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Performance Characteristics:

1. Limit detection: Values less than 6 IU/mL give non-reproducible results.

2. Measurement range:

Linear range up to 200 1U/ml, under

; the descri iti ith higher
cencentrations should be diluted 1/5 in Fscessay colicigyeliSamiplos W

. ! saline (10 parts serum sample + 40 parts normal saline
%3}‘:- 1‘(_)11‘ SErum sample+40 yl saline) and retested again and the results shou!d be multiplied by 5.
anz‘;r;?n‘sy‘;ém:t ar_\ﬁ\gne:suremem range depends on the sample to reagent/ratio, as well as the
7 - It will be higher by decreasing the s sitivity of the
tastwillbe proportionally decreased. g ample volume, although the sen y

3. Prozone effact: No prozone effect was detected upon 800 |U/ml.
4. Precision:

Intra-assay (n=10) Inter-assay (n=10)

Mean (IU/mL) 149 458 14.9 458
SD 096  1.32 124 4 254
cv 65 290 8.0 5.60

5. Accuracy: Results obtained using this reagent (y) were compared lo those obtained using a
commercial reagent (x) with similar characteristics. 86 samples ranging from 1t0 180 IU/mLof RF
were assayed. The correlation coefficient (r) was 0.95 and the regression equation y = 0.797x -
1.075.

The results of the performance characteristics depend on the analyzer used.

Interferences :
Hemoglobin (10 g/l), bilirrubin (20 mg/dl) and lipemia (10 g/l) do not interfere.

Notes :
1. Multipoint calibration gives more accurate results than one point calibration.

2. Clinical diagnosis should not be made on findings of a single test result, but should
integrate both clinical and laboratory data.

Bibliography :

1. Frederick Wolfe et al. Arthritis and Rheumatism 1991; 34: 951- 960.

2. Robert W Dorner et al. Clinica Chimica Acta 1987; 167: 1-21.

3. Robert H Shmerling et al. The American Journal of Medicine 1991; 91: 528 — 534.
4. Vladimir Muié et al. Scand J Rheumatology 1972; 1: 181 — 187.

5. Paul R et al. Clin Chem 1979; 25/11: 1909 — 1914.

6. Young DS. Effects of drugs on clinical laboratory test, 4th ed. AACC Press, 1995.
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Intended Use:Kitfor the quantitativé determination of Rheumatoid Factors
nte :

(RF)in human serum and plasma

3 ~ - R :

Ordering jnformation

Ref./Cat. No. Pack Size Presentation Dﬂ
PBRAF (T2) - 50 50 ml Two Liquid Rea;gents with Liquid
PBRAF (T2) - 25 25 ml Calibrator

PRODUCT FEATURES:

< Two liquid reagents (Turbilatex and Diluent).
< Liquid Calibrator provided.

< No Calibration graph required

< Wave Length 578 nm (546-620nm)

< Linearity: 200 1U/ml

< No Prozone effect was detected upon 800 1U/ml.

< No interference from Hemoglobin(10g/l),Bilirubin
in (20 mg/dl) andLipemia (10 g/l)

< Canbe used onsemiand fully auto analyzers
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jﬂ GenXRF (Rheumatoid Factors)

’ r's =

o Turbilatex Method STORAGEAND 575 expiration date
= B Proton Allthe components onhluTY table untl! me_r use. Donotfy Onthe labels when stored at2-8°C
‘4 - Best In Class and the contaminalion l::“ T:nsted duri me;n jgoatexand AR

H re C'
s ) SAMPLES: Freshsep, he only spe oC.
Principle o : lodo b2 i
ple of the Method : gtable for 7 days at 2.gog o 3 months % |d be centrifuged before testing.

/ e
The samples With presence of fibrin s_h S amples.

The RF-Turbilatexis aquantitative turbidimetric test for the measurement of RF in human serum or
t use highly hemoized or lipem'©

glaa;n}a. Latex pariicles coated with human gamma globulin are agglutinated when mixed with Do no
Comg:; Cgfnl:;r::\gl R‘i:T.he agglutination causes an absorbance change, dependent upon the RF - ad Tim= (One Poiri Calibration) ;
s Ple Wat can be quantified by comparison fom a calibrator of known RF PROCEDILJT(E;(F[':;:S ’;t;eled Calibrator (C) and Test (T).

Pipette In

Clinical Significance:

Rh i ibad

im;ﬂ::;?(‘)glj?ctors are a group of antibodies directed to determinants in the Fc portion of the

Hisoiioe suc;‘n G molecule. Although rheumatoid factors are found in a number of rheumatoid

e s as systemic lupus er){themélosus‘(SLE) and Sjogren's syndrome, as well as in non
C conditions, its central role in clinic lies its utility as an aid in the diagnosis of rheumatoid

o |
e e

arthritis (RA). A “ :
- A study of the “American College of Rhey " 9 . 37% .
i matology” shows that the 80.4% of RA : rature : 37°C : -
2 SRS MESRE posiive. K s_ea;t;ﬂr;:‘edn:g:d absorbances of Calibrator (C) and Test (T) against distilled waterat 578 nm
Reagents: (_',)’;5_620 nm) as follows:
Diluent (R1) Tris buffer 20 mmol/L, pH 8.2. Sodi : * _exactly after 5 sec.
.2. pance A1-exactly aité
Latex (R2 icl i : Sl 20k inie absorbance A2 -exactly 120 sec. afterA1
) Lf“t@‘ particles coated with human gammaglobulin, pH 7.4. Sodium azide 0.95g/L gmta,i?izgrAAforCalibratOF (C)and Test (T)
|jFCAL Liquid Calibrator. Human serum. {Lot Specific ). | S
CALCULATIONS :
Calibration: (A2-A1) Sample LotS ifi
i c(lU/mL) = A X Onthe Label ( Lot Specific) 3
Use RF Calibrator RF Conc.: (IU &
The sensitivity. of th (A2-A1) Calibrator [N
Int ensitivity of the assay and the target value of the calibrator have been standardized against the
nternational Reference WHO. 64/2 (Rheumatoid Arthritis Serum) SYSTEMPARAMETERS : Py 3
Reaction Type g Fixed Time / Initial Rate / Two Point Kinetic
EF Calibrator: Reaction Direction : Izrz)creasing
alibratoris Liquid Stable Ut Sample Volume 2 ul
Calibratoris stable till th SuEEeEsnotngedany reconstitution, ReagentVolume : 400 pl Diluent + 100 pl Turbi Latex
e expiry date mentioned on the label Wave Length . 578 nm (546-620 nm)
Calibrator Conc. : On the Label ( Lot Specific)
/S\ITgRAGE AND STABILITY: Flow Cell Temp. : 37°C ( P A
an d ?::g?‘p‘?ner_lts of the kit are stable until the expiration date on the label when stored tightly closed at 2-8°C Linearity : 200 (One Point Calibration) -
aminations are prevented during their use. Do not use reagents over the expiration date. Zero setting with : Distilled Water
Units : IU/mL
Delay : Ssec.
Interval 120sec

