
Stained Salmonella 
Antigen Set For Widal Test 

AEF 
Pack Size : 4 X5 mL 

INTENDED USE 

INTRODUC TION 

Diagnost1c reagents for the in vitro detection and guantitative estimation 

specific antibodies to Salmonella present in serum by rapid slide a 

conventional tube tests 

Tvphod is an entenc fever caused by various species of Salmonella such as 

ph. S paraph A and S. paravphi B. The disease is characterized by 

sustained high Fever, severe Headache, Nausea, Anorexia and Constipation 

initialy and later Diarhoea Humans are the only reservoir of the bacteria. The 

bactena s usualy transmitted by five 'F's: flies, food, fingers, faeces and 

fomites. 

PRINCIPLE 

vWIJal Test is he mOst widely accepted, a century old, serodiagnostic technique 

used for diagnosis of Typhoid. The test uses "O" and "H" antigens of S. typhi and 

S paratyph1"A' and S. paratyphi "B' to detect the high agglutinin titres of "O" and 

Hantibodies 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, 

detection of "0" 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 

0agglutinins in two different samples, taken at the interval of 7-10 days assure 
Typhoid infection 

17SA428-05 

Stained Salmonella antigens are used for detecting, identifying and quantifying 
antibodies specific to "0" 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. 

REAGENTS 

No 

3 

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. 

Reagent Reagent Name 
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7. 
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17SA427-05 

2X2 X 5 mL 

A(H) Antigen 

Stained Salmonella S.typhi "H° Antigen 

Stained Salmonella S. paratyphi 

ACCESSORIES ("as - Quant1ty Sufficient) 
Glass Slde 

Stained Salmonella S.typhi "O" Antigen 

Stained Salmonella S. paratyphi 
B(H) Antigen 

Positive Control Serum 

Applicator Sticks 
MATERIALS REQUIRED BUT NOT PROVIDED IN THE KIT 

Rubber Teats 

17SA429-05 

Disposable Plastic Droppers 

Test Tubes. 

2X5 mL 

Pipettes. 
Normal Saline. 

waste 

Disposable Gloves for specimen handling. 

REF 17SA428-0517SA427-05 17SA429-05 

Pack size: 4 X 5 mL 2 X 2 X5 mL 2 X 5 mL 

1X5 mL 2X5 mL 1X5 mL 

Specimen 

Serum 

1 X5 mL 2 X5 mL 

Storage at 

+2°C to +8°C 

1 X5 mL 

5% Solution of Sodium or Calcium Hypochlorite to wipe and disinfect the 

spills. 

Stability 

48 hours 

1X5 ml 

Disposable Biosafety Bag to collect and dispose used accessories and 

1 X0.5 mL1 X0.5 mL 

REAGENT STORAGE AND STABILITY 
All reagents are stable at +2 "C 10 +8 'C until the expiry date shown on the 
label. Do not freeze. 

SPECIMEN COLLECTION AND HANDLING 
Remarks 

1 X0.5 mL 

d/ or 
Freshly collected 5erurm, free of visible turbidity and 
haenolysis should tbe used n case of delay, serum 
should be stored at +2C to +8C It should notbo heate 
or inaCtivated Grossiy haermolysed and contamnae 
samples should not be u5ed 

BIOSAFETY 

3 

6 

7 
8 

9 

1 
2 
3 

4 

5 

6 
7 

9 

PRECAUTIONS 

11. 

1 
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Handle all the sanples with care, as they can be potentially infectious Avoid splashing or spilling of reagents. In case of any spll, the contaminated area should be decontaminated immediately Do not pipette by mouth. 

3 

4 

Place the used slides and tubes irnrmediately in a disinfectarnt and leave 

5 

overnight before using again ord 

6 

7. 

Vvear disposable gloves thrording. 

the gloves as biohazard waste 
Wear protective laboratory clothing in laboratory areas 
Working space should be kept clean 

IVD) 

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

Do not smoke. eat or drink in the area where sarnoles or kit reagents are 
handled. 

Normal saline should be used for serum dilution. 
12. Incubation should be done at non-vibrating place. 

PROCEDURE 

Wash hands thoroughly after completion of the test. 

A. RAPID SLIDE (SCREENING) TEST 

Use clean and dry glassware, free of detergents. 
Use clear, fat-free and contamination free serum. 

use. 

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

the test procedure and dispose of 

Take extreme care to prevent microbial contamination of reagents. 

Antigen vials should be shaken before use to make the suspension 

homogenous. 
Do not use kit reagents beyond expiry date. 
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. 

B.SEMI-QUANTITATIVE SLIDE TEST 

Clean the glass-slide supplied in the kit properly and wipe it free of 
moisture. 
Place one drop (50 uL) 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 

two circles (5 &6). 
Place one drop of antigens "O", "H", "A(H)" and "B(H)" in circles 1, 2, 3 

and 4 respectively and "O" antigen in circle 5 and any one of the "H" 

antigens (H, A(H) or B (H)} in circle 6. 
Mix the contents of each circle with separate applicator stick and spread 

it to the whole area of the individual circle. 
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. 
If no agglutinationis observed, the test is negative. 

Clean the glass slide supplied in the kit well and wipe it free of moisture. 

Place 0.005 mL, 0.01 mL, 0.02 mL, 0.04 mL, and 0.08 mL of undiluted 

serum in 1",2", 3°, 4" and 5" circles respectively on the slide. 

Add one drop of the appropriate antigen suspension which showed 

agglutination in screening slide test, to each of the above circles 

Mix the contents of each circle with separate applicator sticks. 

Hotate the slide slowly for one minute and observe for agglutination. 

The titre of the antibody is the highest dilution of serum upto which there 

is clear agglutination. 
Hepeat steps 1 to 6 with all the antigens, which showed agglutination in 

screening slide test. 

Serum Volume 

The serum volumes in the quantitative slide test correspond approximately to 

the tube test titres as follows: 

0.08 mL 
0.04 mL 
0.02 mL 

0.01 mL 
0.005 mL 

Approximate Tube Test Titre 

1:20 

1: 40 
1:80 

1: 160 
1:320 

1 X5 mL 

"2STERILE A 
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C.QUANTITATIVE TUBE (WIDAL) TEST 
Take a set of 8 lean dn 10 \ 75 mm test tubes for each serum under 

test 
Dute each senum sample and set up the test as follows 

Dilution 

2 

Nom 
Saline n m 
Patent s 

Transter 

Aooroonate 
Antgen. oroo 

1 

120 140 

10 

LIMITATIONS 

INTERPRETATION OF RESULTS 

QUALITY CONTROL 

0 

10 

1 

ARKRAY Healthcare Pvt. Ltd. 

Pngne No 0261-6167777, 

1 801 1601 320 1640 1 1280 

far 0261.6167776, 

1 0 10 

.0 

Emal info arkray co in 

0 Nw atktay co in 

5 

1.0 

Mx wel and incubate al tubes at 37 °C for 16-20 hours and examine for agglutinaton. 
Altenatrvely, incubate "O antigen at 50 °C for 4 hours, and all the "H antgens at 50°C for 2 hours. and take the reading 

ISO 13485 2016, 1S0 9001 2015 

mix 

The antibody titre is the highest dilution of serum showing distinct agglutination. 

6 

10 

Reading 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 reactions and in saline control, the appearance of suspension remains unchanged with a minute button of deposit at the bottom of the tube which shows a typical swirl when the tube is flicked. 

1.0 

1 

In addition to pattern of sedimented organisms, reduction in opacity of the supernatant as compared to saline control tube must be observed and considered to measure the degree of agglutination. 

Pot o 336 338 340 Road No 3. G IDC. Sachin 394 230 (Surat) INDIA 

7 

Agglutinin titer greater than 1:80 is considered significant and suggests infection, whereas low titers are found in normal individuals. There should be a four fold rise in titre between two serum samples collected at the acute phase and the convalescent phase. 

The Manuíacturing site's 0MS is Certified for 

Other clinical features like "Rose spots", stepladder pattern of fever, 
relative Bradycardia and Leucopenia should also be taken into 
consideration while interpreting the result. 

