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INTENDED USE

MidStream Pregnancy Rapid Test is for rapid detection of Human
Chorionic Hormone (hCG) in urine (see introduction). This is a self-test,
meaning that it can be used by everybody, designed to determine
pregnancy at early stages. It is qualitative test which means it does not
give figures but only yes or no answers. Stage of pregnancy can not be
determined by this test.

The sensitivity of this test is 25 mlU/ml, which will be reached 8-11 days
after conception (see Introduction).

INTRODUCTION

Conception usually happens in fallopian tube. The fetus, while is
dividing, passes through the tube and will reach uterus. This will follow
by implantation of fetus in uterus wall. Part of fetal cells will differentiate
to become a special tissue which will eventually form placenta. This will
secrete Human chorionic gonadotropin hormone (hCG).

Levels of hCG may be measured in the blood or urine. Inthe rst 8 weeks
of pregnancy, the hCG concentration in mother serum rises rapidly.
Detectable amounts are present 8 to 11 days after conception, which is
in the third week of pregnancy. This is counted from the last menstrual
period. hCH reaches its highest level at about 8 to 10 weeks. After that
hCG concentrations start to decline in serum and urine, and by the end
of the 6 months it will reach its minimum level.

Generally speaking, the test can become positive in half of pregnant
women on the first day of their missed period >345,

PRINCIPLES OF EXAMINATION METHOD

MidStream Pregnancy Rapid Test is based on a method called “lateral
flow Immunochromatographic assay” (LICA). This method detects hCG
in human urine. The pregnancy test contains reagents developed in
mouse (Monoclonal anti hCG beta subunit antibody) and in the goat
(polyclonal anti hCG alpha subunit antibody) which specifically react
with this hormone. After putting urine in sample part of the test (see
Test Procedure), the urine moves along the white paper like surface,
called membrane. When hCG is present in the urine, it reaches the Test
region of the membrane (identified by letter T), it will form a colored
line. Absence of this colored line suggests a negative result. To serve as
a procedure control, a colored line will always appear at the Control
region (identified by letter C). Absence of this line indicates that the test
has not been performed correctly.

PRECAUTIONS BEFORE USING THE TEST

1. Read instruction for use carefully before using the test.

2. Do not use the test beyond the expiration date printed on the box and
on the pouch.

3. Do not use the test if the pouch is torn, damaged or not properly
sealed.

4. The test device should remain sealed until use.

5. Do not reuse the device. It just does not work.

6. This test is for in vitro diagnostic use. This means the test is for use
only outside the body and it should not to be taken internally.

7. This test has been designed for urine samples only. Please do not use
other samples (blood, saliva,)

8. Treat the urine specimen and use strip as if they are infectious.

9. The reagent in this kit contains very small amount of sodium azide.
However, if build up, it still can react with copper or lead in plumbing to
form potentially explosive metal azide. So do not discard them in the
sink. Instead put the used test in plastic bag and discard in the dust bin.
KIT CONTENTS

1. Test device

2. Silica Gel Pillow

3. Instruction for use
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URINE COLLECTION

Urine at any time of day may be used; however, the first morning urine
generally contains the highest concentration of hormone. Reduce liquid
intake about 2 hours before test to prevent dilution of urine.

TEST PROCEDURE

Please follow the test procedure step by step as
described below. Please do not omit or add any steps or
take shortcuts.

1. Check expire date on the pouch and on the box. If expire date has
passed, DO NOT USE THE TEST.

2. Check the integrity of the pouch to see if the pouch is damaged, torn,
or has not been properly sealed. If so, DO NOT USE THE TEST.

3. Open the sealed pouch by tearing along the notch.

4. Check the silica gel pack inside the pouch. It should contain colorless
and blue crystals. No pink crystals should be present. If so, it means that
at some point the pouch has been damaged. Also, if the Silica gel pack is
missing from the package or has been torn, DO NOT USE THE TEST.

5. If Pouch and the silica gel are good, then remove the device. . If the
cassette is damaged or its components are detached: DO NOT USE THE
TEST. Please do not disassemble the device.

6. If the device is intact, remove the cap and place the device on the level
surface and let it to come to room temperature. Although the tests
function properly at temperatures between 50 C to 300C, yet normal
room temperature is recommended.

7. Use the test as soon as possible. Make sure the test is not out of the
pouch for more than 60 minutes. Also do not disassemble the device.

8. The window shape compartment is the part that should be exposed
to urine sample and will be referred to as “sample part”.

