3apaB ctomax? TecTBainTe ce BKbLM cera!
Bbp3 TeCT 3a OTKprBaHe Ha aHTWTeNa Cpelly 6akTepursaTa XeIMKobaKTep Nunopu

NHCTPYKUWW 3A YIOTPEBA

Hai-uectata npuymHa 3a 6onesHeHo
Bb3rajeHne Ha CTOMalHaTta o6BMBKa C
rafieHe 1 KopemeH anckomeopT e bakTepumaTa,
HapeueHa xenvkobaktep Nunopu. XpOHNYHOTO
Bb3naneHne B cTomaxa (racTput) unu A3gaTa
MoraT Aa VMaT [JOMbIHUTENHU MNOCNefCTBUSA.
OcBeH TOBa XxenukobakTep nunopu Moxe Aa
[onprHece 3a pa3BUTMETO Ha 3abonaBaHuA
KaTo A3BM Ha CTOMaxa 1 nporpecua Ha numoom
(BMA pak).

Heli-C-CHECK® e 6bp3 TecT 3a ynoTpeba B
[IOMALUHW YCNOBUA 3a OTKPYIBaHE Ha HAaIMUMETO
Ha aHTWTena cpeuly XenvkobakTep nunopwu
B KkpbBTa. Heli-C-CHECK® e npepHa3HaueH
3a ynoTpeba KaTto MOMOLIHO CPeAcTBO Npu
OTKPVIBaHeTO Ha WHdeKuma c Xennkobaktep
nunopw.

Heli-C-CHECK® kaTo umyHOXpomaTorpadcku
6bpP3 TECT OTKPUBA HANMYMETO Ha CNeLnPrUHU
aHTU-IgG  aHTWTena cpelly XxenukobGakTtep
nunopy B KpbBHa Npoba, KOMTO ce CBbp3BaT
C MapKMpaHnW C KONIOMAHO 311aTo aHTUreHWU.
To3n KoMnneKc ce CBbP3Ba € TecToBaTa INMHNA
(T) n cb3naBa BMAVMMA YepBeHa NMHUA. TeCcTbT
BKJIIOYBA CbLUO M KOHTPOJIHA CMCTEMA, KOATO
ce cbcToM OT KoHTponHata nuuua (C). Ta
NoTBbPXKAaBa AOCTaTbYHKA 06eM Ha npobaTa u
npasunHaTta npoeaypa Ha Tecta.

B O6polwypata C WHCTPYKUMM e [afeHo
obACHeHVe Kak fa ce y4eTaT U TbAKyBaT
pe3syntatute oT Tecta. ETo 3awo e BaxHO Aa
npoyeteTe uAnata 6pollypa C WHCTPYKLMUW,
npeau Aa nsBbpLUUTe TecTa.

e 1 TecToBa Kaceta (X. Munopw) B MNABTHO
3aTBOPEH MUK

* 1nuneta

e 1 CTbKNeHa KanunapHa TpbonuKa B 3almTeH
KOHTElHep

* 1 6yTunka c bypepeH pasrsop 3a
paspexpaaHe Ha npobaTa

© 1 aBTOMaTWUYEH CTEPWUNEH NaHLET 3a yA0OHO
B3eMaHe Ha KPbBHU Npobu

,Oyex Mbmdopa” OOf Bpyyk

e Snno € €450
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® 1 CnUpTEeH TaMnoH

* 1 nnactmp
ad e CE

* 1 6poii,HcTpyKumm 3a ynotpeba”

JonbnHuTenHo Heo6xoaMMN:

* 1 Talimep

OctaBeTe TecToBaTa KaceTa W OyTunkata C
pa3tBOp Ha cTaiiHa Temnepatypa (15°C po
27°C), npean fa m3sbplunTe Tecta. OTBOpETe
byTunkata ¢ bypepeH pasTBoOp 3a paspexmaHe
Ha npo6aTa, KaTo OTBMETe KanaukaTa, clef] KOeTo
ocTaBeTe byTUKaTa M3MnpaBeHa BbpXy Maca.

