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TEST Combo antygenowy SARS-CoV-2/Grypa A/
Grypa B+ADV/RSV/SA - szybki test (LFIA)

WYLACZNIE DO DIAGNOSTYKI /N VITRO.
WYEACZNIE DO UZYTKU PROFESJONALNEGO.
Instrukcja uzytkowania

WPROWADZENIE

Koronawirus (CoV) nalezy do rzedu Nidovirales w rodzinie Coronaviridae i dzieli sie na 4 rodzaje: a, B, y i 6. Rodzaje a i 53 patogenne tylko dla ssakéw, podczas gdy rodzaje y i & powoduja gtéwnie
infekcje u ptakéw. CoV jest przenoszony glownie poprzez bezposredni kontakt z wydzielinami lub droga kropelkowg lub aerozolowa. Istnieja réwniez dowody na mozliwos¢ przenoszenia droga
fekalno-oralng. Do te] pory zidentyfikowano 7 rodzajéw ludzkich koronawiruséw (HCoV), ktére wywotuja choroby uktadu oddechowego u ludzi, w tym: HCoV-229E, HCoV-NL63, HCoV-0C43, HCoV-HKUT,
SARS-CoV, MERS-CoV i SARS-CoV-2. SARS-CoV-2 jest jednym z najbardziej zakaznych patogenéw wirusowych wywotujacych infekcje drég oddechowych (RTI) u ludzi. Obecnie gtéwnym Zrédtem zakazenia
53 osoby zakazone wirusem SARS-CoV-2; zrédio zakazenia moga stanowic réwniez osoby zakazone bezobjawowo. Na podstawie dotychczasowych badar epidemiologicznych, okres inkubacji wynosi
od 1 do 14 dni, najczesciej od 3 do 7 dni. Do objawéw Klinicznych naleza goraczka, zmeczenie, kaszel i inne objawy, ktérym towarzyszy dusznoéé. Choroba moze szybko rozwina sie w ciezkie,
zagrazajace zyciu zapalenie phuc, zespét ostrej niewydolnosci oddechowej (ARDS), wstrzas septyczny, niewydolnos¢ wielonarzadowa oraz powazne zaburzenia réwnowagi kwasowo-zasadowej.

Grypa to ostra infekcja drég oddechowych wywolywana przez wirusa grypy. Jest wysoce zakazna i przenosi sig giownie droga kropelkowa - poprzez kaszel i kichanie. Zazwyczaj pojawia sig w postaci
epidemii w okresie zimowym i wiosennym. Dzieli sie glownie na wirusy grypy typu A i B. Wirusy grypy typu A cechuia sie duza zmiennoscia, nieco mniejsza zmiennoscia charakteryzuja sie wirusy grypy
typu B. W zwiazku z tym grypa typu A wystepuje czeéciej | ma ciezszy przebieg niz grypa typu B. Do wiruséw grypy typu A nalezg m.in. HIN1, H3N2, H5N1, H7N9, natomiast do grypy tupu B zaliczaja sie
linie Victoria | Yamagata.

Ludzki adenowirus (ADV) nalezy do rodziny Adenoviridae, rodzaju adenowiruséw wystepujacych u ssakéw. Jest to wirus DNA z podw6jng nicia, pozbawiony otoczki, ktéry infekuje glownie uktad
oddechowy, pokarmowy oraz moczowo-piciowy cztowieka. Glowne typy adenowirusow zwiazane z chorobami uktadu oddechowego to grupa ADV-B (ADV-3, 7, 11, 14, 16, 21, 50, 55), grupa ADV-C
(ADV-1,2,5,6) oraz grupa ADV-E (ADV-4). Ostra infekcja adenowirusowa ukladu oddechowego jest jedna z najczestszych ostrych infekcji drog oddechowych wystepujacych u niemowlat i malych dzieci.
Objawia sie glownie goraczka, kaszlem, dusznoscia oraz innymi objawami.

Wirus RSV (syncytialny wirus oddechowy) nalezy do rodzaju Pneumovirus z rodziny Paramyxoviridae. Jest to wirus RNA o pojedynczej nici i ujemnej polarnosci, posiadajacy otoczke, z jednym serotypem.
Zakazenie RSV prowadzi gléwnie do zapalenia oskrzelikow i zapalenia ptuc u niemowlat ponizej 6. miesiaca zycia, a u starszych dzieci i dorostych wywotuje infekcje gornych drog oddechowych, takie jak
niezyt nosa czy przeziebienie.

Paciorkowce grupy A, STREP A, nazywany streptococcus pyogenes, nalezy do paciorkowcéw B-hemolizujacych. Typowy sposéb przenoszenia to droga kropelkowa przez uktad oddechowy. STREP A moze
zaatakowac dowolng czes$¢ ludzkiego ciata, jednak najczesciej powoduje zakazenia gornych drég oddechowych, a nastepnie zakazenia skory i tkanek miekkich. STREP A moze wywotywac zaréwno
choroby ropne, jak i powiktania nieropne. STREP A jest takze po$rednia przyczyng chordb alergicznych, takich jak goraczka reumatyczna i ostre kiebuszkowe zapalenie nerek.

PRZEZNACZENIE

TEST Combo antygenowy SARS-CoV-2/Grypa A/ Grypa B+ADV/RSV/SA - szybki test (LFIA) to jednorazowy test in vitro oparty na metodzie immunochromatografii przeplywu bocznego. Jest przeznaczony
do szybkiego, jakoéciowego wykrywania antygenéw wirusa SARS-CoV-2, wirusa grypy typu A, wirlsa grypy typu B, adenowirusa (ADV), wirusa syncytialnego ukladu oddechowego (RSV) oraz
paciorkowcw grupy A (STREP A) w wymazach pobranych od 0s6b z podejrzeniem zakazenia SARS-CoV-2, grypa typu A, grypa typu B, adenowirusem (ADV), RSV Iub paciorkowcami grupy A (STREP A)
Moze by¢ stosowany do wykrywania wymienionych patogenéw jako metoda pomocnicza w diagnostyce klinicznej, jednak nie powinien by¢ stosowany jako jedyna podstawa diagnostyczna.

ZASADA DZIALANIA TESTU
TEST Combo antygenowy SARS-CoV-2/Grypa A/Grypa B+ADV/RSV - szybki test (LFIA) wykorzystuje metode testu kanapkowego, zwanego te? testem podwojnego wigzania, ktéry wykorzystuje
przeciwciata do wykrywama wirusow SARS-CoV-2, grypy typu A grypy typu B, adenowirusa (ADV), syncytiainego wirusa oddechowego (RSV) oraz paciorkowcéw grupy A (STREP A) za pomoca
immunochromatografii Zlota koloidainego. Po iej losci prébki testowe] potraktowanej uprzednio buforem lizujacym, do okienka probki w kasecie testowej, probka
przemieszcza sie s paska testowego dzieki dziataniu sit kapllarnych Jesli probka zawiera antygeny SARS-CoV-2, grypy A, grypy B, adenowirusa (ADV), RSV i paciorkowcow grupy A (STREP A) w
Stezeniu wyzszym niz prég wykrywalnosci, antygeny te tworza kompleksy immunologiczne z odpowiadajacymi im przeciwcialami biatka nukleokapsydowego, znakowanymi ziotem koloidalnym.
W przez vie linie testowe: nCoV, Flu A, Flu B, ADV, RSV oraz SA. Jesli probka zawiera wirusa SARS-CoV-2, pojawi sie czerwona linia nCoV, co wskazuje wynik
pozytywny dia SARS-CoV-2. Jesli probka zawiera wirusa grypy typu A, pojawi sie czerwona linia Flu A, co wskazuje wynik pozytywny dla grypy A. Jesli prébka zawiera wirusa grypy typu B, pojawi sie
czerwona linia Flu B, co wskazuje wynik pozytywny dla grypy B. Jesli prébka zawiera adenowirusa, pojawi sie czerwona linia ADV, co wskazuje wynik pozytywny dla adenowirusa. jesli probka zawiera
syncytialnego wirusa oddechowego (RSV), pojawi sie czerwona linia RSV, co wskazuje wynik pozytywny dla RSV. Jesi probka zawiera wirusa paciorkowca grupy A (STREP A), pojawi sie czerwona linia SA,
co wskazuje wynik pozytywny dla paciorkowcow grupy A. Ponadto pasek testowy zawiera takze linie kontrolna (linia C). Linia ta powinna sie pojawié niezaleznie od obecnosci antygenow w probce - jej
obecnoé¢ oznacza, ze probka zostata poprawnie przetransportowana przez membrane. Brak pojawienia sie linii C oznacza, ze wynik testu jest niewazny i nalezy powtdrzy¢ badanie.

ZAWARTOSC TEST

U
Zestaw testowy zawiera kasety testowe, sterylne wymazowki, bufor do rozciericzania i zakraplacz, instrukcje obstugi.
Elementy

Kaseta testowa: 1 szt./opakowanie

20 szt./pudetko
50 szt./pudetko_|
100 szt./pudetko )

123015-02-01
123015-05-01

123015-50-01
123015-100-01

2 szt./pudetko
5 szt./pudetko

Kaseta testowa |Sterylnawymazéwka|  Bufor do rozciericzania i zakrapla

Instrukcja obst

123015-01-01 1 szt./pudetko 1 1 1 1
123015-02-01 2 szt./pudetko 2 2 2 1
123015-05-01 5 szt./pudetko 5 5 5 1
123015-20-01 20 szt./pudetko 20 20 20 1
123015-50-01 50 szt./pudetko 50 50 50 1
123015-100-01 100 szt./pudetko 100 100 100 1

INSTRUKCJA PRZECHOWYWANIA

Zestaw testowy powinien by¢ przechowywany z dala od bezposredniego $wiatta stonecznego w temperaturze od 2°C do 30°C z okresem trwatosci wynoszacym 24 miesiace. Nie zamrazac.

WYMAGANIA DOTYCZACE PROBKI

Jedna kaseta testowa mote by¢ uzyta do badania wylacznie jednego rodzaju prbki. Rodzaje probek obejmuja wydzieling z gardta.
+ Pobieranie wydzieliny z gardia: Wprowad? cata wymazowke do gardfa przez usta, koncentrujac sie na tylnej Scianie gardfa i
aczerwienionym obszarze migdatk nych. Przetrzy] z umiarkowana sita obie strony migdatkéw podniebiennych oraz
tylng $ciane gardta. Staraj sie nie dotknac jezyka przed wyjeciem wymazowki.

Probke nalezy po pobraniu jak najszybciej poddac dziataniu buforu lizujacego dostarczonego w zestawie. Jesli prébka nie moze
zostac od razu przetworzona, nalezy ja natychmiast umiescic w suchej, sterylnej i szczelnie zamkniete] plastikowej probowce. Moze
by¢ przechowywana w temperaturze od 2°C do 8°C przez 8 godzin lub w temperaturze -70°C przez 19 miesiecy.

PROCEDURA TESTOWA

Nie otwieraj saszetki foliowej przed uzyciem. Przygotuj niezbedne materialy: Stoper | Statyw na probéwki i prébki | Niezbedne érodki ochrony osobistej.

1 | Pobieranie prébki: Otworz probdwke zawierajaca bufor lizujacy. Wt6z wymazéwke (po pobraniu prébki) do buforu. Obré¢ wymazéwke 10 razy, pocierajac o wewnetrzng scianke probéwki, a
nastepnie $ciénij ja 5 razy przez zewnetrzna $cianke probéwki, aby doktadnie rozpuscic prébke w buforze. Nastepnie unies wymazdwke, aby spoczefa nad roztworem probki i ponownie $ciénij przez
zewnetrzna 4cianke, aby jak najwiecej probki pozostato w probéwce. Usur | wyrzué wymazéwke, a probéwke zamknij zakraplaczem.

2 | Procedura testowa: Otwérz aluminiowa saszetke, wyjmij kasetke testowa i pot6z ja na czystej, ptaskiej powierzchni. Oznacz kasetke numerem prébki lub identyfikatorem pacjenta. Dodaj 4 krople
(okoto 100 pL) przygotowanego roztworu prébki do okienka testowego.

Wynik nalezy odczytac w ciagu 15-30 minut. Wyniki odczytane po 30 minutach sa niewazne.
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INTERPRETACJA WYNIKOW

Wynik negatywny: Jesli pojawi sie tylko linia kontrolna (linia C), a zadna z linii testowych nie jest widoczna, oznacza to, ze probka nie zawiera wiruséw SARS-CoV-2, grypy A, grypy B, adenowirusa (ADV),
RSV ani STREP A, lub ich stezenie jest nizsze niz prég wykrywalnoéci, a wynik jest negatywny.

Wynik pozytywny:

+ Pozytywny wynik dla SARS-CoV-2: jesli pojawi sie jednoczesnie linia kontrolna (linia C) i linia testowa nCoV, 0znacza to wykrycie antygenu SARS-CoV-2 - wynik pozytywny.

« Pozytywny wynik dla grypy A: jesli pojawi sie linia kontrolna (linia C) i linia testowa Flu A, oznacza to wykrycie antygenu grypy A - wynik pozytywny.

« Pozytywny wynik dla grypy B: jesli pojawi sie linia kontrolna (linia C) i linia testowa Flu B, oznacza to wykrycie antygenu grypy B - wynik pozytywny.

« Pozytywny wynik dla adenowirusa (ADV): jesli pojawi sie linia kontrolna (linia C) i linia testowa ADV, oznacza to wykrycie adenowirusa - wynik pozytywny.

+ Pozytywny wynik dla RSV: jesli pojawi sie linia kontrolna (linia ) i linia testowa RSV, oznacza to wykrycie antygenu RSV - wynik pozytywny.

+ Pozytywny wynik dla STREP A: Jesli pojawi sie linia kontrolna (linia C) i linia testowa SA, 0znacza to wykrycie antygenu STREP A - wynik pozytywny.

Jesli oprécz linii kontrolnej (C) pojawi sie wigce] czerwonych linii w obszarze testowym, oznacza to, ze probka zawiera jeden lub wigce] patogenow.

Wynik niewazny:

Jesli linia Kontraina (linia C) nie pojawi sie, wynik testu jest niewazny i nalezy ponownie przeprowadzié test z nowa kaseta testowa.

Uwaga:

\nlengsywnoéc' Koloru w obszarze linii testowej (linia nCoV / linia Flu A / linia Flu B) moze sie rézni¢ w zaleznoéci od stezenia antygenu SARS-CoV-2, antygenu grypy A oraz antygenu grypy B. O wyniku
testu decyduje obecnos¢ lub brak linii testowej, a nie intensywnos¢ koloru. Dlatego kazdy widoczny kolor w obszarze linii testowej (nCoV / Flu A / Fiu B), niezaleznie od jego intensywnosci, nalezy Uzna¢
za wynik pozytywny. Intensywnos¢ koloru w obszarze linii testowej (linia ADV / linia RSV/linia SA) réwniez moze sie roznic w zaleznosci od stezenia antygenu adenowirusa (ADV), syncytialnego wirusa
oddechowego (RSV) i STREP A. Podobnie jak wyzej, o wyniku decyduje sama obecnosc linii testowej, a nie intensywnos¢ koloru. Dlatego kazdy widoczny kolor w obszarze linii testowej (ADV/RSV/SA)
nalezy traktowac jako wynik pozytywny.

SARS-CoV-2&FIu A/B (po lewej)
"FIUA’ Linia testowa Grypa A “FIuB': Linia testowa Grypa B
"nCoV": Linia testowa SARS-CoV-2 twor na probke

ADV/RSV/SA (po prawej)

Linia kontrolna “ADV": Linia testowa ADV/

"RSV": Linia testowa RSV
“5". Otwdr na prébke

“C": Linia kontrolna
“SA": Linia testowa SA

@ 8] Wynik niewazny “ “ Wynik niewainy.
C c c c c
FluA FluA FluA ADV ADV
FluB FluB. FluB RSV RSV
nGov nCov nCoV SA SA
e G T8 el aishe CD ke R o e
BFAUARFIUB STREPA  STREPA

OGRANICZENIA METODY TESTOWE]

1. Doktadnos¢ testu zalezy od jakosci probki. Niewtadciwe pobranie lub przechowywanie prébki, uzycie przeterminowanej prébki lub prébki wielokrotnie zamrazanej i rozmrazanej moze wplynaé na
wynik testu. Na wyniki testu moga réwniez wplywa¢ temperatura i wilgotnose.

2. Fatszywie ujemne wyniki moga by¢ spowodowane niskim stezeniem antygenéw SARS-CoV-2, grypy A, grypy B, ADV, RSV, STREP A w prébce. Bledy uzytkownika takze moga prowadzi¢ do wyniku
fatszywie ujemnego, dlatego nie mozna catkowicie wykluczy¢ mozliwosci zakazenia.

3. Niektre leki (np. leki bez recepty lub na recepte w wysokim stezeniu, takie jak aerozole do nosa) obecne w prébce moga zakldcac wynik testu. W przypadku watpliwosci co do wyniku nalezy powtérzyé
test.

4. Niniejszy produkt stuzy wykacznie do testow jakosciowych - doktadne stezenie kazdego wskaznika nalezy okreslié za pomoca innych metod ilosciowych.

5. Wyniki testu stuza wykacznie jako odniesienie Kliniczne i nie moga by¢ jedyna podstawa do diagnozy. Diagnoza | leczenie pacjenta powinny by¢ podejmowane na jie kor
objawow, wywiadu medycznego, wynikéw innych badar laboratoryjnych oraz reakeji na leczenie.

WYDAJNOSC PRODUKTU

« Granica wykrywalnosci-LoD

Badania dotyczace granicy wykrywalnosci (LoD) okreslity najnizsze wykrywalne stezenie wiruséw SARS-CoV-2, grypy A, grypy B, ADV, RSV oraz STREP A, przy ktérym 100% wszystkich powtérzer
(prawdziwie dodatnich) daje wynik pozytywny.

j oceny

Saczep wirusa LoD (TCID./my)
SARS-CoV-2 BetaCoV/JS02/human/2020 10 B/Baodi Tianjin/12/2018 10°
AlBrisbane/02/2018 (H1N1) 10 B/Changzhou Guangxi/373/2018 10°
A/PUERTO/8/1934 (HIN1) 102 B/Chaoyang Jilin/11723/2018 102
AlKansas/14/2017 (H3N2) 102 Grypy B B/Chongming Shanghai/38/2021 10°
A/Aichi/2/1968 (H3N2) 102 B/Xiacheng Zhejiang/11085/2021 100
Grypy A A/Anhui/1/2013 (H7N9) 10 B/Shanxi City/119/2022 10°
A/Maonan Guangdong/SWL197/2020 10°

Atsoran Gngong SWLISS62019
A/Fangcheng Guangdong/11343/2021 10° ADV-1 10°
Alxiangcheng Fujian/1290/2022 10 ADV-2 100
Alyongkan Zhejiang/1307/2022 10° ADV ADV-3 10%
A/Darwin/9/2021 (H3N2) 10? ADV-4 10
B/Colorado/06/2017 (Victoria) 10° ADV-7 10°
B/Phuket/3073/2013 (Yamagata) 10° ADV-55 10°
B/Chaoyang Beijing/12977/2017 (Yamagata) 10° RSV-A 10
Grypy B B/Austria/1359417/2021 102 RV RSV-B 10°

B/Phuket/3073/2013 10* Szczep bakteryjny LoD(CFU/mL)

B/Mengzi Yunnan/1407/2018 10° STREP A STREP A 10°

%’\ 0
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+ Reaktywnos¢ krzyzowa

Reaktywnos¢ krzyzowa TESTU Combo antygenowego SARS-CoV-2/Grypa A/ Grypa B+ADV/RSV/SA - szybki test (LFIA) zostala oceniona poprzez badanie drobnoustrojow komensalnych i
chorobotwérczych wymienionych w ponizsze] tabeli, ktore moga wystepowa¢ w probkach Klinicznych. Kazda z badanych bakterii, wirusow oraz drozdzy zostata przetestowana trzykrotnie i nie
odnotowano wynikéw fatszywie dodatnich dla wirusa SARS-CoV-2, grypy A, grypy B, adenowirusa (ADV), wirusa RSV ani wirusa STREP A.

Reaktywnos¢ krzyzowa (Tak/Nie)

EN

SARS-CoV-2/FluA/FluB+ADV/RSV/SA Antigen
Combo Rapid Test Kit (LFIA)

FOR IN VITRO DIAGNOSTIC USE ONLY.

Test cassette: 1pc/bag

123015 1

1 pc/Box 20 pes/Box

IRy e Testowane stezenie FOR PROFESSIONAL USE ONLY. 123015-02-01 2 pes/Box 123015-50-01 50 pes/Box |
Koronawirus ludzki OC43 0% 106 TC Instruction for Use 123015-05-01 5 pes/Box 123015-100-01 100 pes/Box_J
Koronawirus ludzki NL63 L0 x 105 TC .

Koronawirus ludzki HKUT .0X10°TC Introduction ) - )
Koronawirus Judzki 2298 O X T0FTC Coronavirus (CoV) belongs to the order Nidovirales under the Coronaviridae family with 4 genera: , B,y and &. The a and B genera are only pathogenic to mammals, while y and & genera mainly cause

Koronawirus MERS IO TC bird infections. CoV is mainly transmitted through direct contact with secretions or through aerosols and droplets. There is also evidence supporting fecal-oral transmission.

KOronawirus SARS OX 0 TC 7 kinds of human coronaviruses (HCoV) that cause human respiratory diseases have been identified so far, including: HCoV-229E, HCoV-NL63, HCoV-OC43, HCoV-HKU1, SARS-CoV, MERS-CoV and
SARS-COV-2 X T0°TC SARS-CoV-2. SARS-CoV-2 s one of the most contagious viral pathogens that causes human respiratory tract infections (RTI). Currently, the patients infected by SARS-CoV-2 are the main source of
FTNT(2005] T infection; asymp infected people can also be an infectious source. Based on the current epidemiological investigation, the incubation period is 1 to 14 days, mostly 3 to 7 days. The clinical

Wirus grypy T m 1s include fever, fatigue, cough and other symptoms, accompanied by dyspnea, which can rapidly develop into life-threatening severe pneumonia, respiratory failure, acute respiratory
Grypa A FGN o Te Nie vesicle syndrome, septic shock, multiple organ failure, and severe metabolic acid-base imbalance. ) ) ) ) )
Grypa A F5N X10° = Nie Influenza, usually called flu, is an acute respiratory infection caused by Influenza virus. It is highly contagious. It is mainly spread through coughing and sneezing. It usually breaks out in spring and
Grypa AF7N I TCIDaimE e Nic winter. It is mainly divided into Influenza A and B Influenza virus. Influenza A viruses are highly variable, followed by Influenza B viruses. Therefore, Influenza A virses are more prevalent and severe,
Grypa B Victor IO TCIDafmL i Nic followed by Influenza B viruses. Influenza A includes HIN1, H3N2, HSN1, H7N9, and Influenza B includes Influenza B (Victoria) and Influenza B (Yamagata).
Gryba B Vamagata I TCIDaoimL Nic Nic Human adenovirus(ADV) belongs to the adenoviridae family, mammalian adenovirus genus, which is a double-stranded DNA virus without an envelope, mainly infects human respiratory tract, digestive
Syneytalny wirus oddechony T TCIDimL = = = Nie = = tract and urogenital tract. The main ADV related to respiratory diseases is ADV-B Group (ADV-3, 7, 11, 14, 16, 21, 50, 55), ADV-C Group (ADV-1,2,5,6) and ADV-E group (ADV-4). Acute respiratory
T I0FTCIDsm e i < Nie i i adenovirus (ADV) infection which is one of the most common acute respiratory infections in infants and young children. It mainly causes fever, cough, dyspnea and other symptom:
“ADVT T TCIDa/m o i 7 e i y syncytial virus (RSV) belongs to Pneumovirus of Paramyxoviridae with only one serotype, which is a single stranded negative-strand RNA virus with an envelope. RSV infection mainly causes
ADVZ TGP TCIDs/mL 3 i 7 e i bronchiolitis and pneumonia in infants under 6 months of age and upper respiratory tract infections such as rhinitis and colds in older children and adults. ) )
ADV3 X10° = Dso/mL e e 7 e i Group A streptococci, STREP A, is called streptococcus pyogenes, which belongs to B hemolytic streptococcus. Common mode of transmission is spread through the respiratory tract. STREP A can invade
ADVA I TCIDaimE 5 e i ; e N any part of the human body, but upper respiratory tract infection is the most common, followed by skin and soft tissue infection. STREP A can cause both suppurative diseases and non- suppurative
VT SFTCD L e Nie i 7 Nie N complications. STREP A is also an indirect cause of the allergic diseases rheumatic fever and acute glomerulonephritis.
ADV-55 X 10° TCID=o/m e e e Nie ie Intended Use
RSV-A x 10° TCIDso/mL e a O e / e SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) is an immunochromatography based one step in vitro test. It is designed for the rapid qualitative determination of SARS-CoV-2,
RSV-B X 10° TCID=o/m e e e e e Influenza A , Influenza B virus, Adenovirus(ADV), Respiratory syncytial virus(RSV) and Group A streptococci (STREP A) antigen in swab samples from individuals suspected of COVID-19, Influenza A ,
x10° CFU/m g e e ie € Influenza B, Adenovirus(ADV), Respiratory syncytial virus(RSV) and Group A streptococci (STREP A). It can be used for detecting SARS-CoV-2, Influenza A, Influenza B virus, Adenovirus(ADV), Respiratory
SmeZ ﬁ!gcf:‘f;';;:;“effm”fms X ZE t;m 2 i : :s g syncytial virus(RSV) and Group A streptococci (STREP A). Which is often used as an auxiliary method in the clinical diagnosis, but not as the only basis.
x 'mL
Bordetella pertussis X 10° CFU/mL e g e e ie Test Principle
Legionella pneumophila X 10° CFU/mL e ie e e Nie SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) uses a double antibody sandwich method to detect SARS-CoV-2 Influenza A, Influenza B, Adenovirus (ADV), Respiratory syncytial
Streptococcu: x10° CFU/mi e e e e e / virus (RSV) and Group A streptococci (STREP A) by colloidal gold immunochromatography. When the appropriate amount of test samples treated with lysis buffer is added to the sample well of the test
I . x10° CFU/m e e O e e Nie cassette, the sample will move forward along the test strip by capillary action. If the sample contains SARS-CoV-2, Influenza A/B virus, Adenovirus(ADV), Respiratory syncytial virus (RSV) and Group A
Mycobacterium tuberculosis -0 10° CFU/m e € © e e Nie streptococci (STREP A) antigen, and the concentration is higher than the limit of detection, the antigen will form immune complexes with corresponding Nucleocapsid Protein antibody labeled with
Candida albicans -0 x10° CFU/m e € © e € Nie colloidal gold respectively, which are captured by lines nCoV line, Flu A line, Flu B line, ADV line, RSV line and SA line. If test sample contains SARS-CoV-2 virus, forming a red nCoV line, indicating a positive

“Wplyw substancji zaklocajacych

Przeprowadzono badanie w celu oceny i wykazania, ze substancje endogenne naturalnie wystepujace w prébkach Klinicznych lub leki, ktére moga by¢ sztucznie wprowadzone, nie zakiocaja wykrywania
SARS-CoV-2, wirusa grypy A, wirusa grypy B, adenowirusa (ADV), wirusa RS (RSV) oraz wirusa STREP Aza pomoca TESTU Combo antygenowego SARS-CoV-2/Grypa A/ Grypa B+ADV/RSV/SA - szybki test
(LFIA) w stezeniach wymienionych ponizej. Rozciericzy¢ testowane elementy za pomocg wymazéwki jako matrycy probki w przypadku braku lub obecnosci inaktywowanych termicznie wiruséw
SARS-COV-2, grypy A, grypy B, ADV, RSV i STREP A.

result for SARS-CoV-2. If test sample contains Influenza A virus, forming a red Flu A line, indicating a positive result for Influenza A. If test sample contains Influenza B virus, forming a red FIuB line,

indicating a positive result for Influenza B. If test sample contains Adenovirus, forming a red ADV line, indicating a positive result for Adenovirus. If test sample contains Respiratory syncytial virus,

forming a red RSV line,indicating a positive result for Respiratory syncytial virus. If test sample contains Group A streptococci, forming a red SA line, indicating a positive result for Group A streptococci.
Additionally, the test strip also contains a control line (C line). The C line should be formed to indicate that the sample has been transported properly through the membrane regardless of whether

sample contains antigens or not. If the C line does not appear, it indicates that the test result is invalid and the sample need to retest.

