SEFES Syphilis

Syphilis Rapid Test Strip
(Serum/Plasma/WB)

Package Insert
A rapid test for the diagnosis of Syphilis to eTP)
antibodies (IgG and IgM) to Treponema Pallidum ( i
qualitatively  in  serum/plasma/whole ~ blood.
professional in vitro diagnostic use only.

s INTENDED USE St

The Aspen Syphilis Rapid Test str!p
(Serum/Plasma/Whole blocd) is a rapid chromatographlc
immunoassay for the qualitative detection of antibodies
(IgG and IgM) to Treponema Pallidum (TP) in sgl"um,
plasma or whole blood to aid in the diagnosis of Syphilis.

Treponema Pallidum (TP) is the causative agent of 'the
venereal disease Syphilis. TP is a spirochete bacterium
with an outer envelope and a cytoplasmic membra_ne.
Relatively little is known about the organism in comparison
with other bacterial pathogens. According to the Center f(?r
Disease Control (CDC), the number of cases of Syphilis
infection has markedly increased since 1985.” Some key
factors that have contributed to this rise include the cre;ck
cocaine epidemic and the high incidence of prostitutlgn
among drug users. One study reported a substantial
epidemiological correlation between the acquisition and
transmission of the HIV virus and Syphilis.

Multiple clinical stages and long periods of latent,
asymptomatic infection are characteristic of Syphilis.
Primary Syphilis is defined by the presence of a chancre
at the site of inoculation. The antibodies response to the
TP bacterium can be detected within 4 to 7 days after the
chancre appears. The infection remains detectable until
the patient receives adequate treatment.’

The Syphilis Rapid Test strip (Serum / Plasma / whole
blood) utilizes a double antigen combination of a Syphilis
antigen coated particle and Syphilis antigen immobilized
on membrane to detect TP antibodies (IgG and IgM)
qualitatively and selectively in serum / plasma / whole
blood.

1iwy

PRINCIPLE

The Aspen ‘Syphilis Rapid Test strip (Serum /Plasma
/Whole blood) is a qualitative membrane based
immunoassay for the detection of TP antibodies (IgG and
IgM) in whole blood, serum or plasma. In this test
procedure, recombinant Syphilis antigen is immobilized in
the test line region of the test. After specimen is added to
the specimen well of the test strip, it reacts with Syphilis
antigen coated particles in the test. This mixture migrates
chromatographically along the length of the test and
interacts with the immobilized Syphilis antigen. The double
antigen test format can detect both IgG and IgM in
specimens. If the specimen contains TP antibodies, a
colored line will appear in the test line region, indicating a
positive result. If the specimen does not contain TP
antibodies, a colored line will not appear in this region,
indicating a negative result. To serve as a procedural
control, a colored line will always appear in the control line
region, indicating that proper volume of specimen has
been added and membrane wicking has occurred.

The test contains Syphilis antigen coated particles and
Syphilis antigen coated on the membrane.

PRECAUTIONS

* For profes_siqnal in vitro diagnostic use only. Do not use
after expiration date. Do not use test if pouch is

damaged.

Do not eat, drink or smoke in the area where the

Specimens or test strips are handled.

Handle all specimens as if they contain infectious

agents, Obgerve established precautions  against

microbiological hazards throughout all procedures and

follow the standard procedures for proper disposal of

sSpecimens.

Wear protective clothing, disposable gloves and eye

protection when specimens are assayed.

* The used tests, specimens and potentially contaminated
materials should be discarded according to the local
regulations.

Humidity and temperature can adversely affect results.

STORAGE/ANDISTABILIT}Y;

The test is stable through the expiration date printed on
the sealed pouch 2-30°C. DO NOT FREEZE. Do not use
after the expiration date.

SPECIMENICOLLECTION/AND|PREPARATION

+ The Aspen Syphilis rapid test strip can be performed
using Serum / Plasma / Whole blood.

+ Testing should be performed immediately after the
specimens have been collected. Do not leave the
specimen at room temperature for prolonged periods.
Specimens may be stored at 2-8°C for up to 3 days. For
long term storage, specimens should be kept below -
20°C.