9. For best result the MidStream sample will be required. This is the
middle part of the urine. Start to urinate. At the middle of urination put
the “sample part” of the test in urine stream without stopping the
urination. Hold the test in place for 3-5 seconds. Then remove the device
and put the cap back and place the device on leveled surface.

10. Wait for at least 3 minutes then read the result.

READING OF EXAMINATION RESULTS

1. The upper portion of the window next to letter C is called the Control
region. Appearance of a pink-purple line here means that the test has
worked properly.

2. The lower portion of the window next to letter T is called the Test
region. Appearance of a pink to purple line here means the test is
positive.

3. Negative Result: The appearance of only one pink-purple color line
next to letter C means that most likely the pregnancy is not present. If in
doubt the test should be repeated 2-3 days later.

4. Positive Result: The appearance of two pink-purple color lines next to
both C and T letters means that pregnancy is most likely to be present.
5. Note: Once the lines appear, they will not change. That means
negative or positive results will remain the same after 3 minutes.

6. Invalid Result: If no pink-purple color line appears or if only appears
next to letter T and not letter C, it means the test has not been
performed properly. The result is invalid and the test needs to be
repeated.

7.Some causes of invalid results are: not following the directions
correctly or the test may have deteriorated beyond the expiration date.
Please repeat the procedure with new test device.

Negative Positive Invalid
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NOTES TO BE REMMEBERED

1. If a urine specimen is too dilute it may not contain enough levels of
hCG.

2. If the test is negative, in women strongly suspected to be pregnant,
the test has to be repeated 2-3 days later, or perform a quantitative
assay.

3. The shade of red color in the test line region (T) will vary depending
on the concentration of hCG present in urine. However, neither the
quantitative value nor the rate of increase in hCG can be determined by
this qualitative test.

4. Some women may have borderline hCG levels (those showing a very
faint line in the test line region). If these women repeat the test later, it
may become positive, which indicated positive test. However, in some,
the test will be negative. This can be attributed to falling hCG levels
following a spontaneous or induced abortion. Natural termination of
pregnancy occurs in 22% of clinically unrecognized pregnancies 5.

5. A number of conditions other than pregnancy can cause elevated
levels of hCG. For example, ovarian cysts or ectopic pregnancy
(pregnancy outside of uterus). Some substances such as those used in
antibody therapy treatments may give false test result. Also, very high
concentration of hCG in later stages of pregnancies as well as some
diseases may interfere with the test results. For these reasons, please
remember the final and definitive clinical diagnosis of pregnancy should
only be made by a physician after all clinical and laboratory findings have
been evaluated.

6. We kindly request that all users of this product report any defects or
malfunction of the test by email (info@phoenixhealth.eu).

7. As mentioned above this test will become positive in half of pregnant
women on the first day of their missed period. Using the test sooner,
may give false negative result, even though pregnancy is present

STORAGE AND STABILITY

1. The test device can be stores at 5-300 C in the intact sealed pouches.
2. Keep the kit in dry environment.

3. Keep the kit away from direct sunlight.

4. Do not freeze the device.

5. If stored properly as mentioned above, the test device is stable
through expire date printed on the sealed pouch.

6. Keep out of the reach of children.

7. When the pouch is opened, use the test within 60 minutes. Otherwise,
the results may not be reliable.

PERFORMANCE CHARACTERISTICS

How sensitive is the test?

Negative results are expected in healthy non-pregnant women and
healthy men. Healthy pregnant women have hCG present in their urine
samples. The amount of hCG will vary greatly with gestational age
(months of pregnancy) and between individuals. MidStream Pregnancy
Rapid Test has a sensitivity of 25 mIU/mL. This correlates with WHO 3rd
International Standards and is the amount of hCG present in urine of
pregnant women as early as 1 day after the rst day of missed period.
To determine this value, 36 female urine samples tested negative for
hCG other procedures (ELISA) were collected. Different amount of hCG
were added to these negative urines (0,10, 25, 50 ,250, 500 mIU/ml).
The results are as follow:

these samples, hCG was also added at di erent concentrations of 0, 20,
100 and 500 mlU/ml. These were tested with 3 lots of MidStream
Pregnancy Rapid Tests. No cross reactivity was observed in the study.
Drug interaction studies

MidStream Pregnancy Rapid Test was checked for possible interference
with substances that may appear in urine. These includes albumin,
bilirubin and hemoglobin as well as common drugs. These substances
were added into urine samples with different concentration of hCG.
Results showed no significant interference was observed with following
substances:

Hemoglobin 10 mg/ml

Albumin: 1 mg/ml

Bilirubin: 100 mg/ml.