Reference Values: s
Normal values will pe be n 0-30 1U/m,, Each laboratory should establish its own

reference range- taratarelco
If the Rheumatoid Fac MPletely absent some times the absorbances ang

zero i.e base line ~ -
go below résulting i egative Results. In
ician May report the resyts ai s ae

Negative for Rheumatoiq Factors"”

graph may
Laboratory Techn
“Less than 0.0 \u/ml -



r erformance Characteristics e .
1. Linearity limit: Up to 150 mg/L. under e describeq assa

Sk Y conditions. ith higher
concenlrations should be diluted 15 me?sgpe 0 ;_)arts e Samplz firg%‘:ssw‘::":g o
10u! serum sample+40 y saline) and | /ed again and the results should be multiplied by
o e hnearity limit depends on the S3MPIS / reagent ratig, ag ey as the analyzer used. It wil
be higher by decreasing the sample Volumeg, although the Sensitivity of the test will be

proporlionallydecreased.

2. Detection limit: Vajyes less than2mg/L give non-

3. Prozone effect: No prozone effectwas detectey
4. Precision:

reproducible results.
Upon 800 mg/L.

Intra-assay (N=10)

lnter—assay(n=10)

6. Accuracy: Results obtained
commercial reagent (X) with si
CRP were assayed. The co
y=0.892x +0.282.

using this reagent
milar characteristics. 65 s
rrelation coefficient (r)

(y) were compared to those obtained using a

amples ranging from 1 to 150 mal/l of
was 0.98 and the regression equation

The results of the performance characteristics depend on the analyzer used.

INTERFERENCES
Bilirrubin (20 mg/dl), lipemia (10 gn)

and rheumatoid factors (300 1U/mI)
Hemoglobin (25 g/1), interferes.

do not interfere.

NOTES

Clinical diagnosis should not be made on findin

gs of a single test result, but should integrate
both clinical and laboratory data.

BIBLIOGRAPHY

1. Lars-Olof Hanson et al, Current Opinion in Infect Diseases 1997; 10: 196-201.
2.Chetana Vaishnavi. Immunology and Infectious Diseases 1996: 6: 139 — 144,
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Intended Use: Kitfo
inhuman Serum.

CRP Estimation Kit . 2nd Generation  © < |

T |
GenX CRP (C-Reactive Protein) Proton
Turbilatex Method |

i |
rthe quantitative determination of C - Reactive Protein (CRP)

Ordering Information

Presentation Cm

R1- 40mi+R2-10ml Calibrator-1 Vial \

Ref./Cat. No.
PBCRPT2 -50

pack Size
50 ml

PRODUCT FEATURES

Two liquid reagents (Turbilatex and Diluent)
Highly Accuracy for Lower and Highervalues
Linearity upto150 mg/L

Liquid Calibrator provided

Greater detectability of Pediatric CRP Values

No Prozone effect was detected upon 150 mg/L.

K3

Bilirubin (20 mg/dl), lipemia (10 g/l) and rheumatoid factors
(300 1U/mlydo not interfere, Hemoglobin (25 g/l), interferes.

B

Can be used on semj and fully auto analyzers
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PRINCIPLE OF THE METHOD

CRP-Turbilatex is a quantitative turbidimetric teq fo, th

| e

(CRP)in human serum S ementictc: reactive protein
Latex particles coated with specific anti-
containing CRP. T

contents o

f th i b an abso
e patient s can be i
CRP concentration. ample that quantifie

Numan crp
inati are agglutinat ;
he agglutination causes rbancegchanzsdc;;gee:gx?d With samples
d by comparison from a cg IS

librator of Known
CLINICAL SIGNIFICANCE

REAGENTS

Diluent (R1) [Tris buffer 20 mmol/L, pH 8.2 Sodium azide 0.95 g/L.
Latex (R2)

Latex particles coated with goatlgG anti-human CRP, pH7.3
Sodium azide 0.95g/L.

BRP-CAL

Calibrator C-Reactive protein (Concentration Lot Specific, Verify on the labels)
CALIBRATION

The sensitivity of the assay and the target value of the calibrator have been standardi
the Reference Material ERM-DA 472/IFCC.

PREPARATION

Working reagent: Swirl the latex vial gently before use. Prepare the necessary
amount as follow:
8 mL Diluent + 2 mL Latex Reagent

'CRP Calibrator: Calibratoris Liquid Stable and does not need any reconstitution.
Calibrator is stable till the expiry date mentioned on the label

STORAGE AND STABILITY

zed against

All the components of the kit are stable until the expiration date on the labels when stored at 2-8°¢

and the contaminations is prevented during their use-

SAMPLES

Fresh serum. Stable 7 days at 2-8°C or 3 months at—20°C.

The samples with presence of fibrin should be centrifuged before testing.
Do not use highly hemolized or lipemic samples.

PROCEDURE: Fixed Time

Pipette into test tubes labeled Calibrator (C) and Test (T).
\ Reagent

| (Calibrator) (TestSample)
| Working Reagent I 05ml 0.5ml
| CRP Calibrator | 5l _l
| Sample I 3 51

Reaction temperature : 37°C

Mix well and read absorbances of Calibrator (C) and Test (T) against distilled waterat
578 nm (546-600 nm) as follows:

Initial absorbance A1-exactly af2tt(a)r isce:ﬁerm
Final absorbance A2-exactly 1 gTe'st M
Determine AAfor Calibrator (C)an

CALCULATIONS:

(M X Calibrator Concentration
CRP Conc.: (mg/L) =

(A2-A1) Calibrator

SYSTEM PARAMETERS :
Reaction Type :

Fixed Time / Initial Rate/ Two Point Kinetic
Reaction Direction

Increasing
Sample Volume g.%ul‘(0.00S mL)
Worki tVolume .Sm
Wc;;;rc_%sgtigen 2 578nm (546-600 nm) :
Calibrator Conc. Concentration Lot Specific, Verify on the labels
Flow Cell Temp. 37°C
Linearity 15_0<
Zero setting with Distilled Water
Units mal/L
Delay 5sec
Interval 120 sec
QUALITY CONTROL

Control Sera are recommended to monitor the performance of manual and automated
assay procedures.

Each laboratory should establish its own Quality Control scheme
REFERENCE VALUES

Normal values Adults upto 6 mglL.
NewBornsupto3weeks <4.1mg/L

Infants and Children <2.8mg/L

Each laboratory should establish its own reference range.




For in vitro diagnostic use only

STANDARD Q°

HCV Ab

STANDARD Q HCV Ab Rapid Test

PLEASE READ COMPLETE KIT INSERT CARETULLY BEFORE YOU PETFONM TH

[ Preparation ]

Carefully read the Instruction for
the STANDARD Q HCV Ab Test.

