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STANDARD Q

HBsAg

STANDARD Q HBsAg Rapid Test

PLEASE READ BACK PAGE CAREFULLY BEFORE YOU PERFORM THE TEST

[ Preparation ]

Carefully read the instruction for using
the STANDARD Q HBsAg Test. Cassette Packaging. Use another lot, if

expiry date has passed

[ Test Procedure ]

1. Using a micropipette

Specimen Addition
Add the collected specimen to the
specimen well of the cassette.

41 Specimen Collection
Collect serum or plasma (50pl).

650p|

L] O i i

HBsAg b s

[Materials Provided]

Cassette
L ‘assette

Specimen Transfer Device (50p1) Instruction for use

2 Lookatthe expiry date at the back of the - 3 gpen the caserte Packaging and check the cassette and the color indicator silica gel.

© Yellow

@ Green

O S1es Hosaa Teat | |~=ees Result window

STAKBAAD 0

Alf yellow color of silica gel
changes to green, do not use

“ ?J----Spedmen well

Pl the cassette in the Cassette
Packaging.
<Cassette Packaging> <Cassette> <Silica gel>

Reading Time

Read test results after 20 minutes.

Test can be read up to 30 minutes.
Read

4 After 20 mins

2 Do not read

After 30 mins

Do not read test results after 30
minutes. It may give false results.

CAUTION

20 mins

2. Using Specimen transfer device (50ul)

Specimen Addition
Add collected specimen to the
specimen well of the cassette.

Specimen Collection

Collect serum or plasma (50pl) till

the black line of the specimen transfer
device.

Control Line » - --
TestLine » - -~

The presence of only one colored
band ("C" Control line) within the
results window indicates a non
reactive result.
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The presence of two colored bands ("C" Control line and 'T‘ Test line) within the
results window, no matter which band appears first. indicates a reactive result,

i f ndow to show that the testis \{VOT”“Q Properly. This band is the control line (C).
2. A colored band will appear in the lower section of the result window. This band is the test line (T)-
3. Even if the control line is faint, or the test line isn't uniform, the test should be considered to be performeq properly and the test result should be interpreted as reactive result.

(e M|

* Reactive results should be considered in conjugation with the clinical history and other data available to the ph, sician.

3 Reading Time
Read the test results after 20 minutes.
Test can be read up to 30 minutes.

Read
After 20 mins

Do not read test results after 30
minutes. It may give false results.

CAUTION

20 mins

If the control band ("C* Control line) is not visible within the
result window, the result is considered invalid. The directions
may not have been followed correctly or the test may have
deteriorated. Re-test with a new patient specimen and a new
cassette.




EXPLANATION AND SUMMARY

[Introduction]

al hepatitis viruses that can cause inflam
Hepadta Ba:;:fc.é?2:3d[Zo‘:rr::ng:|I5ye:vr§rr|smuued via body fluids such as blood, se
ﬁ'éﬁ’f.'n"r'.i"(.on is a short-term viral infection, illness that occurs within the first 6
1o the HBV. Acute HBV infection can be either asymptomatic or develop the si
become noticeable. Most infected persans recaver, but 5%-10% are una
chronically infected. Many chronically infected persons have mild liver diseas
or mortality. Other Individuals with chronic HBV infection develop active disease, which can pr
and liver cancer. According to the World Health Organization, an estimated 240 million : o;gress to cirrhosis
infected with HBV and more than 780,000 people die every year due to complications of chopie 3ie chronically
cirrhosis and liver cancer. Given this urgent situation, rapid and accessible detection of H“’| st Including
efficient prevention and prompt treatment of it. Diagnosis of acute or chronic HBV inf o 1 paportan for
presence of hepatitis B surface antigen (HBsAg), a protein on the surface of HRY which ce:lrgn 5 Dased on the
levels during acute or chronic HBV infection. STANDARD Q HBsAg Test provncjes Si ;n * etected in high
accurate system to detect HBsAg in human serum, plasma or whole blood. Itis essentg.:ll fl:?nr[,ly fast, easy and
diagnosis of HBV infection and enables supportive treatment decisions. the reliable clinical

mation of the liver. It i
men, and vaginal secreri
months after the person
9ns and symptoms of vir
ble to clear the virys 2

ewith little or no long-term morbidity

S currently
fons. Acute
is exposed
al hepatitis
nd become

[Intended use]

STANDARD Q HBsAg Test is a rapid chromato
surface antigen (HBsAg) present in serum or plasma. This test is for in i
intended as an aid to early diagnosis of HBY infection in patient with clini

provides only an initial screening test result. Mor
e specific alternative diagn,
order to obtain the confirmation of HBV infection. 9
[Test principle]
?ﬁgﬁ,ﬁﬁ? 2 HBSAE Test contains two pre-coated lines, “C” (Control line) and “T* (Test line) on the surface of the
el h(n)se rhlem brane Both the control line and test line in the result window are notwisible before applying any
lteslrmee : nnu('jnal ant\—Chlcken IgY is coated on the control line region and monoclonal anti-HBS is coated on the
the fext :‘2'0"‘1( ogonlonal anti-HBS conjugated with colloidal gold particles is used as a detector for HBsAg. During
particles m:ﬁ\ s B surface antigen (HBsAg) in the sample interacts with anti-HES conjugated with colloidal gold
iU thl"g an[u HBS-HBsAg gold particle complex. This complex migrates on the membrane via capillary
result wind i :QS‘ ine. where it will be captured by monoclonal anti HES. A violet test line would be visible in the
amoun"("ag;’j‘:‘g'p:i:ﬁ?_lsl;:‘resem in the specimen, The intensity of violet test line will vary depending upon the
In the specimen. If HBSA 2n no color appears in the test
line. The control line is used for pro s notipresent inithe spacimen. then PP

cedural control, and should always appear if the test procedure is performed
properly and the test reagents of the control line are working s ape

