an11gen1c combinations are therefore possfbte: adW, adr, yw "•crib•• 11 the in::'"""'•• •• .. •• .. •pr •c 

PRINCIPLE antigen capture, or PRECAUTIONS 
~RD Is • one ste,, Immunoassay based on the onJugated to 1. Do not open the fotl PGuch to remove die _,._ 

'"slndWidl• ~- The methOd uses monoc_10:1 an:bn~!:el~ulose strip In , temperature and you are ready to perform ~;' .. I ..... 
coloidl1 gold Incl polyclonal antibodies 1mmobll1z on I terally through an 2. Do not f 
a 1llin b. The test sample IS Introduced to and flows a le contains ·, reeze the prOduct . 

...,_ pad where It mlxeS wlttl the signal reagent. If the _samp rmlng an 3. Interpret the result at the end Of 20 minutes only. 

HBsAg, .. coloidll gold-antibody conjugate binds Ito ththe antim~1egnra'tef~ through 4. Take out the Cad f ...... 
-~.alokflf gold complex. The comp ex en of r s rom uiv l)OUCII • '9foll .,._,.., - • • 
.., fllrDcllulDSI strip by capillary action. When the complex meets the line avoid denaturatlon of antlsera due to ~ ---
••idllZlltl alllbOdY (Test Hne) ·r. the complex is trapped forming an antibody- Optimal 1111 pert1r111ace r..-.r• 11119\ •• u II n •• .. ••• .. JE••• 
....,.Mflll,Ody colidal gold complex. This forms a pink band indicating the deacrllled In the Insert. 
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line of anti-mouse antibody (Control line) ·c· I has been immobilized at a SAMPLE/ SPECIMEN COLLECTION & STORAGE 

distance trom the test line on the strip. If the test is performed correctly, this a) HEPACARD should be performed on human serum or plasma only 

will result in the tonnation of a pink band upon contact with the conjugate. immediately after collection. 

m CONTENTS b) If not tested immediately, specimen should be refrigerated at 2-l'C • 

a) Hepacard Test Device b) Sample Dropper "3 days following collection. 

c) Instruction Manual 

KIT PRESENTATION 
100 Test Pack 

STORAGE AND SHELF LIFE 

200 Test Pack 

HEPACARD should be stored at 2-30oC in the coolest and driest area available. 
Expiry date on the kit indicates the date beyond which the kit should not be 
used. n. HEPACARD IHlld aot be frozen and must be protected from 
eqlllllrl II llllllidity. 

WARMING fOR USERS 
CAUTIOII; All THE SAMPLES TO BE TESTED SHOULD BE HANDLED 

A-.. >$ THOUGH CAPABLE Of TRANSMITTING INFECTION. NO TEST METHOD 
Lil CAN OFFER COMP\.ETE ASSURANCE THAT HUMAN BLDOD PRODUCTS 

Will NOT TRANSMIT INFECTION. 

1. The use of iSisposable gloves and proper biohazardous clothing is 
STRONGLY RECOMMENDED while running the test. 

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

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

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

5. Do not pipette by mouth. 

c) If testing within 3 days is not possible, specimen should be sbnd fnlllll 
at ·20°C. 

d) Specimen containing visible precipitates or cloudy specimens ma, "8 
inconsistent test results. Such specimens should be clarifild prior ID 
testing by high speed centrifugation I.e. 10,000 rpm for 15 -
before testing. 

e) Haemolysed specimen or specimen with microbial contaminatiGn sllOllld 
be discarded and fresh aliquot should be coUected. 

TEST PROCEDURE 
1. Bring the required number of HEPACARD foil pouches and specialll II 

room temperature prior to testing. 

2. Take out HEPACARD device from the foil pouch. 

3. Label the test card with patient's name or ldenliflcallon numl& 

4. Add 2 drops (70 µI) of human seruf1V1»1asma specimln Into Ille -
well using the dropper provided (use separate sopper/lnicnlli far NCla 
specimen). 

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

6. Read results at 20 minutes. 

7. Discard the HEPACARO Immediately alter reading result at 20 mlnulls. 
considering It to be potentially Infectious. 
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INTERPRETATION OF RESULT 
REACTIVE: 
As shown in Fig.1, appearance of pink 
coloured line, one each In test region "T" and ---.c. __ -l_ 
control region •c· Indicates that the sample is REACTIVE for ;: ~ . 
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of intensity In colour may occur between the Test line & Contr!i ~~: !~flere~ce on the concentration of the HBsAg In the serum but this d Pend,ng I • oes not afle 1 
nterpretation of the result. Faint test line also should be consid d c reactive. ere HBsAg 

Depending on the concentration of HBsAg, positive results may be b Ith" 60 d 
O Sef'led w m secon s. However, to detect concentration around o.s ng t 