Acetaminophen 20 mg/d|

Acetyl salicylic Acid 20 mg/d|

Ascorbic Acid 20 mg/d|

Atropine 20 mg/d|

Ca eine 20 mg/dl

Gentisic Acid 20 mg/dl

Glucose 2.0 mg/ml

Sensitivity and specifi
To establish the sensitivity and specificity of MidStream Pregnancy Rapid
Test relative to other qualitative urine hCG tests, a commercially
available qualitative test kits was used to compare with MidStream
Pregnancy Rapid Test for relative sensitivity and speci city in 312 urine
samples. The samples were collected from 3 centers. The results are
shown in following table..

Atlas Link
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g e Positive 120 4 124 | 96.7 | PPV
5 &= Negative 0 188 | 188 | >99 | NPV
=l Total 120 192 312

2 % Agreement 99 97.9 60

Sensitivity | Specificity

Accordingly, the sensitivity of the test is 99% and speci city is
97.9%.
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Cross Reactivity Studies

These studies refer to studies performed to ensure that the MidStream
Pregnancy Rapid Test does not give false positive results with
homologous hormones (substances, structurally close to hCG). For this
purpose, homologous hormones LH, FSH and TSH was added to negative
urine. (LH: 300 mIU/ml, FSH: 1000 mIU/ml and TSH: 1000 &IU/ml. To
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Midstream Pregnancy Rapid Test
Navod na pouzitie

(samotestovanie)

UCEL URCENIA

Midstream Pregnancy Rapid Test je uréeny na rychle zistenie pritomnosti
horménu hCG (choriogonadotropinu) v moéi (pozri Uvod). Je uréeny na
samotestovanie, vd'aka ¢omu ho méZe pouZit kazdy, pricom slGzi na zistenie
vasného tehotenstva. Ide o kvalitativny test, ¢o znamend, Ze neposkytuje
¢iselné hodnoty, ale uddva pozitivnu alebo negativnu odpoved. Test
nezistuje stadium tehotenstva.

Citlivost testu je 25 mIU/ml, ¢o je hladina nadobudnuta po 8 — 11 drioch od
oplodnenia (pozri Uvod).

uvop

K oplodneniu zvycajne dochddza vo vajickovode. Pocas fazy delenia
prechadza plod vajickovodom a vchddza do maternice. Nasledne sa
implantuje do steny maternice. Cast buniek plodu sa diferencuje a meni sa
Specialne tkanivo, z ktorého sa postupne vyvinie placenta. V tomto $tadiu
sa zacne tvorit [udsky choriogonadotropin (hormén hCG).

Hladina hCG sa mbze merat z krvi alebo z mocu. Potas prvych 8 tyzdiov
tehotenstva sa koncentracia hCG v sére matky rychlo zvySuje. Hladina,
ktord je mozné odmerat, je pritomna v 8. aZ 11. dni od oplodnenia, ¢o
predstavuje treti tyZden tehotenstva. Tehotenstvo sa pocita od prvého dia
poslednej menstruacie. Hormdén hCG nadobuda najvyssiu hladinu priblizne
v 8. az 10. tyzdni. Nasledne zatina jeho hladina v sére a v mogi klesat a do
Test moze vo vieobecnosti potvrdit pozitivny vysledok u polovici tehotnych
Fien uz v prvy defi meskania menstruacie ¥%345,

PRINCiP TESTU

Midstream Pregnancy Rapid Test je zaloZeny na metdde laterdlneho
prietokového imunochromatografického testu (LICA). Tato metdda sluzi na
zistovanie hCG v ludskom moc¢i. Tehotensky test obsahuje ¢inidla vyvinuté
u mysi (monoklondlna protildtka proti podjednotkdm beta-hCG) a koéz
(polyklonalna protilatka proti podjednotkam alfa-hCG), ktoré vyvolavaju pri
kontakte s tymto hormdénom 3pecificku reakciu. Po pridani mocu na uréend
Cast testu (pozri Postup testovania) mo¢ prechddza po bielom povrchu,
ktory sa nazyva membrana. Ak je v moci pritomny hCG, po dosiahnuti
testovacej zony membrany (oznacend pismenom T) vytvori farebnu ¢iarku.
Nepritomnost farebnej ¢iarky znamena negativny vysledok. Na kontrolu
postupu sa farebnd ¢iarka vidy vytvori v kontrolnej zéne (oznatena
pismenom C). Nepritomnost tejto &iarky znamend, Ze test sa nevykonal
spravne.

