Stained Salmonella

Antigen Set For Widal Test

REF 17SA428-05. 17SA427-05. 1 7SA429-05

5 ml 2X5ml

Pack Size : 4 X 5ml 2x2Xx
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Jomies sts the most widely accepted, a century old, serodiagnostic technique
used for diagnosis of Typhoid. The testuses “0" and “H" antigens of S. typhiand
S paratyphi*A"and S. paratyphi ‘B" to detect the high agglutinin titres of “O" and
L antibodies in the serum of patients suffering from enteric fever.
0" is somatic antigen shared by most of the enteric bacteria and thus of lower
specificity for the diagnosis. “H" is flagellar antigen specific for Salmonella
species. Antibodies against “O" disappear quickly, on the other hand, “H"
antibodies persist for a longer period of time, lowering its diagnostic value. So,
getection of “O" antigen alone or “H” antigen alone is not sufficient to prove
Typhoid infection. While, a diagnostic “O" titre and a rising titre of both “H” and
‘0" agglutining in two different samples, taken at the interval of 7-10 days assure
Typhoid infection .
Stained Salmonella antigens are used for detecting, identifying and quantifying
antibodies specific to “O” and “H” antigens in serum of patients suffering from
enteric fever. These antigens are standardised, smooth suspensions of killed
bacili which have been stained using “supravital staining” technique that
increases the sensitivity and specificity of the test. These antigens are suitable
to be used in the standard Widal tube test as well as rapid slide test.

PRINCIPLE
This test is based on the principle of direct agglutinations reaction. The
smooth suspension of killed Salmonella bacilli carries homologous “O” and

H" antigens. When patient's serum (containing antibodies to S. typhi and S.
paratyphi) is incubated with respective antigens, visible agglutination occurs.
Arising titer of antibodies is indicative of enteric fever.

REAGENTS
T
[REF] 17SA428-05 |17SA427-05 17SA429-05
Reagent | Reagent Name !
No. Pack size:4 X 5mL [2X2X5mL| 2X5mL
Stained Salmonella S.typhi “H" Antigen 1X5mL |2X5mL 1X5mL
2 Stained Salmonella S.typhi “O" Antigen 1X5mL |2X5mbL 1X5mL
3 | Stained Salmonella S. paratyphi 1 X5 mL _ _
A(H)" Antigen
4 Stained Salmonella S. paratyphi 1X5mL _ _
“B(H)" Antigen
5 Positive Control Serum 1X05mL{1X05mL 1X05mL
ACCESSORIES (*QS - Quantity Sufficient)
Glass Slide

IVD| .- +8°C Sv<
(j 2 C% c //;L\
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BIOSAFETY

1 Handle all the 52 ]
: € samples with ¢

Avoid splashing or e asthey can be potentially infectioys

) spilling of
contaminated area st 9 of reagents. In case of any spill, th
Spill, the

3 ouldbe de .
4 Do not pipette by mouth decontaminated immediately

Place the used slides and lubecs
overnight before u

2

»immediately in a disinfectant and \eave

Sing againordiscard
5. Wear disposable gloves through ne o
ghout the test procedure and dispos
the gloves as biohazard waste : $Pose o
6. Wear protective laboratory clothing inlaboratory areas
7. Working space should be kept clean
8.

Do not smoke, eat or drink in the area where s
) 3re samples or kit reagem
handled. SRS

9. Wash hands thoroughly after completion of the test

——

PRECAUTIONS

1. Use clean and dry glassware, free of detergents.

2. Use clear, fat-free and contamination free serum.

3. Bring all the reagents at room temperature (+15 °C to +30 °C) before
use.

4. Take extreme care to prevent microbial contamination of reagents

5. Antigen vials should be shaken before use to make the suspension
homogenous.

6. Do not use kit reagents beyond expiry date.

7. Do not interchange vial caps as it will lead to cross-contamination and

deterioration of reagents.

Do not interchange reagents from different lots.

Very rarely reagent may show fibric structure (appearance like fungus),

which does not interfere with the specificity and sensitivity of the test.

10. Positive Control should always be included in the test for better
interpretation of test results.

11. Normal saline should be used for serum dilution.

12. Incubation should be done at non-vibrating place.

8.
9.

