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Advantage Dengué NS4 Ag Card
Rapid visual test for the detection of pengue NS1 Ag in Human Serum/ Plasma
INTRODUCTION sl Manufactured By In vitro diagnostic
medical device

Dengue virus is a flavivirus found largely in areas of the tropic and
gee Instruction for use

sub-tropics. There are four distinct but antigenically related serotypes of dengué
viruses, and transmission is by mosquito, prinicipally Aedes aegypti and Aedes v No. of fests 1
albopictus Lot Number _. Temperature
- Batch Number | Limitation
The mosquito-borne dengue Viruses (serotype 1-4) cause dengue fever, @ m
severe flu-like illngss. The disease 1S prevalent in third world tropical regions ] Manufacturing Date AN Gautioll see Instruction
and spreading to sub-tropical developed countries - including the United States for use
WHO estimates that 50-80 million cases of dengue fever occur worldwide each 2 Expiry Date [REF) Catalogue Number
year, including @ potentially deadly ‘form of the disease called dengue '7,7 rial
haemorrhagic fever (DHF) and dengue shock syndrome (DSS). Primary infection @ ?Sod:?;: S:d“ o \‘@ (;:)r‘\\\zl\[r;‘salb(l)o[ll;?;ca\ il
with dengue VIrus results in a self-limiting disease characterized by mild to @ sng $ e (rom sunlight
2) Single use only eep away 110 S

high fever lasting 3 to 7 days, severe headache with pain behind the eyes. g
muscle and joint pain, rash and vomiting Secondry infection 1S the more T Keep Dry @ﬂ Country of Manufacture
common form of the disease in many parts of Southeast Asia and South
America. lgM antibodies are not detectable until 5-10 days in case of primary
dengue infection and until 4-5 days in secondary infection after the onset of KIT STORAGE & STABILITY
illness. 1gG appear after 14 days and persist for life in case of primary The kit should be stored at 2-30°C in {he cool and driest area available. Expiry
infection and rise within 1-2 days after the onset of symtoms in secondary e of the kit indicates the date peyond which kit should not be used
infection. This form of the disease s more serious and can result In DHF and  Advantage pengue NS1 Ag Card should not be frozen and must be protected
DSS. The major clinical symptoms can include high fever, haemorrhagic evets, from exposure 10 humidity.
and circulatory failure, and the fatality rate can be as high as 40%. Early
diagnosis of DSS is particularly important, as patients may die within 12 t0 24 WARNING FOR USERS
hours if appropriate treatment is not administered \QAUUDN: ALL THE SAMPLES TO BE TESTED SHOULD BE HANDLED AS
y y 1\, THOUGH CAPABLE OF TRANSMHT\NG INFECTION NO TEST METHOD CAN
f h L2
infection s characterzed by SO¥3 TS Bguoltio o1 OFFER COMPLETE ASSURANCE THAT HUMAN BLOOD PRODUCTS WILL
antigen levels 0 to 9 days after the onset of symptoms; this generally persists
" NOT TRANSMIT INFECTION.
upto 15 days. Earlier diagnosis of Dengue reduces risk of complication such as
1. Theuse of disposable gloves and pro|

h is endemic
DHF or DSS, especially in countries where dengue is endemi RECOMMENDED while running the sl
2. In case there is cut or wound in hand, DO NOT PERFORM THE TEST

3. Do not smoke, drink or eat in areas where specimens 0f kit reagents

e NS1 Ag card is @ rapid solid phase immuno- being handied
{ for the qualitative detection of Dengue NS1 Antigen in i T ‘g Jod. o diagpostic use ;
ma. This test is for in vitro diagnostic Use only and is sts are for in VI g

person only

; o
sl of dengue Infectiol 5 Mark the test specimen with pa
Improper identification may lead to wrong result reporting

PRINCIPLE (ANTIGEN-ANYIBDDY REACTION) S 6. Do not pipette by mouth
*sandwic
Advantage Dengue Ns1 Ag Card '? an !mmgnoassay ba§e:lc<3n ‘C‘:fnl:)? Line) & 7. All materials used in the assay and samples should be decontaminated in
[)”E‘Clple Dengue NS.‘ antigen device coplalns Iwov ““?S' \ d(wilh antibodies suitable disinfectant solution for 30-60 min. before disposal or by autoclaving
T* (Dengue NS1 Antigen detection Test L}ne) Test line 1S c‘:j“ Dengi N : at 121°C at 15psi for 60 min. Do not autoclave materials of solution
aml-dcng1ue NS1 Ag “:Nhan a‘ san.\lyl)lsnn: ‘aod(::‘:: a‘ﬁu‘gzn():;wt:é1 old collold containing sodium hypochlorite They should be disposed off in accordance
antigen if present in e sample will bl 5 with established safety procedures and quidelines
i the

conjugate making antigen antibodies complex. Th'S complek '“‘?T’?mss ::?x[:t?ody- 4. Wash hands thoroughly with s02p or any suitable detergent, after the use
membrane 1o the test region and forms the visible pink line at “T" 88 ¢ of the kit. Consult a physician {mmediately In case of accident of contact
unngen-annbody gold conjugate complex with eyes, In the event that contaminated material are ingested of come in
The intensity of the test bands in the respective devi contact with skin puncture of wounds

upon the amount of antigen/ antibody present in the s Spills should be decontaminated promptly with sodium Hypochlorite or any

of any pink/red colour In 2 specific test region shoul other suitable disinfectant
¢ that particular antigen and/or antibody type pouch to removeé the product until it attains room

| | ——

Primary dengue virus
per biohazardous clothing is STRONGLY

are

INTENDED USE

Advanlage Dengu
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intended as an aid in the earlier diagno!

nly and should be run by competent

tient's name Of identification number

| | | —

ce will vary depending
ample The appeamnce 9
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(1gG or gM). A red 10. Do not open the foi
dow 10 temperature and you are ready 1o perform the test

reactive 10
pmccduxal contro! line should always develop in the test device win
indicate that the \est has been per(mmed properly 11. Take out the cards from the pouch just pefore performing the test to avold
denaturation of antisera due 10 atmospheric exposure
KIT CONTENTS Optimal test performance requires strict adherence 10 the test procedure
described in the inserl.

a) Dengue NS1 Ag Device b) gample Dropper

{ ¢) Instruction Manual SPECIMEN COLLECTION AND PREPARATION

r— - 1 l\dvas[\\mu Dengue NS1 AQ Card test should be performed in human erum
or plasma only immediately after collection

stic
The following are graphical symbols ysed In of found on J Mitra dldUl\Oom
i onoar| x
products and packing These symbols are the most common ones appedl 0 2 |f not tested immediately, specimen should be Te

s 2 deld the
on medical devices and thelr packing They are explained In more detail 10 upto 24 hours Tollowing collection
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P 00 rpm for 15 minutes before (i) The kit has NS1 antigen positive an

testing by high speed centrifugation 1.e. 10,0 P well as frozen Dengue

esti

ith the a
he test kit was evaluated and compa:zg]u\f;:g ity
195"“9-l sed specimen or specimen with microbial contamination should Ez:-losre;n:gfﬁ‘?“:“d;“y availa?elBEal_rlrSI:Iitfljs;.kl:\.ﬂ;f;i‘z&'im;:‘?umatqid factor,
, l;:a::;c‘;med e g conm:d.'d beawcidet it s?m?ll:S;n:s‘:es:::t;phali\is. yellow fever and West Nile viruses.
6. Repeated freezing & thawing of the specimen S ou tgﬁ;";ﬁ;"zs{he i;:‘_house i
TEST PROCEDURE

1. Bring the required number of Advantage Dengge NS1 Ag Card foil
. pouches and specimen to room temperature prior to testing
2. Remove the test card from the foil pouch prior to use
Label the test card with patient's name 9r identification number:,/
Add 2 drops (70 pl) of sample using sample ‘\,/
hown in =
dropper to the sample well of device as sl —— =
Tl sensitivity: 96% Specificity: 98
5. Allow reaction to occur for 20 minutes.

Dengue
NS1 Ag

Result of
licensed test

No. of
samples tested

sample Type

Negative for Ag

Dengue Antigen Positive

Fig. a

R m Perfo Ag Card with reference to

Po! may ap a 210 ii formance of Advantage Dengue NS1 Ag . ;
mead fesqu\Swal B0 iwsSe: Pratis eanits soay g as S el (s‘e‘:)nsili:iiy and specificity has also been determined by NIV (National Institute
inutes. However, negative results must be confirmed after 20 minutes

of Virology), Pune, India. The evaluation indicate the following sensitivity and

ony: ; specificity:
7. Discard the Advantage Dengue NS1 Ag Card immediately after reading
— result at 20 minutes, considering it to be potentially infectious.

Sensitivity: 93.33% Specificity: 100%
INTERPRETATION OF THE TEST This information is provided for the scientific community enquiring for an
REACTIVE: independent evaluation other than company’s in house evaluation. It is not for
——— —— ——\ As shown in (Fig. b), appearance of pink coloured commercial or promotional purpose.
SO | SIRRY e = | line, one each in test region “T* and control region Precision: Within run (Intra assay) & between run (Interassay) precision have
Fg. b “C" indicates that the sample is REACTIVE for been determined by testing 10 replicates of eight samples - four negative, two
NON-REACTIVE: Dengue NS1 Ag weak positive and two strong Dengue NS1 antigen positive samples.
i ' _ The C.V. (%) of all the samples were within 10% of the time.
~ ' < ) As shown in (Fig. c) appearance of one distinct
S weayy < v = l\)rl‘r:: ::e in mT control region “C” only, indicates LIMITED EXPRESSED WARRANTY DISCLAIMER
£ e sample is “NON REACTIVE" for D The manufac! "
l. — NS1 Aqg. engue turer limits the warranty to the test kit, as much as that the test

kit will function as an in vitro di i
agnostic imitati
specifications as described in the gpmductaIsnssat)rluz?thln sl s st
1 i if no control line disclaims any warranty expressed or i
completion of test, . e appears after the warranty with re i
B bacmmunde;t;et(;;n\g ilea:l bgckground or with complete pinkish/ any purX:)ose Thes?:;:] tfo merchan'lab"
ol €). Invalid test are obtained due to following it

when used

= . € price of the pr

(a) Improper storage at temperature other than the recommend: Fla‘m et of i amages an e e :
(b) Wrong test procedure gavd ‘empe’atum
(c) Long atmospheric exposure of

—
o T |
» are likely to b i : e i
not be liable to th it g
- ' € purchaser or thirg a i e
(d) Use of turbid/ lipemic/ haemolyzed sample 5 A e o e
] In case of invalid result, the test