+ Bring specimen to room temperature prior to testing.
Frozen specimens must be completely thawed and
mixed well prior to testing. Specimen should not be
frozen and thawed repeatedly.

SMATERIALIPROVIDEDJ

« Test strips * Droppers
- Buffer » Package insert

« Strip support

S Materialrequired butinot{provided SRRy

Specimen Collection containers, Centrifuge, Timer, Test
tubes

SEIDIRECTIONSIEOR|USE s

Note: Bring the test device, specimen and buffer to
the room temperature if stored at 2-8°C.

Remove the strips from the sealed pouch.

- Peel off the tape from the strip support and stick the test
strip in middle of the strip support as shown in
below picture.

1. Add 2 drops (50ul) of Serum/ Plasma / Whole blood
to the specimen pad of the test strip using dropper/
pipette.

2. Add 1 drop of buffer (40ul). Read result at 10 minutes.
(Do not interpret the result after 30 minutes).

2 drops of Serum/plasmalwhole Blood
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INTERPRETATIONIOEIRESULTS

NEGATIVE : Pink/Purple line at C only i

POSITIVE : Pink/Purple linesat C & T

y|
I

)

INVALID : If control line does not appear,
the test is invalid. In this case, please repeat
the test using another device following the
test procedure correctly.'

yphilis
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QUALITY,CONTROL

A procedural control is included in the test. A colored line

appearing in the control line region (C) is considered an

internal  procedural control. It confims adequate

membrane wicking.

1. The Aspen Syphilis Rapid Test strip (Serum /Plasma
diagnostic use only. The test

/MWhole blood) is for in vitro
should be used for the detection of TP antibodies in serum,
plasma or whole blood specimens only. Neither the

quantitative value nor the rate of increase in TP antibodies

can be determined by this qualitative test.
2. The Aspen Syphilis Rapid Test strip (Serum /Plasma

/Whole blood) will only indicate the presence of TP
antibodies in the specimen and should not be used as the

sole criteria for the diagnosis of TP infection.
3. As with all diagnostic tests, all results must be
interpreted together with other clinical information

available to the physician.
4. If the test result is negative and clinical symptoms

persist, additional testing using other clinical methods is
recommended. A negative result does not at any time
preclude the possibility of TP infection.

EXPECTED'VALUES' : 3

The Aspen Syphilis Rapid Test Strip
(Ser'um/PlasmaNVhole blood) has been compared with a
leading commercial TPPA Syphilis test, demonstrating an
overall accuracy greater than or equal to 99.8%.

PERFORMANCE CHARACTERISTICS :

Sensitivity and Specificity

/‘wsoquien Syphilis Rapid Test strip (Serum /Plasma
o e blood) has correctly identified specimens of a
Eomcr)::ra;ie panel and .h.as been compared to a leading
somn Ila TPPA Syphilis test using clinical specimens

esults show that the relative sensitivity of the Syphilis;

Rapid Test strip is >99.99
99.79 9% and the relative specificity is

hod TPPA Total
hf\gl 1,0,., Rosults Posltive Negative Result
syphllis l?npld T(;\% ) Poelll\lm 130 2;9 ;g;
0 Nogatlve
strip(sorum/P1a°T : 130 300 430

% (95%CI*: 97.7%~100.0%);

tivity: >99.9 (
© 99.7% (95%ClI*: 98.2%~100.0 %),

Rolallve sons

clficity
igcl:?;lggys:%ee.ﬂ% (95%CI™: 98.2%~100.0%).
*Confldenco Intorvals
Precision
Intra-Assay

- cision has been determined by usi‘n’g 15
ygg:?g;tgjsno?rfgur specimens: a nqgative, a low poismv?, a
medium positive and a high po§|tlve. The neglat ve, orwe/
positive, medium p%sgiﬁi/ve fa;':g t?rlr?: positive values we

ified > b O D
correctly identifi ol
s been determined by 15
e four specimens: a
positive and a high

iti i ilis Rapid Test
tive. Three different lots of the Syphi
stcr)'iSF; (Serum/PlasmaNVB) have been tested over a 3-day
period using negative, low positive, medium positive and

high positive specimens. The specimens were correctly
identified >99% of the time.

s Cross-reactivity. :
ili i i /Plasma/WB)
The Aspen Syphilis Rapid Test Strip (Serum

has begn tested by HAMA, RF, HBsAg, HBsADb, HBeAg,
HBeAb, HBCAb,HCV, HIV, H. Pylori, MONO, CMV,
Rubella and TOXO positive specimens. The results

showed no cross-reactivity.