MpoueTeTe MHCTPYKLUMKTE 3a ynoTpe6a AOKpail,
npean fa usBbpwnTe Tecta. UHCTpyKuumn
CTbMKa Mo CTbMKa Ca JafieHN Ha cnepBalyaTa
CTpaHuLa 1 ONKCBAT NpoLeaypaTa Ha TecTa.

3a pa oTueTeTe pesynTaTuTe OT TeCTa, NPOCTO
npoBepeTe fanu Ha KoHTponHaTta (C) no3uuus
MMa WM HAMA JNMHKA. HAma  3HaueHwue
KONIKO ICHO M3paseHa unu TPyAHO BUAMMA €
KoHTposnHata nnHus (C).

AKo B mpo3opeua 3a pesyntaT ce BWKAA
egHa 6nepfouepBeHa A0 TbMHOYepBeHa
KOHTponHa nuHua (C) 3aepHO ¢ epHa
6nepouep AO TbMHOYEpBEHa TecToBa
nuHmA (T), pe3ynTaTbT OT TeCTa e NosIoXKUTENEH.

Pe3yntaTbT OT TecTa 03HauaBa, Yye BbB Bawata
KpbBHa npoba ca OTKPUTWU aHTUTena cpeuly
xenvmkob6aktep nunopu. OTKpMBaHETO Ha
Te3n aHTWTeNa MnokasBa C BMCOKA BEPOATHOCT
HacToAlla WM HeoTAaBHAWHA WHbeKuma ¢
xenvkobakTep nunopw. 3a ga Bu ce noctasu

OKOHuaTenHaTa AuarHosa, e Heobxoguma
KOHCynTauums  nekap.
© (s)

Ako B nposopela 3a pesyntaT ce BuKAa
camo 6GnepovepBeHa A0 TbMHOuYepBeHa
KOHTponHa nuumua (C), HO He m TecToBa
nuHuA (T), pe3ynTaTbT OT TeCTa e oTpULiaTeneH.
Pe3ynTaTbT OT TecTa o3HauaBa, Ye BbB Bawara
KpbBHa Mpoba nuMnceaT aHTMTena cpelly
xenukobaktep nwunopu. Mo npeasapuTenHa
oueHKa, HAMa HactoAwa uHdeKuna ¢
XennKkobakTep nuaopu. AKO MMaTe CTOMaLUHO-
YpeBHM cMMNTOMY, noceTeTe Bawma nekap 3a
NOMbHUTENHO MEAVLIHCKO 13CeABaHe.

© @ (s)

Ako B npo3opeua 3a pesyntaT HAMa
KOHTponHa nuHua (C) unn nma camo TectoBa
nuHuA (T), TeCTHT He e N3BbPLIEH NPaBUITHO 1
pesynTaTtiTe He ca BannaHW.

BaXHO € BHUMaTeNHO fa U3NbiHABaTe
VIHCTPYKLMUTE 3a TecTa. TpsbBa Aa n3sbpLunte
TecTa OTHOBO C HOBa KpbBHa Npo6a 1 HOB TeCT.
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PedepenTeH Tect
Tonoxutenen | OTpuuatenen | O6uo

Heli-C-
CHECK Monoxuener | 63 2 65

Otpuuarenen |4 86 920

O6uwo 67 88 155

YyscteutenHoct: 94.03% CneumnduuHocT: 97.73%

MpeumsHocT: 96.92%

® TecTbT € npeAHasHayeH 3a ynotpeba camo
V3BbH TANOTO.

e la He ce npvema BbTpewHo. W3bareaite

KOHTaKT Ha KoXaTa M ouute C bydepHus

pa3TBOp 3a pa3pexjaHe Ha npobata.

[la ce cbxpaHABa Ha MACTO, HEAOCTBIHO 3a

feua.

[la ce cbxpaHABa Ha MACTO, 3alUTEHO OT

CTbHYEBa CBET/IMHA, AA He Ce 3ampassBa.

[a ce cCbxpaHsfiBa Ha CyxOo MACTO npu

Temnepatypa ot 10°C go 27°C.