.0 

The past history such as previous atack of enteric fever or inoculation of 
TAB vaccine should be kept in mind while interpreting the result. In an 
inoculated person, the "H" titre should not be taken into account for 
diagnosis unless there is a risingtitre of "H" antibody between two samples. 

Saline 
Control 

Positive 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 
test are sensitive as well as specific and also to show the results that are to be 
expected in positive and negative samples. 

2) 

1.0 

Discard 1.0 mL 

Diagnostic titre is observed 7-10 days after the onset of fever. In first 
week of infection test is negative." 
High antibody concentration gives false negative result in the rapid slide 
test due to Prozone Phenomenon." 

INTERFERENCE 

4 

6 

7 

Fax 02616167778 

10. 

|3. 

Individuals vaccinated with Typhoid vaccine (TAB) may show moderately 
elovated titre of all three "H" antibodies 

4 

Repeated subclinical infoction may give high titres due to previous 
antibodies." 

PERFORMANCE CHARACTERISTICS 

5 

Ematl support@ arkray co n 

Treatment with antibiotic such as Chloranphenicol before the test gives 
false negative result for "" agglutinins. In that case diagnosis should be 
based on the significant elevation 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 antibodies from the 
Dysglobulinaemia of chronic active Liver disease."" 

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

Intection with many non-Salmonella organisms like Malaria, Dengue, 
Miliary Tuberculosis, Endocarditis, Brucellosis, Influenza etc. may give 
anamnestic response. 

TSC Phone No 0261 6167711 

Potential carriers of the disease exhibit negative results due to high 
antibody concentration." 

REFERENCES 

CSC Phone No 0261-6167712 

Immunological disorders such as Rheumatoid Arthrit1is, Rheumatic Fever 
or Nephritic Syndrome demonstrate high titre of O" and "H" agglutnin. 
Narcotic addicts demonstrate non-specific activity to the Widal test 

1. Protell., R.L. et.al., Anti-salmonella agglutinins in chronic active liver 
disease, Lancet. (1971) 2:330 

Vi antigen may block the "O" antigen from agglutinating with "O" antibody 
In endemic areas, people usually show moderately elevated level of "0 
and"H"agglutinins. 

Wilson, G.S. and Miles, A.S. In: Topley and Wilson's principles of 
Bacteriology, Virology an Immunity, 6th Ed., London, E. Arnold, 1975: 

2024-2025 
Ochei, J. and Kolhatkar, A, In: Medical Laboratory Science, Theory and Practice, (Tata McGraw-Hill, New Delhi) 2000:692-696 Olopoenia, L.A. and King, A.L., Widal agglutination test-100 years later: still plagued by controversy, Postgrad Med.J., (2000) 76:80-84 Dalal, P., Desai, H. and Shah, N.,Guj. Med.J.,(2002) 59:23-25 

SYMBOL LEGENDS 

Dey, N.C., Dey, T.K., In: Medicai 
Calcutta) 1981:79-89 

Symbol 

IVD 

Explanation of Symbol 

Consult instructions for use 

In vitro diagnostic device 

2'c Store at +2 °C to +8 °c 

REF] 

Keep away from sunlight 

Contains sufficient 
for < n > tests 

STERILETA Sterile A (sterilized using aseptic 
processing techniques) 

Catalogue number 

For Technical Support Cell (1SC) & Queries Contact Customer Service Cell (CSC). 
ARKRAY Healthcare Pvt Ltd 
Plot No 336 338. 340 Road No 3 G1DC Sachn 394 230 (Surat) INDA 

Bacteriology, 10th ed. (Alhed Agency, 

Symbol 

LOT 

EC AEP 

Explanation of Symbol 

Batch code No. 

Manufacturer 

Date of manufacture 

Use by (date or month 

of expiry) 
Do not use if package is 

damaged 

Authorized Representative 

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 manutacture 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 
there from. 

The product meets all the legal 
requirements for CE mark1ng as per 
directive 98/79/EC 

Arazy Group GmbH (¬ The Square 12, Am Flughafen 
ECREP 60549 Frankfurt am Main, Germany 

e-mail germany(@arazygroup com 

0620 ver 2 3 
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6 Contact 
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the 
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of desicCcant 

pouch 
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chloride 
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a suitable 

anticoagulant 

such 
as EDTA 
or Heparin 
or Oxalate 

and 
use 
the 

fresnly 

collected 
blood. 

4. Whole 

blood 

should 
be 

used 

im
m

ediately 
and 

should 
not 
be frozen. 

5. Though 

fresh 

specim
en 

is preferable, 
in 

case 
of delay 
in testing, 
it may 
be 

stored 
at 2°C 
to 
8°C 
for 

maximum 
upto 
24 hre 

6. Ifserum
 

is to be 

used 
as specim

en, 

allow 

blood 
to 
clot 

completely. 

Centrifuge 
to 

obtain 

clear 

serum
. 

7. Repeated 

freezing 
and 

thawing 
of the 

specim
en 

should 
be 

avoided. 

8. Donotuse 

turbid, 

lipaemic 
and 

hemolysed 

serum/plasma. 

9. Do 
not 
use 

hem
olysed, 

clotted, 

contam
inated, 

viscous/turbid 

specim
ens. 

10. 

Specim
en 

containing 

precipitates 
or particulate 

matter 

must 
be centrifuged 
and 
the 

clear 

supernatant 
only 

should 
be used 

for 
testing. 

11. 

Refrigerated 

specimens 

must 
be 

brought 
to room 

tem
perature 

prior 
to 

testing. 

TESTING 

PROCEDURE 

AND 

INTERPRETATION 
OF 

RESULTS 

1. Bring 
the 
kit com

ponents 
of ENTEROCHECK*-WB 

device 
to 

room
 

temperature 

before 

testing. 

2. O
pena 

foil 

pouch 
by tearing 

along 
the 

"notch". 

3. Remove 
the 

testing 

device 
and 
the 

sample 

applicator. 

Once 

opened, 
the 

device 

m
ust 

be used 

im
m

ediately. 

4. Label 
the 

device 
with 

specim
en 

identity. 

5. Place 
the 

testing 

device 
on 
a flat 

horizontal 

surface. 

6. Carefully 

dispense 
5ul 
of whole 

blood 

/serum
 

/ plasm
a 

into 
the 

specim
en 

port 
'A' 

using 
a micropipette, 
OR 

using 
the 
5ul 

sam
ple 

applicator 

provided, 
dip 
the 

sam
ple 

applicator 
in 
the 

sam
ple 

container 

and 
blot 
the 

sam
ple 

in 
the 

specim
en 

port 
A. 

7. Add 

five 

drops 
of sam

ple 

running 

buffer 

into 
the 

buffer 

port 
'B

' 

8. Atthe 

end 
of 15 

m
inutes, 

read 

results 
as 

follow
s: 

Negative 
Result 

If lgM
 

antibodies 
to 

S.typhi 
are 
not 

present, 
only 
one 

coloured 

band 

appears 
in the 

Control 

Window 
(C). Positive 

Result 

If laM
 

antibodies 
to 

S.typhi 
are 

present, 
tw

o 

coloured 

bands 

appear 
in the 

Test 
(T) 
and 

Control 

W
indow 

(C). 

The 

intensity 
of the 
test 

band 

may 
be 

more 
or less 

than 
the 

Control 

band, 

depending 

upon 
the 

concentration 
of lgM

 

antibodies 
in 

specim
en. 

C
[
T

 
A

O
B

 Invalid 
Result 

C
 

A
Q

B
 

The 
test 
is invalid 
if no 

band 
is visible 
at fifteen 

minutes. 
The 
test 

should 

also 
be 

considered 

invalid 
if only 
test 

band 

appears 

and 
no 

control 

band 

appears. 

