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Savvycheds'
FOB Rapid Test For Self-testing

A rapid test for the qualitative detection of Human Occult Blood in Feces
For self-testing in vitro diagnostic use only

The Savvycheck FOB Rapid Test Cassette (Feces) is a rapid
chromatographic immunoassay for the qualitative detection of o

Test Limitations
For single use only.

Human Occult Blood in Feces. The test detects Fecal Occult

Blood at 50ng/ml or higher, or 6ug/g Feces.

Fecal Occult Blood (FOB) is a screening test for detecting
early signs of colorectal cancer. The accuracy of the test is not
affected by the diet of the patients.

e For self-testing in vitro diagnostic use only.

e The FOB Rapid Test Cassette (Feces) will only indicate the
presence of Fecal Occult Blood, the presence of blood in
Feces does not necessarily indicate colorectal bleeding.

¢ As with all diagnostic tests, all results must be considered with
other clinical information available to the physician.

PRECAUTIONS

o Follow the instructions to receive accurate results.
You must follow the test directions carefully to get an accurate

result e Specimens should not be collected during or within three days

o . of a menstrual period, or if the patient suffers from bleeding
The test should remain in the sealed pouch until use. hemorrhoids or blood in the urine.

Do not use test if the pouch is damaged.

Alcohol, aspirin and other medications taken in excess may
cause gastrointestinal irritation resulting in occult bleeding.
Such substances should be discontinued at least 48 hours
prior to testing.

No dietary restrictions are necessary before using the FOB
Rapid Test Cassette.

Do not use after expiration date.

The kit can be stored at room temperature or refrigerated
(2-30°C). DO NOT FREEZE.

DIRECTIONS FOR USE

1 Fecal specimen collection:

The stool specimen should be collected in the stool catcher.
Do not collect the feces directly from the toilet.

2 Processing fecal specimens:

3 Performing the test

¢ Open the cassette aluminum foil and use it as soon as
possible.

¢ Open the white cup (the other side of the tube)
e Break the tip.

e Invert the specimen collection tube and transfer 2 full drops of
the extracted specimen (approximately 80uL) to the specimen
well (S) of the test cassette.

Unscrew the blue cap of the specimen collection tube. This

side is attached to a sample collection applicator.

e Start the timing 5 min.

¢ Read results at 5 minutes. Do not read results after 10
minutes.

Randomly stab the specimen collection applicator into the
fecal specimen in at least 3 different sites. Do not scoop the
fecal specimen.

Screw on and tighten the cap onto the specimen collection
tube.

Shake the specimen collection tube vigorously to mix the
specimen and the extraction buffer.

Leave the tube to stand for 2 minutes.

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 T
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

e
concentration of Fecal Occult Blood present I
in the specimen. Therefore, any shade of U
color in the test line region (T) should be

considered positive.

NEGATIVE: One colored line appears in the

© @ C)
control line region (C). ‘&)
No line appears in the test line region (T). @ = -C @—C @—C @—C
' -T =T =T |H-T
2 L

INVALID: Control line fails to appear.

q04

Positive <

- o
5min

Negative

MATERIALS PROVIDED

¢ Test Cassette ¢ Package Insert

e Specimen Collection Tube e Stool Catcher

with extraction buffer

Frequently asked questions

1.How does test cassette work?

FOB Rapid Test Cassette detects human blood in
feces. The rate of disease progression is not indicated
by this test.

2.How sensitive is the test?

The FOB Rapid Test can detect fecal occult blood at the
level of 50ng/ml or 6ug/g Feces.

3.How accurate is the test?

Clinical trial included 464 fecal specimens resulted with
accuracy of 99.1%

4.How should the feces specimen be stored?

Generally speaking, the fresh specimen should be used
within 1 day at room temperature, in order to get correct
results.

5.What should I do if the result is positive?
You should visit your doctor for advice.

Manufactured and distributed by Savyon diagnostics Ltd.,

3 Habosem Street, Ashdod 7761003, Israel
Customer service: 1800-071-440
MOH Registration Certificate Number: 26520042

Savvychedis'

JomalHMn TeCT Ha Hanu4umne cKkpbITon KpoBu B Karne (FOB)

BbiCcTpbIN TeCT ANA Ka4eCTBEHHOro OOHapYyXXeHUsA CKPbITOW KPOBU B Kane

AHanus kana Ha CKPbITYHO KPOBb AIBNAeTCA CKOPUHUHIOBbLIM ° PeayanaT TeCTa yKa3blBaeT Ha Hanu4ne CKprTOVI KpOBU B
TeCTOM, TO eCTb TECTOM, NPOBOANUMbIM Ha BCEM 3[10POBOM cTyne. Hannune KpOBU B CTyJi€ HE 0b6s13aTenbLHO yKa3blBaeT
HaceneHnn ona BbiABNIEHNA PaHHUX NPU3HAKOB paka TONCTON Ha KpoBOTe4YeHne B TOSICTOW KULLKE.