[a He ce wu3non3ea cnep patata  Ha

M3TUYAHETO Ha CPOKa Ha roHOCT, OTNeYyaTaHa

Ha onakoBkKara.

Hen3anbnHeHNETO Ha TOUHUTE MHCTPYKLMU

MO>Xe fla 3acerHe HebnaronpuATHO pe3ynTaTa

ot Tecta. OKOHuaTenHaTta gnarHosa Tpa6ea ga

6bae NOTBbPAEHa OT NeKap.

* He u3non3BaiiTe TecTa, ako LENOCTTa Ha

OonakoBKaTa e HapyweHa. He u3snonseaite

CyYyneHy KOMMOHEHTYU Ha TecTa.

BcMukm  KOMNOHEHTM  Ha  TecTa  ca

npefHasHaueHn camo 3a ynotpe6a

TO3n TecT. He wu3nonsgaiite Tecta wnu

KOMMOHEHTWTE Ha TeCTa NOBTOPHO.

OBACHEHWE HA CUMBOJIUTE:

PaHHOTO OTKpyBaHe MOXe ga Cracu. ..

3a CaMOCTOATENHO TeCTBAHE

e TecTbT TpsAGBa Aa Ce M3BbPLWIM BegHAra umm
B PaMKUTE Ha efjVH 4Yac cfief] OTBAPSAHETO Ha
XEPMETU3NPAHNSA MUK,

e HapyweHoTo 3peHue, uBeTHaTa cnenota
nnn cnaboTo OCBETIeHME MOraT Aa 3acerHar
HebnaronpuaTHo Bawarta cnoco6HocT pa
TBJIKyBaTe TecTa NPaBusiHo.

® BCMUKM KOMMOHEHTM Ha Tecta morat fa ce
M3XBBPIIAT B KOHTEMHEP 3a GUTOBY OTNagbL.

e Cnef ycnewHo fieyeHne Ha Xenmkobaktep
NMAOpY, aHTUTeNaTa B KPbBTa BCE OLe MOXKe
na Obfat OTKpMBaHW npe3 cnefsawute
Meceuu, noHsKora u roguHu. Eto 3awo
Heli-C-CHECK® He Tpsa6Ba Aa ce 13non3ga 3a
MOBTOPHO TECTBaHE C/ef YCMELHO fleueHme.

e TeCTbT MOXe fa Ce M3BbplBa CamMo OT
Bb3PacTHY NOTPebuTenu, C N3KNIYeHne Ha
BpEMEHHN XKEHW.

TectobT Heli-C-CHECK oTkpuvBa HvBa Ha IgG
aHTUTena cpeLly xenvkobakrep nunopw Hag 20
IU/mL c nonoxuteneH pesyntat oT TecT.

1. Marshall, B.J. and Warren, J.R. Lancet. 1984
Jun 16;1(8390):1311-5. 2. Fischbach Wolfgang
et al. S2k-Guideline Helicobacter pylori... Z
Gastroenterol 2017; 54: 167 -206

3a ponbaHuUTeNHa MHGOPMALMA OTHOCHO
6rionornyHuTe pedepeHTHY CTONHOCTH
VN NATEPaTypa, MONA, CBbPXKeTe ce C
npousBoanTens.
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CnepBaiiTe UHCTPYKUMUTE

WH BUTPO ANMarHocTnyHoO
MefVLIMHCKO 13fenve
(3a BbHLUHA ynoTpe6a)

=

CpoK Ha rogHocT:
(BuxTe oTnevaTaHWTe AaHHN
BbPXY OrakoBKara)

[a ce cbxpaHasa npu 10°C-27°C
[la He ce 3ampa3nBa.

27°C W
10°C 1

CbabpKaHNETO e AOCTaTbYHO
3a1Tect

[la He ce n3non3ea NOBTOPHO
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3ppaB ctomax? TecTBanTe ce BKbLuym cera!
Bbp3 TecT 3a OTKpMBaHe Ha aHTUTena cpelly 6akTepuaTa xenukobakTep nunopu

NHCTPYKLUNW CTBIMKA MO CTBINKA

O6bpHeTe BHMMaHMe: JIaHLeTHT MoXe fia ce
aKTUBMPA CamMo BEAHDbXK.