Between-run precision ha
s on the sam

independent assays | !
negative, a low positive, a medium

Znterfering/Substances

The following potentially interfering substances were
added to Syphilis negative and positive specimens.
Acetaminophen: 20 mg/dL Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL Gentisic Acid: 20 mg/dL

Ascorbic Acid: 2g/dL Albumin: 2 g/dL
Creatin: 200 mg/dL Hemoglobin 1.1 mg/dL
Bilirubin: 1g/dL Oxalic Acid: 600mg/dL

None of the substances at the concentration tested
interfered in the assay.
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[Test procedure]
3 Reading Time
Read the testresults after 20 minutes.

1.Using a micropipette A

Pttnay specimen Addit 1iEn to th
Biectser St rosm n 2 Add the co”eCtEdt;Zegassette. € The test can be read up to 30 minutes. -

€ “!ollect serum or plasma (s0ul)- L e e

= |

Read
After 20 mins
Can be read

Up to 30 mins Do not read test result after 30

minutes. It may give false results.
CAUTION Ga
2. Using Specimen transfer device (50ul) ) '
i i specimen Addition Reading Time )
ggﬁ:c':nlgz_.ﬁogf;tp;:m (s0pl) till the Agd the collected specimen to the Read the test results after 20 mlhnutes.
marking of the specimen transfer device. specimen well of the cassette. The test can be read up to 30 minutes.
© 50
2 H After 20 mins
Can be read
Up to 30 mins
Do not read test result after 30
minutes. It may give false results.
CAUTION

Interpretation of Test Result]

€=
&
ControlLine s - ==<fi & _ @ [eeecmemmmme e
Test Line m - «-=[" 7 ] IR S
-—Tibemomnca
.'\
T |
L )
HBsAg Non-Reactive
HBsAg Reactive
9 Invalid, Re-test with a new cassette,

A colored band will ap rin
Dpea. the top section of the resuit wind h, w g prop -
. i h i fth it window to show that the test is worki rope T

A colored band wili ap/pear in the lower section of the result window. This band is the test line (T). g I

ontrol line/test line is faint, or the test | . ll. pe! -

! ) ' 4 ine is not uniform, the test should be cons o orm: property an e
Even if the control | i . L ! idered to be perf ed rh d the test resuit should be interpreted as a reactive resuit
Reactive results should e considered in conjunction with the clinical } istory and other data available to the physician.
b h h her T ailable to th h
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(Intended use)
"0 \ < r
i‘-«:“:;:l::p\:l‘:\m Te ‘l is a rapid chromatographic immunsassay forthe quatitative detection of Hepatitis B sogfa,
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o) pre: \ y atdiagnosticuse and Intended o
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[Test principle]

CTANDARD Q HBsAg Test containt fwo precvated lines, *C* (Control line) and “1”° (Test |

nitrocellulase membrane. Bath the contral line and test line in the result window .\l(}:\\\:v:g‘l({))lrl:;::)(;:\:‘\":Iuinmk:::;
wamples Manactonal anti-Chicken 19V is coated on the control line region and monoclonal anti-HBS Is (1\‘1{9{1 d["‘ the
rest line reaten Monackanal anti-HES conjugated with colloidal gold particles is used as a detector for WDsAg. During
the test, Hepatitis B surface antigen (HBSAQ) in the sample interacts with antl-HBS conjugated with colloldal gold
particles making anti-HRS-HBLAS gold particle complex. This complex migrates on the l\\cml\'rane via caplflary action
Oti the test fine, where T will be captured by monocional antl-HBS. Aviolet test line would be v|s|b|e'l’" the result
window if MBsAQ (s present in the spacimen. The intensity of violet test line will vary depending upon the amount
HENAQ present in The specimen. T HBSAQ Is not present in the specimen, then no color ap, )e\rsgln l'hE test line. The
e {ime it wsed for procedural control, and should always appear if the test procedure D erformed properly and
the test reagents of the control line are working. s

