INSTRUCTIUNI DE UTILIZARE

Test Rapid Hemoragii Oculte (FOB)

One Step Fecal Occult Blood (FOB) Test
REF: W030-C

Numai pentru utilizare in vitro. Pentru autotestare.

Testul Rapid Hemoragii Oculte (FOB) este un imunotest simplu, cu legare directa,
pentru detectarea rapida si calitativa a sangelui ocult uman Tn materiile fecale. Testul
este utilizat ca ajutor in diagnosticarea hemoragiilor gastrointestinale.

CUM FUNCTIONEAZA?

FOB (sange ocult fecal) reprezinta cantitatea microscopica de sange din materiile
fecale, care nu poate fi observata cu ochiul liber. Acesta poate fi un simptom clinic
timpuriu al unor tumori maligne comune, precum cancerul gastric sau cancerul de
colon, sau un indicator al ulcerului intestinal. Nouazeci si cinci la suta dintre pacientii
cu cancer intestinal sunt pozitivi la testul pentru sange ocult (FOB). Aproximativ 50%
pana la 80% dintre pacientii cu ulcer intestinal pot fi, de asemenea, pozitivi la FOB.
Detectarea timpurie a sangelui ocult fecal este esentiald pentru salvarea de vieti,
deoarece permite identificarea afectiunilor in stadiu incipient.

Testul Rapid Hemoragii Oculte (FOB) utilizeazéd metoda imunocromatografica de tip
,sandwich”, care foloseste doi anticorpi monoclonali specifici pentru a identifica
selectiv hemoglobina din probele testate. Atunci cand proba este adaugata in
dispozitivul de testare, actiunea capilara determina migrarea probei de-a lungul
membranei.

Cand nivelul antigenului hemoglobinei din proba este egal sau mai mare decéat
pragul-tinta, antigenele se leaga de conjugatul anticorp-colorant si sunt apoi captate
de anticorpii imobilizati in zona de testare (T) a dispozitivului. Aceasta produce o
banda colorata in zona de testare, indicand un rezultat pozitiv.

Cand nivelul antigenului hemoglobinei este zero sau sub pragul de detectie al testului,
nu apare nicio banda colorata vizibila in zona de testare (T), ceea ce indica un rezultat
negativ.

Pentru a confirma corecta efectuare a testului, o linie colorata va aparea in zona de
control (C), daca testul a fost realizat corespunzator.

Godeul pentru proba

Zona de control (C) Zona de testare (T)
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CONTINUTUL KITULUI DE TESTARE

1. Un plic sigilat ce contine un test si un desicant. Desicantul este doar pentru
scopuri de depozitare si nu este utilizat in procedurile de testare

2. Tub pentru colectarea probei, continand 1,5 mL solutie tampon

3. Hartie de colectare a probelor

4. Prospect cu instructiuni de utilizare

MATERIALE NECESARE, CARE NU SUNT INCLUSE:
1. Cronometru

PRECAUTII

1. Acest kit este destinat doar utilizarii externe. Nu inghititi.

2. Purtati manusi de protectie atunci cand manipulati probele si spalati-va bine pe
maini dupa aceea.

3. Evitati stropirea sau formarea de aerosoli in timpul colectarii probei.

4. Nu utilizati kitul dupa data de expirare.

5. Nu folositi kitul daca plicul este perforat sau nu este bine sigilat.

6. Aruncati dupa prima utilizare. Dispozitivul de testare nu poate fi folosit de mai
multe ori.

7. A se pastra ferit de copii.

8. Nu mancati, nu beti si nu fumatiin zona n care sunt manipulate probele si kiturile.
9. Dispozitivul si recipientele utilizate prezinta riscuri infectioase; eliminati-le ca
deseuri infectioase, intr-un recipient de biohazard.

LIMITARI

1. Acest test a fost dezvoltat doar pentru testarea probelor fecale.
Performanta testului cu alte tipuri de probe nu a fost confirmata.

2. Anticorpii heterofili si anticorpii umani anti-soarece, precum si probele
pacientilor cu hemoglobinopatii (de exemplu, Siclemia) pot influenta
rezultatele testului.

3. Rezultatele pozitive indica prezenta hemoglobinei umane in probele fecale;
totusi, aceasta poate fi cauzata si de alte afectiuni, in afard de séngerarea
colorectala, cum ar fi hemoroizi, sénge in urina sau iritatii gastrice. Rezultatul
pozitiv trebuie urmat de investigatii suplimentare pentru a determina cauza si
sursa exacta a sangelui din scaun.

4. Rezultatele negative nu exclud prezenta sangerarii, deoarece unii polipi sau
cancere colorectale pot sangera intermitent sau deloc in anumite stadii ale
bolii. In plus, sadngele poate fi distribuit neuniform in probele fecale. Daca
rezultatele sunt neclare, sunt necesare alte teste clinice disponibile.