Verify 
the 
test 

procedure 
and 

repeat 
the 

test 
with 

anew
 

device. 

c
T

 
A

 
B

 

PERFORM
ANCE 

CHARACTERISTICS 

Internal 
Evaluation 

In 
an 

in-house 

study, 
the 

perform
ance 

of ENTEROCHECK'-W
B 

was 

evaluated 

using 
a panel 
of fifty 

specimens 
of WIDAL 

positive 
(of 

varying 

reactivity) 
and 

W
IDAL-negative 

sera 
in 

comparison 
with 
a commercially 

available 

DOT 

ELISA 
test 
kit. 
The results 

of the 

evaluation 
are 
as follows: Commercially 

available 
DOT 
ELISA 

ENTEROCHECK 
-W

B 

WIDAL 

SPECIM
EN 

DATA 

50 50 

50 

No. 
of specim

en 

tested 6 

6 

No. 
of positive 

specim
ens 

44 43 

44 

No. 
of negative 

specim
ens 

6. all 

specim
ens 

as 

potentialy 

if infectious. 

Follow 

standard 

biosafety 

guidelines 
for 

handling 
and 

disprsal 
f 

r test 

devce 

m
ustbe 



Based 
on this 

evaluation: 

Sensitivity 
of 

ENTEROCHECK-WB: 
100% Specificity 

of ENTEROCHECK 

-WB:95.5% Seventy 

samples 
that 

were 

blo0d-culture 

positive, 

blood-culture 

negative 

sera 
and 

potentially 

cross-reacting 
sera 

were evaluated 
with 

ENTEROCHECK-WB 
in 

University 
of Malaya, 

Malayasia. 
The 

External 
Evaluation 

No. 
of Negatives 

No. 
of Positives 

TOTAL 

SPECIM
EN 

DATA 23 

29 Blood-

culture 

positive 

sera 9 1 10 Blood-

culture 

negative 

sera 28 3 

31 Potentially 

cross-reacting 

negative 
sera 

The 

above 

evaluation 

report 

states 

that 
the 

Sensitivity 
and 

Specificity 
of ENTEROCHECK-WB 
is 79.3% 

and 

90.2% respectively. One 

blood-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: 

External 

Evaluation-ll 

(Specificity 
&

 

Precision 

study) 

No. 
of Negatives 

No. 
of 
Positives 

TOTAL 

SPECIM
EN 

DATA 30 30 

Blood-

culture 

negative 

sera 0 1 1 

Blood-

culture 

positive 

sera 

Based 
on 

this 

evaluation: 

Specificity 
of ENTEROCHECK*-WB:100% 

One 

blood-culture 

positive 

sam
ple 

was 

Intra-assay 
Precision 

One 

blood-culture 

positive 

sample 
was 

assayed 
3 times 
on 
3 different 

days. Results: 
No 

variation 
in 

Inter-assay 
Precision 
study 

which 
do 
not 

interfere 

with 
the 
test 

results. 

Presence 
of a band 
at the 

test 

region 

even 
if low

 
in 

intensity 
or form

ation 
is 
a 

1. The 

membrane 
is lam

inated 
with 
an 

adhesive 

tape 
to 

prevent 

surtace 

evaporation. 
Air pockets 
or patches 

may 

appear. positive 
result. 

LIMITATIONS 
OF 

THE 

TEST 

2. The 

deliberate 
slow 

reaction 

kinetics 
of ENTEROCHECK 

-W
Bis 

designed 
to 

maximize 
and 

enhance 

reaction 
tim

e 

between 

sample 

capture 
and 

tracer 

elements 
to 

improve 
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 
at 30 

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. Therefore, 
in endemic 
area, 

samples 

positive 
yet 
with 
low 

signal 

intensity 

should 
be interpreted 
with 

caution, 

preferably 
in 6. In 

some 

studies, 
it has 

been 

reported 
that 
low 
titre 
lgM

 

antib0dies 
to 

S.typhi 
may 

persist 
for 

about 
4 months 
post 

infection. light 
of patient 

history. 

1. The 

folowing 
chart 

would 

explain 
the 
lgM

 

seroresponse 
in S.typhi 

infected 

subjects 
after 

onset 
of fever. 

Percent 
positive 

43.50 
%

 
92.90 
%

 

Detectable 
lgM

 
Response 

Onset 
of fever 4-6 

days 6-9 
days 100 

%
 >9 

days 

results 
of the 

evaluation 
are 
as follows: 

assayed 
10 

tim
es 

on 
the 

sam
e 

day. Results: 
No 

variation 
in 

results 
was 

observed 

indicating 

100%
 

correlation. 

study 
results 
was 

observed 

indicating 
100%

 

correlation. 



out 
recent 

of the 
patient. infection 

is still 

suspected, 

obtain 
a second 

specimen 
5-7 
days 
later 
and 

repeat 
the 
test. 9 

Specific 
laG 
may 

compete 
with 
the 
lgM

 
for 
sites 
and 
may 

result 
in a talse 

negative. 

Conversely. 
high 
titor 
Di 

10. 

Alow 

extent 
of cross 

reactivity 
may 
be 

obseved 
with 
S. paratyphi 

infection. 

factor 
may 

result 
in 
a false 

positive 

reaction. 

This 

product 
is designed 
to 

WARRANTY 

1. Hatta 
M

et 
al., 

Simple 

dipstick 

assay 
for 
the 

detection 
of Salmonella 

typhi-specific 
lgM

 

antibodies 
and 
the 

evolution 
of the immune 

response 
in 

patients 
with 
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fever. 
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J. Trop. 

Med. 
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pp. 
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6. Data 
on 
file: 

Viola 

Diagnostic 

Systems. 

SYM
BOL 

KEYS 

Do 
not 
reuse 

Date 
of M

anufacture 

Consult 
Instructions 

for 
use 

Tem
perature 

Lim
itation 

Sam
ple 

Running 

Buffer 

BUF 

This 
side 
up 

In vitro 
Diagnostic 

M
edical 

Device 

IV
D

 

M
anufacturer EC 

REP 

D
evice 

DEVICE 

Catalogue 
N

um
ber 

REF 

Use 
by 

A
uthorised 

R
epresentative 

in 
the 

European 

Com
m

unity 

D
isposable 

A
pplicator 

PIPETTE 
Plastic 
Sample 

Batch 
Number 
/ 

Lot 
Num

ber 

LOT 

Contains 
sufficient 

for 
<n> 
tests 

M
anufactured 

by: Viola 
Diagnostic 
System

s 

A
 

Division 
of Tulip 

Diagnostics 
(P) 
Ltd. Plot 

No. 
33, 

Sector-3, 

LLE. 

SIDCUL, 

Pantnagar, 
U. S. Nagar, 

Uttarakhand 
- 263 

153, 

INDIA. Bambolim 

EC 
REP 

0920VER-01 

or currenti 
infection, 

of as 
the 

positivity 

8. Anegative 

result, 
i.e., 
the 

absence 

detectable 
lgM 

antibody 
does 
not 
rule of is 

However, 
if S. 
typhi 

influenced 

by 
the 

time 

elapsed 
from 
the 

onset 

fever 
and 

immunocompetence 

perform 
as described 
on 
the 

label 
and 

package 

insert. 

Ihe 

manufacturer 

disclaims 
anv 

irmlica warranty 
of use 
and 
sale 
for 
any 

other 

purpose. 

Devi 
S., 
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Vol. 
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Widal 
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pp. 

654-657. 
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Complex 
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B-l
1, 

OID
C, 

Rin
gan

wa
da,

 

Dam
an 

-
396 210

, 

Ind
ia. 

TR
AN

SA
SIA

 
BlO

-M
ED

IC
AL

S LTD
. 

Pag
e 

1 of
 

min
ute

s. 

Ca
refu

lly 

wit
hdr

aw
 the 

pla
sm

a into
 a 

new 

lab
ele

d 

tub
e. 

He
par

in. 

Sep
ara

te the 

plas
ma

 by
 

cen
trif

uga
tion

, 1500
 rpm for 10

 

Co
llec

t 

blo
od 

spe
cim

en into
 

col
lec

tio
n tube

 

con
tai

nin
g 

EDT
A, 

Cit
rat

e or
 

an
aly

te of
 

in
ter

es
t tha
t are not 

pr
es

en
t 

du
rin

g the 

sta
ge 

of
 

dis
ea

se
 

pre
sen

t i
n 

the 

1.
 