Potencjalne substancje zakiocajace Stezenie | Zakicenie (Tak/Nie) Potencjalne substancje zakidcajace Test Kit Contents
Mucyna 2% wiv Nie Difenhydramina 0.08 mg/dL ie Test kit contains test cassettes, sterile swabs, Dilution buffer and dropper, Instructions for use.
Kokoveri 5% wiv Nie Glimepiryd (Sulfonylureas) 0.164 mg/dL e
Icteric (Bilirubina) 20 mg/dL Nie Chlorotiazyd 2.7 mg/dL B Dilution buffe Instruction for use
Czynnik reur 200 1U/mL Nie Kwas acetylosalicylowy 3mg/dL e
Substancja Tréjgliceryd 75 mg/L Nie Amoksycylina 5.4 mg/dL Nie 123015:01:01 1 pe/Box 1 1 1 1
endogenna F a 100 mg/L Nie Ibuprofen 21.9 mg/dL Nie 123015-02-01 2 pes/Box 2 2 2 1
Przeciwciata anty-jadrowe >1:40 Nie Beklometazon 4.79 ng/mL Nie 123015-05-01 5 pes/Box 5 5 5 1
Razem IgG S0g/L Nie In i 140 ng/ml Nie 123015-20-01 20 pes/Box 20 20 20 1
Razem IgM ag/L Nie Flunizolid 0.61 pg/mL Nie 123015:50:01 50 pes/Box 50 50 50 7
Razem IgA 80 g/L Nie Eter glicerolu Guaiacol T pg/mL Nie 123015100:01 700 pes/Box 100 100 100 T
Mupirocyna 0.25% wiv Nie substanga Biotyna 7.2 pg/mL Nie
TRt O ok | Ne e LT Storage Instructions ,
: - The test kit should be stored away from direct sunlight at 2°C to 30°C with a shelf-ife of 24 months. Do not freeze.
Fluksazol 5% wiv Nie Siarka 9.23 pg/mL Nie
Glukon cynkowy (tj. Zicam) 5% wiv Nie Ribavirin 26.7 pg /mL Nie Sample Requirements
Alkalol 10% wiv Nie Efedryna 0.1 mg/mL Nie One test cassette can only be used to test one sample type. Sample types include throat secretion.
Substancja Fenol 15% wiv Nie Benzokaina 0.13 mg/mL Nie + Throat secretion collection: Insert the whole swab completely into the throat from the mouth, centering N
Chlorowodorek fenylefryny 15% viv Nie Mentol 0.15 mg/mL Nie on the throat wall and the reddened area of the palate tonsil, wipe both sides of the pharyngeal tonsil
Chiorowodorek oksymetazoliny T5% Vv Nie Budesonid 0.5 mg/mL Nie and posterior pharyngeal wall with moderate force. Try to avoid the tongue before taking it out.
Kromolin 15% wiv Nie Trlamtyﬂobn 0.8 mg/mL Nie sample should be treated with lysis buffer provided in this kit as soon as possible after collection. If the
Oksyr 15% w/v Nie 0.8 mg/mL Nie sample cannot be processed immediately, it should be stored immediately in a dry, sterilized and strictly
Galphimia glauca, Sabadilla 20% wiv Nie [Chiorek sodu zesrodkaml konserwujqcyml 4.44 mg/mL Nie sealed plastic tube. It can be stored at 2°C-8°C for 8 hours. Could be stored at-70C for 19 months.
Albuterol 0.005 mg/dL Nie Lopinavir 164 g/l Nie R
Akarboza 0.03 mg/dL Nie Ritonavir 16.4 g/l Nie Testing Procedure
[ i 0.04 mg/dL Nie Fosfat chlorochiny 0.99 mg/L Nie Do not open pouch until ready to use. Prep necessary materials: Timer | Tube rack for sampling tubes and specimens | Any necessary personal protective equipment.
Chiorfeniramina 0.08 mg/dL Nie Twermektyna Zamg/L Nie 1 | Sampling: Open the seal of the sampling tube containing lysis buffer. Insert the swab (after collection) into the buffer. Rotate the swab against the inner tube wall 10 times and squeeze the swab

WYNIKI KLINICZNE

« Wyniki Kliniczne na podstawie badania wymazéw z gardta

1. Test na SARS-CoV-2

Skutecznoé¢ Testu Combo antygenowego SARS-CoV-2/Grypa A/Grypa B+ADV/RSV/SA zostata

| RT-PCR

from the outer tube wall 5 times to completely dissolve the sample in the buffer, then move the swab up until it is resting on the sample solution, squeeze the swab from the outer tube wall in order
to leave the sample in the tube as much as possible. Remove and discard the swab, cover the tube with the dropper.

2 | Test procedures: Open the aluminum foil pouch, take out the test cassette and lay it on a clean flat surface, then mark the cassette with the patient ID or sample number and add 4 drops
(approximately 100 L) processed sample extract into the sample well.

The result should be observed within 15-30 minutes. Results observed after 30 minutes are invalid.

Medomics Ag test | SARS-C wynik negatywny Ogotem
0 128

oceniona na podstawie 134 wymazéw z gardta pobranych od pacjentow z objawami COVID-19 w SARSCov2 Wynik pozyowry 128
ciagu 7 dni od wystapienia objawdw. Od kazdej osoby pobrano dwa wymazy - jeden wymaz z wynik negatywny 3 7035 1047
ardla zostal bezposrednio przetestowany za pomoca szybkiego testu Ogolem e 038 Tieo

SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA, a drugi wymaz z gardta zostat przebadany testem RT-PCR.
Probki kliniczne zostaly ocenione jako pozytywne lub negatywne przy uzyciu metody
referencyjnej RT-PCR.

Czulosc: 95.52% (90.51%~98.34%) Swoistosc: 100.00% (99.64%~ 100.00%)
Dodatnia wartosc pr jna: 100.00% (97.16%-100.00%) Ujemnawarto¢ predykcyjna: 99.42% (98.75% ~99.79%)
Dokladnosé: 99.49%(98.89%~99.81%) Kappa: 0.9742 95%Cl- 0.9536~0.9948

RT-PCR

2. Test na grype A
Skutecznoéé Testu Combo antygenowego SARS-CoV-2/Grypa A/Grypa B+ADV/RSV/SA zostata

oceniona na podstawie 103 wymazéw 2 gardta pobranych od pacjentow z objawami grypy w \nﬂlﬁiiw:w:i i wynlk negatywny Ogélem
ciggu 7 dni od wystapienia objawéw. Od kazdej osoby pobrano dwa wymazy - jeden wymaz z vk e 3 1056 1075
gardta zostat bezposrednio przetestowany za pomocy szybkiego testu fynik negatywny

SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA, a drugi wymaz z gardta zostat przebadany za pomoca testu Ogolem 103 1066 1169

poréwnawczego. Prébki kliniczne zostaly ocenione jako pozytywne lub negatywne przy uzyciu
metody referencyjnej testu poréwnawczego.

Czutosc: 91.26% (84.06% ~95.93%) Swoistosc: 100.00% (99.65%~ 100.00%)
Dodatriawartost predykcyjna: 100.00% (96.15% ~100.00%) Ujemna wartosc precykeyjna: 99.16% (98.42%~99.6296)
Dokladnosé: 99.23% (98.54%-99.65%) Kappa: 0.9501 95%Cl: 0.9177~0.9825

RT-PCR

3.Test nagrype B
Skutecznos¢ Testu Combo antygenowego SARS-COV-2/Grypa A/Grypa B+ADV/RSV/SA zostata

oceniona na podstawie 106 wymazow 7 gardka pobranych od pacjentéw z objawami grypy w - Wedomics Agtest o voynik regatywny Ogélem
ciagu 7 dni od wystapienia objawéw. Od kazde] osoby pobrano dwa wymazy - jeden wymaz z . E 1063

gardia zostat bezposrednio przetestowany za pomoca szybkiego testu antygenowego wynik negatywny 1071
SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA, a drugi wymaz z gardta zostat przebadany za pomoca testu Ogotem 106 1063 1169

Czutosé: 92.45% (85.67%~96.69%) Swoistos¢: 100.00% (99.65%~ 100.00%)
Dodatnia wartos¢ predykayines 100.00%(96.31%-100.00%) Ujemna wartost precykcyjna: 99.25% (98.53% ~99.68%)
Doktadnos¢: 99.32% (98.66% ~99.70%) Kappa: 0.9570 95%Cl: 0.9274~0.9867,

RT-PCR

poréwnawczego. Prébki kliniczne zostaly ocenione jako pozytywne lub negatywne przy uzyciu
metody referencyjnej testu poréwnawczego.

4.Test na ADV

Skutecznoé¢ Testu Combo antygenowego SARS-CoV-2/Grypa A/Grypa B+ADV/RSV/SA zostata 6
oceniona na podstawie 121 wyymgazéw zggardda pobranycﬁ%d pacientow 2 objawami grypy w AD"CIG‘;’IO'”"‘L“:ZE [e;[n ADVWy"'hgozy‘yw"y wynik ”?gatyw"y Ogﬂ’jm
ciagu 14 dni od wystapienia objawéw. Od kazdej osoby pobrano dwa wymazy - jeden wymaz z /ynik pozytywny

gardia zostal bezposrednio przetestowany za pomoca szybkiego testu wynik negatywny 8 1047 1055
SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA, a drugi wymaz z gardfa zostat przebadany za pomoca testu Ogotem 121 1048 1169
poréwnawczego. Prébki Kiiniczne zostaly ocenione jako pozytywne lub negatywne przy uzyciu Czutosc: 93.39% (87.39%~97.10%) Swoistosé: 99.90% (99.47%~ 100%)

metody referencyjnej testu poréwnawczego. Dodatniawartod¢ predykcyjna: 99.12%(95.21%~99.98%) Ujemnna wartosé predykcyjna: 99.24% (98.51%~99.67%)

Doktadnos¢: 99.23% (98.54% ~99.65%) Kappa: 0.9574 95%Cl: 0.9297 ~0.9851

| RT-PCR

5.Test na RSV
Skutecznos¢ Testu Combo antygenowego SARS-CoV-2/Grypa A/Grypa B+ADV/RSV/SA zostata

oceniona na podstawie 146 wymazow 2 gardfa pobranych od pacjentéw z objawami grypy w Rx‘iz":‘z‘f;;g:es‘n RV Wy”‘g;“ytyw”y wynik  — Ogﬁ:g"‘

ciagu 14 dni od wystapienia objawéw. Od kazdej osoby pobrano dwa wymazy - jeden wymaz z n > o5 o5

gardfa zostal bezposrednio przetestowany za pomoca szybkiego testu wynik negatywny 029

SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA, a drugi wymaz z gardia zostat przebadany za pomoca testu Ogélem 146 1023 1169

porwnawczego. Prébi Kiniczne zostaly ocenione jako pozytywne lub negatywne pray uiycu  [Crulost 95.21% (90.37%-08.05%) Swoistosé: 99.90% (99.46%~100%)

metody referencyjnej testu poréwnawczego. £ 99.29%(96.08% ~ 99.98%) Ujernna warto&¢ precykayina: 9: 73%)
Dokbadnosc, 99.32% (98.66% ~99.70%) Kappa: 0.9681 95%Cl: 0.9461~0.9901

6. Test na STREP A
Skutecznoé¢ Testu Combo antygenowego SARS-COV-2/Grypa A/Grypa B+ADV/RSV/SA zostata

RT-PCR

oceniona na podstawie 118 wymazow 2 gardia pobranych od pacjentow z objawami grypy w STR“Qﬁ“:mfkﬁ‘e“ = STREP AWk pozyywny] _ wynik negatywny Ogélem
ciagu 14 dni od wystapienia objawéw. Od kazdej osoby pobrano dwa wymazy - jeden wymaz z K 2y 7 7049 o)
gardfa zostat bezposrednio przetestowany za pomoca szybkiego testu wynik negatywny

SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA, a drugi wymaz z gardta zostat przebadany za pomoca testu Ogolem 118 1051 1051

poréwnawczego. Prébki Kliniczne zostaly ocenione jako pozytywne lub negatywne przy uzyciu
metody referencyjnej testu poréwnawczego.

OSTRZEZENIA | SRODKI OSTROZNOSCI

+ Niniejszy zestaw testowy jest przeznaczony wytacznie do diagnostyki in vitro.
* Zestaw powinien by¢ uzywany przez wykwahﬂkowanq osobe z doswiadczeniem lub im pr:

+ Zestaw nalezy wyKorzysta¢ w ciagu 1 godziny od otwarcia opakowania; probki z podioza transportowego moga obnizy¢ czutoéé testu. Kasetki testowej nie nalezy uzywac, jesli jest wilgotna lub
zanieczyszczona.

+ Podczas wykonywania testu nalezy zachowa¢ odpowiednie $rodki ochrony, aby uniknaé rozpryskéw podczas dodawania prébki.

* Wszystkie zuzyte lub uszkodzone kasetki testowe, probéwki, zakraplacze, wymazéwki oraz inne elementy zestawu nalezy utylizowac jako materiaty zakazne.

« Wynik negatywny nie wyklucza zakazenia SARS-COV-2, wirusem grypy A, wirusem grypy B, adenowirusem (ADV), RSV ani paciorkowcami grupy A (STREP A), szczeglnie u oséb, ktére miaty kontakt z
wirusem.

Prébka nie powinna by¢ gesta, poniewaz geste prébki moga 3 iem niep!
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Swoistosc: 99.81% (99.31% ~99.98%)
799) Ujenna wartosc predykayjna: ~99.90%)
Kappa: 0.9715 95%Cl: 0.9488~0.9942

Czutosc: 96.61% (91.55% ~99.07%)
p "

Dokladnosc: 99.49% (98.89%~ 99.81%)

wyniku testu.

73, Building C, No.3-1 Xinjinhu Road, Jiangbei New Area,
Nanjing, Jiangsu, 210030, CHINA

Tel: (+86)025-58601060/ (+86)025-58601213

Fax: 025-58601060

Web: www.medomics-dx.net

E-mail: overseas@medomics-dx.com / support@medomics-dx.com

Riomavix S.L.
Add: Calle de Almansa 55, 1D, Madrid 28039 Spain
Tax ID: B88249594

Tel: +34 658 396 230

E-mail:riomavix@gmail.com

ReV1.0.06A.PL

Effective date:
2024-08-20

1
4 x10 €[> @
Ter ¥ Click
15mm
x4
- .Exuug.on = | [ = Extrusion

Dlsplay of Results/Expected Values
Negative result: If only the quality control C line appears and the detection line is not visible, the sample contains no SARS-CoV-2, Influenza A, Influenza B, ADV, RSV and STREP A o the concentration
is lower than the limit of detection and the result is negative.
Positive result:
* SARS-CoV-2 positive result: If the control line (C line) and the test line (nCoV line) appear at the same time, it means that the SARS-CoV-2 has been detected and the result is positive.
+ Influenza A positive result: If both the control line (C line) and the Influenza A test line (Flu A line) appear at the same time, it means that Influenza A antigen has been detected in the sample and the
result of Influenza A is positive
* Influenza B positive result : If both the control line (C line) and the Influenza B test line (Flu B line) appear at the same time, it means that Influenza B antigen has been detected in the sample and the
result of Influenza B is positive.
+ ADV positive result: If the control line (C line) and the test line (ADV line) appear at the same time, it means that ADV antigen has been detected in the sample and the result of ADV is positive.
+ RSV positive result: If both the control line (C line) and the test line (RSV line) appear at the same time, it means that RSV antigen has been detected in the sample and the result of RSV is positive.
« STREP A positive result : If both the control line (C line) and the test line (SA line) appear at the same time, it means that STREP A antigen has been detected in the sample and the result of STREP A is
positive.
If the quality control C line appears, and more red lines appear in the detection line area, indicating that the sample contains one or more pathogenic microorganisms.
Invalid result: If the C line does not appear, the result is invalid and a new test must be performed again.
Note: The intensity of color that the test line area (nCoV line/Flu A line/Flu B line) shows will vary according to the concentration of SARS-CoV-2 antigen, Influenza A antigen and Influenza B antigen. The
result should be determined on whether the test line is formed or not, and is irrelevant to the color intensity. Therefore, any intensity of color in the test area (nCoV line/Flu A line/Flu B line) should be
considered positive.
The intensity of color that the test line area (ADV line/RSV line/SA line) shows will vary according to the concentration of ADV antigen, RSV antigen and STREP A antigen. The result should be determined
on whether the test line is formed or not, and is irrelevant to the color intensity. Therefore, any intensity of color in the test area (ADV line/RSV line/SA line) should be considered positive.
For SARS-CoV-2&Flu A/B (Left) For ADV/RSV/SA (Right)
“C": Control Line  “FIUA”; Influenza A Test Line  “FIuB": Influenza B Test Line Control Line  “ADV": ADV Test Line
“nCoV": SARS-CoV-2 Test Line S Sample Well “SA"; STREP A Test Line

RSV ": RSV Test Line
“S": Sample Well

Invalid Invalid

c c c
ADV ADV ADV
RSV RSV RSV
SA SA SA

i G el st (D st

SREPA  ADV RSV ADVG  SV&  ADVERSV ADVBRS/
BAUARFUB BSTREP

STREPA  STREPA

Test Method Limitations

1.The accuracy of the test is dependent on the quality of the sample. Improper sampling or storage, using expired samples or repeated frozen-thawed samples can affect the test results. Test results
can also be affected by temperature and humidity.

2.Negative results may be caused by low concentration of SARS-CoV-2, Influenza A, Influenza B, ADV, RSV, STREP A antigens in the sample and therefore cannot completely rule out the possibility of
infection.

3.Some medication (e.g. high concentration of over-the-counter (OTC) or prescription medication such as nasal spray) in the collected samples may interfere with the test result. Please perform the test
again if the result is in doubt.

4This product is only for qualitative testing and the specific concentration of each indicator must be measured using other quantitative methodologies.

5.The test results of this kit are for clinical reference only and are not the sole basis for clinical diagnosis. The clinical diagnosis and treatment of patients should be comprehensively considered in
combination with their symptoms/signs, medical history, other laboratory tests and treatment response.

Product Performance
* Limit of Detection-LoD
Limit of Detection (LoD) studies determined the lowest detectable concentration of SARS-CoV-2, Influenza A, Influenza B, ADV, RSV and STREP A at which 100% of all (true positive) replicates test positive.

Virus Strain LoD (TCIDse/mL) Virus Strain LoD (TCIDso/mL)
SARS-CoV-2 BetaCoV/J502/human/2020 10! B/Baodi Tianjin/12/2018 10°
A/Brisbane/02/2018 (H1N1) 07 B/Changzhou Guangxi/373/2018 07
AJPUERTO/8/1934 (HTN1) 0 flvenza & B/Chaoyang Jilin/11723/2018, 0
A/Kansas/14/2017 (H3N2) 0 B/Chongming Shanghai/38/2021 0
A/AIChi/2/1968 (H3N2) 0 B/Xiacheng Zhejiang/11085/2021 10
Influenza A A/ANDUI/172013 (H7N9) 100 B/Shanxi City/119/2022 0
A/Maonan Guangdong/SWL197/2020 100
AMaonon Guangdong WL 15352015 0
A/Fangcheng Guangdong/11343/2021 100 ADV-1 100
Alxiangcheng Fujian/1290/2022 100 ADV-2 10°
Alyongkan Zhejiang/1307/2022 10° ADV-3 10°
A/Darwin//2021 (H3N2) 107 ADY ADV-4 100
B/Colorado/06/2017 (Victoria) 100 ADV-7 0
B/Phuket/3073/2013 (Yamagata) 100 ADV-55 0
B/Chaoyang Beijing/12977/2017 (Yamagata) 10° RSV-A 100
Influenza B B/Austria/1359417/2021 10° RSV RSV-B 100
B/Phuket/3073/2013 10 rial strain LoD(CFU/m
B/Mengzi Yunnan/1407/2018 100 STREP A STREP A 10°
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TESTS FOR LIFE

« Cross Reactivity
Cross reactivity of SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) was evaluated by testing commensal and pathogenic microorganisms listed in the following table that may
be present in the clinical samples. Each of the bacterium, viruses, and yeast were tested in triplicate with no false positive results of SARS-CoV-2 virus, Influenza A, Influenza B, ADV, RSV and STREP A.

Cross-Reactivity (Yes/No)

ss-Reactan Concentration Tested

DE

SARS-CoV-2/FluA/FluB+ADV /RSV/SA -Antigen-
Kombination-Schnelltestkit (LFIA)

NUR FUR DIE IN-VITRO-DIAGNOSTIK GEEIGNET.

Test-Kassette: 1St./Beutel

123015-20-01
123015-50-01

‘ Spezifikation
20 St./Karton
50 St/Karton |

‘ Spezifikation ‘
1 St./Karton

123015-01-01
123015-02-01

2 St./Karton

« Kreuzreaktivitat

Die Kreuzreaktivitat des SARS-CoV-2/FIuA/FluB+ADV/RSV/SA Antigen-Kombi-Schnelltestkits (LFIA) wurde durch das Testen von kommensalen und pathogenen Mikroorganismen bewertet, die in der folgenden
Tabelle aufgefihrt sind und in den klinischen Proben vorhanden sein kénnen. Jedes Bakterium, jeder Virus und jede Hefe wurde in dreifacher Ausfiihrung getestet, wobei keine falsch-positiven Ergebnisse fiir
SARS-CoV-2-Virus, Influenza A, Influenza B, ADV, RSV und STREP A festgestellt wurden.

Kreuzreaktivitat (Ja/Nein;
Potenzieller Kre:

« Interfering Substances Effect

A study was performed to evaluate and demonstrate that the endogenous substances naturally present or drugs that may be artifcially introduced into clinical samples do not inference with the
detection of SARS-CoV-2, Influenza A, Influenza B, ADV, RSV and STREP A in the SARS - CoV-2/ Flu A/ Flu B+ADV / RSV / SA Antigen Combo Rapid Test Kit (LFIA) at the concentrations listed below. Dilute
tested items with Swab as sample matrix in the absence or presence of heat inactivated SARS-CoV-2, Influenza A, Influenza B, ADV, RSV and STREP A.

