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Salmonella typhi Antigen Rapid Test Cassette (Feces)
Salmonella typhi test (Ze stolice)
Pfibalovy letak
REF ISTY-602
Cestina
Rychly test pro kvalitativni detekci antigenu Salmonella typhi v lidské stolici.
Pouze pro profesiondini in vitro diagnostické pouZiti.
URCENE POUZITI
Salmonella typhi test (Ze stolice) je rychly imunochromatograficky test pro kvalitativni
detekci antigent Salmonella typhi v lidské stolici, ktery napomahd diagnostice infekce
Salmone{la typhi.
SHRNUTI
Bfisni tyfus je Zivot ohroZujici onemocnéni zplsobené bakterii Salmonella typhi, kterou
Eberth (1880) pozoroval v mezenterickych uzlindch a sleziné u smrtelnych pfipadl
brisniho tyfu.l K infekci dochdzi typicky poZitim . Po dosaZeni stieva se bacily pfichyti na
epitelidlni buriky stfevnich klkG a proniknou do laminy a submukdzy . Tam jsou poté
fagocytovény polymorfy a makrofdgy. Schopnost odoldvat intracelularnimu zabijeni a
mnoZit se v téchto burikach je méFitkem jejich virulence. Vstupuji do mezenterickych
lymfatickych uzlin, kde se mnozi a pies hrudni vyvod se dostavaji do krevniho ob&hu.?
Salmonella typhi test (Ze stolice) je rychly chromatograficky imunotest pro kvalitativni
detekci antigent Salmonella typhi ve vzorcich lidské stolice, ktery poskytuje vysledky do 5
minut. Test vyuZiva protilatky specifické pro antigeny Salmonella typhi k selektivni
detekci antigena S. typhi v lidské stolici.
PRINCIP
Salmonella typhi test (Ze stolice) kvalitativni imunotest s lateralnim tokem pro detekci
antigent S. typhi v lidské stolici. V tomto testu je membrana prfedem potazena
protilatkami proti S. typhi v testovaci oblasti. BEhem testovani vzorek reaguje s ¢asticemi
potazenymi protilatkami proti S. typhi. Smés migruje vzhiiru po membrané a reaguje s
protilatkami proti S. typhi na membrané, ¢imZ vznika barevnd linie. Pfitomnost této
barevné linie v testovaci oblasti indikuje pozitivni vysledek, zatimco jeji absence negativni
vysledek. Barevna linie slouZi jako kontrola postupu a v kontrolni oblasti se vidy objevi
barevnd linie, kterd indikuje, Ze byl pfidan spravny objem vzorku a doslo k nasdknuti
membranou.
REAGENTY
Testovaci kazeta obsahuje ¢astice potazené monoklonalnimi protildtkami proti S. typhi a
monolvdonfélm' protilatky proti S. typhi nanesené na membranu.
OPATRENI
* Pouze pro profesiondlni in vitro diagnostické poufZiti.Nepouzivejte po uplynuti doby
pouZitelnosti.
Test by mél zUstat v uzavieném sacku aZ do poufZiti.
V prostoru, kde se manipuluje se vzorky nebo sadami, nejezte, nepijte ani nekufte.
Se vsemi vzorky zachazejte, jako by obsahovaly infekéni agens. BEhem vSech postupt
dodrzujte zavedena opatfeni proti mikrobiologickym rizikim a fidte se standardnimi
postupy pro spravnou likvidaci vzorkd.
PFi analyze vzorkd noste ochranny odév, jako jsou laboratorni plasté, jednorazové
rukavice a ochrana o¢i.
Pouzity test by mél byt zlikvidovan v souladu s mistnimi predpisy.
Vlhkost a tgplota mohou nepfiznivé ovlivnit vysledky.
SKLADOVANI A STABILITA
Soupravu lze skladovat pfi pokojové teploté nebo v chladni¢ce (2-30 °C). Testovaci kazeta
je stabilni do data expirace vytisténého na uzavieném sacku. Testovaci kazeta musi
zGstat v uzavieném sacku aZz do pouZiti. NEZMRAZUJTE. NepouZivejte po uplynuti data
expir‘gce. . .
ODBER A PRIPRAVA VZORKU
* Vzorek stolice musi byt odebran do Cisté, suché a vodotésné nadoby bez detergentd,
konzervacnich latek nebo transportnich médii.
* Pfed pouZitim nechte potfebné Cinidla ohfrat na pokojovou teplotu.
* Pokud maji byt vzorky pfepravovany, mély by byt zabaleny v souladu s federdinimi
pFedp[sy upravujicimi pfepravu etiologickych agens.