KILUKX. DTOT TECT HE 3aBMCHT OT AMETbI NALMEHTOB. * Kak 1 B cryyae O BCEMW ANarHOCTUHECKMMI TeCTaMU,
pesynbTaThl CriesyeT paccMaTpuBaTh B COMETaHUM ¢ Apyroi
KIMHUYECKOW MHGOpMaLmen, AOCTYNHON BpaYy.

e TecT pa60TaeT TOJIbKO B TOM Chny4ae, ecnmn OH 6bIn caenaH
TOYHO B COOTBETCTBUU C MHCTPYKLUMNAMMU.

e OGpasubl He criedyeT 6paTb BO BpeMs MeHCTpyaLum unm B
TeyeHue Tpex OHEN Nnocne OKOHYaHUs MEHCTpyaLm, a Takke
€CIu Yy NaumeHTa/kn reMopponaasibHble KpOBOTEHEHNS 1NN
KpOBb B MOUeE.

e Ankoronb, acnvpvH 1 Apyrue nekapctea B Ype3MepHO
BbICOKMX [03aX MOryT Bbl3BaTb pasgpaxeHue
NULLEBaPUTENBHOWN CUCTEMBI, YTO NMPUBEAET K CKPbITOMY
KpOBOTEYEHMI0. Vicnonb3oBaHWe Taknx npenapaToB OOMMKHO
ObITb MPeKpaLLeHo He MeHee YeM 3a 48 4acoB [0 NPOBEPKY.

OrPAHUYEHUA ¢ HeT He0bXx0AMMOCTU B AMETUHECKUX OrpaHNYeHnsIX nepes,
UCMONb30BaHNEM KacCeTbl A IKCMPECC-TecTa Ha CKPbITYHO
KPOBb B CTyre.

MEPbI NPEOOCTOPOXXHOCTH

° MHCprKLI,VIVI Nno NPUMEHEHUIO OO0JTKHbI ObITb MOSTHOCTbLHO
npo4ynTaHbl U TOYHO cobntofeHbl.

YnakoBka repMeTUYHa 3aneyartaHa, 1 ee cnenyert OTKpbITb
HenocpeacTBeHHO nepeq nposedgeHNeM Tecta.

* He crnegyet ncnonb3oBaTb TECT, €CIIM yNakoBKa noBpexaeHa.

¢ He cnepnyeT vcrnonb3oBaTth TECT NOCHE NCTEYEHMUS cpoka
roAHOCTM.

e Habop MOXHO XpaHUTb NPV KOMHATHOW TemnepaType unu B
xonoaunesHuke (2-30°C), He 3aMopaxunBaThb.

e Tect npegHasHa4vyeH ana ogHopa3oBOro UCnosib30BaHUA.
e TecT npegHasHavYeH TonbkKo And BHeLWHero ncnosfib3aoBaHnA.

MHCTPYKUMA NO NPUMEHEHUIO

3 BbinonHeHue TecTa:

e OGpaseL kana gomkeH 6blTb cobpaH Ha Gymary, ¢ I3BnekunTe TecT-kacceTy U3 arnoMUHIEBOrO NakeTa
npunaraemyto K HaGopy. HEMnoCcpeACTBEHHO Nepea UCMosb30BaHNEM.

¢ He cobupaiite kan HanpsMyto 13 yHUTasa. e OTKkpomnTe Genbivi Konnayek Ha BTOPOM KOHLIE MPOBUPKN.
¢ [lepenomuTe KOHYMK BOMbLUMM NanbUeM.

e KanHuTte 2 nonHele kannv obpasua, CMeLLaHHoro ¢
OydbepHon xmakocTbio (okono 80 MKn), B MYHKY Ansi
obpasua (S) TecT-kacceThbl.

1 Coop kana:

2 O6paboTka thekanbHbIX 00pa3LoB:
e OTkponTe Npobupky Ans cobopa obpasua (CuHuUiA )
Kornadek), MOKPYTUB KONMa4okK NPOTUB YACOBOW CTPENKW. * 3anyctute TanMep Ha 5 MUHYT.