Potential Interfering Substances

Concentration | Interference(Yes/No) Potential Interfering Substances Concentration | Interference(Yes/No)

Human coronavirus OC43 NUR FUR DEN PROFESSIONELLEN GEBRAUCH.
Human coronavirus NL63 Gebrauchsanweisung 123015-05-01 5 St./Karton 123015-100-01 | 100 St/Karton J Humanes Coronavirus 0C43 X 10°
Human coronavirus HKUT o No N A Humanes Coronavirus NL63 x10°TC
FHuman coronavirus 229E o N N Einflhrun, Humanes Coronavirus HKUT x10°TC i
MERS-Coronavirus o N N Das Coronavirus (CoV) gehért zur Ordnung Nidovirales in der Familie der Coronaviridae mit 4 Gattungen: a, 8, y und 6. Die Gattungen a und B sind nur fir Séugetiere pathogen, wéhrend die Gattungen y und & Humanes Coronavirus 229€ x 10° TCl Nein Nein Nein Nein Nein Nein
SARS-Coronaviru o N N hauptséchlich Infektionen bei Végeln verarsachen. CoV wird hauptséchlich durch direkten Kontakt mit Sekreten oder durch Aerosole und Trépfchen ibertragen. Es gibt auch Belege fir eine fakal-orale MERS-Coronavirus x10°TC Nein Nein Nein Nein Nein Nein
SARS.COV- 5 N N Ubertragung, SARS-Coronavirus X10°TC Nein Nein Nein Nein Nein Nein
HTNT(2009 N N N Es wurden bisher 7 Arten von humanen Coronaviren (HCoV) identifiziert, die Atemwegserkrankungen beim Menschen verursachen, darunter: HCoV-229E, HCoV-NL63, HCoV-OC43, HCoV-HKU1, SARS-CoV, SARS-COV-2 X 10°TCl 7 Nein Nein Nein Nein Nein
TNTC o o MERS-CoV und SARS-CoV-2. SARS-CoV-2 ist einer der ansteckendsten viralen Erreger, der beim Menschen Infektionen der Atemwege verursacht. Derzeit sind die mit SARS-Cov-2 infizierten Patienten die FTNT(2009] S ITE N 7 N Nein Nein Nein
Influenza A HTNT Seasonal No No No Hauptinfektionsquelle; Auch Personen, die asymptomatisch infiziert sind, konnen eine Infektionsquelle sein. Laut den aktuellen epidemiologischen Untersuchungen betragt die Inkubationszeit 1 bis 14 Tage, 23 AHINT Saisonal — Nein 7 Nein Nein Nein Nein
Tnfluenza A H3N2 o [ [ meistens jedoch 3 bis 7 Tage. Zu den Kiinischen Symptomen gehoren Fieber, Mudlikelt Husten und andere Symptome, beﬁle\tet von Atemnot, die sich rasch zu einer lebensbedrohlichen schweren X e - N N
Influenza A H5N1 o o Lungenentziindung, Atemversagen, akutem respiratorischem Blaschensyndrom, septischem Schock, multiplem Organversagen und schwerem metabolischem Saure-Basen-Ungleichgewicht entwickeln kann. Tuenza A H3N2 -0x C Nein / in Nein Nein in
Influenza A H7N9 B Die Grippe, auch Inf fluenza genannt, ist eine akute Infektion der Atemwege, die durch das Influenzavirus verursacht wird. Sie ist hoch ansteckend. Sie wird hauﬁlsachllch durch Husten und Niesen tbertragen. Sie Tuenza A HSNT .0x10°TCl Nein 7 Nein Nein Nein Nein
influenza B Victoria o bricht normaler im Friihjahr und Winter aus. Es wird hauptsachlich zwischen Influenza-A- und Influenza-B-Viren unterschieden. Influenza-A-Viren sind sehr variabel, gefolgt von Influenza-B-Viren. Daher sind Tuenza A H7N9 X10°TC Nein 7 Nein Nein Nein Nein
TAfluenza B Yamagata o N haufiger unt schwerer, gefolgt von Influenza Biren. 74 Influenza A gehoren HINT, H3N2, HSN1, H7NS, und zu Influenza B gehoren Influenza B (Victora) und Influenza B (Yamagata). Uenza B Victoria X10°TC Nein Nein 7 Nein Nein Nein
ot amagata 8 Das e Adenovis (ADV) gehort 2 Famie der Adenoviridze und zur Gattung der Mastadenoviren. Es handelt sich um ein doppelstrangiges DNA-Virus ohne Hulle, das hauptsachlich die menschhchen Tnfluenza B Yamagata X10°TC ein ein 7 Nein ein ein
arainuenza virus Type ° rdauungslrakl und das Urogenitalsystem infiziert. Die wichtigsten ADV, die mit Atemwegserkrankungen in Verbindung gebracht werden, sind die ADV-B-Gruppe (ADV-3, 7, 11, 14, 16, 21, Parainuenza-Virus Typ 1 0 X T0ETCH ein ein &in Nein ein ein
Enterovirus CAT6e o N No die ADV-C-C Gruppe (ADV-1,2,5,6) und die ADV-E-Gruppe (ADV-4). Die akute respiratorische Adenovirus (AD\/%Infekan st eine der haufigsten akuten fektionen bei Sauglingen un n. S\e it Enterovirs CATES OT0F TGl ain i B Nein B o
o o 7 o o hauptsachlich Fieber, Husten, Dyspnoe und andere Symptome verursachen o 0x10°TC - - -
o o o 7 o o Das Respiratorische sYnzyua\vurus (RSV) gehort zu den Pneumoviren der Paramyxoviridae mit nur einem Serotyp, der ein einzelstrangiges RNA-Virus mit neéanvem Strang und einer Hiille ist. Eine RSV-Infektion 210 T ein ein ein
o o o 7 o erursacht hauptsachiich Bronchioltis und Lungenentziindung bef Saugingen unter 6 Monaten und Infeldionen der aberen Atemwege wie Schupfen und Erkaltungen be ateren Kindern und Erwachsenen, A x10°TC ein ein n 7 ein n
o B 7 o 1der Gruppe A STREP A wird Streptococcus pyogenes genanint der zu den (-hamolytischen Streptokokken gehart. Der Ubliche Uertragungsweg it die Verbretung ber die Atemwege. STREP A X107 ein ein n 7 ein n
o o 7 o kannin jeden Teil ok e ichen Korpers eindringen, aber die Infektion der oberen Atemwege ist die haufigste, gefolgt von Hauit- und Weichteilinfektionen. STREP A kann sowohT eitrige Erkrankungen als auch ADV-4 X 10° TCIDso/mi ein ein Nein 7 ein Nein
3 B o richt eirige Komplkationen henvorrufen. STREP A i aLich sine indirekte Ursache fur die allorgichen Erkraniongen rheumatisches Heber und skirts Glomeralonephrite. ADV-7 X 10° TCIDx/mi ein ein ein 7 Nein en
o No o 7 N Verwendungszweck ADV-55 0 X 10° TCID=o/mi ein ein ein 7 Nein ein
o o o o Das SARS-CoV- Z/FEA/F\UB“\D\/ IRSVISA -Antigen-Kombinaton Schvelestg (LFIA) handele sich um efnen einstufigen In-iro-Test auf der Grundiage von Immunochromarograpie. Es it i die schnelle RSV-A 0 x 10° TCIDso/m| ein ein ein ein / ein
o o o o o o qualitative Bestimmung von SARS-Co\ Infl uenza B-Virus, Adenovirus (ADV), Respiratorisches Synzytialvirus (RSV) und Streptokokken der Grug e A (STREP A) Antigen in Absmchproben von RSV-B 0x CIDso/mr ein ein n ein 7 ein
aureus o o o o o o Personen mit Verdacht auf COVID-19, Influenza-A, Influenza B, Adenouirus (ADV), Respiratorisches Synzytianirus (RSV) und Stréptokokken der Gruppe A (STREP A) bestimmt. Ea kann' zum Nachweis von 0 x 10° CFU/m ein ein n ein ein ein
i i o o B o o o SARS.CoV-2. Influerea A Influenza B, Adenovirs (ADV). Respiratorisches Synsytianirus (R) und Siveptofokken der Gruppe A (STREP A) verwendet werden. Das Testergebmis cient ledigich als ergomnzende aureus .0 X 10° CFU/m ein ein n ein ein ein
Bordelela diagnostische Unterstiitzung und sollte nicht als alleinige Grundlage fiir die Diagnose verwendet werden. idi 0 10° CFU/m ein &in o ein ein ein
pertussis o o o o o o Snost
Tegionella o o o o o o Prinzip des Tests - Bordefella perfussis 0,10 CFU/m ein ein n ein ein “e\n
o o o o o 7 Das SARS-Cov-2/FIUATFIUB+ADY /RSV/SA -AntgenKombination Schelestt (LFA) verviendet das Prinzip des Dappel-Ankorper-Sandich Assays zum Nachwels von SARS Cov-2 Influenza A Influenza egionella Qs = o o o o o
fluenzae o o No o o No Adenovirus (ADV), Respiratorischem Synaytialirus (RSV) nd Streptokokken der Grappe A (STREP A) durch kollodale Goldimmunethomatographie. Wenn die entsprechende Mange ar mit Lysispuffer Tfiaens: - o o i e o o
o o No o o No behandelten Testproben in die Probenkammer der Testkassette gegeben wird, bewegt sich die Probe durch Kapillarwirkung auf dem Teststrerfen vorwarts. Falls cie Proba SARS-COV-3, Influenza A/BAIUS, uenzae 0 x10° CFU/m!
Candida albicans o o No o o No \denovirus (ADV), Respiratorisches Synzytialvirus (RSV) und Streptokokken der Gruppe A STREP A) Antigen enthalt und die Konzenuation dber der Grenze des Nachweises liegi, bildet das Antigen rium tul 0x10° CFU/m ein ein ein ein ein Nein
Immunkomplexe mit dem entsprechenden, mit kolloidalem Gold markierten Nukleokapsidprotein-Antikorper, die von den Linien nCoV, Flu A, Flu B, ADV, RSV und SA erfasst werden. Falls die Testprobe Candida albicans .0 x 10° CFU/m ein ein ein ein ein Nein

SARS-CoV-2-Viren enthalt, bildet sich eine rote nCoV-Linie, die ein Fosmves Ergebnis fur SARS-CoV-2 anzeigt.

Falls die Testprobe Influenza-A-Viren enthalt, bildet sich eine rote Flu-A-Linie, die ein f)osmves Ergebnis fiir Influenza A anzeigt. Falls die Testprobe Influenza-B-Viren enthalt, bildet sich eine rote FluB-Linie, die ein
posttives Ergebnis fur Influenza B anzeigt. Falls die Testprobe Adenoviren enthalt, bildet sich eine rote ADV-Linie, die ein positives Ergebnis fur Adenoviren anzeigt. Falls dié Probe Respiratorisches Synzytialvirus
enthal,bide sich ene rote RSV-Linie,die ein posiives Ergebnis fur Respiratorisches Synzyiaiirus anzeig. Fallsdie Testprobe Streptokokien der Gruppe A enthi,bildetsich ine rote SA-Line, e ein positves
Ergebnis fur Streptokokken der Gruppe A an

e anthalt o Testase fom soeh eid Kowtrollinie (C-Linie). Die CLinie olle gebildet werden, um anzuzeigen, dass die Probe ordnungsgemf durch die Membran transportiertwurde, unabhangig davon,
ob die Probe Antigene enthalt oder nicht. Falls die C-Linie nicht erscheint, bedeutet dies, dass das Testergebnis ungiltig ist und die Probe ermeut getestet werden muss.

Clinical performance
« Clinical performance with Throat swabs
1. SARS-CoV-2 Test

RT-PCR

The performance of SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) was Medomics Ag test SARS-CoV-2 Positive Negative Total
established with 134 throat swabs collected from patients with COVID-19 symptoms within 7 days SARS-Cov-2 Positive 128 0 128
after onset of symptoms. Two swabs were collected with the same people, an Throat swab tested Negative 3 1035 7041

directly using SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) and a Total 134 1035 1169
Throat swab tested by the RT-PCR Test Kit. Clinical samples were evaluated to be positive or Sensitivity: 95.52% (90.51%-98 34%) Specificity: 100.00% (99.64%~ 100,00%)
negative using RT-PCR reference method. PPV: 100.00% (97.16%~100.00%) NPV: 99.42% (98.75% ~99.79%)

Accuracy: 99.49%(98.89% ~99.81%) Kappa: 0.9742 95%Cl: 0.9536~0.9948
2. Influenza A Test | RT-PCR
The performance of SARS-CoV-2/FluA/FluB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) was Medomics Ag test Influenza A Positive Negative Total
established with 103 Throat swabs collected from patients with Influenza symptoms within 7 Influenza A Positve 5 0 54
days after onset of symptoms. Two swabs were collected with the same people, an Throat swab Negative 5 066 075

tested directly using SARS-CoV-2/FluA/FluB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) and Total 103 1066 1169

Mucin 2% wiv No Diphenhydramine 0.08 mg/dL No |
nhalt des Testkits
Whole Blood 5% wiv No Glimepiride (Sulfonylureas) 0.164 mg/dL No
Das Testkit enthélt Testkassetten, sterile Tupfer, Verd ffer und Tropfer. Gebrauch
teric (Girubin) 0 me/dl o Chiorotiasde 7 ol No as Testkit enthélt Testkassetten, sterile Tupfer, Verdiinnungspuffer und Tropfer. Gebrauchsanweisung
Rheumatoid factor 200 1U/mL No Acetylsalicylic acid 3 mg/dL No
Endogenous Triglycerides 1.5 mg/L No Amoxicillin 5.4 mg/dL No
Substance Hemoglobin 100 mg/L No Ibuprofen 21.9 mg/dL No 123015-01-01 1 St./Karton 1
Antlrm.Jr(Iealrl agnbody ;& :4/0L mo Beldzmetha;one 431.33 ng;mIL mo 123015:02.01 > St/Karton > > > ]
otal Ig & o ndapamide ng/m o 123015-05-01 5 St/Kart 5 5 5 1
Total IgM 2L No Flunisolide 0.61 pg/mL No LEarton
Total IgA 80 g/L No Guaiacol glyceryl ether 1 ug/mL No 123015-20:01 20 5t/Karton 20 20 20 1
Mupirocin 0.25% W/V. No Biotin 1.2 pg/mL No 123015-50-01 50 St./Karton 50 50 50 1
Tamiflu (O ir Phosphate) 0.5% wiv No E:gﬁs' Zanamivir 17.3 pg /mL No 123015-100-01 100 St./Karton 100 100 100 1
Fluticasone Propionate 5% w/v No Substance Tobramycin 24.03 pg/mL No :
Fluconazole 5% wiv No Sulfur 9.23 pg/mL No Anweisungen zur Lagerung o v
Fincum gluconium (ie, Zicam] %WV No Ribavirin 26.7 g /L No Das Testkit sollte vor direkter Sonneneinstrahlung geschiitzt und bei 2 C bis 30C gelagert werden und hat eine Haltbarkeit von 24 Monaten. Nicht einfrieren.
Alkalol 10% w/v No Ephedrine 0.1 mg/mL No Anforderungen an Probe
Exoge- Phenol T5% wiv No Benzocaine 0.13 mg/mL No Eine Test-Kassette kann nur fir einen Probentyp verwendet werden. Zu den Probentypen gehort auch Rachensekret.
Phenylephrine hydrochloride 5% viv No Menthol 0.15 mg/mL No + Entnahme von Rachensekret: Filhren Sie den gesamten Tupfer vom Mund aus vollsténdig in den Rachen ein, -
Substance Oxymetazolin hydrochloride 15% v/v No Budesonide 0.5 mg/mL No zentrieren Sie ihn auf die Rachenwand und den geréteten Bereich der Gaumenmandel, wischen Sie beide Seiten der =
Cromolyn T5% WiV No Triamcnolone 0.8 mg/mL No Rachenmandel und die hintere Rachenwand mit maRiger Kraft ab. Vermeiden Sie dabei Kontakt mit der Zunge, bevor F \
- Ty o 5 08 mg/ml No Sie den Tupfer herausziehen.
! amethasone . Die Probe sollte so bald wie moglich nach der Entnahme mit dem in diesem Kit enthaltenen Lysispuffer behandelt werden. !
glauca, Sabadilla 20% w/iv No Sodium chloride with preservatives 4.44 mg/mL No Falls die Probe nicht sofort verarbeitet werden kann, sollte sie sofort in einem trockenen, sterilisierten und fest
Albuterol 0.005 mg/dL No Lopinavir 16.4 pg/L No verschlossenen Kunststoffrohrchen aufbewahrt werden. Sie kann bei 2 C-8 C fiir 8 Stunden gelagert werden. Kann bei -70 C
Acarbose 0.03 mg/dL No Ritonavir 16.4 pg/L No fiir 19 Monate gelagert werden.
Oseltamivir 0.04 mg/dL No Chloroquine phosphate 0.99 mg/L No Prufverfahren
Chlorpheniramine 0.08 mg/dL No Ivermectin 4.4 mg/L No Offnen Sie den Beutel erst, wenn Sie ihn verwenden mochten. Notwendige Materialien vorbereiten: Zeitmesser | Rohrchenstander fur Probenrshrchen und Proben | Eventuell erforderliche

personliche Schutzausriistun;

1| Probenahme: Offnen Sle den Verschluss des Probenahmeréhrchens mit dem Lysispuffer. Fuhren Sie den Tupfer (nach der Entnahme) in den Puffer ein. Drehen Sie den Tupfer 10 Mal gegen die
Innenwand des Rohrchens und driicken Sie den Tupfer anschlieRend fiinfmal gegen die Rohrchenwand, um die Probe vollstandig in der Pufferlosung zu I6sen und dann heben Sie dann den Tupfer
hoch, bis er tiber der Probenlésung ruht, und dricken Sie ihn erneut von auBen gegen die Rohrchenwand, um moglichst viel Prol gbenmater\al im Rohrchen zu belassen. Entfernen und verwerfen Sie
den Tupfer und bedecken Sie das Rohrchen mit dem Tropfer.

2 | Prufverfahren: Offnen Sie den Alufolienbeutel, nehmen Sie die Testkassette heraus und legen S\e S\e auf eine saubere, flache Oberflache. Beschriften Sie die Kassette mit der Patienten-ID oder
Probennummer und geben Sie 4 Tropfen (ca. 100 ul) verarbeiteten Probenextrakt in die Probenkamm

Das Ergebnis sollte innerhalb von 15-30 Minuten ermittelt werden. Ergebnisse, die nach 30 Minuten beobach(e( werden, sind ungultig.
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Anzeige der Ergebnisse/erwarteten Werte

a throat swab tested by the Comparison Test Kit. Clinical samples were evaluated to be positive Sensiivity: 91.26% (84.06% 95.93%) Speciicity: 100.00% (99,65%- 100.00%)
or negative using Comparison reference method. PPV: 100.00% (96.15%~ 100.00%) NPV: 99.16% (98.42% ~ 99.62%)

Accuracy: 99.23% (98.54%~99.65%) Kappa: 0.9501 95%Cl: 0.9177-0.9825
3. Influenza B Test RT-PCR
The performance of SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) was Medomics Ag test | Influenza B Positive Negative Total
established with 106 throat swabs collected from patients with Influenza symptoms within 7 days Tniluenza B Positive ) 58
after onset of symptoms. Two swabs were collected with the same people, an throat swab tested Negative B 1063 17071

directly using SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) and a Torl 706 063 Ti60
throat swab tested by the Comparison Test Kit. Clinical samples were evaluated to be positive or Sentivity: 92.45% (85.679-96.69%) Speciciy: 100.00% (99.65%- 100.00%)
negative using Comparison reference method. PPV: 100.00% (96.31%~ 100.00%) NPV: 99.25% (98.53%~ 99.68%)

Accuracy: 99.32% (98.66% ~99.70%) Kappa: 0.9570 95%Cl: 0.9274~0.9867

RT-PCR

4. ADV Test

The performance of SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) was Medomics Ag test ADV Positive Negative Total
established with 121 Throat swabs collected from patients with ADV symptoms within 14 days ADV Positive 113 1 114
after onset of symptoms. Two swabs were collected with the same people, an Throat swab tested Negative 8 1047 1055

directly using SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) and a Total 21 1048 1169
Throat swab tested by the Comparison Test Kit. Clinical samples were evaluated to be positive or Sensitivity: 93.39% (87.39% ~97.10%) Specificity: 99.90% (99.47% ~100%)

negative using Comparison reference method. PPV: 99.12% (95.21%~ 99.98%) NPV: 99.24% (98.51% ~99.67%)
Accuracy: 99.23% (98.54% ~99.65%) Kappa: 0.9574 95%Cl: 0.9297 ~0.9851

RT-PCR

5. RSV Test

The performance of SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) was Medomics Ag test RSV Positive Negative Total
established with 146 Throat swabs collected from patients with ADV symptoms within 14 days RSV Positive 139 T 140
after onset of symptoms. Two swabs were collected with the same people, an Throat swab tested Negative 7 022 1029

directly using SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) and a Total 746 1023 1169
Throat swab tested by the Comparison Test Kit. Clinical samples were evaluated to be positive or Sensitivity: 95.21% (90.37%-98.05%) Specificity: 99.90% (99.46% — 100%)

negative using Comparison reference method. PPV: 99.29% (96.08% ~99.98%) NPV: 99.32% (98.60% ~99.73%)
Accuracy: 99.32% (98.66% ~99.70%) Kappa: 0.9681 95%Cl: 0.9461~0.9901

| RT-PCR

6. STREP A Test

The performance of SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) was Medomics Ag test STREP A Positive Negative Total
established with 118 Throat swabs collected from patients with ADV symptoms within 14 days STREP A Positive 714 2 2
after onset of symptoms. Two swabs were collected with the same people, an Throat swab tested Negative 7 1049 1049

directly using SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA Antigen Combo Rapid Test Kit (LFIA) and a Total 18 051 1051
Throat swab tested by the Comparison Test Kit. Clinical samples were evaluated to be positive or Sensiivity: 96.619% (91 55% ~99.07%) Speciicity: 99.81% (99.31% ~9.08%)

negative using Comparison reference method. PPV: 98.28% (93.91%~ 99.79%) NPV: 99.62% (99.03% ~ 99.90%)

Accuracy: 99.49% (98.89% ~99.81%) Kappa: 0.9715 95%Cl: 0.9488-0.9942

Warnings and Precautions

« This test kit is used for in vitro diagnosis only.

« This test kit should be used by qualified person with professional experience or proper training.
« This test kit should be used within 1 hour after opening the package, and samples from transport media will reduce sensitivity. The test cassette should not be used if being wet or polluted.
« Proper protection should be taken during testing to avoid splashing when adding sample.

« Dispose of all used or damaged test cassettes, sampling tubes, droppers, swabs, or other kit components as biohazardous materials.

+ Negative results do not rule out SARS-CoV-2, Influenza A, Influenza B, ADV, RSV and STREP A infection, particularly in those who have been in contact with the virus.