MATERIALY

Poskytnuté materialy
¢ Testovaci kazeta e Zkumavka pro odbér vzorkud s extrakénim pufrem
¢ Pfibalovy letak
PoZadované, ale nedodané materidly
* Nadoby na odbér vzork( e Pipeta a jednorazové spicky (volitelné)
* Odstfedivka « Casovat * Kapatka
NAVOD K POUZITI
Pfed testovanim nechte testovany vzorek, pufr dosahnout pokojové teploty (15-30 °C).
1. Pro odbér vzorkU stolice:
Do Cisté a suché nadoby na odbér vzorki odeberte dostate¢né mnozstvi stolice (1-2 ml
nebo 1-2 g), abyste ziskali maximalni mnoZstvi antigend (pokud jsou pfitomny).
Nejlepsich vysledk(i dosahnete, pokud se test provede do 6 hodin po odbéru.
Odebrany vzorek lze skladovat 3 dny pfi teploté 2—-8 °C, pokud neni testovan do 6
hodin. Pro dlouhodobé skladovéni by mély byt vzorky uchovavany pfi teploté do
=20 °C.
2. Zpracovani vzorka stolice:
 Pro pevné vzorky :
Odsroubuijte vicko zkumavky na odbér vzorku a poté nahodné zapichnéte aplikator pro
odbér vzorku do vzorku stolice na alespon 3 rliznych mistech, abyste odebrali pfiblizné
50 mg stolice (ekvivalent 1/4 hrasku) . Vzorek stolice neodebirejte IZici.
e Pro tekuté vzorky:
Drzte kapatko svisle, odsajte vzorky stolice a poté preneste 2 kapky (pfiblizné 100 pl )
do zkumavky pro odbér vzorkl obsahujici extrakéni pufr.
Utahnéte vicko na zkumavce pro odbér vzorku a poté zkumavku dikladné protfepejte,
aby se vzorek a extrakéni pufr promichaly.
. Pfed otevienim nechte sidcek vytemperovat na pokojovou teplotu. Vyjméte testovaci
kazetu z féliového sacku a spotrebujte ji do jedné hodiny. Nejlepsich vysledkd
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dosahnete, pokud test provedete ihned po otevieni foliového sacku.

4. Drzte zkumavku pro odbér vzorku ve svislé poloze a oteviete vitko zkumavky pro
odbér vzorku. Otoc¢te zkumavku dnem vzhiru a pfeneste 3 pIné kapky extrahovaného
vzorku (pfiblizné 120 pl ) do jamky pro vzorek (S) testovaci kazety a poté spustte
Casovac. Zabrarite zachyceni vzduchovych bublin v jamce pro vzorek (S). Viz obrazek
nize.

5. Vysledky odectéte 5 minut po odebrani vzorku. Neodectéte vysledky po 15 minutach.

VloZte aplikator do fediciho
pufru a dobfe promichejte.
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(Viz vySe uvedeny obrazek)

POZITIVNI :* Objevi se dvé barevné linie. Jedna barevna linie by méla byt v kontrolni

oblasti (C) a dalsi zfetelna barevna linie by méla byt v testovaci oblasti (T).

*POZNAMKA : Intenzita barvy v testovaci oblasti (T) se bude lisit v zavislosti na

koncentraci antigenu S. typhi pfitomného ve vzorku. Proto by mél byt jakykoli odstin

barvy v testovaci oblasti (T) povaZzovan za pozitivni.

NEGATIVNI : V kontrolni oblasti (C) se objevi jedna barevna linie. V testovaci oblasti (T)

se linie neobjevi Zadna.

NEPLATNY: Kontrolni linie se neobjevuje. Nejpravdépodobnéj$imi pficinami selhani

kontrolni linie jsou nedostatecny objem vzorku nebo nespravné postupy. Zkontrolujte

postup a opakujte test s novym testem. Pokud problém pretrvavd, okamzité prestarite
testovaci sadu pouZivat a kontaktujte mistniho distributora.