, howsoever ¢ for any injur
there of aused by the product in the use or in {hedamage or
; applicatio
for 15 minutes a est sample should be centf n
MUMB; U " felest using new Card 1U0%0 2t 10,000 ;pm  BIBLIOGRAPHY
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b & Kouri :
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equired-
according 10 the

crobial

on

nmopuchoN g surfacé Antigen

Hepatitis sul
(E:gggl)m?s ar;*na h t;larl: - lg parkers !hat appears in thi 1. No prior :
plood of 'infected person o s prior 10 the ;’"sftg 2 collect ploo specime
clinical symptoms: weverinthe symptom tic phase th e( e;f;ed standard procedure: . iy
HBsAg aré elevated an decline ther fter. Itis importa 0 o 2.8 ecimen <hould be free of par‘tlculate matter an mi
pBv using HBSAZ as the marker 10 screlen d 1ransdfzgioor§ t:c,;enlij:ge contamination-
”"e ”s'kkof . atmi E‘transrgl{s sr'%?f?eyren(:?al diagnosis o'f Hepatitis 4. Preferably ‘use fresh sample- How_ever, specrmen can bef P
ik gorggf;z HBsAg is aone step testan n detect HBsAgin stored refrlgerated for short duration- For long storage.
me?ls, qualitatively, at concemrations aslow a@s at-20°C or pelow. pecimen should not be frozen and thaw
repeatedly.
5. Do not heat inactivate pefore uSe-
6. Turbid sample (microbia! contamination) should not be used.
taining preciphate or pam‘culate matter should

infection.
|asma sPeCi

imens con

to use.

serum/p!
0.5ng/ml.
TESTPRINCIPLE
OSCAR HBsAgd is @ |ateral flow test based on the prinqiple_of 7. sp
|mmuncrchromatograp y, the method uses "‘°"°°_'°"?'am'b9#'es " pe centrifuged rior
conjugated 10 Colloidal gold and polyclonal antibodies immobilized ged P
on a nit ocellulose membrane- As the test sample flows jaterally W N
through nitrocellulose membrane it mixes with the gold conjugat ARNI GS AND PRECAUTIONS
amibogles. If the sabm%le on:‘ains HBsAg; the colloidal gold- 1. Forin vitrodiagnosﬁcuseonly. NOTFOR MEDICINAL USE.
antibody conjugate inds to the antigen, orming an antigen- 2. Brin I i
annbody-colloidal gold complex. This complex then migrates usleg all reagents and specimen o temperature before
through the nitrocellulose strip by capillary action. When the 3 p : b -
complex meets the line of immobilized antibody at (Testline) “T",the . Donot usve eyond exp iration date
complex is trapped forming an antibody antigen-antibody colloidal 4. Readthe instructions carefully before performing the test
gold complex. This forms a pink/purple band indicating the sample % Handle all specimens s if potentially infectious.
is positive for HBsAg. Toserveasa procedural control, an additional 6. Donotpipetteany material by mouth
:me o( lamr-rabbn 19G antibody (comrol line) “C” has been 7. Do not eat drinkorsmokein th
mmobilized on the strip- If the test is performed correctly, it will 8. U e : e area wheretesting s done
atnono{apink/purpleband upon contact with the sasr(r?lp;l,:s”ec“ve clothing and wear gloves when handling
9. Useabsorbent sheetto cover theworking area
10. Immediately clean up any spills with sodium hypochlorite /
as if they contain

result in the form

conjugateat the control line region.
disinfectant.
d material used

11. Dispose off all the reagents an

PRESENTATION
Ccatalogue No: HLR1050
MATERIALS PROVIDED
Each kit contains : Sfections poars
1. Testdevice pouch: Nitrocell ; 12.0 ‘ :
: . ulose membrane B - 0 not mix components
HBsAg antibodies and anti- i ibodi aostd wHI &R .
anti-rabbit antibodies at the respective 13. ::at:f cok;ufr of the desiccant at the point of opening the pouch
, s o urne i
- R S i rom blue to white, use another testdevice
Py rocedure: How to Do SR
1. Bring the sealed DT -
pouch to room tem
th ! perature, open
4 e not;h and rgmove the device. Once openedpth ae POUCh 2
e usedimmediately. L the devicamust
jun EXiO-

efrigel ared spe [} o] pe t
't cimens m st be brou ht to room temperature
4. Read resu"s at 20T inutes

5. Repeat tllet t
D es Wl"l a new dEWCe |1 the testisir Vahd

2 P
5 / p
3 Add 2-3 drops of serum p’asl”a sam le into “ e Salllple We” S




Interpretation: How to Read the Result

Invalid:
The test should be consideredinvalidif controlline doesnot
otappear.

Negative:

If only one pink/purple line appears in \ ER T @i'@ ;
the result window at the control line - © -

region 'C’

Positive:

if two pink/purple line appear in the
control line region 'C’ and test line
region ‘T'.

1w E=ro- |
LIMITATIONS OF THETEST

1 OSCAR HBsAg test should not be used as a sole criterion for

diagnosis of HBV infection
The intensity of test lines and the control lines should not be the

criteria to judge the concentration of HBsAg in the test

N

specimen
3 Due to the performance characteristics and antibody

composition of various HBsAg tests, reactivity patterns may

differ from product to product.
Testing of pooled samples Is not recommended with OSCAR

HBsAgtest.
Most positive results develop withi

results after 30 minutes
It has been reported in various studies that the Interference due

to heterophile antibodies, Rheumatoid Factors and other
nonanalyte substance present in patients serum, may cause
erroneous result. Though OSCAR HBsAg test uses sufficient
amounts of heterophilic blocking reagent (HBR) to inhibit the
majority of this interference; some samples with high titres may
still interfere. Results that appear to be internally inconsistent
or incompatible with the clinical presentation should be

investigated further.

HBsAg is coded by the S
epitopes of all subtypes 0
determinant. Antibodies use!
againsl!h;s,a,determinantso
detected. However, a few patient
negaliveforHBsAqmspvteofapo
polymerase chain creaction. Thes
antigenically divergent variants Therefore, the existence

variants should be considered before taking clinical decisions
8. As with all diagnostics tests, a definitive clinical diagnosis
should not be based on the result of a single test, but should only
be made by the physiciana fter all clinical and laboratory findings

have been evaluated
PERFORMANCE CHARACTERISTICS

Internal Evaluation-
The performance of
house study using a pan
reactivity) and three

specimens In compariso
of the evaluation are as follows

=

n15-20 minutes. Do notread

S

gene, and the common antigenic
f HBsAg are found in the same ‘a’
d in OSCAR HBsAg are directed
that all subtypes of HBsAg can be
s infected with HBV may show
sitive test for HBV-DNA or HBV
e rare cases are due to
of such

~

sAg device was evaluated by‘ln»
el of ninety five known positives (of varying
hundred seventy five known negative
n with two licensed ELISA kits The results

OSCAR HB

Observations
Commerct al HBsAg ELISA

Types of Oscar HBsAg Test

Specimen
Trus Positive
95

True Negative
378

SensmvnyolUSCMHIB!;Aqv 100%
Specificity of 0OSCAR HBsAg ' 99.7%

Internal Evaluation-I!
serial dilution of known

0OSCAR HBsAg was evaluated with a

concentration of HBsAg positive sample. It was observed that
0SCAR HBsAg was able to detect all the dilutions with HBsAg
concentrationof »0 5ng/ml

Therefore the detection limitof OSCAR HBsAgis 0 5ng/ml

Independent External Evaluation

In another independent study, the performance of 0SCAR HBsAg
Test was evaluated using panel of 50 samples- 20 positives & 30
negatives, In comparison with commercially available Immuno

chromatographic Test (ICT), Enzyme Immunoassay (EIA). The

results of the evaluation are as follows:

SPECIMEN DATA TOTAL OSCAR HBsAg | Commercial ICT | EIA
Number of specimens tested 50 50 50 50
Number of Posilives 20 20 20 20
Number of Negatives 30 30 30 30

The above study indicates a good correlation of the results of
OSCARHBsAgwiththatof EIA& Commercial ICT.

DISPOSAL

Discard the used test devices immediately after reading the result.
Before discarding it, add few drops of disinfectant on device
membrane and on all other items used for handling serum/plasma.
put all items to be disposed in disposable bags and dispose off as
perlocal regulation for handling/ disposal of bio-medical waste.

Every precaution has been taken to ensure diagnostic ability and
accuracy of this product. This product is used outside of the control
of manufacturer and distributors. Various factors including storage
temperature, environmental conditions, and procedural errors may
affect the result. A person who is subject of the diagnosis should

consult a doctor for further confirmation.

The manufacturer and distributor of this product shall not be liable
for any loses, liability, claims, costs or damages whether direct or
consequential arising out of or related to an incorrect diagnosis,
whether positive or negative, in the use of this product.

“Kim. C.Y. Tillis, J.G. 1973 J.Clin, Invest, 52,1176-1186
Magnius, L.O. et Al.1975,J.Am.Med. Assoc. 231,356-359
WHO, 1977, Technical Report Series, 602,

_ Caldwell, C.W., Baret,J.T. 1977,Clin. Chim, Acta. 81,305
Wolters, G et al. 1977.J. Infect. Dis., 136,311
Rubin, E, 1979. Federation Proceedings. 38, 2665-2673.

Darrel, Let. al. 1982. J. Biol. Chem ,257,10414-10420.
Kuhnl,Pet. al. 1985 Lancet, May 25,1222-1223.

Carman WF et. Al Vaccine-induced escape mutant of hepatitis B
virus. Lancet, 1990;336:325-29.

Koyanagi T et al. Analysis of HBs antigen negative variant of
hepatitis B virus; Unique Substitutions, Glu 129 to Asp and Gly
145 to Ala In the surface antigen gene. Med Sci Monit, 2000;

6(6);1165-1169

SYMBOLS USEDON LABELS

DN DWN =

In vitro diagnostic

Manufactured By

[ 11} ' Consult instructions for use l'VDI
r—— e —— medical device
® Da not reuse \%7 Contains sufficient

|~ - — - Y| for<n>tests
i Storage temperatur

, K Sipvags e [LTL] Catalogue number

Keep away from sunlight
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=E====x= One Step
Ly O —— : nn Pregnancy Test Device (Urine)
TSR Package Insert
A rapid, one step test for the d of human 8 in (hCG) in urine.

For professional in vitro diagnostic use only.

INTENDED USE

The hCG One Step Pregnancy Test Device (Urine) s a rapid chromatographic Immuncassay for the
qualitative detection of human chorionic gonadotropin in urine to aid in the early detection of
pregnancy

SUMMARY

Human chorionic gonadotropin (hCG) is glycoprotein hormone produced by the developing placenta
shortly after fertilization. In normal pregnancy, hCG can be detected in both urine and serum as early
as 7 to 10 days after conceptions. *** hCG levels continue to rise very rapidly frequently exceeding
100 mlu/mL by the first missed menstrual period “** and peaking in the 100,000-200,000 mlU/mL
range about 10-12 weeks into pregnancy. The appearance of hCG in both the urine and serum soon
after conception, and its sub: rapid rise in ¢ during early g | growth, make
it an excellent marker for the early detection of pregnancy.

