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Campylobacter Rapid Test Cassette (Feces)
Kampylobakter test (Ze stolice)
Pfibalova informace
REF ICAM-602
Cestina
Rychly test pro kvalitativni detekci Campylobacter v lidskych vykalech.
Pouze pro profesiondlni diagnostiku in vitro.
ZAMYSLENE POUZITI
Kampylobakter test (Ze stolice) je rychly chromatograficky imunoanalyticky test pro kvalitativni
detekci antigenu Campylobacter v lidské stolici.
SHRNUTI
Kampylobakterova enteritida je zoonotické onemocnéni pfenasené potravinami a vodou a je jednou
z nejcastéjsich pri¢in infekcnich prdjma. PrestoZe identifikace etiologického agens obvykle
neovliviiuje vysledky |écby, protoze vétSina téchto infekci probihda samovolné, laboratorni
diagnostika je nezbytna pro epidemiologické studie a sledovani ohnisek prostfednictvim identifikace
a typizace kment. Konvencni laboratorni diagnostika kampylobakteriozy je zaloZzena na zachytu
organismu ze vzork( stolice pomoci mikroaerofilni kultivace. Soufasna doporuéeni pro zachyt
kampylobakteru stanovi, Ze kultivace musi trvat minimélné 72 hodin, nez se vypise negativnl’
vysledek®; nedavny laboratorni dohled Centra pro kontrolu a prevenci nemoci vsak zjistil, ze z
dotazovanych laboratofi vykdzalo 66 % negatlvnl vysledky po 48 hodindch, zatimco pouze 33 %
vykazalo negativni vysledky po 72 hodinach®. Na rozdil od tradi¢nich kultivaénich metod vyzaduji
rychlejsi metody detekce antigen Campylobactera ve stolici, véetné enzymové imunoanalyzy (EIA) a
systému s lateralnim pratokem, pouze 1 az 2 hodiny, nez se stIedky objevi’.
PRINCIP
Kampylobakter test (Ze stolice) je zaloZen na pouZiti membranové technologie s koloidnim zlatem.
Nitrocelul6zovd membrana je senzibilizovana protilditkou namifenou proti Campylobacter.
Specifitnost testu je zajisténa protildtkou specifickou pro antigen Campylobacter, kterad je
konjugovana s koloidnim zlatem. Tento konjugat je vysuSen na membrané.
Vzorek stolice je tfeba nafedit do extrakéniho pufru, ktery je dodavén s testovaci soupravou. Kdyz se
extrahovany vzorek dostane do kontaktu s prouzkem, konjugat migruje se vzorkem pasivni difuzi a
konjugat a materidl vzorku se dostanou do kontaktu s protilatkou Campylobacter v T linii. Pokud
vzorek obsahuje antigen Campylobacter, komplex konjugatu a antigenu zlistane vazén na Cinidlo
anti-Campylobacter a vytvori se barevna ¢ara. Roztok pokracuje v migraci a narazi na druhé ¢inidlo,
které vaze konjugat pro kontrolu migrace, ¢imz se vytvofi barevna kontrolni ¢ara, kterd potvrzuje, ze
test funguje spravné. Vysledek je viditelny do 10 minut.
REAGENCIE
Test obsahuje ¢astice protilatky anti-Campylobacter a protilatku anti-Campylobacter nanesené na
membrané.
BEZPECNOSTNi OPATREN{
Pouze pro profesionaini diagnostiku in vitro. NepouZivejte po uplynuti doby pouZitelnosti.
Test by mél zGstat v uzavieném sacku az do poufziti.
V prostoru, kde se manipuluje se vzorky nebo soupravami, nejezte, nepijte a nekurte.
Se vsemi vzorky zachdzejte, jako by obsahovaly infekéni agens. PFi vSech postupech dodrzujte
stanovena opatreni proti mikrobiologickym rizikim a dodrZujte standardni postupy pro spravnou
likvidaci vzorka.
Pfi testovani vzork( pouzivejte ochranny odév, napfiklad laboratorni plast, jednorazové rukavice a
ochranu o¢i.
Pouzity test by mél byt zlikvidovan v souladu s mistnimi predpisy.
Vlhkost a teplota mohou negativné ovlivnit vysledky.
SKLADOVANI A STABILITA
Soupravu lze skladovat pfi pokojové teploté nebo v chladnitce (2-30 °C). Testovaci kazeta je stabilni
aZ do data expirace vytisténého na zapeceténém sacku. Testovaci kazeta musi zUstat v uzavieném
sacku aZ do pouZiti. NEZAMRAZUJTE. NepouZivejte po uplynuti doby pouZitelnosti.
ODBER A PRIPRAVA VZORKU
« Vzorek stolice musi byt odebran do ¢isté, suché, vodotésné nadoby bez detergentd, konzervaénich
latek a transportnich médii.
« Pred pouzitim uvedte potiebna Cinidla na pokojovou teplotu.
MATERIALY

