JOY =211

Multiplex Respiratory Antigen Rapid Test (Swab)
9v1 respiracni multitest (vytér z nosohltanu)
SARS-CoV-2/Chfipka A+B/RSV/Adeno/MP/hMPV/RhV/PIV
Pribalovy letak

Rychly test pro kvalitativni detekci jakékoli kombinace antigen( adenoviru, lidského viru parainfluenzy (HPIV)
antigeny, respiracni syncytidlni virus (RSV) antigeny, nukleokapsidovy protein SARS-CoV-2, antigeny
M.pneumoniae, rhinovirus (RhV) antigeny, chfipka A a B (Chripkové antigeny A a B), lidsky metapneumovirus
(HMPV) antigeny ve vzorcich stéri z nosohltanu u lidi.

Pouze pro profesiondlni in vitro diagnostické pouZiti .

URCENE POUZITI

JoyTest 9v1 respiraéni multitest je rychly chromatograficky imunotest pro kvalitativni detekci respiracnich
infekénich onemocnéni ve vzorcich lidskych stér( jako pomucka pfi diagnostice respiracnich infekénich
onemocnéni.

SHRNUT{

Lidské adenoviry tvofi dulezitou skupinu etiologickych agens, které jsou zodpovédné za rizna onemocnéni u
dospélych i déti, jako jsou respiracni, o¢ni, gastroenterické a mocové infekce. U imunokompromitovanych
jedinct a osob po transplantaci organti mohou tyto agens zpisobit generalizované infekce. *

Lidské parainfluenza viry (HPIV) jsou dlleZitou pFi¢inou respiraénich onemocnéni u déti i dospélych s Sirokou
$kalou klinickych projevu, véetné nachlazeni, zaskrtu, bronchiolitidy a pneumonie. Sezénni epidemie viru HPIV
vedou k vyznamné z4téZzi onemocnéni u déti a pfedstavuji 40 % détskych hospitalizaci pro onemocnéni dolnich
cest dychacich (LRTI) a 75 % pfipadt zaskrtu. 2”7

Respiracni syncycialni virus (RSV), ktery zpisobuje infekci plic a dychacich cest, je hlavni pfi¢inou respiratnich
onemocnéni u malych déti. U dospélych miiZe vyvolat pouze pfiznaky béZného nachlazeni, jako je ucpany nos
nebo ryma, bolest v krku, mirna bolest hlavy, kasel, horecka a celkovy pocit nemoci. Vétsina déti s infekci RSV,
a to jak hospitalizovanych, tak i ambulantnich, neméla Zadné soubéiné zdravotni potize ani charakteristiky,
které byg’e vyznamné identifikovaly jako osoby s vy33im rizikem zavazného onemocnéni RSV, s vyjimkou véku
do 2 let.

Nové koronaviry patfi do rodu B. COVID-19 je akutni respiraéni infekéni onemocnéni. Lidé jsou obecné nachylni.