UPOZORNENIE PRED POUZITIM TESTU

1. Pred pouzitim testu si d6kladne precitajte pokyny na pouzitie.

2. Nepouzite test po ddtume spotreby uvedenom na krabicke a obale.

3. NepouZite test v pripade, ak je obal roztrhany, poskodeny alebo
nespravne uzavrety.

4. Testovacia pomdcka musi zostat uzavreta az do okamihu pouzitia.

5. NepouZivajte pomdcku opakovane; nebude spravne fungovat.

6. Test je urCeny na diagnostické pouzitie in vitro. Znamena to, Ze test je
uréeny len na poufitie mimo tela a nesmie sa vykonavat vnutorne.

7. Test je uréeny len na pouzitie so vzorkou mocu. Nepouzivajte iné
telesné tekutiny (krv, sliny).

8. So vzorkou mocu a testovacim pruzkom zaobchddzajte tak, ako by boli
infekcné.

9. Cinidlo v tejto stprave obsahuje velmi malé mnoistvo azidu sodného.
Pri jeho nahromadeni viak mozZe ddjst k reakcii s medou alebo olovom v
plombach, &im méZe vzniknut potencidlne vybuiny kov azid. Nevyhadzujte
ich preto do odtoku. PouZity test vlozte do plastového vrecka a vyhodte
do smetného kosa.

OBSAH SUPRAVY

1. Testovacia pomdcka

2. Vrecko so silikagélom
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3. Pokyny na pouzitie

ODBER MOCU

Na testovanie je moZné pouZit mo¢ odobraty kedykolvek pocas dria, aviak
moc odobraty hned' rano obsahuje vo vSeobecnosti najvyssiu koncentraciu
horménov. Priblizne 2 hodiny pred vykonanim testu znizte prijem tekutin,
aby ste zabrénili zriedeniu mocu.

POSTUP TESTOVANIA

Test vykonajte presne podla niZSie popisaného postupu.
Nepreskakujte jednotlivé kroky ani nepriddvajte dalsie.

1. Skontrolujte datum spotreby uvedeny na obale a na krabicke. Ak datum
spotreby uplynul, TEST NEPOUZITE.

2. Skontrolujte celistvost obalu a uistite sa, &i nie je roztrhany, poskodeny
alebo nespravne uzavrety. V opaénom pripade TEST NEPOUZITE.

3. Otvorte obal tak, Ze ho roztrhnete v zareze.

4. Skontrolujte, ¢i sa v obale nachddza silikagélové vrecko. Malo by
obsahovat bezfarebné a modré kry3tély. Vo vrecku by nemali byt pritomné
ruzové krystaly. Ak sa tam nachddzaju, znamend to, Ze obal bol poskodeny.
Rovnako, ak v obale vrecko so silikagélom chyba alebo je roztrhnuté, TEST
NEPOUZITE.

5. Ak je obal a silikagél v poriadku, vyberte pomocku. . Ak je kazeta
poskodena alebo ma oddelené casti, TEST NEPOUZITE. Pomdcku
nerozoberajte.

6. Ak je pomdcka neposkodena, zloZzte krytku, polozte pomécku na rovny
povrch a pockajte, kym nadobudne izbovu teplotu. Hoci test funguje
spravne pri teplotdch od 5 do 30 °C, odporuéa sa pouzit ho pri izbovej
teplote.

7. Poutzite test ¢o najskor. Uistite sa, ¢i test nebol mimo obalu viac nez 60
minut. Pomocku nerozoberajte.

8. Cast, na ktord sa nanasa vzorka mocu, ma tvar okienka a bude sa
oznacovat ako "¢ast uréena pre vzorku".

9. Pre najlepsi vysledok odoberte stredny prid mocu (MidStream), teda
strednu ¢ast pridu modu. Zaénite mocit. V strede molenia vlozte "East
urcenu pre vzorku mocu" testu pod prud moéu bez toho, aby ste mo¢
zadrzali. Podrzte test na mieste asi 3 az 5 sekind. Potom pomdcku vyberte,
nasadte na riu krytku a poloZte ju na rovny povrch.