MATERIALS REQUIRED BUT NOT PROVIDED IN THE KIT

1. Applicator Sticks
Disposable Plastic Droppers
Rubber Teats
Test Tubes.
Pipettes.
Normal Saline.
Disposable Gloves for specimen handling.
52, Solution of Sodium or Calcium Hypochlorite to wipe and disinfect the
spills
Disposanle Biosalety Bag to collect and dispose used accessories and
waste
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REAGENT STORAGE AND STABILITY

\ zagents are sta Dle at +2 °C 1o +8 °C the ex e
Al re nts are stable - u
| \ \ ’ til expiry date shown on t

-

'SPECIMEN COLLECTION AND HANDLING

Specimen Storage at Stability | Remarks

Serum

Freshly collected serum, free of visible turbidity and or

haemolysis ol dolay seruim

[
I |
+2°C10+8°C| 48 hour W
| [

| d

nould be used In case
should be stored at +2 “C 1o +8 C Itshould not b heate

PROCEDURE

A.RAPID SLIDE (SCREENING) TEST

1. Clean the glass-slide supplied in the kit properly and wipe it free of
moisture.

2. Place one drop (50 pL) of undiluted test serum in each of the 1 * four
circles (1 to 4) and one drop of positive control serum in each of the last
twocircles (5 &6).

3. Place one drop of antigens “O”, “H", “A(H)" and “B(H)" in circles 1, 23
and 4 respectively and “O" antigen in circle 5 and any one of the *H’
antigens {H, A(H) or B (H)} incircle 6.

4. Mix the contents of each circle with separate applicator stick and spread
itto the whole area of the individual circle.

5. Rock the slide for one minute and observe for agglutination. If
agglutination is visible within one minute the test is positive, proceed for
quantitative slide test or tube test for the quantitative estimation of the
titre of the appropriate antibody.

6. l|fnoagglutinationis observed, the testis negative.

B.SEMI-QUANTITATIVE SLIDE TEST

1. Cleantheglassslide suppliedinthe kitwell and wipe it free of moisture

2 Place 0.005 mL, 0.01 mL, 0.02 mL, 0.04 mL, and 0.08 mL of undiluted
serumin1®, 2" 3°,4"and 5" circles respectively onthe shde

3. Add one drop of the appropriate antigen suspension which showed
agglutination in screening slide test, to each of the above circles

4. Mix the contents of each circle with separate applicator sticks

5. Rotate the slide slowly for one minute and observe for agglutination

6. Thetitre of the antibody is the highest dilution of serum upto which there
is clearagglutination.

7. Repeat steps 1 to 6 with all the antigens. which showed agglutination in
screening slide test.

The serum volumes in the quantitative slide test correspond

the tube test titres as follows

approximately to

Serum Volume Approximate Tube Test Titre |

0.08 mL 1:20 |
0.04 mL 1.40 [
0.02 mL 180 ‘ /
001 mL 1:160 ‘
0.005 mL | 1:320 |

d
| or inacuvated Grossly haemolysed and containiit e
| samples should notbe used
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C. QUANTITATIVE TUBE (WIDAL) TEST
T b of 8 in 10 S mm test tubes for each serum under
1 ake asetof §cdean dn 10N T test t
D ‘ e each s < ple and set up the test as follows
1 2 3 4 5 6 T | 8 |
n Sahne |
Ditution 20 0 0 1160 |1 320 11640 |1 ""“i\‘unlml“
No Q 10 10 10 10 10
Savent s \ \ \ NN mix |
S A\ \ \ \ \ ‘ ‘
e \ \ \\ \ \ ‘ [
S X X \4 N | |
< A 10 1.0 10 1.0 “0}“
Pt ‘ L A R LR ‘ |t
. .
< . Discard 1.0 mL
: ©_Shoncubate alitubes at 37 °C for 16-20 hours and examine for

ate "0 antigen at 50 °C for 4 hours, and all the “H"
for 2hours. and take the reading.

S the highest dilution of serum showing distinct

o

S9/Ng should be taken at least 30 minutes - 1 hour after removing the
assay tubes from the incubator. “O" antigen shows disc like pattern
whereas "H” antigen show the characteristic floccular appearance. In
negative re

€actions and in saline control, the appearance of suspension
unchanged with a minute button of deposit at the bottom of the
chshowsa typical swirl whenthe tube is flicked.
In addition to pattem of sedimented organisms, reduction in opacity of
pemaiant as compared to saline control tube must be observed
deredto measure the degree of agglutination.
Ynintter greater than 1:80 is considered significant and suggests
on. whereas low titers are found in normal individuals.
should be a four fold rise in titre between two serum
atine acute phase andthe convalescent phase.
linical features like “Rose spots”, stepladder pattern of fever,
Bradycardia and Leucopenia should also be taken into
consideration while interpreting the result.
Tne past history such as previous attack of enteric fever or inoculation of
TAB vaccine should be kept in mind while interpreting the result. In an
noculated person, the “H” titre should not be taken into account for
diagnosis unlessthereis arisingtitre of "H” antibody between two samples.

samples

(

Positve control serum, negative control serum and saline should be used in
parallel with the unknown test serum, to assure that the antigens used in the

Expecied in positive and negative samples.