5. Daca simptomele persista si testul este negativ, se recomanda repetarea
testului cu un alt dispozitiv.

6. Ca in cazul tuturor testelor diagnostice, diagnosticul clinic definitiv nu
trebuie bazat pe rezultatul unui singur test, ci doar de catre medic dupa
evaluarea tuturor constatarilor clinice si de laborator.

7. Testul este conceput pentru a ajuta la diagnosticare, dar nu inlocuieste alte
proceduri.

CARACTERISTICI DE PERFORMANTA

Sensibilitatea analitica a acestui test este de 50 ng/mL.

Rezultatul Testului Rapid Hemoragii Oculte (FOB) a fost comparat cu FobCHECK,
test pentru sénge ocult in materiile fecale, produs de NanoRepro AG. Au fost
obtinute 108 probe de scaun pentru testare. Testul Rapid Hemoragii Oculte (FOB) a
aratat o concordanta generala de 99,07% in comparatie cu acel test FOB.

COLECTAREA S| PREGATIREA SPECIMENELOR

Colectati proba de scaun folosind un recipient curat (hartie de colectare sau
recipient curat). Evitati contaminarea cu apa de la toaleta sau urina.

1. Colectati proba de scaun folosind tubul de colectare a probei furnizat. Mai intéi,
desfaceti capacul mare al tubului de colectare si scoateti betisorul de recoltare.

2. Introduceti betisorul de recoltare in proba de scaun in 6 locuri diferite. Folositi
suficient material fecal incat sa fie acoperita partea filetata a betisorului.

3. Puneti betisorul Thapoi in tubul de colectare si insurubati bine, amestecand
temeinic.

fecale

Nota:

- Testul trebuie efectuat imediat dupa colectarea probei. Nu lasati probele la
temperatura camerei pentru perioade indelungate. Probele pot fi pastrate la 2°C — 8°C
pentru maximum 2 zile. Pentru depozitare pe termen lung, probele trebuie pastrate la
temperaturi sub -20°C.

- Proba nu trebuie colectata in timpul sau in termen de trei zile de la menstruatie, sau
daca pacientul sufera de hemoroizi interni sau sénge in urina.

- Alcoolul, aspirina, ibuprofenul, dipirona, indometacina, reserpina, fenilbutazona,
corticosteroizii si alte medicamente pot provoca iritatii gastrointestinale care duc la
séngerare oculta. Cu aprobarea medicului, astfel de medicamente trebuie intrerupte
cu 7 zile Tnainte si pe toatd durata testului. Medicamentele rectale trebuie, de
asemenea, intrerupte.

CUM SE FACE TESTUL?

Testul trebuie efectuat la temperatura camerei (10°C — 30°C).

1. Scoateti caseta din plicul sigilat, rupand la crestatura, si asezati-o pe o suprafata
plana.

2. Tineti tubul de colectare in pozitie verticald, cu capacul mic orientat in sus.
Desfaceti cu grija capacul mic al tubului de colectare.

3. Aplicati 2-3 picaturi de solutie din proba in godeul pentru proba, conform

ilustratiei.
2~3
¢ — picaturi
.

4. Cititi rezultatele dupa 10 minute. Nu interpretati rezultatele dupa 30 de minute.

CUM SE CITESC REZULTATELE?

POZITIV (+) c
Daca sunt vizibile doua benzi colorate atat in regiunea de test (T), T
cat siin regiunea de control (C), rezultatul este pozitiv. Indica un

rezultat pozitiv pentru antigenul hemoglobinei.

NEGATIV (-)

Daca in regiunea de control (C) apare o singura banda colorata si C
in regiunea de test (T) nu apare nicio banda colorata, rezultatul T
este negativ. Aceasta indica faptul ca concentratia antigenului
hemoglobinei este zero sau sub 50 ng/ml.

INVALID

Daca o banda de culoare nu este vizibila in regiunea de

control sau o banda de culoare este vizibila doar in c -

regiunea de testare, testul este invalid. Trebuie efectuat
un alt test pentru a reevalua proba. Daca testul esueaza T T
in continuare, va rugam sa contactati distribuitorul sau
farmacia de unde ati achizitionat produsul, indicand

numarul lotului.

INTREBARI S| RASPUNSURI

1. Ce este sangele ocult in materiile fecale??

Séangele ocult in materiile fecale este sangele din scaun pe care nu il poti vedea nici in
materiile fecale, nici pe hartia igienica dupa utilizarea toaletei. Testul Rapid Hemoragii
Oculte (FOB) este conceput pentru a-l detecta.

2. De ce ar trebui sa faci acest test?

Ar trebui sa faci acest test deoarece prezenta sangelui Tn materiile fecale poate fi un
semn timpuriu al unei afectiuni a tractului digestiv, de exemplu cresteri anormale (polipi)
sau cancer la nivelul colonului.

3. Catde des ar trebui sa faci testul pentru sange ocult in materiile fecale?

Se recomanda sa efectuezi testul pentru sange ocult in materiile fecale in fiecare an
dupa ce implinesti varsta de 50 de ani. Unii medici sugereaza sa incepi testarea la varsta
de 40 de ani daca se considera ca familia ta are un risc crescut. Urmeaza recomandarile
medicului tau privind frecventa testarii pentru sange ocult in materiile fecale.