BHyTpeHHsAs cTOpoHa konnayka CoefiMHeHa C MnacTUKoBbIM e [poyTuTe pesynsratbl Yepe3 5 MUHYT. He untante
annnuMkaTopoM, npegHasHadYeHHbIM Ans 3abopa npob kana. pesynbraThl nocne 10 MUHYT.

° I'Ipomaaoano BOTKHUTE anniinkatop Kak MUIHUMYM B 3
Pa3HbIX TOYKaX Kana. He saqepnblsaVlTe 06paseu, cTyna.

e BBepHuTE KonMayvok ¢ obpasuom obpaTtHo B NpobupkKy ¢
Oydepom. Ybeautech, 4TO NpobuMpka repMeTUYHO 3aKpbiTa.

¢ XOpOLLO BCTPSIXHUTE NPOBUPKY C 06pasLoMm.

e OcTtaBbTe Npobupky ¢ 06pasLoM B BEPTUKaNbHOM
MOMOXEHUM Ha 2 MUHYTHI.

MHTEPMNPETALNUA PE3YJIbTATOB
(Moxanyiicta, 06paTUTECH K MRKCTpaLmUm cripasa)

I I
NONOXWUTENbHbIN PE3YNbLTAT: *
MNosiBnstoTca aBe UBeTHbIe NMHUKU. OfHa
LiBETHAs NNHUS JOMKHA HAaXOOUTbCS B
obnactu koHTponbHon nuHum (C), a gpyras
APKO BbIpaXXeHHas LBeTHas NUHKS ,qon»(Ha
HaxoamTbcs B 061acTu TECTOBOW NHWA ( !
* IPUMEYAHMUE: VlHTeHCHBHOCTb LiBeTa \\f
B obnacTtu TectoBoi nuHum (T) Byaet

BapbUpPOBATLCH B 3aBUCUMOCTY OT KOHLEHTpaLMn

(hekarbHOIN CKPbLITON KPOBW, MPUCYTCTBYIOLLEN B
obpasue. CnenoBatenbHo, N0GON OTTEHOK LiBETA

B obnactu TectoBow nuHuK (T) cnegyeT cumtaTtb

© ® ®

NONOXUTENbHbIM.
-Q ’ -C -C -C |—|-C
OTPULATENbHbIN PE3YJILTAT: OaHa 7T -7 B I s

LBeTHas NMMHUA NosiBnseTcs B obnacTtu
KOHTponbHoM nuHum (C). B obnactu TectoBon
nmHum (T) NMHUS HE NOSIBNSIETCS.

Negative Positive <

HEBEPHbIW PE3YNBTAT: KoHTponbHas
JINHUSA He NosiBUNachb.

COOEPXXWMOE HABOPA
e TecT-KacceTa e NHCTpyKUumA

e [Npobupka onsa cbopa
obpasua ¢ bydepom

e Bymara ans cbopa kana

BOMPOCHI X OTBETbI

1. KakoBo 3HauyeHue pesynbraTa Tecta?

OKcnpecc-aHanus3 Ha Hanm4une CKpbITON KPOBU B Kane
0bOHapyX1BaeT YenoBeyeckyto KpoBb B kane. TecT He
yKa3blBaET Ha CTaZuI0 NMPOrpeccMpoBaHisl 3abonesaHus.

2. Hackonbko 4yBCTBUTENEH TeCT?

OKcnpecc-aHanus3 Ha Hanmune CKpbITON KPOBU B Kane
No3BOMNSET 0OHAPYXUTH CKPLITYHO KPOBb B Kane Ha ypoBHe
50 Hr/mn unn 6 MKr/r coekanuii.

3. Hackonbko To4eH TecT?

KnuHnyeckoe nccnepoBarue Ha 464 obpasuax cryna
nokasano ypoBeHb TO4HOCTM 99,1%.

4. Kak cnegyet xpaHuTb obpa3sel kana?

Caexuin obpasel, CrieqyeT XpaHUTb NPU KOMHATHOM
TemMnepaType 1 Ucnonb3oBaTh B TEYEHUN 1 OHS.

5. Yto menatb Npu Nony4eHUM NONOXUTENbHOIO
pe3ynksrara?

Bam cnenyetr O6paTI/ITbC$| K Bpayy 3a KOHCyJ'IbTaLI,MeVI.

[Mpon3BoauTCAa M pacnpocTpaHAeTcs KoMnaHuemn

Savyon Diagnostics Ltd.,

3 Habosem Street, Awpgog 7761003 N3pawnb
Baw cobcTBeHHbIN pasroeop: 1800-071-440
Howmep cepTtudumkarta peructpauum B
MWHVCTEPCTBE 3ApaBooXpaHeHns: 26520042




