VagiQUICK

TecT 3a BarMHanHu rooMuKmn
“..3apas3Ham”

NHCTPYKLIWN 3A YTIOTPEBA

BbBEJAEHUE

VagiQUICK® e kayecTBeH 6bp3 AMAarHOCTUYEH
TeCT 3a CaMOCTOATENIHO TeCTBaHE 3a OTKPMBaHe
Ha aHTUIeHW Ha AaHg1Ja BbBB BarvHamHn
CeKpeTu, MPobu OT KOMTO ce B3eMaT C TaMMOoH.
KoMnnekTsT e npefjHa3HaueH 3a ynotpe6a ot
KEeHW, CTpaAaLLM OT BarMHaHN CUMMTOMM KaTo:
© OcTbp Cbpbex;

 BarmHanHo TeueHue, 601€3HEHOCT, Apa3HeHe;
© O6pUB Ha BHHLUHWTE YCTHU Ha BNaranmweTo;
o NapeHe B reHUTaNNUTE, KOETO € Bb3MOXHO fla

Ce yBenmMyaBa no Bpeme Ha yprHupaHe.

TecTbT ce OCHOBaBa Ha MMyHOXpoMaTorpagckara
TexHonoruA. Mpob6aTta oT TamnoHa ce pob6asa
Ha rnoasnoxkara 3a mpobara upe3 Kamauykara,
KOATO € HambiHeHa C bydepeH pa3TBop 3a
paspexpaaHe.

Otram npo6ata murpvpa B MOANOXKKaTa C
peareHT,  OCBOGOXAABaMKU  aHTM-KaHAWAA
aHTWTeNa, KOHIOTMPaHY KbM OLIBETEHN B CUHBO
natekcoBM  vactuun.  HoBoobpasyBaHWAT
KOHIOTMPaH KOMMIEKC KaHAWAa —aHTUreH—
aHTUTANIO Ce MPUABMKBA MO-HATaTbK Mo
HUTpOLienyno3HaTa mMem6paHHa neHTa.
O6pasyBaHMAT  Kommnnekc 6vBa  ynoBeH
BbpXy MoaAbpalwara membpaHa —upes
UMOBMIN3MPaHUTE  aHTW-KaHAUAA aHTWTena,
Cb3/AaBANKM CUTHANHA JIMHNA.

AKo B po6ata oT TaMnoHa UMa KaHAuAa, Torasa
we vma 6ronorvyHa peakuma 1 pesynTaTsT
we 6bae nonoxwuteneH. lle ce nosBu cuHA
NVHWA B y4yacTbKa Ha TectoBaTta NmHua (T)
BbpXy MembpaHaTa. TeCTbT BK/IOYBA BrpajeHa
KOHTPOJIHa CMCTEMA, KOATO Ce peani3npa ypes
KoHTponHata nuHuA (C). KoHTponHata nuHuaA
NOTBbPXAaBa MPaBWIHOTO M3BbpPLIBaHE Ha
TecTa.

3a fa onpeaenuTte W TbiKyBaTe pesynTatute
npaBunHO, TpAGBa BHUMATENHO Aa npoueteTe
VHCTpyKuuuTe. Tpabsa fa npoueTeTe uAnata
MHbopMaLWA, Npean Aa N3BbPLINTE TecTa.

CbAbPXXAHUE HA TECTA

e 1 TecToBa KaceTa (TeCcT 3a BarvHanHa
KaHAWAa) B NIBTHO 3aTBOPEH MK
e 1 CTepuneH TamnoH
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[onbnHnTenHo Heo6xoaUMM:
o 1 Tanmvep

anyMnUHUEBO NOKpuUTHe

XepMeTu3npaHa
Kanauka C TeYHoCT

ByTbOHaTVHA

KOHTPOJIHO none

BATbOHATVHA
T =Tecrosa
C = KOHTpO/Ha

noAroToBKA 3A TECTA

OcTaBeTe TecToBaTa KaceTta
Temnepatypa (15°C po 27°C),
M3BBPLLUNTE TeCTa.