The hCG One Step Pregnancy Test Device (Urine) is a rapid test that qualitatively detects the presence
of hCG in urine specimen at the sensitivity of 25 mlU/mL The test utilizes monoclonal antibodies to
selectively detect elevated levels of hCG in urine. At the level of claimed sensitivity, the hCG One Step
Pregnancy Test Device (Urine) Shows no cross-reactivity interference from the structurally related
glycoprotein hormones hFSH, hLH and hTSH at high physiological levels.

PRINCIPLE
The hCG Pregnancy Test Device is a rapid ch, for the detection
of human chorionic gonadotropin in urine to aid in early detection of pregnancy. The test uses two
lines (C,T) to Indicate results. The test line (T) is coated with anti hcg antibodies (monocional
antibodies) The monoclonal body is purified { sera so making the test more reliable
and accurate The control line (C) is coated with antibodies and colloidal gold particies. The assay is
conducted by adding urine specimen to the specimen well of the test device and observing the
formation of red colored line (s). The specimen migrates via capillary action along the membrane to
react with the antibodies at C & T lines. Positive specimens containing hCG (Antigen) when passes
through the membrane, at test line reacts with the anti hCG (Antigen - ibody r ion)
Positive reaction is made visible by colored conjugate Absence of this colored line suggests a negative
result. 1o serve as a procedural control, a colored line should always appear in the control line
region(C) 1t indicates that proper volume of specimen has been added and membrane wicking has
occurred

REAGENTS & MATERIALS PROVIDED
» Test devices - Test line is coated with anti-hCG antibody
* Droppers * Package insert

PRECAUTIONS

* For professional in vitro diagnostic use only. Do not use after the expiration date.

* The test should remain in the sealed pouch until use

* All specimens should be considered potentially hazardoes and handled in the same manner as an
infectious agent

* The used tests, specimens and should be discard,
the local regulations.

g to

STORAGE AND STABILITY

Store as packaged in the sealed pouch at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch. The test must remain in the sealed pouch
until use. DO NOT FREEZE. Do not use beyond the expiration date.

SPECIMEN COLLECTION AND PREPARATION

Urine Assay

A urine specimen must be collected in a clean and dry container. A first morning urine specimen s
preferred since it generally contains the highest concentration of hCG; however, urine specimens
collected at any time of the day may be used. Urine specimens exhibiting visible precipitates should
be centrifuged, filtered, or allowed to settle to obtain a clear specimen for testing

Specimen Storage
Urine specimen may be stored at 2-8°C for up to 48 hours prior to testing. For Prolonged Storage,

Specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
befare testing.

Materials Provided
* Test devices * Droppers * Package insert

Materials Required But Not Provided

===

* Specimen Collection Container

* Timer
_>u___zmﬂ-.._02m FOR USE (PROCEDURE)
'ow the test, urine i
e specimen and/or controls to reach room temperature (15-30°) prior to
1 Bring the pouch to r
oom temperature befor
sealed pouch and use it within one hour. ST R .

~

Place the test device on a clean
drops of urine (approx. 120 uL) t
Avoid trapping air bubbles in the

and level surface. Hold the dro;
0 the specimen well (
specimen well (S). See illustration below

}

Wait for the colored line
NOTE: low hCG concent
an extended period of tis

(s) to appear The result should be read at S minutes

me; therefore, do not interpret the result after 10 minutes.

3 Drops of Urine

T
‘n c c| c
1|47 T T4
-@ Positive Negative Invalid

INTERRELATION OF RESULTS

(Please refer to the illustration above)
POSITIVE: Two distinct colored lines appear. One line should be in the control region (C) and another
line should be in the test line region (T).

NOTE: The intensity of the color in the test line region (T) may vary depending on the concentration
of hCG present in the specimen. Therefore, any shade of color in the test line region (T) should be
considered positive

NEGATIVE: One colored line appears in the control line region (C). No apparent colored line appears
in the test line region (T).

INVALID: Control line falls to appear. Insufficient specimen volume or incorrect procedural
technigues are the most likely reasons for control line failure. Review the procedure and repeat the
test with a new test. If the problem persists, discontinue using the test kit immediately and contact
your local distributor

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. A clear
background is an internal negative procedural control. If a background color appears in the result
window and Interferes with the ability to read the test result, the result may be invalid.

It is recommended that a positive hCG control (containing 25-250 miU/mL hCG) and a negative hCG
control (containing “0” miU/mL hCG) be evaluated to verify proper test performance when a new
shipment of tests are recerved.

LUMITATIONS

1. The hCG One Step Pregnancy Test Device (Urine) is a preliminary qualitative test, therefore,
neither the quantitative value nor the rate of increase in hCG can be determined by this test.

2. Very low levels of hCG (less than 50 miU/mL) are present in urine specimens shortly after

implantation. However, because a significant number of first trimester pregnancies terminate for

natural reasons, a test result that is weakly positive should be confirmed by retesting with a first

morning urine specimen collected 48 hours later.

Very dilute urine specimens, as indicated by a low specific gravity, may not contain representatve

levels of hCG. If pregnancy is still suspected, a first morning urine specimen should be collected 48

hours later and tested

This test may produce false positive results. A number of conditions other than pregnancy,

including trophoblastic disease and certain non-trophoblastic neoplasms including testicular

w

F

<]
tumors, prostate cancer, breast cancer, and lung cancer, cause elevated levels of hCG. *” Therefore,

the presence of hCG in urine should not be used to diagnose pregnancy unless these conditions
have been ruled out
This test may produce false negative results. False negative results may occur when the level of
hCG are below the sensitivity level of the test. When pregnancy s still suspected, a first moming
urine specimen should be collected 48 hours later and tested. In case pregnancy is suspected and
the test continues to produce negative results, see a physician for further diagnosis.

This test provides a p for Ac pregnancy diag should
only be made by a physician after all clinical and laboratory findings have been evaluated

)

o)

.

pper vertically and transfer 3 full
of the test device, and then start the timer.

ration might result in 2 weak line appearing in the test line region (T) after

EXPECTED VALUES
Negative results are expecti
women have hCG present in their uf
with gestational age and between in
sensitivity of 25 miU/mL, and is capable
menses.

and healthy men. Healthy pregnant
The amount of hCG will vary greatly
Test Device (Urine) has a
y after the first rmssed

ed in healthy non-pregnant women
rine and serum specimens.

dividuals The hCG One Step Pregnancy
of detecting pregnancy s early as 1 da

PERFORMANCE CHARACTERISTICS

Accuracy

A multi-center clinical evaluation was conducted M»ﬂwwdu_
ther comme!

Pregnancy Rapid Test Cassette to anof

included 413 urine specimens, and both assays identified 296 negative i o

results demonstrated >99% overall accuracy of the hCG Pregnancy Rapi

compared to the other hCG Rapid test.

ng the results obtained using the hCG
jable urine hCG Rapid test The study
and 117 positive results The
sette when

hCG Method
Method Other hCG Rapid Test Sotal i
hCG | Result Positive Negative =
Rapid Positive 117 0 =
TestCassette | Negatve 0 296 228
Total Results 117 296 = g
>99.9% (97 .5%~100%)* Specificity: >39.9%(99.0% 100%)
Accuracy: >99.9 %( 99.3%~100%) * *95% confidence Intervals

Sensitivity and Specificity
The hCG One Step Pregnancy Test Device (Urine) detects hCG at a concentration of 25 miU/mL or

greater. The test has been standardized to the W.H.O. International Standard. The addition of LH (300
miu/mL), FSH (1,000 miU/mL), and TSH (1,000 piU/mL) to negative (0 miU/ul hCG) and positive (25
mlU/mL hCG) specimens showed no cross-reactivity

Interfering Substances

The 8 int g were added to hCG negative and positive specimens.
Acetaminophen 20 mg/dL Caffeine 20 mg/dL

Acetylsalicylic Acid 20 mg/dL Gentilis Acid 20 mg/dL

Ascorbic Acid 20 mg/dL Glucose 2g/dL

Atropine 20 mg/dL Hemoglobin 1 mg/dL

Bilirubin 2 mg/dL

None of the substances at the concentration tested interfered in the assay
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le 1
ng the samp 2x. \
\ood sample usi ol " X

Add :e?er‘:lc?nopxpmt onto the sample pad in ‘ \‘\’ ] \

drop| 8

Jewel’s. 0. (@) 5 4

sampl lem tipof the dropper onto the sax:'epr;e = J\l :
g e well *S" 10 ensure that the e - B
e d has bcemranshrredlo the strip. :

volume of whole bloo
3 drops of the Assay
g %ﬂjm in the buffer well
g fig () Ensure FREE
FALLING OF DROPS on
the membrane, holding
the vial/dropper
vertically for proper
volume. Screw cap the
vial after use.
7 Allow the reaction to 0ccur for 20 minutes. "
o results at 20 minutes. DO not read the
’ F:‘:‘a:u::; Reading beyond prescrihud time may 0
results.
g Discardthe Advantage Malaria Pan+P1 Card immediately after
readingresults at 20 minutes as ftis potentially infectious

INTERPRETATION OF THE RESULTS
REACTIVE

Fig. (0)

result after 30
ive lalse

As shown in fig. (1), appearance of three purplish pink
coloured lines one each in Pt region (F), Pan region P) &
Control region (C) indicates that the sample is reactive for
P falciparum or mixed infection of Pt and Pv (or P malarie,

Fig. () Povale)
As shown in fig. (j) appearance of two purplish pink
1 m coloured line one each at P & C region only indicates that
cPF |_| the sampie s reactive for P vivax/ P malariae/ P ovale only.
At 8) as shown In fig. (k) appearance of two purplish pink
Fig. (1) coloured line one each at F & C region only indicates that
the sample is reactive for P falciparum only. A difference of
intensity in colour may occur between both the test lines
1 1 m@ (P' & 'F) and between the test lines & control line
cer st &) depending on the concentration of pLDH & HRP-2 in the
Fig. (k) sample but this does not affect the of the

ncentration s below h jon lim! f the test Of analyte de(ccted are
jow e detect jmit of U et
concentr

{ty/ antigen which spect .2 gene
j) parasite uann'an the stage of disease imen due t deletion Of HRP-20 Jusing fresh device.
not present U HRP-2 antigen 1 the spec test should be repeated U

{i) No product n of doubtfortest pand (F and/o" p), the sing fresh device

"
. o e tlmma‘;p of strong clinical evidence of malaria
tin cast ARD

chra'lf‘“es RIA PAN+PIC
s MANCE CHARACTERISTICS OF ADVANTAGE MAL WHO, Geneva using 2 panel of wild
PERFOR . evaluated by .