Pl
as

ma
 

Sp
eci

me
n 

Co
lle

cti
on

 and 

Sto
rag

e 

tem
pe

rat
ure

 
(ov

er 30°C
) 

8.
 

Whe
n 

tra
nsp

ort
ing

 or
 

sto
rin

g the 

pac
kag

es,
 

avo
id 

exp
osu

re 

to
 

high
 

abo
ve 

pr
oc

ed
ur

e 
co

ns
ide

red
. The 

res
ult

s 

sho
uld

 be
 

rep
ort

ed
 

only
 

afte
r 

com
ply

ing
 witl cli
nic

al 

his
tor

y, 

sy
mp

tom
ato

log
y as

 
wel

l as
 

ser
olo

gic
al dat
a, 

sho
uld

 b 

7.
 

The 

she
lf-l

ife
 of

 
the kit is

 
as

 
ind

ica
ted

 on
 

the 
out

er 

pac
kag

e. 

6.
 

D
o 

not use the kit 
bey

ond
 the 

exp
ira

tio
n date

. 

5.
 

D
o 

not mix 

rea
gen

ts of
 

dif
fer

ent
 lots
. 

of
 

He
pa

titi
s 

inf
ec

tio
n. 

(S
eru

m/
Pla

sm
a) and 

4.
 

D
o 

not use the test
 kit if

 
the 

pou
ch 

is
 

dam
age

d or
 

the seal
 is

 
bro

ken
. 

Li
m

ita
tio

ns
 

and 
In

te
rf

er
en

ce
s sea

led
 

pou
ch.

 
3.

 
Per

for
m the test

 

irn
me

dia
tel

y afte
r 

rem
ovi

ng the 

dev
ice

 

from
 the 

Se
ns

iti
vit

y-100
% 

Spe
cifi

city
-100%

 

2.
 

The test
 

dev
ice

 is
 

sen
sit

ive
 to

 
hu

mi
dit

y as
 

well
 as

 
hea

t. 

To
tal 

not 
fre

ez
e. 

1.
 

Erba
 Qik 

HBS
Ag kit 

sho
uld

 be
 

sto
red

 at
 

room
 

tem
pe

rat
ure

 

Ne
ga

tiv
e 

0 

560 

726 
560 

For the 

rep
rod

uc
ibl

e 

res
ult

s, 

use
rs 

sho
uld

 be
 

awa
re of

 
the 

fol
low

ing
: 

Po
sit

iv
e 166 

Kit 
Sto

rag
e and 

Sta
bil

ity
 

166 St
atu

s 

Po
sit

iv
e 

0 

Ne
ga

tiv
e 

To
tal

 

In
str

uc
tio

ns
 

-
Di

spo
sab

le 
dro

pp
er Ass

ay 
Bu

ffer
 

be
 

100
%.

 lat
era

l 

flow
 test
 and the 

co
rre

lat
io

n 

be
tw

ee
n 

the
se two 

sy
ste

ms
 was 

fou
nd 

to
 

Tes
t 

dev
ice

 in
 a 

sea
led

 

pou
ch with

 a 
de

sic
ca

nt 

Pe
rf

or
m

an
ce

 
C

ha
ra

ct
er

is
tic

s:
 

Erb
aQ

ik 

HB
SAg

 Tes
t Kit 

co
nta

ins
 the 

fol
low

ing
: 

Kit w
or

kin
g. 

pro
ce

du
re 

is
 

pe
rfo

rm
ed

 

pro
pe

rly
 and the 

rea
ge

nts
 o

f 

be
 

tes
ted

 

usi
ng 

a 
new tes

t 

de
vic

e. 

pe
rfo

rm
ing

 the tes
t, the 

res
ult

 is
 

co
ns

ide
red

 

inv
ali

d. The 

sp
ec

im
en

 

mus
t 

3.
 

Inv
ali

d 

Re
sul

t: If
 

the 

co
ntr

ol (C) is
 

not 

vis
ibl

e in
 

the 

res
ult

 

wi
nd

ow
 

afte
r 

spe
cim

en
. The 

res
ult

 is
 

po
siti

ve for 
HB

sAg
. wit

hin
 the 

res
ult

 

wi
nd

ow
 

ind
ica

tes
 

pr
es

en
ce

 of
 

HB
SA

g 

an
tig

en
 in

 2.
 

Po
sit

ive
 

Re
sul

t: The 

pre
sen

ce
 of

 
both

 

co
ntr

ol ban
d (C) and test

 

ban
d (T) 

sp
ec

im
en

. The 

res
ult

 is
 

ne
ga

tiv
e for 

HB
SA

g. 

for
ms

. for
ms

 a 
vis

ibl
e 

ban
d as

 
the 

an
tib

od
y-

an
tig

en
-a

nt
ib

od
y gol

d 

pa
rti

cle
 

co
mp

lex
 

m
em

br
an

e 

ch
ro

m
at

og
ra

ph
ic

al
ly

 to
 

test
 

reg
ion

 (T) and 

co
ntr

ol 

reg
ion

 (C) and 

Co
nju

ga
te.

 The 

co
llo

ida
l 

gold
 

co
nj

ug
ate

 and 

sam
ple

 

mo
ves

 

alo
ng the 

mo
no

clo
na

l 

an
tib

od
y 

sp
ec

ific
 to

 
HB

SAg
 and 

po
lyc

lon
al 

an
tib

od
y 

co
llo

ida
l gold
 

m
on

oc
lo

na
l 

an
tib

od
y 

sp
ec

ifi
c to

 
HB

SA
g. 2)

 A
 

co
nju

ga
te pad 

co
nt

ain
in

g 

co
nta

in1
ng

 a 
test

 

ban
d (T) and 

con
tro

l 

ban
d 

(C)
.Th

e 

T
 

ban
d is

 
pre

-co
ate

d with
 The 

Erb
aQ

ik 

HB
sAg

 test
 

de
vic

e 

co
nta

ins
, 1)

 A
 

ni
tro

ce
llu

lo
se

 

me
mb

ran
e stri

p 

In
te

rp
re

ta
tio

n of
 

the 

Re
su

lts
 

5.
 

D
o 

not read
 the 

res
ult

s 

aft
er 30

 
mi

nu
tes

, as
 

it 
may give

 

fals
e 

res
ult

s. 

the 
re

su
lts

. 

4.
 

Ad
d2 

dro
ps 

of
 

Ass
ay 

Pri
nc

ipl
e o

f 
Tes

t 

well
 (S). 

dis
pen

se one drop
 or

 
with

 

mi
cro

pip
ett

e 

dis
pen

se 30
 

uL
 

into
 the 

sam
ple

 

3.
 

Wit
h 

a 30
 

uL
 

dis
po

sab
le 

dro
pp

er draw
 

se
ru

m
/pl

as
m

a 

sp
ec

im
en

 and 

2.
 

Re
mo

ve the test
 

ca
sse

tte
 

from
 foil 

pou
ch and 

pla
ce 

it on
 

flat dry 

su
rta

ce
. 

Iive
r 

cir
rho

sis
 and 

he
pa

toc
ell

ula
r 

ca
rci

no
ma

. VIru
s 

(HB
V) 

Is
 

a 
glo

bal
 

hea
lth 

pro
ble

m.
 It

 
is

 a 
ma

jor cau
se 

of
 

chr
oni

c 

he
pa

titi
s, Viru

s is
 

120 day
s on

 
ave

rag
e, but can vary

 

from
 45

 
to

 
160 day
s. 