UALITY CONTROL

+

tare sensitive as well as specific and also to show the results that are to be

'LIMITATIONS

Diagnostic titre is observed 7-10 days after the onset of fever. In first
week of infection testis negative.” )
righantbody concentration gives false negative resultin the rapid slide

ny

~lestdueto Prozone Phenomenon.”
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INTERFERENCE

Individuals vaccinated with Typhoid vaccine (TAB) may show moderately
olovated titro of allthreo “"H" antibodies

Ropoated subclinical infoction may give high titres due to previous
antibodies

Troatment with antibiotic such as Chloramphenicol before the test gives !
falso negative rosult for “O" agglutinins . In that case diagnosis should be
based ontho significant elovation of “H" agglutinins in the paired sera.
Patients of chronic active Liver disease may give high titres due to failure
of antigens In discriminating the specific .ymhh()dw; from the ‘
Dysglobulinaemia of chronic active Liver disease

|
5 Infection with many non-Salmonella organisms like Malaria, Dengue, |
‘ Miliary Tuberculosis, Endocarditis, Brucellosis, Influenza etc. may give :
anamnestic response.”
6. Potential carriers of the disease exhibit negative results due to high
antibody concentration."
7. Immunological disorders such as Rheumatoid Anhpu& Rh‘gumanc Fever
or Nephritic Syndrome demonstrate high titre of “O" and *H" agglutinin.
8.  Narcotic addicts demonstrate non-specific activity to the Wldgl test
. Viantigen may block the "O" antigen from agglutinating with “O" antibody
10. In endemic areas, people usually show moderately elevated level of 'O

. -

PERFORMANCE CHARACTERISTICS |
Consistent sensitivity and specificity was observed with monospecific as well |
as polyspecific antisera for all the four antigens. Cross reaction was not |

bsoned

Observed amongst the antigens.
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LIMITED EXPRESSED WARRANTY DISCLOSURE
ARKRAY Healthcare Pvt. Ltd. (ARKRAY) limits the warranty to the test kit in as much as the said
test kit will function only within the limitations and specifications as described and illustrated in
the product insert. Any deviation there from by the purchaser or the end user shall not be the
liability and/or responsibility of ARKRAY. ARKRAY shall not be liable and/or responsible for any
misuse of the said test kit after the date of expiry. If any defect is proved in the manufacture of the
test kit, ARKRAY shall be liable only to the extent of the replacement of the said test kit or the |
refund of its purchase price thereof and shall not be liable for any consequential loss ansing |
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€ ENTEROCHECK - WB

Rapid test for detection of IgM antibodies to S, typhi in serum/plasmalwhole blood

[DEVICE|

INTENDED USE
ENTEROCHECK"-WB is a rapid, qualitative,

serum/plasma orwhole blood specimen andwich immunoassay for the detection of IgM antibodies to S. typhi in human

SUMMARY

Afebrile condition, Typhoid fever, is a bacterial infecti
: ) ) infection caused b
paratyphi Band Salmonella sendai, The symptoms of the illness

and a i i ; ;

diagngsgf Stntgei ;;nsi:ﬂf;ar:gr:es. Accurate qlagnogns of typhoid fever at an early stage is not only important for etiological

Test usually detects o d‘reat the potept'lal carriers and prevent acute typhoid fever outbreaks. The conventional WIDAL

antibodies 1o Lypone, i ohles_ to S. typhi in the paheqt serum from the second week of onset of symptoms. Early rising

insteadofl0G YF; polysaccharide (LPS) O are predominantly IgM in nature. Detection of S. typhi specific IgM antibodies
9Gorboth IgG & IgM (as measured by the Widal test) would serve as a marker for recent infection.

ENTEROCHE(KR-WB qualitativel ' .
y detects the resence of IgM class of L i
sery /p|as 20rwhole bjocd Specimens p g ypopolysacchande (LPS) SpeClﬂC to S. typhiin human

ySaImon_eIIa serotypes including S. typhi, S. paratyphiA, S.
include high fever, headache, abdominal pain, constipation

PRINCIPLE

ENTEROCHECK-WB utilizes the principle of agglutination of antibodies/ antisera with respective antigen in immuno-
chromatography format along with use of nano gold particles as agglutination revealing agent. The conjugate pad contains two
components - Agglutinating sera for human IgM conjugated to colloidal gold and rabbit globulin conjugated to colloidal gold. As
the test specimen flows through the membrane test assembly, the Agglutinating sera for human IgM -colloidal gold conjugate
complexes with the S. typhi specific IgM antibodies in the specimen and travels on the membrane due to capillary action. This
complex moves further on the membrane to the test region (T) where it is immobilized by the S. typhi specific LPS antigen
coated on the membrane leading to formation ofa pink to pink- purple coloured band. The absence of this coloured band in the
testregion indicates a negative test result.
The unreacted conjugate and unbound complex, if any along with the rabbit globulin - colloidal gold conjugate move further on
the membrane and are subsequently immobilized by the Agglutinating sera for rabbit globulin coated on the membrane at the
control region (C), forming a pink to pink-purple coloured band. This control band acts as a procedural control and serves to
validate the results.