M3BbPLUBAHE HA TECTA

He oTBapsAiTe TO31 TECTOBU KOMMAEKT Npeau
fla “MaTe TOTOBHOCT 3a HerosaTa ynoTpeba.
He wu3nonssaite TecTa, ako LeNocTTa Ha
nAvKa e HapyleHa. OcurypeTe HanvuneTo Ha
YacoBHMK. Ocurypete umcTa MOBBPXHOCT 3a
M3BBPLUBAHETO Ha TecTa, M3MuiATe pbleTe cu!
TecTbT MOXe [la ce N3BbPLUBA MO BCAKO Bpeme
Ha peHs.

Ha

6.

M3Bagete v3genveto OT XepMeTnsupaHus
MIMK 1 1o rnocTaBeTe BbpXy MaOCKa
XOPW30HTasHa NOBbPXHOCT.

OpbxTe v3genueTo cTabunHo C
efHaTa pbKa. BHumatenHo otcTpaHete
anyMUHVEBOTO MOKPUTME Ha BUONeToBaTa

Kanayka C gpyrata pbka. Baxwuo!
Buonerosata Kanayka cbabpKa
TEYHOCT.

M3BapjieTe TaMnoHa OT OnakoBKaTa.
Bkapaiite TamnoHa Ha eguH UWH4Y (2
cm) BbB BfarajvleTo U ro 3aBbpTeTe
B npoab/keHne Ha 20 ceKyHAw.
M3pbpnaiiTe TaMnoHa BHUMaTeNHo!
3aBbpTeTe  TamnoHa B TEYHOCTTa,
rnoctaBeHa BbB BMONeTOBaTa Kamnauka, B
npoab/HKeHNe Ha 20 ceKyHAN.

TamnoH

WN3pbpnaite TamnoHa BHUMaTeNHO,
KaTo  CbLIEBPEMEHHO [0 MPUTHCKaTe
KbM BbTpelHaTa CTeHa Ha BKONeTOBaTa
Kanauka. UsxBbpnere TamnoHa.

[JpbKTe uw3fenveto CrabunHo C  efHata
pbka. 3aBbpTeTe BMONeTOBaTa Kanauka
0o6paTHO Ha YacOBHMKOBaTa CTpeNnka,
AoKarto He cnipe (b), cnep KoeTo A 3aBbpTeTe
obpaTHO [0 HauyanHata Touka (a).

MoBTOpeTe cTbnka 7 owe ABa nbtn. B
OKOHUYaTeNHOTO MOoJIoXKeHue xnebosete
Ha BuoneToBaTa Kanauka u Ha 6anarta
ocHoBa TpA6Ba fa ca nogpaBHeHn (b).
OtyereTe pesyntatute cnep 10
MuUHYTU. EfHa cuHA nvHnA Tpabea pa ce
nosABM Ha KOHTponHata Mapkuposka (C).
AKO pe3ynTaTbT € MONOXUTeNeH, eAHa
[OMbIHUTENHA CUHA NIMHWA TpAGBa Aa ce
nosBM Ha TecToBaTa Mapkuposka (T). B
cnyyal Ha oTpuuaTeNieH UNN HeAceH
pesynTat oTyeTeTe OTHOBO cCnej olue
10 muHyTn. OTYeTeTe pesyntata cnep He
noseue o1 20 MUHYTU, TbI KaTO B NPOTUBEH
cryyai ToBa MoXKe Aa floBefe Ao Gpaniuvsm
NONOXNTENHN Pe3ynTaTy.

LLEHKA HA PE3YJITATUTE OT TEC

3a pa

N3Tb/IKyBaTe pe3yntatnte, MNbpBO

onpepenete fdann vma UBeTHa JIMHUA B

CTaliHa TecToBUA Npo3opell Ha no3uuma (C). ApkocTTa
npeau [a Ha KOHTPOJIHAaTa IMHMA HAMA 3HaueHue.

+AHakopg" 004

Codun 1618

yn.,Kasbek” 41, Bx. A, eT.1, an.2
Ten. 0885522095

E-mail: info@anakord.com

MOJIOMUTEJIEH PE3YIT. TECTA

AKO B Npo3opeLa 3a pesyntaTa ce BXK4a eaHa
6nefa CBeTNO- A0 TbMHOCUHA KOHTPONHa
nuHua (C) 3aegHoO C efHa CBeTNo- A0
THMHOCUHA TecToBa NuHMA (T), pe3yntaTst ot
TecTa e NonoXuTeneH.