Poskytnuté materialy

* Testovaci kazeta e Pribalova informace

¢ Zumavka na odbér vzorkd s extrakénim pufrem ¢ Kapatko
Pozadované, ale neposkytované materialy
* Nadoby na odbér vzorkl  Casovac
NAVOD K POUZITI

Postup pfipravy vzorku:
1.  Odber vzorkd stolice:

Odeberte dostate¢né mnozstvi stolice (1-2 ml nebo 1-2 g) do ¢isté a suché nadoby na odbér vzorkd,

abyste ziskali dostate¢né mnoiZstvi patogenud. NejlepSich vysledkd se dosdhne, pokud se test
provede do 6 hodin po odbéru. Odebrany vzorek muze byt skladovan po dobu 3 dnu pfi teploté 2—
8 °C, pokud neni testovan do 6 hodin. Pro dlouhodobé skladovani by vzorky mély byt uchovavany
pfi teploté nizsi nez -20 °C.

Zpracovani vzork( stolice:

e Pro pevné vzorky
Odsroubujte uzavér zkumavky pro odbér vzorkil a poté ndhodné zabodnéte aplikator pro
odbér vzorki do vzorku stolice alespoi na 3 riznych mistech, abyste odebrali pfiblizné 50 mg
stolice ( ekvivalent 1/4 hrasku) Vzorek stolice nenabirejte.
e Pro tekuté vzorky
Drite kapatko svisle, aspirujte vzorky stolice a poté preneste 2 kapky tekutého vzorku
(pFiblizné 80 pl) do zkumavky na odbér vzorki obsahujici extrakéni pufr.
Utdhnéte uzavér zkumavky pro odbér vzorku a pak zkumavkou pro odbér vzorku silné zatfeste,
aby se vzorek a extrakéni pufr promichaly. Ponechte sbérnou zkumavku po dobu 2 minut
reagovat.

2.  Pred otevienim sacku jej zahfejte na pokojovou teplotu. Vyjméte testovaci kazetu z féliového
sacku a poutzijte ji co nejdrive. Nejlepsich vysledk( dosahnete, pokud test provedete ihned po
otevreni féliového sacku.

3.  Drite zkumavku na odbér vzorku ve svislé poloze a odSroubujte $picku zkumavky na odbér
vzorku. Obratte zkumavku pro odbér vzorku a pfeneste 2 plné kapky odebraného vzorku
(pfiblizné 80 ul) do jamky pro vzorek (S) testovaci kazety, poté spustte ¢asovat. Vyvarujte se
zachyceni vzduchovych bublin v jamce pro vzorek (S). Viz ilustrace nize.

4. Vysledky odectéte 10 minut po davkovani vzorku. Po 20 minutach uz vysledky neodetitejte.

Poznamka: Pokud vzorek nemigruje (pfitomnost Castic), odstiedte nafedény vzorek obsazeny ve

zkumavce s extrakénim pufrem. Odeberte 80 pl supernatantu a davkujte do jamky pro vzorek (S).

Spustte ¢asovac a pokralujte podle vy3e uvedeného navodu k pouziti od kroku 4.

Sbirejte pevné vykaly Oteviete vitko

Viozte aplikator do extrakéniho 2 kapky extrahovaného
' I pufru a dobre promichejte @ vzorku

Tekute
vykaly

Sbirejte tekuté vykaly Pfeneste 2 kapky
tekutého vzorku
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Pozitivni Negativni Neplatny

INTERPRETACE VYSLEDKU
(Viz obrdzek vySe)
POZITIVNI:* Objevi se dvé barevné ¢ary. Jedna barevna ¢ara by méla byt v oblasti kontrolni &ary (C)
a druha zdanliva barevna ¢ara by méla byt v oblasti testovaci ¢ary (T).