HO Evaluation: RD test kit has been

(1?19 /\D‘\x\NT/\GE MALARIAPAN P} g?ne results obtained are 35 follows

ured malana positive sample an

&cult

’ﬂzoo parasites

2000 Parasites

Negative Samples

*Reference Malana Rapid Diagnostic Test Perfol

d5(2013), Page 38
22&‘:: T(ha above information is provided fo
promnllonal purpose.

-house Evaluation: o
2::nlytllcna| Sensitivity: The test can detect Finiasxfje'm::’ ::;::?Lsar:)‘;‘?pi%g,  Pvirs
- tes perpl of bloodfo

P falciparum (HRP-2), > 100 parasi L

The ADVANTAGE MALARIA PAN+P1 CARD has been evaluated in-house with malaria po?mveaa}:: ;i?:deu

clws\cal whole blood samples and compared with microscopic examlnflnor: Th:‘ f;alu: '13n . HEY
toid factor, Leptos v o 4 3

cross-reacting samples, Dengue, Rheuma

M’ tuberculosis, Syphilis, Brucella, Scrub typhus positive samples. The results obtained are as follows

ADV. MALARIA PAN +P1 CARD| Sensitivity

. s
00 |

[0zt

e

rmance: Results of WHO product testing of malaria RDTs

i i I or
r the scientific community, It is not for commercial

asites per i of blood for

Total no. of
samples tested

Sample

Malaria Negative
Cross-reacting sample
P falciparum Positive
P vivax Positive

Precision: Within-run and between-run precisions have been determined by testing 10 replicates of six

results.
Depending on the concentration of pLDH & HRP-2 positive resufts may be observed within 60 seconds.

However, to confirm a negative result the test result should be read onl,
S| at 20 minut
line also as a positive resull. * s Coniara Jainl s}

NON-REACTIVE
As shown in fig. (L), appearance of onl
ly one purplish pink
L 1 m coloured line at Control (C) region indicates that the sarﬁple
cem = =| Is non-reactive for P falciparum and other Plasmodium
o O Species (P vivax/ P malariae/ P ovale)
INVALID
) T
Fig. (m) Fig ( = i
9. (n)
1
5
St B cCPE m
Fig (o) = J
The test is invalid, if no control line appears iy o

after the
complete pinkish . completion of e
'V purplish background fig (m, n, 0 &p) The test mn;lm";:!:: With clear background or with
LIMITATIONS AND INTERFERENCES Pealed using a new carg

The test procedure prec:

autions and int
2 This is only a g terpretation of results for this test must be
diagnostic tests, the test result "Tclwe samples must be confirmeq suicty followed
foported only after comn‘yl"ﬂllml:v va":]y‘ be correlated with clinica |M:,“ 1/S10SCOpY. AS with an
3 Thous entioned proced, allinding. Thy
gh the test is acc wAne e results sh
est I accuray e ould
Plasmau(mnsp(;ms”_,‘mf”':' detocting HRP-2 specific 1o p 1 b
occut Allreactive tos resul. -m:rnvhi’ vivax P malarie/ P Ovale) dlgl(nll<llllrn O PLDH specif
context. When it seem e interpreted with W Inciden specific to
T e in the epido ce of
(microscopic "mmum\m.:(.h:‘ :ml the parasitological |ucnn\ﬂlml.f Miological, clinig ,.“:15« Tesults can
4 Anymodification to the 1 “ the thick smear and thin nlmmhl?:'i)‘ of reterence shoylg ::: therapeutic
Tead 0 lnvalld and/or fae 00U and/ or % * Considered
alld and/or false 1 " Of use of reagent:
5 Since o5t result BNts other thay
Since the HRP-7 ata an provide
pii, unl-«;z‘,?::::“ 101 Upto a fortnight even afte e with the test it iy
6 InP falciparum matar lL"""a|.hu-unu;v.«(u.-.mr, response =SS AN matarig)
HRP-2 g alaria infection, HRP-2 i noy "Balment, a pos
7 tine (F) may b absent "ot secreted in game Positive
The possibilty of rusistant gt 000y stage Hgn,
Temains positive wim o< A" Of Malaria shy .10 "Carriers
[T oy With the same intensity atge 5 :‘;l::l, AIWays be congir, . ' the
uma f . ays pos siered o
9 The m'mm“m"mmm!.u 105, anti-nuclpar il V& POSt treatmgyy 1 the reqe o of 1y \
mance wil y or den, ost
orhigh be hampare ue mg
T o tomperatrn (= 301y P OF Grade gy "3 OO alse pogy
av,urmumwuumulhm.ubu 1 stkitly Stored g low Ve regyyg
obtained n following e ®mperatyry ( _
nditions (<2og)

two negative, two weak positive and two moderate positive. The C V (%) of negative, weak
positive and moderate positive samples were within 10% of the time

LIMITED EXPRESSED WARRANTY DISCLAIMER

The manufacturer limits the warranty to the test kit, as m
and

uch as that the
e ioic Hasay WAt e i} test kit will function as an in vitro

as in the product instruction-manual
when used strictly in accordance with the instructions contained therein. The manufacturer disclaims any

m?‘r;::l'{"e:zévosls;ﬂ oIr lglphed including such expressed or implied warranty with respect to merchantability.

o o o re'unodml guhly for any purpose. The manufacturer's liability is limited to either replacement of

libsedubi mr; he t|.‘)un:hasc price of the product and in no case liable to claim of any kind f

e e ::rhcabalzclgr:gg (;I ln«:’guods inrespect of which damages are likely to k;c Zlalmedorﬂalg
urchaser or third parties 2

howsoever caused by the product in the use or in the appllcap(ionlir?e‘rzrn:"y s Samags orisconcsic loss;
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TRUSTIine HCV Ab Rapid

etection of Antibodies to HCV in Human S¢€

Whole Blood

for the D
EXTERNAL EVALUATION RESULTS
was externally evaluated by The National Institute of
The TRUSTIine HCV Ab rapid test

ficity of 100%

s invalid regardless of

he assay with a new device. g TRUSTIne HCV Ab R
giologicals and it complies Wi
quahﬁcd the evaluation with a s

apid test
th the CDSCO's specifications
ensitivity of 99% and a spec!

LIMITATIONS OF TEST
say Result sections must be

o -
Assa Procedure and the Interpretation of As:
! it Y ence of antibodies to HCV in serum

testing for the pres

\é__——-—/ \______——-J followed closely when
plasma or whole blood from individual subjects Failure to follow the procedure may

the assay !
w. Repeat !

If no C line 1S developed.
n the T line as indicated belo

3. INVALID:
development Of

give inaccurate results
PERFORMANCE CHARACTERISTICS 2 The TRUSTHne HCV Ab Rapid Test is limited to the qualitative detection of
antibodies to HCV in human serum, plasma or whole blood The intensity of the test line
1. Clinical Performance does not have linear correlation with the antibody titer in the specimen
A total of 1089 samples including serum, plasma and whole blood from susceptible 3 A non-reactive result for an individual subject indicates absence of detectable
subjects were tested with the TRUSTIine HCV Ab Rapid Test and with a commercial antibodies to HCV However, a non-reactive test result does not preclude the
possibility of exposure to or infection with HCV.

HCV ELISA Kit. Comparison for all subjects is shown in the following table
It can occur if the quantity of the antibodies to HCV present in the

=T 4 A non-reactive resu
Posmme CV Ab Rapid Test specimen is below the detection limits of the assay or if the antibodies that are
130" __Negative Total detected are not present during the stage of disease in which a sample is collected
0 130 5 False negative results may arise because of hook effect due to very high titer of
2 57 950 antibodies in sample. Repeat the test by using different dilution of same sample
alative Seratt 132 957 1089 6 Hemolytic samples may give reddish background even after end of the reading time
ative Sensitivity: 1 -
: ivity: 100%, Relative Specificity: 99.79%, Overall Agreement: 99.82% d ﬁwzfgﬁ\;(‘;zc;ﬁgfm:zn;?;:g:% unulSl:ja"y hl.gh [ ER antlodles; or
) xpected results
8 Infection may progress rapidly. If th
cNm“‘Bn:“ ty y. e symptoms persist and the result
0 cross reactivity was observed when tested the TRUS Tline Hi TRUSTline HCV Ab Rapid Test is non-reactive, it is re from the
ohowing ofoctina o CV Ab Rapid test with th alternative d ! commended to test with an
iseases samples with the standard test procedure e 9 e n': IV evl::w or to re-sample the patient a few days later
sults obtained with this test should onl
- y be interpreted
Cross rasciivity Specimen e T other diagnostic procedures and clinical findings 3 i Eonjuntion Wik
Reactivil
vaue Poakt [ Son 5 ] REFERENCES
lasma 1 Kuo,G, Ct
|- 3 ,G, Choo Q-L, Alter, HJ, et
; N et al. Al
5 Whole Blood 2 legative etiologic virus of human non-A, non-B hn aslsay for cirsating antbocles to:e. major
E— Negative 2 Esteben JI, Gonzalez A. H . epatitis. Science 1989. 2443624
‘ = s b A , Hernandez JM, et al. Evalual
Pi Negative s in @ study of transfusion tion of antibodies to hepatitis C
| Plasma 2 5 3 Miyamura T, Saito | Ka‘ay;;?nssoTcnaled hepatitis. N Engl J Med 1990 323 1p107ls12
i Whote Biood egative expressed by m 5 a T. et al Detectio =
S y mole n of antibod:
Hashg Positiv 2 Negative and blocd :‘memnculfarly cloned hepatitis C virus cDNA: appl| e o
e s g for posttransfus pplication to dia
R NoGaive . 87.9857 ion hepalitis. Proc Natl Acad Sci UsAg;‘;SIS
|=Shom: 2 —— Estaban JI, Esteb 90
Whole B Negativ % . Esteban R, Viladomiu L
" lood 3\¢ g groups in Spain_ Lancet 1989. 2 294‘7e' al. Hepaltitis C virus antibodie:
i HIV Positive erum 3 Negative Houghton M, Weiner A, Han J, Ku .G Cl © ameng ek
Plasma —a o Nogative C viruses: Implications for dia © G, Choo Q-L. Mol
| Plasma | ol lecular B
| wnole Biood 3\ Negative 6 :ﬁpa:ﬂjgy 1991 14 381.’ diagnosis, Development, and Con't?ﬁggfo\'llhle gepam.s
—— | E—— L NN er %P a iral
e S _z\ [ Nogawo | Detoction o‘;';ﬁﬂ‘:lb*j):, Slhlh JW, Melpolder JC, Hought isease
Plasma ——=— | Negawe | recipients with acut y to hepatitis C virus in pro: ghton M, Choo Q-L. Kuo G
e 3 321:1494-15¢ e and chronic non-A prospectivity followed
M\&E\L 7 1SO 1 00 .non-B  hepatitis. N Engl transfusion
ANA Positiv, Serum — Negative :u.vpplitiizf)a'1 2021 Medical devices — s, i or ik
. %3\ Negative y the manufacturer — Part 1 GeymbO'S to be used with inf
%‘*N\m neral requirements ormation to be
1 — - Ind,
RF Pos (s2. [ Seum | ———— N exof Symbots
/500 1U/m1) Piasma 3\ ative
Whol 1 ——ogatve | [:[ﬂ Consul
: o Bloog ) Negalie sult instructions for use C
anmm.n A Negative In vitro diagnostic med atalogue number Caution
evice Stc medical :
with four cat, ween run precis;j device
egories ons hav B -
i) oS ebe atch > i
Dosn(‘.um and strong Dos':l'r‘:m' Plasma ang whsl:‘gdame"mned by testing 24 *“ Te Ty Non-sterile
ve specimens were comrer s menS. T I00d specimeng: 120 TePlicates o emperature limit 1-30 °¢
Do not re-yse Use-by date

a @ correct, ative, 'S: negative,
'(l:l.’;‘"‘?,:um ¥ identified in all of the (‘a;:nk‘ﬂmed'"m and’ :Iv S M
on sul perform, ron Aanufy .
affect the m:‘m ed in each mng faoturer