————
e

[Test Procedure ]
1. For Serum or Plasma specimen

1 Specimen Collection
Using a micropipette or specimen
transfer device collect 10yl (til
marking) of serum or plasma.

q ?“
|
10pl y °" 1o ﬂ

I Marklng—dh "

2. For Whole Blood specimen

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

2>
Marking—;} <

A
Ko

N

2x10pi=20pl

m
20pl

[Interpretationof Test Result ]

Control Line » « =

TestLine » « =

HCV Non-Reactive

using

1. A colored band will appear in the top section of the result window to show th.

©
_S'l'AND/\RE

o 1687

f

Look at the explry date at the kalol
7

the cassette package. Use another 104

if explry date has passed. =

Specimen Addition |
Add the collected serum of P! atslma to
the specimen well of the cassette.

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

Cassetta 3

3 Openthe Cassette package

:-!-m~r~
HCV Ab
™ L D W= &

<Cassette Packaging>

3 Buffer Addition
Add 3 drops of buffer into

specimen well of the cassette.

HCV
Ab

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

HCV Reactive

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/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.

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

at the test is working properly. This band is the control line (C).

NOT USE COMPONENT OF ANY

DO ER

pecimen transfer

device (10 pl) Buffer Bottle

Instructions for use

& check for the cassette & sllica gel.

Farar
L=

- i

= s 1. Rosult window

=« 2. 8paaimon well
1 Pas whcem

<Cassette> <Sllica gel>

4 Reading Time

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

)\ Read
5 | After 5 mins
N Can be read
M, Upto 20 mins
Do not read test result after 20
minutes. It may give false results.
CAUTION

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

Read

After 5 mins
Can be read
Up to 20 mins

=

Do not read test result after 20

minutes. It may give false results.
CAUTION




EXPLANATION AND SUMMARY

lon

E::Sx':tg é‘ S:us (JCV) Is one of several hepatitis viruses that can cause lnﬂ‘ammauon of the llv:y'. m ;;!oodbome virus
and Is most commonly transmitted through unsafe Injection practices, q R snd chronels p and
the transfusion of unscreened blood and blood products. HCV can cause both acute ki Ic hepatitis Infection, Acute
HOV Infection fs a short-term viral infection, and Is usually asymptomatic, About 1545% o y Infected persons spontaneous|

improve of resolve the Infection within Just several months without treatment. However, the gamalnlnq 55-85% of Infected
persons will develop chronic HCV Infection. The chronic HCV Infection Is a serious dlseNM LIt can result in long-term
problems in the liver, Including liver damage and liver cancer, even death. According to the World Health Organization,
about 130-150 million people globally have chronic HCV Infection, with more than 350,000 people dying from Hepatitis
Corelated liver diseases each year, Antiviral medicines can cure approximately 90% of persons with HCV, thereby reducing
the risk of death, but access to diagnosis and s low. To establish best practices for early dlagnosis for HCV Infection can
prevent health problems that may result from infection and prevent transmission of the virus. STANDARD Q HCV Ab Test
provides significantly fast, easy and accurate system to detect the specific antibodies HCV in human serum, plasma or whole
blood, It Is essential for the rellable clinical diagnosis of HCVInfection and enables supportive treatment decisions.

[Intended use]

STANDARD Q HCV Ab Test Is a rapld chr grap! mmunoassay for the qualit detection of specific antibodies
1o HCV present in human serum, plasma or whole blood. This test Is for /n vitro professional diagnostic use and
intended as an ald to early diagnosis of HCV infection In patient with clinical symptoms with HCV Infection, It provides
onlyaninitial screening test result, More specificalternative diagnosis methods should be performed in order to obtain
the confirmation of HCV Infection.

[Test principle)

STANDARD Q HCV Ab Test contains two rrt-(o-\led 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 applyin any
specimens. Monoclonal anti-NS3 and monoclonal anti-Core are coated on the control line reglon and monoclonal antj-
human 1gG Is coated on the test line reglon, Four recombinant HCV antigens from the Core, NS3, NS4 and NS5 reglons
colloidal gold particles are used as detectors for HCV antibodies. During the test, HCV antibodies in the
s with recombinant HCV antigens conjugated with colloldal gold particles making antibody-antigen
o plex. This complex migrates on the membrane via capliilary action until the test line, where it will be
Captured by the monocional anti-human 1gG, A violet test line would be vlslglu in the result window u'ucv antibodies
are present In the specimen, The intensity of violet test line will vary depending upon the amount HCV antibodies
present in the specimen. If HCV antibodies are not present in the specimen, then no color appears in the n:;( line. The

control line Is used for procedural control, and should alwa: a
the test reagents of the control line are working. s appear If the test procedure is performed properly and

[Materials Provided]

Components
Cassette

e, s S e s

—_—
S Specimen transfer device
Buffer Bottle

e o Instruction for use

KIT STORAGE AND STABILITY

Store the RDT Box at room temperature, 2-40°C / 36-104°F out of dire:

ctsunlight. M. lal E {
expiry date printed on the RDT box, DO NOT FREEZE. LI aeTes Provicec e sibleUntilthe

SPECIMEN COLLECTION AND PREPARATION
[Serum]

1. Collect the whole blood into the commerclally available plain tube NOT con
or EDTA by venipuncture and leave to settle for 30 minutes for blood coagul
serum specimen of supernatant.

1f 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 caus -Spet
reaction, For prolonged storage, it should be at below -20°C ] 4°F J s pen spedic

3. Itshould be brought to room temperature prior to use.
[Plasma)

1. Collect the venous whole blood into the commerclally available anti-coagulant tube such as h

venipuncture and centrifuge blood to get plasma specimen ERIRSCEOIAYY

5 .

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. Itshould be brought to room temperature prior to use.

[Whole Blood]

taining antl-coagulant such as heparin
lation and then centrifuge blood to get

« 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. Collect the capillary whole blood till the marking of the specimen transfer device for the testing.

S. The capillary whole biood must be tested immediately after collection.

* Venous whole blood

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

2. 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.

3. Donotuse hemolyzed blood specimen,

* Anticoagulants such as heparin or EDTA do not affect the test result.
* As known rel it ) lytic specimen,
lipaemic, icteric lead toimpair the test results.
CAUTION ° Use separate disposable materials for each specimen in order to avoid cross-contamination which
€ancause erroneous results.

factors-contained specimen and

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. Qpen 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)]

« Forserum or plasma specimen
1. Using pIp i fer device collect 10 (till the marking) of serum or plasma,
2. Addthe collected serum or plasma tothe specimen well of the cassette.

3. Add3drops of buffer into the specimen well of the cassette.

4. Read the test results after S minutes. Test can be read upto20 minutes.

* For whole blood specimen

1 CM 2041 of whole blood by using a micropipette or collect two times 10p! of whole blood till the marking of
specimen transfer device

2. Addthe collected blood llof the i\

3. Add3drops of buffer into the speamenwell of the cassette.

4

Read the testresults after S minutes. Test can be read upto20minutes.