The sample should not be thick, as thick samples may result in abnormal detection.
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Ergehms Wenn nur die Q ie C erscheint und die
Grenze des Nachweises und das Ergebnis ist negativ.
Positives Ergebni:
+ SARS-CoV-2 positives Ergebnis: Wenn die Kontrolllinie (C-Linie) und die Testlinie ("CoV-Linie) gleichzeitig erscheinen, bedeutet dies, dass das SARS-CoV-2 nachgewiesen wurde und das Ergebnis positiv ist.
+ influenza A positives Ergebnis: Wenn die Kontrollinie (C-Linie) und die Influenza-A-Testlinie (Flu-A-Linie) gleichzeitig erscheinen, bedeutet dies, dass Influenza-A-Antigen in der Probe nachgewiesen wurde und
das Ergebnis von Influenza A positiv ist.
+ Influenza B positives Ergebnis: Wenn sowohl me Kontrolllinie (C-Linie) als auch die Influenza B-Testlinie (Flu B-Linie) gleichzeitig erscheinen, bedeutet dies, dass Influenza B-Antigen in der Probe nachgewiesen
wurde und das Ergebnis Yon Influenza B positiv
* ADV-positives Ergebni: nn die Kontrolllinie (C L\I’llE) und die Testlinie (ADV-Linie) gleichzeitig erscheinen, bedeutet dies, dass ADV-Antigen in der Probe nachgewiesen wurde und das Ergebnis von ADV positiv ist.
+ RSV positives Ergebni enn sowohl che Kontroliinie (C-Linie) als auch die Testlinie (RSV-Linie) gleichzeitig erscheinen, bedeutet dies, dass RSV-Antigen in der Probe nachgewiesen wurde und das Ergebnis von
RSV positiv ist.
A positives Ergebnis: Wenn die Kontrolllinie (C-Linie) und die Testlinie (SA-Linie) gleichzeitig erscheinen, bedeutet dies, dass STREP A-Antigen in der Probe nachgewiesen wurde und das Ergebnis von STREP
Apositiv ist.
WZrm die C-Linie der Qualitatskontrolle erscheint und weitere rote Linien im Bereich der Kontrolllinie erscheinen, bedeutet dies, dass die Probe einen oder mehrere pathogene Mikroorganismen enthalt.
Ungiiltiges Ergebnis: Wenn die C-Linie nicht erscheint, ist das Ergebnis ungiiltig und es muss ein neuer Test durchgefiihrt werden.

imerkung: Die Intensitat der Farbe, die der Testlinienbereich (nCoV-Linie/Flu A-Linie/Flu B-Linie) zeigt, hingt von der Konzentration des SARS-CoV-2-Antigens, des Influenza A-Antigens und des Influenza B-Antigens ab. Das Ergebnis
sollte davon abhéngig gemacht werden, ob eine Testlinie erscheint oder nicht, wobei die Farbintensitit keine Rolle spielt. Daher sollte jede Farbintensitét im Testbereich (nCDV -Linie/Flu-A- Llnle/F\u B-Linie) als positiv angesehen werden.
Die Farbintensitat, die der Testbereich (ADV-Linie/RSV-Linie/SA-Linie) zeigt, hiingt von der Konzentration des ADV-Antigens, des R des STREP A-Anti abhangen, ob eine Testlinie erscheint
oder nicht, und ist nicht von der Farbintensitat abhangig. Daher sollte jede Farbintensitat im Testbereich (ADV-Linie/RSV-Linie/SA-Linie) als positiv angesehen werden.

ie nicht sichtbar ist, enthélt die Probe kein SARS-CoV-2, Influenza A, Influenza B, ADV, RSV und STREP A oder die Konzentration liegt unter der

3.
i

® o Ungultig ) ) Ungiitig
C C C C c c
FluA FIUA FluA ADV. ADV ADV
FluB FluB FluB I RSV RSV RSV
nCoV nCov nCov SA SA SA
ST FUA B SARSCOV2 SWRSCor2 FUARB SARSCor2 | SREPA  ADV RSV Sl B T
suA 8B AU SREPA  STREPA

Einschrankungen der Testmethode

1. Die Genauigkeit des Tests hangt von der Qualitat der Probe ab. Eine unsachgemaRe Probenahme oder Lagerung, die Verwendung abgelaufener oder wiederholt eingefrorener und aufgetauter Proben kann

die Testergebnisse beeintréchtigen. Die Testergebnisse konnen auch durch Temperatur und Feuchtigkeit beeinflusst werden.

2. Negative Ergebnisse konnen durch niedrige Konzentrationen von SARS-CoV-2, Influenza A, Influenza B, ADV, RSV, STREP A Antigenen in der Probe verursacht werden und kénnen daher die Moglichkeit einer

Infektion nicht vollstandig ausschlieRen.

3. Einige Arzneimittel (z.B. hochkonzentrierte frei verkaufliche oder verschreibungspflichtige Préparate wie Nasensprays) in den entnommenen Proben kénnen das Testergebnis beeintrachtigen. Bitte fiihren Sie

den Test erneut durch, wenn das Ergebnis zweifelhaft ist.

4. Dieses Produkt ist ausschlieBlich fur qualitative Tests vorgesehen; quantitative Analysen miissen mit anderen Methoden durchgefiihrt werden; die spezifische Konzentration der einzelnen Indikatoren muss

mit anderen quantitativen Methoden gemessen werden.

5. Die Testergebnisse dieses Kits dienen nur als klinische Referenz und sind nicht die einzige Grundlage fir die Kiinische Diagnose. Die Kiinische Diagnose und Behandiung von Patienten sollte umfassend in
ymitihren Symp hen, der Kr hichte, anderen Labortests und dem Ansprechen auf die Behandlung betrachtet werden.

Leistung des Produkts
+ Nachweisgrenze-LoD
In Studien zur Nachweisgrenze (LoD) wurde die niedrigste nachweisbare Konzentration von SARS-CoV-2, Influenza A, Influenza B, ADV, RSV und STREP A ermittelt, bei der 100 % aller (echt positiven) Replikate

positiv getestet werden
Virenstamm Virenstamm
SARS-CoV-2 BetaCoV/J502/Mensch/2020 10 B/Baodi Tianjin/12/2018 10
A/Brisbane/02/2018 (HIN1) 100 B/Changzhou Guangx/373/2018 10°
A/PUERTO/8/1934 (HINT) 102 Influenza B B/Chaoyang Jilin/11723/2018 10°
A/Kansas/14/2017 (H3N2) 107 B/Chongming Shanghai/38/2021 10°
AJAIChi/2/1968 (H3N2) 107 B/Xiacheng Zhejiang/11085/2021 100
Influenza A A/Anhui/1/2013 (H7N9) 104 B/Shanxi City/119/2022 10°
A/Maonan Guangdong/SWL197/2020 10°
A/Maonan Guangdong/SWL1536/2019 10 Virenstamm
AfFangcheng Guangdong/11343/2021 100
Alxiangcheng Fujian/1290/2022 10° 100
Alyongkan Zhejiang/1307/2022 10° 10°
A/Darwin/9/2021 (H3N2) 102 ADV 100
B/Colorado/06/2017 (Victoria) 100 10°
B/Phuket/3073/2013 (Yamagata) 10 0
B/Chaoyang Bejjing/12977/2017 (Yamagata) 107 100
Influenza B B/Austria/1359417/2021 10° RSV 10¢
B/Phuket/3073/2013 0 LoD(CFU/mL)
B/Mengzi Yunnan/1407/2018 107 STREP A STREP A 05
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« Wirkung stérender Substanzen
Es wurde eine Studie durchgefiihrt, um zu evaluieren und nachzuweisen, dass endogene Substanzen, die natiirlicherweise vorhanden sind, oder Drogen, die kiinstlich in klinische Proben eingebracht werden knnen, keinen
Einfluss auf dem Nachweis von SARS-CoV-2, Influenza A, Influenza B, ADV, RSV und STREP A im SARS-CoV-2/ Flu A/ Flu B+ADV / RSV / SA-Antigen-Kombi-Schnelltestkit (LFIA) in den unten aufgefiihrten Konzentrationen haben.
Verduinnen Sie die getesteten Gegenstande mit einem Tupfer als Probenmatrix in Abwesenheit oder Anwesenheit von hitzeinaktiviertem SARS-CoV- 2, Influenza A, Influenza B, ADV, RSV und STREP A.

Interferenz (Ja/Nein) Il storende Substanzel Konzentratiol

Dipl 0.08 mg/dL
Vollblut Nein Glimepirid ( nstoffe) 0.164 mg/dL Nein
Ikterus (Bilirubin) 40 mg/dL Nein Chlorothiazid 2.7 mg/dL Nein
RI 200 1U/mL Nein Acetylsalicylsdure 3 mg/dL Nein
Endogener Triglyzeride 1.5 mg/L Nein Amoxicillin 5.4 mg/dL Nein
Stoff Hamoglobin 100 mg/L Nein Ibuprofen 21.9 mg/dL Nein
Anti-nukleare Antikorper >1:40 Nein Beclomethason 4.79 ng/mL Nein
18G insgesamt 50 g/L Nein Indapamid 140 ng/ml Nein
igM 4g/L Nein Flunisolid 0.61 pg/mL Nein
IgA insgesamt 80 g/L Nein Guajakol-Glycerin-Ether 1 pg/mL Nein
Mupirocin 0.25% wiv Nein Biotin 7.2 ug/mL Nein
Tami u (O Phosphat) 0.5% wiv Nein gjggg”nez Zanamivir 17.3 pg/mL Nein
Fluticasonpropionat 5% WiV Nein Tobramycin 24.03 pg/mL Nein
Fluconazol 5% wiv Nein Schwefel 9.23 pg/mL Nein
Zincum gluconium (d.h. Zicam) 5% WiV Nein Ribavirin 26.7 ug /mL Nein
Alkalol 10% WiV Nein Ephedrin 0.1 mg/mL Nein
Exogene Phenol 15% wiv. Nein Benzocain 0.13 mg/mL Nein
cubeans Phenylephnn Hydrochlorid 15% viv Nein Menthol 0.15 mg/mL Nein
-Hydrochlorid 15% v/iv Nein Budesonid 0.5 mg/mL Nein
Cromolyn 5% wiv Nein Tnamcmolon 0.8 mg/mL Nein
Oxymetazolin 15% WiV Nein 0.8 mg/mL Nein
Galphimia glauca, Sabadilla 20% w/v Nein Namumch\ond mit Konser\nerungsswffen 4.44 mg/mL Nein
Albuterol 0.005 mg/dL Nein Lopinavir 6.4 pg/L Nein
Acarbose 0,03 mg/dL Nein Ritonavir 6.4 pg/L Nein
Oseltamivir’ 0.04 mg/dL. Nein Chloroquin-Phosphat 0.99 mg/L Nein
Chlorpheniramin 0.08 mg/dL. Nein Ivermectin 4.4 mg/L Nein

Klinische Leistung
« Klinische Leistung mit Rachenabstrichen

1. SARS-CoV-2-Test RT-PCR

Die Leistung des SARS-CoV-2/FIuA/FluB+ADV/RSV/SA-Antigen-Kombi-Schnelltestkits (LFIA) wurde Medomics Ag-Test SARS-CoV-2 positiv Negativ
anhand von 134 Rachenabstrichen von Patienten mit COVID-19-Symptomen innerhalb von 7 SARS-CoV-2 positiv. 128 0 128
Tagen nach Auftreten der Symptome ermittelt. Es wurden zwei Abstriche von denselben Negativ, 6 1035 1041

Personen entnommen, ein Rachenabstrich, der direkt mit dem SARS-CoV-2/FIuA/FIUB+ADV/RSV/- 134 1035 1169

SA-Antigen-Kombi-Schnelltestkit (LFIA) getestet wurde, und ein Rachenabstrich, der mit dem iese. N ifitate 4%~
RT.PCR Tesikit getestet wurde. Die Kinischen Proben wurden mit der RT-PCR-Referenzmetiode | pew: 100.00% (o7 165 100.000) - Mo 06420 (o0 gens 00 yorty

als positiv oder negativ bewertet Genauigkeit: 99.49%(98.89% ~99.81%)  Kappa-Wert: 0.9742 95%CI: 0.9536~0.9948
RT-PCR

2. Influenza-A-Test

Die Leistung des SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA-Antigen-Kombi-Schnelltestkits (LFIA) wurde Medomics Ag-Test Influenza A positiv Negativ
mit 103 Rachenabstrichen von Patienten mit Grippesymptomen innerhalb von 7 Tagen nach Influenza-A positiv 94 0 94
Auftreten der Symptome ermittelt. Es wurden zwei Abstriche von denselben Personen Negativ 9 1066 1075

entnommen, ein Rachenabstrich, der direkt mit dem SARS-CoV-2/FIuA/FluB+ADV/RSV/SA-Anti- 103 1066 1169

gen-Kombi-Schnelltestkit (LFIA) getestet wurde, und ein Rachenabstrich, der mit dem Sensibilitat: 91.26% (84.06% 95.93%) Spezifitat: 100,00% (99.65%~ 100.00%)
Vergleichstestkit getestet wurde. Die klinischen Proben wurden anhand der Vergleichsreferenz- PPV: 100.00% (ée 15%~100. 00%)‘ NPV: 99.16% (és 42%~99 62%) .

methode als positiv oder negativ bewertet. Genauigkeit: 99.23% (98.54%~99.65%)  Kappa-Wert: 0.9501  95%Cl: 0.9177~0.9825
RT-PCR

3. Influenza-B-Test

Die Leistung des SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA-Antigen-Kombi-Schnelltestkits (LFIA) wurde Medomics Ag-Test | _Influenza B positiv Negativ Insgesamt
mit 106 Rachenabstrichen von Patienten mit Influenzasymptomen innerhalb von 7 Tagen nach Tnfluenza-B positiv 98 0 %
Auftreten der Symptome ermittelt. Es wurden zwei Abstriche von denselben Personen Negativ £ 1063 1071
entnommen, ein Rachenabstrich, der direkt mit dem SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA-Anti- 106 1063 1169
gen-Kombi-Schnelltestkit (LFIA) getestet wurde, und ein Rachenabstrich, der mit dem Sensibilitat: 92.45% (85.67%~96.69%) Spezifitat: 100.00% (99.65%~ 100.00%)

Vergleichstestkit getestet wurde. Die klinischen Proben wurden anhand der Vergleichsreferenz-

& PPV: 100.00% (96.31%~ 100.00%)
methode als positiv oder negativ bewertet.

Genauigkeit: 99.32% (98.66% ~99.70%)

NPV:99.25% (98.53% ~99.68%)
Kappa-Wert: 0.9570  95%ClI: 0.9274~0.9867

RT-PCR

4. ADV-Test

Die Leistung des SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA-Antigen-Kombi-Schnelltestkits (LFIA) wurde Medomics Ag-Test 'ADV positiv| Negativ
mit 121 Rachenabstrichen von Patienten mit ADV-Symptomen innerhalb von 14 Tagen nach ADV positiv| 113 1 T4
Auftreten der Symptome ermittelt. Es wurden zwei Abstriche von denselben Personen Negativ B 7047 1055

entnommen, ein Rachenabstrich, der direkt mit dem SARS-CoV-2/FIuA/FIUB+ADV/RSV/SA-Anti- 121 1048 1169
gen-Kombi-Schnelltestkit (LFIA) getestet wurde, und ein Rachenabstrich, der mit dem Sensibilitat: 93.39% (87.39%~97.10%) Spezifitat: 99.90% (99.47%~100%)
Vergleichstestkit getestet wurde. Die klinischen Proben wurden anhand der Vergleichsreferenz- PPV: 99.12% (95' 21%~99. 98%) . NPV: 99.24% .(98 519699 67%)

methode als positiv oder negativ bewertet. Genauigkeit: 99.23% (98.54% ~99.65%)  Kappa-Wert: 0.9574  95%Cl: 0.9297~0.9851

Die Leistung des SARS-CoV-2/FluA/FluB+ADV/RSV/SA-Antigen-Kombi-Schnelltestkits (LFIA) wurde Medomics Ag-Test RSV positiv Negatlv

mit 146 Rachenabstrichen von Patienten mit ADV-Symptomen innerhalb von 14 Tagen nach RSV positiv 139 1 140
Auftreten der Symptome ermittelt. Es wurden zwei Abstriche von denselben Personen Negativ 7 1022 1029
entnommen, ein Rachenabstrich, der direkt mit dem SARS-CoV-2/FIuA/FluB+ADV/RSV/SA-Anti- 146 1023 1169
gen-Kombi-Schnelltestkit (LFIA) getestet wurde, und ein Rachenabstrich, der mit dem Sensibilitat: 95.21% (90.37%-98.05%) Spezifitat: 99.90% (99.46%100%)

Vergleichstestkit getestet wurde. Die Klinischen Proben wurden anhand der Vergleichsreferenz-

PPV: 99.2¢ X ~99.98%
methode als positiv oder negativ bewertet. 99.29% (96.08%  99.98%)

Genauigkeit: 99.32% (98.66% ~99.70%)

NPV: 99.32% (98.60% ~99.73%)
Kappa-Wert: 0.9681 95%Cl: 0.9461~0.9901

RT-PCR

6. STREP A-Test

Die Leistung des SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA Antigen-Kombi-Schnelltestkits (LFIA) wurde Medomics Ag-Test STREP A positiv Negativ
mit 118 Rachenabstrichen von Patienten mit ADV-Symptomen innerhalb von 14 Tagen nach STREP A positiv 14 2 2
Auftreten der Symptome ermittelt. Es wurden zwei Abstriche von denselben Personen Negativ 2 1049 1049

entnommen, ein Rachenabstrich, der direkt mit dem SARS-CoV-2/FIuA/FIUB+ADV/RSV/SA-Anti- 118 1051 1051
gen-Kombi-Schnelltestkit (LFIA) getestet wurde, und ein Rachenabstrich, der mit dem Sensibilitat: 96.61% (91.55% ~ 99.07%) Spezifitat: 99.81% (99.31%~99.98%)
Vergleichstestkit getestet wurde. Die klinischen Proben wurden anhand der Vergleichsreferenz- PPV: 98.28% (93.91% ~99.79%) NPV: 99.629% (99.03% ~99.90%)

methode als positiv oder negativ bewertet. Genauigkeit: 99.49% (98.89%~99.81%)  Kappa-Wert: 0.9715 95%Cl: 0.9488~0.9942
Warnungen und VorsichtsmaBnahmen
« Dieses Testkit ist nur fir die In-vitro-Diagnose bestimmt.
- Dieses Testkit sollte von einer qualifizierten Person mit Berufserfahrung oder entsprechender Ausbildung verwendet werden.

- Dieses Testkit sollte innerhalb von 1 Stunde nach dem Gffnen der Verpackung verwendet werden, und Proben von Transportmedien verringern die Empfindlichkeit. Die Testkassette sollte nicht
verwendet werden, wenn sie nass oder verschmutzt ist.

+ Wahrend der Testdurchfihrung sind angemessene SchutzmaBnahmen zu ergreifen, um Spritzer bei der Probenzugabe zu vermeiden.

- Entsorgen Sie alle gebrauchten oder beschadigten Testkassetten, Probenrshrchen, Tropfer, Tupfer oder andere Bestandteile des Kits als biologisch gefahrliches Material.

- Negative Ergebnisse schiieRen eine Infektion mit SARS-Cov-2, Influenza A, Influenza B, ADV, RSV und STREP A nicht aus, insbesondere bei Personen, die mit dem Virus in Kontakt gekommen sind.
Die Probe sollte nicht zu dick sein, da dicke Proben zu einem abnormalen Nachweis fihren kénnen.
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SARS-CoV-2/FIuA/FluB+ADV/RSV/SA
Antigen Combo Rapid Test Kit (LFIA)

SOLO PER USO DIAGNOSTICO /N VITRO.
SOLO PER USO PROFESSIONALE.
Istruzioni per l'uso

Istruzioni per |'uso

Il Coronavirus (CoV) appartiene all'ordine Nidovirales della famiglia Coronaviridae con 4 generi: a, B, y e 8.1 generi a e B sono patogeni solo per | mammiferi, mentre i generiy e & causano principalmente infezioni
negli uccelli. Il CoV'si trasmette principalmente attraverso il contatto diretto con le secrezioni o attraverso aerosol e gocce. Esistono anche prove a sostegno della trasmissione fecale-orale.

Finora sono stati identificati 7 tipi di coronavirus umani (HCoV) che causano malattie respiratorie umane, tra cui: HCoV-229E, HCOV-NL63, HCoV-OC43, HCoV-HKU1, SARS-CoV, MERS-CoV e SARS-CoV-2. II
SARS-CoV-2 & uno dei patogeni virali pili contagiosi che causano infezioni del tratto respiratorio umano (RTI). Attualmente, | pazienti infettati dal SARS-CoV-2 sono la principale fonte di infezione; anche le persone
infette asintomatiche possono essere una fonte contagiosa. In base alle attuali ricerche epidemiologiche, il periodo di incubazione va da 1 a 14 giorni, per lo piti da 3 a 7 giorni. Le manifestazioni cliniche
comprendono febbre, affaticamento, tosse e altri sintomi, accompagnati da dispnea, che possono rapidamente degenerare in polmonite grave pericolosa per la vita, insufficienza respiratoria, sindrome delle
vescicole respiratorie acute, shock settico, disfunzione multiorgano e grave squilibrio acido-base del metabolismo.

Linfluenza, solitamente chiamata flu, & un'infezione respiratoria acuta causata dal virus dell‘influenza. E altamente contagiosa. Si diffonde principalmente attraverso tosse e starnuti. Di solito si manifesta in
primavera e in inverno. Si distingue principalmente in virus dellinfluenza A e B. I virus dell'influenza A sono molto variabili, seguiti dai virus dellinfluenza B. Pertanto, ivirus dellinfluenza A sono pit diffusi e gravi,
seguiti da quelli dellinfluenza B. L' Influenza A comprende H1N1, H3N2, HSN1, H7N9, mentre lnfluenza B comprende l'nfluenza B (Victoria) e l'nfluenza B (Yamagata).

L'adenovirus umano (ADV) appartiene alla famiglia degli adenoviridae, genere adenovirus dei mammiferi, che & un virus a DNA a doppio filamento senza involucro, che infetta principalmente il tratto respiratorio
umano, i tratto digestivo e il tratto urogenitale. | principali ADV associat alle malattie respiratorie sono il gruppo ADV-B (ADV-3, 7, 11, 14, 16, 21, 50, 55), il gruppo ADV-C (ADV-1,2,5,6) € il gruppo ADV-E (ADV-4).
Uinfezione respiratoria acuta da adenovirus (ADV) & una delle infezioni respiratorie acute piti comuni nei neonati e nei bambini piccoli. Provoca principalmente febbre, tosse, dispnea e i sintomi.

Il virus respiratorio sinciziale (RSV) appartiene agli Pneumovirus di Paramyxoviridae con un solo sierotipo, che & un virus a RNA a singolo filamento negativo con un involucro. Linfezione da RSV causa
principalmente bronchiolite e polmonite nei neonati di eta inferiore ai 6 mesi e infezioni del tratto respiratorio superiore, qualiriniti e raffreddori, nei bambini piti grandi e negli adulti

Lo streptococco di gruppo A, STREP A, & chiamato streptococco piogeno, che appartiene allo streptococco  emolitico. La modalita di trasmissione comune & la diffusione attraverso le vie respiratorie. Lo STREP
Apuo invadere qualsiasi parte del corpo umano, ma l'infezione del tratto respiratorio superiore & la pits comune, seguita da quella della pelle e dei tessuti molli. La STREP A puo causare sia malattie suppurative
che complicazioni non suppurative. La STREP A & anche una causa indiretta delle malattie allergiche febbre reumatica e glomerulonefrite acuta.

Uso previsto

Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA & un test in vitro in un unico passaggio basato sullimmunocromatografia. € stato progettato per la determinazione
qualitativa rapida dell'antigene di SARS-CoV-2, Influenza A, Influenza B, Adenovirus(ADV), Virus respiratorio sinciziale(RSV) e Streptococchi di gruppo A (STREP A) in campioni di tampone provenienti da
soggetti con sospetto di COVID-19, Influenza A , Influenza B, Adenovirus(ADV), Virus Respiratorio sinciziale(RSV) e Streptococchi di gruppo A (STREP A). Pud essere utilizzato per rilevare il virus
SARS-CoV-2, Influenza A, Influenza B, I'Adenovirus (ADV), il virus respiratorio sinciziale (RSV) e gli streptococchi di Gruppo A (STREP A). Spesso viene utilizzato come metodo ausiliario nella diagnosi
clinica, ma non come unica base.

Principio del Test

11 Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA utilizza un metodo a sandwich a doppio anticorpo per rilevare SARS-CoV-2, Influenza A, Influenza B, Adenovirus
(ADV), virus Respiratorio sinciziale (RSV) e streptococchi di Gruppo A (STREP A) mediante immunocromatografia con oro colloidale. Quando la quantita appropriata di campioni trattati con tampone di
lisi viene aggiunta al pozzetto del campione della cassetta, il campione si sposta lungo la striscia reattiva per azione capillare. Se il campione contiene |'antigene di SARS-CoV-2, virus Influenza A/B,
Adenovirus (ADV), virus Respiratorio sinciziale (RSV) e streptococchi di Gruppo A (STREP A), e la concentrazione & superiore al limite di rilevazione, 'antigene formera immunocomplessi con I'anticorpo
della Proteina Nucleocapside corrispondente marcati rispettivamente con oro colloidale, che vengono catturati dalle linee nCoV, Flu A, Flu B, ADV, RSV e sA. Nel caso in cui il campione di prova contenga
il virus SARS-CoV-2, si forma una linea rossa nCoV, che indica un risultato positivo per il SARS-CoV-2. Nel caso in cui il campione in esame contenga il virus dell' Influenza A, si forma una linea rossa Fiu
A, che indica un risultato positivo per I'nfluenza A. Nel caso in cui il campione in esame contenga il virus dell'Influenza B, si forma una linea rossa Flu B, che indica un risultato positivo per Influenza B.
Nel caso in cui il campione in esame contenga I'Adenovirus, si forma una linea rossa ADV, che indica un risultato positivo per 'Adenovirus. Nel caso in cui il campione in esame contenga il virus
Respiratorio sinciziale, si forma una linea rossa RSV, che indica un risultato positivo per il virus Respiratorio sinciziale. Nel caso in cui il campione contenga streptococchi di Gruppo A, si forma una linea
rossa SA, che indica un risultato positivo per gl streptococchi di Gruppo A. La striscia reattiva contiene anche una linea di controllo (linea C). La linea C deve essere visualizzata per indicare che il
campione & stato trasportato correttamente attraverso la membrana indipendentemente dal fatto che il campione contenga o meno antigeni. Se lalinea C non viene visualizzata, significa che il risultato
del test invalido e il campione deve essere sottoposto a un nUOVO test.

Contenuto del kit di test

1l kit contiene cassette per il test, tamponi sterili, tampone di Diluizione e contagocce, Istruzioni per I'uso.