ACTIVE INGREDIENTS OF MAIN COMPONENT
[Malﬁeﬁrig[; Provided]
Components 7 T -

graphic immunoassay for the qualitative detection of Hepatitis B
ro professional diagnostic use and
<al symptoms with HBV infection. It
05is methods should be performed in

Cassette

Instruction for use

[Reagents composition]
Components

_ Composition
Gold conjugates
- Monoclonal anti-HBS-gold
- Chicken IgY-gold
+ Testline
- Monoclonal anti-HBS
+ Control line
- Monoclonal anti-Chicken IgY

Cassette

KIT STORAGE AND STABILITY

Store the RDT Box at room temperature, 2-40°C / 36-104°F out of direct sunlight. Materials provided are stable until
the expiration date printed on the RDT box. Do not freeze.

SPECIMEN COLLECTION AND PREPARATION

[Serum]

1. Collect the whole blood into the commercially available plain tube NOT containing anti-coagulant such as
heparin or EDTA by venipuncture and leave to settle for 30 minutes for blood coagulation and then centrifuge
blood to get serum specimen of supernatant,

2. Ifserumin the plain tubeis stored in arefrigerator at 2-8'C / 36-46°F, the specimen can be used for testing within

1 week after collection. Using the specimen in the long-term keeping more than | week can cause non-specific
reaction. For prolonged storage, it should be at below -20°C/-4°F.

3. Itshould be brought to room temperature prior to use.

[Plasma]

1. Collect the venous whole blood into the commercially available anti-coagulant tube such as heparin or EDTA by
venipuncture and centrifuge blood to get plasma specimen.

If plasma in an anti-coagulant tube is stored in a refrigerator at 2-8'C / 36-46°F, the specimen can be used for

testing within 1 week after collection. Using the specimen in the long-term keeping more than 1 week can cause

non-specific reaction. For prolonged storage, it should be at below -20°C / -4°F.

3. Itshould be brought to room temperature prior to use.

2.

- Anticoagulants such as heparin or EDTA do not affect the test result.
+ As known relevant interference, haemolytic specimen, rheumatoid factors-contained specimen
and lipaemic, icteric specimen can lead to impair test results. .

- Use separate disposable materials for each specimen in order to avoid cross-contamination

SALTIoN which can cause erroneous results.

TEST PROCEDURE

[Preparation]

1. Carefully read the instruction for using the STANDARD Q HBsAg Test.

2. Look atthe expiry date atthe back of the cassette packaging. Use another lot, if expiry date has passed.

3. Openthe cassette package, and check the cassette and the color indicator silicagel in cassette packaging.
4. Methods for following steps can be changed depending on the type of specimen and specimen transfer

device.

[Test Procedure]
« Using micropipette
Collect SOpl of serum or plasma.

Add the collected specimen to the specimen well of the cassette.

Read the testresults after 20 minutes. Test can be read up to 30 minutes.

Using specimen transfer device (50ul)

Collect SOul of serum or plasmatill black line of the specimen transfer device.

Add the collected specimen to the specimen well of the cassette.

Read the testresults after 20 minutes. Test can be read up to 30 minutes.
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- Do not Read the test result after 30 minutes. It may give false results.
CAUTION

*NTERPRETATION OF TEST RESULTS

. Non reactive result: The presence of only one colored band ("C” Control line) within the result window indicates 3
non reactive result.

~

. Reactive result: The presence of two colored bands (“C* Control line and “T" Test line) within
no matter which band appears first, indicates a reactive result. Even if the contral line is faint,
uniform, the test should be considered to be performed properly and the test result shoul
reactive result.

the result window,
or the testline isn't
d be interpreted as a

3. Invalid result If the control band (“C” Control line) is not visible within the result window, the result|
invalid. The directions may not have been followed correctly or the test may have deteriorated. nenifﬁﬂi“;ﬁ{sj
cassette.

atalogue number ’ Note

5 Consutt Instructions Contai
In vitro Diagnostics D}.] Ntains Sufficj To Indicate the tes
In vitro Diag for Use forens Tgts 1t —_— Do not re-use % termperati,

- Reactive results should be consi i ith the clinical history and other data
available tothe lJl")Isic‘naﬂ.e O credin conjunclion wih il

CAUTION

LIMITATION OF TEST

The test should be used for the detection of HBsAg in human serum or plasma specimens.
" Neither the quantitative value nor the concentration of HBsAg can be determened by this qualitarive test.

Failure 1o follow the test procedure and interpretation of test results may adversely affect test performance
" and/or produce invalid results.

A non- reactive test result may occur if the level of extracted antigen in a specimen is below the sensitivity of
" the testorifapoor-quality specimen is obtained. Jab hod

For more accuracy of immune status, additional follow-up testing using other laboratory methods is
" recommended.