V soucasné dobé jsou pacienti nakaZeni novym koronavirem hlavnim zdrojem infekce; zdrojem infekce mohou
byt i asymptomaticki nakazeni lidé. Na zakladé soucasného epidemiologického $etfeni je inkubaéni doba 1 az
14 dni, vétSinou 3 aZ 7 dni. Mezi hlavni projevy patfi horecka, Unava a suchy kasel. V nékolika pfipadech se
vyskytuje ucpany nos, ryma, bolest v krku, bolesti svalti a prajem. °
M. pneumoniae je celosvétové rozsifend. Vyskytuje se po cely rok, nej¢astéji v chladnéjsich mésicich. Klinickd
diagndza infekce M. pneumoniae je Casto ztizena nedostatkem specifickych pfiznakd a symptoma, ackoli ve
vétsiné pripadd je hlasen zhorsujici se kasel, malatnost, mirna horec¢ka a bolesti hlavy. V&asna laboratorni
diagndza je také komplikovana. Kultivace organismu je obtiznd a ¢asto ma pouze retrospektivni hodnotu,
stejné jako klasicky sérologicky test, komplementarni fixaéni test . 1°
Rhinovirus (RhV) je jednim z nejéasté&jsich patogenl zpUsobujicich infekce dychacich cest u lidi, obvykle mirné a
spontanné odeznivajici pfiznaky nachlazeni hornich cest dychacich, a mize také infikovat dolIni dychaci cesty
pfi zépalu plic, sipani v détstvi, zhorSeném astmatu a chronické obstrukéni plicni nemoci (CHOPN) u dospélych.
0Od prvniho kmene RhV v roce 1956 je k dispozici vice nez 150 sérotypd a RhV je povaZovan za nej¢astéjsiho
plivodce akutni infekce hornich cest dychacich u lidi. RhV se pfendsi hlavné pfimym nebo nepfimym kontaktem
se zneciStujicimi latkami, vétsinou autologni inokulaci, a nékolik jich se pfenasi vdechovanim suspendovanych
Castic. RhV preZiva v nosnich sekretech 5 aZ 7 dni a v nosohltanu 2 az 3 tydny. Maximalni infekéni faze je béhem
prvnich 5 dn onemocnéni, kdy je vir infikovan do nosni dutiny nebo na povrch spojivky, tj. kolonizuje nosni
sliznici a zplisobuje onemocnéni, a intraoralni inokulace je neuéinnd, coz naznaluje, e intraoralni epitelové
buriky nemusi exprimovat specifické bunééné receptory RhV. 1
Chtipka (béZné zndma jako ,influenza“) je vysoce nakazlivd, akutni virova infekce dychacich cest. Jedna se o
pfenosné onemocnéni, které se snadno pfendsi kaslanim a kychanim aerosolovych kapének obsahujicich Zivy
virus. 2 Propuknuti chfipky se vyskytuje kazdy rok béhem podzimnich a zimnich mésicd. Viry typu A jsou
obvykle rozsifenéjsi nez viry typu B a jsou spojovény s vétSinou zavaznych chfipkovych epidemii, zatimco
infekce typu B jsou obvykle mirnéjsi.
Lidsky metapneumovirus (HMPV) muzZe zplsobit onemocnéni hornich a dolnich cest dychacich u lidi viech
vékovych kategorii, zejména u malych déti, starSich dospélych a lidi s oslabenym imunitnim systémem. HMPV,
objeveny v roce 2001, patfi do &eledi Pneumoviridae.13 Mezi *#"% bg7né spojené s HMPV patfi kasel, horetka,
ucpany nos a du$nost. Klinické pfiznaky infekce HMPV mohou vést k bronchitidé nebo zépalu plic a jsou
podobné jako u jinych vir(, které zpGsobuji infekce hornich a dolnich cest dychacich. Odhadovana inkubaéni
doba je 3 az 6 dni a stfedni délka trvani onemocnéni se muze lisit v zavislosti na zavaznosti, ale je podobnd jako
u jinych respiraénich infekci zptisobenych ¥4
JoyTest 9v1 respiraéni multitest kvalitativné detekuje pfitomnost adenoviru a viru lidské parainfluenzy.
antigeny (HPIV), respiracni syncytidlni virus (RSV), Nukleokapsidovy protein SARS-CoV-2 , antigeny
M.pneumoniae , antigeny rhinoviru (RhV), chfipka A a B (Angeny chfipky A a B), antigeny lidského
metapneumoviru (HMPV) ve vzorcich stérQi z nosohltanu , vysledky jsou k dispozici do 15 minut. Test vyuZiva
protilatky specifické pro adenovirus a virus lidské parainfluenzy. antigeny (HPIV), respiracni syncytialni virus
(RSV), Nukleokapsidovy protein SARS-CoV-2 , M.pneumoniae , Rhinovirus (RhV), Chfipka A a B (chfipka A a B),
lidsky metapneumovirus (HMPV) k selektivni detekci adenoviru, virus lidské parainfluenzy (HPIV), respiracni
syncycidlni virus (RSV), Nukleokapsidovy protein SARS-CoV-2 , antigeny M.pneumoniae , antigeny rhinoviru
(RhV), antigeny chfipky A a B (Flu A a B), antigeny lidského metapneumoviru (HMPV) ve vzorcich stér( z
nosohltanu.
PRINCIP
JoyTest 9v1 respiraéni multitest je kvalitativni imunotest s lateralnim pratokem pro detekci adenoviru, viru
lidské parainfluenzy. antigeny (HPIV), respiracni syncytidlni virus (RSV), Nukleokapsidovy protein SARS-CoV-2 ,
antigeny M.pneumoniae , antigeny rhinoviru (RhV), chfipka A a B (antigeny chfipky A a B), antigeny lidského
metapneumoviru (HMPV) ve vzorcich stéri z nosohltanu. V tomto testu se detekuji protildtky specifické pro
adenovirus , virus lidské parainfluenzy (HPIV), respiracni syncytialni virus (RSV), Nukleokapsidovy protein
SARS-CoV-2 , M.pneumoniae , rhinovirus (RhV) a nukleoproteiny chfipky A a B (Flu A a B) jsou naneseny na
testovaci oblasti kazety. BEéhem testovani reaguje extrahovany vzorek s protilatkou proti adenoviru a lidskému
parainfluenzovému viru. (HPIV), respiracni syncycialni virus (RSV), Nukleokapsidovy protein SARS-CoV-2 ,
M.pneumoniae , rhinovirus (RhV), nukleoproteiny chfipky A a B (Flu A a B), které jsou naneseny na ¢astice.
Smés migruje membranou a reaguje s protilatkou proti adenoviru a lidskému parainfluenzovému viru . (HPIV),
respiraéni syncycidlni virus (RSV), Nukleokapsidovy protein SARS-CoV-2 , M.pneumoniae , rhinovirus (RhV) a
nukleoproteiny chiipky A a B (Flu A a B) se na membrané usazuji a vytvareji barevné linie v testovacich
oblastech. Pfitomnost barevnych linii v testovacich oblastech indikuje pozitivni vysledek. Pokud test probéhl
spravné, v kontrolni oblasti se vidy objevi barevna linie, ktera slouzi jako kontrola postupu.
REAGENTY
Testovaci kazeta obsahuje jako zdchytné Cinidlo protildtku proti adenovirus, protilatku proti viru lidské
parainfluenzy, protilatku proti respiraénimu syncytidlnimu viru, nukleokapsidovy protein proti SARS-CoV-2,
protilatku proti M.pneumoniae , protilatku proti rhinovirus, protilatku proti chfipce A, ¢astice proti chfipce B a
protilatku proti lidskému metapneumovirus. Detekéni Cinidlo obsahuje protildtku proti adenovirus, protilatku
proti lidskému viru parainfluenzy, protilatku proti respiraénimu syncytidlnimu viru, protilatku proti SARS-CoV-2,
nukleokapsidovy protein proti M.pneumoniae , protilatku proti rhinovirus, protilatku proti chfipce A, ¢astice
proti ch¥ipce B a protilatku proti lidskému metapneumovirus.
OPATRENi
Pfed provedenim testu si prosim pfectéte vSechny informace v tomto pfibalovém letaku.
1. Pfed provedenim testu si je nutné peclivé predist tento pfibalovy letdk. Nedodrzeni pokyni v pfibalovém
letdku maZe vést k nepFesnym vysledkim testu.
Pouze pro profesionalni in vitro diagnostické pouZziti. Nepouzivejte po uplynuti doby pouzitelnosti.
V prostoru, kde se manipuluje se vzorky nebo sadami, nejezte, nepijte ani nekufte.
Nepouzivejte test, pokud je sacek poskozeny.
Se vSemi vzorky zachazejte, jako by obsahovaly infekéni agens. Dodriujte zavedend opatfeni proti
mikrobiologickym rizikiim béhem odbéru, manipulace, skladovani a likvidace vzork pacientd a pouzitého
obsahu soupravy.
6. PFianalyze vzork( noste ochranny odév, jako jsou laboratorni plasté, jednorazové rukavice a ochrana oéi.
7. Virova transportni média (VTM) mohou ovlivnit vysledek testu, vzorky neskladujte v virovych transportnich
médiich; extrahované vzorky pro PCR testy nelze pro tento test pouZit.
8. Po manipulaci si dikladné umyjte ruce.
9. Ujistéte se prosim, Ze pro testovani pouZijete dostateéné mnoZstvi vzorkQ. Pfilid velky nebo pfilis maly
vzorek muze vést k odchylkdm ve vysledcich.
10. PouZity test by mél byt zlikvidovan v souladu s mistnimi pfedpisy.
11. Vlhkost a teplota mohou nepfiznivé ovlivnit vysledky.
SKLADOVANI A STABILITA
Skladujte v pGvodnim obalu pfi pokojové teploté nebo v chladni¢ce (2-30 °C). Test je stabilni do data expirace
vytidténého na uzavieném sacku. Test musi zidstat v uzavieném salku aZ do pouziti. NEZMRAZUJTE .
Nepouzivejte po uplynuti doby expirace.
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MATERIALY
Poskytnuté materialy
* Zkumavky pro odbér vzorkd s extrakénim pufrem
* Pribalovy letak * Pracovni stanice
Pozadované materialy, které viak nebyly dodany

* Testovaci kazety
o Sterilni tampony

« Casovat

ODBER A PRIPRAVA VZORKU

1. VloZte sterilni tampon do nosni dirky pacienta tak, aby dosahoval povrchu zadni ¢asti nosohltanu.

2. 5-10krat setfete povrch zadni ¢asti nosohltanu.

3. Vyjméte sterilni tampon z nosni dutiny a zabrarite nadmérnému objemu a vysoce viskdznimu sekretu z
nosohltanu.

Upozornéni: Pokud se tampon béhem odbéru vzorku zlomi, odbér opakujte s novym tamponem.