ACTIVE INGREDIENTS OF MAIN COMPONENT
[Materials Provided]
ZGST;:?

| Specimen transfer device (50pl)

Jastruchon for use

KIT STORAGE AND STABILITY

Store the RDT Box at room temperature, 2-40°C 136-104°F out of direct sunlight. Materlals provided are stable un
expiry date printed onthe RDT box. Do notfreeze.

til the

SPECIMEN COLLECTION AND PREPARATION

[Serum]
1. Collect the whole blood into the commerdially available plain tube NOT containing ann‘—coagulan(;uch 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.
1f serum in the plain tube is stored in a refrigerator at 2-8°C/ 3
week sfzer collection. Using the specimen in the long-term
reaction. For prolonged storage, it should be at below -20°C/-4°F.
3. Izshould be brought to room temperature prior to use.

6.-46°F, the specimen can be used for testing within 1
keeping more than 1 week can cause non-specific

¥

[Plasma]

1. Collect the venous whole blood into the commercially available anti-co2
venipuncture and centrifuge blood to get plasma specimen. .

2. Ifplasmainan anti-coagulant tube s storedina 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-
specificreaction. For prolonged storage, it should be at below-20°C/-4°F.

3. Itshould be broughtto room temperature prior to use.

gulant tube such as heparin or EDTA by

- Anticoagulants such as heparin or EDTA do not affect the test res_ult.

- As known relevant interference, haemolytic specimen, rhetimatoid factors-
and lipaemic, icteric specimen can lead to impair the test results. 4 ;

- Use separate disposable materials for each specimen in order to avoid cross-contamination
which can cause erroneous results.

contained specimen

CAUTION

TEST PROCEDURE

[Preparation]

1. Carefully read the instruction for using the STANDARD Q HBsAg Test.
2. Look at the expiry date at the back of the cassette package. Use anothel
3. Open the cassette package & check for the cassette & silica gel.

4. Methods for following steps can be changed depending on the type 0

r lot, if expiry date has passed.

f specimen and specimen transfer device.

[Test Procedure]

- Using micropipette

Collect 50p! of serum or plasma.

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

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

. Using specimen transfer device (50p1)

1. Collect serum or plasma (50p) till the marking of the specimen transfer device.
2. Add the collected specimen to the specimen well of the cassette.

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

- Do not read the test result after 30 minutes, It may give false results.
CAUTION

INTERPRETATION OF TEST RESULTS

1. Non-Reactive result: The presence nly on r i i
Non 3 of onl e colored ba b r i i
< . P ly nd (“C” Control line) within the result window

N

Reactiv g .
no ma“‘::svsr:L;Tb:isresence o!two'col_ored bands (“C” Control line and “T* Test line) within the result window,
test line Isn't uniform ag'zeigsstﬁr;t, IT:I;E!ES a reactive result. Even if the Control line/Test line is faint, or the
p ] shou i ¥
beinterpreted as areactive result. e considered to be performed properly and the test result should

w

. Invalid result: If th “c” r
the control band (“C” Control line) is not visible within the result window, the resultis considered

invalid. The directions
3 may not have it
speamenwllhanewcasset{a been followed correctly. In such case, it is recommended to retest the

of the 1estline (se/Curitforrm, the test shoutd b
should be Interpreted 45 a reactive cosu. he comsidared to he

oftostfin® i faint,
i enjunction vath the dinical hetory and other data avaftable
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WARNINGS AND PRECAUTIONS

1. Donotre-usethekit:

2. Donotusetheklt [fthe cassette packa g

3. Donotsmoke. drir\koveatwhile handling speci n
2 no '

a

gelsdamagedorthe sealisbroken.