Pe3ynTaTbT OT TeCTa 03HauaBa, e UMa Hanmuve
Ha aHTUreHN Ha KaHAWAA BbB BarvHanHuA
ceKperT. TpsabBa fa ce KOHCyNnTupate C nekap,
KOWTO Aa NMOTBbPAM pe3ynTtata v Aa 3arnouHe
neyeHve.
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AKO B Mpo3opeLia 3a pesysTtara ce BUXAa camo
efiHa CBET/IO- 0 TbMHOCMHA KOHTPONHa
nuHmnAa (C), Ho He m TectoBa nuHua (T),

pesynTaTbT OT TeCTa e oTpuLaTeneH.

Pe3yﬂTaT'bT OT TecCcTa O3Ha4yaBa, 4e HAMa
Hainyve Ha aHTUreHW Ha KaHAavupaa BbBB
BarnHanaHuA cekpert.

B cnyyain Ha npogbmkaBaly  CYMMNTOMM
WAV OMnakBaHuA, MpenopbyBame fJa ce
KOHCYyNTMpaTe C nekap.
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HEBAJINAEH PESYNTAT OT TE

Ako n aBete nuHun HE CE BuxKaaT unu ce BUXaa
camo TECTOBATA JINHWA (T), oT TecTa He morat
fla ce MosyyaT HWKakBM pe3yntatu. Tpsabsa
fla U3BbpLIMTE HOB TeCT, KaTo Ce npupbpate
CTPUKTHO KbM MHCTPYKLMMTE.

CC T)(C T

NPEAYNPEXAEHUA N BAXHA

WHOOPMALUA

e TecTbT He e mnpefHa3HayeH 3a MOBTOPHa
ynotpe6a.

e TecTbT paboTi CamMO aKo BHUMAaTENHO

cnefBate MHCTPYKLMUTE.

e OTpuUaTeNHMTe pesynTaT OT TecTa He
M3KMOYBaT APYrv UHdeKumn. KoHcynTupaiTte
ce ¢ Bawwa nekap!

OBACHEHWE HA CUMBOJINTE:

Nano,
Repro

OT n060B KbM XKMBOTa.

3a CaMOCTOATENIHO TeCTBaHe

® TecTbT He TpAGBa fia Ce 13M0OM3Ba MO Bpeme Ha
MeHCTpyaums.

® [la ce n3non3Ba Camo OT XeHu Ha 1 Hag 18
rofvHN.

o [la He ce 13M0NI3Ba OT GPEMEHHN KEHW.

He n3non3gaiite TO31 TeCT B NPOABIIKEHNVE HaA

7 BHV Cnep Npriem Ha nlekapcTBa 3a BarnHanHu

VHbeKUMM.

He n3nonsgaiiTe TO3U TeCT B NMPOABIKEHNE

Ha 24 uaca cnep ynotpeba Ha Kpem, ren,

NAHa, PasTBOPV 3a MPOMMBAHE WM APYrv

BarvHasH1 NPOAyKTU.

o [la He ce U3non3Ba cef AaTata Ha U3TUYaHETO

Ha CpoKka Ha TrOfHOCT, oOTnevyaTtaHa Ha

XePMETU3NPAHNA MK,

[la ce cbxpaHABa Ha CyXO MACTO MpU CTalHa

Temnepatypa ot 2°C o 30°C.

e Jla ce CbxpaHABa Ha MACTO, HEJOCTBIHO 3a

feua.

Camo 3a AvarHoCTyYHa ynotpeba nHeMTpo. fla

He ce nprema BbTPeLUHO.

Cnep ynotpeba, u3xBbpneTe usgenveTo u

TamroHa B KOHTelHep 3a 6UTOBK OTNagbLN.

He n3nonssarite TaMnoHa, ako npeam Tosa cTe

ro n3nycHanm.

He wv3nonsgaiiTe cuyneHn KOMMOHEHTV Ha

TecTa.

He n3nonsBaiiTe, ako cTe pasnenu Te4HOCT oT

KarnaykaTta. H/BOTO Ha TeYHOCTTa B Kanaukata

urpae CblyecTBeHa ponA 3a NPaBUIHOTO

dYHKLMOHMpPaHe Ha TecTa.