10. Pockajte aspon 3 minuty a skontrolujte vysledok.

VYKLAD VYSLEDKU TESTU

1. Horna ¢ast okienka blizie k pismenu C sa nazyva kontrolna zéna. Ak sa
tu objavi ruzovofialova ¢iarka, znamena to, Ze test bol vykonany spravne.
2. Dolna &ast okienka bliZ3ie k pismenu T sa nazyva testovacia zna. Ak sa
tu objavi ruzova az fialova Ciarka, znamena to, Ze test je pozitivny.

3. Negativny vysledok: ak sa objavi len jedna ruzovofialova iarka blizsie k
pismenu C, znamena to, Ze pravdepodobne nejde o tehotenstvo. V pripade
pochybnosti vykonajte dalsi test o 2 — 3 dni neskér.

4. Pozitivny vysledok: ak sa pri pismendch C aj T objavia dve ruzovofialové
Ciarky, znamena to, Ze pravdepodobne ide o tehotenstvo.

5. Poznamka: ak sa Ciarky objavia, uz sa nezmenia. Znamena to, Ze
negativny, ako aj pozitivny test zostane takym aj po 3 minudtach.

6. Neplatny vysledok: ak sa neobjavi ani jedna ruZovofialova Ciarka alebo
ak sa objavi ¢iarka len pri pismene T a nie pri pismene C, znamena to, Ze test
nebol vykonany spravne. Vysledok je neplatny a je treba vykonat dalsi test.
7. Medzi priciny neplatného vysledku patria: nedodrzanie pokynov alebo
znizend kvalita testu po datume spotreby.

Vykonajte test pomocou novej testovacej pomdcky.

negativny pozitivny neplatny
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POZNAMKY

1. Ak je vzorka mocu prili§ rozriedend, nemusi obsahovat dostatoénu
koncentraciu hCG.

2. Ak je vysledok testu negativny, u Zien, u ktorych je vysoké podozrenie
na tehotenstvo, sa test musi vykonat znova o 2 — 3 dni alebo sa vykona
kvantitativny test.

3. OdtieR &ervenej farby Ciarky v testovacej zéne (T) bude zavisiet od
koncentracie hCH pritomného v modi. Kvalitativny test vSak nestanovuje
mnoZstvo hCG ani rychlost rastu jeho hladiny.

4. U niektorych Zien méZe byt urovert hCG hraniénd (prejavi sa velmi
slabou ¢iarkou v testovacej zéne). Ak tieto Zeny vykonaju test aj neskor,
mobZe byt pozitivny, ¢o znamend, Ze test bol pozitivny aj predtym. U
niektorych viak bude vysledok negativny. MdZe sa to pripisat klesajcej
hladine hCG po samovolnom alebo umelom potrate. K prirodzenému
ukonceniu tehotenstva dochadza v 22 % klinicky nepotvrdenych
tehotenstiev.

5. ZvySend hladina hCG méZe mat okrem tehotenstva niekolko priéin.
Méze ist napriklad o cysty na vajeénikoch alebo mimomaternicové
tehotenstvo (uhniezdenie embrya mimo maternice). Nespravny vysledok
mozu spdsobit aj niektoré latky, napriklad latky podobné tym, ktoré sa
vyuzivaju pri lie¢be protilatkami. Vysledky méze ovplyvnit aj vysokd
koncentracia hCG v neskorsich $tadidch tehotenstva, ako aj niektoré
ochorenia. Z uvedenych dévodov majte na pamati, ze konecné klinické
potvrdenie tehotenstva by mal vykonat lekar po zhodnoteni vietkych
klinickych a laboratérnych nélezov.

6. Pouzivatelky tohto vyrobku Ziadame, aby pripadné chyby a nespravnu
funkciu testu nahlésili e-mailom (info@phoenixhealth.eu).

7. Ako je uvedené vysiie, test mdze potvrdit pozitivny vysledok u polovice
tehotnych Zien uz v prvy defi meskania menstrudcie. Ak vykonate test skor,
mozete dostat falodne negativny vysledok aj napriek tehotenstvu.

SKLADOVANIE A STABILITA

1. PomOcku na testovanie skladujte pri teplote 5 az 30 °C v neporusenom
obale.

2. Supravu uchovavajte na suchom mieste mimo priameho slne¢ného
Ziarenia.

3. Pomdcku nezamrazujte.

4. Pri spravnom uskladneni uvedenom vyssie je pomdcka na testovania
stabilnd az do ddtumu spotreby uvedeného na uzavretom obale.

5. Uchovavajte mimo dosahu deti.

6. Po otvoreni obalu pouZite test do 60 minit. V opaénom pripade
vysledok nemusi byt spolahlivy.

VLASTNOSTI TESTU

Aky citlivy je test?