The test result must always be evaluated with other data available to the physician.

PERFORMANCE CHARACTERISTICS

1. Sensitivity * In this multi-site evaluation of 43 specimen, we found the relative sensitivity is 100% (43/43).
" The results are summarized in the following table.

S

- v

ﬁ-__——E —75‘“:"“0 Ef—ﬁ"’————“g Test :I Total Result
Reference — e
CUA | Positive
Analyzer | Nega e
T Total Result |
== Sitivi | 02100% cincnzas
2. Specificity © In this multi-site evaluation of 162 sFeumen. we found the relative specificity is 100% (162/162),
e results are summarized in the following table. - ]
R e == . . }~ STANER_IJ_QstAg Test : T Total Result
Reference [ Reactve | Nemreactive | " T
T eua Positive | o | [ 0
Analyzer | Negative | — i o162 | 162
" Total Result | 162 162
T specificity 1621162 x 100=100%

WARNINGS

1. Donotre-usethe kit

2. Donotusethekitif the cassette package is damaged or the sealis broken.
3. Donotuse the kitafter expiration date

4. Donotsmoke,drink or eat while handling specimen.

5

Wear personal protective equipment, such as gloves and lab coats when handling kit reagents. Wash hands
thoroughly afterwards

6. Clean up spills thoroughly using an appropriate disinfectant.

7. Handleall specimens as if they contain infectious agents.

8. Observe established precautions against microbiological hazards throughout testing procedures.

9. Dispose off all specimens and materials used to perform the test as bio-hazard waste. Laboratory chemical
and bio-hazard wastes must be handled and discarded in accordance with all local, state, and national
regulations.

10. Silica gel in cassette packaging is to absorb moisture and keep humidity from affecting products. If the
moisture indicating silica gel beads change from yellow to green, the cassette in the cassette packaging
should be discarded.

11. Discard the cassette immediately after reading result.
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Product Disclaimer

Whilst every precaution has been taken to ensure the diagnostic ability and accuracy of this product, the
product is used outside of the control of the SD BIOSENSOR and distributar and the result may accordingly be
affected by environmental factors and/or user error. A person who is the subject of the diagnosis should
consult adoctor for further confirmation of the result.

Warning

The SD BIOSENSOR and distributors of this product shall not be fiabie for any losses, liability, claims, costs or
damages whether direct or indirect of consequential arising out of or related to an incorrect diagnosis, whether
reactive or non reactive, in the use of this product.

Issue date : 2018. 05

M Manufactured by

@ SD BIOSENSOR HEALTHCARE PVT. LTD.

Corporate Office
Unit No-202 A-D, 2nd Fleor, Tower-A, Unitech
Haryana-122001, India

Manufacturing site
Plot No. 38, Sector - 4, IMT Manesar,

5D/026/IN/01-00

Signature Towers, South City 1, Gurugram,

Gurugram, Haryana-122082, India
Any inquiries regarding the instruction

; provided should by "
care@sdbiosensor.co.in e addressed to:

Toll Free No.
1800-10-23105

www.sdbiosensor.com
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STANDARD Q°®

HCV Ab

STANDARD Q HCV Ab Rapid Test

- L
PLEASE READ COMPLETE i1 INSERT GAREFULLY BEFORE YOU PERFORM THE TE ST TAN D,\R Cassette Sp;cel\’,.nc:"(:r::?,{" Buffer Bottle Instructions for use
0 NOT USE COMPONENT OF ANY OTHER KIT

[ Preparation ]

’ f
1 Carefully read the instruction for using 2 Look at the expiry date at the back ©f 3 Open the cassette package & check for the cassette & silica gel.

the STANDARD Q HCV Ab Test. the cassette package. Use another [0t
if expiry date has passed.
B0 WOT WAt
pigrind

= » 1. Result window

3
i

i

___J’ = = 2, Specimen well

-[M.Iﬂl:
<Cassette Packaging> <Cassette> <Silica gel>
[Test Procedure]
1. For Serum or Plasma specimen
1 Specimen Collection 2 Specimen Addition 3 Buffer Addition Reading Time

Using a micropipette or specimen Add the collected serum or plasma to Add 3 drops of buffer into

transfer device collect 10pl (till the specimen well of the cassette. specimen well of the cassette.
marking) of serum or plasma.

Read the test results after 5 minutes.
The test can be read up to 20 minutes.

or —
10yl e

Read
4 After 5mins
Marking —=t- Can be read
: o Up to 20 mins
i
o .
i‘ f Q¢ Do not read test resuit after 20
==3 b minutes. It may give false results.
[[[ﬂi & CAUTION
2. For Whole Blood specimen
1 Specimen Collection 2 Specimen Addition Buffer Addition 4 Reading Time
Collect 20yl of whole blood by using Add the collected whole blood to the Add 3 drops of buffer into Read the test results after 5 minutes.
a micropipette or collect two times specimen well of the cassette. specimen well of the cassette. The test can be read up to 20 minutes.

10p1 of whole blood till the marking
of specimentransfer device.

or

Marking—

[ %‘}\

20yl 2x10p1=20pl

Read

After 5mins
Can be read
Up to 20 mins

Do not read test resutt after 20

minutes. It may give false resuits.
CAUTION

[Interpretation of Test Result]

ControlLing » « = o |f

R L
N ST LA

Testline & » = o b I .‘-..-.-...--.---Q-----"

HCV Non-Reactive HCV Reactive

Invalid, Re-test with a new cassette.