Cassetta per il test: bustina/1pezzo

12301 01
123015-02-01
123015-05-01

1 pezzo/scatola 123015-20-01

20 pezzi/scatola
50 pezzi/scatola_|
100 pezzi/scatola )

123015-50-01
123015-100-01

2 pezzi/scatola
5 pezzi/scatola

Instruzioni per l'uso

123015-01-01 1 pezzo/scatola 1 1 1 1
123015-02-01 2 pezzi/scatola 2 2 2 1
123015-05-01 5 pezzi/scatola 5 5 5 1
123015-20-01 20 pezzi/scatola 20 20 20 1
123015-50-01 50 pezzi/scatola 50 50 50 1
123015-100-01 100 pezzi/scatola 100 100 100 1

Istruzioni per la conservazione
Una cassetta per il test puo essere utilizzata per analizzare un solo tipo di campione. I tipi di campione includono
la secrezione dalla gola.
+ Raccolta delle secrezioni dalla gola: Inserire completamente il tampone in gola dalla bocca, centrando la parete
della gola e larea arrossata della tonsilla del palato, pulire entrambi i lati della tonsilla faringea e della parete
faringea posteriore con forza moderata. Cercare di evitare la lingua prima di estrarla.
Dopo il prelievo, il campione deve essere trattato con il tampone di lisi fornito in questo kit il prima possibile. Se il

campione non pud essere trattato immediatamente, deve essere conservato subito in una provetta di plastica

asciutta, sterilizzata e rigorosamente sigillata. Pud essere conservato a 2°C-8°C per 8 ore. Potrebbe essere

Non aprire la busta fino al momento dell'uso. Preparare i materiali necessari: Timer | Portaprovette per il campionamento delle provette e dei campioni | Eventuali attrezzature di protezione personale necessarie.

1| Campionamento: Aprire i S\g\\lo dell provetta di campionamento contenente l tampone di . Inserie l tampone (dopo prelievo) nel provetta del tampone. Ruotare il tampone contro la parete ntena della provetta
per 10volt na della provetta per 5 volte per sciogliere completamente il campione nel tampone, quindi spostare ltampone verso falto fino a quando non s posa sulla soluzione del
campione, spremere il tampone dalla parete esterna dela provetta per lasciare i pit possibile il campione nela provetta. Rimuovere e smaltie il tampone, inserire il contagocce sulla provetta.

2 | Procedure per il test: Aprire la busta di alluminio, estrarre la cassetta del test e posizionarla su una superficie piana e pulita, quindi contrassegnare la cassetta con le generalita del paziente o il numero del campione e
aggiungere nel pozzetto del campione 4 gocce (circa 100 L) di estratto di campione trattato.
lIrisultato deve essere rilevato entro 15-30 minuti. | risultati osservati dopo 30 minuti non sono validi.
! ()
¥clic J
15 minuti
= | | e= Strappare o
= | | e Strappare =
it =
Visualizzazione dei risultati/valori previsti

Il kit per test deve essere conservato lontano dalla luce solare diretta a 2°C a 30°C e ha una una durata di conservazione di 24 mesi. Non congelare.
conservato a -70°C per 19 mesi.
Risultato negativo: Se appare solo la linea C del controllo qualita e la linea di rilevamento non & visibile, il campione non contiene SARS-CoV-2, Influenza A, Influenza B, ADV, RSV e STREP A o la concentrazione & inferiore al

Requisiti del Campione
Procedura di test
limite di n\evamemo eilrisultato & negativo.

X10 €|2

Strappare

Selalinea di controllo (linea C) e a linea del test (inea nCoV) appaiono contemporaneamente, significa che il SARS-CoV-2 & stato rilevato e l risultato & positivo.
“Risultato positivo per I' Influenza A: Se la linea di controllo (linea C) e la linea del test per I'influenza A (linea Flu A) appaiono contemporaneamente, significa che I'antigene dell' Influenza A & stato rilevato nel campione e il
risultato delllnfluenza A & positivo.
Risultato positivo per I'Influenza B: se sia la linea di controllo (linea ) che la inea del test dellnfluenza B (linea Fiu B) appaiono contemporaneamente, significa che lantigene dellinfluenza B & stato rilevato nel campione el
risultato dell'Influenza B & positivo.
“Risultato positivo ADV: Se la linea di controllo (linea C) e la linea del test (linea ADV) appaiono contemporaneamente, significa che I'antigene ADV & stato rilevato nel campione el risultato di ADV & positivo.
isultato positivo per RSV: Se sia la linea di controllo (linea C) che la linea di test (linea RSV) appaiono contemporaneamente, significa che 'antigene RSV é stato rilevato nel campione e il risultato di RSV & positivo.
Risultato positivo di STREP A:se siaa linea di controllo (linea ©) che la linea dii test (inea SA) appaiono contemporaneamente, significa che lantigene STREP A é stato rilevato nel campione e il risultato di STREP A & positivo.
Se appare la linea C del controllo di qualita e appaiono pill linee rosse nell'area della linea di rilevamento, significa che il campione contiene uno o pil microrganismi patogeni.
Rlsultato non valido: Se non appare la riga G, il risultato non & valido e occorre eseguire nuovamente i test.
Nota:

L'intensita di colore che I'area della linea del test (linea nCoV/linea Flu A/linea Flu B) mostra variera in base alla concentrazione dell'antigene SARS-CoV-2, dell'antigene dell' Influenza A e dell'antigene
dell'Influenza B. Il risultato deve essere determinato in base alla formazione o meno della linea del test ed & irrilevante I'intensita del colore. Pertanto, qualsiasi intensita di colore nell'area del test (linea
nCoV/linea Flu A/linea Flu B) deve essere considerata positiva.
L'intensita di colore che |'area della linea del test (linea ADV/ linea RSV/ linea SA) mostra variera in base alla concentrazione dell'antigene ADV, dell'antigene RSV e dell'antigene STREP A. Il risultato deve
essere determinato in base alla formazione o meno della linea del test ed & irrilevante I'intensita del colore. Pertanto, qualsiasi intensita di colore nell'area del test (linea ADV/ linea RSV/ linea SA) deve
essere considerata positiva.

Per ADV/RSV/SA (D

“ADV": Linea Test

“SA": Linea Test STREP A ‘S’

Per SARS-CoV-2&Flu A/B ( Sinistra)
“C": Linea di Controllo  “FIUA": Linea Test Influenza A “FIuB": Linea Test Influenza B
“nCoV": Linea Test SARS-CoV-2 ozzetto di Campionamento

“C": Linea di Controllo

“RSV*: Linea Test RSV
ampionamento

Non valido Non valido

C c c c c
FluA FluA FluA ADV ADV
FluB FluB FluB RSV RSV
nGov nCov nCoV SA SA
s G T el it (D o BOW AT R B el
BFUARFIUB STREPA  STREPA

Limitazioni del Metodo di Test

1. L'accuratezza del test dipende dalla qualita del campione. Un campionamento o una conservazione non corretti, I'uso di campioni scaduti o ripetutamente congelati e scongelati possono influenzare
i risultati del test. | risultati dei test possono anche essere influenzati dalla temperatura e dall'umidita.

2. | risultati negativi possono essere causati da una bassa concentrazione di antigeni per SARS-CoV-2, Influenza A, Influenza B, ADV, RSV, STREP A nel campione e quindi non possono escludere
completamente la possibilita di infezione.

3. Alcuni farmaci (ad esempio un‘alta concentrazione di farmaci da banco (OTC) o da prescrizione, come gli spray nasali) presenti nei campioni raccolti possono interferire con il risultato del test. Se il
risultato & dubbio, si prega di eseguire nuovamente il test.

4. Questo prodotto & destinato esclusivamente ai test qualitativi e la concentrazione specifica di ciascun indicatore deve essere misurata utilizzando altre metodologie quantitative.

5. I risultati dei test di questo kit sono solo di riferimento clinico e non costituiscono I'unica base per la diagnosi clinica. La diagnosi clinica e il trattamento dei pazienti devono essere considerati in modo
completo in combinazione con i loro sintomi/segni, I'anamnesi, altri test di laboratorio e la risposta al trattamento.

Product Performance

« Limite di rilevamento-LoD

Gli studi sul Limite di Rilevazione (LoD) hanno determinato la minima concentrazione rilevabile di SARS-CoV-2, Influenza A, Influenza B, ADV, RSV e STREP A alla quale il 100% di tutti (veri positivi)
replicano test positivi.

Ceppo Virale CID./mb)
SARS-CoV-2 BetaCoV/J502/human/2020 10' B/Baodi Tianjin/12/2018 10°
A/Brisbane/02/2018 (H1N1) 10" B/Changzhou Guangx/373/2018 0"
A/PUERTO/8/1934 (HTNT) 0 Iflvenza & B/Chaoyang Jilin/11723/2018, 0
A/Kansas/14/2017 (H3N2) 0 B/Chongming Shanghai/38/2021 100
AVAIChi/2/1968 (H3N2) 0 B/Xiacheng Zhejiang/11085/2021 0
Influenza A A/ANhUI/172013 (H7N9) 10+ B/Shanx City/119/2022 100
A/Maonan Guangdong/SWL197/2020 10°
AMaonon Guangaong WL 15352013 0
A/Fangcheng Guangdong/11343/2021 100 ADV-1 100
Alxiangcheng Fujian/1290/2022 10° ADV-2 100
Alyongkan Zhejiang/1307/2022 10° ADV-3 100
A/Darwin/3/2021 (H3N2) 100 ADY ADV-4 10°
B/Colorado/06/2017 (Victoria) 100 ADV-7 0
B/Phuket/3073/2013 (Yamagata) 102 ADV-55 0
B/Chaoyang Beijing/12977/2017 (Yamagata) 10° RSV-A 00
Influenza B B/Austria/1359417/2021 10° RV RSV-B
B/Phuket/3073/2013 0 Bacterial strain
B/Mengzi Yunnan/1407/2018 102 STREP A

%’\ 0
MedOmics

TESTS FORLIFE

* Reattivita crociata
La reattivita incrociata del Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA & stata valutata analizzando i microrganismi commensali e patogeni elencati nella seguente tabella
che possono essere presenti nei campioni clinici. Tutti i batteri, i virus e i lieviti sono stati testati in triplice copia senza risultati falsi positivi per il virus SARS-CoV-2, I'Influenza A, Influenza B, ADV, RSV e STREP A.

RO

Kit de test rapid combinat pentru antigen
SARS-CoV-2/FIuA/FluB+ADV/RSV/SA (LFIA)

NUMAI PENTRU UTILIZARE IN DIAGNOSTIC IN VITRO.

Casetd de testare: 1 buc./punga

123015 1

20 buc./cutie

« Effetto delle sostanze interferenti

E stato condotto uno studio per valutare e dimostrare che le sostanze endogene naturalmente presenti o i farmaci che possono essere introdotti artificialmente nei campioni clinici non interferiscono
con la rilevazione di SARS-CoV-2, influenza A, influenza B, ADV, RSV e STREP A nel Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIuA/FluB+ADV/RSV/SA alle concentrazioni elencate di
seguito. Diluire gli elementi testati con il Tampone come matrice del campione in assenza o in presenza di SARS-CoV-2, influenza A, influenza B, ADV, RSV e STREP A inattivati a caldo.

Tipo | Sostanze potenzialmente interferenti | Concentrazione | Interferenza (5i/No) Tipo

Sostanze potenzialmente interferenti | Concentrazione

Interferenza (Si/No)

— NUMAI PENTRU UZ PROFESIONAL. 1230150201 2 buc./cutie 1230155001 50 buc./cutie |
Human coronaviras NL63 Instructiuni de utilizare 123015-05-01 5 buc./cutie 123015-100-01 | 100 buc./cutie )
Human coronavirus HKUT o
Human coronavirus 229€ o INTRODUCERE
MERS-coronavirus o Coronavirusul (CoV) apartine ordinului Nidovirales din familia Coronaviridae, cu 4 genuri: , B, y si 6. Genurile a si B sunt patogene numai pentru mamifere, in timp ce genurile y si & cauzeaza in principal
SARS-coronavirus o infectii la pasari. CoV se transmite in principal prin contact direct cu secretiile sau prin aerosoli si picaturi. Exista, de , dovezi care sustin transmiterea fecal-orala. Pana in prezent au fost identificate
SARS-CoV-2 No 7 tipuri de coronavirusuri umane (HCoV) care cauzeaz3 boli respiratorii la om, inclusiv: HCoV-229, HCoV-NL63, HCoV-0C43, HCoV-HKU1, SARS-CoV, MERS-CoV si SARS-CoV-2. SARS-CoV-2 este unul dintre
HTNT(2009) No cei mai contagiosi agenti patogeni virali care cauzeaza infectii ale tractului respirator (ITR) la om. In prezent, pacientii infectati cu SARS-CoV-2 reprezinta principala sursa de infectie; persoanele infectate
nza A HINT Seasonal o asimptomatice pot fi, de asemenea, o sursa de infectie. Pe baza investigatiei epidemiologice actuale, perioada de incubatie este de 1 pana la 14 zile, cel mai frecvent de 3 pana la 7 zile. Manifestarile clinice
nfluenza A H3N; o includ febra, oboseala, tuse si alte simptome, insofite de dispnee, care pot evolua rapid catre pneumonie severa care pune viata in pericol, insuficienta respiratorie, sindrom vezicular respirator acut, soc
nfluenza A HSN o septic, insuficientd multipla de organe si dezechilibru metabolic acido-bazic sever.
nfluenza A H7N: o Influenza, denumita de obicei gripd, este o infectie respiratorie acuta cauzata de virusul gripal. Este foarte contagioasa. Se raspandeste in principal prin tuse si stranut. De obicei apare in focare primévara
Tnfluenza B Victoria o siiarna. Se imparte in principal in virus gripal Influenza A si Influenza B. Virusurile Influenza A sunt foarte variabile, urmate de virusurile Influenza B. Prin urmare, virusurile Influenza A sunt mai raspandite
Tnfluenza B Yamagata o N si mai severe, urmate de virusurile Influenza B. Influenza A include H1N1, H3N2, H5N1, H7N9, iar Influenza B include Influenza B (Victoria) si Influenza B (Yamagata).
Parainuenza virus Type 1 . N No N No N No Adenovirusul uman (ADV) apartine familiei Adenoviridae, genului adenovirusurilor mamaliene, care este un virus ADN bicatenar fara anvelopa, infectand in principal tractul respirator, tractul digestiv si
Enterovirus CATee : o No o 5 tractul urogenital uman. Principalele ADV asociate cu bolile respiratorii sunt grupa ADV-B (ADV-3, 7, 11, 14, 16, 21, 50, 55), grupa ADV-C (ADV-1, 2, 5, 6) si grupa ADV-E (ADV-4). Infectia respiratorie acuta cu
o o o / o o adenovirus (ADV), care este una dintre cele mai frecvente infectii respiratorii acute la sugari si copii mici. Aceasta cauzeaza in principal febrd, tuse, dispnee si alte simptome.
o o 7 o Virusul sincitial respirator (RSV) apartine genului Pneumovirus din familia Paramyxoviridae, cu un singur serotip, fiind un virus ARN monocatenar cu sens negativ, cu anvelopd. Infectia cu RSV cauzeaza in
o 7 B principal bronsiolita si pneumonie la sugarii sub 6 luni si infecti ale tractului respirator superior, cum ar fi rinita si racelile, la copiii mai mari si la adulti.
o 7 o Streptococii de grup A, STREP A, sunt denumiti Streptococcus pyogenes, care apartin streptococilor B-hemolitici. Modul comun de transmitere este raspandirea prin tractul respirator. STREP A poate invada
o 7 o orice parte a corpului uman, insd infectia tractului respirator superior este cea mai frecventa, urmata de infectia pielii si a tesuturilor moi. STREP A poate cauza atat boli supurative, cat si complicatii
o N 7 o N nesupurative. STREP A este, de asemenea, o cauza indirects a bolilor alergice, febra reumaticé si glomerulonefrita acuta.
o o o 7 o UTILIZARE PREVAZUTA
o o © o / o Kitul de test rapid combinat pentru antigen SARS-CoV-2/FIuA/FIuB+ADV/RSV/SA (LFIA) este un test in vitro intr-o singurd etapa, bazat pe imunocromatografie. Este conceput pentru determinarea calitativa
X u o o o o o o rapidd a SARS-CoV-2, virusului gripal A, virusului gripal B, adenovirusului (ADV), virusului sincitial respirator (RSV) si streptococilor de grup A (STREP A) in probe recoltate cu tamponul de la
aureus X U/m o o o o o persoane suspectate de COVID-19, gripd A, gripa B, adenovirus (ADV), virus sincitial respirator (RSV) si streptococi de grup A (STREP A). Poate fi utilizat pentru detectarea SARS-CoV-2, virusului gripal A,
X U/ml o o o o o virusului gripal B, adenovirusului (ADV), virusului sincitial respirator (RSV) si streptococilor de grup A (STREP A). Acesta este adesea utilizat ca metoda auxiliara in diagnosticul clinic, dar nu ca unica baza.
Bordelella pertussis X U/ml o o o o o
Tegionella X U/ml o o o o o PRINCIPIUL TESTULUI
X /m o o o o 7 Kitul de test rapid combinat pentru antigen SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA (LFIA) utilizeaza metoda sandwich cu anticorpi dubli pentru detectarea SARS-CoV-2, Influenza A, Influenza B, adenovirusului
F Influenzae x /m o o o o o No (ADV), virusului sincitial respirator (RSV) si streptococilor de grup A (STREP A) prin imunocromatografie cu aur coloidal. Atunci cand cantitatea corespunzatoare de probe de testare tratate cu tampon de liza
i X /m o o o o o No este adaugata in godeul pentru proba al casetei de testare, proba se va deplasa Inainte de-a lungul benzii de testare prin actiune capilara. Daca proba contine antigen SARS-CoV-2, virus Influenza A/B,
Candida albicans X U/m o o o o o No adenovirus (ADV), virus sincitial respirator (RSV) si streptococi de grup A (STREP A), iar concentratia este mai mare decat limita de detectie, antigenul va forma complexe imune cu anticorpul corespunzator

impotriva proteinei nucleocapsidice marcat cu aur coloidal, care sunt captate respectiv de linia nCoV, linia Flu A, linia Flu B, linia ADV, linia RSV i linia SA. Daca proba de testare contine virusul SARS-CoV-2,
se formeaza o linie rosie nCoV, indicand un rezultat pozitiv pentru SARS-CoV-2. Daca proba de testare contine virusul Influenza A, se formeaza o linie rosie Flu A, indicand un rezultat pozitiv pentru Influenza
A. Daca proba de testare contine virusul Influenza B, se formeaza o linie rosie FIuB, indicand un rezultat pozitiv pentru Influenza B. Daca proba de testare contine adenovirus, se formeaza o linie rosie ADV,
indicand un rezultat pozitiv pentru adenovirus. Daca proba de testare contine virusul sincitial respirator, se formeaza o linie rosie RSV, indicand un rezultat pozitiv pentru virusul sincitial respirator. Daca
proba de testare contine streptococi de grup A, se formeaza o linie rosie SA, indicand un rezultat pozitiv pentru streptococi de grup A

n plus, banda de testa
sau nu antigeni. Daca |

contine si o linie de control (inia C). Linia C trebuie sa se formeze pentru a indica faptul ca proba a fost transportata corespunzator prin membrand, indiferent daca proba confine
ia C nu apare, aceasta indica faptul ca rezultatul testului este invalid si proba trebuie retestata.

Prestazione clinica
« Prestazione clinica con tamponi della Gola
1. Test SARS-CoV-2

RT-PCR

Le prestazioni del Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIUA/FIuB+AD- Test Med Az | SARS-CoV-2 Positl Negat

V/RSV/SA sono state stabilite con 134 tamponi della gola raccolti da pazienti con sintomi st Mecomics s 0V-2 Positivo egativo Totale
; SARS-CoV-2 Positivo 128 0 128

COVID-19 entro 7 giorni dalla comparsa dei sintomi. Sono stati prelevati due tamponi dalle stesse Negat 5 055 -

persone, un tampone della Gola testato direttamente con il Kit per il Test Rapido Antigenico egativo 41

Combinato (LFIA) SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA e un tampone della Gola testato con il Kit Totale 134 1035 1169

per il Test RT-PCR. | campioni clinici sono stati valutati come positivi o negativi utilizzando il
metodo di riferimento RT-PCR.
Risultato del test per SARS-CoV-2

Sensibilita: 95.52% (90.51%~98.34%)
PPV: 100.00% (97.16%~100.00%)
Precisione: 99.49%(98.89% ~99.81%)

Specificita: 100.00% (99.64%~ 100.00%)
NPV: 99.42% (98.75% ~99.79%)
Kappa: 0.9742 95%Cl: 0.9536~0.9948

RT-PCR

2.Test Influenza A

La prestazione del Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIUA/FIUB+AD- Test Medomics Ag | influenza A Positivo Negativo Totale
V/RSV/SA & stata stabilita con 103 tamponi della Gola prelevati da pazienti con sintomi influenzali influenza A Positivo 0 %4

entro 7 giorni dallinsorgenza dei sintomi. Sono stati raccolti due tamponi dalle stesse persone, Negativo 5 7066 7075
un tampone della gola testato direttamente con il Kit per il Test Rapido Antigenico Combinato Totale 103 1066 1169

(LFIA) SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA e un tampone della gola testato con il Kit per il Test di
Confronto. | campioni clinici sono stati valutati come positivi o negativi utilizzando il metodo di
riferimento di Confronto.

Sensibilita: 91.26% (84.06% ~95.93%)
PPV: 100.00% (96.15% ~100.00%)
Precisione: 99.23% (98.54%~99.65%)

Specificita: 100.00% (99.65%~ 100.00%)
NPV: 99.16% (98.42% ~99.62%)
Kappa: 0.9501 95%Cl: 0.9177~0.9825

RT-PCR

3.Test Influenza B

La prestazionie del kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIuA/FIuB+AD- Test Medomics Ag influenza B Positivo Negativo Totale
V/RSV/SA & stata stabilita con 106 tamponi della gola prelevati da pazienti con sintomi influenzali influenza B Positive 0 98
entro 7 giorni dallinsorgenza dei sintomi. Sono stati raccolti due tamponi dalle stesse persone, Negativo 3 7063 1071
un tampone della gola testato direttamente con il kit per il Test Rapido Antigenico Combinato Totale 706 1063 1169

(LFIA) SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA e un tampone della gola testato con il Kit per il Test di
Confronto. | campioni clinici sono stati valutati come positivi o negativi utilizzando il metodo di
riferimento di Confronto.

Sensibilita: 92.45% (85.67%~96.69%)
PPV: 100.00% (96.31%~ 100.00%)
Precisione: 99.32% (98.66% ~99.70%)

Specificita: 100.00% (99.65%~ 100.00%)
NPV: 99.25% (98.53% ~99.68%)
Kappa: 0.9570 95%Cl: 0.9274~0.9867

4. Test ADV
La prestazione del Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIuA/FIuB+AD- Test Medomics Ag 'ADV Positivo Nega[.vo Totale
V/RSV/SA & stata stabilita con 121 tamponi della Gola raccolti da pazienti con sintomi ADV entro ADV Positivo 713 1 114

14 giorni dall'insorgenza dei sintomi. Sono stati raccolti due tamponi dalle stesse persone, un Negativo 8 1047 1055
tampone della Gola testato direttamente con il Kit per il Test Rapido Antigenico Combinato (LFIA) Totale 127 1048 1169

SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA e un tampone della Gola testato con il Kit per il Test di
Confronto. | campioni clinici sono stati valutati come positivi o negativi utilizzando il metodo di
riferimento di Confronto.

Sensibilita: 93.39% (87.39% ~97.10%)
PPV: 99.12% (95.21% ~99.98%)
Precisione: 99.23% (98.54% ~99.65%)

Specificita: 99.90% (99.47% ~ 100%)
NPV: 99.24% (98.51% ~99.67%)
Kappa: 0.9574 95%Cl: 0.9297 ~0.9851

RT-PCR

5. Test RSV

La prestazione del Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIUA/FIUB+AD- Test Medomics Ag RSV Positivo Negativo Totale
V/RSV/SA & stata stabilita con 146 tamponi della gola raccolti da pazienti con sintomi ADV entro RSV Positivo 139 1 14

14 giorni dall'insorgenza dei sintomi. Sono stati raccolti due tamponi dalle stesse persone, un Negativo 7 1022 1029
tampone della Gola testato direttamente con il Kit per il Test Rapido Antigenico Combinato (LFIA) Totale 146 1023 1169

SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA e un tampone della Gola testato con il Kit per il Test di
Confronto. | campioni clinici sono stati valutati come positivi o negativi utilizzando il metodo di
riferimento di Confronto.