Pfeprava a skladovani vzorkd

Vzorky by mély byt testovany co nejdfive po odbéru. Pokud tampony nejsou zpracovany ihned, dlrazné se

doporucuje umistit vzorek tamponu do suché, sterilni a tésné uzaviené plastové zkumavky pro skladovani.

Tampon je v suchém a sterilnim stavu stabilni az 24 hodin pfi teploté 2-8 °C.

PRIPRAVA VZORKU

Pro ptipravu vzorkd stérem pouzivejte pouze extrakéni pufr a zkumavky, které jsou souéasti soupravy.

Sejméte kryt ze zkumavky pro odbér vzorku.

2. Vloite vzorek tamponu do extrakéni zkumavky s extrakénim pufrem. Otacejte tamponem pfiblizné 10
sekund a zaroveri pfitlacte hlavici k vnitini strané zkumavky, abyste uvolnili antigen z tamponu.

. Vyjméte tampon a zaroven stisknéte jeho hlavici proti vnitini strané extrakéni zkumavky, abyste z tamponu
vytladili co nejvice tekutiny. Tampon zlikvidujte v souladu s protokolem pro likvidaci biologicky
nebezpecného odpadu.

. Utdhnéte vicko na zkumavce pro odbér vzorku. Drite zkumavku pro odbér vzorku svisle a poté odsroubujte

54 o

* POZNAMKA : Vzorek po extrakci je stabilni po dobu 2 hodin p¥i pokojové teploté nebo 24 hodin pfi teploté
2-8°C.
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NAVOD K POUZITI
Pied anim nechte y vzorek, extrakéni pufr ohfat na pokojovou teplotu (15-30 °C).
1. Vyjméte testovaci kazetu ze zataveného fdliového sicku a spotiebujte ji do jedné hodiny. Nejlepsich

vysledkd dosdhnete, pokud test provedete ihned po otevieni féliového sacku.

Otocte zkumavku pro extrakci vzorku dnem vzhidru a do kazdé jamky pro vzorek (jamek) pfidejte 2 kapky
extrahovaného vzorku (pfiblizné 75-100 pl) a poté spustte ¢asovac.

POZNAMKA: Pokud v testovacim okénku nepozorujete zadnou migraci, pfidejte do jamky pro vzorek dalsi 1
kapku vzorku.

Pockejte, aZ se objevi barevna ¢ara (Cary). Vysledek odeététe po 15

20 minutéch.

* POZNAMKA : T1: Adeno, RSV, MP, Flu B T2: HPIV, COVID-19, RhV, Flu A
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INTERPRETACE VYSLEDKU
(Viz vy$e uvedeny obrazek)

POZITIVNI:* V testovacim okénku se objevi 2 nebo 3 barevné linie. Jedna barevna linie by méla byt v kontrolni

oblasti (C) a dalsi 1 nebo 2 linie by mély byt v testovaci oblasti (T, T1 nebo T2). Pozitivni vysledek v testovaci

oblasti (viz nazev antigenu uvedeny nad okénkem) znamend, Ze byl detekovén korelaéni antigen.

*POZNAMKA: Intenzita barvy v testovaci oblasti (T) se bude ligit v zavislosti na mnozstvi antigenu pfitomného

ve vzorku. Jakykoli odstin barvy v testovaci oblasti (T) by tedy mél byt povazovan za pozitivni.

NEGATIVNI: V kontrolni oblasti (C) se objevi jedna barevna linie. V testovacich oblastech (T, T1 nebo T2) se

linie neobjevi zadna.

NEPLATNE: Kontrolni linie se neobjevuje. Nejpravdépodobnéjsimi pficinami selhani kontrolni linie je

nedostate¢ny objem vzorku nebo nespravna technika testu. Zkontrolujte postup a opakujte test s novou

testovaci kazetou. Pokud problém pretrvdva, okamiZité prestarite testovaci sadu pouZivat a kontaktujte
mistniho distributora.

KONTROLA KVALITY

Soudasti testu je proceduralni kontrola. Barevna linie objevujici se v kontrolni oblasti (C) pfedstavuje interni

proceduralni kontrolu. Potvrzuje dostate¢ny objem vzorku a spravnou procedurdlni techniku. Kontrolni

standardy nejsou soucasti této soupravy; nicméné se v ramci spravné laboratorni praxe doporuduje otestovat
pozitivni a negativni kontrolu k potvrzeni testovaciho postupu a ovéreni spravného provedeni testu.

OMEZEN{

1. Pfi testovani na pfitomnost antigent adenoviru/HPIV+RSV/SARS-CoV-2+ M.pneumoniae /[RhV+Flu
A/B+HMPV ve vzorcich stéri z nosohltanu od podezielych osob je nutné peclivé dodrzovat NAVOD K
POUZITi a INTERPRETCI VYSLEDKU TESTU . Pro optimalni provedeni testu je zasadni spravny odbér vzorku.
Nedodrzeni postupu mize vést k nepiesnym vysledkam.

2. Vykonnost JoyTest 9v1 respiraéni multitest byla vyhodnocena pouze pomoci postuptl uvedenych v tomto
letdku k produktu. Upravy téchto postupd mohou ovlivnit vykonnost testu.

3. JoyTest 9v1 respiracni multitest je uréen pouze k diagnostickému pouZiti in vitro . Tento test by mél byt
pouzit k detekci antigent adenoviru/HPIV+RSV/SARS-CoV-2+ M.pneumoniae /RhV+Flu A/B+HMPV ve
vytérech z nosohltanu u lidi jako pomucka pfi diagnostice pacientd s podezienim na infekci adenoviry, HPIV,
RSV, SARS-CoV-2, M.pneumoniae , RhV, chiipkou A, chfipkou B, HMPV ve spojeni s klinickym obrazem a
vysledky dal$ich laboratornich test(. Timto kvalitativnim testem nelze stanovit ani kvantitativni hodnotu,
ani rychlost nardstu koncentrace antigent adenoviru/HPIV+RSV/SARS-CoV-2+ M.pneumoniae /RhV+Flu
A/B+HMPV.

4. JoyTest 9v1 respiraéni multitest indikuje pouze pfitomnost antigent Adenovirus/HPIV+RSV/SARS-CoV-2+
M.pneumoniae /RhV+Flu A/B+HMPV ve vzorku a nemél by byt pouZivan jako jediné kritérium pro diagnézu
infekci Adenovirus/HPIV+RSV/SARS-CoV-2+ M.pneumoniae /RhV+Flu A/B+HMPV.

5. Vysledky ziskané timto testem by mély byt zvazeny spolu s dal$imi klinickymi nalezy z jinych laboratornich
testd a vy3etFeni.

6. Pokud je vysledek testu negativni nebo nereaguijici a klinické ptiznaky pretrvavaji, doporuduje se pacienta
znovu odebrat za nékolik dni a provést dalsi test nebo test pomoci molekuldrné diagnostického zafizeni k
vylouéeni infekce u téchto jedinch.