1. A colored band will
2. Acolored band will
3.Even if the control |
* Reactive

appear in the top section of the result window to show that the test Is working properly. This band is the control line (C).

appear in the lower section of the result window. This band is the test line (T).

ine/test line Is faint, or the test line Is not uniform, the test should be considered to be performed property and the test result should be interpreted as a reactive result.
résults should be considered in conjunction with the clinical history and other data available to the physician.




STANDARD Q® HCV Ab Test

EXPLANATION AND SUMMARY

[Introduction]

Hepatitis C virus (HCV) is one of several hepatitis viruses that can cause inflammation of the liver. It is a bloodborne virys

and is most commonly transmitted through unsafe injection practices, inadequate sterilization of medical equipment ang
the transfusion of unscreened blood and blood products. HCV can cause both acute and chronic hepatitis infection, Acu
HCV infection is a short-term viral infection, and is usually asymptomatic. About 15-45% of infected persons Spcntanleou;e
improve or resolve the infection within just several months without treatment. However, the remaining 55-85% of infeqez
ersons will develop chronic HCV infection. The chronic HCV infection is a serious disease that it can result in long-te
problems in the liver, including liver damage and liver cancer, even death. According to the World Health Organizau;\n
“bout 130-150 millon people globally have chronic HCV infection, with more than 350,000 people dying from Hepatitis
C-related liver diseases each year. Antiviral medicines can cure approximately 90% of persons with HCV, thereby reducin
the risk of death, but access to diagnosis and is low. To establish best practices for early diagnosis for HCV infection (ag
prevent health problems that may result from infection and prevent transmission of the virus. STANDARD Q HCV Ab Tes':
provides significantly fast, easy and accurate system to detect the specific antibodies HCV in human serum, plasma or whol
blood. It s essential for the reliable clinical diagnosis of HCV infection and enables supportive treatment decsions. .

[Intended use]

EJAHNC?IARrZ?e :ﬂ:‘ A:U'I;Te]s( is a rapid chromatographic immunoassay for the qualitative detection of specific antibodies
|n(endeSAs pihiy aln cslerum, plasma or whole blood. This test is for in vitro professional diagnostic use and
it s(mnOi negatrezt ;:g‘:\‘?s; of HCV mffe((ion in patient with clinical symptoms with HCV infection. It provides
Mores T i i i
O o irmation of HCV infection. e specific alternative diagnosis methods should be performedin order to obtain

[Test principle]
STANDARD Q HCV Ab Test contains two pre-coated lines, “C” (Control line), “T*(Test line) on the surface of the
nitrocellulose membrane. Both the control line and test line in the result window are not visible before applying any
specimens. Monoclonal anti-NS3 and monoclonal anti-Core are coated on the control line region and monoclonal anti-
human 1gG is coated on the test line region. Four recombinant HCV antigens from the Core, NS3, NS4 and NS5 regions
conjugated with colloidal gold particles are used as detectors for HCV antibodies. During the test, HCVantibodies inthe
specimen Interacts with recombinant HCV antigens conjugated with colloidal gold particles making antibody-antigen
gold particle complex. This (amplex migrates on the membrane via capillary action until the test line, where it will be
captured by the monoclonal anti-human IgG. ‘Aviolet test line would be visible in the result window if HCV antibodies
are present in the specimen. The intensity of violet test line will vary depending upon the amount HCV antibodies
f;ﬁi’e;ltl:ge(?;Jg:gl;::g}&i:gx;:ﬂgggnels ar: nzt p::seln! in the specimen, then no color appears in the testline. The
ol, and should alw: I
the test reagents of the control line are working. B ap e P Peomed prope e

[Materials Provided]

Comp

Cassette Specimen transfer device
Buffer Bottle Instruction for use

KIT STORAGE AND STABILITY

Store the RDT Box at room temperature, 2-40°C / 36-104°F out of direct sunlight. Materials provided are stable until the
expiry date printedon the RDT box. DONOT FREEZE.

SPECIMEN COLLECTION AND PREPARATION

[serum]

1. Collect the whole blood into the commercially available plain tube NOT containing anti-coagulant such as heparin

or EDTA by venipuncture and leave to settle for 30 minutes for blood coagulation and then centrifuge blood to get
serum specimen of supernatant.

. If serum in the plain tube Is stored in a refrigerator at 2-8°C/36-46°F, the specimen can be used for testing
within 1 week after collection. Using the specimen in the long-term keeping more than 1 week can cause non-specific
reaction. For prolonged storage, it should be at below -20°C ? -4°F.

. 1t should be brought to room temperature prior to use.

[Plasma]

1. Collect the venous whole blood into the commercially available anti-coagulant tube such a

venipuncture and centrifuge blood to get plasma specimen.

2. If plasma in an anti-coagulant tube is stored in a refrigerator at 2-8°C/36-46°F, the specimen can be used for

testing within 1 week after collection. Using the specimen in the long-term keeping more than 1 week can cause
non-specific reaction. For prolonged storage, it should be at below -20°C/-4°F

3. It should be brought to room temperature prior to use.

[Whole Blood]

Capillary whole blood

Capillary whole blood should be collected aseptically by fingertip.

