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1. Uvod

1.1. Antigenni testovani v boji proti pandemii COVID-19

Antigenni testy na SARS-CoV-2 (dale jiz ,Ag testy”) jsou novinkou, ktera ma potencial zménit strategii boje proti
onemocnéni COVID-19.

Velkou prednosti Ag testi je jejich PRENOSNOST a hlavné pak RYCHLOST, kdy vysledek je dostupny v ¥ddu minut
pfimo na odbérovém misté. Dalsi jejich velkou vyhodou je CENA ve srovnani v porovnani s metodou RT-PCR.

Za nevyhodu Ag testll se obecné povaZuje jejich mensi SENZITIVITA v porovnani s metodou RT-PCR, kterd se
pohybuje, dle Gdajl riznych vyrobcl,, mezi 80 — 97 %, ale nékteré predbéiné srovnavaci studie udavaji jesté nizsi
namérenou senzitivitu. Jejich senzitivita je pravdépodobné nizsi u bezpfiznakovych jedincl a vyznamné je zavisla téz
na délce trvani onemocnéni, kdy nejlepsi zachyt u téchto testl je mezi 3. aZ 10. dnem od okamZiku expozice viru,
resp. mezi 1. aZ 7. dnem od zacatku klinickych pfiznakd.

SPECIFICITA test0 se blizi 100 % a falesné pozitivni vysledky tedy nejsou v pfipadé jejich plosného pouZiti problém.

1.2. Vyrobce

Spole¢nost Beijing Wantai Biological Pharmaceutical Co., Ltd. je renomovana firma pro vyrobu zdravotnickych
technologii, sidlici v Cinské lidové republice. Tato spole¢nost dodavala mimo jiné testy pro plo$né testovani imunity
na jare tohoto roku. Jejich testy byly dle vysledk(l studie hodnoceny jako vysoce spolehlivé (Studie ,,SARS-CoV-2-CZ-
Prevenal“ z 6.5.2020 je k dispozici v priloze). Dalsi informace o spolec¢nosti a Ize nalézt zde www.ystwt.cn, resp. o Ag
testech zde www.ystwt.cn/covid-19 zalozka SARS-CoV-2 Antigen Rapid Test (colloidal gold).

2. Parametry spolehlivosti testu

2.1. Parametry deklarované vyrobcem. Vysledky test(i porovnané s vysledky RT-PCR.

WANTAI RT-PCR SENSITIVITA testu vici RT-PCR: 93,44 % a SPECIFICITA
Positive | Negative Total testu vuéi RT-PCR: 100,00 %
Positive 57 0 57
Negative 4 87 91 CEKOVA SPOLEHLIVOST TESTU JE 97,30 %
Total 61 87 148

Positive Percent
Agreement (PPA)
Negative Percent
Agreement (NPA)

93.44% (95% Cl: 84.32%-97.42%)  Vysledky svéd¢i pro senzitivitu 93.44% (57/61) a

specificitu 100.00% (87/87), coz je dlikaz dobré detekéni

100.00% (95% CI: 95.77%-100.00%) schopnosti testu WANTAI SARS-COV-2 Ag Rapid Test u
pfipadid v casném obdobi po zacatku klinickych priznaku

2.2. Parametry spolehlivosti testu dle vysledkud vlastniho méreni (Studie)

Na vzorku 88 testovanych osob jsme ovéfili, Ze testy naplfuji parametry deklarované vyrobcem.

Avsak v rdmci Studie ,,Ovéreni parametrid spolehlivosti antigenovych testli Wantai SARS-CoV-2 Rapid Antigen Test
(FIA)“ byly vysledky testli porovnany s vysledky RT-PCR na 497 mérenich. Vysledky potvrzuji, Ze idaje deklarované
vyrobcem test spliiuje i pri skutecném pouziti v klinické praxi, nikoli pouze v laboratorné navozenych podminkach.
Studie je k dispozici na vyzadani.

3. Popis produktu

3.1. Ué&el a mechanizmus fungovani testu

WANTAI SARS-CoV-2 Rapid Test je rychly diagnosticky kvalitativni test na pfitomnost viru SARS-CoV-2, zpUsobujiciho
onemocnéni Covid-19, a to z NAZOFARYNGEALNIHO VYTERU. Tento test vyuZivd metodu imunochromatografie
s koloidnim zlatem, ODECITA SE POUHYM OKEM.