7. Test ukaze negativni vysledky za nasledujicich podminek:




a) Koncentrace antigend adenoviru, HPIV, RSV, SARS-CoV-2, M.pneumoniae , RhV, chiipky A, chfipky B a
HMPV ve vzorku je nizsi nez minimdlni detekéni limit testu.
b) Optimélni doba odbéru vzork( (vrcholnd koncentrace viru) po infekci nebyla ovéfena, takie odbér
vzorkd v riznych ¢asech u stejného pacienta mize zabranit fale$né negativnim vysledkim.
c) Nespravny odbér a skladovéni vzorka.
8. Nadmérné mnoistvi krve nebo hlenu ve vzorku stéru mizZe ovlivnit vykon testu a mlze vést k falesné
pozitivnimu vysledku.
9. Presnost testu zavisi na kvalité vzorku stéru. Falesné negativni vysledky mohou byt disledkem nespravného
odbéru nebo skladovani vzorku.
Pouzivani volné prodejnych a pfedpisovych nosnich spreji ve vysokych koncentracich maze ovlivnit
vysledky, co? vede k neplatnym nebo nespravnym vysledk(im testu.
VYKONOVE CHARAKTERISTIKY

1

o

Citlivost, specificita a pfesnost
JoyTest 9v1 respiraéni multitest byl vyhodnocen se vzorky odebranymi od pacientd. Jako referenéni metoda
pro multiplexni rychly test na respiracni antigen se pouziva RT-PCR . Vzorky byly povaZovany za pozitivni, pokud
RT-PCR ukazala pozitivni vysledek. Vzorky byly povazovany za negativni, pokud RT-PCR ukdzala negativni
vysledek.
Test na adenovirus:

Metoda RT-PCR Celkové
. Vysledk Pozitivni Negativni ysledk
d i -
adenoviru Negativni 1 157 158
Celkové vysledky 63 160 223
9 % VOSti*: %~
Relativni citlivost 98,4 % (95% |nter\;az]|os%onf)hllvost| :91,5%
. o 98,1 % (95% interval spolehlivosti*: 94,6 % ~
Relativni specificita 99,6 %)
" 98,2 % (95% interval spolehlivosti*: 95,5 % ~
Pfesnost 99,5 %)
Test HPIV :
Metoda RT-PCR Celkové
Vysledky Pozitivni Negativni vysledky
Rychly test HPIV Pozitivni 52 1 53
Negativni 5 114 119
Celkové vysledky 57 115 172
9 %7 VoSti*: %~
Relativni citlivost 91,2 % (95% |nterv9al75{:§}l()ehllvost| : 80,7 %
_— . 99,1 % (95% interval spolehlivosti*: 95,3 % ~
Relativni specificita 100,0 %)
- 96,5 % (95% interval spolehlivosti*: 92,6 % ~
Presnost 98,7 %)
Test na RSV:
RT-PCR Celkové
Metoda Pozitivni Negativni vysledky
. [ Pozitivni 69 2 71
Rychly test na RSV [ Negativni B 105 110
Celkové vysledky 74 107 181
9 % Vosti*: %~
Relativni citlivost 93,2 % (95% |ntervg|75§)t!;l)ehllvost| :84,9%
8%
Relativni specificita 98,1 % (95% interval spolehlivosti*: 93,4 % ~
99,8 %)
Presnost 96,1 % (95% interval spolehlivosti*: 92,2 % ~
98,4 %)
Test na SARS-CoV-2:
RT-PCR Celkové
Metoda | Pozitivni Negativni vysledky
" Pozitivni 80 2 82
Rychly test na SARS-CoV-2 Negativi 3 189 192
Celkové vysledky 83 191 274
9 % VoSti*: %~
Relativni citlivost 96,4 % (95% |nterv;;s;;i)ehllvost| :89,8%
. o 99,0 % (95% interval spolehlivosti*: 96,3 % ~
Relativni specificita 99,9 %)
" 98,2 % (95% interval spolehlivosti*: 95,8 % ~
Pfesnost 99,4 %)
Test na M. pneumoniae:
RT-PCR Celkové
Metoda Pozitivni Negativni vysledky
Pozitivni 45 let 5 50
: " I
Rychly test na Negativni 7 244 248
Celkové vysledky 49 249 298
Relativni citlivost 91,8 % (95% CI*: 80,4 % — 97,7 %)
Relativni specificita 98,0 % (95% CI*: 95,4 % — 99,3 %)
Fesnost ,0% 6 C1*:94,3 % — 98,6 %,
PF 97,0 % (95% CI*: 94,3 % — 98,6 %)
Test RhV:
RT-PCR Celkové
Metoda | Pozitivni Negativni vysledky
. Pozitivni 48 5 53
Rychly test Rhv Negativni 7 9% 100
Celkové vysledky 52 101 153
9 % i VoSti*: %~
Relativni citlivost 92,3 % (95% |nterv9al759p§}l()ehllvost| :81,5%
9 %1 Vosti*: %~
Relativni specificita 95,1 % (95% |nterv9ag5j:§}l()ehllvost| : 88,8 %
" 94,1 % (95% interval spolehlivosti*: 89,1 % ~
Pfesnost 97,3 %)
Test na chfipku A/B:
= TypA TypB
c:;‘c'l':w“t B RT-PCR Celkové RT-PCR Celkové
Pozitivni Negativni | vysledky Pozitivni Negativni | vysledky
Pozitivni 112 2 114 78 2 80
Negativni 1 176 177 2 198 200
Celkové vysledky 113 178 291 80 200 280
P 99,1 % (95% interval spolehlivosti*: 97,5 % (95% interval spolehlivosti*:
Relativni citlivost 95,2 % ~ 100,0 %) 91,3% ~ 99,7 %)
— . 98,9 % (95% interval spolehlivosti*: 99,0 % (95% interval spolehlivosti*:
Relativni specificita 96,0 % ~ 99,9 %) 96,4 % ~ 99,9 %)
Presnost 99,0 % (95% interval spolehlivosti*: 98,6 % (95% interval spolehlivosti*:
97,0 % ~ 99,8 %) 96,4 % ~ 99,6 %)
Test HMPV:
Metoda RT-PCR -
Vysledky Pozitivni Negativni Celkové vysledky
Rychly test na HMPV Pozitivni 49 1 50
Negativni 4 107 111
Celkové vysledky 53 108 161
lativni citlivost 92,5 % (95% interval spolehlivosti*: 81,8 % ~ 97,9 %)
Relativni specificita 99,1 % (95 % CI*: 95,0 %~ >99,9 % )
Pfesnost 96,9 % (95% interval spolehlivosti*: 92,9 % ~ 99,0 %)