Date o
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facture
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TRUSTIine HCV A

$ ib
for the Detection of Anti

INTENDED USE

atographic immuno-

ral flow chrom b enan
HCV Ab Rapid Testis a double antigen late
The TRUSTIne

IgM, IgA) In

bodies (19G as a

detection of anti-hepatitis C virus aﬂé‘ healthcare proressncmaliomal-

assay for the qualitalve S0 0 . intended to be "W‘Lh IOV, The test kitis n?r(::jsﬂmé
o )

serum, plasma of W diagnosis of infection imen with the

screening test and as an aid mdl::onal instrument. Any reactive SPEEREE L jinical findings

ed and does not require ar&zonﬂ"“ed with alternative testing me

st
HCV Ab Rapid Test mu:

EXPLAN, F THE TEST of
SUMMARY AND Aﬂb:::: oy traniimRied 'ac:;':be
Hepatts C virus (HCV), e ‘ome;\yrodrif:c;sease in 50% of cases’. HCV can
-B 1epatitis (NANBH)', causes ko .
it pn intravenous drug abuse and sexual col R simlarities 10 the faviviru
e G Vi s a single-stranded RNA virus with stru l:h e for the construction of
Hopale G ¥ f HCV cDNA clones provide the & i
S o 4t Anti-hepalitis
dl e gl hepatitis C virus proteins’ i
ting putative hep: ns helped to ide
recombinant peptides represent e Tacomblnant: probek y
scree blood using synthetic 1t have transm
il h l:‘rl\ngblid donors with anti-HCV antibodies who olheww:'eunlélo afiirrein
at:de;enlI:st?aere(ore the TRUSTIine HCV Ab Rapid Test is a us
ted the vi
IgM,
e nti-HCV antibodies (19G
s‘!f;\'e TRnL?STlme HCV Ab Rapid Test was developed to dclgl a r!lo O it rsined
1gA) in human serum, plasma or whole blood The test can be pe
pe and without c laboratory

TEST PRINCIPLE

The TRUSTIine HCV Ab Rapid Test is a double antigen lmer;;l (:?:
chromatographic immunoassay. The test cassette consists T oL
burgundy colored conjugate pad containing recombinant Sird
fusion antigen (core, NS3, NS4 and NS5) conjugated with colloida
gold (HCV Ag conjugates) and a control antibody conjugated with
;:ollmdal gold, 2) a nitrocellulose membrane strip containing a lest
line (T line) and a control line (C line). The T line is pre-coated with
recombinant HCV fusion antigen (core, NS3, NS4 and NS5), 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 test cassette, the specimen migrates by capillary
action across the cassette. Antibodies to HCV, if present in the
specimen. will bind to the HCV Ag conjugates. The immunocom-
plex is then captured on the membrane by the pre-coated,
non-conjugated HCV fusion antigen forming a burgundy colored T
line, indicating a HCV Ab positive or re

eactive test result. Absence of
the T line suggests a negative result.
The test contains an internal

control (C line), which should exhibit a burgundy colored line of
the immunocomplex of control antibodies regardless of the color development on the T line If
the C line does not Seveiup, lhe lest result is invalid, and the specimen must be retested with
another device.

REAGENTS AND MATERIALS PROVIDED
ealed f:

pouches containing

. Jne cassette device b One desiccant
2 Specimen transfer device
3 Sampie diluer 1 (S mlbott “)
4 One package insert (instruction for use)
MATERIALS REQUIRED BUT NOT PROVIDED
1 Clock of Time: <
d ‘ imer . 3 Lancing device fc * whole blood test
Joves 4 Alcohol swab
WARNINGS AND
For in Vitro Diagnostic Use PRECAUTIONS
1 This packa
 Package insert must be raaq
o lollow the insert may Jeaq 1o in: M“g::.::::ely bﬁmm PHREIS lba'ledt TelE
'0 Not open the sealed frgsts
2 sealed pouch unless reaq.
3 gu not use the test device if Pouch is noy my‘.l‘u‘conuucl i
P X ot 5@ expired devices of components.
ing s
5 ’::l I\:::(:;:l S 10 room lemperaturg (15-30‘(:) before use
*® the components of difre
Lt:i);,!l!.um 1or the components in this k?x"l 1o 8 o any otrer e Hinst afele
4 Wn:': Dl:zle hlllmulylod blood for testin,
a octive clothing ang
Clinkoay o nd disposable loves
: b P Mplv;v:.\muna Wash hands lhnmuglﬂs after M‘rtlm i 1 e, 1 reagents and
il 'S lesl shoyly follow the us ¢ U versa pnd the test
o o on of HIV, 1y o Other bipeC, niversal Precautions for prevention of
. handiag""%®: ANk o eg) areas whora gy nogens
U'\ " Drndiad. i °re Specimens or kit reagents are being
g Pecimens and matarials used |
2 Handie the negay, 10 berform the test as bio-hazardous
. ecmens "9UNVe and pogiyye CoNtrols i he
3 The teg fO8UN shoyy | —
Toa o1 1h dovice Rang 22 15 minuteg g
.-~ vice Reading he lng; rua\fll|"-):||: Specimen iy applied to the sample
sull after
Do —— - 20 minutes may give erroneous
v SOndtion N a room wiyy, strong air
Claan ug, g 1horoughly uging . e
™ "0 Appropriang g
m P prrve—— EAGENT PREPARATION sinfectany
that gl rpaae "®29Y 10 use ny § D STORAGHE INST
(Opang oIeMS aro’ ygun 10 om0 tost iy atq Ao
PNt g o UODENGG) gng L0 0OM 1 1praluD boforg. oo, $1070d l 2-8°C, ensura
oxpose ":"“;?1 100, whep m’;i:;n.-.l 198 dayice iy ‘:”,], 1o ek The sample’ Diluent
heat. Parto, n-‘«: ll""'"lu,vuh.y.m ‘"‘:‘V""”’:'"unlmllml ll!lll‘tI;"’(I‘I’\l:‘(:’“l‘"‘l‘ pteciall
vt mvmmm“..., e "» C The 108t doyice iy .,,)," vllm freeze the kit or
oving 1 *Nsitive to humidity and
- e tog) g, y
SPRlN Consider any py,,, SPECIMEN COLLEGY, et
c syl " O human origin °

'om the fail pouch
5 e ..,,U'AND HANDUN“

8 ang
" handlg thep, using stang

ard biosafety

Asne byy

v
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b Rapid Test - Cassette

d
hole Bloo
jes to HCV in Human Serum  Plasma / Wi

odie’

o AP @

page 10f2

be
collection tu
ender, blue of greer:nm‘\)/acu(alner') by
Plasma lood specimen into @ I:\épann- respectively
! Coll?ctml:‘;o EDTA, citrate or

(contal

venipuncture by centrifugation

the plasma by @ new ;

Step2  Separate o Y camain L)
Step 3:  Carefully withdraw the p NG L e
e od specimen into 2 rednciﬁfe
il Collilzg:aguﬁl::ms in Vacutainer®) by venipu

an

lot
llow the blood to ¢l -
s ge arate the serum by oenlnlug‘a on i pre—labeled Gibe Sl s
2:';3 C';r)efully withdraw the serum in on e ible aher sallodiing Stors soru rd
3
dclt i d plasma S|
j[st sorum and plasme fpe?":: tested immediately. serum ar;mgwns B el be frazen at
B 0 o o 2‘? Csl drzllys The serum and plasma sp
stored at 2-8 °C for up to i
-20° r longer storage. B el B
Azs)o.g k,)nulupgle freeze-thaw cyclles Ssggrr“:rzlskiz:::\‘gmng i ot il
ntly.

l rature slowly and mix ge
:énc‘;:v|(|ed by centrifugation before testing

pre-labeled tube-

order to
lysis or turbidity in

t samples demonstrating gross lipemia, gross hemolys

Do not use

avoid interference on result interpretation

uncture. Collect
rtip puncture or venip =
obtained by either finge A Ciiatac
0(;25 ) Wf':)‘:: ::\I::)og Icaz\:’l;n%c;r blue or green lop ool|c?l|on(;x:)ll):o((;:c’1$<:;;l(?r?g e eomary tiood
- e i hemolyse:
acutainer®). Do not use hen it spacimen
hl?pa"rlnl;ar?)z?\i(ct:‘r\;e)lg: ;e used directly without anti-coagulant. Collect blood
inge
{rar?sfer device and transfer it to sample well of device

5 S ediately The
Whole blood specimen should be stored in refrigeration (2-8 C), if not tested imm
specimens must be tested within 24 hours of collection

ASSAY PROCEDURE
ature If refrigerated or
Step 1:  Bring the specimen and test components to roomhtem;;er
frozen. Mix the specimen well prior to assay once thawe:
device. Place
Step 2. When ready to test, open the pouch at the notch and remove the de
the test device on a clean, flat and dry surface
Step 3. Label the device with the specimen’s ID number
Step 4 Fill the specimen transfer device with the specimen
Holding the specimen transfer device vertically, dispense 1 drop (about 30pL) of
serum/plasma or 1 drop of whole blood (about 40uL) into the sample well making sure
that there are no air bubbles. Immediately add 1 drop (about 35-50 uL) of Sample
Diluent to the sample well with the bottle positioned vertically
[ =
" [
e -
g = =7 LS 7
T Result at 15 minutes
1 drop of serum (or) plasma 1 drop of sample diluent
=
ta ¥ X
: / A== - /
1 drop of whole blood 1 drop of sample diluent
Step 5. Set up timer
Step 6 Read th,
irers @ result at 15 minutes. Positive results may be visibl
Do not reaq ® as soon as 1
devi, the result after 20 minutes. To avoi,
levice aftor interpreting the result. ©id confusion, «;
Interna) Ql