1 and to confirm a negative result, the test result should be reado n
1
91mi 20 minutes If th f HB on Y at • e co~c. o sAg in the sample is very high, only test line ~ay be observed. This is due to Hook's effect. Such samples sho Id b diluted 1:10 or 1 :20 in normal saline & again re-run the test Diluted u e h Id h b • sample s ou s ow oth control & test line. In case, if control line does not ap is faint dilute the sample further. pear or 

NON-REACTIVE : l I HE~ I .) As showft in Fig.2 appearance of one distinct ~ T ~ pink line in the control region ·c· only, Fig. 2 
indicates that the sample is "NON REACTIVE" for HBsAg. 
INVALID : 

When neither control line nor test line appears l I 
I 

J on the membrane as shown in Fig.3, the test , ~ !: should be treated as invalid which may be _ _ _ because of foRowing reasons: F,g. 3 

a) Improper storage at temperature other than the recommended temperature. b) Wrong procedure, 

. 98.75~ Specificity • mined by \ 100,i, have been deter •"""' : and between-run precisions 
5 

. 4 weak, 2 mode~ate ... • Within-run HBsAg positive sample • CV(%) of negative, p,tet•l•:o 'replicates o~tl~:ve;nd 2 HBsAg negative. r:ere· ~ithin 10% of the tt5tll10 1 strong pos nd strong positive samples po5111ve, te positive a ., modera .,.~. 
ttrne- • serum or plasma at YflCAL SENSITIVITY • Hepatitis B Surface Antige~ l~es It shows overall 
ANA~ HEPACARD ~an d~t:~t low as 0.5 ng/m! at 20f ~'"sam~le having cone. I) concentration o ·th EIA techniques o I f 99 8% WI 

reement 
O 

• • CARD •oG5 ng/ml or more. be detected positive with HEPA • • btypes can leven HBsAo su b) All the e 

RESSED WARRANTY DISCLAIMER t kit as much as that the test LIMITED EXP limits the warranty to t~e tes , "thin the limitations and Th8 manufacturer • vitro diagnostic assay w1 d strictly 
kit wi~I f~nc!i:: ::s:r~b~~ in the product inst~ction-:~;i~al,T~:e:~~eufacturer 
;:-::::ce with the ::~:;:;;;P::;\~~::1:: such exp_ressed or impl\: disclaims any warranty exp rchantability, fitness for use or implied utility warranty with respect to me , r b'lity is limited to either replacement of the any purpose. The manufacturer s ia _ 1 e of the product and in no case liable to product or refund of the purchase pn~ greater than the purchase price of the for claim of any kind !or an am;~nare likely to be claimed. The manufacturer goods in respect of which damag th"rd arties for any injury, damage or shall not be liable to the purchaser o~ i : ct in the use or in the application economic loss, howsoever caused by t e pro u 
there of. 
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_ ..... The test sholM be lec,eated using a new HEPACARD and test sample. . __ 2. _ Blumberg B.S. etal, (1965) J.A. · · · 

1

3. Caldwell C.W. etal., (1977) Clio. Chem. Acta: 31 :305. LIMITATIONS OF THE PROCEDURE 
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1. The HEPACARD is tor in -,;rro diagnostic use only. 
2. The test should be used for the detection of HBsAg in serum or plasma 5. Robin, E (1979) Fed. Proc. 33 (13) 2665· 

only and not in other body fluids. I WARNING : The "see Through Device" of HEPACARD has been developed as a 
3
_ Dis Is OIIJ 

I 
Screening lest. All reactive samples should be confirmed result of intensive research. It's DESIGN IS REGISTERED and the WOR~D by confmnatory test Therefore for a definitive diagnosis, the patient's PATENT INCLUDING INDIA has been applied for. Anyone copying the device dinical history, symptomatology as well as serologica data, should ~e design will render oneself liable for legal action. considered. The results should be reported only after complying with above procedure. 

4. Additional foUow up testing using available clinical methods (along with 
repeat HEPACARD test) is required, if HEPACARD test is non-reactive 
with persisting clinical symptoms. 

5. false positive results can be obtained due to the presence of other 
antigens or elevated levels of Rf factor. This occurs in less than 1 % of the samples tested. 

PERFORMANCE CHARACTERISTICS 
The performance of HEPACARD has been evaluated in house with fresh as well as frozen samples from low risk as well as high risk groups by using a panel 
containing 1400 nos. of known serunv plasma samples including cross reacting 
samples. The results of all the samples with a defined HBsAg status were fully 
COlllparable with those of HEPACARO. The results of the in-house study done are as follows: 

No.ti 
l111pl11 

125 
1275 

Status 

ELISA +ve 
ELISA •Ye 

HEPACARO 

+ ve 
125 
8 

HEPACARD 

• ve 

1267 
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I l in vitro diagnostic reagent, not for medicinal use ! 
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DIAGNOSTIC ENTERPRISES j 
Plot No.: 26, lndl. Estate, Sector-1, Parwanoo • 173 220, (H.P.) I 
Phone: 01792_232253 E-mail: de@diagnostlcenterprlses.com 
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