He
pa

titi
s 

B
 

int
ect

ion
, 

eith
er 

acu
te or

 
chr

on
ic. The 

inc
ub

ati
on

 

per
iod

 of
 

the 

he
pa

titi
s 

B
 

pre
sen

ce 

of
 

HB
sAg

 in
 

ser
um

 or
 

pla
sm

a is
 

an
 

ind
ica

tio
n of

 
an

 
act

ive
 

He
pa

titi
s 

B
 

HBs
Ag 

Pre
vio

us 

des
ign

ath
ons

 

inc
lud

ed the 

Au
stra

lia 

or
 

A
u 

ant
ige

n. Ihe leas
t 7 

day
s. The 

com
ple

x 

ant
ige

n 

fou
nd on

 

the 

sur
fac

e of
 

HBV 

is
 

cal
led

 

pri
or t

o 
tes

tin
g. A

lloW
 the 

Pr
oc

ed
ur

e of
 

the Tes
t 

ca
us

e 
er

ro
ne

ou
s 

re
su

lts
. 

der tO
 

avo
id 

cro
ss 

co
nta

mi
na

tio
n of

 
eit

he
r 

sar
np

les
 

wh
ich

 

cou
ld 

Ose 

Se
pa

rat
e 

dis
po

sab
le 

dro
pp

er 

or
 

pip
ett

e tips
 for 

eac
h 

sar
np

le 

in
 

In
tro

du
ct

io
n 

im
pa

irm
en

t of
 

the test
 

res
ult

s. Tec
tors

 
con

tai
nin

g 
sam

ple
s 

In
 

Hu
ma

n 

se
ru

m
 or

 
pla

sm
a 

tes
t 

res
ult

. 
AI

u-c
oa

gu
lan

ts such
 as

 
he

pa
rin

, 

EDT
A, and 

citr
ate

 do
 

Pr
ec

au
tio

ns
 

In
te

nd
ed

 
Use 

Pro
du

ct 

Co
de:

 

133
140

 

(10
T) 

/ 
133

156
 

(25
T) 

/13
315

7 

(S0T
)/ 

1331
58 (100

T) 

One Step
 

HBS
Ag Rap

id Test
 

(Se
rum

/Pl
asm

a) 

lon
ger

 

tha
n 

2 
we

eks
. tes
un

g. HB
sA

g Tes
t 

Car
d 

Er
ba

Q
ik

 

po
ss

ib
le 

aft
er 

co
lle

cti
on

. Se
rum

 

into
 a 

new
 

Pr
e-

ah
el

ed
 

tub
e Tes

t the 

sp
ec

im
ne

ns
 as

 
SOo

n dS
 

Ce
ntr

ifu
ga

tio
n, 150

0 RPM for 10
 

rni
nu

tes
. 

Ca
ref

ull
y 

wi
thd

raw
 the 

2.
 

Se
ru

m
 

M
O

nn
he

lm
 

Erb
a 

sp
ec

im
en

 is
 

bel
ow

 the 

de
tec

tio
n 

lim
its the 

ass
ay 

or
 

th
 3.

 A
 

ne
ga

tiv
e 

res
ult

 can 

occ
ur if

 
the 

qu
an

tity
 ot

 
the 

an
aly

te of
 

int
ere

s 

co
nfi

rm
ato

ry test
. 

Th
ere

for
e for a 

def
ini

tiv
e 

dia
gn

osi
s, the 

pat
ien

t 

Z
. 

This
 is

 
only

 a 
scr

een
ing

 

test
. All 

rea
cti

ve
 

sam
ple

s 

sho
uld

 be
 

co
nfi

rm
ed

 by
 sho
uld

 not be
 

used
 as

 
sole

 

cri
ter

ia for the 
dia

gn
osi

 

1.
 

The 

HB
SAg

 test
 will 

ind
ica

te the 

pre
sen

ce
 of

 
HB

SAg
 in

 
the 

sp
ec

im
en

 

(2°
-30

°C
). D

o 

for use 

ne
ga

tiv
e 

clin
ica

l 

sam
ple

s 

co
nfi

rm
ed

 by
 

lea
din

g 

co
mm

erc
ial

 

HBS
Ag ELI
SA and Erb

aQ
ik 

HB
SAg

 test
 has bee

n 

tes
ted

 

usi
ng 

in-
ho

us
e 

pan
el of

 
po

sit
ive

 and Co
m

po
ne

nts
 

con
tro

l 
ban

d are 

for 

pr
oc

ed
ur

al 

co
ntr

ol.
 The 

co
ntr

ol ban
d 

sho
uld

 

alw
ays

 

app
ear

 if
 

the test
 

wi
nd

ow
 are not 

vis
ibl

e 

be
for

e 

ap
ply

ing
 any 

sam
ple

. The 

co
ntr

ol ban
d is

 
use

d ban
d" on

 
the 

su
rfa

ce
 of

 
the 

ca
sse

tte
. 

Bot
h the test

 and 

co
ntr

ol ban
d in

 
res

ult
 The 

HB
sAg

 test
 

ca
sse

tte
 has 
a 

let
ter

 of
 T
 

and 

C
 

as
 

"Te
st 

ban
d" and 

"C
on

tro
l 

res
ult

 

Wi
ndo

w the test
 

ind
ica

tes
 

that
 no

 

HB
SA

g 

an
tig

en
 is

 
pr

es
en

t in
 1.

 
Ne

ga
tiv

e 

Re
sul

t: If
 

only
 the 

con
tro

l (C) 
ban

d is
 

de
ve

lop
ed

, 

wit
hin

 the 

bu
ffe

r into
 the welI
 

(S)
.W

ait
 for 20

 
mi

nu
tes

 and read
 

and 

chr
onI

c 

dis
eas

e The 

he
pa

titi
s 

B
 

viru
s can 

sur
viv

e 

ou
tsid

e the bod
y tor at

 

He
pat

iths
 B

 
is

 a 
Vira

l 

inf
ect

hon
 

that
 

atta
cks

 the live
r and can 

cau
se bot

h 

acu
te 

kit 

co
m

po
ne

nt
s and 

sp
ec

im
en

s to
 

att
ain

 

roo
m 

te
m

pe
ra

tu
re

 

and 

lip
aer

nic
, 

icte
ric 

sam
ple

s can lead
 to

 . A
s 

kno
wn

 for 
rel

ev
an

t 

in
ter

fe
re

nc
e, 

ha
em

oly
tic

 

sa
np

les
, 

rh
eu

m
ato

id 

des
ign

ed for 
qu

alit
ativ

e 

det
erm

ina
hon

 of
 

He
pai

tis 

B
 

sur
fac

e 

ant
ige

n 

(HB
SAB

 

trba
Q1

k 

HBs
Ag test

 is
 

one step
 in

 
vitr

o 

Im
mu

noc
hro

ma
tog

rap
hic

 

dss
ay 

not 
aff

ect
 the Se

rum
/pl

asm
a 

spe
cim

en
s 

sho
uld

 be
 

fro
zen

 

at-
20°

C for 
sto

rag
e 

OS
to

re
d 

se
ru

m
/p

las
m

a 

sp
ec

im
en

s at
 

2-8
°C up

 
to

 3 
day

s can be
 

use
d ror dh

tc
oa

gu
la

nt
s. 

All
ow

 the 

blo
od 

to
 

clo
t. 

Se
pa

rat
e the 

ser
um

 by
 

Co
lle

ct 

blo
od 

sp
ec

im
en

 

into
 a 

co
lle

cti
on

 

tub
e 

co
nt

ain
in

g no
 



13
26

66
, 

Is
su

e 
O

1,
 05

/03
/20

20
 

IVD 

QU
AL

ITY
 

SYS
TEM

 
CE

RT
IFIE

D 
ISO 

900
1, ISO 

134
85 

" 1 
Ins

tru
cti

on
 for use 

" 
10

/25
/50

/10
0 Test

 

dev
ice

s 

pac
ked

 

ind
ivi

du
all

y, 

dis
po

sab
le 

dro
pp

ers
, 

Ass
ay 

Bu
ffer

 

su
ffi

cie
nt for 

pro
vid

ed 

num
ber

 of
 

test
. 

C
on

te
nt

s: 17
5-1

83
). 

Be
nth

am
 

eB
ook

s: 

Bu
ssu

m,
 The 

Ne
the

rla
nd

s 

5.
 

Po
sth

um
a-T

ru
m

pie
, G

. 

A., &
 

van 

Am
ero

ng
en

, A
. 

(20
12

). 