REAGENTS AND MATERIALS SUPPLIED
ENTEROCHECK®-WB kit contains:
A. Individual pouches, each containing :

1, : Membrane assembly pre-dispensed with Agglutinating sera for Human IgM - colloidal gold conjugate, rabbit
globulin - colloidal gold conjugate, S.typhiLPS antigen and Agglutinating sera for rabbit globulin coated at the respective
regions.

2. : Disposable Plastic Sample Applicator.

3. Desiccant pouch.

B. - Sample running buffer in a dropper bottle.
C. Package Insert.

I 501020010 | 501020025 | 501020050

¥/ 10 25 50

OPTIONAL MATERIAL REQUIRED
Calibrated micropipette capable of delivering 5 pl sample accurately.

STORAGEAND STABILITY . | |
The sealed pouches in the test kit & the kit components may be stored between 4°C to 30°C till the duration of the shelf life as

indicated on the pouch / carton. DO NOT FREEZE. After first opening of the sample running buffer bottle, it can be stored
between 4°C to 30°C for remaining duration of its shelf life.

NOTES

1. Readthe instructions carefully before performing the test.

2. Forinvitro diagnostic use only. NOT FOR MEDICINAL USE. For professional use only.
3. Donotuse the kit beyond expiry date and do not re-use the test device.

4. Donotintermixreagents from different lots.

T T o ST T e - "W-«.—. .»;,W..mo—
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v Contact with the contents of desiccant pouch containing, among other '.uhr,t;mr,,,.,l cobalt {'hlf)l’ldp .
. should be keptto aminimum Inhulnlmn/qwnllnwmqmny:,;m'm harm * (CASY
Handle all specimens as if potentially infectious. Follow standard blry,-;;{(,'y Guide
potentially infections material

0

764&7' 9
]
for hanrllmq and

lineg
Ifdesiceant colour at the point of opening the pouch hag

bl ,";’: o
turned from blue te . ’
run 106 to ink or Colourless another tggt g, N8 Mgy
8 Sample running buffer contains Sodium Azide (0.1%), avoid skin contact with thisg reagent Azide M3y react '
copper in the plumbing and form highly explosive metal oxide. Flush with large volymes of water t, D,/M:; Wit ez arq
nthe plumbing AT by,
SPECIMEN COLLECTION AND PREPARATION
! ENTEROCHECK -WB uses human serum/plasma/whole blood as specimen
2. Nospecial preparation of the patientis necessary prior to specimen collection by approved techniques
3. For whole blood, collect blood with a suitable anticoagulant such as EDTA of Heparin or Oxalate 404 158 the froc
collected blood. -y
4. Whole blood should be used immediately and should not be frozen.
5. Though fresh specimenis preferable, in case of delayin testi
6

ng,itmay be stored at 2°C to 8
Ifserumis to be used as specimen, allow blood to ¢

for maximum Upto 24 s
lotcompletely. Centrifuge to obtain clear serum

Repeated freezing and thawing of the specimen should be avoided.

8. Donotuse turbid, lipaemic and hemolysed serum/plasma.

9. Donotuse hemol

ysed, clotted, contaminated, viscous/turbid specimens.
10. Specimen containing precipitates or particulate matter must be centrifuged and the clear supernatant
fortesting.

11. Refrigerated specimens must be brought to room temperature prior to testing.

TESTING PROCEDURE AND INTERPRETATION OF RESULTS

1. Bring the kit components of ENTEROCHECK"-WB device to room temperature before testing.

2. Openafoil pouch by tearing along the “notch”.

3. Removethe testing device and the sample applicator. Once opened, the device must be used immediately.
4. Labelthe device with specimenidenti

only should be yseq

5. Placethe testing device on a flat horizontal surface.

6. Carefully dispense Sul of whole blood / serum / plasma into the specimen port ‘A" using a micropipette, OR using the 5u
sample applicator provided, dip the sample applicatorin the sam

7. Addfive drops of sample running b

ple container and blot the sample in the specimen port A
uffer into the buffer port'B'.
8. Attheendof15 minutes, read results as follows:

Negative Result
/clI:]T AL] ©B| | IgM antibodies to S. ¢

yphi are not present, only one coloured bang appears in the Control
Window (C).

Positive Result

If IgM antibodies to S.typhi are present, two colo
Control Window (C). T

he intensity of the test ba
band, depending upon the concentration of IgM

ured bands appear in the Test (T) and
nd may be more or less than the Control
antibodies in specimen.

C D:T A D @ B Invalid Result

The testis invalid if no band is visible at fifteen minutes. The test should also be considereg
invalid if only test band appears and no control band appears. Verify the test procedure ana
L?DI' TAL] @ B repeatthe test with anew device.