UALITY CONTROL
a built-in control fea
alure, the ¢ |
i) ne The ¢ y
w"n diluent ¢ the C line does ngy leve e
'th a new device s View the

. INYERPRETATI |
. NEGATIVE R

detectablg o it

Non-reactive

by Control: Ths test containg
o) adding the SPecimen ang the s;
'® procedure and repeay the test

develc ps

ON OF AssAy REsSuLY
' only the ¢
> W
Ntibodies to ey are plosz:ﬁ |:?l,“"vnm Ped, the (eg; indica,
e " specimen 1y dicates thq,
e res al no
(%)

Sult iy Negative or

POSIYIVE RE
S
the presance of el

' both the ¢

antit e and the S

00i08 10 HCV in the “'[“"‘ ,‘.I.',“ S are (e
N The

Veloped

he tes
resul ig ool

POSitive

df v
doCision s AR
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ates
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tive
San Wies

004 glinjc
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syphili
i)

s Rapi

i n
tection of @
in human serum | plasma

d Test

TH /
tibody of sypt;l‘l,:,iole plood

[

d as confirmatory tests. Rapid
emal tests (TPHA, FTA-ABS) are use 2 )
:.:Z‘;z:ema antibody tests are gaining importance as screening and confonn’:g
tests, as they detect the presence of antibodies specific to Trepone

pallidum.
it
ilis Rapid Test is a two site sandwich immunoassay based on the princip
? i‘:::‘rl::lsmoc‘:lromatography on amembrane. As the testsample ﬂoys through
the membrane assembly of the device, the colored recombinant antigen of TF"-
colloidal gold conjugate complexes with the anti TP in the sample. Th!s
complex moves further on the membrane to the test region where it is
immobilized by the recombinant antigen of TP coated on the membrane
leading to formation of a colored band ‘T" which confirms a positive test result.
Absence of this colored band in the test region 'T' indicates a negative test
result. The unreacted conjugate and unbound complex moves further on the
membrane and are subsequently immobilized by the anti-mouse antibodies

coated on the membrane at the control region ‘C' forming a colored band ‘C’.
This control band serves as an internal control to validate the test results.

Catalogue Number Number of Tests

HSR1050 50 Tests
REAGENTS AND MATERIALS SUPPLIED:
Eachkithas

A. 50individually sealed pouches containing:

1. Test Device, comprising of a nitro cell
predispensed with TP antigen at test li
1gG at control line region “C".
conjugated to colloidal gold.

ulose membrane assembly
2stline region “T" and anti mouse
Conjugate pad containing TP antigen

2. Disposable plastic dropper.
34v Desiccant pouch.

- Sample Running Buffer.
B. Product insert. s i

MTERIAL REQUIRED BUT NOT PROVIDED:
ood collection tubes syringes, lancs -
5 3 et, s i
e I AL wab, gloves and timer etc.
The sealed pouches in
he test ki
duration of shelf life as indicated onl:h:a::ci "By
IS opened, test card m, a =

ustbe used immedi
PRECAUTIONS: i

1; Forpromssionaluseon]y
The test must be carria‘
medical practitioner

practitioner,
gr;ng ?Il reagents and Specimen to room
b nof plpallg any material by mouth
O noteat, drink or Smoke inthe areq

ed between 2-30°
0 not freeze. Once

C ill the
he pouch

dng:ll‘utl)); used Ey the general public

Or under the directio, ’ i

orby atechnician at the request of r:g:::(:rersa:\s‘g'red
edical

lemperalure before use

0 ot e o 3 COMalnin ain Infectious
T r“\"Elllm the e

TEST PROCEDURE:

IS

onema
OSCAR i N AND STORAGE:
s SPECIMEN COLLE o) . e o
paration of the patien’ C redy e according to the stan
inci No prior pre i by venipunc )
. the principle of 1 pecimen ‘ :
i ‘s an in vitro diagnostic rapid test base c °§ terr:ination of 2 Collect blood SP iculate matter and microbia
syph'llisRapldTesilsahﬂy L on a membrane, for quahtatlverk:r for diagnosis procedure. should be free of particu
pussigge llidumn (TP) 2 ma . Specimen 5 tored
I hiibodies (1gG! 1M/ 1gA) to Treponema pait ( 3 cgntaminauon. mple. However, specimen catn g?sfc or below.
S - - i u?e gisl?oiars ch;r long storage, geeﬁz f;ozen and thawed
i igerated for 5 i should no!
4 isease Syphilis. refrigera -4 Specimen A
Treponema pallidum (TP) is the causative agent o(v \é?;\:gezlnglsa cytoplasmic Do not freez':/la a‘:’(?rg:f"?loof . P eeze/thaw cycles are allow
TP is a spirochete bat:‘e':‘um\f‘:)’:::'\r:;no “\lre;pgrr:emal anti lipodial antibodies . E)egﬁg:zcggiinaclivate L ors ee: i i e
infection, hos! = il a8 3 ' v 6 Uss
r:;em:?‘:;?ge:na‘eﬁa‘ e T 'da"}agszhri“li?‘dﬁ;l:":: "0"“ the =5 Spew‘:e&gcggéilg:i‘grgigg lotted or contaminated
. o ies. Diagnosis O by centri ! ! 3 d. I
trepOne‘.maO?‘:;Ti:\‘iggl ::\l;b:,?l‘: :he nog-lreponemal and treponemal z?ssa):‘sa - D):) B o bl lipaemic, haemolyse
?io;:ll?e‘s:nemal tests (VDRL, RPR, etc) are generally used for screening a specimens.

temperature, if the pouch of the testcardis

Bring the sealed pouch to room one for the test. Open the pouch

damaged discard the card and take a new
d remove the test card. g ; :

Era‘berl the card appropriately with patient identity. Once openedt; the I"I:ta;g

must be used immediately. Refrigerated specimen must be boug

room temperature prior to use. 3

Add onepdrop (approx 20pl) of serum / plasma / whole blood into the

sample well (S) using provided disposable sample dropper.

[m =l

Add one drop of sample running buffer into the same well “S™

S

Syphilis

INTERPRETATION OF RESULT:
Negative:

I:‘pg:r::in(i:e ofonly one colored band
Neregion'C'. The re:
should be considered negative?u“

Positive:
Appearance of tw
0 colored b
one attest region T and olh::‘:ts '

control line region ' T
-The
should be Considered posrirs:“

0

Invalid:
Appearance

e

e

-

QUALITY C
QONT 3
= ROL

he con
trol ling el
s
e ves

10 use Kknau N Inte

mal
nown control :
Positive ang n,:g;:mogymy of reagents 1y
© sample S
S

o check
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DIAGN

Rapid Visual test for the qualitative

DENGUE CAI

& differential detection of Ig

M & 1gG Antibodies to

Dengue virus In Human Serum / Plasma

r the qualitative

e u::GUE CARD is a rapid solid phase lmmuno-chromalogmphuc ans:gu ':1 TS
DIAde'l"?asrelr)maI detection of IgM and 1gG antibodies to dengue VII’\IZ l:\nhll.rll:\z b S
- i is intended as an ai !

i itro diagnostic use only and is ini ! e TEN,
lbestlv::e'::):r:a'r,:andgsecondary dengue infection. The kit detects all four subtyp

o ~

DEN2, DEN3 & DEN4 of Dengue Virus.

oo t device contains three fines; “C” (Control line), “M” (IgM test line) & _G (19G
s lgmﬁ:ine is coated with anti-human IgM and IgG test line is coated with anti-human
:;:.|ménua sample is added to the device, 1gG and IgM antibodies in the sample reI:cl wr::h‘:)r(\gs
human IgM or 1gG antibodies coated on the membrane re;peclwely Colloidal gold col pe e
containing dengue 1-4 antigens is captured by the bound anti-dengue IgM or IgG on respectivi
bands located in the test window causing a pale to dark red band to form at the IgG or IgM region
of the test device window. The intensity of the test bands in the respective device will vary
depending upon the amount of antigen/ antibody present in the sample. The appearance of any
pink/red colour in a specific test region should be considered as positive for that particular
antigen and/or antibody type (IgG or IgM). A red procedural control line should always develop in
the test device window to indicate that the test has been performed properly.

KIT CONTENTS
a) Diagnos Dengue Card

b)  Sample Dropper
c) Assay Buffer

d)  Instruction Manual
KIT PRESENTATION
25 Test Pack

DESCRIPTION OF SYMBOLS USED

The following are graphical symbols used in or found on J Mitra diagnostic products and packing.
These symbols are the most common ones appearing on medical devices and their packing. They
are explained in more detail in the European Standard EN IS0 15223-1:2021.

™ Manufactured By In vitro diagnostic

medical device
W No. of tests [ l i) See Instruction for use
Lot Number
Lot . Te
Batch Number A LI!Tu?:l:?)‘:re
d‘ Manulaclunnq Date & Caution, see instruction
E for use
Expiry D:
piry Date Catalogue Number
@ Do not use it Ppackage
Is damaged

Contains biological Material

of Animal Origin
@ Single use only

T Keep Dry

Keep away from sunlight

9

10

1.

itable
i ite or any other suita
hould be decontaminated promptly with Sodium Hypochlorit
Spills shoul

Assa’ ffer contain: m materni re to be disposed
. ains Sodi Azide as a preservativ& If these material a

4
say Buffer contains Sodl

of
i ith generous amounts
off through a sink or other common plumbing sygtems.r::;:n\:jl: I: il sad L

i tially explosive COf - s

t accumulation of poten v . i

wa‘e:;?g'::i‘z:\e *Safety Management No. cDC-22", Decomamm;:z:gia e
g;?ns to remove Azide salts” (Centre for Disease Control, Atianta, o i,n b d
Follow standard biosafety guidelines for handling & disposal of potentially

PRECAUTION

L

oo e e

i il immediately
Do not open or remove test card from their individually sealed pouches until
before their use.
Do not reuse test cards. ) :
All test device, buffer and specimens must be at room temperature before running the test.
Do not use kit beyond the stated expiry date mentioned on the kit.
Do not mix components from different lot numbers.
Interpret the results at the end of 20 minutes only.

KIT STORAGE & STABILITY

The kit should be stored at 2-30°C in the coolest and driest area available. Expiry date on the kit
indicates the date beyond which kit and its components should not be used. Diagnos Dengue Card
should not be frozen and must be protected from exposure to humidity.

SPECIMEN COLLECTION AND PREPARATION

1. Serum/ plasma samples may be used with this test

2 If serum / plasma specimens cannot be tested immediately, they should be refrigerated at 2-
8°C. For storage for more than 3 days, freeze the specimen at -20°C or below.