4. De cate ori trebuie efectuat testul?

Se recomanda recoltarea la domiciliu a doua probe din trei scaune consecutive, pentru
un total de 6 probe.

J

5. Ce inseamna daca testul este pozitiv?

Un rezultat pozitivinseamna ca testul a detectat sange. Acest lucru nu inseamna ca
ai fost testat pozitiv pentru cancer sau orice alta boala. Prin urmare, daca rezultatul
este pozitiv, medicul ar trebui sa efectueze teste si examinari suplimentare pentru a
determina cauza exacta si sursa sangelui ocult din scaun.

6.Testul meu este negativ. Inseamna asta ca nu am nicio afectiune intestinala?
Nu. Este posibil sa aiin continuare o afectiune intestinala despre care ar trebui sa stii.
Artrebui sa repeti testul dupa o perioada de timp. Acest lucru este necesar deoarece,
daca ai polipi, acestia s-ar putea s& nu sangereze tot timpul. In plus, séngele poate s&
nu fie distribuit uniform in probele de scaun.

Polipii colorectali intr-o etapa incipienta s-ar putea sa nu sangereze.

7. Pot citi rezultatul testului dupa mai mult de 30 de minute?

Nu, rezultatele testului trebuie citite Tn 30 de minute. Desi un rezultat pozitiv nu ar
trebui sa se schimbe timp de céateva zile, un rezultat negativ se poate transforma
intr-un fals pozitiv la cateva minute dupa incheierea perioadei de testare, ceea ce nu
ar fi o citire corecta.

DEPOZITARE $I STABILITATE

1. A se pastra la temperatura camerei (4°C — 30°C), in plicul sigilat, pana la data de
expirare.

2. A se feride lumina directa a soarelui, umezeala si caldura.

3. NU congelati.

4. Nu scoateti dispozitivul din plic pana nu sunteti gata sa il utilizati.

Dispozitivul de testare trebuie utilizat in decurs de 1 ora de la deschidere.

SEMNIFICATIA SIMBOLURILOR DE PE AMBALAJ

EI\;J Consultati instructiunile LOT Numar lot
de utilizare “ Producat
roducator
Numar de catalog

Reprezentant autorizat
in Comunitatea Europeana

+30°C -ﬂﬂ

Limita de temperatura

—

Nu reutilizati
Nu utilizati dacad ambalajul este
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Dispozitiv medical de
diagnostic in vitro
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INSTRUCTIONS FOR USE

One Step Fecal Occult Blood (FOB) Test

REF: W030-C

For invitro use only. For self-testing use.

One Step Fecal Occult Blood (FOB)Test Cassette is a simple direct binding
immunoassay for the rapid, qualitative detection of human occult blood in feces.
The testis used as an aid to the diagnosis of gastrointestinal bleeding.

HOW DOES IT WORK?

FOB (Fecal Occult Blood) is the trace amount of blood in feces which can not be
seen with eyes. It could be the early clinical symptom of the common malignant
tumor, the gastric cancer or colonic cancer, or the indicator or enteron ulcer.
Ninety-five percent of enteron cancer patients are positive in OBT (Occult Blood
Test). And about 50% to 80% of enteron ulcer patients could be positive in OBT. An
early detection of FOB is vital in life saving for it can be check up out in the early stage
of the diseases

One Step Fecal Occult Blood (FOB)Test adopts immunochromatographic sandwich
method, which employs two specific monoclonal antibodies to selectively identify
hemoglobin in test samples. When the specimen is added into the test device,
capillary action carries the specimen to migrate along the membrane.

When the hemoglobin antigen levels are at or above the target cutoff, the antigens in
the specimen bind to the antibody-dye conjugate and are captured by antibodies
immobilized in the Test region (T) of the device. This produces a colored Test band
and indicates a positive result.

When the hemoglobin antigen levels are zero or below the target cut off (the
detection sensitivity of the test), there is no visible colored band in the Test region (T)
of the device and it indicates a negative result.

To serve as a procedure control, a colored line will appear at the Control region (C), if
the test has been performed properly.

Sample Well
Control region (C)
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PRECAUTIONS

1. This kit is for external use only. Do not swallow.

2. Wear protective gloves while handling specimens and wash hands thoroughly
afterward.

3. Avoid splashing or aerosol formation while collecting the sample.

4. Do not use test kit beyond the expiration date.

5. Do not use the kit if the pouch is punctured or not well sealed.

6. Discard after first use. The test device cannot be used more than once.

7. Keep out of the reach of children.

8. Do not eat, drink or smoke in the area where the specimens and kits are handled.
9. The used device, container have the infectious risk, disposing them as if they
were infectious waste, in a biohazard container.