3aBbpTeTe CMBaTa Karnayka BbpXy aBTOMaTVYHIA
NaHLIET, JOKATO TA He Ce OTAENM JIECHO OT TANOTO
Ha naHueta. Ciep ToBa 3aBbpTeTe Kanavkara
Haii-manko ouwle ABa NMbTW, npeay fJa A
OTCTPaHWTe, B MPOTVBEH Clyyall He MOXe fia ce
rapaHTVipa NpaBUIHOTO GYHKLMOHMPaHE.

BaBHO MacaupaiiTe Bbpxa Ha MpbCTa CU 1 ro
rouncTeTe CbC CMUPTHKA TaMMoH. Vi3vyakaiite
Bbpxa Ha MpbCTa [a W3CbxHe, Tbil KaTo
OCTaTbYHUAT CMMPT MOXe [ja Bb3NpenATcTsa
pesynTata OT TecTa.

MpuTrCHETe KPBIUA OTBOP Ha aBTOMATUYHUA
NaHUeT MABTHO KbM MOYUCTEHUA BPbX Ha
npbcta @ 1 ro akTMBMpaiTe Ypes HaTUCKaHe
Ha 6yToHa (2]

OTBOpeTe  MnacTMacoBMA  KOHTENHep 1
BHMMAaTe/HO M3BajeTe CTbK/eHaTa KanuaapHa
TpbbuuKa. V3Bneuete Kamnka KpbB OT Bbpxa
Ha npbcTa. 3afpbXKTe CTbKeHaTa KanuaapHa
TPpbOMUKA XOPM3OHTANIHO Ha KarnkaTa KpbB
BbPXY NPbCTa JOKATO HE Ce HaMbJIHM U3LANO.

©@ m (s)

OTBOpeTe XepMeTV3NpaHns MUK 1 n3sageTe
TecToBata Kaceta. OctaBeTe st 0OGbpHaTa Harope
BbPXY YNCTa, CyXa 1 paBHa NOBbPXHOCT.
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Bkapaiite MmbiHaTa CTbK/eHa KanuisapHa Tpbbryka
B OyTnkaTa C pa3TBopa M 3aBuiiTe 06paTHO
Kanaukata. CMeceTe CbAbpXKaHUETO Ha ByTunKata
C pa3TBOpa, KaTto BHMMATESIHO A MpeobbpHeTe
HAKONIKO MbT [OKAaTO KpbBTa OT CTbKieHata
KanunApHa TPbOUUKa He ce CMecu C pasTeopa.

I'Ipe;:u/l [la OTBMETe KanaukaTa, 134aKkalte cmecta
Ha npo6aTa [Aa ce yTam Ha AbHOTO Ha 6yTI/IJ1KaTa C
pa3TBopa. EnBa ToraBa oTBUIITE Kanaykarta.

|
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M3nonsgante nwunetata, 3a Aa oTAenute
HSKOJIKO KarKu OT paspedeHara npoba.

3appbKTe MMneTaTa CbC CMeCTa Ha npobarta npaso
Hafony Haj TecToBaTa KaceTa 1 A CTUCHETe NeKo, 3a
[a fobaByiTe TOYHO 3 Karky B AMKara 3a npobara (S).
O6bpHeTe BHUMaHVe, Ye He TpsAbBa Aa npwvnarate
HMKaKBa TEYHOCT B Mpo3opuuTe 3a pesynTaTa,
mapkupaHu ¢ 6yksute (T) n (C). He pokocsaiite
1 He npemecTBaiiTe TecToBaTa KaceTa, Cefj Kato
[no6aBuTe KarkuTe B AMKaTa 3a npobara (S).

Otyetere pesyntara 10-15 mMuHyTH, cnep Kato
cre po6aBuwim npo6arta. Huckute cromHocTn
MoXe fja 6bAAT NponycHaT ako He ca USMUHanmn
10 MnHyTH, a cnep noBeye oT 15 MUHYTN MOXKe fa

ce nony4ar danwmBy nonoxurenHn pesynrtatu.