& * Do not read test results after 20 minutes. It may give false results,
CAuTION

INTERPRETATION OF TEST RESULTS

. Non-reactive: The presence of only one colored band (“C* Co
non-reactive result.

Ntrol ine) Within the rusy),
*indow indicates &
.\

. Reactlve: The presence of two colored bands (*C* Control line and T+ Test line) wi
matter which band appears first, Indicates a reactive result. Even if the controf nne/z,“',’,',"';m.::?nmm,. e
jsn'tuniform, the test should be considered to be performed properly and the test resyit should be l,:fm"n
reactiveresult. erpreted as 5

~

Invalld: If the control band (“C* Control line) s not visible within the result window, thy
" invalld. The directions may not have been followed correctly. In such case, It Is recom
specimenwith a new cassette,

w

@ result Is considareg
mended to retest the

+ Even If the control line/test line Is faint, or the test fine Isn’t uniform, the test should be considered to be
performed properly and the test result should be interpreted as a reactive result,
+ Reactive result should be considered In conjunction with the clinical history and other data available

CAUTION 14 the physiclan.

LIMITATION OF TEST
1. The test should be used for the detection of HCV antibodies In human serumLpVasma or wholeﬂt::ood spe(.lm::s.‘

i Nelther the quantitative value nor the rate of HCV.

3. Fallure to follow the test procedure and Interpretation of test results may adversely affect test performance and/or
produce Invalld results, :

4. Anon-reactive test result may occur If the level of extracted antibody In a specimen is below the sensitivity of the test
or Ifa poor-quality specimen Is obtained.

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

6. The test result must always be evaluated with other data avallable to the physiclan.

QUALITY CONTROL

al Quality Control]
il QN(v Ab Kit has test line and control line on the surface of each cassette. All the test line and control line in
SMNDM[; N are not visible before applying specimen. The control line Is used for procedural control, It will appear if the
'“": wng o, erformed correctly and the reagents are functional. If it does not appear, the test results are not valld and
:ﬁsc‘m‘;: mifsr: g! repeated. In addition, good laboratory practice recommends the dally 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 Indla, the performance characteristics of STANDARD Q HCV Ab is found
0 be:

e
Sensitivity - 100% | Specificity - 99.74%

WARNINGS AND PRECAUTIONS

Da not re-use the kit.

Do not use the kit If the cassette package Is damaged or the seal Is broken

Do not use the buffer bottle of anather fot.

Do not smoke, 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.

. Clean up spllls thoroughly using an appropriate disinfectant.

. Handle all specimens as If they contain Infectious agents.
Observe est. prec agalnst micr al hazards throughout Ies:ngpzoc:dies.‘ e

est as blo-hazard waste. Laboratory 2

Dot s was i st e handied and dlscarded In aceardance with all local, state, an niationai regulations.

10.Sllica gel In cassette packaging Is to absorb molsture 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 g water to prevent acci lat): f p omp

12. For invitro diagnostic use only.

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

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

15. Discard the cassette Immediately after reading result.

nawN -

SN

ly
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Product Disclaimer

Whilst every precaution has been taken to ensure the dlagnostic ability and accuracy of this product, the product
Is used outside of the control of the SD BIOSENSOR HEALTHCARE PVT. LTD. and distributer and the result may
accordingly be affected by environmental factors and/or user error. A person who is the subject of the diagnosis
should consulta doctor for further confirmation of the result.

Warning
The SD BIOSENSOR HEALTHCARE PVT. LTD. and distributors of this product shall not be liable for any losses, liabllity,

claims, costs or damages whether direcr or indirect of consequential arising our of or related to an Incorrect
dlagnosls, whether reactive or i

SD/018/IN/01-03

Issue date : 2022.03

Manufactured by

sl € 5D 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 Signature Towers, South City 1,
Gurugram, Haryana - 122001, India

Any inquiries regarding the instruction provided should be addressed to: care@sdbiosensor.co.in
or call at - 1800-10-23105
www.sdblosensor.co.in
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4 Test.
Typhoid IgG/igM RaPi4 ==Cassette (Serum / Prasma)

OnSite (€

R0160C In vitro Diagnostic

INTENDED USE

The Typhold IgG/IgM Rapid Test is a lateral flow Immunoassay for the qualitative detection and
differentiation of anti-Salmonella typhi (S, typhi) and paratyphi 19G and IgM in human serum of

plasma, Itis intended to be used by professionals as a screening test and provides a preliminary
test result o aid In the diagnosis of infection with S. typhi and paratyphi.

Any use or interpretation of this preliminary test result must also rely on other clinical findings

and the professlonal judgment of health care providers, Alternative test method(s) should be
considered to confirm the test result obtained by this device.

SUMMARY AND EXPLANATION OF THE TEST

Typhold fever and paratyphl fever are bacterial infections caused by Salmonella typhi and
paratyphi A, B, nnd.C respectively, which are transmitted through the ingestion of tainted food
and walt;:r. Worldwide an estimated 17 million cases and 600,000 associated deaths occur
|av;nually ‘ F;::llunls who are infected with HIV are at significantly increased risk of clinical
nfection. 1-5% of patients become chronic carriers harboring S. typhi In the gallbladder.
;’2: clinical diagnosis olvln(uchons depends on Isolation of S, typhi and paratyphi from blood,
Come ”r(r:\:lrrzw or g specific an.alomlc lesion. In facilities that can not afford to perform this
Howz e nndl time-consuming procedure, Filix-Widal test is used lo facilitate diagnosis.
ver, many limitations lead to difficulties in the interpretation of the Widal test 4 ;
In contrast, the Typhoid 1gG/IgM R
detects and dI"urenlialesglgGgand T:t:/clj ;:l?l;t‘:i:: SI‘"‘PSW-r'ﬂTl Ty ot Chat el
s lo S. I 5
In the determination of current or previous exposure to o e andeo

S. typhi and
IlgM IllgG both positive suggest current infection, whil e el il
nfection, previous infection, or latent infection,

TEST PRINCIPLE

gM Rapid Test is a lateral flow
Immunoassny. The test
cassette consists of: 1) a colored conjugate pad
containing recombinant H antigen and O antigen
conjugated with colloidal gold (HO conjugates)
and a control antibody conjugated with colloidal
gold, 2) a nitrocellulose membrane

The Typhoid 1gG/|,

Chmmalogmphlc Sample 1D Control Line r..‘. Unes

Bample Wil

strip

containing two test lines (G and M lines) and a control line (C line). The M line is pre-coated with
monoclonal anti-human IgM for the detection of anti-S. typhi and paratyphi IgM, G line Is pre-

coated with reagents for the detection of anti-S. typhi and paratyphi IgG, and the C line is pre-
coated with a control line antibody.