Test Region (T)

SPECIMEN COLLECTION AND PREPARATION \

Collect stool sample from specimen caught by using the collection paper
or clean cup. Contamination from toilet water and urine should be avoided.
1. Collect stool sample by using the sample collection tube provided. First,
unscrew the bigger cap of the collection tube, take out the sampling stick.
2. Insert the sampling stick into stool sample at 6 different sites. Use only
enough fecal material to cover the threaded portion of the sampling stick.

3. Put the sampling stick back to the sample collection tube and screw
tightly, mix well.

feces

Note:

- The test should be performed immediately after the specimens have
been collected. Do not leave the specimens at room temperature for
prolonged periods. Specimens may be stored at 2°C~8°C for up to 2 days.
For long-term storage, specimens should be kept below -20°C.

- Specimen should not be collected during or within three days of a
menstrual period, or if the patient suffers from bleeding hemorrhoids or
blood in the urine.

- Alcohol, aspirin, ibuprofen, dipyrone indomethacin, reserpin, phenyl-
butazone, corticosteroids and other medications may cause
gastrointestinal irritation resulting in occult bleeding. With the physicians
approval, such medication should be discontinued for 7 days before and
throughout the test period. Rectal medication should be discontinued.

HOW TO DO THE TEST?

Test must be in room temperature (10°C to 30°C).

1. Remove the cassette from the foil pouch by tearing at the notch and
place it on a level surface.

2. Holding a sample collector upright to make sure the bigger cap upwards.
Carefully unscrew the smaller cap of the collection tube.

3. Squeeze 2~3 drops of sample solution to the sample well, as in the
illustration.

2~3
~ drops
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4. Read the test results after 10 minutes. Do not read results after 30
minutes.

HOW TO READ THE RESULTS?

POSITIVE (+)

©
If two color bands are visible both in the test (T) region T
and the control (C) region, the result is positive.
Itindicates a positive result for hemoglobin antigen.
NEGATIVE (-)
If only one colored band appears in the control (C)
region, no color band appears in the test (T) region, ©
the result is negative. It indicates that the T
concentration of the hemoglobin antigen is zero or
below 50 ng/ml.
INVALID
If a color band is not visible in the control region or a
color band is only visible in the test region, the test is
invalid. Cc c
Another test should be run to re-evaluate the T T

specimen. If test still fails, please contact the
distributor or the store where you bought the
product, with the lot number.

CONTENT OF THE TEST KIT

1. Pouch containing a test cassette and a desiccant. The desiccant is only for
storage purposes only, and is not used in the test procedures

2. Specimen collection tube with 1.5 mL buffer solution

3. Specimen collection paper

4. Leaflet with instructions for use

WHAT ELSE DO YOU NEED?
1. Timer

J




LIMITATIONS

1.This test has been developed for testing fecal samples only. The performance of
this test using other specimens has not been substantiated.

2. Heterophil antibody and human anti-mouse antibody, as well as sample of patients
with hemoglobinopathies(e.g., sickle cell disease) may potentially influence this test.

3. Positive results indicate the presence of human hemoglobin in fecal samples;
nevertheless, it can be also due to several causes besides colorectal bleeding, such as
haemorrhoids, blood in urine or stomach irritations. A positive results should be followed
up with additional diagnostic procedures to determine the exact cause and source of the
blood in the stool.

4. Negative results do not exclude bleeding, as some polyps and colorectal cancers may
bleed intermittently or not at all during certain stages of the disease.

Additionally, blood may not be uniformly distributed in stool samples. Other clinically
available tests are required if questionable results are obtained.

5. If the symptom persists, but the One Step Fecal Occult Blood (FOB) Test result is
negative, it is recommended to re-test the specimen with an alternative test device.

6. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the
results of a single test, but should only be made by the physician after all clinical and
laboratory findings have been evaluated.

7. The One Step Fecal Occult Blood (FOB) Test is designed for aiding to diagnose and
should not replace other diagnostic procedures such as colonoscopy or sigmoidoscopy,
etc.

PERFORMANCE CHARACTERISTICS

The analytical sensitivity of this test is 50 ng/mL.

The result from the One Step Fecal Occult Blood (FOB) Test is compared with
FobCHECK, fecal occult blood test manufactured by NanoRepro AG. 108 stool
specimens were obtained for testing One Step Fecal Occult Blood (FOB) Test showed
99.07% overall agreement when compared with that FOB test.

QUESTIONS & ANSWERS

1. What is fecal occult blood?

Fecaloccult blood is blood inyour feces that you cannot see in your stool or on your toilet
paper after you use the toilet. The One Step Fecal Occult Blood (FOB) Test is designed to
detectit.

2. Why should you do this test?

You should do this test, because blood in your feces may be an early sign of a digestive
tract disorder, for example abnormal growths (polyps) or cancer in your colon.

3. How often should you test for fecal occult blood?

Itis recommended that you test for fecal occult blood every year after you turn 50. Some
doctors suggest that you start testing at age 40, if your family is thought to be atincreased
risk. Follow your doctor’s recommendations about how often you test for fecal occult
blood.

4. How many times the test should be performed?

Home collection of two samples from three consecutive bowel movements for a total of
6 samples is recommended.