Clean the area to be lanced with an alcohol swab.

Squeeze the end of the fingertip and pierce with a sterile lancet.

Collect the capillary whole blood till the marking of the specimen transfer device for the testing.
The capillary whole blood must be tested immediately after collection.

~

w

s heparin or EDTA by

O

Venous whole blood
Collect the venous whole

venipuncture.
1f venous whole blood in an anti-coagulant tube is stored in a refrigerator at 2-8°C/ 36-46°F, the specimen can

be used for testing within 1~2 day after collection.
Do not use hemolyzed blood specimen.

blood into the commercially available anti-coagulant tube such as heparin or EDTA by

woN

+ Anticoagulants such as heparin or EDTA donot affect thetestresult.

+ Asknown relevant lngerference, haemolytic specimen, rheumatoid factors-contained specimen and
lipaemic, icteric specimen can lead toimpair the testresults.

+ Use separate disposable materials for each specimen in order to avoid cross-contamination which

CAUTION £an cause erroneous results.

TEST PROCEDURE

[Preparation]

1. Carefully read instructions for using the STANDARD Q HCV Ab Test.

2. Look at the expiry date at the back of the cassette package. Use another lot, if expiry date has passed
3. Allow the RDT kit to come at room temperature before opening the cassette package. )
4. Open the cassette package & check for the cassette & silica gel.

5. Methods for following steps can be changed depending on the specimen or specimen transfer device.

[Test Procedure]
« For serum or plasma specimen
1. Using amicropipette or specimen transfer d
levice collect 10yl (till the marking) of
2. Addthe collected serum or plasma to the specimen well of the cassette. Lo
i. Add 3drops of buffer into the specimen well of the cassette.
. Readthe testresults after 5 minutes. Test can be read up to 20 minutes.

+ For whole blood specimen

. Collect 20p! of whole blood by using a mi i
e o y using a micropipette or collect two times 10pl of whole blood till the marking of
Add the collected whole blood to the specimen well of the cassette,

Add 3drops of buffer into the specimen well of the cassette.

Read the testresults after S minutes. Test can be read up to 20 minutes.

hwN

+ Do not read test resuits i i
AN after 20 minutes. It may give false results.

Uﬂv&)r@@

Vitro Diay
Catalogue number in itro Dagnastics (mm:(whuu!;mx Contans Suffcient of -, Couban o Indicate the temperature
perat limitations in
£ which the ransport package has to be
hept and handied.
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[NTERPRETATION OF TEST RESULTS

1. Non-reactive: The presence of only one colored band (“C" Control line) within the r
non-reactive result. esult windoy indicates 3
Reactive: The presence of two colored bands (“C" Control line and “T" Test line) within th
@ result

matter which band appears first, indicates a reactive result. Even if the control line/test line jg . window, no
isn'tuniform, thetest <hould be considered to be performed properly and the test resukshou'di;nt Or the test line
e inter

reactive result. rpretedas a

L g

C* Control line) is not visible within the result window, the resyt g
onsidered

[nvalid: If the control band (
t have been followed correctly. In such case, it is recommended to r i
etest the

" nvalid. The directions may nol
speclmenwnhanew(assene.

w

+ Even if the control line/test line is faint, or the test line isn't uniform, the test should be considered to b
performed properly and the test result should be interpreted as a reactive result. 0 be
+ Reactive result should be considered in conjunction with the clinical history and other data available

CAUTION o the physician.

LIMITATION OF TEST
The test should be used for the detection of HCV antibodies in hu
Neither the quantitative value nor the rate of HCV antibodies concen
Failure to follow the test procedure and interpretation of test resul
produce invalid results.
Anon-reactive test result may occur if the Jevel of extracted antibod:
or if a poor-quality specimen is obtained.

llow-up testing using other laboratory methods is recommended.

For more accuracy of immune status, additional fo t
. The test result must always be evaluated with other data available to the physician.

man serum, plasma or whole blood specimen.
tration can be determined by this qualitative test.
Its may adversely affect test performance and/or

W

yin aspecimen is below the sensitivity of the test

ks

o

QUALITY CONTROL

[Internal Quality Control]
STANDARD Q HCV Ab Kit has test line and control line on the surface of each cassette. All ¢
result window are not visible before applying specimen. The control line is used for procedur:
test has been performed correctly and the reagents are functional. If it does not appear, the
the test must be repeated. I addition, good laboratory practice recommends the daily use o

the test procedure and to verify proper test performance.

he test line and control line in
al control. It will appear if the
test results are not valid and
f control materials to confirm

PERFORMANCE CHARACTERISTICS

As per the evaluation conducted at different sites in India, the performance characteristics of STANDARD Q HCV Ab is found

to be:
Sensitivity - 100% | Specificity - 99.74%

WARNINGS AND PRECAUTIONS

. Donotre-usethekit.
A Donotuse(hekml(hecassenepackagesdamagedorthesea! isbroken.
" Donotusethe buffer bottle of another lot.
. Donot smoke, drink or eatwhile handling specimen.
Wear personal protective equipment, such as gloves and lab coats when handling kit reagents. Wash hands
thoroughly after the tests are done.
. Cleanupspills thoroughly using an appropriate disinfectant.

A Handleallspec»mensasxf(heycontammlemousagen(s.
Ob: hed p against mic I hazar roughout testing procedures.