ing ki <. Wiash hands
tective equipment. such as gloves and lab coats when handling kit reagents. /23
Wear personal pro
(hovoughlyaf(erwards
5. Clean upspills(hcroug lysisings
6. Ha"dleallspecimensasn!( ey peatinte
7 Observees[abllshedprecaulions g

and materials use 1 :
rsnus( pe handled and discarded in accordance with all lo

‘hly usingan appropriate disinfectant.
ntain infectious agents.
icrobiological hazards throughouttesting procedures. )
' ¢ all specimen 4 to perform the test as bio-hazard was;:.l h;!::;ac:r% ::aetr;:;:ll
8. Dispose off all s 5 y
an;%lo-hazard ‘\)NES es
regulations.
9. silicagelincassette p:
10. For invitro diagnostic
11. Donotusethe kit conten
12. Immediatelyperforrn(he
13. Discard the cassetteimme

ackagingisto absorb moisture and prevent humidity from affecting products.
useonly- .

ts beyond the expiry date printedo
testafter removing the test device

diately after reading result.

n the outside the box.
from the cassette package.

d antibodies of different
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i product Disclaimer SRR A ‘ s

% 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 HEALTHCARE PVT. LTD. and distributor and the result may
! accordingly be affected by environmental factors and/or,user error. A person who is the subject of the diagnosis

{ should consultadoctor for further confirmation of the result. %

| Warning 7 é : i

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

Issue date : 2022.03

Manufactured by
&:SD BIOSENSOR HEALTHCARE PVT. LTD.
Manufacturing site: Plot No. 38, Sector - 4, IMT Manesar, Gurugram, Haryana - 122052, India

Head Office: Unit No - 202 A-D, 2nd Floor, Tower A, Unitech Si i
Gurugram, Haryana - 122001, India gnature Towers; South City. 1,
Any inquiries regarding the instruction rovided should be add : i :
or call at - 1800-10-23105 e ressed to: care@sdbiosensor.co.in
www.sdbiosensor.co.in

o dnar lINUIN N

e )
Catalogue number  invitroDiagnostics €. == >/\.,<
N onsult Instructions Cont: S i ‘
for Use ontans Suficientfor | Cauton  To indcate the temperature mitations i Donotrewse.  Useby  Bath code  Manufacturer  Date of mancfa . )
<n>Tests i ) | g v
ST — manufocture  Indicate that you should  Keep away from o
o i 0t 53 s fotall ot use if packaging
' s damaged
—_—— =

\

I niuuse EVal
In an In hotise

uation :

Bveal ...




I AT B AL,
¥ N AN Wyed
ML G TR T S

Al (e g,
i y had
YO, A Omiryar e I 18 i

e A
FOT 4 Vitro dlapnostie e only [Matarlals providad]
- {

STANDARD Q*

: = {
6\ H CV A b ‘f‘fr‘-' .u‘ ’ ,....: l

/IN

\

&1
E4

ISR I 1S LI £ e

perliymed ;w';;;:'."'. od

[rnatruetions (of e |

Buffer Rottle

~ k= 1o 1. Rasult windon

4 Reading Time

=« 2, Spocimen wroll

<Silica gel>

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

7 STANDARD Q HOV Ab Rapid Tost I
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1 Carefully read the instruction tor using 2 Llook at the explry date at the back of 3 Open the cassette package & check for the cassette & )
—al the STANDARD Q HCV AD Test. the cassette package. Use another lot
——~ = if explry date has passed,
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[Test Procedure] ,
—
1. For Serum or Plasma specimen
e 1 Specimen Collection 2 Specimen Addition 3 Buffer Addition )
Using a micropipette or specimen Add the collected serum or plasma to Add 3 drops of buffer into
. ~—ransfer device collect 10pl (till the specimen well of the cassette. specimen well of the cassette.
N king) of serum or plasma.
—
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CAUTION

Read
After 5 mins

Can be read
Up to 20 mins

Do not read test result after 20
minutes. It may give false results.
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= 2. For Whole Blood specimen

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

1 Specimen Collection
Collect 20ul of whole blood by using
a micropipette or collect two times
10p! of whole blood till the marking
of specimen transfer device.

2 Specimen Addition
Add the collected whole blood to the
specimen well of the cassette.

HCV
Ab

Control Line » » =

TestLine & = =

HCV Non-Reactive

HCV Reactive

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

o
7 \ Read

After S mins

Can be read
Up to 20 mins

Do not read test result after 20
minutes. It may give false results.

CAUTION

Invalid, Re-test with a new cassette.

1. A colored band will appear in the top section of the result window to show that the test is working 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).