PERFORMANCE CHARACTERISTICS
Internal Evaluation

In an in-house study, the performance of ENTEROCHECK'

-WB was evaluated using a panel of fifty specimens of WIDAL-
positive (of varying reactivity) and WIDAL-ne

gative sera in comparison with a commercially available DOT ELISAtestkit The

results of the evaluation are as follows: - | I
} SPECIMEN DATA 7T&—v'wbﬂh ENTEROCHECK' -WB | Commgrgjragilgv:"able |
rNo‘of specimentested_ I | N ——\L—ﬁ —’6/‘
No. of positive specimens 6 6 1 I
No. of negative specimens ‘m;44 43 ‘1 4?—//




Based on this evaluation:
Sensitivity of ENTEROCHECK ".WB:100%
Specificity of ENTEROCHECK -WB:95.5%

External Evaluation-|
Seventy samples that were blood-culture positive, blood-culture negative sera and potentially cross-reacting sera were

evaluated with ENTEROCHECK " -WB in University of Malaya, Malayasia. The results of the evaluation are as follows:

—
' SPECIMEN DATﬁ TOTAL No. of Positives No. of Negatives
Blood- culture positive sera 29 23 6
Blood- culture negative sera 10 1 9
Potentially cross-reacting negative sera 31 3 28 J

:;hsep eactzpvelz evaluation report states that the Sensitivity and Specificity of ENTEROCHECK"-WB is 79.3% and 90.2%
ively.

External Evaluation-ll (Specificity & Precision study)
One blpod-culture positive serum and thirty blood-culture negative sera were tested with ENTEROCHECK"-WB in a NABL-
accredited reputed reference laboratory in India. The following are the results:

[

SPECIMEN DATA TOTAL No. of Positives No. of Negatives J
Blood- culture negative sera 30 0 30 4\
Blood- culture positive sera 1 1 ¢ J

Based on this evaluation:

Specificity of ENTEROCHECK®-WB : 100%

Intra-assay Precision study
One blood-culture positive sample was assayed 10 times on the same day.
Results: No variation in results was observed indicating 100% correlation.

Inter-assay Precision study
One blood-culture positive sample was assayed 3 times on 3 different days.
Results: No variation in results was observed indicating 100% correlation.

LIMITATIONS OF THETEST
1 The membrane is laminated with an adhesive tape to prevent surface evaporation. Air pockets or patches may appear,

which do not interfere with the test results. Presence of a band at the test region even if low in intensity or formation is a

positive result.
2 The deliberate slow reaction kinetics of ENTEROCHECK® -WB is designed to maximize and enhance reaction time between

sample capture and tracer elements toimprove test sensitivity.

3. Most positive results develop within 15 minutes. However, certain sera sample may take a longer time to flow. Therefore,
negatives should be confirmed only at30 minutes. Do not read results after 30 minutes.

4. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the result of a single test, but should only
be made by the physician after all clinical and laboratory findings have been evaluated.

5 ENTEROCHECK' -WB should be used as a screening test in clinically suspected cases only, and its results should be

confirmed by other supplemental method before taking clinical decisions.
6. Insome studies, it has been reported that low titre IgM antibodies to S.typhi may persist for about 4 months post infection.
Therefore, in endemic area, samples positive yet with low signal intensity should be interpreted with caution, preferably in

light of patient history.
7. The following chart would explain the IgM seroresponse in S.typhiinfected subjects after onset offever.

E Detectable IgM Response j

I Onset of fever Percent positive
4-6days 43.50%

P 6-9days 92.90 %

| >9days 100%

e ————




8. Anegative result,i.., the absence of detectable IgM antibody does not rule out recent or current infection,

9.

e

influenced by the time elapsed from the onset of fever and immunocompetence of the patient, How:\z??fpgsilt]i(vity
is influenc : IES. typhi
li?\figction is still suspected, obtaina second specimen 5-7 days later and repeat the test. phi

Specific IgG may compete with the IgM for sites and may result in a false negative. Conversely, high titer Rheumatoi
factor may resultinafalse positive reaction.

10. Alow extent of cross reactivity may be observed with S. parafyphiinfection.

RRANTY , ,
?h?s product is designed to perform as described on the label and package insert. The manufacturer disclaims any implied

warranty of use and sale for any other purpose.
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ErbaQuk
HBsAg Test Card

One Step HBsAg Rapid Test (Serum/Plasma)

1007)
Product Code: 133140 (10T) / 133156 (25T) /133157 (50T)/ 133158 (

Intended Use

- assay
ErbaQik HBsAg test is one step nwvitro lmmlmm'hmm:m‘ﬂ'“UI”(HR Ag)
) ) > SAg
desiened for qualitative determination of Hepatitis B surface antigen (
man serum or plasma
Introduction cute
Hepatine B i« 2 viral infechon that attacks the liver and can cause both a

t
\d chronic diseace The hepatitis B virus can survive outside the body for ad
et 7 dave The complex antigen found on the surface of HBV is calle