* POZNAMKA: Intenzita barvy v oblasti testovaci linie (T) se li§i v zavislosti na koncentraci antigenu
Campylobacter pfitomného ve vzorku. Proto by mél byt jakykoli odstin barvy v oblasti testovaci linie
(T) povazovan za pozitivni.
NEGATIVNI: V oblasti kontrolnich ¢ar (C) se objevi jedna barevna ¢ara. V oblasti testovaci ¢ary (T) se
neobjevi zadnd Céra.
NEPLATNY: Kontrolni fadek se nezobrazi. Nejpravdépodobnéjsimi pficinami selhani kontrolni linie
jsou nedostateény objem vzorku nebo nespravné postupy. Zkontrolujte postup azopakujte test
snovym testem. Pokud problém pretrvava, okamiZité prestarite testovaci soupravu pouzivat
a kontaktujte mistniho distributora.

KONTROLA KVALITY
Do testu jsou zahrnuty interni procesni kontroly. Barevna ¢ara, ktera se objevuje v kontrolni oblasti
(C),hje kinternl’ platna procedurélni kontrola. Potvrzuje dostate¢ny objem vzorku a spravnou procesni
techniku.
Kontrolni standardy se s touto sadou nedodavaji, nicméné se doporuduje testovat pozitivni a
negativni kontroly jako spravnou laboratorni praxi pro potvrzeni postupu testu a ovéfeni spravného
provedeni testu.

OMEZENI
Test je kvalitativni a nelze z néj predpovédét mnozstvi antigenl pfitomnych ve vzorku. Pro stanoveni
diagndzy je tieba vzit v ivahu klinicky obraz a vysledky dalSich testd.
Pozitivni nebo negativni vysledek testu nevylucuje moznost pfitomnosti jinych patogend.
Tento test je screeningovy test akutni faze. Vzorky odebrané po této fazi mohou obsahovat titry
antigenu pod prahem citlivosti testu. Pokud je vzorek navzdory pozorovanym pfiznakim negativni,
doporucuje se dalsi testovani alternativnimi metodami.

VYKONNOSTNI CHARAKTERISTIKY

Citlivost — specifi¢nost
Vykonnost Kampylobakter test (Ze stolice) byla hodnocena na 139 klinickych vzorcich odebranych od
déti ve srovnani s latexovou aglutinaci. Vysledky ukazuji, Ze relativni citlivost Kampylobakter test (Ze
stolice) je 95,2 % a relativni specifita 93,5 %.

Metoda Latexova aglutinace C’elkové

Kampylobakter test (Ze \FI,?ZII?SI;Y POZ-rlgan Neg;tlvm vysl6e4dky
stolice) Negativn{ 3 72 75
Celkové vysledk 62 77 139

Relativni citlivost: 95,2 % (95 % c 86,5 %—-99,0 %);
Relativni spemflcnost 93,5% (95 % Cl ¥ 85,5 %—97 8 %);
Pfesnost: 94,2 % (95 % cr*: 89,0 %-97,5 %) * Intervaly spolehlivosti

Presnost
V ramci testu
Preciznost v ramci série byla stanovena pomoci 3 replikatd ¢ty vzorkd: negativni, nizky titr pozitivni,
stfedni titr pozitivni a vysoky titr pozitivni. Vzorky byly spravné identifikovany ve > 99 % pfipadu.

Mezi testy
Pfesnost mezi jednotlivymi sériemi byla stanovena pomoci 3 nezavislych testd na stejnych ¢tyfech
vzorcich: negativni, nizky titr pozitivni, stfedni titr pozitivni a vysoky titr pozitivni. Pomoci téchto
vzork( byly testovany tfi rizné Sarie Kampylobakter test (Ze stolice). Vzorky byly spravné
identifikovany ve > 99 % ptipadd.
Zktizena reaktivita

Zk¥izena reaktivita s nasledujicimi organismy byla studovéna p¥i 1,0x10” organism/ml. Nasledujici
organismy byly pfi testovani pomoci Kampylobakter test (Ze stolice) shledany negativnimi.