La
ter

al flow
 

ass
ays

. In
 

An
tib

od
ies

: 

Ap
pli

cat
ion

s and New 

De
ve

lop
me

nts
 

(\Vo
l. 

201
2, pp. 

KIT 
PR

ES
EN

TA
TI

ON
 

N
o 

he
pa

titi
s. 

Jam
a, 207 (10
), 

18
95

-18
96

. 

4.
 

Bl
um

be
rg,

 B
. 

S,
 

Su
tni

ck
, A

. 
I;

 &
 

Lo
nd

on
' W

. 
T

. 
(19

69
). 

Au
str

ali
a 

an
tig

en
 and HB
SA

g 

H8S
Ag 

Ser
a. 

JAM
A, 252 (2), 

25
2-2

57
. 

3.
 viru
s for 

cli
nic

ian
s. 

Cli
nic

s in
 

live
r 

dis
ea

se,
 

11
(4)

, 

68
5-7

06
. 

2 
Blo

ck, TM, Guo
, H

; &
 

Guo
, J.

 
T

. 
(20

07)
. 

M
ole

cu
lar

 

vir
olo

gy 

of
 

he
pa

titi
s B

 

Inv
ali

d 

in
 

Wo
rld 

jou
rna

l of
 

ga
str

oe
nte

ro
log

y, 

21
(42

), 

119
41.

 e 
re

su
lt 

wi
nd

ow
 

One ban
d 

Co
nt

ro
l "C" in

 
the 

res
ult

 

wi
nd

ow
 

One ban
d "T" and One ban

d in
 

"C" 

HB
SA

g 

HB
SAg

 

e 

Re
fe

re
nc

es
; 

prio
r 

inf
or

m
ati

on
 

/no
tic

e to
 

the 

bu
yer

. 

res
erv

es the righ
t to

 
im

pro
ve

 

/ch
an

ge
 any 

sp
ec

ifi
ca

tio
n 

/co
m

po
ne

nt
s 

wi
tho

ut 

and 
sp

ec
fh

ca
tio

ns
 

he
rei

n. Due to
 

co
nt

in
uo

us
 

de
ve

lo
pm

en
t, the 

m
an

uf
ac

tur
er 

be
 

cau
sed

 by
 

the fau
lt of

 
the use
r or

 
buy

er in
 

ac
co

rd
an

ce
 

with
 the 

lim
ita

tio
ns

 

and all 
res

po
ns

ibi
lit

y for any 

inj
ury

 or
 

dam
age

 or
 

leg
al 

im
pli

ca
tio

ns
 

whi
ch may da

ma
ge

s are 

like
ly to

 
be

 
cla

im
ed

. 

lra
ns

as
ia 

Bi
o-

M
ed

ica
ls Ltd.

 

dis
cla

im
s any 

an
 

am
ou

nt 

gre
ate

r 

tha
n the 

pu
rch

as
e 

pri
ce of

 
the 

go
od

s in
 

res
pe

ct of
 

wh
ich

 

re
nl

ac
em

en
t of

 
the 

pr
od

uc
t and 

in
 

no
 

cas
e 

lia
ble

 to
 

for 
cla

im
 of

 
any kind

 for 

be
 

mad
e to

 
Tr

an
sas

ia 

Bi
o-

M
ed

ica
ls Ltd.

 tor 
wh

ich
 

lia
bil

ity
 is

 
lim

ite
d to

 
eith

er pro
du

ct 

sp
ec

ifi
ca

tio
ns

 

de
sc

rib
ed

. 

No
tice

 of
 

no
n-

co
nf

or
m

in
g 

pro
du

cts
 

sho
uld

 Tr
an

sas
ia 

Bi
o-

M
ed

ica
ls Ltd.

 

Pr
od

uc
ts are 

wa
rra

nt
ed

 to
 

me
et the 

ap
pli

ca
ble

 

Ne
ga

tiv
e 

In
ter

pr
eta

tio
n of

 
the test 

Po
sit

ive
 

|D
0:

20
D

:0
0 Re

ad the 

re
su

lts
 at

 
20

 

m
in

ut
es

 

sp
ec

im
en

 

into
 the 

sam
ple

 

wel
l (S) 

Add 30
 

ul
 

(S
er

um
/P

las
m

a)
 of

 HB
SAg

 

the wel
l (S) 

Add 

2 
dro

ps of
 

AS
say

 

Lim
ited

 

Ex
pre

ss 

W
arr

an
ty 

Di
scl

aim
er 

Er
ba

Q
il C
 

co
nt

am
in

at
ed

 

m
ate

ria
ls 

in
 a 

bi
oh

az
ar

d 

co
nt

ain
er

. 

6.
 

De
co

nt
am

in
ate

 and 
dis

po
se of

 
all 

sp
ec

im
en

s, 

rea
cti

on
 kits and 

po
ten

tia
lly

 

5.
 

Av
oId

 
af

te
rw

ar
ds

. 
4 

We
ar 

pr
ote

cti
ve

 

glo
ves

 

wh
ile 

ha
nd

lng
 

sp
ec

im
en

s. 

Wa
sh 

han
ds 

TEST
 

PR
OC

ED
UR

E 

3.
 

D
o 

not eat or
 

sm
ok

e 

wh
ile 

ha
nd

lin
g 

sp
ec

im
en

s. 

be
 

ex
pe

rne
nc

ed
 in

 
lab

ora
tor

y 

pr
oc

ed
ur

es
. 

pe
rto

rm
in

g an
 

aSs
ay wit
h this
 

pro
du

ct mu
st be

 
tra

ine
d in

 
its use and mus

t 

2 
The 

in
str

uc
th

on
 

mu
st be

 
fol

low
ed

 

ex
act

ly to
 

get 
ac

cu
rat

e 

res
ult

s. 

An
yon

e 

Tes
t 

De
vic

e 

(30 uL) 
Dr

op
pe

r 
D

isp
os

ab
le 

Bu
ffe

r As
say

 

1 
For 

In-
vit

ro 

d1
ag

no
sti

c use onl
y. D

o 
not 

re-
use

 the test
 

de
vic

e. W
arn

ing
 

Bu
ffe

r 

tes
ted

 
ele

va
ted

 

lev
els

 of
 

R
F 

fac
tor

. 

Thi
s 

oc
cu

rs in
 

less
 

tha
n 1%

 

of
 

the 

5 
Fal

se 

po
s1h

ve
 

res
ult

s can 

ob
tai

n due to
 

the 

pr
es

en
ce

 of
 

oth
er 

an
tig

en
s or

 

Sa
m

ple
s Res

ult 
Wi

ndo
w 

es
ta

bl
1s

he
d oth

er 

bod
y 

flu
ids

, 

inc
lud

1n
g 

uri
ne or

 
sal

iva
 or

 
wh

ole
 

blo
od has not 

beo
r 

4 

The tes
t is

 
de

s1
gn

ed
 for use wit

h 

ser
um

 or
 

pla
sm

a 

sa
m

ple
s onl
y Uso ot

 

Ce
ba

Qi
k wh

ich
 a 

sam
ple

 is
 

co
lle

cte
d 

DES
CRI

PTI
ON

 O
F 

MA
TER

IAL
 

PRO
VID

ED M
an

nh
al

m
 

Erb
a 

Co
ntr

ol 

ban
d "C" in

 
the 

res
ult

 

wi
nd

ow
 

Bl
um

be
rg,

 B., 

alte
r, H

. 
J;

 &
 

Vi
sni

ch,
 

S.(
19

84
). 

A
 

New 

an
tig

en
 in

 
Le

uk
em

ia 

&
 

Co
pp

ola
, N

. 
(20

15
). 

He
pa

tit
is 

B
 

vir
us 

bu
rde

n in
 

de
ve

lo
pi

ng
 

co
un

tri
es

. 

1 
Zam

pin
o, R., 

Bo
em

io, A., 
Sa

gn
elli

, C., 
Ale

ssio
, L., 

Ad
ino

lfi,
 L

. 
E., 

Sag
nel

li, E., 

Bu
ffe

r into
 HB

SAg
 

sp
las

hin
g o

r 

ae
ros

ol 

fo
rm

ati
on

. 