*Intervaly spolehlivosti
Pfesnost
V ramci testu a mezi testy

PFesnost v ramci série a mezi sériemi byla stanovena s pouZitim 23 vzorkd standardni kontroly adenoviru, HPIV,
RSV, SARS-CoV-2, M.pneumoniae , RhV, Influenza A, Influenza B a HMPV. Byly testovany tfi rizné $arze testu s
pouzitim negativnich vzorki: slabé pozitivni na adenovirus, silné pozitivni na adenovirus, slabé pozitivni na
HPIV-1, silné pozitivni na HPIV-1, slabé pozitivni na HPIV-2, silné pozitivni na HPIV-2, slabé pozitivni na HPIV-3,
silné pozitivni na HPIV-3, slabé pozitivni na RSV, silné pozitivni na RSV, slabé pozitivni na antigen SARS-CoV-2 ,
silné pozitivni na antigen SARS-CoV-2, slabé pozitivni na antigen M.pneumoniae , silné pozitivni na

M.pneumoniae , slabé pozitivni na RhV, silné pozitivni na RhV, slabé pozitivni na chfipku A, slabé pozitivni na
chfipku B, silné pozitivni na chfipku A, silné pozitivni na chfipku B, slabé pozitivni na HMPV a silné pozitivni na
HMPV. Deset replikatd kazdé drovné bylo testovano kazdy den po dobu 3 po sobé jdoucich dni. Vzorky byly

spravné identifikovany ve vice nez 99 % pfipadd.
Zkfizena reaktivita
Nasledujici organismy byly testovany v koncentraci 1,0x10° org/ml a viechny byly pfi testovéni negativni:

Pseudomonas aeruginosa Candida albicans

Zlaty stafylokok (Staphylococcus aureus) Staphylococcus epidermidis
Escherichia coli Streptococcus pneumoniae
Moraxella catarrhalis Streptococcus pyogenes
Neisseria lactamica Neisseria subflava
Streptococcus sp skupina F

Rusivé latky

Nize uvedené interferujici latky byly obohaceny o negativni vysledek: Adenovirus slabé pozitivni, HPIV-1 slabé
pozitivni, HPIV-2 slabé pozitivni, HPIV-3 slabé pozitivni, RSV slabé pozitivni, SARS-CoV-2 antigen slabé pozitivni,
M.pneumoniae slabé pozitivni, RhV slabé pozitivni, Influenza A slabé pozitivni, Influenza B slabé pozitivni,

HMPV slabé pozitivni. Zadné latky neprokézaly interferenci s JoyTest 9v1 respiracni multitest:

Latka Koncentrace
Plna krev 5 pl/ml
Mucin 50 pg/ml
Budesonidovy nosni sprej 200 pl/ml
Dexamethason 0,8 mg/ml
Mupirocin 12 mg/ml
Oxymetazolin 0,6 mg/ml
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Multiplex Respiratory Antigen Rapid Test
(Swab)