5. What does it mean if the test is positive?

A positive result means that the test has detected blood. This does not mean you have
tested positive for cancer or any other illness. So if the result shows the positive result,
further testing and examinations should be performed by the physician to determine the
exact cause and source of the occult blood in the stool.

6. My test is negative. Does that mean | have’t a bowel condition?

No. You could still have bowel condition that you should know about. You should use this
test again after a while. This is necessary because if you have polyps, they may not bleed
allthe time.

Additionally, blood may not be uniformly distributed in fecal samples. Colorectal polyps
at an early stage may not bleed.

7. Can | read the test result more than 30 minutes?

No, test results must be read in 30 minutes. Though a positive result should not change
for several days, but a negative result may change to a false positive within minutes after
the end of the testing period, which would not be an accurate reading.

STORAGE AND STABILITY

1. Store at room temperature (4°C~30 °C) in the sealed pouch up to the expiration date.
2. Keep away from direct sunlight, moisture and heat.

3. DO NOT FREEZE.

4. Do not remove the device from the pouch until ready to use.

The Test Device should be used within 1 hour once opened.

MEANING OF SYMBOLS ON PACKAGE

For In Vitro Diagnostic Use Only

See Instruction for Use LoT Batch Number

Manufacturer

Jf e Store between 4~30°C Authorized Representative
+4°C

Catalog # Do notreuse
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®
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W‘ Tests per Kit Expiry Date
f/\K\ Keep away from Sunlight T‘ Keep Dry

MHCTPYKLW 3A YINTOTPEBA

FOB Tecm 3a okynmHo kbpBeHe

One Step Fecal Occult Blood (FOB)
REF: W030-C

I'Ipep,HaSHaqu 3a UHBUTPO AMarHocTuka v 3a imn4yHa yn0Tp66a.

FOB Tecm 3a okyamHo kbpBeHe e 6bp3 uMyHoaHaAu3 ¢ gupekmHo cBbp3BaHe 3a kavecm-
BeHo omkpuBaHe Ha YoBewka okyamHa kpbB BB dpekarHu npobu. Tecmbvm ce u3non3Ba
kamo nomMouwHo cpegcmBo 3a guagHocmMuuupaHe Ha cmomMauwlHo-4peBHo kbpReHe.

KAK PABOTU TECTbT?

OkyamHomo kbpBeHe B uznpakHeHuama npegcmaBaaBa caegu om kpbB, koumo He
Mozam ga ce Bugam c npocmo oko. ToBa Moxke ga 6bge paHeH KAUHUYEH CUMNMOM Ha
yecmo cpewaH 3nokavecmBeH myMop, pak Ha cmomaxa, pak Ha gebeanomo YepBo uau
uHgukamop 3a eHmepanHa A3Ba. AeBemgecem U nem npoueHMa om nauueHmume ¢
pak Ha geberomo 4epBo ca norokumenHu npu mecmBaHe 3a okyamHo kbpBeHe.
Okono 50% go 80% om nauyueHmMume ¢ eHmepanHa A3B8a Mozam ga 6bgam noAoXu-
meAHU Nnpu mecmBaHe 3a okyamHo kbpBeHe. PaHHOmMo omkpuBaHe e >kuzHeHoBaxkHo,
mbU kamo caegu om kpbB Moeam ga 6bgam omkpumu owie B paHHUMeE cmaguu Ha
3abonsBaHuama.

Tecmbm u3noa3Ba umyHoxpomamoepadpcku caHgBud mMemog ¢ gBe cneuuduyHu
MOHOKAOHaAHU aHmumeAa 3a cerekmuBHO ugeHmuduuupaHe Ha xemozsnobuHa B
mecmoBume npobu. Koeamo npobama ce gobaBu B mecm ycmpoticmBomo, kanuasap-
Homo gelicmBue A kapa ga Muzpupa no MembpaHama.

Koezamo HuBama Ha xeMo2A0buHOBUA aHMU2€eH ca Ha UAU Hag epaHuuama Ha omkpu-
BaHe Ha mecma, aHmueeHume B npobama ce cBbp3Bam c koHloeama aHmumsa-
A0-6a2puno U ce yaaBam om aHmumeaa, umobuauzupaHu B mecm 3oHama (T) Ha
ycmpoUlcmBomo. ToBa Bogu go nosBama Ha uBemHa mecm AUHUSA U noka3Ba noAoxku-
meAeH pe3yamam.

Koeamo HuBama Ha xemMoenobuHoBUA aHMU2eH ca HyAa UAU ca nog epaHuyama Ha
omkpuBaHe, HAMa Buguma yBemHa AuHuA B mecm 30Hama (T) Ha ycmpoudcmBomo.
ToBa nokazBa ompuuameneH pe3yamam.

3a ga cay>ku kamo koHmpoa Ha npouegypama, uBemHa AuHuA we ce noAaBu B koHmpoa-
Hama 30Ha (C), ako mecmbm e u3zBbpweH npaBuAHoO.