We
ll 

Sa
mp

le We
l/ 



E
rba 

M
O

O
nhol 2

. 
Plasm

a 
Lolect 

blood 

specim
en 

into 

collection 

tube 

containing 

EDTA, 

E
rbaQ

ik 

rate 
or Heparin 

Separate 
the 

plasrma 

HCV 
Test 
C

ard 3. 
Serum

 

One 

Step 

HCV 
Ab 

Rapid 

Test Collect 

blood 

specirm
ern 

into 
a collechon 

tube 

containing 
no anticoagulants. 

Allow 

the 

blood 

to
 

clot. 

Separate 

the 

(Serum
/Plasm

a/W
hole 

Blood) Product 

Code: 

132824 

(10T) 
/ 132825 

(25T) 
/ 132826 4. Stored 

serum
/plasm

a/ 

w
hole 

blood 

specim
ens 

at 2-8C
 

up 
to 
3 days Can 

be used 

ErbaQik 

HO 

test 

card 
is a qualitat1ve 

screening, 

in-vitro 

diagnostics 

im
m

unochrom
atO

graphic 
assay 

Precautions 

introduction 

I. Anti-coagulants 

such 
as heparin, 

EDTA, 

and 

citrate 
do 

not 

affect 
the test 

result. 

Z. As known 
for 

relevant 

interference, 

haemolytic 

sam
ples, 

rheum
atoid 

tactors 

containing 

samples 
and 

lipaemic, 

icteric 

sam
ples 

can 

lead 
to 

im
pairm

ent 
of 

the 

test 

results. 

3. Use 

separate 

disposable 

dropper 
or 

pipette 

tips 
for 

each 

sam
ple 

in 

order 
to avoid 

cross 

contam
ination 

of either 

sam
ples 

which 

could cause 
erroneous 
resultS. 

H
enatts 

C
 

Virus 

(HOV) 
IS now

 

recognized 
as 
a m

ajor 

agent 
of chronic 

hepatins 

transfusion 

acquired 

non-A
, 

non-B 

hepatitis 

and 

liver 

disease 

throughout 

the 

world. 

HCV 
is 
a positive 

sense 

single 

stranded 

RNA 

Virus. 

The 

m
ajor 

im
m

unoreactive 

antigens 
of 
its 

proteins 

have 

been 

reported 
as core, 

NS3. 

NS4 

and 

NS5 

regions 
of 

HCV 

genom
e, 

which 

are 

know
n 

as highly 
m

m
uncdom

inant 
regions. 

Procedure 
of 
the 

Test 1. Allow 
the 
kit 

com
ponents 

and 

specim
ens 

to 

attain 

rOom
 

tem
perature 

prior 
to 
testing. 

HOV 

infecton 

frequently 

progresses 
to 

chronic 

liver 

disease. 
On 

the 

basis 

of Phylogenetic 

analysis, 

HCV 

has 

been 

grouped 

into 
six 

major 

genotypes 

each 
of 

w
hich 

contains 

one 
or 

m
ore 

subtvpes. 

The 

distribution 
of 

HCV 

genotypes 

varies 
in 

different 

geographical 

areas. 

Rem
ove 

the 

test 

device 

from
 

foil 

pouch 

and 

place 
it on 

flat 
dry 

surface. 

With 
a 10 
ul 

disposable 

dropper 

draw 

serum
/plasm

a 

specim
en 

and dispense 

one 

drop 
or 

with 

m
icropipette 

dispense 
10 
uL into 

well(S). 

Principle 
of Test 2. 3. 

With 
a 10 
ul disposable 

dropper 

draw 

whole 

blood 

specim
en 

and 

OR 

dispense 
2 drops 
or with 

m
icropipette 

dispense 
20 
ul 

into 

well 
(S) 

Add 
3 drops 
of Assay 

buffer 
into 
the 

well 
(S). W

ait 
for 

4. 
5. 

Interpretation 
of the 

Results 

1. Negative 

Result: 
If only 

the 

control(C) 

band 
is developed, 
the 

test 

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 

specim
en, 

the 

results 
is reactive 
for 

Anti-HCV. 

The 

ErbaQ
ik 

HCV 

test 

card 
is based 
on 
a principle 
of double 

antigen 

sancw
ich 

im
m

unochrom
atographic 

assay. 

The 

test 

card 

contains 
a m

em
brane 

strip, 

w
hich 

is 

pre-coated 

w
ith 

recom
binant 

HCV 

capture 

antigen 

(core, 

NS3, 

N
S4 

and 

NS5) 

on 

test 

band 

region. 

The 

HCV 

antiger-colloid 

gold 

conjugate 

and 

sam
ple 

m
oves 

along 

the 

m
em

brane 

chrom
atographically 

to
 

test 

region 
(T) 

and 

form
s 

a visible 

band 
as 

the antigen-antibody-antigen 

gold 

particle 

com
plex 

fornm
s. 

The 
developm

ent 

of 
a colored 

band 
in 

the 

test 

region 

indicates 
the 

presence 
of antibodies 
to 

Kit 
C

om
ponents 

after 

performing 
the 

test, 

the 

result 
is considered 

invalid. 

The 

3. Invalid 

R
esult: 

If 

the 

control 

band 
"C" 
is 
not 

visible 
in 
the 

result 

window specim
en 

must 
be 

tested 

using 
a new

 

ErbaQik 

HCV 
Test 
Kit 

contains 
the 

following: 

- A
 

test 

device 
in 
a sealed 

pouch 

w
ith 

a desiccant 

-Assay 
Buffer 

-

ErbaQik 

HCV 

test 

has 

been 

tested 

using 

in-house 

panel 
of positive 

and 

negative 

clinical 

samples 

confirmed 
by 

leading 

commercial 
anti 

HCV 

ELISA and 

Lateral 

Flow 
test 

and 
the 

correlation 

between 

these 

tw
o 

system
s 

was 

found 
to 
be 

100%. 

Performance 
Characteristics: 

-Instructions 
for 
use 

For 

the 

reproducible 

results, 

users 

should 
be 

aw
are 

of 

the 

following: 

Kit 

Storage 

and 

Stability 1. ErbaQik 

HCV 

should 
be 

stored 
at 

2-30°C. 
Do 

not 

freeze. Total 

Negative 

2. 

The 

test 

device 
is 

sensitive 
to 

humidity 
as 

well 
as 

heat. 135 0 627 

Positive 

135 762 

627 

3. 

Perform 
the 

test 

im
m

ediately 

after 

rernoving 
the 

device 

from
 

the 

sealed 
pouch. Specificity-

100% 

Status 
Positive 

Negative 
Total 

4. Do 

not 

use 
the 

test 
kit if 

the 

pOuch 
is dam

aged 
or 
the 

seal 
is 

broken Do 

not 

mix 

reagents 
of different 
lots. Sensitivity-

100% 

6. 

Do 

not 

use 
the 
kit 

beyond 
the 

expiration 

date. 

1. This 
is 

only 

screening 
test 
to 

detect 
the 

presence 
of 

antibodies 

against HCV. 
All 

specimens 

detected 

reactive 
must 
be 

cross 

checked 
by 

using 

other 

techniques 
like 

ELISA, 
PCR, 

Western 
Blot 

Limitations 
and 

Interferences 

7. The 

sheif-life 
of the 
kit 
is as indicated 
on 

the 

outer 

package. 

8. W
hen 

transporting 
or storing 
the 

kits, 

avoid 

exposure 
to 

hgh tem
perature 

(over 
30°C). 

2. 
A

 

definitive 

clinical 

diagnosis 

should 
not 
be 

based 
on 
the 

single 
test 
but 

should 
only 
be 

made 
by 
the 

physician 
after 
all 

clinical 
and 

laboratory 

Specimen 

Collection 
and 

Storage Collect 
the 

whole 

blood 

into 
the 

collection 

tube 

(containing 

EDTA, citrate 
or 

heparin) 
by 

venipuncture. 