When an adequate volume of test specimen is dispensed into the sample well of the cassette,
the test specimen migrates by capillary action across the test cassette. IgM antibodies If present
in the patient specimen will bind to the HO conjugates. The immunocomplex is then captured on

the membrane by the pre-coated anti-human IgM antibody, forming a colored M line, indicating
an anti-S. typhi or paratyphi |gM positive test result.

19G antibodies if present in the patient specimen will bind to the HO conjugates. The
immunocomplex is then captured by the pre-coated reagents on the membrane, forming a
colored G line, indicating an anti-S. typhi or paratyphi IgG positive test result.

Absence of any test lines (M and G) suggests a negative result. The test contains an internal
control (C line) which should exhibit a colored line of the immunocomplex of the control
antibodies regardless of the color development on any of the test lines. Otherwise, the test result
is invalid and the specimen must be retested with another device.

X REAGENTS AND MATERIALS PROVIDED

1) Individually sealed foil pouches containing:
a. One cassette device

b. One desiccant

Plastic droppers

Sample diluent (REF SB-R0160, 5 mL/bottle)

One package insert (instruction for use)

B

MATERIALS MAY BE REQUIRED AND NOT PROVIDED
1. Positive Control
2. Negative Control
| MATERIALS REQUIRED BUT NOT PROVIDED
1k Clock or timer

WARNINGS AND PRECAUTIONS
For In Vitro Diagnostic Use
5

This package Insert must be read completely before performing the test. Failure to follow
the insert gives inaccurate test results.

7). Do not open the sealed pouch, unless ready to conduct the assay.

3 Do not use expired devices.

4. Bring all reagents to room temperature (15-30°C) before use.

5. Do not use the components in any other type of test kit as a substitute for the components
in this kit.

6. Do not use hemolyzed blood specimen for testing.

7.

Wear protective clothing and disposable gloves while handling the kit reagents and
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clinical specimens. Wash hands thoroughly after performing the test.
Users of this test should follow the US CDC Universal Precautions for prevention of
0 lransmission of HIV, HBV and other blood-borne pathogens.

0 nol smoke, drink, or eat In areas where specimens or kit reagents are being
10 handled.

Dispose of all specimens and materials used to perform the test as biohazardous

waste.
:; Handle the Negative and Positive Control in the same manner as patient specimens.
! The test results should be read 15 minutes after a specimen is applied to the sample
well or sample pad of the device. Any results interpreted outside of the 15 minutes
window should be considered invalid and must be repeated.
13, Do not perform the test in a room with strong air flow, i.e. an electric fan or strong air-
conditioning.

REAGENT PREPARATION AND STORAGE INSTRUCTIONS

All feagents are ready to use as supplied. Store unused test device unopened at 2-30°C. If
stored at 2-8°C, ensure that the test device is brought to room temperature before opening. The

lels\ device is stable through the expiration date printed on the sealed pouch. Do not freeze the
kit or expose the kit to temperature above 30°C.

SPECIMEN COLLECTION AND HANDLING

Consider any materials of human origin as Infectious and handle them using standard bio-safety
procedures.

Plasma/Serum

Step 1:  Collect blood specimen into collection tube containing EDTA, citrate or heparin for

plasma or collection tube containing no anticoagulants for serum by venipuncture.

To make plasma specimen, centrifuge collected specimens and carefully withdraw the
plasma Into a new pre-labeled tube.

To make serum specimen, allow blood to clot, then centrifuge collected specimens
and carefully withdraw the serum Into a new pre-labeled tube.

Step 2:

Step 3:

imens at 2-8°C, if not tested
Test specimens as soon as possible after collecting. Store specime
!mmod?aln!y The specimens can be stored at 2-8°C for up to 5 days. The specimens should be
frozen at -20°C for longer storage.

Avold multiple freeze-thaw cycles. Prior to testing, bring frozen specimens to room temperature

slowly and mix gently. Specimens containing visible particulate matter should be clarified by
centrifugation before testing.

Do not use samples demonstrating gross lipemia, gross hemolysis or turbidity in order to avoid
Interference with result interpretation.

ASSAY PROCEDURE )

Step 1:  Bring the specimen and test components to room temperature, if refrigerated or
frozen. Once thawed, mix the specimen well prior to performing the assay.

Step 2;  When ready to test, open the pouch at the notch and remove device. Place the test
device on a clean, flat surface.

Step 3:  Be sure to label the device with specimen’s ID number.

Step 4:

Fill the plastic dropper with the specimen.

Holding the dropper vertically, dispense 1 drop (about 30-45 L) of serum/plasma into
the center of the sample well, making sure that there are no air bubbles.

Then immediately add 1 drop (about 35-50 L) of sample diluent into the center of the
sample well with the bottle positioned vertically.

U

e Resuit
‘J 15 minutes
a—— S—
Ay, =
=—— O} e—

—/

1 drop of serum/plasma

1 drop of sample diluent
Step 5:  Set up timer.

Step 6:  Results should be read at 15 minutes. Positive results may be visible in as short as 1
minute. Negative results must be confirmed at the end of the 15 minutes only. Any
results Interpreted outside of the 15 minute window should be considered
invalid and must be repeated. Discard used devices after interpreting the result
following local requirements governing the disposal of devices.

QUALITY CONTROL

Internal Control: This test contains a built-in control feature, the C line. The C line

develops after adding specimen and sample diluent. Otherwise, review the whole
procedure and repeat test with a new device.

External Control: Good Laboratory Practice recommends using external controls,
positive and negative, to assure the proper performance of the assay, particularly
under the following circumstances:

A new operator uses the Kit, prior to performing testing of specimens.
. A new lot of test kit is used.
. A new shipment of kits is used.
. The temperature used during storage of the kit falls outside of 2-30°C.

The temperature of the test area falls outside of 15-30°C.

To verify a higher than expected frequency of positive or negative results.
. To investigate the cause of repeated invalid results.

om0 Qa0 o

Copyright 2019 by CTK Biotech, Inc.




RS

NEGATIVE OR NON-REACTIVE RESULT: If only the C line Is present

1
3 Al
any color in the both test lines (M and G) indicates that no anti-S, ,yp,:;"o“bxaence of
yis d in the speci The result is negi or non-reactive r Paratypp,

2. POSITIVE OR REACTIVE RESULT:

2.1 In addition to the presence of C line, if only M line develops, the test indicate
presence of anli-S. typhi or paratyphi IgM In the specimen. The result is IoM S for the
reactive. Positive or

22

23

In addition to the presence of C line, if only G line develops, the test indicates for thi
e

presence of anlti-S. typhi or paratyphi 1gG i
reactive. typhi or paratyphi IgG in the specimen. The result is IgG positive o

In addition to the presence of C line, both M and G lines develo; i

r ¢ , p, the test indicates fo
the presence of anti-S. typhi or paratyphi IgG and IgM in the specimen. The result is bou:
19G and IgM positive or reactive.

mples with _sitiva or reactive results should be confirmed with alternative testin
8! clinical findings before a diagnosis decision is made.