Package Insert
A rapid test for the qualitative detection of any combination of Adenovirus antigens, human Parainfluenza virus
(HPIV) antigens, Respiratory Syncytial Virus (RSV) antigens, SARS-CoV-2 nucleocapsid protein, M.pneumoniae
Antigens, Rhinovirus (RhV) antigens, Influenza A and B (Flu A and B) antigens, human metapneumovirus (HMPV)
antigens in human nasopharyngeal swab specimens.
For professional in vitro diagnostic use only.
INTENDED USE
The Multiplex Respiratory Antigen Rapid Test is a rapid chromatographic immunoassay for the qualitative
detection of respiratory infectious diseases in human swab specimens as an aid in the diagnostic of respiratory
infectious diseases.
SUMMARY
Human Adenoviruses comprise an important group of etiologic agents that are responsible for various diseases
in adults and children, such as respiratory, ocular, gastroenteric, and urinary infections. In
immunocompromised and organ-transplanted individuals, these agents can cause generalized infections. *
Human parainfluenza viruses (HPIVs) are an important cause of respiratory illness in children and adults with a
wide range of clinical manifestations including colds, croup, bronchiolitis, and pneumonia. Seasonal HPIV virus
epidemics result in a significant burden of disease in children and account for 40% of pediatric hospitalizations
for lower respiratory tract ilinesses (LRTIs) and 75% of croup cases.>”
Respiratory Syncytial Virus (RSV), which causes infection of the lungs and breathing passages, is a major cause
of respiratory illness in young children. In adults, it may only produce symptoms of a common cold, such as a
stuffy or runny nose, sore throat, mild headache, cough, fever, and a general feeling of being ill. Most children
with RSV infection, both those who were hospitalized and those who were treated as outpatients, had no
coexisting medical conditions or characteristics that significantly identified them as being at greater risk for
severe RSV disease, except for being under 2 years of age.®
The novel coronaviruses belong to the B genus. COVID-19 is an acute respiratory infectious disease. People are
generally susceptible. Currently, the patients infected by the novel coronavirus are the main source of infection;
asymptomatic 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 main manifestations include fever,
fatigug and dry cough. Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found in a few
cases.
M.pneumoniae is infection has a worldwide distribution. It occurs through-out the year, most frequently in the
colder months. Clinical diagnosis of M.pneumoniae infection is frequently hindered by a lack of specific signs
and symptoms, although in the majority of cases increasing cough, malaise, low-grade fever and headache are
reported. Timely laboratory diagnosis is also complicated. Culture of the organism is difficult and often only of
retrospective value, as is the classic serologic assay, the complement fixation test.°
Rhinovirus (RhV) is one of the most common pathogens causing human respiratory infections, usually mild and
self-limited upper respiratory cold symptoms, and can also infect lower respiratory tract pneumonia, childhood
wheezing, aggravated asthma, and chronic obstructive pulmonary disease (COPD) in adults. Since the first
strain of RhV in 1956, more than 150 serotypes have been available, and RhV is considered the most common
agent of acute upper respiratory tract infection in humans.RhV is mainly transmitted through direct contact or
indirect contact with pollutants, mostly by autologous inoculation, and a few are transmitted through
inhalation of suspended particles. RhV survived within nasal secretions for 5 to 7 d and nasopharynx to 2 to 3
weeks. The maximum infectious phase is within the first 5 d of the disease, when seeded into the nasal cavity
or the conjunctival surface, that is, colonizing the nasal mucosa and causing disease, and the intraoral
inoculation is ineffective, suggesting that the intraoral epithelial cells may not express RhV-specific cell
receptors.'!
Influenza (commonly known as ‘flu’) is a highly contagious, acute viral infection of the respiratory tract. It is a
communicable disease easily transmitted through the coughing and sneezing of aerosolized droplets
containing live virus.*? Influenza outbreaks occur each year during the fall and winter months. Type A viruses
are typically more prevalent than type B viruses and are associated with most serious influenza epidemics,
while type B infections are usually milder.
Human metapneumovirus (HMPV) can cause upper and lower respiratory disease in people of all ages,
especially among young children, older adults, and people with weakened immune systems. Discovered in
2001, HMPV is in the Pneumoviridae family.* Symptoms commonly associated with HMPV include cough, fever,
nasal congestion, and shortness of breath. Clinical symptoms of HMPV infection may progress to bronchitis or
pneumonia and are similar to other viruses that cause upper and lower respiratory infections. The estimated
incubation period is 3 to 6 days, and the median duration of illness can vary depending upon severity but is
similar to other respiratory infections caused by viruses.**
The Multiplex Respiratory Antigen Rapid Test (Swab) qualitatively detects the presence of Adenovirus, human
Parainfluenza virus (HPIV) antigens,Respiratory Syncytial Virus (RSV), SARS-CoV-2 nucleocapsid protein,
M.pneumoniae antigens, Rhinovirus (RhV) antigens, Influenza A and B (Flu A and B) antigens, human
metapneumovirus (HMPV) antigens in Nasopharyngeal Swab specimens, providing results within 15
minutes.The test uses antibodies specific for Adenovirus, human Parainfluenza virus (HPIV)
antigens,Respiratory Syncytial Virus (RSV), SARS-CoV-2 nucleocapsid protein, M.pneumoniae, Rhinovirus (RhV),
Influenza A and B (Flu A and B), human metapneumovirus (HMPV) to selectively detect Adenovirus, human
Parainfluenza virus (HPIV),Respiratory Syncytial Virus (RSV), SARS-CoV-2 nucleocapsid protein, M.pneumoniae
antigens, Rhinovirus (RhV) antigens, Influenza A and B(Flu A and B) antigens, human metapneumovirus
(HMPV) antigens in Nasopharyngeal Swab specimens.
PRINCIPLE
The Multiplex Respiratory Antigen Rapid Test (Swab) is a qualitative, lateral flow immunoassay for the
detection of Adenovirus, human Parainfluenza virus (HPIV) antigens,Respiratory Syncytial Virus (RSV),
SARS-CoV-2 nucleocapsid protein, M.pneumoniae antigens, Rhinovirus (RhV) antigens, Influenza A and B (Flu
A and B) antigens, human metapneumovirus (HMPV) antigens in Nasopharyngeal Swab specimens. In this test,
antibody specific to the Adenovirus, human Parainfluenza virus(HPIV), Respiratory Syncytial Virus (RSV),
SARS-CoV-2 nucleocapsid protein, M.pneumoniae, Rhinovirus (RhV), Influenza A and B(Flu A and B)
nucleoproteins, is coated on the test line regions of the test cassette. During testing, the extracted specimen
reacts with the antibody to Adenovirus, human Parainfluenza virus (HPIV), Respiratory Syncytial Virus (RSV),
SARS-CoV-2 nucleocapsid protein, M.pneumoniae, Rhinovirus (RhV), Influenza A and B(Flu A and B)
nucleoproteins that are coated onto particles. The mixture migrates up the membrane to react with the
antibody to the Adenovirus, human Parainfluenza virus (HPIV), Respiratory Syncytial Virus (RSV), SARS-CoV-2
nucleocapsid protein, M.pneumoniae, Rhinovirus (RhV), Influenza A and B(Flu A and B) nucleoproteins on the
membrane and generate colored lines in the test regions. The presence of colored lines in the test regions
indicates a positive result. To serve as a procedural control, a colored line will always appear in the control
region if the test has performed properly.
REAGENTS
The test cassette contains anti-Adenovirus, anti-human Parainfluenza virus, anti-Respiratory Syncytial Virus,
anti-SARS-CoV-2 nucleocapsid protein,anti-M.pneumoniae, anti-Rhinovirus, anti-Influenza A, anti-Influenza B
particles and anti-human metapneumovirus as the capture reagent. Anti-Adenovirus, anti-human
Parainfluenza virus, anti-Respiratory Syncytial Virus, anti-SARS-CoV-2 nucleocapsid protein,anti-M.pneumoniae,
anti-Rhinovirus,anti-Influenza A, anti-Influenza B particles and anti-human metapneumovirus as the detection
reagent.
PRECAUTIONS
Please read all the information in this package insert before performing the test.
1. This package insert must be read completely before performing the test. Failure to follow directions in
package insert may yield inaccurate test results.
For professional in vitro diagnostic use only. Do not use after the expiration date.
Do not eat, drink or smoke in the area where the specimens or kits are handled.
Do not use test if pouch is damaged.
Handle all specimens as if they contain infectious agents. Observe established precautions against
microbiological hazards throughout in the collection, handling, storage, and disposal of patient specimens
and used kit contents.
6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens
are assayed.
7. Viral Transport Media (VTM) may affect the test result, do not store specimens in viral transport media;
extracted specimens for PCR tests cannot be used for the test.
8. Wash hands thoroughly after handling.
9. Please ensure that an appropriate amount of specimens are used for testing. Too much or too little
specimen size may lead to deviation of results.
10. The used test should be discarded according to local regulations.
11. Humidity and temperature may adversely affect results.
STORAGE AND STABILITY
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the expiration date
printed on the sealed pouch. The test must remain in the sealed pouch until use. DO NOT FREEZE. Do not use
beyond the expiration date.
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MATERIALS
Materials provided
* Specimen Collection Tubes with Extraction Buffer
* Package Insert * Workstation
Materials required but not provided

 Test Cassettes
* Sterile Swabs

 Timer

SPECIMEN COLLECTION AND PREPARATION

1. Insert a sterile swab into the nostril of the patient, reaching the surface of the posterior nasopharynx.

2. Swab over the surface of the posterior nasopharynx 5-10 times.

3. Withdraw the sterile swab from the nasal cavity and avoid excess volume and highly-viscous
nasopharyngeal discharge.

Caution: If the swab stick breaks during specimen collection, repeat specimen collection with a new swab.

Specimen transport and storage

Specimens should be tested as soon as possible after collection. If swabs are not been processed immediately,

it is highly recommended the swab sample is placed into a dry, sterile, and tightly sealed plastic tube for

storage. The swab specimen in dry and sterile condition is stable for up to 24 hours at 2-8°C.

SPECIMEN PREPARATION

Only the extraction buffer and tubes provided in the kit is to be used for swab specimen preparation.

Remove the cover on the specimen collection tube.

2. Place the swab specimen in the Extraction Tube with Extraction Buffer. Rotate the swab for approximately
10 seconds while pressing the head against the inside of the tube to release the antigen in the swab.

. Remove the swab while squeezing the swab head against the inside of the Extraction Tube as you remove it

to expel as much liquid as possible from the swab. Discard the swab in accordance with your biohazard

waste disposal protocol.

Tighten the cap onto the specimen collection tube. Hold the specimen collection tube upright then unscrew

the tip of the specimen collection tube.

*NOTE: The storage of the specimen after extraction is stable for 2 hours at room temperature or 24 hours at

2-8°C.