Citrobacter freundii Clostridium difficile Candida albicans
Chlamydia trachomatis Echovirus Enterococcus faecium
E.coli Enterococcus faecalis Gardnerella vaginalis
Neisseria gonorrhea Proteus mirabilis Proteus vulgaris
Pseudomonas aeruginosa Rotavirus Adenovirus
Salmonella Shigella dysenteriae Shigella flexneri
H.pylori Corynebacterium diphtheria
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Campylobacter Rapid Test Cassette
(Feces)

Package Insert
REF ICAM-602
English
A rapid test for the qualitative detection of Campylobacter in human feces.
For professional in vitro diagnostic use only.
INTENDED USE
The Campylobacter Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the qualitative
detection of Campylobacter antigen in human feces.
SUMMARY
Campylobacter enteritis is a food- and waterborne zoonotic illness and one of the most common causes of
infectious diarrhea in the United States.”* While identification of the etiological agent does not typically
affect treatment outcomes, as the majority of these infections are self-limited, laboratory diagnosis is
essential for epidemiological studies and outbreak tracking through strain identification and typing.
Conventional laboratory diagnosis of campylobacteriosis is based on the recovery of the organism from stool
specimens by microaerophilic culture. Current recommendations for the recovery of Campylobacter stipulate
that cultures be held for a minimum of 72 h prior to signing out a negative result;® however, a recent
laboratory surveillance by the Centers for Disease Control and Prevention found that, of laboratories
surveyed, 66% reported negative results at 48 h, while only 33% reported negative results after 72 h*in
contrast to traditional culture methods, more rapid methods for the detection of Campylobacter antigens in
stool, including enzyme immunoassay (EIA) and lateral flow systems, require only 1 to 2 h until results.
PRINCIPLE
Campylobacter Rapid Test Cassette (Feces) is based on the use of a membrane technology with colloidal gold.
A nitrocellulose membrane is sensitized with antibody directed against Campylobacter. The test’s specificity
is ensured by an antibody specific to a Campylobacter antigen that is conjugated to the colloidal gold. This
conjugate is dried on a membrane.
The fecal sample must be diluted into the extraction buffer that is supplied with the test kit. When extracted
specimen come into contact with the strip, the conjugate migrates with the sample by passive diffusion and
the conjugate and sample material come into contact with the anti-Campylobacter antibody in the T line. If
the sample contains the Campylobacter antigen, the conjugate-antigen complex will remain bound to the
anti-Campylobacter reagent and a colored line will develop. Solution continues to migrate to encounter a
second reagent that binds the migration control conjugate, thereby producing a colored control line that
confirms that the test is working properly. The result is visible within 10 minutes.
REAGENTS
The test contains anti-Campylobacter antibody particles and anti-Campylobacter antibody coated on the
membrane.
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.
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 fecal 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.
MATERIALS

. o ..
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Materials Provided
* Test Cassettes * Package Insert
* Specimen Collection Tubes with Extraction Buffer e Droppers
Materials Required But Not Provided

* Specimen collection containers * Timer

DIRECTIONS FOR USE

Specimen preparation procedure:

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
enough pathogens. 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.

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 at least 3 different sites to collect approximately 50 mg of feces
(equivalent to 1/4 of a pea). Do not scoop the fecal specimen.
e For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops of the liquid
specimen (approximately 80 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. Leave the collection tube for reaction for 2 minutes.

2. Bring the pouch to room temperature before opening it. Remove the test cassette from the foil pouch
and use it as soon as possible. Best results will be obtained if the test is performed immediately after
opening the foil pouch.

3. Hold the specimen collection tube upright and unscrew the tip of the specimen collection tube. Invert
the specimen collection tube and transfer 2 full drops of the extracted specimen (approximately 80 pL)
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.

4.  Read the results at 10 minutes after dispensing the specimen. Do not read results after 20 minutes.

Note: If the specimen does not migrate (presence of particles), centrifuge the diluted sample contained in the

extraction buffer tube. Collect 80 pL of supernatant, dispense into the specimen well (S). Start the timer and

continue from step 4 onwards in the above instructions for use.

Place the applicator
’ into the extraction buffer
and mix well

2 drops of extracted

specimen
Collect Solid Feces
Open the cap

» »
@ 2 minutes s o i

&
» T O
2 2

Collect liquid feces ~ Transfer 2 drops of
c c c c c '
T T T T @ T
c

liquid specimen
Positive Negative Invalid T

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
Campylobacter 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
The test is qualitative and cannot predict the quantity of antigens present in the sample. Clinical presentation
and other test results must be taken into consideration to establish diagnosis.
A positive or negative test result does not rule out the possibility that other pathogens may be present.
This test is an acute-phase screening test. Specimens that are collected after this phase may contain antigen
titres below the test’s sensitivity threshold. If a sample test negative, despite the observed symptoms, further
testing with alternative methods are recommended.
PERFORMANCE CHARACTERISTICS

Sensitivity - Specificity

The performance of Campylobacter Rapid Test Cassette (Feces) has been evaluated with 139 clinical
specimens collected from children in comparison with Latex agglutination. The results show that the relative
sensitivity of the Campylobacter Rapid Test Cassette (Feces) is 95.2% and relative specificity is 93.5%.