€rba’

2. Serum
Collect blood specimen into a collection tube containing  no
anticoagulants Allow the blood to clot. Separate the serum by
centrifugation, 1500 RPM for 10 minutes. Carefully withdraw the
Serum into a new Pre labeled tube Test the specimens as s00n as
bossible after collection

I Stored serum/plasma specimens at 2-8°C up to 3 days can be used for
testing Serum/plasma specimens should be frozen at-20°C for storage
longer than 2 weeks

Precautions

1. Anti-coagulants such as heparin, EDTA, and citrate do not affect the
test result,

2

- As known for relevant interference, haemolytic samples, rheumatoid
factors containing samples and lipaemic, icteric samples can lead to
impairment of the test results.

3. Use separate disposable dropper or pipette tips for each sample in

1€as aays
i he
HBsAg Previous designations included the Australia or Au anhgen‘.nﬂ B order to avoid cross contamination of either samples which could
o ; S
presence of HBsAg in serum or plasma is an indication of an active H8paﬁ " Cause erroneous results.
infectior er acute or chronic. The incubation period of the hepatitis
irus is 120 days on aver 5. Hepatitis B
virus ¢ 120 days on average, but can vary from 45 to 160 day! . patitis Procedure of the Test
virus (HBV) s 2 global health problem. It is a major cause of chronic hepatitis, 1

- Allow the kit components and specimens to attain room temperature
prior to testing.

2. Remove the test cassette from foil pouch and place it on flat dry surface

3. With a 30 yL disposable dropper draw serum/plasma specimen and

dispense one drop or with micropipette dispense 30 uL into the sample

liver cirrhosis and hepatocellular carcinoma.

Principle of Test
The ErbaQik HBsAg test device contains, 1) A nitrocellulose membrane strip
contzining  test band (T) and control band (C).The T band is pre-coated with

monoclonal antibody specific to HBsAg. 2) A conjugate pad containing well (S).
monoclonal antibody specific to HBsAg and polyclonal antibody colloidal gold 4. Add 2 drops of Assay buffer into the well (5) Wait for 20 minutes and read
the results.

conjugate. The colloidal gold conjugate and sample moves along the

membrane chromatographically to test region (T) and control region (C) and

forms & visible band as the antibody-antigen-antibody gold particle complex

forms Interpretation of the Results

> test cassette has a letter of T and C as “Test band” and “Control 1. Negative Result: If only the control (C) band is developed, within the

¢” on the surface of the cassette. Both the test and control band in result result window the test indicates that no HBsAg antigen is present in

ndow are not visible before applying any sample. The control band is used specimen. The result is negative for HBsAg.

‘or procedural control. The control band should always appear if the test 2. Positive Result: The presence of both control band (C) and test band (T)

procedure is performed properly and the reagents of control band are within the result window indicates presence of HBsAg antigen in

vorking specimen. The result is positive for HBsAg.

3. Invalid Result: If the control (C) is not visible in the result window after
performing the test, the result is considered invalid. The specimen must
be tested using a new test device.

5. Do not read the results after 30 minutes, as it may give false results.
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Kit Components
ErbzQik HBsAg Test Kit contains the following:
- Test device in a sealed pouch with a desiccant
- Assay Buffer
- Disposzble dropper
- Instructions for use

Performance Characteristics:

ErbaQik HBsAg test has been tested using in-house panel of positive and
negative clinical samples confirmed by leading commercial HBsAg ELISA and
lateral flow test and the correlation between these two systems was found to

be 100%.
Kit Storage and Stability — :
For the reproducible results, users should be aware of the following: Status Positive ‘ Negative Total
1. ErbaQik HEsAg kit should be stored at room temperature (2°-30°C). Do Positive 166 ‘ 0 166
not freeze. Negative 0 1 s60 =
7. The test device is sensitive to humidity as well as heat. T 126
i i i h L otal |
3 Perform the test immediately after removing the device from the
sealed pouch Sensitivity- 100% Specificity- 100%
4 Do rnot use the test kit if the pouch is damaged or the seal is broken. o
5. Do not mix reagents of different lots. Limitations and Interferences
: Dorigfus h gl( t bJe‘ ond the expiration date. 1. The HBsAg test will indicate the presence of HBsAg in the specimen
il il / ; T ckage (Serum/Plasma) and should not be used as sole criteria for the diagnosi
7. The shelf-life of the kit is as indicated on the outer package. /Plasi !
| ctoring the packages, avoid exposure to high of Hepatitis infection
8 When Iranspariioe ousierae ' 2. This is only a screening test. All reactive samples should be confirmed by

temperature (over 30°C) confirmatory test. Therefore for a definitive diagnosis, the patient'
clinical history, symptomatology as well as serological data, should b
considered. The results should be reported only after complying wit
above procedure