DIRECTIONS FOR USE

Allow the test, specimen, extraction buffer and/or controls to equilibrate to room temperature (15-30°C)

prior to testing.

1. Remove the test cassette from the sealed foil pouch and use it within one hour. Best results will be obtained
if the test is performed immediately after opening the foil pouch.

2. Invert the specimen extraction tube and add 2 drops of extracted specimen (approx.75-100pL) to each
specimen well(S) and then start the timer.
NOTE: If no migration is observed in the test window, add 1 more drop of specimen to the specimen well.

3. Wait for the colored line(s) to appear. Read the result at 15 minutes. Do not interpret the result after 20

minutes.
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INTERPRETATION OF RESULTS
(Please refer to the illustration above)

POSITIVE:* 2 or 3 colored lines appear in the test window. One colored line should be in the control line

region (C) and the other 1 or 2 lines should be in the test region (T, T1 or T2). A positive result in the test region

(refer to the indicated antigen name above the window) indicates that the correlative antigen was detected.

*NOTE: The intensity of the color in the test line region (T) will vary based on the amount of antigen present in

the sample. So any shade of color in the test region (T) should be considered positive.

NEGATIVE: One colored line appears in the control region (C). No line appears in the test line regions (T, T1 or

T2).

INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are the

most likely reasons for control line failure. Review the procedure and repeat the test with a new test cassette.

If the problem persists, discontinue using the test kit immediately and contact your local distributor.

QUALITY CONTROL

A procedural control is included in the test. A colored line appearing in the control region (C) is the internal
procedural control. It confirms sufficient specimen volume and correct procedural technique. Control
standards are not supplied with this kit; however, it is recommended that a positive control and a negative
control be tested as a good laboratory practice to confirm the test procedure and to verify proper test
performance.

LIMITATIONS

1. The DIRECTIONS FOR USE and the INTERPRETATION OF TEST RESULTS must be followed closely when
testing for the presence of Adenovirus/HPIV+RSV/SARS-CoV-2+M.pneumoniae/RhV+Flu A/B+HMPV
antigens in the human nasopharyngeal swab specimens from suspected individuals. For optimal test
performance, proper specimen collection is critical. Failure to follow the procedure may give inaccurate
results.

2. The performance of the Multiplex Respiratory Antigen Rapid Test (Swab) was evaluated using the
procedures provided in this product insert only. Modifications to these procedures may alter the
performance of the test.

3. The Multiplex Respiratory Antigen Rapid Test (Swab) is for in vitro diagnostic use only. This test should be
used for detection of Adenovirus/HPIV+RSV/SARS-CoV-2+M.pneumoniae/RhV+Flu A/B+HMPV antigens in
human nasopharyngeal swab specimens as an aid in the diagnosis of patients with suspected Adenovirus,
HPIV, RSV, SARS-CoV-2, M.pneumoniae, RhV, Influenza A, Influenza B, HMPV infection in conjunction with
clinical presentation and the results of other laboratory tests. Neither the quantitative value nor the rate of
increase in the concentration of Adenovirus/HPIV+RSV/SARS-CoV-2+M.pneumoniae/RhV+Flu A/B+HMPV
antigens can be determined by this qualitative test.

4. The Multiplex Respiratory Antigen Rapid Test (Swab) will only indicate the presence of
Adenovirus/HPIV+RSV/SARS-CoV-2+M.pneumoniae/RhV+Flu A/B+HMPV antigens in the specimen and
should not be used as the sole criteria for the diagnosis of
Adenovirus/HPIV+RSV/SARS-CoV-2+M.pneumoniae/RhV+Flu A/B+HMPV infections.

5. The results obtained with the test should be considered with other clinical findings from other laboratory
tests and evaluations.

6. If the test result is negative or non-reactive and clinical symptoms persist. It is recommended to



re-specimen the patient a few days later and test again or test with a molecular diagnostic device to rule
out infection in these individuals.

7. The test will show negative results under the following conditions:
b) The concentration of the Adenovirus, HPIV, RSV, SARS-CoV-2, M.pneumoniae, RhV, Influenza A,
Influenza B, HMPV antigens in the specimen is lower than the minimum detection limit of the test.
b) The optimal sampling time (peak virus concentration) after infection has not been verified, so collecting
specimens at different times for the same patient may avoid false negatives.
c) Incorrect specimen collection and storage.

8. Excess blood or mucus on the swab specimen may interfere with test performance and may yield a false
positive result.

9. The accuracy of the test depends on the quality of the swab sample. False negatives may result from

improper sample collection or storage.

10. The use of over-the-counter and prescription nasal sprays at high concentrations can interfere with results,

HPIV-2 weak positive, HPIV-3 weak positive, RSV weak positive, SARS-CoV-2 Antigen weak positive,
M.pneumoniae weak positive, RhV weak positive, Influenza A weak positive, Influenza B weak positive, HMPV
weak positive.No substances showed any interference with the Multiplex Respiratory Antigen Rapid Test