Amka 3a npo6a
KoHTponHa 3oHa (C) Tect3o0Ha (T)

/
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CbAbP>XAHUE HA KOMIMJIEKTA

1. 3awumHo $oauo, cbgbprkauwio mecm kacema u uzcyuwumen.
3cywiumenam e caMo 3a CbxpaHeHue U He ce U3noA3Ba B mecm npouegypume.
2. EnpyBemka ¢ 6ydepeH pazmBop (1,5 mL)

3. CvbupamenHa xapmus 3a npoba

4. AucmoBka ¢ uHcmpykuuu 3a ynompeba

HenpegocmaBeHu, Ho Heo6xoguMu Mamepuaau:
1.Talimep/XpoHoMembp

NPEAYMNPEXXAOEHNA

1.To3n KOMMNeKT e npefaHasHayeH camMo 3a BbHLWHa ynotpeba. He normblianTe.
2.Hocete npeanasHu pbkaeuum, Aokato 6opasuTe ¢ npobute, U MaMuinTe nobpe
pbUeTe cu cnef ToBa.

3.U36dareanite npbckm nnv obpaldysaHe Ha aepo3o/n, AokaTo cbbupaTe npobaTa.

4. He n3nonsealite TeCTOBUA KOMM/IEKT Cied N3ThnyaHe Ha cpoka Ha rogHOCT.

5.He n3nonaearite komMnnekTa, ako GONMOTO € C HapyLleHa LUAIoCT UK He e fobpe
3aTBOPEHO.

6.M3xBbpAreme caeg ynompeba. Tecm ycmpolcmBomo He MoXke ga ce u3noa3Ba
noBmopHo.

7. ApbpXme ganed om geua.

8.He a’kme, He nulime u He nyweme B nomMeweHuemo, kbgemo ce 6opaBu c npobama
u mecm komnaekma.

9.M3noA3BaHomo ycmpolicmBo u koHmelHepbm/cbbupameaHama xapmusd 3a npoba
npegcmaBaaBam uHdekuuozeH puck- uzxBbpaeme au B koHmeliHep 3a BUOAO2UYHO
onacHU omnagbuu.

OrPAHMYEHNA

1.To3u mecm e pa3zpabomeH caMo 3a mecmBaHe Ha pekanHu npobu. EpekmuBHocm-
ma Ha Mo3u mecm ¢ gpyau Npobu He e gokazaHa.

2. XemepoduaHu aHmumeAa u YoBewku aHmu-Muwu aHmumeaa, kakmo u npobu om
nauueHmu c xeMoeAobuHonamuu (Hanp. CbpPNoBUgHO-KAEMBYHa aHeMudA) Mozam
NOMEHUUaAHO ga NoBAUAAM Ha pe3yAmamume om mo3u mecm.

3.MonokumeaHume peszyamamu nokazBam Haauduemo Ha YoBewku xeMo2A0OuH BbB
dekanHu npobu; moBa Moxke ga ce gbAku U Ha gpyeu npuduHu ocBeH koropekmanHo
kbpBeHe- xemopougu, kpbB B ypuHama uAu cmoMaulHu pa3gpasHeHud. MNMoaokumen-
HUmMe pe3yamamu mpsabtBa ga 6bgam nocaegBaHu 0m gonbAHUMEAHU guagHoCMmuY-
HU npouegypu, 3a ga ce onpegeAu moyHama npu4uHa u uzmoyHuk Ha kpbBma B
uznpaxHeHuama.

4. OmpuuamenHume pezyamamu He uzkatouBam kbpBeHe, mbl kamo Hakou noAunu
u konopekmanHu pakoBu 3aboaaBaHus Mozam ga kbpBAm nepuoguyHO UAU U306W0
ga He kbpBam no BpeMe Ha onpegeAeHu cmaguu Ha 3aboraBaHemo. OcBeH moBa,
kpbBma Moxke ga He e paBHoMepHO pa3npegeneHa B uznpakHeHuama. Heobxogumu
ca gpyau kauHu4HU mecmoBe, ako ce noAy4am CbMHUMEAHU pe3yAmamu.

5. Ako cuMnmomMume npogbaikaBam, a pezyamambm om mecma e ompuyameneH, ce
npenopb4Ba noBmopHo mecmBaHe Ha npobama ¢ HoBo mecm ycmpolcmBo.

6. Kakmo npu Bcuyku guasHocmuuHu mecmoBe, okoH4YameaHama KkAuHU4YHa
guaegHo3a He mpabBa ga ce ocHoBaBa Ha pegyaAmamume om eguH mecm, a mpAbBa
ga ce nocmaBu camo om Aekap, caeg kamo Bcuuku KAUHUYHU U AaBopamopHU gaHHU
ca aHaAu3upaHu.

7. Tecmbm 3a okyamHo kbpBeHe (FOB) e npegHazHaveH 3@ nognoMazaHe Ha guagHo-
cmuuupaHemo u He mpAbBa ga 3aMecmBa gpyau guazHOCMUYHU npouegypu kamo
konoHockonus, cuemougockonus u gp.