INVALID: If no C line develops, the assay |s invalid regardiess of any color in the test
lines as indicated below. Repeat the assay with a new device.

ST PERFORMANCE CHARACTERISTICS

e )

Tk

Clinical Performance for IgM Test

A total of 334 specimens were collected from susceptible subjects and tested by the
Typhoid IgG/igM Rapid Test and by a commercial S. typhi IgM EIA. Comparison for all
subjects is shown in the following table:

Page 2 of 2

The Typhold 1gG/IgM Rapld Test is limited to the i jon of antibodies 1o S.
2. 1yphl o paratyphl In human serum or plasma, The intensity of the test line does not have

linear correlation with the antibody titer in the specimen.

A negative or non-reactive result for an individual subject indicates absence of detectable
3 antl-S. typhl or paratyphi antibodies. However, a negative test result does not preclude

the possibllity of exposure to S. typhi or pamlyphl.

A negative or non-reactive result can occur if the quantity of anti-S. typhi or paratyphi
& antibodies present In the specimen is below the detection fimit of the assay, or the
antibodles thatare detected are not present during the stage of disease in which a sample
is collected.
Infection may progress rapidly. If the symptom persists, while the result from Typhoid
1gG/IgM Raplid Test Is negative or non-reactive result, it is recommended to test with an
alternative test method, such as bacterial culture method.
6 Some specimens containing unusually high titer of heterophile antibodies or rheumnatoid
) factor may affect expected results,
The results obtained with this test should only be interpreted in conjunction with other

t diagnostic procedures and clinical findings
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Typhoid IgG/IgM Rapid Test
IgM EIA Positive Negative Total
Positive 31 34
tive 2 29 300
Total 33 301 334

Relative Sensitivity: 91%, Relative Specificity: 99.3%, Overall Agreement: 98.5%
2. Clinical Performance for 19G Test

A total of 314 specimens were collected from susceplible subjects and tested by the
Typhoid IgG/IgM Rapid Test and by a commercial S. typhi 1gG EIA kit. Comparison for all
subjects is shown in the following table.

Typhoid IgG/igM Rapid Test
EIA Positive _Negative Total
Positive 1 1 14
Negative 298 300
Total 1 299 314
Relative Sensitivity: 92.9%, Relali ficity: 99.3%, Overall Agreement: 99.0%
3. d Cultu
Nine (9) S. paratyphi A positive and eleven (11) S. typhi positive specimens confirmed
with the blood culture were tested with the Typhoid IgG/IgM Rapid Test. The Typhoid
1gG/IgM Rapld Test correctly indentified 9 S, paratyphl A and 10 S. typhi specimens. The
agreement was 95%.
s o 5 L A SMITATION S OF -TEST.

The Assay Procedure and the Test Result | ) must be followed closely when
testing the presence of antibodies to S. lyphl or paratyphi in serum or plasma from
Individual subjects. Fallure 1o follow the p may give | results.

Copyright 2019 by CTK Biotech, Ine
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9. Falsepositiveresultsare likelyifthe testis rgad more thanone minute after mixing on the slide test.

10. Anydeviationin test procedure could resultin variable results.

11, Since techniques and standardization vary from lab to lab one tube difference in tube titres can be expected.

12. Useaseparate disposable ip for each sample to prevent cross contamination.

13, After usage the antigen suspension should beimmediately recapped and replaced at 2-8°C.

14. It is recommended that results of the tests should be correlated with clinical findings to arrive at the final
jagnosis. . : i .

15 %ﬁg performance of the reagents should be validated occasionally using the positive control provided. Good
physiological saline may be used as a negative control.

ORMANCE CHARACTERISTICS - . ‘
‘:.ER";he positive control antisera should produce 1+ or greater agglutination at 1: 80 in the slide and tube test

whentested with {he TYDAL® antigen suspensions. i :
2. Thenegative control should show no agglutination with any of the TYDAL”ant[ge n suspensions.
3. Generally accepted performance characteristic of this type of testis 70% specificity and sensitivity.
4. Reproducibility of TYDAL®antigen suspensionsis 100% (+/-one double dilution).

WARRANTY

This productis designed to perform as described on the label and package insert. The manufacturer disclaims any
implied warranty of use and sale for any other purpose.

BIBILIOGRAPHY

(1). Cruickshank R., (1982), Medical Microbiology, 12th Edition, 403. (2).Felix A., (1942), Brit. Med. J., 11, 597-
600. (3). Data on file: Tulip Diagnostics (P) Ltd.
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INTENDED USE

TYDAL®is a Widal slide and tube agglutination test that detects the presence of the serum agglutinins (O, H) inthe
patient's serum, with typhoid and paratyphoid fever.

®
TYDAL

WIDAL ANTIGEN SET / ANTIGENS FOR SLIDE AND TUBE TESTS

El::ﬁMﬁ«;Yer occurs when pathogenic microorganisms like S. typhi, S. paratyphiA, S. paratyphi B, S. paratyphi C
infe?:rtltt:he human body. DuFr)'mg the course of disease, the body responds to this antigenic s’\‘m?u\.us by producin!
antibodies whose titre rises slowly in early stages, to a maxima and then slowly falls till it is undetectable
Antibodies to Salmonella organisms may be detected in the patient serum frgm the sef;ond week after qnset 0
infection. Information regarding the itres and whether or not they are rising or falling can be obtained b)
performing serological tests using TYDAL® antigen suspensions. Usually tube titres of 1:80 and above are taker

as diagnostically significant, however forendemicareas higher cut-offs may need to be established.

REAGENT . . 2 e
TYDAL® contains ready to use concentrated, smooth antigen suspensions of the bacﬂ'll; S; typhi 'O, S..I;yphA
'H' S. paratyphi 'AO', S. paralyphi 'BO), S. paratyphi ‘AH', S. paratyphi 'BH', S. paratyphi CH', S. paratyphi ‘CO
and/ or polyspecific positive control reactive with these antigens.

Each batch of reagents undergoes rigorous quality control at various stages of manufacture for its specificity and
performance.