* Reactive results should be considered in conjunction with the clinical history and other data available to the physician.

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.
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[Materials Provided]
Components ¥
e

Ryffer Rottle

| Specimen transfer device
| Instruction for use

KIT STORAGE AND STABILITY
Store the RDT 8o 8t room temperature, 2-20°C/ 36-104°F out of direct sunli i i "
expiny date printed on the RDT box. DO NOT FREEZE. unlight. Materials provided are stable until the

SPECIMEN COLLECTION AND PREPARATION

[Serum]

1. Coliect the whole blood into the commercially available plain tube NOT ini i
e e venipuncure an Pl containing anti-coagulant such as heparin

or €07 d leave to settle for 30 minutes for blood coagulation and then centrifuge blood to get

<erum speaimen of supernatant.

2. 1¥ serum in the plain tube is stored in a refrigerator at 2.
within 1 week 2fzer collection. Using the specimen in the long-term
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. Coliect the venous whole blood into the commercially available ani
venipuncture and centrifuge blood to get plasma specimen.

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

tesung 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. Iz should be brought to room temperature prior to use.

[Wwhole Blood]

Capillary whole blood

Czpillary 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 tran

The capillary whole blood must be tested immediately after collection.

n be used for testing

-8°C/36-46°F, the specimen ca
can cause non-specific

keeping more than 1 week

ti-coagulant tube such as heparin or EDTA by

sfer device for the testing.

Nhwna e

parin or EDTA by

mmercially available anti-coagulant tube such as he,
refrigerator at 2-8°C/ 36-46°F, the specimen can

Venous whole blood
Collect the venous whole blood into the co
venipuncture.

an anti-coagulant tube is stored in 3

1If venous whole blood in
be used for testing within 1-2 day after collection.
Do notuse hemolyzed blood specimen.

N

ctthe testresult.

id factors-contained specimen and

or EDTAdo not affe:
ic specimen, rheumato
irthe test results.

pecimen in order to avo

- Anticoagulantssuchas heparin

. As known relevantinterference, haemolyti
lipaemic, icteric specimen can Jead toimpal

- Use separate disposable materials for each s
can cause erroneous results.

id cross-contamination which

CAUTION

TEST PROCEDURE

[Preparation]
1

Carefully read instructions TANDARD Q HCV Ab Test.

for using the S
Look zt the expiry date at the back of the cassette package. Use another lot, if expiry date has passed.
om temperature before opening the cassette package.

Allows the RDT kit to come at ro
Open the cassette package & check for the cassette & silica gel.
Methods for following steps can be changed depending on the specimen or s|

N

pecimen transfer device.

e

[Test Procedure]

« Forserum or plasma specimen

1. Usingamicropipette orspecimen transfer device collect 10p! (till th
2. Addthe collected serumor plasmatothe specimenwell of the cassette.
3. Add3drops of bufferinto the specimenwell of the cassette.

4. Readthetestresults after 5minutes. Test can be read up to 20 minutes.

e marking) of serum or plasma.

« Forwhole blood specimen

1. Collect 20p! of whole blood by using a micropi s 10l of whole blood till the marking of
specimen transfer device.
2. Addthe collected whole blood to the specimen well of the cassette.
3, Add3dropsofbufferintothe specimenwell ofthe cassette.

4. Readthetestresults afterS minutes. Test can be read up to 20 minutes.

pette or collect two time:

. Do not read test results after 20 minutes, 1t may give false results.

CAUTION

o indicate the temperature limitations in
‘which the transport package has to be
kept and handled.

Catalogue number i vitro Diagnostics  Consult Instrucgions  Contains Sufficient for Caution
<> Tests.

S s S

Do not re-use.