. A negative result can occur if the quantity of the analyte of intere:
present in the specimen is below the detection limits the assay or th
analyte of interest that are not present during the stage of disease |

Specimen Collection and Storage

1. Plasma .
Collect blood specimen into collection tube containi
Heparin. Separate the plasma by centrifugation,
minutes. Carefully withdraw the plasma into a new labeled tube.

ng EDTA, Citrate of .
1500 rpm for 10
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3 sample is collected

The test 1s designed for use with serum or plasma samples ”"'V U

X 5e of
other body fluids, including urine or saliva or whole blood h

A5 Not beey,
established
> False positive results can obtain due to the presence of other antigens
o r
elevated levels of RF factor. This occurs in less than 1% of the sample
s

toct
testea

Warning
For In-vitro diagnostic use only. Do not re-use the test device.

e

€ instruction must be followed exactly to get accurate results. An
performing an assay with this product must be trained in its use an
o€ experienced in laboratory procedures
noteat or smoke while handling specimens.

protective gloves while handling specimens, Wash hands
terwards
0:d splashing or aerosol formation.
Decontaminate and dispose of all specimens, reaction kits an
contaminated materials in a biohazard container.

Yone
d must

€

)
o o

4 Wear

d potentially

Limited Express Warranty Disclaimer

Transasia Bio-Medicals Ltd. Products are warranted to m
product specifications described. Notice of non-conformi
be made to Transasia Bio-Medicals Ltd. for which liability is limj
replacement of the product and in no case liable to for cl
an amount greater than the purchase price of the goods
czmages are likely to be claimed. Transasia Bio-Medical
zna all responsibility for any injury or damage or legal im
caused by the fault of the user or buyer in accordance with the limitations
z2nd specifications herein. Due to continuous development, the manufacturer
reserves the right to improve /change any specification /components without
prior information /natice to the buyer.

eet the applicable

aim of any kind for
in respect of which
s Ltd. disclaims any
plications which may
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Add 30 pL (Serum/Plasma) of
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u » Result Window

Sample Well/ J
Buffer Well \
Test Device Disposable Assay
Dropper Buffer
(30 u)
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Add 2 drops of Assay Buffer into

specimen into the sample well () the well (S)

00:20:00

Read the results at 20 minutes

Interpretation of the test
Negative

Positive

Erb. aQik
[
b
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One band Control “C” in the result window

One band “T” and One band in “C”

in the result window

Invalid
g 2\ |3 A
g 1 7| |2 ¢
& g o H
D ® ®
No Control band “C” in the result window
KIT PRESENTATION
Contents:

i individually, disposable
* 10/25/50/100 Test devices packed individua ‘
dréppers, Assay Buffer sufficient for provided number of test

e 1 Instruction for use
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ErbaQik 7

HCV Test Card
One Step HCV Ab Rapid Test
(Serum/Plasma/Whole Blood)

3 .
roduct Code: 132824 (10T) / 132825 (25T) / 132826 (507)/132827(100T)
Intended Use

ualitative screening, in-vitro diagnostcs
for detechon of antibodies (1gG, IgM, 1gA)

serum, plasma or whole blood

Introduction

VIS now recognized as a major agent of chronic
u €C non-A, non-B hepatitis and liver disease
LV Is @ positive sense single stranded RNA virus.
eactive antigens of its proteins have been reported as

ns of HCV genome, which are known as

< HCO - i

h; vV hés been grouped into six major genotypes

e Oneé or more subtypes. The distribution of HCV
erent geographical areas.
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Principle of Test

e E ~:-,:-C\ test card is based on a principle of double antigen
munochromatographic assay. The test card contains a
st .,d,y which is pre-coated with recombinant HCV capture
‘ ré, NS3, N§4 and NS5) on test band region. The HCV
o d Igold conjugate and sample moves along the membranc
"arfph‘caliy' 10 test region (T) and forms a visible band .as the
erTgen-zntibody-antigen gold particle complex forms. The development
colored bard in the test region indicates the presence of antibodies to
~CV n tne specimen. The unreacted gold Conjugate and unbound
complex move further on membrane and are subsequently immobilized
o, tne control reagent coated on the membrane at the control region(C),

forming 2 colored band. Control band is used for procedural control and
<oulc zlways zppear if the procedure is performed correctly.

Kit Components
ErzQik HCV Test Kit contains the following:
-/ test device in a sealed pouch with a desiccant
- Assay Buffer
- Disposzble dropper
- Instructions for use

Kit Storage and Stability
For the reproducible results, users should be aware of the following:

Frhz0ik HCV should be stored at 2-30°C. Do not freeze.

The test device is sensitive to hurnidity as well as heat.

perform the test immediately after removing the device from the
sealed pouch

Do not use the test kit if the pouch is damaged or the seal is broken
Do not mix reagents of different lots.