Sensibilita: 95.21% (90.37%~98.05%)
PPV: 99.29% (96.08% ~99.98%)
Precisione: 99.32% (98.66% ~99.70%)

Specificita: 99.90% (99.46% ~100%)
NPV: 99.32% (98.60% ~99.73%)
Kappa: 0.9681 95%Cl: 0.9461~0.9901

RT-PCR

6. Test STREP A

La prestazione del Kit per il Test Rapido Antigenico Combinato (LFIA) SARS-CoV-2/FIUA/FIuB+AD- Test Medomics Ag STREP A Positivo Negativo Totale
V/RSV/SA & stata stabilita con 118 tamponi della Gola raccolti da pazienti con sintomi ADV entro STREP A Positivo > >
14 giorni dall'insorgenza dei sintomi. Sono stati raccolti due tamponi dalle stesse persone, un Negativo 7 1049 7049
tampone della Gola testato direttamente con il Kit per il Test Rapido Antigenico Combinato (LFIA) Totale 118 1051 1051

SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA e un tampone della Gola testato con il Kit per il Test di
Confronto. | campioni clinici sono stati valutati come positivi o negativi utilizzando il metodo di
riferimento di Confronto.

Avvertenze e precauzioni

* Questo kit di test & destinato esclusivamente alla diagnosi in vitro.
+ Questo kit di test deve essere utilizzato da personale qualificato con esperienza professionale o formazione adeguata.

+ Questo kit di analisi deve essere utilizzato entro 1 ora dall'apertura della busta e i campioni provenienti da mezzi di trasporto ridurranno la sensibilita. La cassetta del test non deve essere utilizzata
se bagnata o inquinata.

« Durante I'esecuzione del test & necessario adottare una protezione adeguata per evitare eventuali spruzzi durante l'aggiunta del campione.

+ Smaltire come materiali a rischio biologico tutte le cassette per il test, le provette di campionamento, i contagocce, i tamponi e gli altri componenti del kit usati o danneggiati.

« | risultati negativi non escludono l'infezione da SARS-CoV-2, influenza A, influenza B, ADV, RSV e STREP A, soprattutto in coloro che sono stati a contatto con il virus.

Il campione non deve essere denso, in quanto i campioni densi possono provocare una rilevazione anomala.
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Sensibilita: 96.61% (91.55% ~99.07%)
PPV: 98.28% (93.91% ~99.79%)
Precisione: 99.49% (98.89% ~99.81%)

Spe(\ﬂ(\la 99.81% (99.31% ~99.98%)
.62% (99.03% ~99.90%)
95%Cl: 0.9488~0.9942
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Mucina 2% wiv No Difenidramina 0.08 mg/dL o
Sangue Intero 5% wiv No Glimepiride (Sulfoniluree) 0.164 mg/dL o CONTINUTUL KITULUI DE TESTARE
Tttero/Bilirubina 20 mg/dL No Clorotiazide 2.7 mg/dL o Kitul de testare contine casete de testare, tampoane sterile, tampon de dilutie i picurator, instructiuni de utilizare.
Fattore reumatoide 200 1U/mL No Acido acetilsalicilico 3 mg/dL o
Sostanza Trigliceridi 1.5 mg/L No Amoxicillina 5.4 mg/dL o Instructiuni de utilizare
End i
ndogena Emoglobina 100 mg/L No Ibuprofene 21.9 mg/dL No 123015.01-01 " buc/cutie | | | |
Anticorpi antinucleari >1:40 No Beclometasone 4.79 ng/mL No = -
1gG totali S0 g/l No Indapamide 140 ng/ml No 123015-02-01 2 buc/eutie 2 2 2 1
1gM totali 4g/L No Flunisolide 0.61 pg/mL No 123015-05-01 5 buc/cutie 5 5 5 1
1gA totali 80 g/L No Guaiacolo gliceril etere 1 pg/mL No 123015-20-01 20 buc./cutie 20 20 20 1
Mupirocina 0.25% w/v No Sostanza Biotina 1.2 pg/mL No 1230155001 50 buc./cutie 50 50 50 7
Tamiflu (Oseltamivir fosfato) 0.5% w/v No Eeogens Zanamivir 17.3 pg /mL No. 123015-100-01 100 buc/cutie 100 100 100 7
Fluticasone Propionato 5% w/v No Tobramicina 24.03 pg/mL No
Fluconazolo 5% wiv No Zolfo 9.23 pg/mL No INSTRUCTIUNI DE DEPOZITARE
Zincum gluconium (ciod Zicam) 5% Wi No Ribavirina 26.7 pg /mL No Kitul de testare trebuie depozitat ferit de lumina directa a soarelui, la temperaturi cuprinse intre 2°C si 30°C, cu un termen de valabilitate de 24 de luni. A nu se congela.
Alcalolo 10% w/v No Efedrina 0.1 mg/mL No CERINTE PRIVIND PROBA
Sostanza Fenolo 15% wiv No Benzocaina 013 mg/mL. No O caseté de testare poate fi utilizata numai pentru testarea unui singur tip de proba. Tipurile de proba includ
Feogena Fenilefrina cloridrato 5% viv No Mentolo 0.15 mg/mL No secretia faringiana.
Ossimetazolina cloridrato 15% /v No Budesonide 0.5 mg/mL No + Recoltarea secretiei faringiene: Introduceti intregul tampon complet in gat prin gura, centrandu-va pe peretele 3™ S §
Cromolinio 15% W/v. No Triamcinolone 0.8 mg/mL No faringian si pe zona inrosita a amigdalei palatine, stergeti ambele parti ale amigdalei faringiene si peretele f ‘\\
[¢} a 15% wiv No D e 0.8 mg/mL No faringian posterior cu fortd moderatd. incercati s evitati limba inainte de a-l scoate. <Y
Galfimia glauca, Sabadilla 20% w/v. No Cloruro di sodio con conservanti 4.44 mg/mL No Proba trebuie tratata cu tamponul de liza furnizat in acest kit cat mai curand posibil dupa recoltare. Daca proba “'
Albuterolo 0.005 mg/dL No Lopinavir 16.4 ug/L No nu poate fi procesata imediat, aceasta trebuie depozitata imediat intr-un tub de plastic uscat, sterilizat si strict
Acarbose 0.03 mg/dL No Ritonavir 6.4 pgiL No etansat. Poate fi depozitatd la 2°C-8°C timp de 8 ore. Poate fi depozitata la -70°C timp de 19 luni.
Oseltamivir 0.04 mg/dL No Fosfato di clorochina 0.99 mg/L No PROCEDURA DE TESTARE
Clorfeniramina 0.08 mg/dL No Ivermectina 44 mg/L No Anu se deschide punga pana cand nu sunteti pregatit sa utilizati testul. Pregatiti materialele necesare: cronometru | stativ pentru tuburile de prelevare si probe | orice echipament individual de protectie necesar.

1 | Prelevarea probei: Deschideti sigiliul tubului de prelevare care confine tampon de lizd. Introduceti tamponul de recoltare, dupa recoltare, in tamponul de liza. Rotiti tamponul de recoltare pe peretele
interior al tubului de 10 ori i strangeti tamponul de recoltare prin peretele exterior al tubului de 5 ori pentru a dizolva complet proba in tamponul de iz, apoi deplasati tamponul de recoltare in sus pana
cand se sprijina pe solutia de proba, strangeti tamponul de recoltare prin peretele exterior al tubului pentru a lsa ct mai multa proba posibil in tub. indepartati si eliminati tamponul de recoltare, acoperiti
tubul cu picuratorul.

2 | Proceduri de testare: Deschideti punga din folie de aluminiu, scoatefi caseta de testare si asezati-o pe o suprafaté curata si pland, apoi marcati caseta cu ID-ul pacientului sau numérul probei si adaugafi
4 picaturi, aproximativ 100 L, de extract de proba prelucrat in godeul pentru proba.

Rezultatul trebuie observat in interval de 15-30 de minute. Rezultatele observate dupa 30 de minute sunt invalide.
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AFISAREA REZULTATELOR/VALORI ASTEPTATE
Rezultat negativ: Daca apare numai linia C de control al calitatii, iar linia de detectie nu este vizibila, proba nu contine SARS-CoV-2, Influenza A, Influenza B, ADV, RSV si STREP A sau concentratia este mai
micd decat limita de detectie, iar rezultatul este negativ.
Rezultat pozitiv:
+ Rezultat pozitiv pentru SARS-CoV-2: Daci linia de control (linia C) si linia de testare (linia nCoV) apar in acelasi timp, inseamna ca SARS-CoV-2 a fost detectat, iar rezultatul este pozitiv.
+ Rezultat pozitiv pentru Influenza A: Daca atat linia de control (linia C), cat i linia de testare pentru Influenza A (linia Flu A) apar in acelasi timp, inseamna ca antigenul Influenza A a fost detectat in probd,
iar rezultatul pentru Influenza A este pozitiv.
* Rezultat pozitiv pentru Influenza B: Daca atét linia de control (linia C), cat si linia de testare pentru Influenza B (linia Flu B) apar in acelasi timp, inseamna ca antigenul Influenza B a fost detectat in proba,
iar rezultatul pentru Influenza B este pozitiv.
+ Rezultat pozitiv pentru ADV: Dacé linia de control (linia C) si linia de testare (linia ADV) apar in acelasi timp, inseamné ca antigenul ADV a fost detectat in proba, iar rezultatul pentru ADV este pozitiv.
* Rezultat pozitiv pentru RSV: Daca atét linia de control (linia C), cat si linia de testare (linia RSV) apar in acelasi timp, inseamna ca antigenul RSV a fost detectat in probd, iar rezultatul pentru RSV este pozitiv.
* Rezultat pozitiv pentru STREP A: Dacd atét linia de control (linia C), cat si linia de testare (linia SA) apar in acelasi timp, inseamna ca antigenul STREP A a fost detectat in probd, iar rezultatul pentru STREP A
este pozitiv.
Daca apare linia C de control al calitatii si apar mai multe linii rosii in zona liniei de detectie, aceasta indica faptul ca proba contine unul sau mai multe microorganisme patogene.
Rezultat invalid: Daca linia C nu apare, rezultatul este invalid si trebuie efectuat din nou un test nou.
Nota:
Intensitatea culorii afisate in zona liniei de testare (linia nCoV/linia Flu A/linia Flu B) va varia in functie de concentratia antigenului SARS-CoV-2, antigenului Influenza A si antigenului Influenza B. Rezultatul
trebuie determinat in functie de formarea sau neformarea liniei de testare si nu are legatura cu intensitatea culorii. Prin urmare, orice intensitate a culorii in zona de testare (linia nCoV/linia Flu A/linia Flu
B) trebuie considerata pozitiva. Intensitatea culorii afisate in zona liniei de testare (linia ADV/linia RSV/linia SA) va varia in functie de concentratia antigenului ADV, antigenului RSV si antigenului STREP A.
Rezultatul trebuie determinat in functie de formarea sau neformarea liniei de testare si nu are legatura cu intensitatea culorii. Prin urmare, orice intensitate a culoril in zona de testare (linia ADV/linia
RSV/linia SA) trebuie considerata pozitiva.

Pentru SARS-CoV-2 si Flu A/B (stanga)
“ Linie de testare pentru Influenza A ,FIuB”: Linie de testare pentru Influenza B
nCoV": Linie de testare pentru SARS-CoV-2  “S": Orificiu pentru probd
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Pentru ADV/RSV/SA (dreapta)
,C": Linie de control ,ADV": Linie de testare pentru ADV

4RSV": Linie de testare pentru RSV
- Orificiu pentru proba

,C": Linie de control ,FIUA”
T

,SA": Linie de testare pentru STREP A

) @ Invalid ) @ Invalid
c c c c c c
FluA FlUA FlUA ADV ADV ADV
FluB FluB. FluB. RSV RSV RSV
nGoV oV oV SA SA
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BFUARFUB STREPA  STREPA

LIMITARILE METODEI DE TESTARE

1. Acuratetea testului depinde de calitatea probei. Prelevarea sau depozitarea necorespunzatoare, utilizarea probelor expirate sau a probelor congelate-decongelate in mod repetat pot afecta rezultatele
testului. Rezultatele testului pot fi, de asemenea, afectate de temperaturé si umiditate.

2. Rezultatele negative pot fi cauzate de o concentratie scazuta a antigenelor SARS-CoV-2, Influenza A, Influenza B, ADV, RSV, STREP A in proba si, prin urmare, nu pot exclude complet posibilitatea infectiei.
3. Unele medicamente, de exemplu concentratii ridicate de medicamente eliberate fara prescriptie medicald (OTC) sau medicamente eliberate pe baza de prescriptie medicala, cum ar fi spray-ul nazal,
prezente in probele recoltate pot interfera cu rezultatul testului. Va rugam sa efectuati testul din nou daca rezultatul este indoielnic.

4. Acest produs este destinat numai testarii calitative, iar concentratia specifica a fiecarui indicator trebuie mésurata utilizand alte metodologii cantitative.

5. Rezultatele testului obfinute cu acest kit sunt doar pentru referinta clinica si nu constituie singura baza pentru diagnosticul clinic. Diagnosticul clinic si tratamentul pacientilor trebuie luate in considerare
n mod cuprinzator, in combinatie cu simptomele/semnele acestora, istoricul medical, alte teste de laborator si raspunsul la tratament.

PERFORMANTA PRODUSULUI

« Limita de detectie - LoD

Studiile privind limita de detectie (LoD) au determinat cea mai mica concentratie detectabild de SARS-CoV-2, Influenza A, Influenza B, ADV, RSV si STREP A la care 100% din toate replicatele (adevarat pozitive)
au rezultat pozitive la testare.

Tulpina virala (TCIDso/mL) Tulpina virala LoD (TCIDse/mL)
SARS-CoV-2 BetaCoV/J502/human/2020 10 B/Baodi Tianjin/12/2018 10
A/Brisbane/02/2018 (HINT) 0 B/Changzhou Guangxi/373/2018 100
A/PUERTO/8/1934 (HIN1) 0 Infiuena B B/Chaoyang Jilin/11723/2018 100
A/Kansas/14/2017 (H3N2) 0 B/Chongming Shanghai/38/2021 10°
A/AIChi/2/1968 (H3N2) 0 B/Xiacheng Zhejiang/11085/2021 10°
Influenza A A/Anhui/1/2013 (H7N9) 10° B/Shanxi City/119/2022 10°
A/Maonan Guangdong/SWL197/2020 10°
A/Maonan Guangdong/SWL1536/2019 10 Tulpina virala LoD (TCIDso/mL)
A/Fangcheng Guangdong/11343/2021 10° ADV-1 100
Axiangcheng Fujian/1290/2022 10° ADV-2 100
Alyongkan Zhejiang/1307/2022 10 ADV-3 10°
A/Darwin/9/2021 (H3N2) 100 ARV ADV-4 10°
B/Colorado/06/2017 (Victoria) 100 ADV-7 100
B/Phuket/3073/2013 (Yamagata) 100 ADV-55 100
B/Chaoyang Beijing/12977/2017 (Yamagata) 10° RSV-A 10°
Influenza B B/Austria/1359417/2021 108 RSV RSV-B 10°
B/Phuket/3073/2013 10° Tulpina bacteriana LoD(CFU/m
B/Mengzi Yunnan/1407/2018 100 STREP A STREP A 10°
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+ Reactivitate incrucisatd
Reactivitatea incrucisata a Kitului de test rapid combinat pentru antigen SARS-CoV-2/FIuA/FIUB+ADV/RSV/SA (LFIA) a fost evaluati prin testarea microorganismelor comensale si patogene enumerate n tabelul urmator,
care pot fi prezente in probele clinice. Fiecare dintre bacteriile, virusurile si levurile au fost testate in triplicat, fara rezultate fals pozitive pentru virusul SARS-CoV-2, Influenza A, Influenza B, ADV, RSV si STREP A.
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Zuvduaotiko Teot Taxeiag Aviyxveuong Avtlyovwy yLa
SARS-CoV-2 kau Mpittn A& pinn B kat ADV & RSV & SA (LFIA)

Kaogta Sokwng: 1pc/bag

+ daoTaupoLpevn AvtiSpaon

H &aotaupolpevn uvn&paun TOU GUVBUAOTIKOU TEOT Taxelag avixveuong avtlydvwy yla SARS-CoV- Z/FIuA/F\uB+ADV/RSV/SA (LFIA) aglooyABnKe e T SOKLUA OUPBLWTIKWY Kat TtaBoydvwv
HIKPOOPYAVLOHY TIOU QVAQEPOVTAL OTOV MAPAKATW TIVAKD, OL OTIOLOL EVSEXETAL VA UTAPYOLY O KAWIKG Selypata. KGBE BAKTAPLO, 10G Kat CUPOPUKNTAG SOKLMATTIKE TPELG POPES, XWPLG Va
TipokOoLV PEUSHG BETIKG ATOTENéOpATa yia Tov 1 SARS-CoV-2, T ypirn A, T ypirn B, tov ADV, tov RSV kat tov STREP A

Reactant potential in Concentratie testata MONO FIA AIATNQETIKH XPHEH EKTOE ZONTANOY OPTANIZMOY (IN VITRO). e e | MiBavol Alaotaupolpevol Mapdyovteg ZUYKEVTPWON TIOU SOKIHATTNKE Awaotaupolpevn Avitdpaon (NavOxy
Human coronavirus OC43 0x ATIOKAEIZTIKA T1A EMATTEAMATIKH XPHEH. pes/Box Pee/Box R STREP A
Human coronavirus NLG3 O NG 08nytec XpRong 123015-05-01 5 pcs/Box 123015-100-01 100 pes/Box ) PWTLVOG KOPWVOLOG OC43 © Oxt_| Ox Oxt
Fuman coronavirus AKUT N o E ; AVBPOMLVOG KOPWVOLSG NLE3 © Ox | Ox Oxt
Human coronavirus 229€ O m Loaywyrn AVBPOMLVOG KOPWVOLSG HKUT 3 Oxt | _Ox Oxt
RS o m 0 Kopoveidg (CoV) avriket oty T Nidovirales T owoyévelag Coronaviridae, e téacepa yé: a, B,y kau 8, Ta yévn a kat B eivat raBoybya 6vo yia ta BrAdoTuxd, e ta yévn y Kat § Tipokahody kupis AoyibEeLs ota AVBPLTIVOC KopWVOISE 229E 3 Bx | Ox ox
AR Coromavine o m TV, O CoV petasietal Kupits Eaw dpisong enaric e ekKploeL f HEow aEpoAUpIdTLY KaL oTayoutsiwv. YTApXOUV ETtiang evBELEELS Ttou UTtoaTnpiGouy T HETtdE00 HEOL TG 0800 KOTPAV-OT8pATos, KopWVO6C MERS 3 Ox | oxt oxt
AR o 7 EXOUV evromioTelL OTEpQ €T (6 AVBPWTVWY KOPOVGIV (HCOV) TIOU TIpoKaAOUY QVaTVEUTTIKES AOLEELS OTOV AuBpWITO, GULTIEPAGKBAVOLEVWY Twv: HCOV-229E, HCOV-NLE3, HCOV-OC43, HCOV-HKUT, Kopwvoldc SARS 3 ox. | oxt ot
HTN1(2009) Ox NG SARS-CoV, MERS-COV kat SARS-CoV-2. O SARS-CoV-2 ivat £va armo Ta o HETaSoTiKA UK naeoyova ﬂDu“pOKD)\El AOLUWEELG TOL QVATIVEUOTIKOU uw(npcrmc (RTI) otov avBpwrto. Mpog to Ttapov, Kupmnnyn paa&ocng KopwvolbG SARS-Cov-2 3 Oxt OxL Oy
{Ffiveriza A HiNT Ssasonal : N ivat oL aoBeve( TIou EXOUV HOAVBEL AT Tov SARS-COV-2: GG, KL AOULTTTWIATKOL OPE(G LITOPOGY va ATTOTEAOLV TNy HAUVOMG, ULV E TATPEXOVE EMENULONOYIK BESOHEVG, N MEP0BOG ENLAONG KupiaiveTal TG yplrnc A HTNT (2009] 3 ox. | ox o0
oo A TS Ox o o am6 1 € 14 nEpEG, He OUXVOTEpn BLAPKELT 3 EwG 7 NpEpES, OLKAWIKEG EKBNAIOELS TepUAapBAVOLV TIUpETS, KéTwar), iXa KaL GAd OURTTGHATE, T ontota cuvodeUoveaL ané SoTvola Kat prtopei va eEhiBotv Tayéws T3¢ ypiring A HTNT (EMOXKGC) 3 ox. | ox o0
e A HEN — m m € G0Bapr, AMENTEIK i T {wH TvEUovia, QuamveuoTk) Qendpreta, ) GUVEPOHO QuaTIVEUGTIKIG SUGKEPELCL, MTTELKG GOK, TOAUOPYaVIK QVeTtpkeLa kat gofiapr petaBohur oféo-Baouk Siatapaxri TOC yplmng A H3N2 3 Ox. | Ox ox
Influenza AH7N - : m m H yplrm eivac pa oiau ?\omen TOU QVATIVEUOTIKOU, n oroia npom)\mm and tov 1o e ypirng kat elvat aitepa ps(asonm Metadisetat kupiwg péow Brixa kat wrzpv\cpcm:c TuvrBuwg zx&n)\wvstmmv avm{n Kau 183 ypinng A H5NT 3 Ox Oxt Oxt
s icrors : m o Tov ey iva KUp{ 0E 500 TUTTOUG 16 Yp(rng A Kat 166 ypirng B. OL 1ol ypiTing A apouatéiouy U Vevetuk petaBAntétnta, akoAoUBOULEVOL a6 Toug Loug ypirn B. QG ek todtou, ot Lol ypirnG A etva T8¢ yplnrc A FI7ND 3 ot Ox ox
Tfiuenss B Vamagats Ox m o cvxvo[zpm Kat npch)\Duv 00BapSTEpEC AOLILEELE, G OLYKPLON i TOUG LOUG Yp{Tn B. H ypin A epuaBavet toug H1N1, H3N2, HSN1, H7NO, svth n ypirm B niepuhayiévet Toug urotdrious Victoria kat Yamagata. TGC ypirne B (Victoria) 3 x| O o
Parainuenza virds Tooe T O X m N0 C aBevoi6G (ADV) avrikeL oty oukoyévera Adenoviridae, oTo yévog Twv asevoitov Brlaotkdv, ka eiva vag lkhwvog DNA 106 xwpiS TepiBA LG, 0 0Tioiog TpooBAEL KUPILUG TO aVAMVEUGTLKG, TIETTTKG Kat ToC ypimng B (Yamagata) 3 ox Ox o
e Ox o N UPOYEWNTIKS GUGTNHA TOL AVBPUIIOL. Ot KUPLSTEPES OASEG ADV TTOU OYETICOVTAL i QUATVEUGTIKEG AOUWEELS efval N opdsal ADV-B (ADV-3, 7, 11, 14, 16, 21, 50, 55), n 0pa8a ADV-C (ADV-1, 2, 5, 6) K 1 opiasa ADV-E T8¢ Mapayplne oo 1 3 ox. | ox o
o Ox 1AD\/4) H oeia avanveuoTukr} Aol aré aBevoid elva pia aTi6 TG OUVBTERES AOUIEELS ToU QVTVEUTIKOU O BPE Kat Hikpd Tttt EKNAWVETaL KUp{LG H TUPETS, Brix, SUomvoLa KaL GA oupmTpata. Evtepoidc CAT6e 3 o | o o
Ox U Y 0 AVamVEUGTIKBG ZUYKUTLaKGG 166 (RSV) QUrKEL OTO YEVoG Pneumovirus TG OLKoYEVeLag Paramyxoviridae, SLOBETEL Evav dvo 0pdtuo, o oroiog elva éva HovbKkhwvog RNA 1oG apyntukric ahuoisag e niepiBAniia. H ABEVOLOG TOMOU 1 (ADV-T 3 7 Ox o0
5% m u oipiwEn amé RSV epokahet Kupitc Bpoyx1oATLEa KaL TvEUHOvEal 08 Bppn KATw Tiov 6 BnViiv, EvG) OF HeYaAUTepa auSLd Kt sVAAKEG Hopet va. Aol 1EN TOU AVLITEPOL AVATIVEUTTIKOU, OTIWG PVETLE KAL KOS "ABEVOLOC TOTOU 2 (ADV-2 3 7 g Oxt
- KPUOAGYNUQ. > - — < <
0% u u ol OpaSa A (STREP A), yWOTO WG Streptococcus pyogenes, QUFKOUV 0ToUG B-aLOAUTIKOUG OTPETTTSKOKKOUG,. H TILO KOW] 0806 HETGE00MG E{Val HEOW TOU QVATIVEUOTIKOU 0UGTIHAToG, O STREP A prtopel 25%2%3%3 3 2333 3 ; SQ 2 it
0% u u vuacea)\a OE OTIOLOGTIOTE OE(O TOL AVBPLITVOU OLHATO, GG N ASILIEN TOU GVATEPOU QVATIVEUSTLKOU EfvaL ) GUXVOTEN, aKoAUBOULEVN MO AOLIWEELG TOU SEPHATO KA TV HEAGKGVY LoTv. O STREP A Lmopel ABEVOISC TOMoL 7 (ADV-7) 3 7 oxt X
Ox u N T600 TTUOYOVEG VG00UG, 600 KA ) TUOYOVEG ENUTAOKES, ETurih£ov, anotekel épipean artia aep ONUATLY GTIWG O PEVHATIKGG TIUPETAG Kall ) OFE(Ql OTiELpapaToveppiusa. ABEVOLOC TOToU 55 (ADV-55] 3 7 Oy X
o o o m I'I pOoBAeTOHEVN Xprion AVGTVEUGTIKGG OUYKUTLGKGG 10G TUTou A (RSV-A L0x 108 oxt ox Ox ox 7 ox
.0x u u u To Zuvsuaotikoé Teot Taxeiag Avixveuong Avilyovwv SARS-CoV-2/Mplrng A/Tpimng B + ADV/RSV/ZTpemtokokkou Opdsag A (LFIA) elvat pia in vitro Sokur evog Bripatog, Bactopévn otnv AVATIVEUGTLKOG GUYKUTLAKOG L6G TOTtou B (RSV-B 0x10° Oxt Oxt Oxt Oxt / Ooxt
0x u u u pagia. Exet VLo TV TaEld TOLOTIKA QVIXVEUON TwV QVTLYGVWy Twy WV SARS-CoV-2, Fpinng A, Ipirng B, Adevoiol (ADV), Avarveuotikol Zuykutiakol 100 (RSV) kat .0x Oxt Oxt Oyt Oxt Ox Oxt
X 10° CFU/m| u u u TrpemToKokkou Opadac A (STREP A) oe Setypiata emuplopiatog ané atopa pe dnorren AolpwEn COVID-19, ypirn A, ypirn B, ADV, RSV 1y STREP A. Mropl va xpnotonownBet yia v avixveuon twy Xpuoidwy reus) 0x Oxt Oxt Oxt Ox | Oxt Oxt
Bordetella pertussis X 10° CFU/mi u u u nupur{avm TaBoydvwv, kat anoteAel BonBnTLK epyarelo TNV KAVLKI BLAYVWON, XwPLS OPWG Va XpNOLHOTIOLELTAL WG TO HOVASIKS SLaYVWOTLKS KpLTApLo. ETmibepLiKGS 0TapUAGKOKKOG (Staphylococcus epidermidis) 0x Oxt Xt Oxt Oxt Oxt Ox
Tegionella X T0° CFU/m m m u APXr] oKLY OC TOU KOKKUTT pertussi 0x [ XU Ox Ot Ox [
3 7 . . . ’ . . . A , . AeyiovéMa nveupoviag (Legionella i 0x Oyt Xt Oxt O | Oxt Oxt
x10° CFU/mi u u To Zuvduaotkd Teat Taxelag Avixveuong Avtlyovwy SARS-CoV-2/Tpimng A/Tpling B + ADV/RSV/Ztpemtokokkou Opasag A (LFIA) xpnowporotel tn p8oso sandwich SUmhol aveiowpatog yia Ty - - & - 5 = o = T X
F Influenzae x 10° CFU/ml u u Nu avixveuon twy SARS-CoV-2, Tp{mnG A, TplTing B, ASEV0io (ADV), AVATVEUGTLKOU ZUyKUTLakoD 100 (RSV) Kat Tou STPEMT8KoKKoU Opd&ag A (STREP A) IEOW QVOOOXPWHATOYPaR(as He KOMOELSH XpUad. GedocTne yoi 0 - = o o = o o
x10° CFU/m| u u Nu ‘Otav N KatiMnAN TogbTATa Belylatoc, Tou éxeL UntoBAnBEL O EneEepyaoia e pUBHLOTIKS AUONG, POOTEBEL 0TO (PPEATLO SELYLIATOG TN KATETAC, T0 Belypa TIPOXWPA KATA LIAKOG TG Taviag SokyAC Mmﬂakf 'f’&oi TIE VErTmT | . 0% o o o oL o
Candida albicans X 10° CFU/ml u u Nu péow TpLoELSoUG 8paans. Edv To Selypia Tepléel Ta avtioTowa avtlydva Twy SARS-CoV-2, plrng A/B, ADV, RSV iy STREP A kau ) oLykévtpwon unepBatvel To 8plo avixveuong, To avtlydvo 8a %vnvm i (Candida albicans) 'Oi e 'o;((L = ,0;‘ ,O; 'o;\ 'Dit