- » - g -
HEALTHCARE PV, LT

TEST RESULTS
1 (#€7 Canteol ina) vithin tha result vinacy inosieates 4

PROTATION OF

v
(v Tha prasenda of o0ty ane cotored b2

INTER

\ on renc
fon paactivaresitt
¢ 1o eotorer! pands (“€* Cantrol line and *1* Tast [ina) vAthin the result vAndop, 19
5 Reactive The presen o o lndlicata A raactive vosult. Fuonif the control lina/tast lina (s faint, or (1ia 15t line
maner v',hu l‘y :;t:::\:"‘ly:::'”"';'y: '-”’”mm",,,, hapatformed proparly and the test resuft shald e intarpreted 854
PETTILOUA
,;.unvnuu"
WWhin the result wandegn, the result 15 considered
sea contenl line) 1% niot yisible v 3
1 '""',"l”':";.:.',':um,,.'q'l,’.::’,":ufu’h«l'v’; ann h.l’lrﬂlﬂl Cortartty. I sl casa, €15 recommanden (o retast the
v ATl K " 7
:,mmwnwwhnnnwmnnuﬁ
i |8 falnt, of the test fina st uriorm, the (ast sheadd be eonvidared to be
(] ba Intarpreted as a feactise resuir.

o Even I (e control fioe/tast i
el the test et ahins
' ::’::’l’:‘:;'a':::I'tp:l’lllfl:lvl'hd considered In canjurietion with the ¢ { sty and tater dats akable

(o tha pliysiclan,

firiieal

KO1TON

ke WAoo specirnen
i3 GuAlitatiye 105L.
foermarce and[or

antibodies In humar corurn, plasma o
an b deterenicied by th

tibadies concentration
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ality Control]
[ln(crnal QHU yKn has test line and control line on the surface of ea(!v ;a{',
STANDARD Q ' sible before applying specimen. The control fine is u:e for pr '
result window are 00 0 o rrectly and the reagents re functional. If it does not appear, |
test has been perfor practice recommends the daity use o

the test must be repeated. In addition, good lab{ora(or)ze
rmance.
the test procedure an o1

sette. All the test line and contsch line in
ocedural control. [t vl apgesc f
the test results are not yahid 304
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ARACTERISTICS

¢ different sites in India, the performance characteristics of STAND

PERFORMANCE CH
As per the evaluation conducted 2

be: .
;oer:sitlvity _100% | specificity - 99.74%

AND PRECAUTIONS

kage is damaged or the seal is broken.

WARNINGS

1. Donotre-useth
2. Donotusethe kil

3. Donotuse the buffe i ]
4. Do notsmoke, drink or eat while handling specimen.

5. Wear personal protective equipment, such as glo
thoroughly after the tests aredone. ) )

6. Cleanupspills thoroughly usingan approprl;(e disinfectant.

7. Handle all specimens as if they contain infectious agents.

8 biological hazards

kit.

he cassette pac!
r bottle of another lot.

ves and lab coats when handling kit reagents. wash hands

throughout testing procedures.
hazard waste. Laboratory chemical and
ate, and national reguladons.

g products.

d off through sink or other
Ily explosive compound.

. Observe established precautions againstmicro )
ens and materials used to perform the test as bio-
dance with all local, st

t be handled and discarded in accor
isture and prevent humidity from affectin

aterials are to be disposed
‘accumulation of potential

9. Dispose off all specim
bio-hazard wastes mus!
reservative. If these m:

ain sodium azide as a p!
generous water to prevent

11.Buffer cont. ]
bing system, flush with

common pluml
12. For in vitro diagnostic use only.
13. Do not use the kit contents beyond the expiry date printed outside the box.
14.1mmediately perform the test after removing the test device from the cassette package.
15. Discard the cassette immediately after reading result.
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“ProductDisclaimer

 Whilst every precaution h;
! is used outside of the con
E accordingly be affected by envi
!“should consulta doctor for furth

nostic ability and accuracy of this product, the product
HCARE PVT. LTD. and distributor and the result may

as been taken to ensure the diag
n who is the subject of the diagnosis

trol of the SD BIOSENSOR HEALT!
ironmental factors and/or user error. A perso
er confirmation of the result.

| Warning :
~The SD BIOSENSOR HEALTHCARE PVT. LTD. and distributors of this product shall notbe liable for any losses, liability,
“claims, costs or. damages whether direct. jal arising out of or related to an incorrect

diagnosis, whether reactive or non reactive,

‘or Indirect of consequent
in the use of this product. 3 >
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Any inquiries regarding the instruction provideds
or call at- 1800-10-23105

www.sdbiosensor.co.in

hould be addressed to: care@sdbiosensor.co.in
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