Do not use the kit heyond the expiration date.

The chelf-life of the kit is as indicated on the outer package.

When transporting or storing the kits, avoid exposure 10 high

temperature (over 30°C).

w N
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Specimen Collection and Storage

1. Whole Blood _
Collect the whole blood int

citrate or heparin) by venipuncture.

o the collection tube (containing EDTA,

SIA BlO-MEDICALS LTD.

. oawada, Daman -

€rba’

2- Plasma
E:L‘:;:H:’:]’i”’ ~l)t‘(unnn into collection tube containing EDTA,
Omine !(p m;] separale the plasma by centrifugation, 1500 RPM for

3. e s Carefully withdraw the plasma into a new pre labeled tube
Collect  blood specimen intoa  collection  tube containing  no
anticoagulants  Allow the blood to clot Separate the serum b
centrifugation; 1500 RPM for 10 minutes Carefully wrrhrl'raw Yh/(
Serum into a new Pre-labeled tube. Test the specimens as soon as
possible after collection

4. Stored serum/plasma/ whole blood specimens at 2-8°C up to 3 days
can be used for testing. Serum/plasma specirmens should be frozen ar
-20°C for storage longer than 2 weeks

Precautions

L. Anti-coagulants such as heparin, EDTA, and citrate do not affect the
test result

2. As known for relevant interference, haemolytic samples, rheumatoid
factors containing samples and lipaemic, icteric samples can lead 10
impairment of the test results.

3. Use separate disposable dropper or pipette fips for each sample
order to avoid cross contamination of either samples which cou'd
cause erroneous results.

Procedure of the Test

1. Allow the kit components and specimens to attain room temperature
prior to testing.

2. Remove the test device from foil pouch and place it on flat dry surface

3. With a 10 uL disposable dropper draw serum/plasma specimen and
dispense one drop or with micropipette dispense 10 ulL into well(S)
OR
With a 10 pL disposable dropper draw whole blood specimen and
dispense 2 drops or with micropipette dispense 20 ul into well (S)

4. Add 3 drops of Assay buffer into the well (S).

5. Wait for 20 minutes and read the results. Do not read the results after
30 minutes.

Interpretation of the Resuits

1. Negative Result: If only the control(C) band is develcped, the test
indicates that no detectable antibodies to Hepatitis C virus are present
in the specimen. The result is non- reactive for Anti-HCV.

2. Positive Result: If the control(C), and HCV test bands (T) are developed
the test indicates for the presence of antibodies to HCV in the specimen
the results is reactive for Anti-HCV.

3. Invalid Result: If the contral band "C” is not visible in the result window
after performing the test, the result is considered invalid. The
specimen must be tested using a new test device.

Performance Characteristics:
ErbaQik HCV test has been tested using in-house panel of positive and
negative clinical samples confirmed by leading commercial ant HCV ELISA
and Lateral Flow test and the correlation between these two systen

found to be 100%.

NS Was

Status ’ Positive Negative Tcit;al
Positive 135 0 ::

ati 0 027 )2/
Negative ]

e

Specificity- 100%

Total

Sensitivity- 100%

Limitations and Interferences

1. This is only screening test to ¢
HCV. All specimens detected reactive |
other technigues like LLISA, PCR, Western Blot »

) A definitive clinical diagnosts 5huulq not be b~3>|| o
should only be made by the physician after a

{etect the presence of antibodies against
must be cross checked by using

od on the single test but
| and laboratory
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- A Negative resy

Present ip t

It can occur if the

quantity of
he sPecimen is below the

analyte
the ang) the detec ‘ Yte of iy
Yte of interec detection limits Cregy
Stage of disease est that are detected are not e of assay
S@ N which 3 sample is collecteq Present during )
Warning '
1. For In-vij .
-Vitro
2. The inst Olagnosti Use only. Do not e-use the t
: structy N e tes :
P fO_h ‘must be followeq exactly 1o t device,
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afterwargds.

5. Avoid splashing or aerosol formation
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pescription of Material provided

» Result Window

Aasay
3 Sample Well/ o
% Buffer wel
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Test Device Disposable Dropper
Test Procedure
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Add 3 drops of assay buffer

s | r
Add 10 . {serum/plasma) o to well (5)

20 pL whole blood specimen to the sample well (S)

[ 00:20:00 |t oo

Interpretation of the test

Negative
2 - e
o m
3 ! §J Only Control (C) band is developed
w -
10 H ]

Positive

o~ ©

Qi3
B

1o

ID: Hev

Both Control(C) and HCV test (T) bands are developed

Erboitk

No control band in the result window

Kit Presentation

Contents:
¢ 10/25/50/100 Test devices packed individually, disposable dropper,
Assay buffer sufficient for the provided number of tests

e 1 Instruction for Use
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