Negativny vysledok sa predpokladd u zdravych Zien, ktoré nie st tehotné, a
u zdravych muzov. Zdrava tehotnd Zena ma vo vzorke mocu pritomny hCG.
Mnoizstvo hCG sa vyrazne meni v zavislosti od gestatného veku (pocet
mesiacov tehotenstva) a u réznych Zien je rozdielny. Citlivost Midstream
Pregnancy Rapid Test je 25 mlU/ml. Tato hodnota zodpoveda Dodatku 3 —
Medzindrodnej norme na testovanie organizacie WHO a je to hodnota hCG,
ktord je pritomna v moci tehotnych Zien uz v defi nasledujtci po prvom dni
omeskania menstrudcie. Na stanovenie tejto hodnoty bolo zozbieranych 36
vzoriek mocu Zien, ktoré mali pri inom postupe (ELISA) negativny vysledok.
Do tychto vzoriek mocu s negativnym vysledkom boli pridané rozne
hodnoty hCG (0, 10, 25, 50, 250, 500 miU/ml). Vysledky st nasledovné:

10 25 50 250 500
0miU/ml| miU/ml | miU/ml | mIU/ml | miU/ml [ mIU/ml
spolu 36 36 36 36 36 36
negativny 36 36 0 0 0 0
pozitivny 0 0 36 36 36 36
neplatny 0 0 0 0 0 0

Studie vzajomnych reakcii

Pregnancy Rapid Test neudava falosne pozitivne vysledky v pripade
homolégnych horménov (latky, ktorych Struktura je podobnd hCG). Na tieto
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ucely sa do vzoriek mocu negativnych na hCG pridali homoldgne hormény
LH, FSH a TSH. (LH: 300 mIU/ml, FSH: 1000 mIU/ml a TSH: 1000)

Do tychto vzoriek sa dalej pridal hCG v réznych koncentraciach: 0, 20, 100
a 500 mIU/ml. Na testovanie sa pouZili 3 sipravy Midstream Pregnancy
Rapid Test. V $tudii sa nezistila Ziadna vzdjomna reakcia.

Studie interakcie s lie¢ivami

Vykonala sa $tudia moznej interakcie Midstream Pregnancy Rapid Test s
ldtkami, ktoré mozu byt pritomné v modi. Patri sem albumin, bilirubin a
hemoglobin, ako aj rézne lieciva. Tieto latky sa pridali do vzoriek mocu s
roznymi koncentraciami hCG. Vysledky preukdzali, Ze v pripade
nasledujucich latok nedoslo k vyznamnej interakcii:

hemoglobin 10 mg/ml

albumin: 1 mg/ml

bilirubin: 100 mg/ml

paracetamol 20 mg/d|

kyselina acetylsalicylova 20 mg/dl

kyselina askorbova 20 mg/dl

atropin 20 mg/d|

kofein 20 mg/dI

kyselina gentisova 20 mg/d|

glukéza 2,0 mg/ml

Citlivost a $pecifickost (klinické skuanie

Na stanovenie citlivosti a Specifickosti Midstream Pregnancy Rapid Test v
porovnani s inymi kvalitativnymi testami na zistovanie pritomnosti hCG v
moci sa pouZili komeréne dostupné stpravy kvalitativnych testov, ktorych
citlivost a 3pecifickost sa porovnala s Midstream Pregnancy Rapid Test na
zaklade 312 vzoriek mocu. Vzorky boli zozbierané z troch centier. Vysledky
su uvedené v nasledujicej tabulke.

Identicky komercne dostupny test
>
c >
s g £ | =213
® 4 E g 8| %
s e g g TR
e 2
s 2 pozitivny 120 4 124 | 96,7 PPV
& = negativny 0 188 | 188 | >99 |NPV
3 spolu 120 192 312
= % zhody 99 97,9 60

citlivost | $pecifickost

Na zéklade tychto hodnét sa stanovila citlivost testu na 99 % a 3peci ckost
na 97,9 %.
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Consult
instructions for use

- In vitro diagnostic
VD | medical device

Vysvetlenie symbolov :
M Manufacturer

g Expiration date LOT

Lot number R Disposable device,
= do not re-use

Keep in a cool, dry

Keep away from T ‘
place

sunlight

** Temperature limit N
(5°-30°C) P

Discard in the dust
bin after use.

~ Don’t use if package —7 Contains sufficient =
) is damaged \/ for “1” tests

C E Complies with the relevant EU legislation.
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