. Dispose off all specimens and materials used to perform the test as bio-hazard waste. Laboratory chemical and
bio-hazard wastes must be handled and discarded in accordance with all local, state, and national regulations.

10.Silicagelin cassette packagingisto 3bsorb moisture and prevent humidity from affecting products.

11.Buffer contain sodium azide as a preservative. If these materials are to be disposed off through sink or other
common plumbing system, flush with generous water to preventacc I P ly explos| pound.

12. Forinvitro diagnostic use only.

13. Do not use the kit contents beyond the expiry date printed outside the box.

14, Immediately perform the test after removing the test device fromthe cassette package.

15. Discard the cassette immediately after reading result.
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f this product, the product

Product Disclaimer , g
Whilst every precaution has been taken to ensure the diagnostic ability and accuracy
is used outside of the control 0
accordingly be affected by environmental factors and/or user error. A person

should consultadoctor for further confirmation of the result.

f the SD BIOSENSOR HEALTHCARE PVT. LTD. and distributor and the res_uk may
who Is the subject of the diagnosis.

Warning o

HEALTHCARE PVT. LTD. and distributorsof this productshall not be liable for any losses liablity.
crl’;ﬁn? ECLQ;SE}:(S%!;M“ whether direct or indirect of _consequenoa! arising out of or related to an incorrect
diagnosis, whether reactive ornon reactive, inthe use of this product.
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Materials provided)

STANDARD Q*

HIV 1/2 Ab

STANDARD Q HIV 1/2 Ab Test

(-]
PLEASE READ COMPLETE KIT INSERT CAREFULLY BEFORE YOU PERFORM THE TEST STAND,\R

Specimen transfer
pd!vlce (10 :l) Buffer Bottle Instructions for use

USE COMPONENT OF ANY OTHER KIT

[ Preparation ] -
q Carefully read the instruction forusing 2 Look at the expiry date at the bad; 3 Open the cassette package & check for the cassette & silica gel.
the STANDARD QHIV 1/2 Ab Test. of the cassette package. Use anothe
lot, if expiry date has passed.
v : e
WViZAL = = 1. Result window gomey
[ ) o ams
= . m-é'v‘g';
| 4= 2 Specimen well T
<Cassette Packaging> <Cassette> <Silica gel>
[ Test Procedure]
1. For Serum or Plasma specimen
1 Specimen Collection 2 Specimen Addition 3 Buffer Addition 4 Reading Time
Using a micropipette or specimen Add the collected serum or plasma to Add 2 drops of buffer into the Read the test results after 10 minutes.
transfer device collect 10yl (till the the specimen well of the cassette. specimen well of the cassette. The test can be read up to 20 minutes.
marking) of serum or plasma.
1 0 p I 1 Opl - Read
1 0 | T After 10 mins
= Marking——=f - P Can be read
| - 7 Up to 20 mins
| ) - a
| <,
J \ L 1 gé Do not read test result after 20
Em o ,]ﬁi £ = Lo minutes, It may give false results.
5 k: (, 2 . N
2. For whole blood specimen
41 Specimen Collection 2 Specimen Addition 3 Buffer Addition 4 Reading Time
Collect 20p! of whole blood by using Add the collected whole blood to the Add 2 drops of buffer into the Read the test results after 10 minutes.
a micropipette or collect two times specimen well of the cassette. specimen well of the cassette. The test can be read up to 20 minutes.

10p! of whole blood till the marking
of specimen transfer device.

: S
[ ; =
or . ’ g Read
el = After 10 mins
| ¥ Marking /. gdrops Can be read
¥ ( \k _ b Up to 20 mins
4 SN i) Y.
i 4 o~ N 3
oy f ) = = Do not read test result after 20
lllll ¢ Q\ . % ! ; & minutes. It may give false results.
''''' e CAUTION
20pl 2x10pi=20pl >
[Interpretation of Test Result]

'N zf:-‘]'??""ﬂ""-"'-‘.

|| NON-REACLVE

ey
IV 112 Ab HIV 12 Ab
HIV 1280 | [ HIV 172 ‘i)

.- cmcssmcesemne=d

Control Line » + = =
T2LIne » « = =

T1line » v = =

Y .- ssmsmscsscass

HIV Non-Reactive HIV-1 Reactive HIv-2 Reactive ngﬁg& eZ Invalid, Re-test with a new cassette.

1. Acolored band will appear in the top section of the result window o show that the testis working properly. This band is the contral line (C).

i A t lines (T1 and T2).
2. Colored bands will appear in the lower section of the result window. These bands are tes
3. Even if the control line/test line is faint, or the test line is not uniform, the test should be considered to be performed properly and the test result should be interpreted as a reactive result.