1. Whole 
Blood 

Page 
i ot 2 

W
 

TRANSASIA 

BIO-MEDICALS 
LTD. ada, 

Daman 

-396 
210, 

India. 

by 

centrifugation, 

1500 

RPM 
for 10 

m
inutes 

C
arefully 

w
ithdraw

 
the 

plasm
ainto 

a new
 

pre 

labeled 

tube. 
serum

 
by centrifugation: 

1500 

RPM
 

for 

10 

ninutes. 

Carefully 

w
ithdraw

 

the Serum
 

into 
a new

 
Pre 

labeled 

tube. 

Test 

the 

specinens 
as soon 
as possible 

after 
collection. 

(50T)/132827(100|) 

In
ten

d
ed

 
Use 

for 

testing. 

Serum
/plasm

a 

specim
ens 

should 
be 

frozen 
at 

-20°C 
for 

storage 

longer 

than 
2 weeks. 

for 

detecthon 
of antibodies 

(IgG
, 

lgM
, 

igA) 

specihc 
to

 

HCV 
in

 

hum
an 

serum
, 

plasm
a 

or 

w
hole 

blood. 

20 
minutes 

and 

read 
the 

results. 
Do 

not 

read 

the 
results 

arter 30 
m

inutes. 
indicates 

that 
no 

detectable 

antibodies 
to 

Hepatitis 
C

 

virus 
are 

present 

in 
the 

specim
en. 

The 

result 
is 

non-

reactive 
for 

Anti-HCV. 

HCV 
in 

the 

specim
en. 

The 

unreacted 

gold 

Conjugate 

and 

unbound 

com
plex 

m
ove 

further 

on 

m
em

brane 

and 

are 

subsequently 

im
m

obilized 

by 
the 

control 

reagent 

coated 
on 

the 
m

em
brane 

at the 
control 
region(C), 

form
ing 

a colored 

band. 

Control 

band 
is used 
for 

procedural 
control 
and should 

alw
ays 

appear 
if the 

procedure 
is perform

ed 

correctly. 

test 
device. 

D
isposable 

dropper 



E
rba findings 

have 

been 

evaluated. 

Description 
of Material 

provided frhai 

The 

test 
is designed 

for 

use 

with 

seru
m

 
or plasm

a 
o

r 

w
hole 

blood 

sam
ples 

only. 

Use 
of other 

body 

fluids, 

been 
established. +

 
Result 
Window 

4
. 

A
 

negative 

result 

can
 

occur 
if 

th
e
 

q
u

a
n

y
 

of th
e 

analyte 
of 

interect 

present 
in 

th
e 

specim
en 

is below
 

the 

detection 

lim
its 

of the 

acsa, 

th
e
 

analyte 
of interest 

th
at 

are 

detected 

are 

not 

present 

during 
the 

stage 
of 

disease 
in 

w
hich 

a sam
ple 

is collected. 

W
arning 

Assay 
Buffer 

Sample 
Well/ Buffer 

Well 

1. For 

In-vitro 

diagnostic 

use 

only. 
D

o 
not 

re-use 

th
e
 

test 

device. D
isposable 

D
ropper 

Test 
Device 

2. The 

instruction 

m
ust 

b
e 

follow
ed 

exactly 
to 

get 

accurate 

results 

A
nyone 

perform
ing 

an
 

assay 

w
ith 

this 

product 

m
ust 

be 

trained 
in 
its 

Use 

and 

m
ust 

be 

experienced 
in 

laboratory 

procedures. 

3. D
o 

not 

eat 
or sm

oke 

w
hile 

handling 

specim
ens. 

4 

Test 
Procedure 

W
ear 

protective 

gloves 

while 

handling 

specim
ens. 

W
ash 

hands 

afterw
ards. 

5. Avoid 

splashing 
or aerosol 

form
ation. 

HCV 

HCV 

ID: 

D
econtam

inate 

and 

dispose 
of all 

specim
ens, 

reaction 

kits 

and 

potentially 

contam
inated 

m
aterials 

in
 

a biohazard 

container. 

7. 

Clean 
up 

spills 

thoroughly 

using 
an 

appropriate 

disinfection. 

Add 
3 drops 
of assay 

buffer 

to
 

well 
(5) 

Add 
10 
uL 

(serum
/plasm

a) 
or 

20 
ul 

whole 

blood 

specim
en 

to 
the 

sam
ple 

well 
(S) 

Lim
ited 

Express 

W
arranty 

Disclaimer 

Read 
the 

00:20:00 

Interpretation 
of 

th
e
 

test N
egative Only 

C
ontrol 

(C) 

band 
is 

developed 

HCV 

Transasia 

Bio-M
edicals 

Ltd. 

Products 
are 

w
arranted 

to 

m
eet 

the 

applicable 

product 

specifications 

described. 

Notice 
of nonconform

ing 

products 

should 

be 

m
ade 

to 

Transasia 

B
io-M

edicals 

Ltd. 
for 

w
hich 

liability 
is lim

ited 
to 

either 

replacem
ent 

of th
e 

product 

and 
in

 
no 

case 

liable 
to 
for 

claim
 

of 
any 

kind 
for 

an 

am
ount 

greater 

than 

the 

purchase 

price 
of the 

goods 
in 

respect 
of which 

dam
ages 

are 

likely 
to

 
be 

claim
ed. 

Transasia 

Bio-M
edicals 

Ltd. 

disclaim
s 

any 

and 
all responsibility 
for 
any 

injury 
or dam

age 
or legal 

im
plications 

which 

may 

be 

caused 
by 

the 

fault 
of the 

user 
or 

buyer 
in 

accordance 

with 

the 

lim
itations 

and 

specifications 

herein. 

Due 
to

 

continuous 

developm
ent, 

the 

m
anufacturer 

reserves 

th
e 

right 
to 

im
prove/change 

any 

specification 

/com
ponents 

w
ithout 

prior 

inform
ation 

/notice 
to

 
the 

buyer. Positive 

R
eferences; 

-

HCV 

ID: 

virus 

polyprotein 

cleavage 

products." 

Journal 
of virology 

67.3 

(1993): 

1. G
rakoui, 

A. R. A. 
S. H., 
et al. 

"Expression 

and 

identification 
of hepatitis 
C

 

1385-1395 

Both 

Control(C) 

and 

HCV 

test 
(T) 

bands 
are 

developed Invalid 

2. Cho, 

Y
oung 

Gyu, 
et al. 

"C
loning 

and 

over 

expression 
of the 

highly 

im
m

ungenic 

region 
of 

HCV 

genom
e 

from
 

Korean 

patients." 

Mol 

Cells 
3 (1993): 

407-416. 

3. Neville, 
J. A., et 
al. 

"A
ntigenic 

variation 
of 

core, 

NS3, 

and 

NS5 

proteins 

am
ong 

genotypes 
of hepatitis 
C

 

virus." 

Journal 
of clinical HCV 

4. Gordon, 

Julian, 

and 

Charles 
SG 

Pugh. 

"Lateral 

flow
crom

atographic 

binding 

assay 

device." 

U.S. 

Patent 

N
o.4,956,302. 

11 

Sep. 

1990. 

No 

control 

band 
in 

the 

result 

window Kit 
Presentation 

Contents: 

5. 

Y
oshikaw

a, 

A., 
et 
al. "Serodiagnosis 
of hepatitis 
C

 

virus 

infection 
by 

ELISA Escherichia 

coli." 

Journal 
of im

m
unological 

methods " 
"1

 

Instruction 
for 
Use 

ISO 

9001, 
ISO 

13485 
QUALITY 
SYSTEM 
CERTIFIED 

IV
D

 

r30C
 

including 

urine 
or 

saliva 
h

as 

not 

results 
at 20 

M
inutes 

m
icrobiology 

35.12 
(1997): 
3062-3070. 

148.1-2 
(1992): 

tor 

antibodies 

against 

the 

putative 

core 

protein 

(p20c) 

expressed 
in 

143-150. 

10/25/50/100 
Test 

devices 

packed 

individually, 

disposable 

dropper, 

Assay 

buffer 

sufficient 
for 
the 

provided 

num
ber 

of tests. 
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