Method !.:-ftex agglutlnatlun‘ Total Results
. Results Positive Negative
Campylobacter Rapid Test —
Cassette (Feces) Positive 59 5 64
Negative 3 72 75
Total Results 62 77 139

Relative sensitivity: 95.2% (95%CI*: 86.5%~99.0%);
Relative specificity: 93.5% (95%CI*:85.5%~97.9%);
Accuracy: 94.2% (95%Cl*: 89.0%~97.5%). *Confidence Intervals
Precision

Intra-Assay
Within-run precision has been determined by using 3 replicates of four specimens: 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 3 independent assays on the same four specimens: negative,
low titer positive, middle titer positive and high titer positive specimens. Three different lots of the
Campylobacter 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 1.0x10" organisms/ml. The following organisms
were found negative when tested with the Campylobacter Rapid Test Cassette (Feces).
Citrobacter freundii Clostridium difficile Candida albicans

Chlamydia trachomatis Echovirus Enterococcus faecium
E.coli Enterococcus faecalis Gardnerella vaginalis
Neisseria gonorrhea Proteus mirabilis Proteus vulgaris
Pseudomonas aeruginosa Rotavirus Adenovirus
Salmonella Shigella dysenteriae Shigella flexneri

H.pylori Corynebacterium diphtheria

BIBLIOGRAPHY

1. 1. Adedayo O, Kirkpatrick BD. 2008. Campylobacter jejuni infections: update on presentation,
diagnosis, and management. Hosp. Phys. 44:9-15.

2. Allos BM. 2001. Campylobacter jejuni infections: update on emerging issues and trends. Clin. Infect. Dis.
32:1201-1206.Garcia L. et al.; Detection of Campylobacter and Cryptosporidium parvum antigens in
human fecal specimens wusing the ColorPac combination rapid solid-phase qualitative
immunochromatographic assay; Journal of Cinical Microbiology, p.1267-1268, Mar. 2000

3. 3. Garcia LS (ed). 2007. Fecal culture for Campylobacter and related species, p  3.8.2.5-3.8.2.14. In
Clinical microbiology procedures handbook, 3rd ed. LSG & Associates, Santa Monica, CA.Mclver C.J. et al.;
Diagnosis of enteric pathogens in children with gastroenteritis; Pathology 33(3): 353-8, Aug. 2001

4. M'ikanatha NM, Dettinger LA, Perry A, Rogers P, Reynolds SM, Nachamkin I. 2012. Culturing stool
specimens  for  Campylobacter spp., Pennsylvania, U. S. A. Emerg. Infect. Dis.
doi:10.3201/eid1803.111266.MS Wolfe; Giardiasis; Clinical Microbiology Review, Vol5: 93-100, 1992

5. Granato PA, Chen L, Holiday I, Rawling RA, Novak-Weekley SM, Quinlan T, Musser KA. 2010. Comparison of
Premier CAMPY enzyme immunoassay (EIA), ProSpecT Campylobacter EIA, and ImmunoCard STAT! CAMPY
tests with culture for laboratory diagnosis of Campylobacter enteric infections. J. Clin. Microbiol. 48:4022-
4027.

A Caution

| IVD I For in vitro diagnostic use only

2°C/Y 30°C Store between 2-30°C

Do not use if package is damaged

Authorized representative in EU

Catalog #

Tests per kit

Use by

Lot number

Manufacturer

Do not reuse

Consult instructions for use

Importer

Distributor

Hangzhou Alltest Biotech Co., Ltd.

#550, Yinhai Street

Hangzhou Economic & Technological Development Area
Hangzhou, 310018 P.R. China

Manufacturer www.alltests.com.cn  Email: info@alltests.com.cn

MedNet EC-REP GmbH

Borkstrasse 10, 48163 Muenster, Germany
Czech Original Products s.r.o.

Koulova 6, Praha 6, 160 00 - CZ
JOYMED.cz - ID: 08595771

Czech Original Products s.r.o.

Koulova 6, Praha 6, 160 00 - CZ
JOYMED.cz - ID: 08595771

B al¢cebEro<dEie

R

Number:
Revision Date: 2025-08-27



http://www.alltests.com.cn/