3 Repeated freezing and thawing of the specimen should be avoided

1S ining pi or particulate matter may yield inconsistent test results.
Such specimens must be centrifuged and the clear Supernatant should only be used for
testing

5 The use of hemolytic, lipaemic, icteric or bacterially contaminated Specimens should be
avoided as it may lead to erroneous results

BEFORE YoU START

The Assay Buffer Solution

Before using Assay Buffe:
I

Platform, so that Assay Bu Wn at the bottom of the vial. T

nozzle, follow the Instruction as illustrate ‘

provided in the kit has closed nozzl:

T, keep the vial vertically straight a

e and screw cap with pin (outside)
ffer comes do

nd tap down gently on the working

0 orifice/puncty
d below: p re the closed

50 0f the kit it
. = tact wity 0Yes, in \hg nvft:nls'\u!‘
" with skip Puncturg y

OF Woungg

Allemauve/y ad
MO in cony ‘

Migy 10
a "Opipette 10 the § uloof g
‘evice, " Sampig

o Country of Manufactyre B
NING FOR USERS
CAUTION: ALL THE SAMpL£g
T BE TES L
L AN o TRANSUTIING FECToN g Teor . OULD BE HANDLED S oucy CAPABLE closa 0! Fo /
THAT HUMAN BLOQD py HOD CAN OFFgR COMPL| © Vial provideqg Fig. Invert the cap & e My )
RODUCTS WILL NoT TR ETE ASSURANCE in the it Press on the cl iy
! ™o use o disposabie gloyeg gy Pk ANSMIT INFECTION S open the cap o U i to serew the cap
while run "oper biohazardous cjopy ST PRogy uncture the nozzie y after
MUMBA, 5 e m':"“»"‘e test 1015 STRONGLY RECOMMENDED Bring f: o use
1018 a cut or woyng In hay ® requireq
nd, DO Number of
f: Do not smoks, dring o ©alin areas whpr, NOT PERFORM g TEST 2 :'“Deramm Prior 1o tesing Diagnos Dengue Carg foil pouches and
Tosts are for in viy, © specimens or it emoy, Specimen to 1
0 diagnosti ®agents are being handied a @ the test carq ¢ o
5 Mark the g 50 0nly and shoulg pg Labe 1, oM the foil poych
St Specimen with payjent: N by competent person ony 3 © test carg wiyy, Prior to yse
May ead 1o wrong rg, Patient’'s namg o identificatio, 4 Fill the p Patlent's name
n 0] or id
8 Dong Pipettn by :m;::“ Toporting umber. Improper Identification the mar nc)uuI Antibody lower Circular na":“‘:“ﬁnhon gl
rovide, of th
7 :\ll‘malmlals Used in the agsay gng Ng () Thai, ad: N the dropper ag show
Olution for 3 Samples sy well “g« ® Spacj
ot autogp. 200 Min. beforg disposal g 1 Uld be decontaminatag i ks tibo, men to the samplg
locl or uitabl dy d
ot ag Ve matarigly Or solutign Contajj 2 nuwclnvlnu a2 2 15psi 1 @ disinfectant This Wil ag, 10 ®vice ag shown i fig (b)
Cordance wiy, "0 S0dium hypoc 9psi for 60 min. po I Hlof g
B Wagy han Stablisheq gatey < YPochlorite Tiyg, Sposg Pecimen to th
5N hang, Procedy ¥ should be Oft the e devig
a D"vslnn\.!‘ ':":l’::::t::\!y vlullh 502D or any g, lb‘nr::""“ Quidolings Sposed biohazary, u dropper consjg >
atoly 1n 9 etorgeny,
Contamingtgq Material grg mu::::: :)" accideny o conf et the
" o

; ample using
el of the anlrboxvy
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TRy

|mportant Note

(i)- During addition of samp!

tip gently and
move and flow.

(ii) Donot add Ass3Y Buffer unti
(iii) Never add ass3y

the device does not show conjugal
Je well. Repeat the test with fresh card.

accidentally in the samp

(iv) The devices should not be opened / tampe!

chmgeslnmalignmﬂlolmmcmm
of dengue antibody assay buffer to the Buffer

5 Add 2 drops (7O )

well “B” of the device as shown in fig (b)
NOTE: Please ensure, nozirlsenﬂppedandlulldmp

Je lo sample

touch the membrané
Even if, still the samp!
id. If so, rerun the tesl, @
is not obtained after centrifugation)
i sample starts flow
puffer in the sample well “S”as

the sample dropper onto the
been dispensed on

tly press

the sample has
i e seen by observing

in press the dropper
e sample starts to

does not flow, ag3

ir so that tht
to remove entrapped air SO ; ,
pal: does nol flow, it could be thal it contains paruculala
fler centrifuging at 10,000 rpm- for 10 minutes or

as it may lead 10 false positive resulls.

it will stop the flow of conjugate. If in case

te flow, it could be that the assay puffer has been added

red as it will result in

-~

falls down from the nozzle tip-

6 Allow reaction to occur during the next 20 minutes

7 Read results at 20 minutes

Positive results may appear as early as

5-10 minutes. However, negative results must be confirmed after 20 minutes only.

8 Discard the Diagnos Dengue Card Test immediately aft

er reading result at 20 minutes,

considering it to be potentially infectious.

INTERPRETATION OF THE TEST
1gM & IgG REACTIVE

R

g
oenE cmo -

Fig. ()

IgM REACTIVE

1 'y -
oo c»‘au.‘ -t

As shown in Fig. (). appearance of red coloured line in
the control region ‘C' and Test region; IgM region ‘M’ and
19G region ‘G’ indicates that the sample is reactive for
both IgM & IgG antibodies. This is indicative of a secondary
dengue infection

As shown in Fig. (d), appearance of red coloured line in
the control region ‘C' and Test region; IgM region ‘M’

Fig. (d)
1gG REACTIVE

"||"'.‘ -

peowy cMo B -

] that the sample is reactive for IgM antibodies
This is indicative of a primary dengue infection

As shown in Fig. (e), appearance of red coloured line in
the control region ‘C’ and Test region; IgG region ‘G

Fig. (o)

NON-REACTIVE

F (n

(a) I
) Improper storage at temperature othy

(b) Wrong test procedure
(€) Long atmog

In case of lnvalig result, thy
Tetest using ey Card )
LiMmarion

, NS OF THE Tegy

The teg
2 18 tor in vitrg

This togt detecty
be used pg the g

2 pheric exprosurg of the te:
of turbig/ lipemic/ hasmolyzeq
ed s

0 lest sample

the pr
4 ':"tsnm © of antibodieg
0ria for o
10 dlagng
. D!

secondary infect

ions, detectab!

M antibodies may

e levels Of 19
he first seven to

ntibody within t

nfections and some o
I e e patients may not produce dcteclable levi " rc_‘es‘ed s g
st fection. Where symptoms persist, patients S
ten days after infectio |
ncephalitis.
i B ss the Flavivirus group (Dengue virus, St Louis € p
_reactivity acr0:
rologlcal cross-reac - R
' jjpancsc encephalitis, west Nile and yellow fever vmllsl)ed e -~ e S
ts must be coreld et

As with all diagnostic
test resu

cli
possummy of an earl

6 Thisis only a scree

RT-PCR and serologica
diagnosis method must be us

PERFORMANCE CHARACTERISTH:S

An elaborated study has bee
erformance of the test Wi
SA test kit in-hous:
The samples included cross-reacting

screening test The p!
commercially available ELI
negative & positive samples

it is negative and ¢l

nical methods 1S rec
y infection of Dengu

ning test Therefore.

tests, all resu
linical symptoms p
ommended A negative resv
e virus

| test like naemagglullnahon in

n done on Dpiagnos Deng

ersist, additional fo

jsolation of virt

ed in order 10 obtain a com

ye Card t0 determing its
as evaluated and compare:
e by using @ known panel of

jlow-up testing
preclude the

It at any time does not
s, antigen detection In fixed tissues.
hibition test, more specific alternative
firmation of dengue virus infection

performance asa
d with a licensed
Serum/ Plasma dengue
samples; Epstein-Barr virus,

Malaria, Rheumatoid factor, Leptospirosis, Japanese encephalitis, yellow fever and West Nile

viruses. The results obtained are as follows:

——
Result of Diagnos Dengue

Sample Type No. of Samples
tested licensed test Card results
-
Negative for 4030 4030 3910
Ab to Dengue
Dengue IgM 120 120 114
Positive

R

s

s |

Dengue IgG ) o
Positive

Sensitivity : 95%

Specificity : 97%

Precision: Within
in run (Intra assay) & between run (Interassay) precision have been determined by

testing 10 r of 9 I
ples - 2 7 D 1 n
3 2 g , engue positive (3 we
strong). The C.V. (%) of all the five samples were within 10% of the hm: e s e

LIMITED EXPRESSED WARRANTY DISCLAIMER

that the sample is reactive for IgG antib
This is indicative of a secondary dengue infection

As sho

huies ‘:;‘n in Fig. (f), appearance of one distinct red coloured

e 'h:‘c;mrol region ‘C’ only (with no line in the Ign
19G region ‘G’) Indicates that the s =

non-reactive for dengue antibodies. e

Fig. ()

It n
S'm(;’coinlrrnl line appears atter the com,
ninFig. (g), (h) &
8 (), the
Invalid which may be beg ot

or than the recommende

Pletion of tesy as

uld be tr :
eate

ause of following reason,

d temperature :

d as

st dovice after
opening the
ample pouch

should bg
centrituged at 10,000 Pm for 15
Minutes 5
nd

diagnostiy use onty

10 dengug yi US I the spagiy
8 n

3 0f Deny
(U 3 n "
V8 Virus infecyion Nd 8houtd oy

The er limits the warranty to the test ki

in vitro diagnostic ass z it, as much as that the test kit will fun

instruction manual, wh:: :lsltl):";ll:cil snc epeciicalions as'dusoribed In "::0;[:;(::

manufacturer disclaims any Warrantyy in accordance with the instructions contained therein Th

warranty with respect to mercnamab:mresscd or implied including such expressed or ’

:l:nulacm,e,'s liablilty I8 imited to e“""‘:; ?e[:?::e::r use or implied utility for any Dumo;r:p:rc\:
ce of the pr ent of the i

ey ”"g:’?:j:t: ;::dlsni:l:e'::zzlhame ja.dia e of Sny kln‘;":::] calno;: fund of the purchase

of which damages are likely to be c( ount greater than the

shall not be liabl
e to the purch lai
aser or third parties for any o med. The manufacturer
. damage or econo
mic loss

howsoever caused
by the product in the use or in the applicat
ication there ot
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302 Typhoid 1gG/igM Rapid Test-Cas " s of antbodies to S

The Typhoid IgG/igM Rapid Test is limited to the qu

i i s not have
z human serum or plasma. The intensity of the test line doe:
o " i ratyphi in hum; ¢ sl
: - m';’roéop:elall’i'sn bl st et Indl't-%ts:zle‘s:l:bjecl indicates absence of detectable
A negative or non-reactive result for an indi s ey O iis

 INTERPRETATIONOF ASSAY RESULT -

T: If only the C line is present, the absence of

RESUL j or paratyphi 3 ; i antibodies. However,
NEGATIVE OR "&fgmu and G) indicates that no anti-S. fyphi or paratyph anti-S. typhi or paratyphi antibod
in the
x{mﬂwu detected in the specimen

. e to S. typhi or paratyphi. . i r paratyphi
. The result is negative or non-reactive. the possibility ‘:uixf::;:e resu’l’l’pcan occur if the quantity o'l z::losf ([r{:h;:ssc oryl.he
4 A negalive or non-| i is below the detection li s
specimen is ; asample
it mprﬁ?:tdl«:teﬂ:u are not present during the stage of disease in which ’
antibodies thal
is collected persists, while the result from Typhoid

{ dly. If the symptom ts, L
- :ng/im;:;::i(derr:gﬁi;g'!iv); or non-reactive result, it is recommended to test wil
gG/ig!