. " ta available ician.
* Reactive results should be considered in conjunction with the clinical history and other d2 to the physic l




TANDARD Q® HIV 1/2 Ab Test

PLANATION AND SUMMARY

ntroduction] deficiency virus), HIV
nown types of HIV (human immunode cy ' type 1and HIV type 2. H

AIDSIS ca:,;up:\:;;kw"h AI?I’)‘;. Ams-rel(ared complex (ARC), and asymptomatic infected lndl:}ilguals ;rzvh%;:f"isfrrv.
1) is foun J e i transmitted by sexual contact, by exposure to lnfeneq blood or blood products, or from an inf, for
AIDS. The her fetus or infant. The infection of HIV type 2 (HIV-2)is endemic only in West Africa, and it has been ide: b
mother ;U als who had sexual relations with individuals from that geographic region. HIV-2 is similar to, but d'_mﬂed
n md':wu1 Both viruses have similar morphology and lymphotropism, and the modes of transmission ;p e Stine
o within the two major HIV types, there is significant variation. HIV-1 has been divided into four gro: :r 12 be
si:ar major)-including at least ten subtypes, group O (for outlier), group P, and group N (for non-M, non.o)_psll','?"';‘l‘P
the HIV-2 strains have been classified into at least five subtypes (A through E). STANDARD Q HIV 1/2 Ab Test can del!Y,
poth HIV-1antibody and HIV-2 antibody, which first appear significantly later, 20-45 days after infection, Detecting H;;
earlier with STANDARD Q HIV 1/2 Ab Test s helpful to prevent future transmission during extremely infectious stage,

{Intended use]
STANDARD Q HIV 1/2 Ab Test is a rapid immunochromatographic 3* generation test for the detection of antibod;

s od|
(1gM, 19G & IgA) against HIV 1 & HIV 2 in human serum, plasma or whole blood, The test s for in vitro diagnostic ul::
and is intended as an aid to early diagnosis of KIV infection. This is intended for professional use, only for an initial
screeningtest. 2

[Test principle]
STANDARD Q HIV 1/2 Ab Test has *T1*, "T2" and “C” line pre-coated with recombinant HIV-1 gp41 protein /
recombinant HIV-1 subtype O gp41, recombinant HIV-2 gp36 protein and monaclonal anti-chicken 1gG respectively,
The anti-HIV-1/anti-HIV-1 subtype O in patient sample interacts with the recombinant HIV-1 gp41-gold / recnmbinané
HIV-1 subtype O gp41-gold and the anti-HIV-2 in patient sample interacts with the recombinant HIV-2 gp36-gold in the
pad. The of gold conjugated antigens and antibodies moves along the membrane
ot g ally to the with assay diluent and is captured by the HIV antigens on the test regions (T1
and T2). If the antibodies against HIV are in the patient sample, visible lines are formed in the test region. The contrg|
line should always appear if the test procedure is performed properly.

conjug:

[Materials Provided]

Components

Cassette | Specimen transfer device
Buffer Bottle | Instruction for use

KIT STORAGE AND STABILITY

Store the RDT Box at room temperature, 2-40°C / 36-104°F out of direct sunlight. Materials provided are stable until the
expiration date printed on the RDT box. Do not freeze.

SPECIMEN COLLECTION AND PREPARATION

[Sserum]

1. Collect the whole blood into the commercially available plain tube, NOT containing anti-coagulant such as heparin,
EDTA or sodium citrate, by venipuncture and leave to settle for 30 minutes for blood coagulation and then centrifuge
blood to get serum specimen of supernatant.

2. Ifserum in the plain tube Is stored in a refrigerator at 2-8°C/36-46°F, the specimen can be used for testing within
1 week after collection. Using the specimen in the long-term keeping more than 1 week can cause non-specific
reaction. For prolonged storage, it should be at below -20°C / -4°F.

3. Itshould be brought to room temperature prior to use.

{Plasma]
1. Collect the venous whole blood into the commercially available anti-coagulant tube such as heparin, EDTA or
sodium citrate by venipuncture and centrifuge biood to get plasma specimen.
2. If plasma in an anti-coagulant tube is stored in a refrigerator at 2-8°C/36-46°F, the specimen can be used for
testing within 1 week after collection. Using the specimen In the long-term keeping more than 1 week can cause
non-specific reaction. For prolonged storage, it should be at below -20°C/-4°F

It should be brought to room temperature prior to use.

[Whole Blood]

« Capillary whole blood

1. Capillary whole blood should be collected aseptically by fingertip.
2. Clean the area to be lanced with an alcohol swab.

3. Squeeze the end of the fingertip and pierce with a sterile lancet.
4

5.

w

. Collect the capillary whole blood till the marking of the specimen transfer device for testing.
. The capillary whole blood must be tested immediately after collection. .

Venous whole blood
Collect the venous whole blood into the commercially available anti-coagulant tube such as heparin, EDTA or
sodium citrate by venipuncture.

2 If venous whole blood in an anti-coagulant tube is stored in a refrigerator at 2-8°C/ 36-46°F, the specimen can
be used for testing within 1~2 day after collection.
3. Do not use hemolyzed blood specimen.
* Anticoagulants such as heparin or EDTA do not affect the test result.
+ As known relevant interference, haemolytic specimen, rheumatoid factors-contained specimen
and lipaemic, icteric specimen can lead to impair the test results.
« Use separate disposable materials for each specimen in order to avoid cross-contamin.
CAUTION which can cause erroneous results. oo

[Preparation)

. Carefully read instructions for using the STANDARD Q HIV 1/2 Ab Test.

. Look at the expiry date at the back of the cassette package. Use another lot, if expiry date has passed.
. Allow the ROT kit to come at room temperature before opening the cassette package.

. Open the cassette package & check for the cassette & silica gel.

. Methods for following steps can be changed depending on the specimen or specimen transfer device.