REAGENT STORAGE AND STABILITY

1. Storethe reagents at2-8’'C. DONOT FREEZE .Keep the reagents away from direct sunlight.

2. The shelf life of reagents is as per the expiry date mentioned on the reagent vial labels. Do not use
expiry date.

3. Once opened the shelf life of the reagent vial is as described on the reagent vial label provide:

contaminated.
PRESENTATION 3
;;7 axsmi| exsmit | 2x5mi| 265 mi| 26 ml| 2x2x | 2x2x|5ml | 5ml| 5mi| Sml|Sml sfﬁ
5ml | 5ml
w0 [re) re) re) v o w| wu|lv|lvu|lwvw|wv|w|u
sl slgjglg|ld|N(8|8]|8|SSE=.
S| 8 |2|8|8|2|18|IRIBIS|3 ;
| @ ||| I|SS| S|SB
slg|8|8lg|g|2|2|2|2|SiEl
Antigens OH | oH |oH|OH|OH|OH|OH| O|H [AO[BO|EC
AH, | AH,BH,
BH | CH,AO ;
80,CO el e
Control [+ [oam| 20m | o4mi [ o4mi [o4mi | odmi foam| | | 0
Control | - 20ml 04mi [ 0am | loam| |
MIXING STICKS
LADDER 4 6 4 4 | 4
DISPENSER PP :
TUBES 50 50 50 50 | 50 |
RUBBER TEAT 1 1 1 1 |
SLIDE 1 1 1 188 | 5
PACKAGE INSERT 1 1 1 1 1 1| [“7

*8 x5 ml pack is marketed as TYDAL® PLUS.
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ADDITIONAL MATERIAL REQUIRED

Slide test method: Stop watch, Variable Micropipettes.

Quantitative method: Timer, Kahn tubes / test tubes, Pipettes (0.1ml, 1ml), Physiologi i

(37°C), Testtube rack. ) Physiological saline, Incubator

PRINCIPLE

When the coloured, smooth, attenuated TYDAL® antigen suspensions are mixed / incubated with patient serum
anti-Salmonella antibodies present n the patient serum react with the antigen suspensions to give agglulination'
Agglutinationis a positive testresult, indicating presence of anti-Salmonella antibodies in the patient serum. :
Noagglutination s anegative test resultindicating absence of anti-Salmonella antibodies.

NOTE
4. Invitro diagnostic reagentforlaboratory and professional use only. Not for medicinal use.
2. The S. typhi 'O, S. paratyphi 'CO'reagenls contain 0.5% Phenol, S. typhi 'H', S. paratyphi 'AH', S. paratyphi
BH S. paratyphi 'CH'reagents contain 0.3% Formaldehyde and S. paratyphi 'AO', S. paratyphi '‘BO’reagents
contain 0.7% Ethanol along with 0.1% Sodium azide as preservatives. Avoid contact with skin and mucosa.
Do not breathe vapour. In case of contact with eyes, rinse immediately with plenty of water and seek rnedncal
advice. Sodium azide may react with lead and copper in plumbing and form highly explosive metal oxides, on
disposal flush with large quantities of water. R Y
3. The reagentcan be damaged due to microbial contamination or on exposure to extreme lemperatures..l.t is
' recomménded that the performance of the reagent be verified with the positive and negative controls. Positive
control provided with the kit only for TYDAL®4 x 5 ml set (REF.: 105200045), 2 X 5ml set (REF.: 105210025 &
REF 105200025), 2 X 2 x 5 ml set (REF.: 105210225) and TYDAL® PLUS 8 x 5 ml set (REF.: 105200085).
Negative Control provided with the kit only for 8 x 5 ml (REF.: 105200085), 2 X 5 ml (REF 105200025) and
2x2x5ml (REF 105200225).
Shake the reagent vials well before use to disperse the antigen suspension uniformly and improve test
readability.
~ Onlycleananddry slides/tubes mustbe used. Clean the slide / tube with distilled waterand dry.
tis necessary to use the calibrated dropper providedin the reagent vial to dispense a reagentdrop.
TYDAL® antigen suspensions are not from human sources hence contamination due to HBsAg and HIV is
practically excluded.
8. Accessories provided with the kit only must be used for optimum results. (Applicable only for TYDAL®2x2x5
ml set (REF.: 105210225, 105200225), 2 x 5 ml set (REF.: 105200025), 4 x 5 ml set REF.: 105200045) and

TYDAL®PLUS 8 x5 ml set (REF.: 105200085).
9. Donotusedamaged orleaking reagents.

gy o

SAMPLE COLLECTIONAND STORAGE

1. No special preparation of the patientis required prior to sample collection by approved techniques. Donotuse
haemolysed and turbid samples.

2. Cleananddry glassware free from detergents must be used for sample collection.

3. Donotheatinactivate the serum.

4. Though freshly collected serum is preferable, store samples at 2-8°C in case of delay in testing, for upto 72

hours.

TESTPROCEDURE
Bring reagents and samples toroom temperature before testing.

Shake and mix antigens well before dispensing.

Slide Screen Method

1. Place one drop of positive controlontoa reaction circle of the slide.

2. Place 50 plof physiological saline onto the next reaction circle of the slide.

3. Place onedrop of patient's serum to be tested onto each of the required number of reaction circles.

4. Add one drop of appropriate TYDAL® antigen suspension to the reaction circles containing Positive control &
physiological saline.

5. Add one drop of appropriate TYDAL® antigen suspensions fo the reaction circles containing the patient's

serum.

6. Mixcontents of each circle uniformly over the entire circle with separate mixing sticks.
7. Rock the slide gently back and forth, and observe for agglutination macroscopically at one minute.

Slide Semi-Quantitative Method

1. Using a pipette place 80 pl, 40 pl, 20 pl, 10 pl, and 5 pl of patient serum to be tested on 5 different reaction
circles on the slide. The corresponding titres obtained will be 1:20, 1-40,1:80, 1:160, & 1:320 respectively.

2. Followstep No.5-7 of slide screen method.

Note: This method is recommended for obtaining quick approximate titres only.

Quantitative Method
Tube-test Procedure

ke appropriate number Of
"bees and label them 1 to 8

Pipetteinto tube No. 1 of all sets 1.9 ml of physiological saline.
To each of the remaining tubes (2to 8) add 1 ml of physiological saline.
Totube No. 1 of all sets add 0.1 ml of serum sample to be tested and mix well.
Transfer 1 ml of the diluted serum sample from tube No. 1 to tube No. 2 and mix well. .
T[an'sfer.1 ml of the diluted serum sample from tube No. 2 to tube No. 3 and mix well. Continue
. gl_lutuon tilltube No. 7 in each set. i
8 Ng\;atrt? 1.0ml of the diluted serum from tube No.7 of each set.
s &glll;.&g)ns .°f the serum sample achieved from tube No. 1 to 7 respectively in each setis.
9 T6 aﬁ tH ,1:80,1:160, 1: 320, 1:640, 1: 1280. Tube No. 8in all the sets, serves as a saline contral.
e tubes (1 to 8) of each set add one drop of the respective well-mixed TYDAL® antiger
from the reagent vials and mix well. i
10. Cgver andincubate at 37°C overnight (approximately 18 hours).
11. Dislodge the sedimented button gently and observe for agglutination.

f sets (as required; one set for each antigen suspension) of 8 Kahn tubes

oapeN o

INTERPRETATION OF RESULTS

Slide Screen Method .
Agglutination is a positive test resultand indicates presence of the corresponding antibody

No agglutination is a negative test result and indicates absence of the corresponding &

serum.