: ; i as bacterial culture method. ) ;
2 oo mer £ b o e spocimen. T reeut 14 1M postie o oo titgivs sfwh ually high titer of heterophile antibodies or rheumatoid

e g 4 men. The result is‘lgM posiive og 6 Some specimens containing unusually hig|
presence of anti-S. typhi or paratyphi IgM in the specir B iodeisghbcs dintaric L ‘ e an

. 7 The results obtained with this test shquld only be interp!
diagnostic procedures and clinical findings. 5
2 T i 500 X ' REFERENCES
1 Ivanoff BN, Levine MM, Lambert PH. Vaccination against typhoid fever: present status
prese ! Organization 1994; 72: 957-71 :
ot ot P s b B e e !or o 2 gzl::gxooléhepm::magh S;gnchez J, Liendo G, Carillo C, Black RE, Morris JG.
presence of anti-S. typhi or paratyphi IgG in the specimen. The result is 19G positive or 5

reactive i tween the acquired immunodeficiency syndrome and ‘inlecuon with
g::::::?:tyz:v or Salmonall(::qparatyphl in an endemic typhoid area. Archives of Internal
Medicine 1991; 151: 381-2 3

3. Clegg A, Passey M, Omena MK, et al. Re-evaluation of the Widal agglutination tgs( in
response to the changing pattern of typhoid fever in the highlands of Papua New Guinea.
Acta Tropica 1994; 57:255-63

y 4 Pang T. False positive Widal test in nontyphoid Salmonella infection Southeast Asian
. Journal of Tropical Medicine and Public Health 1989; 20: 163-4
23 In additi th g
,,r:::,e'm of :,:?;;;lﬂ,i::;:‘rgg :::SJ::]’;:Z‘;':%::";‘; r:':"ﬁ:'::;;g 5 Ismail A, Hai OK, Kader ZA. Demonstration of an antigenic protein specific for Salmonella
19G and IgM positive or reactive. . typhi. Biochem Biophys Res Commun, 1991;181(1 ):301-5
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R0160C In vitro Diagnostic
- INTENDEDUSE

e

2| e i jon and
i for the qualitative detect
G/IgM Rapid st is a lateral flow immunoassay o

i 1gG an
anti-Saimonella typhi (S o) w0 p::m;: test and provides 8 preliminary

with S. typhi and paratyphi
ly on other clinical findings
test method(s) should be

The Typhoid Ig
differentiation of

lasma. It is inten
test result to aid in the diagnosis of infection

Any use or interpretation of this pi y test res:l\ must also ‘m
and the pm'essianal judgment of health care pmyl ers. Al
considered to confirm the test result obtained by this device.

: : d
Typhoid fever and paratyphi fever are bacterial Inmmonl; cau's‘e:;e b'yng Sa:ln“o»:n:'lllamzpaldu 'ggd
ed throug!
typhi A, B, and C respectively, which are transmitt
ngzm ‘Worldwide an estimated 17 million cases and 600,000 associated daalr'\sdoot:o:rl
annually'. Patients who are infected with HIV are at significantly {ncmased risk of clinit
infection. 1-5% of patients become chronic carriers harboring S. typhi in the gallbladder.

The clinical diagnosis of infections depends on isolation of S. typhi and paratyphi from blood,
bone marrow or a specific anatomic lesion. In facilities that can not afford to perform ll’?ls

and pi Filix-Widal test is used to facilitate diagnosis.
lead to ies in the of the Widal test>*.

However, many

In contrast, the Typhoid IgG/IgM Rapid Test is a simple, fast laboratory test that simultaneously
detects and differentiates 1gG and IgM antibodies to S. typhi and paratyphi antigen® thus aiding
in the determination of current or previous exposure to S. typhi and paratyphi IgM positive or
IgM /1gG both positive suggest current Infection, while 1gG positive suggests late stage of
infection, previous infection, or latent infection

The Typhoid IgG/igM Rapid Test is a lateral flow
chromatographic immunoassay. 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 strip
containing two test lines (G and M lines) and a control line (C line). The M line is pre-coated with

MUMBA

t-h IgM for the d of ani:S
coat typhi and pa i
ted with reagents for the detection of anti-S. typhi and paratyphi ""g"’"' IgM, G line is pre-
coated with a control line antibody L 9G, and the C line is pre-

When an adequate volume of test s;
pecimen is dispensed into the sampls
ae":st specimen migrates by capillary action across the test cassette. ID:AWGII e cansle,
patient specimen will bind to the HO The s Tpressnt
is then

the by the p b
1gM antibod, on
an ant-S. typh or paratyphi IgM positive test rosult. forming a colored M line, indicating

:rgn(r;m anubodialzxu present in the patient specimen will bind to the
wwmc "np : then captured by the pre-coated reagents on the
'@, indicating an anti-S. typhi or paratyphi IgG positive test re:
Absence of any test lines (M and G) su
control (C line) which should exhibit
of the color
Is Invalid and the specimen must be rela:md wi

:0 :°"lugules. The
lembrane, formi
sult. nge

ggests a negative result. The test
cont;

a colored line of the lmmunocomplaxmonls 1:: 'x’m'

on any of the test lines. Otherwise, the test e
ith another device. ' gy
; , REAGENTS AND MATERIALS PROVIDED
Individually sealed foil ; :

pouche:

a. One cassette device Pl
b One desiccant
2 Plastic droppers
Sample diluent (REF SB-R01
One package insert (instructi

1

60, 5 mUbottle)
on for use)

' MATERIALS MAY BE RE( IRED 4 NOT PROVID)
1 Positive Control . Ty - =
2 Negative Control f

S _
1 Clock or timer REQUIRED BUT NOT PROVIDED

SRR ~ WARNINGS PRECAUTION:
:or In ;Ilhlm Diagnostic Use e ’
s package insoy

it my
the insert
i o opg:::h.;':'cw'lm et e Pletely before performing the test Faj
: P it oxxmo;l:;:dfwm unless ready 1o e
4 Bring all reagents 1o e ey
Do not use the corr
In this kit
Do not use he
Waear protecty

st be read com,

oom Iumpevalu
e (15.30"
PO e
: onts In any ot gk
i
0lyzod blood specim,

Ve clothing ang dis on for testing

Posable
gloves
Whilg handllnu the kit reagents and

Copyright 2019 by Cri¢ g,
Otech, i,
o

the test- of
hands thoroughly afte” pe;::’;zgcautims for prevention

ini imens. Wash cDC Unive :
8 Sls':am:osvpl:fs' test should fouow°$:, Jood-bome path S¢ kit reagents ar® being
transmission of "c{ily‘kH?)r o:l in areas where specimens e
oLl bio!
a Do not smoke. the test as
handled. 1l specimens and materials used to perform e
10. Dispose of all si anner as palien‘ spe -
e - and Positive Contro! in the same 8 is applied to the sample
1. Handle the Negative BT " - 4 15 minutes after a spec'ed T tside of the 15 minutes
i The test resus shoul;‘lme device. Any results interpret 2
5 of 3 ated. 3
well or sample PAC | ered invalid and must be rEPSZIC . lectric fan or strond air-
window shou' the testin @ room with strongd air flow, 1.€-
13. Do not perform the L L
conditioning it S ZEng
- REAGENT PREPARATION ANBSTORAGEISTRIC 230G 1
Store unused test dey pening. The

perature before Ol

use as supplied-
ch. Do not freeze the

t to room tem

All reagents are ready to
ed on the sealed pou

stored at 2-8°C, ensure that the test qevice is :Jmt:'gnr;
test device is stable through the explrauonst:)a. g p

kit or expose the kit to temperature above 5 -
BT JPECIMEN COLLECTION N AND
Consider any materials of human origin as infectious and ha
procedures.

ndle them using standard bio-safety

taining EDTA, citrate or heparin for

ection tube con' "
1ants for serum by venipuncture

Collect blood specimen into coll

Step 1: € € s
or collection tube containing no anticoag 1 o
Step 2: q":;";:e plasma specimen, centrifuge collected specimens and carefully withdraw
plasma into a new pre-labeled tube. - S .
imen, allow blood to clot, then centrifuge
Step 3. To make serum spec cirdioriiny

and carefully withdraw the serum into a new pre-
mens at 2-8°C, if not tested

i Cil
Test specimens as soon as possible after collecting Store spe ;
lmmodllp:lely 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.
Avoid multiple freeze-thaw cycles. Prior to testing. bring frozen specimens to room (empgrature
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
interference with result interpretation.

T ASSAY PROCEDURE T

or turbidity in order to avoid

Step1: Bring the specimen and test components to room temperature, if refrigerated or

frozen. Once thawed, mix the specimen well prior to performing the assay.
Step2:  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 droj

E p (about 30-45 ulL) of serum/plasma
the center of the sample well, making sure that there are no air bubbles i
Then immediately add 1 drop (about 35-50
uL) of sample
sample well with the bottle positioned venlcaﬂ)y Pla o i he center of he
—_— .
i Result
g 15 minutes
/7 — o
—/ = o
1 drop of serum/, 4
‘plasma 1 dro|
p of sampl

Step s Sas wass ple diluent
Step 6

Results should be

read at 15 minutes "Poslllve results may be visible in h
confirmed at the end gty
o B TE e e _.0! theAIS minutes only. Any
ollowing oeay g Peated. Discard used devices after in - s

ilt-in
adding speci U control feat
Pproced pecimen an, ature, the C
3 ure and repeat test with d sample diluent. Otherwi line. The C line
A a new device TWise, review the whole
ontrol: Good
aive, & Laboratory Practice recom,
N assure the proper Dennmmm““ using external contro)
nanc sontrols,

e o
f the assay Particularty

prior to
ot soes e performing testing of speci
"ent of kits is used ¢
alure used
alure of th,
2 :‘erﬂy a higher !Imna
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A new shipm
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The tamper

T
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