KONTROLA KVALITY

Test je zahrnoval interni kontroly postupu. Barevna linie objevujici se v kontrolni oblasti

(C) predstavuje platnou interni kontrolu postupu. Potvrzuje dostateény objem vzorku a

spravnou techniku provedeni.

Kontrolni standardy nejsou soucasti této soupravy; nicméné se doporucuje provést

testovani pozitivnich a negativnich kontrol v rdmci spravné laboratorni praxe k potvrzeni

testovacibo postupu a ovéreni spravného provedeni testu.

OMEZENI

1. Salmonella typhi test (Ze stolice) je urcen pouze k diagnostickému poutZiti in vitro . Test

by mél byt pouZit pouze k detekci antigenl S. typhi ve vzorcich stolice. Timto

kvalitativnim testem nelze stanovit ani kvantitativni hodnotu, ani rychlost naristu

koncentrace antigenu S. typhi .

Salmonella typhi test (Ze stolice) indikuje pfitomnost S. typhi pouze ve vzorku.

Stejné jako u vSech diagnostickych testd musi byt vSechny vysledky interpretovany

spole¢né s dalSimi klinickymi informacemi, které ma Iékar k dispozici.

4. Pokud je vysledek testu negativni a klinické priznaky pretrvavaji, doporucuje se dalsi
testovani s pouzitim jinych klinickych metod. Negativni vysledek v Zadném ptipadé
nevylucuje moznost infekce Salmonella typhi .

5.Po lé¢bé urcitymi antibiotiky muZe koncentrace antigenG S. typhi klesnout pod
minimalni detekcni limit testu. Proto je tfeba diagndzu béhem |éCby antibiotiky
stanovovat s opatrnosti.

VYKONOVE CHARAKTERISTIKY
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Citlivost a specificita
Salmonella typhi test (Ze stolice) byl vyhodnocena se vzorky ziskanymi od populace
symptomatickych a asymptomatickych jedincl. Vysledek ukazuje, Ze citlivost Salmonella
typhi test (Ze stolice) je 96,2 % a specificita je 99,2 % v porovnani s jinymi kazetami s
rychlym testem.

Metoda Jina testovaci kazeta Celkovy

. Vysledky Pozitivni Negativni vysledek
Sa'm°"e's|fot|:’cpe';' test(Ze 5 itivni 51 1 52
Negativni 2 125 127
Celkovy vysledek 53 126 179

Relativni citlivost: 96,2 % (95% interval spolehlivosti*: 87,0 %—99,5 %)
Relativni specificita: 99,2 % (95% interval spolehlivosti*: 95,7 %—100 %)
Presnost: 98,3 % (95% interval spolehlivosti*: 95,2 %—99,7 %)
Pfesnost

Intra-Assay
Presnost v rdmci série byla stanovena s pouzitim 15 replikatl Ctyr vzorkd: negativnich,
pozitivnich s nizkym titrem, pozitivnich se stfednim titrem a pozitivnich se vysokym
titrem. Vzorky byly spravné identifikovany ve vice nez 99 % pfipadu.

Mezitestovy
Pfesnost mezi sériemi byla stanovena 15 nezavislymi testy na stejnych ¢tyrech vzorcich:
negativni, pozitivni s nizkym titrem, pozitivni se stfednim titrem a pozitivni se vysokym
titrem. S témito vzorky byly testovany tfi rlizné Sarze Salmonella typhi test (Ze stolice).
Vzorky byly spravné identifikovany ve vice nez 99 % pfipad(.

Zkiizena reaktivita

Zk¥iZzena reaktivita s nasledujicimi organismy byla studovana pfi 1.0E+ 09 organismy/ ml .