B3MMAHE U TNMOAIrOTOBKA HA NMPOBATA \

B3ememe dpekanHama npoba, kamo uznoazBame yucm koHmelHep uAu cbbupa-
meAHama xapmus, npegocmaBeHa B komnaekma. M36s2Balime 3aMbpcaBaHe Ha
npobama ¢ moanemHa Boga UAU ypuHa.

1. B3emete dekanHata npoba, M3non3Banku npefocTaBeHata enpyseTka. MNbpeo
pasBuUiiTE MoO-ronAMaTa kamayka Ha enpyeBeTkata W W3BadeTe npbyMuara 3a
cbbupaHe Ha npoba.

2. MNoTtoneTe NpbuMLaTa 3a cCbbupaHe Ha Npoba B N3NpaKHeHWATa Ha 6 pasnUUYHKU
MecTa. /13non3earite camo ToNKOBa KOIMYeCTBO Npoba, KONKOTO e HeobxoamMo,
3a la nokpue pesboBaHaTa YacT Ha npbyunLaTa.

3. [NocTtaBeTe NpbuyMLaTa 06paTHO B ENPYBETKATa M 3aBUINTE Kanaykata 4obpe, cnes
KOETO pasknaTeTe, 3a fla cMecuTe npobata ¢ bydepHna pa3TBop B enpyBeTkaTa.

deuec

3abenexkka:

- Tecmbm mpsabBa ga ce u3noA3Ba BegHaza caeg B3lumaHemo Ha npoba. He
ocmaBAlme npobama Ha cmalHa memMnepamypa 3a NPOgbAKUMEAHU nepuogu.
[Mpobume Mozam ga ce cbxpaHaBam npu 2°C ~ 8°C go 2 gHU.

- [pobu He mpsabBa ga ce cvbupam no BpeMe Ha UAU Mpu gHU cAeg MeHCMpya-
yua, B cAyvau Ha kbpBawu xeMopougu uAu kpbB B ypuHama.

- Ankoxoabm, acnupuHbm, ubynpodeHbm, guNUPOHBM, UHgOMemauyuHbm,
pe3epnuHbm, ¢eHuAbymazoHbm, kopmukocmepougume u gpyeu AekapcmBa
MO2am ga NpUYUHAM CMOMaWHO-YpeBHO gpagHeHe, Bogewo go okyamHo
kbpBeHe. C ogobpeHuemo Ha Aekap, npuembm Ha makuBa AekapcmBa mpabBa ga
ce cnpe 7 gHU npegu U npe3 ueAus nepuog Ha mecmBaHe. PekmanHo npuaoxkeHue
Ha AekapcmBa cbuio mpabBa ga ce cnpe.

MPOLLEAYPA MO TECTBAHE

OcmaBeme mecma ga gocmueHe cmadHa memnepamypa (10°C-30°C) npegu
ynompeba.

1. N3Bageme mecm kacemama om 3awiumHomo ¢oauo, kamo ckbcame Ha
ombeAazaHomMo MACMoO, U A nocmaBeme Bbpxy paBHa noBbpxHocm.

2. Apvkme enpyBemkama uznpaBeHa u BHUuMameAHo pa3Bulime no-mankama
kanayka.

3. AobaBeme 2~3 kanku om pazmBopa, cMeceH ¢ npobama, B sMkama 3a npoba
Ha mecm kacemama, kakmo e nokazaHo Ha uAtocmpauuama no-goay.

2~3
¢~ kanku
.

4. Paguememe pegyanmamume caed 10 MuHymu. He pa3dumalme pe3sya-
mamume cAaeg 30 MUHymu UAuU noBeve.

PASYUTAHE HA PE3Y/ITATUTE

MOJIOXKUTEJIEH (+)

MosaBaBam ce gBe uBemHu AuHuUU - B mecmoBama (T) 30Ha u T
B koHmpoanHama (C) 3oHa. ToBa nokazBa nonokumeneH
pe3yAmam 3a xeMo2nobuHoB aHmueeH B npobama.

OTPULIATEJIEH (-)

MosaBaBa ce caMo egHa uBemHa AuHuA B koHmponHama (C) c
30Ha. B mecmoBama (T) 30Ha He ce noABaBa uBemHa AUHUA.
ToBa noka3Ba, ue koHueHmMpauyusma Ha xeMo2A0buHOBUSA
aHmueeH B npobama e 0 uau nog 50 ng/ml u pesyaAmambm e
ompuuameneH.

=

HEBANWUAEH

Ako He ce nosaBu AuHua B koHmpoaHama (C) 30Ha,
pe3yamambm e HeBaAugeH. c c
[MoBmopeme mecmBaHemo ¢ HoBo ycmpolcmBo. Ako T T
pe3yaAmambm Bce owe e HeBaaugeH, Moad, cBbpxkeme ce ¢
gucmpubymopa.