He BbpTeTe Kanaukata, npean fa oTCTpaHuTe

XEePMETV3MPAHOTO MOKPUTME WNn npeau Aa

BKapaTe TamrnoHa. Cnef KaTo ropHaTta 4acT Ha

uspenueto 6bAe 3aBbPTAHA, MOCNEACTBUATA

Ca HeobPaTUMV U TECTHT He € BaNNAEH.

BUOJIOTMYHU PEOEPEHTHM

CTOWHOCTU U NIUTEPATYPA

VagiQUICK® moxe fa oTKpmBa KOHLeHTpaumn
Ha KaHavaa, 3anoysawym ot 6,0x10° knetku/mL.
TecTbT MMa npeym3HocT 90%.

1. Egan M.E,, Lipski M.S., Diagnosis of Vaginitis,
American Family Physician, September 2000,
pp 1-14.

2. Sobel JK. et. Al, Volvovaginal candidiasis:
Epidemiologic, diagnostic and therapeutic con-
siderations. American Journal of Obstetrics and
Gynecology V178(2), 1998.

CBbpKeTe Ce C MPOW3BOAWTENA 3a MNoBeye
MHOPMaLMA 1 JOMbHWTENHa NnTepaTypa.

BH

CnasBaiiTe UHCTPYKUUMTE

VIHBUTPO ANarHOCTUYHO MEAVLIMHCKO
usgenve
(3a BbHLWHa ynoTpe6a)

=

Hai-go6bp ao
(BuxTe MapKMpOBKaTa Ha OnakoBKaTa)

30°C
2c

[la ce cbxpaHaBa npu 2°C-30°C
[la He ce 3ampa3siBa.

N

CbabpxaHMeTo e J0CTaTbyHO 3a 1 TecT

He nsnonssaiite nosTopHO

el

MNpowussoauten

Crepunu3auma upes paauaums

MapTugeH Homep
(BuXTe MapKMPOBKATa Ha OMaKoBKaTa)

KatanosxeH Homep

N

Auctpnbytop
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VagiQUICK

Vaginal Yeast Test
“.. so that I know”

INSTRUCTIONS FOR USE

INTRODUCTION

VagiQUICK® is a qualitative rapid diagnostic ,

self-test for the detection of Candida antigens
in vaginal secretions sampled by a swab. The
kit is to be used by women who suffer from
vaginal symptoms like

e Acute itching

e Vaginal discharge, soreness, irritation

e Rash on outer lips of the vagina

e Genital burning that may increase during
urination

The test is based on the immunochromatogra-
phic technology. The swab sample is added to
the sample pad via the cap filled with dilution
buffer.

From there the sample migrates into the con-
jugate pad, releasing anti-Candida antibodies
conjugated to blue-colored latex beads. The
newly formed Candida antigen-antibody-
conjugate complex moves further across the
nitrocellulose membrane strip. The formed
complex is captured on the support memb-
rane by immobilized anti-Candida antibodies,
producing a signal line.

If Candida is present in the swab sample, there
will be a biological reaction and the result will
be positive. A blue line will appear in the test
line region (T)

on the membrane. The test includes a built-in
control system realized by a control line (C).
The control line confirms the correct perfor-
mance of the test.

To determine and interpret the results correct-

ly, it is necessary to carefully read the instruc-
tions. All details should be understood before

performing the test.

TEST CONTENTS

e 1 test cassette (Vaginal candida test) in a
sealed pouch
o 1 sterile swab
Copan Flock Technologies
“ Via . Perotti, 16/18
25125 Brescia, Italy
e 1 instructions for use

Additionally required:
e 1 timer

C€oi23

aluminium cover

sealing cap with liquid
indentation

control field

indentation

T=Test
C=Control

TEST PREPARATION

Let test cassette stand at room temperature
(15°C to 27°C) before performing the test.

TEST PERFORMANCE

Do not open this test kit until you are ready
to use it. Do not use the test if the pouch is
damaged. Make sure that you have a watch
available. Make sure to perform the test on a
clean surface, wash your hands! The test may
be performed at any time of the day.