Nasledujici organismy byly pfi testovani kazetou s Salmonella typhi test (Ze stolice)
shledany negativnimi :



Acinetobacter calcoaceticus Acinetobacter spp. Branhamella catarrhalis

Candida albicans Chlamydia trachomatis Enterococcus faecium
E. coli Enterococcus faecalis Gardnerella vaginalis
Streptokok skupiny A Streptokok skupiny B Streptokok skupiny C
Hemophilus influenza Klebsiella pneumonie, Neisseria gonorrhea
Neisseria meningitidis Proteus zdzracny Proteus vulgaris
Pseudomonas aeruginosa Rotavirus Helicobacter pylori
Zlaty stafylokok Adenovirus
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1. Ivanoff B. Typhoid fever, global situation and WHO recommendations. Southeast Asia J.
Trop. Med. Public Health, 1995, 26:supp2 1-6
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Salmonella typhi Antigen Rapid Test Cassette
(Feces)
Package Insert
REF ISTY-602
English

A rapid test for the qualitative detection of Salmonella typhi antigen in human feces.
For professional in vitro diagnostic use only.
INTENDED USE
The S.typhi Antigen Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay
for the qualitative detection of Salmonella typhi antigens in human feces to aid in the
diagnosis of Salmonella typhi infection.
SUMMARY
Typhoid fever is a life threatening illness caused by the bacterium Salmonella typhi, and
was observed by Eberth (1880) in the mesenteric nodes and spleen of fatal cases of
typhoid fever. ! The infection is acquired typically by ingestion. On reaching the gut, the
bacilli attach themselves to the epithelial cells of the intestinal villi and penetrate to the
lamina and submucosa. They are then phagocytosed there by polymorphs and
macrophages. The ability to resist intracellular killing and to multiply within these cells is
a measure of their virulence. They enter the mesenteric lymph nodes, where they
multiply and, via the thoracic duct, enter the blood stream. 2
The S. typhi Antigen Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay
for the qualitative detection of Salmonella typhi antigens in human feces specimens,
providing results in 5 minutes. The test utilizes antibodies specific for Salmonella typhi
antigens to selectively detect S. typhi antigens in human feces.
PRINCIPLE
The S. typhi Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow immunoassay
for the detection of S. typhi antigens in human feces. In this test, the membrane is
pre-coated with anti-S. typhi antibodies on the test line region of the test. During testing,
the specimen reacts with the particle coated with anti- S. typhi antibodies. The mixture
migrates upward on the membrane by capillary action to react with anti- S. typhi
antibodies on the membrane and generate a colored line. The presence of this colored
line in the test region indicates a positive result, while its absence indicates 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.
REAGENTS
The test cassette contains monoclonal anti- S. typhi antibodies coated particles and
monoclonal anti- S. typhi antibodies coated on the membrane.
PRECAUTIONS
* For professional in vitro diagnostic use only. Do not use after expiration date.
The test should remain in the sealed pouch until use.
Do not eat, drink or smoke in the area where the specimens or kits 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 such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.
The used test should be discarded according to local regulations.
Humidity and temperature can adversely affect results.
STORAGE AND STABILITY
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is
stable through the expiration date printed on the sealed pouch. The test cassette must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration
date.
SPECIMEN COLLECTION AND PREPARATION
* The feces specimen must be collected in clean, dry, waterproof container containing
no detergents, preservatives or transport media.
Bring the necessary reagents to room temperature before use.
If specimens are to be shipped, they should be packed in compliance with federal
regulations covering the transportation of etiologic agents.
MATERIALS

Materials Provided
o Test cassettes * Specimen collection tubes with extraction buffer
¢ Package insert
Materials Required But Not Provided
* Specimen collection containers * Pipette and disposable tips (optional)
¢ Centrifuge * Timer * Droppers
DIRECTIONS FOR USE
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C)
prior to testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection
container to obtain maximum antigens (if present). Best results will be obtained if the
assay is performed within 6 hours after collection. Specimen collected may be stored
for 3 days at 2-8°C if not tested within 6 hours. For long term storage, specimens
should be kept below -20°C.
2. To process fecal specimens:
e For Solid Specimens:
Unscrew the cap of the specimen collection tube , then randomly stab the specimen
collection applicator into the fecal specimen in at least 3 different sites to collect
approximately 50mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal
specimen.
o For Liguid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops
(approximately 100 pL) into the specimen collection tube containing the extraction
buffer.

Tighten the cap onto the specimen collection tube, then shake the specimen collection
tube vigorously to mix the specimen and the extraction buffer.