 Efectul substantelor interferente

A fost efectuat un studiu pentru a evalua si demonstra c3 substantele endogene prezente in mod natural sau medicamentele care pot fi introduse artificial in probele clinice nu interfereaza cu detectarea
SARS-CoV-2, Influenza A, Influenza B, ADV, RSV si STREP Ain Kitul de test rapid combinat pentru antigen SARS-CoV-2/Flu A/Flu B+ADV/RSV/SA (LFIA) la concentratiile enumerate mai jos. Substantele testate au fost
diluate folosind tamponul de recoltare ca matrice de proba, in absenta sau in prezenta SARS-CoV-2, Influenza A, Influenza B, ADV, RSV si STREP A inactivate termic.

Substante potential interferente

Concentratie | Interferentd (Da/Nu) Substante potential interferente Concentratie | Interferenta (Da/Nu)

OXMUAT(OEL QVOGGOUUMAOKO |IE Tal VTIOTOLYA QVTLOLYIATA TPWTEIVNG VOUKAEOKAYLSIOU TIOU ElvaL GnaCHEVa e KOMOELSH pUs6. Ta GULTAEYATA QUTA TayLSEGOVTaL GTLC QVTLOTOLYEG YPAHKES:
nCoV, Flu A, Flu B, ADV, RSV ka SA. EQv To Selypia TepLéXeL SARS-CoV-2, oYnpaTiCeral KKK ypap nCoV, Tou UoSnAVeL BETIKG AMOTEAEHA yLa Tov SARS-CoV-2. Eav T0 eiyiia Mepiéxel L6 ypimnG
A, oxnpatiCetat KKKV ypagpr Flu A, Iou UTOSNAGVEL BETikd anotéAeapia yia Tpirn A. EGV To Selypa mepLéxet 16 yplng B, oxnpatiZeral KKK ypappr Flu B, o unoSnAdvel BETiké anotéAeopia
yia Tpin B. Edv 1o Selypa mepiéxeL abevoid, oxnpatiZetat kékkwn ypayipr ADV, Tou UrtoSnAGVeL BETiko arotéheapia yia ADV. EQu To Selypia mepléxet RSV, oxXnatiCeraL KoKkKwn ypappri RSV, miou
UMOBIAGVEL BETIKG amoTéNeapia yia RSV. EAv To Seiyjia MEpLEXEL STPETOKOKKO OASAG A, OXMUATICETL KOKKW YpappA SA, Iou UTIOSNAVEL BETIKG aroTéNeajia. yia STREP A, Emhéov, n tawia
SoKiyAG neptéxet ypappr eéyxou (C line). H ypapy C mpértet vat ejipaviZerat yia val ioTomoleiTaL 6Tt To Seiyla HeTapépBke owata péow g HepBpavnG, aveEdpTnTa amé TV mapousia f X
avaLydvwy £ ElpavLoTe( N ypap C, To anotéAeoa Bewpeltal GkUPo Kat amatTeital enavaAnTITKGS EAEYXO,

PERFORMANTA CLINICA
+ Performant clinica cu tampoane faringiene

1. Test SARS-CoV-2 RT-PCR

Mucind 2% wiv Nu Difenhidramina 0.08 mg/dL. Nu I'IEpLEXOHEVG KLt AOKLH
Sange integral 5% w/iv Nu Glimepirida (sulfoniluree) 0.164 mg/dL Nu
ange el S un Ry s touiton PRET Ry To KIT 50KUIAG MEpAapBAVEL KAGETEC SOKLIAC, OTELPOUC CTUAEOUG, PUBHLOTIKS SLAAUMIA apaiwong KaL OTayoVBHETpO, KABLC Kat 08nyiee XpAN:
Factor reumatoid 200 IU/mL Nu Acid acetilsalicilic 3 mg/dL Nu
ta Trigliceride 1.5 mg/L Nu Amoxiciling 5.4 mg/dL Nu
endogena a 100 mg/L Nu Ibuprofen 21.9 mg/dL Nu 123015-01-01 1 pc/Box 1 1 1 1
Antl(urp antinuclear >1:40 Nul Beclometazond 4.79 ng/mL Nu 123015:02-01 2 pes/Box 2 2 2 1
vt Tt i Finsoli Setgme N 2015001 S pes/oox : : . 1
1gA totala 80 g/L Nu Eter glicerilic de guaiacol 1 pg/mL Nu 123015-20-01 20 pes/Box 20 20 20 1
Mupirocing 0.25% wiv Nu . Bioting 1.2 pg/mL Nu 123015-50-01 50 pes/Box 50 50 50 1
Tamiflu (fosfat de oseltamivir) 0.5% wiv Nu Substanta Zanamivir 173 pg /mL Nu 123015-100-01 100 pes/Box. 100 100 100 1
o exogend - n .
Prop\onlat de ﬂuu‘cazona 2: w;v mu TobrsarT‘vf\cma 2942033 pg//mLL mu OSnyLSC UT[OGI]KEUGI]C
Fluconazol WA u ul 23 pg/m u o o
Gluconat de zinc (de ex, Zicam) WiV Nu Ribaviring 26.7 g /L Nu TAO]'?gf?a%‘g&pg‘é[;&gr)\g\inm HakpLa and to peco NALakG Ywg oe Beppokpacta 2°C €wg 30°C, pe Stapkela {wrig 24 prjvec. Na pnv katapuxetat.
Alkalol 10wy Ny Efedring 0.1 mg/mL Nu Mia kaota Sokipric pTopel va xpnotionotnBEl pévo yia vay TUrmo Seiypatos. OL TOMoL SElpéTwY TepapBavouy
- Fenol 15% wiv Nu Benzocaina 0.13 mg/mL Nu £KKpLOELC aTtd TOV ApUYYa. "
exogend Clorhidrat de fenilefrind 15% viv Nu Mentol 015 mg/mL. Nu + ZUNoy] ekkplpaTog amd To papuyya: Eaayete GAGKANPO Tov GTUAEG TAIpWG OTO (HAPUYYT aTid TO OTHE, ETTLATOVTAG OTOV ~
Clorhidrat de oximetazolina 15% viv Nu Budesonida 0.5 mg/mL Nu (X0 ToU QapUYYa Kal Ty EPUBPT} TIEPLOXT TG ALYBAARG ToU OUPAVLTKOU, OKOUTILOTE | BéTpLa TiEar Kat Tig 800 TAEUpEG g
Cromolind 15% wiv Nu Triamcinolon 0.8 mg/mL Nu QapuyywKrG apuySaM kal Tov omioBio Toixo Tou papuyya. NPooTadrioTe va arno@UyeTte TN yAWOoa TIpLY ToV aYaLpEETE.
Oximetazolind 15% w/v Nu Dexametazona 0.8 mg/mL Nu To Selypia mpéMeL va UTOBANBEL OF EMeEEpyacia pi To PUBLOTIKG BLGAULA AUGNG TIOU TMAPEXETAL GE QUTS TO KT TO
Galphimia glauca, Sabadilla 20% wiv Nu Clorura de sodiu cu conservanii 4.44 mg/mL Nu GuvToLTEpO Suvatéy LETd T oMY, Edv To Selyua Sev prtopel va uttoBAnGel oe emeEepyaola yeca, mpénel va
Albuterol 0.005 mg/dL Nu Lopinavir 16.4 pg/L Nu amoBnKeUTEl apéowg o ENPo, AMOCTELPWHIEVO KAl AUTTNPA OPPAYLOHEVO TAAOTIKG SwANVApLo. Mrtopel va anobnkeutel oe
Acarboz3 0.03 mg/dL Nu Ritonavir 6.4 ug/L Nu Beppokpacia 2°C £we 8°C yLa £w 8 (peq. EVAANGKTIKG, HTOpEL va Slatnpnet otoug -70°C yia £w 19 pveg.
] i 0.04 mg/dL Nu Fosfat de cloroching 0.99 mg/L Nu ALUSLKUGLU SOKLpn
Clorfeniramina 0.08 mg/dL Nu Ivermecting 24 mg/L Nu My avolyee t) ouokeuaota pépL va eioe ExoloL yia xprion, Eroiidor ta anapaita ulkc: XpOvBLETpo | Bon yia owhvépia Setypatohdiag kat Selypiara | Tov anapaltro arojiké TpootateuTikd eEomopi.

1 | Aetypatohnia: Avoifre T opdyion Tou cwAnvapiou etypatoAnpiag Tou TEpLEKEL To PUBHLOTIKS SLEAUpIA AT, ELOAYETE TO GTUAES (LETA ) ouMOyYH) piéoa oTo SLéAuja. MEPLOTPEYTE TO OTUAES KaTd pIriKog Tou
E0WTEPLKOU TOYWHATOG ToU OwANVap(oU 10 (OPEG KaL OTTE T0 At T0 EEWTEPLK TolXwha 5 POpEC yia va SLaAUBEL ThipuwG T &lyua 070 LEAUA, 0T OUVEKELC ONKLIOTE T0 GTUAED HEXDL VL QKOULTIG OO SLEAUGL KalL
OTiTE QA TO OTUAEO AN T0 EEWTEPIK TO{Y(WHA GIOTE VA TapayeiveL 600 T0 Suvatdv YHal 00 0TO WA AaLpaTe Kat i T0 OTUNED, KAAOUTE TO OWANVAPLO L TO OTAYOVOLIETPO.

2 | Mabixaoia SokyrG AvolEte T ouoKeuacia ané aAoupvExapTo, ByATE T KAGETa SOKLIG KL TOMOBETAGTE Ty Oe KaBapr EMMESN eMupAveLa. INEWIOTE Ty KAOETa LE Tov aplBd TaUTSTNTag Tou aoBevolic A Tov
aptBpo Selypatog kat ipoabeéate 4 Utuyovzq (rtepirou 100 L) amd To emegepyaciiévo zxxu)ucpa Setypamc OT0 PpEdTo &Lyua(oc

To anotéAeopa pémeL va rtapatr]pnesl Jié0a o€ 15-30 AeTred. Ta anotehéopata mou tapatnpolveat et ard 30 AeTed elvat akupa.

Performanta Kitului de test rapid combinat pentru antigen SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA (LFIA) a Test Ag Medomics SARS-CoV-2 pozitiv Negativ Totale
fost stabilitd cu 134 de tampoane faringiene recoltate de la pacienti cu simptome de COVID-19 in

N - SARS-CoV-2 pozitiv 128 0 128
termen de 7 zile de la debutul simptomelor. Dou tampoane au fost recoltate de la aceleasi persoane, Nesat & 05
un tampon faringian fiind testat direct utilizand Kitul de test rapid combinat pentru antigen TZ%:“&V 5 To5e :?2;

SARS-CoV-2/FIuA/FIUB+ADV/RSV/SA (LFIA), iar un tampon faringian fiind testat cu Kitul de testare
RT-PCR. Probele clinice au fost evaluate ca pozitive sau negative utilizand metoda de referinta RT-PCR.
Rezultatul testului pentru SARS-CoV-2.

Sensibilitate: 95.52% (90.51%~98.34%)
VPP: 100.00% (97.16%~100.00%)
Acuratete: 99.49%(98.89% ~99.81%)

Specificitate: 100.00% (99.64%~ 100.00%)
VPN: 99.42% (98.75% ~99.79%)
Kappa: 0.9742 95%IC: 0.9536~0.9948

RT-PCR

2.Test Influenza A
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Performanta Kitului de test rapid combinat pentru antigen SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA (LFIA) a

fost stabilta cu 103 tampoane faringiene recoltate de la pacienti cu simptome de gripd in termen de 7 o - fluenze Apory Negatly — Eugpavion anote)\eapatwv/Avapevopevaq TG

zile de la debutul simptomelor. Doua tampoane au fost recoltate de la aceleasi persoane, un tampon Neaat 5 066 075 APVNTIKS aToTtéAEaa: Edv awuwzem\ povo N ypappr nmomou \dyyo C kat Gev avu\ opat N ypappr avixveuong, o Selypa Sev TieptéxeL avaydva SARS-CoV-2, Tplng A, Tpirng B, ADV, RSV kat STREP Ay
faringian fiind testat direct utilizand Kitul de test rapid combinat pentru antigen SARS-CoV-2/FIuA/- Togta‘e 703 1066 1160 GUYKEVTPWON szmxuun)\o(spn and JONG KaL T é\eopla elvat apuntik

FIUB+ADV/RSV/SA (LFIA), iar un tampon faringian fiind testat cu Kitul de testare de comparatie. Probele

clinice au fost evaluate ca pozitive sau negative utilizand metoda de referinta de comparatie. Sensibilitate: 91.26% (84.06% ~95.93%)
VPP: 100.00% (96.15%~100.00%)

Acuratete: 99.23% (98.54%~99.65%)

Specificitate: 100.00% (99.65%~ 100.00%)
VPN: 99.16% (98.42% ~99.62%)
Kappa: 0.9501 95%IC: 0.9177~0.9825

. G)Em(c unorf)\zouuSARS CoV-2; Edv epgavifovea tautéypova  ypapr EAEyxou (ypapif) O kat n ypappf 8ok (ypapi nCoV), anpiaivel 6 aviyveGnKe SARS-CoV-2 Kt to anotéheopa efva BETiko.
+ GeTkd anotéNeoa Fpinn A: EGv eLgavidoveal Tautéxpova n ypapyr EEyou (ypappr C) ki n YAy SokLG oG A (ypapyr Flu A), onalvel St avixVeUTnKe avitydvo Mpiring A G0 Seiyla Kal To anoTéheayia yia
m Fpmn A :\vm BeTwk

3.Test Influenza B RT-PCR

Performanta Kitului de test rapid combinat pentru antigen SARS-CoV-2/FluA/FIUB+ADV/RSV/SA (LFIA) a Test Ag Medomics Influenza B pozitiv Negativ Totale
fost stabilita cu 106 tampoane faringiene recoltate de la pacienti cu simptome de gripa in termen de 7 Influenza B pozitiv 98 0 98
Zile de la debutul simptomelor. Doud tampoane au fost recoltate de la aceleasi persoane, un tampon Negat 8 1063 1071
faringian fiind testat direct utiizand Kitul de test rapid combinat pentru antigen SARS-CoV-2/FIUA/- TS 08 1063 1160

FIUB*ADV/RSV/SA (LFIA), iar un tampon faringian fiind testat cu Kitul de testare de comparatie. Probele
clinice au fost evaluate ca pozitive sau negative utilizand metoda de referinta de comparatie.

Sensibilitate: 92.45% (85.67%~96.69%)
VPP: 100.00% (96.31%~ 100.00%)
Acuratete: 99.32% (98.66% ~99.70%)

Specificitate: 100.00% (99.65%~ 100.00%)
VPN: 99.25% (98.53% ~99.68%)
Kappa: 0.9570 95%IC: 0.9274~0.9867

RT-PCR

4. Test ADV

Performanta Kitului de test rapid combinat pentru antigen SARS-CoV-2/FIUA/FIuB+ADV/RSV/SA (LFIA) a Test Ag Medomics ADV pozitiv Negativ Totale
fost stabilita cu 121 de tampoane faringiene recoltate de la pacienti cu simptome de ADV in termen de ADV pozitiv 113 7 14

14 zile de la debutul simptomelor. Doud tampoane au fost recoltate de la aceleasi persoane, un

tampon faringian fiind testat direct utilizand Kitul de test rapid combinat pentru antigen "‘ngt:“;" 1; :gj; 1?2;

SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA (LFIA), iar un tampon faringian fiind testat cu Kitul de testare de

comparatie. Probele clinice au fost evaluate ca pozitive sau negative utilizand metoda de referinta de Sensibilitate: 93.39% (87.39%~97.10%) Specificitate: 99.90% (99.47%~100%)

comparatie. VPP: 99.12% (95.21% ~99.98%) VPN: 99.24% (98.51% ~99.67%)
Acuratete: 99.23% (98.54% ~99.65%) Kappa: 0.9574 95%IC: 0.9297 ~0.9851
5.Test RSV RT-PCR
Performanta Kitului de test rapid combinat pentru antigen SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA (LFIA) a Test Ag Medomics RSV pozitiv Negativ Totale
fost stabilitd cu 146 de tampoane faringiene recoltate de la pacienti cu simptome de RSV in termen de RSV pozitiv 139 1 140
14 zile de la debutul simptomelor. Doua tampoane au fost recoltate de la aceleasi persoane, un : 0
tampon faringian fiind testat direct utilizand Kitul de test rapid combinat pentru antigen '\_‘rﬁ:“‘e" 136 :ozg :?ég

SARS-CoV-2/FIuA/FIUB+ADV/RSV/SA (LFIA), iar un tampon faringian fiind testat cu Kitul de testare de
comparatie. Probele clinice au fost evaluate ca pozitive sau negative utilizand metoda de referintd de
comparatie.

Sensibilitate: 95.21% (90.37%~98.05%)
VPP: 99.29% (96.08% ~99.98%)
Acuratete: 99.32% (98.66% ~99.70%)

Specificitate: 99.90% (99.46% ~100%)
VPN: 99.32% (98.60% ~99.73%)
Kappa: 0.9681 95%IC: 0.9461~0.9901

RT-PCR

6. Test STREP A

Performanta Kitului de test rapid combinat pentru antigen SARS-CoV-2/FIUA/FIUB+ADV/RSV/SA (LFIA) a Test Ag Medomics STREP A poritiv Negativ Totale
fost stabilita cu 118 tampoane faringiene recoltate de la pacienti cu simptome de Strep Ain termen de STREP A pozitiv g 5
14 zile de la debutul simptomelor. Doua tampoane au fost recoltate de la aceleasi persoane, un ! - 5

tampon faringian find testat direct utilizand Kitul de test rapid combinat pentru antigen ngt:‘”ev s L :g‘s‘?

SARS-CoV-2/FluA/FluB+ADV/RSV/SA (LFIA), iar un tampon faringian fiind testat cu Kitul de testare de
comparatie. Probele clinice au fost evaluate ca pozitive sau negative utilizand metoda de referinta de
comparatie.

AVERTISMENTE S| PRECAUTII

+ Acest kit de testare este utilizat numai pentru diagnostic in vitro.

+ Acest kit de testare trebuie utilizat de o persoan calificats, cu & sauinstruire cor

+ Acest kit de testare trebuie utilizat n decurs de 1 ora dupa deschiderea ambalajului, iar probele din medille de transport vor reduce sensibilitatea. Caseta de testare nu trebuie utiizata daca este umeda sau
contaminata.

+ Trebuie luate mésuri de protectie corespunztoare in timpul testarii pentru a evita stropirea la adaugarea probei.

+ Eliminati toate casetele de testare, tuburile de prelevare, picuratoarele, tampoanele de recoltare sau alte componente ale kitului utilizate sau deteriorate ca materiale cu risc biologic.

+ Rezultatele negative nu exclud infectia cu SARS-CoV-2, Influenza A, Influenza B, ADV, RSV si STREP A, in special la persoanele care au fost in contact cu virusul.

Proba nu trebuie s3 fie vascoas, deoarece probele vascoase pot duce la detectie anormala.
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JaTpirng B EQu eppavidoveaL tautéxpova n ypapii ENéyxou (ypapyr C) Kat 1 ypapu Sokific Fpirne B (ypapir Flu B), onpaivel St avixveltnKe avityévo Fping B oto Selypa kat to anotéAeopa yia

™ pimn B elva Berikd

+ OeTiKb amotheapia ADV: Edv epavidoval Tautéxpova n ypap e\éyxou (ypappr C) k. n ypappr 8okturic ADV (ypapr) ADV), onalveL 6Tt avivedTnie avitydvo ADV oto Selyjia Kal to anotéheapia ytato ADV efvat BETuko.

+ OeTIKO anotéAeapa RSV: Edv epgavidovtat mumxpovu nypappry s)\zyxou (ypapn C) kau n ypappry &munq RSV (ypappn RSV), anpaive 6t avxxvzu(nxs clvnycvo RSV oto Selypa ka to arotéheojia yia to RSV eivat Betiko.

+ GeTikd anoténeaiia STREP A: EGV eLgavi{ovtal TaUT6xpova n ypappr EXEYXOU (ypaphi ) K N Ypapy 8ok STREP A (ypapi SA), onpaivet 6Tt aviyvedTnke avitydvo STREP A 0to Selyhia Kal To anotéheopia ya to

STREP A givat BsTiko.

Ed epipaviZerat n ypapp TIoloTikos ehéyxou C Kal TEPLOGOTEPEG KOKKIVEG YPALIEG 0TV TIEpLOXT TG YPapprG ulevsucnc, QUTd UtoSewwUEL 6T To SelypaepiéxeL dva

‘AkupO amoTéAEoHa: EQv Sev eppaviotel n ypappr C, To anotéAeopia elvat akupo Kat TIETTeL va ertavaAn@Bel n Sokur).

Enpeiwon:

H EVTa0n T0U YpUHATOG TNV EpLO} TG YPapriG SOKUIAG (ypapkr NCOV /ypapi Flu A/ ypaypi Flu B) B Stapépet avéi\oya e T uyKEVEpwor Tou avitybyou SARS-CoV-2, Tou avitybvou tg ping Akat tou avirydvou

¢ Fpinng B. To anotéXeayia mpéneL va kaBopicetat e BAar) To av éet oxnaTioTeL n ypapir SOKLIiG f Y, Kal Sev OXETIZETaL He Ty EVEaon ToU YPWHATOG, ENOpIEVG, OTIOLGBHTIOTE AVEaon XpUHAToS oty TepLox( trg

YPapG 8ok (ypapyr nCoV / ypapir FIuA 7 ypapyr Flu B) ipértel va ewpetra Betuk.