1. Remove the device from the sealed pouch
and place it on a flat horizontal surface.
Hold the device stable with one hand. Ca-
refully remove the aluminum cover of the
purple cap with the other hand. Note! The
purple cap contains liquid.

3. Remove the swab from the wrapper.

4. Insert the swab one inch (2cm) inside the
vagina and rotate for 20 seconds. Pull the
swab out carefully!

5. Rotate the swab in the liquid placed in the
purple cap, for 20 seconds.

swab

6. Pull out the swab carefully while squee-
zing it against the inner wall of the purple
cap. Discard the swab.

7. Hold the device stable with one hand.
Turn the purple cap counterclockwise un-
til it stops (b), and then turn it back to
starting point (a).

8. Repeat step no.7 two more times. In the
final position the notches on the purple
cap and the white base must be aligned
(b).

Read results after 10 minutes. A blue line
should appear at the control (C) mark. In
case of positive results, an additional blue
line should appear at the test (T) mark.
In case of negative or unclear result
read again after 10 more minutes.
Read the result after no more than 20 mi-
nutes because otherwise this can lead to
false-positive results.

EVALUATION OF TEST RESULTS

For the interpretation of results, first determi-
ne whether there is a colored line in the test
window at position (C). The intensity of the
control line is of no significance.

POSITIVE TEST RESULT

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

The test result means that Candida-antigens
are present in the vaginal secretion. You
should consult a physician to confirm the re-
sult and start treatment.

TDIDID
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NEGATIVE TEST RESULT

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

The test result means that no Candida-anti-
gens are present in the vaginal secretion.

In case of persisting symptoms or complaints,
we advise you to consult a physician.

c T

INVALID TEST RESULT

If both lines do NOT appear or only the TEST
LINE (T) appears, no results can be derived
from the test. You must perform a new test,
while adhering strictly to the instructions.

(C T)(C T)

Explanation of symbols:

Nano
Repro

For the love of life.

For self-testing

WARNINGS AND IMPORTANT
INFORMATION

e The test is not reusable.

e The test works only if the instructions are
followed carefully.

Negative test results do not eliminate other
infections. Consult your physician!

The test should not be used during the
menstrual period.

Only to be used by women 18 years and
older.

Not to be used by pregnant women.

Do not use this test within 7 days after ta-
king medications for vaginal infections.

Do not use this test within 24 hours after
using cream, gel, foam, douching solutions
or any other vaginal product.

Do not use after the expiry date stamped on
the foil pouch.

e Store in a dry place at room temperature
between 2°C to 30°C.

Keep out of reach of children.

For in-vitro diagnostic use only. Not to be
taken internally.

Dispose of the device and the swab in the
regular trash after use.

Do not use the swab if it was dropped.

Do not use broken test components

Do not use if you spilled liquid from the cap.
The amount of the fluid in the cap is crucial
for the correct function of the test.

Do not rotate the cap before removing the
seal or inserting the swab. Once the upper
part of the device is rotated it is not reversi-
ble and the test is not valid.

BIOLOGICAL REFERENCE RANGE
AND LITERATURE

VagiQUICK® can detect Candida-concentra-
tions starting from 6,0x10° cells/mL. The test
has an accuracy of 90 %.

1. Egan M.E., Lipski M.S., Diagnosis of Vaginitis, Ame-
rican Family Physician, September 2000, pp 1-14.

2. Sobel J.K. et. Al., Volvovaginal candidiasis: Epide-
miologic, diagnostic and therapeutic considerations.
American Journal of Obstetrics and Gynecology
V178(2), 1998.

Please contact the manufacturer for further
information and supplementary literature.
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Follow instructions

3
O

In vitro diagnostic
medical device
(for external use)

=

Best before
(See imprint on package)

30°C
2c

Store at 2°C - 30°C
Do not Freeze.

©

Content sufficient for 1 test

@

Do not reuse

o

Manufacturer

el

Sterilization by irradiation

LOT

Batchnumber
(See imprint on package)

Catalogue number

R

Distributor

=, Anakord Ltd.
0483 ’0’ Sofia 1618, 41 Kazbek Str,, entr. A, fl.1, ap.2
ﬂ Tel. 0885522095

E-mail: info@anakord.com
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