PaHHoTO OTKpViIBaHe MOXKe fga cracu. ...

3a caMoCTOATeNNHO TecTBaHe

MOJIOMUTENEH PE3YJITAT OT
TECTA
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OTPULATENIEH PE3YNTAT OT
TECTA

@ @ (S)

HEBAJIUAEH
TECTA

PE3YNITAT OT
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INSTRUCTIONS FOR USE

INTRODUCTION

The most common cause of painful inflamma-
tion of the stomach lining with nausea and
abdominal discomfort is a bacterium called

Helicobacter pylori. Chronic inflammation
in the stomach (gastritis) or ulcer may have
further consequences. Moreover, Helicobacter
pylori can contribute to the development of
diseases, such as ulcers in the stomach and
lymphoma progress (a type of cancer).

Heli-C-CHECK® is a rapid test for use at home
to detect the presence of Helicobacter pylori
antibodies in whole blood. Heli-C-CHECK® is
intended as an aid in the detection of Helico-
bacter pylori infection.

Heli-C-CHECK® as an immunochromatogra-
phic rapid test detects the presence of Heli-
cobacter pylori specific anti-IgG antibodies in
a whole blood sample which bind to colloidal
gold-labeled antigens. This complex binds to
the test line (T) and produces a visible red line.
The test also includes a control system consis-
ting of a control line (C). It confirms sufficient
sample volume and a correct test procedure.

An explanation of how to read and inter-
pret the test result is given in the instruction
pamphlet. Therefore, it is important to fully
understand the entire instruction pamphlet
before performing the test.

TEST CONTENTS

e 1 test cassette (H.pylori) in a sealed pouch

e 1 pipette

e 1 glass capillary tube in a protective contai-
ner

o 1 solution bottle with sample dilution buffer

e 1 automatic sterile lancet for comfortable
blood sampling

‘Owen Mumford Ltd.

ul S vonuue - C€1639

Owen Mumford GmbH, Alte Hage 1, 63762 GroBostheim
¢ 1 alcohol pad
o 1 plaster

Paul Hartmann AG
d 89522 Heidenheim, Germany

e 1 instructions for use

q3

Additionally required:

e 1 timer

TEST PREPARATION

Let test cassette and solution bottle stand at a
room temperature (15°C to 27°C) before per-
forming the test. Open the solution bottle with
the sample dilution buffer by screwing the cap
and let it stand upright on a table.

Heli-C-CHECK

Healthy stomach? Test yourself at home now!
Rapid test for the detection of antibodies against the bacterium Helicobacter pylori

TEST PERFORMANCE

Read the instructions for use completely befo-
re performing the test.

A step-by-step instruction is given on the
next page and describes the test procedure.

EVALUATION OF TEST RESULTS

To read the test results simply determine
whether a line is present or absent at the cont-
rol (C) position. It does not matter how strong
or weak a Control line (C) is.

POSITIVE TEST RESULT

If a faint red to dark red Control line (C) is
visible in the result window along with a faint
red to dark red Test line (T), the test result is
positive.

The test result means that Helicobacter py-
lori antibodies are detectable in your blood
sample. The detection of these antibodies in-
dicates with a high probability an existing or
recent infection with Helicobacter pylori. To
receive

a final diagnosis, please consult a physician.
g
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NEGATIVE TEST RESULT

If only a faint red to dark red Control line (C)
is visible in the result window with no Test line
(T), the test result is negative.

The test result indicates that Helicobacter py-
lori antibodies are not present in the blood
sample. Preliminary, there is no existing infec-
tion with Helicobacter pylori. If there are any
gastrointestinal symptoms, please visit a phy-
sician for further medical investigation.
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INVALID TEST RESULT

If there is no Control line (C) or only a Test
line (T) in the result window, the test did not
run correctly and the results are not valid.