3. Bring the pouch to room temperature before opening it. Remove the test cassette
from the foil pouch and use it within one hour. Best results will be obtained if the test
is performed immediately after opening the foil pouch.

4. Hold the specimen collection tube upright and open the cap onto the specimen
collection tube. Invert the specimen collection tube and transfer 3 full drops of the
extracted specimen (approximately 120 uL) to the specimen well (S) of the test
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S). See
illustration below.

5. Read results at 5 minutes after dispensing the specimen. Do not read results after 15
minutes.

Note: If the specimen does not migrate (presence of particles), centrifuge the extracted

specimens contained in the extraction buffer vial. Collect 120 uL of supernatant, dispense

into the specimen well (S) of a new test cassette and start afresh following the
instructions mentioned above.

Place the applicator
into the dilution buffer

and mix well
Open the cap
| —
3 Drops of Specimen i
c
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INTERPRETATION OF RESULTS
(Please refer to the illustration above)

POSITIVE:* Two colored lines appear. One colored line should be in the control line

region (C) and another apparent colored line should be in the test line region (T).

*NOTE: The intensity of the color in the test line region (T) will vary depending on the

concentration of S. typhi antigen 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 line appears in the

test line region (T).

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect

procedural techniques 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

Internal procedural controls are included in the test. A colored line appearing in the

control region (C) is an internal valid procedural control. It confirms sufficient specimen

volume and correct procedural technique.

Control standards are not supplied with this kit; however, it is recommended that

positive and negative controls be tested as a good laboratory practice to confirm the test

procedure and to verify proper test performance.

LIMITATIONS

1. The Salmonella Antigen Rapid Test Cassette (Feces) is for in vitro diagnostic use only.
The test should be used for the detection of S. typhi antigens in feces specimens only.
Neither the quantitative value nor the rate of increase in S. typhi antigen
concentration can be determined by this qualitative test.

2.The S. typhi Antigen Rapid Test Cassette (Feces) will only indicate the presence of S.
typhi in the specimen.

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 salmonella typhi infection.

5. Following certain antibiotic treatments, the concentration of S. typhi antigens may
decrease to the concentration below the minimum detection level of the test.
Therefore, diagnosis should be made with caution during antibiotic treatment.

PERFORMANCE CHARACTERISTICS

Sensitivity and Specificity

The S. typhi Antigen Test Cassette (Feces) has been evaluated with specimens obtained

from a population of symptomatic and asymptomatic individuals. The result shows that

the sensitivity of the S. typhi Antigen Rapid Test Cassette (Feces) is 96.2% and the
specificity is 99.2% relative to other Rapid Test Cassette.

Method Other Test Cassette
— . Total Result
s. tyohi Anti Rapid Test Results Positive Negative
. ypc;ss';t'tg:("Fejeps') &t [ positive 51 1 52
Negative 2 125 127
Total Result 53 126 179

Relative Sensitivity: 96.2% (95%CI*: 87.0%-99.5%)
Relative Specificity: 99.2% (95%Cl*: 95.7%-100%)
Accuracy: 98.3% (95%CI*: 95.2%-99.7%)
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens:

*Confidence Interval



negative, low titer positive, middle titer positive and high titer positive specimens. The
specimens were correctly identified >99% of the time.
Inter-Assay

Between-run precision has been determined by 15 independent assays on the same four
specimens: negative, low titer positive, middle titer positive and high titer positive
specimens. Three different lots of the Salmonella Antigen Test Cassette (Feces) have
been tested using these specimens. The specimens were correctly identified >99% of the
time.

Cross-reactivity
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/mL. The
following organisms were found negative when tested with the Salmonella Antigen Rapid
Test Cassette (Feces):

Acinetobacter calcoaceticus  Acinetobacter spp Branhamella catarrhalis
Candida albicans Chlamydia trachomatis Enterococcus faecium
E.coli Enterococcus faecalis Gardnerella vaginalis
Group A Streptococcus Group B Streptococcus Group C Streptococcus
Hemophilus influenza Klebsiella pneumonia Neisseria gonorrhea
Neisseria meningitides Proteus mirabilis Proteus vulgaris
Pseudomonas aeruginosa Rotavirus Helicobacter Pylori
Staphylococcus aureus Adenovirus

BIBLIOGRAPHY
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