[Test Procedure]

For serum or plasma specimen

Using a micropipette or specimen transfer device collect 10l (till the marking) of serum or plasma.
. Add the collected serum or plasma to the specimen well of the cassette,

. Add2drops of buffer into the specimen well of the cassette.

Read the testresults after 10 minutes. Test can be read up to 20 minutes.

LN

PWN o e

Forwhole blood specimen
- Collect 201 of whole blood by usin
specimen transfer device.
- Addthe collected whole blood to the specimen well of the cassette
. Add2drops of buffer into the specimen well of the cassette. .
Read the testresults after 10 minutes. Test can be read upto 20 minutes.

g a micropipette or collect two times 10l of whole blood till the marking of

bW

+ Do not read test resuits afrer 20 min
utes. It may give false r
CAUTION g esults,

Catalogue number i vi(rO DIagnostics  Consultinstructions
Contains Suffic
for Sufficient for  Caution

<n> Tests Which the transport package has to be

kept 3nd handied.

wN

4. Anon-reactive tes!

To indicate the temperature fimitationsin Do not re-use.

@SD BIOSENSOR

EALTHCARE PVT, LTD.

INTERPRETATION OF TEST RESULTS

Non.neac(ive
resence of only conitrol line (C) within the result window indicates thap th

l:,m‘ldnzs to HIV-1and/or HIV-2, ® Specimen is none

peactive

1) The presence of two lines as control line (C) and test line (1) within the resyy

speamenis reactive for antibodies to HIV-1.

3) The presence of two lines as control line (C) and test line (2) within the result window

specimenis reactive for antibodies to HIV-2. !
The presence of three lines as control line (C) , test line (1) and test line (2) within the resyfy window indicates

reactive for

Window Indicates that the

indicates that the

3 that the specimenis reactive for antibodies to HIV-1and HIV-2.
tnvalid . .
the control band (“C” Control line) is not visible within the le_sgl( window, the result is considered invalid. The
g;rectloﬂs may not have been followed correctly. In such case, it is recommended to retest the specimen with a
new cassefte.
« There is an homology in the amino acid sequence between HIV-1 and HIV-2 due to which th
have a cross reactivity of 30-70%. Hence, appearance of test lines for bath HIV-1 and HIV-2
antibodies on the cassette does not necessarily imply co-infection from HIV-1 & HIV-2. To
determine the virus type or diagnose a co-Infection accurately, a confirmatory test such as
CAUTION - Western Blot or PCR must be performed,

LIMITATION OF TEST

The test should be used for the detection of antibodies to HIV in human serum.k plasma or whole blood specimen.
. Neither the gt value nor the rate of. i to HIV conc! al this test.
Failure to follow the test procedure and interpretation of test results may adversely affect test performance and/or

nvalid results. i i
produce | t result may occur if the level of extracted antibody in a specimen is below the sensitivity of the test

r-quality specimen is obtained. ] )
oA o additional follow-up testing using other y is rec

of immune status,
Z- ;z;r&z;e{:::lll‘r'antzs‘ always be evaluated with other data available to the physician.
QUALITY CONTROL
[Internal Quality Control] ‘
STANDARD Q HIV 1/2 Ab Kit has test line and control line on the sudage of each cassette. All the test lines and control line in
vesult window are not visible before applying specimen. The control line is used for procedural control. It will appear if the
test has been performed correctly and the reagents are functional. If it does not appear, the test results are not valid and the

test must be repeated. In addition, good laboratory practice recommends the daily use of control materials to confirm the
test procedure and to verify proper test performance.

PERFORMANCE CHARACTERISTICS
As per the evaluation conducted at different sites in India, the performance characteristics of STANDARD Q HIV 1/2 Ab i

found to be: ;
Sensitivity - 100% | Specificity - 99.49%

WARNINGS AND PRECAUTIONS

. Donotre-use thekit.

. Donotuse thekitif the cassette package is damaged or the seal is broken,

. Donot use the buffer bottle of another lot.

. Donotsmoke, drink or eat while handling specimen.

Wear personal protective equipment, such as gloves and lab coats when handling kit reagents. Wash hands

thoroughly after the tests are done.

Cleanupspills thoroughly using an appropriate disinfectant.

. Handle all specimens as if they contain infectious agents.

. Observe established precautions against microbiological hazards throughout testing procedures.

. Dispose off all specimens and materials used to perform the test as bio-hazard waste. Laboratory chemical and
bio-hazard wastes must be handled and discarded in accordance with all local, state, and national regulations.

10. Silica gelin cassette packaging is to absorb moisture and prevent humidity from affecting products.

11. Buffer contain sodium azide as a preservative. If these materials are to be disposed off through sink or cther

common plumbing system, flush with generous water to prevent acc lation of potentially exp

12. For invitro diagnostic use only.

13. Do notuse the kit contents beyond the expiry date printed outside the box.

14. Immediately perform the test after removing the test device from the cassette package.

15. Discard the cassette immediately after reading result.
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i ion has been taken to ensure the diagnostic ability and accuracy of this product, product |
:Nh"s:de:eu’gis?:?ut::?o:trul of the SD BIOSENSOR HEALTHCARE PVT. LTD. and distributor and the result may
as(::rdingly be affected by environmental factors and/or user error, A person wha is the subject of the diagnasis
should consult a doctor for further f?ﬂmﬂ‘"f‘lhfﬂff_.w
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