CbXPAHEHUE U CTABUJTHOCT

1. CbxpaHaBante npun 4°C ~ 30°C B 3aneyataHoOTO GOMMO A0 U3TUYAHE CPOKa Ha
rofHOCT.

2.[Ma3eTe OT cNbHYEBa CBETNMHA, BNara v TonavHa.

3. HE 3BAMPA3ABANTE.

4. 3a npegnouvTaHe e Aa OTBapATE OMakoBKata Masjko npeau Tecta. Mons,
MN3MNon3BanTe TeCTOBWA KOMMMEKT B paMkuTe Ha 1 4ac cnef oTBapsAHe Ha
onakoBkara.

)

XAPAKTEPUCTUKWN HA NPEACTABAHETO

AHanumuyHama yyBcmBumeaHocm Ha mo3u mecm e 50 ng/mL.
Pegyamambm om mecma 3a okyamHo kbpBeHe (FOB) e cpaBHeH ¢ FObCHECK,
mecm 3a dekanHa okyamHa kpbB, npou3BegeH om NanoRepro AG. 3a mecmBaHe
ca noaydeHu 108 npobu om uznpaxkHeHua. Advent Life mecmsm nokazBa 99,07%
obuwo cbomBemecmBue B cpaBHeHue ¢ FObCHECK.

BbIMPOCU N OTTOBOPU

1. KakBo e ¢pekanHa okynmnHa kpbB?

OekanHama okyamHa kpbB e kpbB BbBB Bawume uznpakHeHus, kosmo He
Mokeme ga Bugume ¢ npocmo oko. Tecmbm 3a okyamHo kbpBeHe (FOB) e
npegHasHa4eH ga A omkpue.

2. 3aw,0 ga npaBume mo3u mecm?

KpbBma B uznpaxkHeHuama Moxke ga e paHeH npu3Hak Ha HapyweHua Ha
XpaHoCcMuAameAHuUa mpakm, kamo HanpumMep aHopMaAHU o6pa3zyBaHus (noAunu)
unu pak Ha gebenomo 4epBo.

3. Konko uecmo mpsa6Ba ga ce mecmBame 3a okyamHo kbpBeHe?
MpenopbyumenHo e ga ce u3zcaegBame 3a okyamHa kpbB BbB uznpakHeHuama
Bcaka eoguHa, caeg kamo HaBbpwume 50 eoguHu. Hakou aekapu npegaazam ga
3anoyHeme ga ce u3cAegBame Ha 40-zoguwHa Bb3pacm, ako ce cMAmMa, ye
Bawemo cemelcmBo e ¢ noBuweH puck. CaegBalime npenopbkume Ha Bawus
Aekap omHocHo moBa koako decmo ce u3zcaegBame 3a okyamHa kpbB 818
uznpaxHeHusma.

4. Konko nbmu mpa6Ba ga ce mecmBame?

MpenopbyBa ce B3emaHe Ha gBe npobu y gomMa om mpu nocAegoBamenHu
u3xoxkgaHusd 3a 06uwio 6 npobu.

5. KakBo o3HauaBa, ako pegyamambm om mecma e nonockumeneH?
MoAokumeAHuAm pe3yamam o3Ha4ala, ye e omkpumo okyamHo kbpBeHe. ToBa
He 03Ha4aBa, ye mecmbm Bu e norokumeneH 3a pak uau gpyzo 3aboaaBare. [MNpu
norokumeneH pezyamam, koHcyamupalme ce c Aekap 3a gonbAHUMEAHU
u3caegBaHua u npeeaegu, koumo ga onpegeAam moyHama npu4uHa u u3moyHuk
Ha ckpumama kpbB B uznpaxkHeHusMa.

6. Tecmbm Mu e ompuuameneH. O3HauaBa Au moBa, ye HAMaM 4ypeBHO
3a6onaBaHe?

He. Bce owe e Bb3mMoxkHO ga uMame 4peBHo 3abonraBaHe, 3a koemo mpAabBa ga
3Haeme. [penopbyBa ce ga ce mecmBame omHoBo caeg uzBecmHo Bpeme, ako
umMame CbMHeHUSA, 3awomo ako uMame noAunu, me Moxe ga He kbpBam npe3
uaromo Bpeme. OcBeH moBa, kpbBma Moxke ga He e paBHOMEpPHO pa3npegeneHa
BbB dpekanHume npobu. KonopekmanHume noaunu B paHeH eman MoXe ga He
kbpBam.

7. Moza Au ga pa3uema pe3yaAmama om mecma caeg noBeue om 30
MuHymu?

He, pegyamamume om mecma mpabBa ga ce npodemam caeg 30 MuHymu.
Bbnpeku ye noaokumenHusm pezyamam He 6u mpabBaro ga ce npomeHsa B
npogbakeHue Ha HAKOAKO gHU, ompuuameAHUam pe3yAamam mMoxe ga ce npome-
HU BB parwuBo norokumeneH B pamkume Ha MUHymu cAeg kpas Ha nepuoga Ha
mecmBaHe, koemo He 6u BUAO MOYHO oMmyuMaHe.

WHAEKC HA CUMBOJIUTE
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