Slide Semi-Quantitative Method
Agglutination is a positive test result. The titre of the patient serum corresponds to the Visible'aggiutine i
test circle with the least amount of serum sample. d
Quantitative Method 1
The titre of the patient serum using TYDAL® antigen suspensions is the highest dilution @
gives avisible agglutination.

REMARKS

1. Positive results obtained in the slide test should be confirmed with the tu
are diagnostically significant or not.

2. TAB vaccinated patients may show a high titre of antibodies to each
response to other vaccines and unrelated fevers in case of patien
jimmunization may give afalse result.

3. Agglutinins usually appear by the end of the first week of infection, blocd
negative result. 3

4. Arising titre is more significant than a single high titre. Itis therefore!
samples taken at4-6 daysintervals after the onset of the disease.

5. '0' being a somatic antigen brings about a coarse, compact, g

flagellar antigen brings aboutlarger, loose, flocculantagglutination.

While the '0' antigen is species specific, the'H' antigen s specificto

Serological findings are not intended as a substitute for culture. A

recover and identify the etiologic organisms through various culture;

8. Generally antibody titres of 1:80 or more are considered clinically and iag

significant titre may vary from population to population and needs tobe esta
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~~1EFEX Syphilis

Syphilis Rapid Test Strip
(Serum/Plasma/WB)

A rapig Package Insert

anlibodiese'jt for the diagnosis of Syphills to detect

qualitative (QQ and IgM) to Treponema Pallidum (TP)

PfOfesSiong,- 'n serum/plasma/whole  blood. For
!n vitro diagnostic use only.

s N T=NDED U S e

he

ISerum/P?:sp;;/w Syphilis SRapId SENRTEStEgstliD
immunoassay f hole blood) is a rapid chromatographic
(IgG and IgM)otr the qualitative detection of antibodies
lasma or wh © Treponema Pallidum (TP) in serum,
p! ole blood to aid in the diagnosis of Syphilis.

Treponema Pallidum (TP) is the causati
ve?nereal disease Syphilis. TP is a sssgzse?gir;tc?efri:;he
with an oqter envelope and a cytoplasmic membranem‘
Rglatlvely little is known about the organism in comparisoﬁ
w._th other bacterial pathogens. According to the Center for
D|seqse Control (CDC), the number of cases of Syphilis
infection has markedly increased since 1985.2 Some key
factors that‘have contributed to this rise include the crack
cocaine epidemic and the high incidence of prostitution
an'?ong.drugl users. One study reported a substantial
epidemiological correlation between the acquisition and
transmission of the HIV virus and Syphilis.
Multiple cIir)ical stages and long periods of latent
asymptomatic infection are characteristic of Syphllis'
Primary.Syphilis is defined by the presence of a chancré
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
blogd) utilizes a double antigen combination of a Syphilis
antigen coated particle and Syphilis antigen immobilized
on membrane to detect TP antibodies (IgG and IgM)
graliéatively and selectively in serum / plasma / whole
ood.

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
”"? 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
imgracts with the immobilized Syphilis antigen. The double
ant:gen 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, indicatin'g 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 professional 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. Observe established  precautions  against

microbiological hazards throughout all procedures and
follow the standard procedures for proper disposal of
specimens.

* 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 a

-

dversely affect results.

STORAGE AND STABILITY
i ion date printed on

The test is stable through the expiration
the sealed pouch 2-30°C. DO NOT FREEZE. Do not use
after the expiration date.
SPECIMEN COLLECTION AND PREPARATIN

The Aspen Syphilis rapid test strip can be perio
. lood.

using Serum/Plasma/Wholeb ol afer. the

. i sho 4
Zg:tcl::gens have been collected. Do not ldeaveerio:j :
specimen at room temperature for prolong% dp e
Specimens may be stored at 2-8°C for up to 3 days.

long term storage, specimens should be kept below
20°C.

Bring specimen to rool
Frozen specimens Mus
mixed well prior to testin
frozen and thawed repeatedly.

‘\

m temperature prior to testing.
t be completely thawed and
g. Specimen should not be

MATERIAL PROVIDED
- Strip support

|

» Test strips « Droppers
« Buffer « Package insert

Material required but not provided
imer, Test

\

Specimen Collection containers, Centrifuge, Tl
tubes
DIRECTIONS FOR USE

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 (50pl) of Serum/ Plasma / Whole blood
to the specimen pad of the test strip using dropper/
pipette.

N

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

2 drops of Serum/plasmal/whole Blood




INTERPRETATION OF RESULTS

NEGATIVE : Pink/Purple line at C only §
—C
[N
|
|
|
HHlE
i
POSITIVE : Pink/Purple lines at C & T (I
=T | T

INVALID : If control line does not appear,

2 2
the testis invalid. In this case, please repeat |8 |%
the test using another device following the
test procedure correctly.

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  confirms adequate
membrane wicking.

1. The Aspen Syphilis Rapid Test strip (Serum /Plasma

/Whole blood) is for in vitro diagnostic use only. The test
should be used for th

can be determi

ned by this qualitative test.
2. The Aspen

Syphilis Rapid Test strip (Serum /Plasma
will only indicate the presence of TP

. 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
The Aspen Syphilis Rapid Test Strip
(Serum/Plasma/Whole 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 Specificit!

The Aspen Syphilis Rapid Test strip (Serum /Plasma
/Whole blood) has correctly identified specimens of a
performance panel and has been compared to a leading
commercial TPPA Syphilis test using clinical specimens.
The results show that the relative sensitivity of the Syphilis

Rapid Test strip is >99.9% and the relative specificity is
99.7%.

e detection of TP antibodies in serum,

Mathod TPPA =
Aspen Results Positive Negativa R olal
Syphilis Rapid Test Positive 130 1 esult
Strip( sma/WB) | Negative 0 299 131
Total Result 130 300 339‘;
Relative sensitivity: >99.9% (95%CI*: 97.7%-100‘0% )

Relative specificity: 99.7% (95%CI*: 982%-100.0%).
Accuracy: 99.8% (95%CI*: 98.2%~100.0%)_ 4
*Confidence Intervals

F

Intra-Assay

Within-run precision has been determineq by using 15
replicates of four specimens: a negative, a |oy positive, a
medium positive and a high positive, The negative, low
positive, medium positive and high Positive valyes were
correctly identified >99% of the time.

Inter-Assay
Between-run precision has be
independent assays on the same foyr specimens: a
negative, a low positive, a medium positive and a high
positive. Three different lots of the Syphilis Rapid Test
strip (Serum/Plasma/WB) 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.

en determined by 15

Cross-reactivity

The Aspen Syphilis Rapid Test Strip (Serum/Plasma/WB)
has been tested by HAMA, RF, HBsAg, HBsAb, HBeAg,
HBeAb, HBCcAb,HCV, HIV, H. Pylori MONO, CMV,
Rubella and TOXO positive specimens. The results
showed no cross-reactivity.

Interfering 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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