H évtaon tou XpUHaTog oty MEpLOXT) TG YPapHriG 80KIrG (ypapir ADV / ypappr RSV / ypapi SA) 6a SLapépeL avoya i T GUYKEVTpWON Tou avitybyou ADY, Tou avityvou RSV kat Tou aveiybvou STREP A To

anoréneopia mpérteL v KaBopiCeTat i Bon To Qv EXEL OXMIATLOTE 1 Ypappr BOKIG ) 6X., KAt 56V OETICETat e T EVEaon Tou YpUHATOS, EMOpEVLG, OTIOLGSHTTOTE VTan XPUYITTOG OTT TEPLOXT TG VPG SOKLIAG

(ypapr) ADV / ypapipr) RSV / ypappn SA) npma va ezmpsm Betu.
&

)G Tab UG | i

Lot ADV/RSV/SA (AeEtd)
“C": Tpappr). E\ épxou “ADV"; Tpappr AOKLprG ADV
Tpappr Aokiprg STREP A

“RSV": Fpappr Aokurig RSV

"S": GpedTLo Aelypatog

5] © Akupo
c c c
ADV ADV ADV
FluB | Rsv RSV RSV
nCoV nCoV ncoV SA SA SA
COMD19 fpmA [pmB VD19 COMDA9 Fgim  COVDA9 WEA ISR D AT 0
walpmA afgmB A8 walpmA IPENA  ETPEA
aufpmB

Meptoptapiol tng pebOSoL Sokiung

1.H aKp\Bzm Tou teot eEaptatat and Ty moLotnTa tou Setypatog. H axum?\)\nm Sayuarc)\nwm n unoenxsucq n xprion Anypévwy Ss\ypawv 1 emaveAnppéva katapuypéva-aroPpuypéva Selypata
HTIOpE( Va ENNPEdaoLY Ta AMOTEAEOAT TOY TEQT. Ta AMOTEEOHAT HITOPOUV EMaNG Va EMNPEATTOlv and tn Beppiokpacia kat Ty uypaoia.

2.Ta apvnTikd anotehéopata Hopel va ogethovTal of XapnAr GUYKEVTPWON aVTLy6vwy SARS-CoV-2, pirng A, Fpling B, ADV, RSV fj STREP A 0To Selyjia Kat WG eK ToUToU Sev anokAeiouy TAAPWG TV
TuBavétnTa pouvenc.

3.0pLopéva pappaka (L. VPNAEG CUYKEVIPUOELS Qappdkwy xwplg ouvtayr A pe ouvtay, 8mwg puikd orpél) ota cuMexBévta Selypata propel va emnpedoowy to anotéleopa Tou TEoT.
MapaxaheioBe va emavaAdBete to Teot edv To anotéAeapia eivat ap@iBoro.

4.To Tpoi6Y AUT6 MPOOPIZETAL HOVO YL TIOLOTLKS EAEYXO Kall ) AKPLBIG OUYKEVTPWON KB SE(KTN TpEMEL vt PeTpdTat e dAE OTOTKES EBoSOAOY G,

5.Ta anoteA£apIaTa aUTOU Tou KLT XPMOLHOTIOLOUVTAL H6VO WG KAWVIK Qapopd Kat Sev amoteAoly amokAeLoTik Bon yia Trv KAwikr SLayvwon. H kAwki) SLayvwon kat n Bepaneia twy aoBeviy
TipémeL va AdapBavetat umdyn e CUVSLACHO HE TA CUNTITWHATA/EVSELEELG , TO LATPLKG LOTOPLKY, AANEG EPYACTNPLAKEG EEETACELG KAL TNV avtamndkplon otn Beparneia.

Améoon Tpoiovtog

+ 0pto Avixveuong-LoD

OL perétec Optou Avixveuong (LoD) kaBpLoay T XAUMAGTEPN QUIXVEBOLUN CUYKEVTPLION TWV QUTLY6VWY SARS-CoV-2, Tpimng A, Tpirtng B, ADV, RSV kat STREP A oty orola to 100% GAwv twv (aAnug
BETIKb) EMaVaAPEwy SiveL BeTikd aToTékeaa.

TTéNeX0G o0 STéNeX0G ol

‘Opto Avixveuong (TCID: ‘Opto Avixveuong (TCIDs

SARS-CoV-2 BetaCoV/J502/human/2020 10 B/Baodi Tianjin/12/2018 10°
A/Brisbane/02/2018 (HTN1) 100 B/Changzhou Guangxi/373/2018 107
A/PUERTO/8/1934 (HINT) 107 ol B B/Chaoyang Jilin/11723/2018 107
AlKansas/14/2017 (H3N2) 107 B/Chongming Shanghai/38/2021 10
AJAichi/271968 (H3N2) 107 B/Xiacheng Zhejiang/11085/2021 10
Fpirn A A/ANNUI/172013 (H7N9) 10° B/Shanxi City/119/2022 10
A/Maonan G WL197/2020 10° . .
A/Maonan Guangdong/SWL1536/2019 10 ZTEAEXOG 100 Opto Avixveuong (TCIDso/mL)
A/Fangcheng Guangdong/11343/2021 10° A8gvoiog timou 1 (ADV-1)
Axiangcheng Fujian/1290/2022 100 ABEVOLGG TOTI0U 2 (ADV-2)
Alyongkan Zhejiang/1307/2022 100 v ABEVOLGG TTI0U 3 (ADV-3)
A/Darwin/9/2021 (H3N2) 100 ABEVOLG TOTI0U 4 (ADV-4)
B/Colorado/06/2017 (Victoria) 100 ABEVOLG ToMoU 7 (ADV-7)
B/Phuket/3073/2013 (Yamagata) 107 ABEVOLG TOTIOU 55 (ADV-55)
) B/Chaoyang Beijing/12977/2017 (Yamagata) 10¢ AVQIVEUGTIKGS OUYKUTLGKGG 8¢ TOTIOU A (RSV-A)
Tpinn B B/Austria/1359417/2021 102 RSV Avamveuotide ovykuTiakde 16g thTiou B (RSV-B)
B/Phuket/3073/2013 10 Bacterial strain
B/Mengzi Yunnan/1407/2018 100 STREP A STREP A

Non utilizzare se il pacchetto & dann Contiene una quantita Contenu Consultare le istruzioni per l'uso
ol

<n> SOKLpéG

. E“\5g°°"l NapepBaMopevwy OuoLwy

AEEAXBN pEAETY Yia Ty GELOAGYNON KaL GMGBELEN 6Tt EVBOYEVELC OUGLEG TIOU UTAPXOLY (!
avixVeuon twv SARS-CoV-2, ypirtn A, ypirn B, ADV, RSV kat STREP A pie

Tapakdtw. Ta eEetalopeva oTolxela apawwdnkav pe eniypLopa wg uTdatpwya Setypatog apouatia r amouata Beppika amevepyoronpévwy SARS-CoV-2, yplming A, yptring B,

QUOLKA | PApUaKA TIoU evExeTay va eoaxBodV TexvTé OE KAwKA Selypata Sev napepBaivouy oty

T0 SARS-CoV-2/Flu A/Flu B+ADV/RSV/SA Zuvduaotiko Taxewg Teot AvTlyovou (LFIA) oig cuyKE\l(pmth( TI0U QuagEpovtal
ADV, RSV kat STREP A.

MBavég NapepBarrdpeveg Ouoieg SUYKEVTPWO| Tomog

Moukivn (Mucin) 2% wiv Awpawubpapivn (Diphenhydramine) 0.08 mg/dL ‘oxL

OMKS Aluia (Whole Blood) 5% wiv MAEempion (Zou)\wovu)\oup\zc) (Ghmepmde Sulfonylureas) | 0.164 mg/dL| Ot

IKTeptkd (XoAepuBplvn ) [icteric (Bilirubin)] 40 mg/dL XhwpoBetaZ(én (Chlorothiazide) 27mg/dL_|__Oxt

Peupatostdig Napayovtag (RE factor) 200 1U/mL AKETUNOGOALKUALKG OEU (Acetylsalicylic acid - Aspirin) 3 mg/dL Oyt

EvBoyevrig| TpWyAuKepiSLa (Tnglycendes) 1.5 mg/L APOEKAAVA (Amoxicillin) 5.4 mg/dL oxt
Ovota [C 100 mg/L tvn (Ibuprofen) 21.9mg/dl | Oyt
AVTUTUpNVLKA Avttowpata (ANA - Anti-; nudear antibody) >1:40 BekhopeBaZévn (Beclomethasone) 4.79 ng/mL ‘Oxt

OAwKd 1gG (Total IgG) 90 g/L IvSanapisn (Indapamide) 140 ng/ml Oyt

OAwKO_IgM (Total IgM) 2g/L BAoUVLOOALSN (Flunisolide) 061 pg/mL | Oxc

O3 IgA (Total IgA) 80 g/L TMAukepuAatBEpag youatakdAng (Guaiacol glyceryl ether) | 1 pg/mL Oxc

0.25% w/v | Oxt Blotlvn (Biotin) T2pg/mL | Oyt

Mourtpokivn (Mupirocin)

(Oseltamivir Phosphate, Tamiflu)| _ 0.5% w/v OoxL EEwyevrig ZavapiBipn (Zanamivir) 173pg/mL| _Oxt

Flpomovu(rj PAoutikagovn (Fluticasone Propionate) 5% wiv Oxt vota Toumpapukivn (Tobramycin) 24.03 pg/mL Oxt
®houkovalohn (Fluconazole) 5% WiV Oxt Gelo (Sulfun) 9.23 pg/mL | Oyt

TAUKOVIKGG PEUBAPYUPOG (Zincum gluconium, Tty. Zicam)| 5% wiv. Oxt PunaBipivn (Ribavirin 267 ug/mL| Oyt

Alkalol (aAkaAwkd SLaAvpa) 10% wiv Oxt E@edpivn (Ephedrine) 0.1 mg/mL Oxt

Ebuyeic ®awdAn (Phenol) 15% wiv Oxt Bev{okaivn (Benzocaine) 0.13mg/mL | Oxt
Bt [ YEpoxhwpkA gawuhepplun (Phenylephrine hydrochloride) | 15% viv Oxt MevB6An_(Menthol) 0.15mg/mL|___OxL
1} 0EupeTagoAivn (O: e hydrochloride)|  15% v/v OxL Boudegovién (Budesonide) 0.5 mg/mL Oxt

Cromolyn (5LGAUH XPWHOYAUKLKOU OEE0Q) 5% WiV Ot TplapowoAdvn (Triamcinolone) 0.8 mg/mL | __Oxt

Otupetalohiv (O e) 5% WiV Oxt AeEapeBatovn (D asone) 0.8 mg/mL Oxt

ia glauca, Sabadilla (OpOLOTGBNTLKEG OUGTEQ) 20% WiV, Oxt XAwpLOGX0 VTpLo e ouvtnprkd (Sodium chloride with preservatives) | 4.44 mg/mL | Oyt

Albuterol (§taAupa caABoutapdAng) 0.005 mg/dL Oxt Aomvapipn (Lopinavir) 16.4 pg/L Oxt
AxapBogn (Acarbose) 0.03mg/dL | Oxt Pitovapipn (Ritonavir) 16.4 g/l Oxt
OoeAtapBipn (Oseltamivir) 0.04mg/dL | Oxt Dwogoptki xAwpokivn (Chloroguine phosphate) 0.99 mg/L Oxt
XAwpogawtpaptvn (Chlorpheniramine) 0.08 mg/dL | Oxt 1Beppextivn (Ivermectin) 4.4 mg/L Oxt

KAWLkr) artosoon
+ KAwikr) anésoon e emtyplopata gapuyya

1. AoKuprj yLa ToV SARS-CoV-2 RT-PCR

H an6doon Tou oUVEUAOTIKOU TECT Tayelag avixveuong avTlyovwy yla SARS-CoV-2/FIUA/-

FIUB+ADV/RSV/SA _(LFIA) kaBoplotnie pe 134 emxpiopata pdpuyya o GUMEXBKay arto e'\ietﬂ(%";:;g gcéfftz Oeukd 51/;;5 -Cov-2 Apvg“m 2"1"2°g‘°
a0Bevelq pe oupnTopaTa COVID-19 EVeog 7 NUEPWY M6 TNV EPQAVLON T OUPMTWLATWY. « ¢ 2 055

ZUMéxBnkav 500 Emixpiopata aré Toug (B1oug aoBeVei, éva emtixpLopa QapuYYa EEEThoTKE ;:\7:;\20 = 1o 1?‘;;

ameubelag PE TO OUVEUACTIKG TEOT taxslac avixveuong avtlyovwy yia SARS-CoV-2/FIuA/-
FIUB+ADV/RSV/SA (LFIA) Kall éva eTtixpLopa gapuyyd eEeTdotnKe i o RT-PCR Test Kit. Ta kAwika
Selypata aflohoyABRKay W BETIK ) apunTLka xpnotoToLkvTag T péBoso avapopds RT-PCR.
ATOTéAEOpA EAEYXOU SARS-COV-2.

EvaioBnoia: 95.52% (90.51%~98.34%)
PPV: 100.00% (97.16%~100.00%)
AkpiBeta: 99.49%(98.89% ~99.81%)

Etdtkotnra: 100.00% (99.64%~ 100.00%)
NPV: 99.42% (98.75% ~99.79%)
Kappa: 0.9742 95%Cl: 0.9536~0.9948

RT-PCR

2. Aok yta Tt ypinn A

H ano500n Tou GUVBUAOTLKOD TEOT TayE(ag QIXVEUONG QVTlydvwy yia  SARS-CoV-2/FIuA/-

FIUB+ADV/RSV/SA (LFIA) kaBopiotnke pe 103 emiplopiata pdpuyya Tou ouléxBnkay aro Mgi?g??f fext e“““’gz"‘"” A A”Vg‘“‘“ ZUV;’)‘U
oBeveiq e oupTTHPATa ypiNg EVIOC 7 NUEPLY GMO TNV AVAPEN TWV OULTTWUATWY. 5 P 5 e =
ZUMéxBnKav 800 emypiopata ano toug (8loug aoBevels, éva enixpLopa Papuyya eEetaotnke Z":\:‘;\z” 5 o 1?62

aneuBE(aG e TO GUVSUAOTIKG TEOT Tayelaq aViXVEUONG avilyOvwy yia SARS-CoV-2/FIUA/-
FIUB+ADV/RSV/SA (LFIA) KaL va £MtipLopa ApUyya EEETAOTNKE HE TO KLT GUYKPLONG. Ta KAWVLKG
Seiypata aElohoyfiBnkav wg BTk | GPVITLKA XPNOWIOTIOLOVTAG T PéB050 AVAQOPAS Yia
olyKpLon.

EvawoBnoia: 91.26% (84.06% ~95.93%)
PPV: 100.00% (96.15% ~100.00%)
AxplBeta: 99.23% (98.54%~99.65%)

EwStkotnTa: 100.00% (99.65%~ 100.00%)
NPV: 99.16% (98.42% ~99.62%)
Kappa: 0.9501 95%Cl: 0.9177~0.9825

RT-PCR

3. Auklpn yia m ypinn B
H anéb00n Tou CLVEUAOTIKOY TEOT TaYe(ag avixveuong avilyovwy yia SARS-CoV-2/FIuA/-

M A I B Al
FIUB+ADV/RSV/SA (LFIA) kaBopiotnke pe 106 emuxpiopata gapuyya Tou oulAéxBnkav ard ;i?:gcrs Lf te;t emwggpmn Pvrolmo E“;;“’
aoBevelq pe oupmiGpaTa ypimng evtég 7 Nuepov and Ty AVapEn Twy oupMTWpATLY. P 5 063
EUMMExBha 530 el an cove Bouq doBevels,, v ixpLoL pdpuyYa ekeTiotie P o 1068 o

aneuBelag pE  To OUVBUAOTIKG TEOT TaxEelag aviXVEUONG avilyévwy yia  SARS-CoV-2/FIUA/-
FIuB+ADV/RSV/SA (LFIA) kat éva emtiypLopa @apuyya. EEETACTNKE |IE TO KLT GUYKPLOTG. Ta KAWLKG
Selypata aglohoynBnkav wg BTk ) apvnTikd xpnotporolwvtag t péBodo avapopds yia
aUykpLon.

EuatoBnoaia: 92.45% (85.67%~96.69%)
PPV: 100.00% (96.31%~ 100.00%)
AxplBeta: 99.32% (98.66% ~99.70%)

Eiikotnra: 100.00% (99.65%~ 100.00%)
NPV: 99.25% (98.53% ~99.68%)
Kappa: 0.9570 95%Cl: 0.9274~0.9867

RT-PCR

a. Aoklpn yta tov ADV

H amédoon Tou GUVSUACTLKOG TEOT TaxEldg QVEXVEUOTIG QVILYOVWY yia  SARS-COV-2/FIUAV- Medomics Ag test OETLKG ADV AP TOUOND
FIUB+ADV/RSV/SA (LFIA) kaBopiotnke pie 121 emiypiopata apuyya Tou AE BTG ADV 3 1 T4

aoBevels pe oupmTipata ADV. eviég 14 npepwv amd Ty EVOPEN TWV OUNTITWATWY.

Zu)\)\z)(enmv 500 emypioyiata and Toug (Loug aoBeveis, éva emiypiopa papuyya eEeTdoTnKe AZP:\:IO‘)'\ZO 121 lgg 1?23

aneuBelac pe To GUVBUADTIKS TEOT Taxelag aviXveuanG avTlyVwy yia - SARS-CoV-2/FIUA/-
FIuB+ADV/RSV/SA (LFIA) kat éva emtixpLopa @apuyya eEETACTNKE PE TO KLT OUYKPLONG. Ta KAWLKA
Selypata aEloAoyRBNKav we BETIKA f APVNTIKA XPROLIOTIOLKVTAC T pEBoSo avapopdc yia
alyKpion.

EuatoBnota: 93.39% (87.39% ~97.10%)
PPV: 99.12% (95.21% ~99.98%)
AkpiBeta: 99.23% (98.54% ~99.65%)

Etikotnra: 99.90% (99.47% ~ 100%)
NPV: 99.24% (98.51% ~99.67%)
Kappa: 0.9574 95%Cl: 0.9297 ~0.9851

RT-PCR

5. AoKupr yia tov RSV

H amnddoon tou cuvduactikol Teot taxelag avixveuong avilyovwv yia SARS-CoV-2/FIuA/-
FlUBHADVIRSVISA (LFIA) kaBopiotnke, |_|X£ 146 snl)g(plupr]]m pdmoyya ou GUMMEXBNKay and Megi’['z‘;j RASEV‘E“ 9“;“3°9R5V A”"T'K“ 2"1";’0"0
goteyels e oumTiyata ADV TGS 14 Mgty GO, Ty e Ty sulTEdTLy x ! o

szenxuv 500 emiyplopiata and Toug (6Loug aoBevels, éva enixpLopia PApuYYa EEETACTNKE PUNTLKO 7 1 1029
aneuBelag pe To oUVUAOTIKS TEOT Taxelag aviXveuang QVTlyoVwy yia  SARS-CoV-2/FIUA/- z0voho 146 1023 1169

FIUB+ADV/RSV/SA (LFIA) Kat éva eMiYpLopa @apuyya EEETAOTNKE JIE TO KLT OYKPLONG. Ta KAVLKE
Selypata aloAoynBnKkav wG BETIKG ) GPVNTIKA XPNOLIOMIOLVVTAG T BéB0SO avagopds yia
abyKpLon.

EvatoBnoia: 95.21% (90.37%~98.05%)
PPV: 99.29% (96.08% ~99.98%)
AkpiBeta: 99.32% (98.66% ~99.70%)

Etdikotnra: 99.90% (99.46% ~ 100%)
NPV: 99.32% (98.60% ~99.73%)
Kappa: 0.9681 95%Cl: 0.9461~0.9901

RT-PCR

6. ontpn yta tov STREP A

H anoboon Tou OUVEUAOTIKOU TEOT TAXELOS QVIXVEUONG QVELYSVWY yla  SARS-COV-2/FIUA/- Medomics Ag test OETLKG STREP A A S

FIUB+ADV/RSV/SA (LFIA) KaBopiotnke g 118 emiypiopata @épuyya Tou oUMEXBNKay ané Oztlxé‘STREP A m” 7 DVT\K ZWZO)\O
aoBeveis pe oupmTipaTa ADV EvTo 14 NuEpWY amd TNV EVapEN TWY OUMTTWHATWY. AOUACE 2 7049 1049

TUuMéxBnkav 800 emixpiopiata ard toug (8loug acBevels, éva enixplopa apuyya egetdotnke ;u\:];)\o 118 1051 1051

aneuBE(dC (e TO 0UVEUAOTKO TEOT TAXE(AG VIXVEUONG QVTLYOVWY Yia  SARS-CoV-2/FIUA/-
FIUB+ADV/RSV/SA (LFIA) kal éval EMtiypLoia pépuyya sEETAGTAKE HE To KT alykpLon. Ta KAwiKa
Selypata afloAoyABNKaY WG BETIK ) GPVNTIKA XPNOLIOMIOLGVTAG T PéB0s0 avagopds yia
aUykpLon.

MpoELSOTIOLAOELG KaL TIPOQUAAEELG

+ AUTO TO KLT SOKLPIG Tipoopidetat povo yia in vitro Stayvwon.

+ AUTO TO KIT éokkuﬁc TipémeL va xpnmuonmz'ﬂa\ and zEsLS\Kzuus’vo TIPOOWTILKG HE EMAYYEAUATLKY EUTIELPLA F) KATAAANAN EKTIALSEVOT).

+ To KUt 80K TIpETEL Va XpNoLOTIOBE( EVEdG 1 (Hpa aTd T GVoLHa TG OUOKEUAGLA, Kal Ta Seiyata amo PETagopikd pioa (transport media) petbvouy Ty euatoBnota. H kaokta ok Sev
TIETEL va XpNOLUOTIOLE(TaL Qv Eivat BpEypEV  oAUCHEV.

* MpémeL va AngBodv xutu)\)\n?\u pétpa npoumcmg KATA TN SLAPKELA TNG SOKLHIMG yLA TNV aroQuyr| mtm}uupumc Katd v npouenm Tou elyparog.

+'OAEC OL XPNOLHOTIONPEVEG 1 KATEGTPAPPEVEG KAOETEG SOKLUAG, SwANVApLa SetypatoAniac, oTayovépetpa, emxplopata (swabs) f GAAa EEQPTAATA TOU KIT IPEMEL Va anoppirrtovtal we BLoAoy LK
enkivsuva anépAnta.

+ ApVnTiké anotehéopara Sev anokhelouy T pGAuvon aré SARS-CoV-2, Influenza A, Influenza B, ADV, RSV kat STREP A, 16iaitepa oe Gropa mou fpBav o€ emagr Je tov 16,

To Selypa Sev mpémel va eival TaxUPPEVCTO, KABWG TIaxLd prmopei va A e AoyLkr) avixveuon.
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Tenere lontano dalla luce solare
e f lumina soarelui

EvawoBnoia: 96.61% (91.55% ~99.07%)
PPV: 98.28% (93.91% ~99.79%)
AkpiBeta: 99.49% (98.89% ~99.81%)

EwStkotnTa: 99.81% (99.31% ~99.98%)
NPV: 99.62% (99.03% ~99.90%)
Kappa: 0.9715 95%Cl: 0.9488~0.9942

Jiangsu Medomics Medical Technology Co.,Ltd.

F3, Building C, No.3-1 Xinjinhu Road, Jiangbei New Area,
Nanjing, Jiangsu, 210030, CHINA

Tel: (+86)025-58601060/ (+86)025-58601213

Fax: 025-58601060

Web: www.medomics-dx.net

E-mail: over -dx.com / suppor

A

Riomavix S.L.

Add: Calle de Almansa 55, 1D, Madrid 28039 Spain
Tax ID: B88249594

Tel: +34 658 396 230

E-mail:riomavix@gmail.com

ReV1.0.06A.GR

Effective date:
2024-08-20

Fra ile, maneggial
, manipulai ¢
puuom XELPLOTELTE pe

n 000X

Data di produzione Produttore i temperatura
Data fabricatiei Producator e temperatura
Hiepopnvia kataokeur] Kataokeuaotr o

concura 1,
5 grija
Opto Beppokpaciag

Proteggere dall'umidita
pie

/ i
\ AToQOYETe Ty éxBean oTov ik

un
TUKAG i vitro otnv Eupwnaikr) Kowdtnta

Ne upotrebljavati ako je pakiranje osteceno Attenzione suffisant per <n>i test Consultati instructiunile de a
MV To XpNOLUONOLELTE £V 1) OUOKeUADTa Atentie _ Contine suficient pentru <n> teste ut
syl oupBoueuTElte Ti Mpogoxi MepLéxeL Enapkn ToodTnTa yia TupBoueutelte TiG o8Ny HpepopnviaAf