(Swab):
Substance Concentration
Whole Blood 5 pL/mL
Mucin 50 pg/mL
Budesonide Nasal Spray 200 pL/mL
Dexamethasone 0.8 mg/mL
Mupirocin 12 mg/mL
Oxymetazoline 0.6 mg/mL
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Adenovirus Antigen Rapid Test P‘”'"Ye 62 3 65 6. Knott AM, Long CE, Hall CB. Parainfluenza viral infections in pediatric outpatients: seasonal patterns and
Negative 1 157 158 clinical characteristics. Pediatr Infect Dis J 1994;13(4):269-273
Total Results 63 160 223 7. Marx A, Térék TJ, Holman RC, Clarke MJ, Anderson L. Pediatrichospitalizations for croup
Relative Sensitivity 98.4% (95%Cl*: 91.5%~100.0%) (laryngotracheobronchitis): biennial increases associated with human parainfluenza virus 1 epidemics. J
Relative Specificity 98.1% (95%ClI*: 94.6%~99.6%) Infect Dis 1997;176(6):1423-1427
Accuracy 98.2% (95%Cl*: 95.5%~99.5%) 8. Caroline Breese Hall, M.D., Geoffrey A. Weinberg, M.D., Marika K. Iwane, Ph.D., et al. (2009). The Burden
HPIV Test: of Respiratory Syncytial Virus Infection in Young Children. N Engl J Med, 360(6): 588-598.
Method RT-PCR 9. Westgard JO, Barry PL,Hunt MR, Groth T. A multi-rule Shewhart for quality control in clinical chemistry,
Results Positve Negative Total Results Clinical Chemistry 1981;27:493-501
HPIV Rapid Test Positive 52 1 53 10. K.A.Al-Moyed and H.A.Al-shamahy. (2003) Mycoplasma pneumoniae infection in Yemen: incidence,
Negative 5 114 119 p.rese.nt.ation and antibiotic s.usceptibility.gastern Mec!iterranean Helalth Journ.al. 9(3):279-90. )
Total Results 57 115 172 11. )a(ll"zh(lzm:?c,aslf\\/elrr\o:;g\,/vgggg Iélg(()é)l’r;sg;e;;sm human rhinovirus Infection [J]. Chinese Journal of Experimental
- —— e TR ’ 3 :333-336.
ﬁ::::;z: :s’;i:::::g 9991'12%0((99;/0/05[,‘A'gg‘r?;/fllggdlo/oz) 12. Willie_lrps, KM,_ J_ackson MA, Hamilton M. (2002) Rapid Diagnostic Testing for URIs in Children; Impact on
- ———— - Physician Decision Making and Cost. Infec. Med. 19(3): 109-111.
Accuracy 96.5% (95%CI*: 92.6%798.7%) 13. American Academy of Pediatrics.Human metapneumovirus. Red Book 2018 Report of the Committee on
RSV Test: Infectious Diseases [online edition].
Method ___RT-PCR _ Total Results 14. Edwards KM, Zhu Y, Griffin MR, Weinberg, GA, Hall CB, Szilagyi PG, Staat MA, lwane MK, Prill MM, Williams
Positive Negative JV, for the New Vaccine Surveillance Network (NVSN).Burden of Human Metapneumovirus Infection in
RSV Rapid Test [ Positive 69 2 71 Young Children.N Engl J Med. 2013;368:633-643
| Negative 5 105 110 ]
Total Results 74 107 181 A Caution
Relative Sensitivity 93.2% (95%CI*: 84.9%~97.8%)
Relative Specificity 98.1% (95%CI*: 93.4%~99.8%) I IVD I For in vitro diagnostic use only
Accuracy 96.1% (95%CI*: 92.2%~98.4%) 30°C
ARS-CoV-2 Test: znc/Y Store between 2-30°C
RT-PCR
Method Positive Negative Total Results @ Do not use if package is damaged
. Positive 80 2 82
SARS-CoV-2 Rapid Test | Negative 3 189 192 Authorized representative in EU
Total Results 83 191 274
Relative Sensitivity 96.4% (95%CI*: 89.8%~99.3%) Catalog #
Relative Specificity 99.0% (95%Cl*: 96.3%~99.9%)
Accuracy 98.2% (95%CI*: 95.8%~99.4%) W Tests per kit
M. Test:
Method ___RT-PCR - Total Results g Use by
Positive Negative
. . [ Positive 45 5 50
M.pneumoniae Rapid Test Negative 7 547 48 Lot number
Total Results 49 249 298
Relative Sensitivity 91.8%(95%CI*:80.4%-97.7%) “ Manufacturer
Relative Specificity 98.0%(95%CI*:95.4%-99.3%)
Accuracy 97.0%(95%CI*:94.3%-98.6%) ® Do not reuse
RhV Test:
Method _ RT-PCR . Total Results [:E_] Consult instructions for use
Positive Negative @
| [ Positive 48 5 53 Importer
RhV Rapid Test Negative 4 96 100 P
To.tal Resu.It.s _ 52 101 153 Rﬁfﬂ Distributor
Relative Sensitivity 92.3%(95%C1*:81.5%~97.9%)
Relative Specificity 95.1% (95%CI*:88.8%~98.4%) Hangzhou Alltest Biotech Co., Ltd.
Accuracy 94.1% (95%CI*:89.1%~97.3%) #550, Yinhai Street
Flu A/B Test: Type A Type B “ Hangzhou Economic & Technological Development Area
th:ijdAT/:st RT-PCR Total RT-PCR Total Hangzhou, 310018 P.R. China
Positive Negative Results Positive Negative Results Manufacturer www.alltests.com.cn  Email: info@alltests.com.cn
Positive 112 2 114 78 2 80
Negative 1 176 177 2 198 200 )
Total Results 113 178 291 80 200 280 VidaQuick Biotech S.L.
Relative Sensitivity 99.1% (95%CI*: 95.2%~100.0%) 97.5% (95%CI*: 91.3%~99.7%) Barcelona Province, 08036, Spain
Relative Specificity 98.9% (95%CI*: 96.0%~99.9%) 99.0% (95%CI1*:96.4%~99.9%) E-mail: info@vidaquick.com
Accuracy 99.0% (95%CI*: 97.0%~99.8%) 98.6% (95%CI*: 96.4%~99.6%)
Czech Original Products s.r.o.
HMPV Test: % Koulova 6, Praha 6, 160 00 - CZ
Method RT-PCR JOYMED.cz - ID: 08595771
Results Positive Negative Total Results > Czech Original Products s.r.o.
HMPV Rapid Test Positive 49 1 50 H%ﬁ Koulova 6, Praha 6, 160 00 - CZ
Negative 2 107 111 i JOYMED.cz - ID: 08595771
Total Results 53 108 161
Relative Sensitivity 92.5% (95%CI*: 81.8%~97.9%) Number: 14603081601
Relative Specificity 99.1% (95%CI*: 95.0%~>99.9%) Revision date: 2025-07-16
Accuracy 96.9% (95%CI*: 92.9%~99.0%)

*Confidence Intervals

Precision
Intra-Assay & Inter-Assay

Within-run and Between-run precision has been determined by using 23 specimens of Adenovirus, HPIV, RSV,
SARS-CoV-2, M.pneumoniae, RhV, Influenza A, Influenza B, HMPV standard control. Three different lots of the

test have been tested using negative, Adenovirus weak positive, Adenovirus strong positive, HPIV-1 weak

positive, HPIV-1 strong positive, HPIV-2 weak positive, HPIV-2 strong positive, HPIV-3 weak positive, HPIV-3
strong positive, RSV weak positive, RSV strong positive, SARS-CoV-2 Antigen weak positive, SARS-CoV-2 Antige
Strong positive, M.pneumoniae weak positive, M.pneumoniae strong positive, RhV weak positive, RhV strong
positive, Influenza A weak positive, Influenza B weak positive, Influenza A strong positive, Influenza B strong
positive, HMPV weak positive, HMPV strong positive specimens. Ten replicates of each level were tested each

day for 3 consecutive days. The specimens were correctly identified >99% of the time.

Cross-reactivity

The following organisms were tested at 1.0x10° org/mL and all found to be negative when tested with the test:

Pseudomonas aeruginosa

Candida albicans

Staphylococcus aureus subspaureus

Staphylococcus epidermidis

Escherichia coli

Streptococcus pneumoniae

Moraxella catarrhalis

Streptococcus pyogenes

Neisseria lactamica

Neisseria subflava

Streptococcus sp group F

Interfering Substances

The interfering substances below were spiked with negative, Adenovirus weak positive, HPIV-1 weak positive,


https://publications.aap.org/aapbooks/book/546/Red-Book-2018-Report-of-the-Committee-on
http://www.ncbi.nlm.nih.gov/pubmed/23406028
http://www.ncbi.nlm.nih.gov/pubmed/23406028
http://www.alltests.com.cn/
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