It is important that you carefully followed the
instructions for the test. You should test again
with a new blood sample and a new test.

e
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PERFORMANCE EVALUATION

Reference Test
Positive Negative | Total
Heli-C- -
CHECK Positive 63 2 65
Negative | 4 86 90
Total 67 88 155

Sensitivity: 94.03%
Accuracy: 96.92%

WARNINGS AND IMPORTANT
INFORMATION

e The test is intended for use outside the body
only.

* Not to be taken internally. Avoid sample
buffer contact with skin and eyes.

e Keep out of the reach of children.

e Protect from sunlight, do not freeze. Store in
a dry place between 10°C und 27°C.

¢ Do not use after the expiration date printed
on the package.

¢ Not following the exact instructions can af-
fect the outcome of the test. The final dia-
gnosis must be confirmed by a physician.

¢ Do not use the test if the packaging is da-
maged. Do not use broken test components.

¢ All test components are only intended to be
used for this test. Do not reuse the test or
test components.

* The test should be carried out immediate-
ly or within one hour after opening the foil
pouch.

e Poor vision, color blindness or poor lighting
may affect your ability to interpret the test
correctly.

e All test components can be disposed in hou-
sehold waste.

e After successful Helicobacter pylori treat-
ment, antibodies in the blood can remain
detectable for months, sometimes years.
Heli-C-CHECK® should therefore not be
used for re-testing after a successful treat-
ment.

e The test may only be performed by non-
pregnant adult users.

Explanation of symbols:

Specificity: 97.73%

A
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For self-testing

BIOLOGICAL REFERENCE RANGE
AND LITERATURE

The test Heli-C-CHECK detects Helicobacter
pylori-IgG-antibody levels above 20 IU/mL
with a positive test result.

1. Marshall, B.J. and Warren, J.R. Lancet.
1984 Jun 16;1(8390):1311-5.

2. Fischbach Wolfgang et al. S2k-Guideline
Helicobacter pylori... Z Gastroenterol 2017;
54: 167-206

For further information regarding the bio-
logical reference range or literature, please
contact the manufacturer.
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Heli-C-CHECK

Healthy stomach? Test yourself at home now!
Rapid test for the detection of antibodies against the bacterium Helicobacter pylori

STEP-BY-STEP INSTRUCTION

STEP 1

STEP 2

Please note: The lancing device can only be
triggered once.

Twist the grey cap on the automatic lancet
until cap separates easily from lancet body.
Then twist it at least two more times before
removing the cap, otherwise the proper func-
tion can not be ensured.

STEP 4

Open the plastic container and carefully re-
move the glass capillary tube. Press a drop
of blood out of the fingertip. Hold the glass
capillary tube horizontally against the blood
drop on the finger until it has completely filled.

STEP 7

©_ m (s)

= ©

Open the sealed pouch and remove the test
cassette. Lay it face up on a clean, dry and
flat surface.

Slowly massage your fingertip and clean it using
the alcohol pad. Wait until the fingertip is dry, as
residual alcohol can interfere with the test result.

Press the automatic lancing device with the
round opening firmly against the clean finger-
tip @ and activate it by pushing the button @

STEP 6

Insert the filled glass capillary into the solution
bottle and screw the cap back on. Mix the con-
tent of the solution bottle by turning it gently
upside down several times until the blood from
the glass capillary tube is mixed with the solution.

STEP 8

Before twisting off the cap, let the sample
mixture settle back to the bottom of the solu-
tion bottle. Only then twist off the cap.

STEP 9
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Use the pipette to remove a few drops of the
diluted sample.

Hold the pipette with the sample mixture
straight over the test cassette and squeeze
gently to add exactly 3 drops to the sample well
(S). Please note that there should be no liquid
applied to the result windows marked with the
letters (T) and (C). Do not touch or move the
test cassette after adding the drops to the sam-
ple well (S).

Read the result 10-15 minutes after adding the
sample. Low values may be missed before the
10 minutes have elapsed, and false positive
results may occur after more than 15 minutes.
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For self-testing

POSITIVE TEST RESULT
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NEGATIVE TEST RESULT
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