Test je pro svou vysokou mobilitu a rychlost (vysledek do 20 min.) uréen pro pouiZiti u lGzka pacienta,
v ambulancich, ¢i jinych detasovanych mistech.

Nebyla zjisténa kizova reaktivita s lidskymi patogennimi koronaviry, nebo chiipkovymi viry (detail v pokynech pro poufiti).


http://www.ystwt.cn/
http://www.ystwt.cn/covid-19

3.2. Obsah jednoho baleni soupravy (50 ks test()

50 ks testovacich kazet SARS-CoV-2 Ag Rapid Test
50 ks  vytérovych tycinek

50ks  extrakénich zkumavek

5 ks lahvicek extrakéniho pufru (6 ml)

1ks lahvicka transportniho média (6 ml)

NN

wAnTAl Bio-Pharm™ wsotests

3.3.

Certifikace (CE IVD)

Vyrobek je certifikovan dle Smérnice ¢. 98/79/EC Evropského parlamentu a Rady, kterad upravuje zndmku CE v in-
vitro diagnostice.

Test je urCen pro oblast zdravotnictvi - pouze pro profesionalni pouziti. Odbér, provedeni testu a vyhodnoceni
vysledk( musi provadét kvalifikovany a vyskoleny personal a nesmi byt pouZit pro sebetestovani laickou verejnosti!

Veskeré prislusné certifikaty a notifikace jsou uvedeny v pfilohach.

4.
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Shrnuti hlavnich vlastnosti testu

Vysledek testu do 20 minut

Parametry spolehlivosti testu: Senzitivita 93,44 %, Specificita 100, 00 %,

Celkova spolehlivost testu: 97,30 %

Testy jsou uvolnény do volného obé&hu v CR a jsou skladem

Pro provadéni testu je tfeba proskolena osoba, obsluha je uZivatelsky nendrocna
Spliuji kritéria certifikace CE IVD

Poskytujeme garanci na dany produkt (Expirace 18 mésic)
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An Innovative Rapid Test Designed by WANTAI

Rapid Tests for

ANTIGEN of SARS-CoV-2 (COVID-19) (€

WAanTAl

Leading infectious diseases
diagnostic test manufacturer

Your Global Partner in IVD

Wantai SARS-CoV-2 ANTIGEN RAPID
TESTS are intended for screening of
patients suspected for infection with the
SARS-CoV-2 virus, an aid in the diagnosis
of the COVID-19 disease.




Beijing WANTAI Biolegical Pharmacy Enterprise Co.. LEd.

WANTAI SARS-CoV-2 Antigen Rapid Test
(Colloidal Gold) ce

WANTAI SARS-CoV-2 ANTIGEN Rapid Test (Colloidal Gold) is a lateral

Innovative flow immu.noassay intended for qualitative detection of SARS-CoV-2
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Advanced Diagnostic Technology

@ Easy-to-use: No special equipment. Works with Oropharyngeal(OP) and
Nasopharyngeal(NP) swabs.Fast: clear answer within only 20 minutes

(@ Lateral Flow Test - suitable for rapid, on-site testing

@ Sensitivity of 93.44% (57/61) and specificity of 100% (87/87)

@ Target: nucleocapsid antigen. LoD 20pg/mL, 230TCIDso/mL

W.I-2910
MVITLI IV

Cassette x 10 x 50
Extraction vial x10 x 50
Swab Extraction Buffer 6mix1 vial 6mix5 vials

WAATAI BioPharm VTM Extraction Buffer 6mix1 vial 6mix1 vial
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Declaration of Conformity
2

Manufacturer:
BEIJING WANTAI BIOLOGICAL PHARMACY ENTERPRISE CO. LTD, located at No. 31

Kexueyuan Road, Changping District, Beijing, 102206, P.R. of China
TEL +86 10 58528888 FAX +86 10 89705849

European Representative:
Qarad bvb.a. Cipalstraat 3, B-2440 Geel, Belglum

Products Name:

Wantai SARS-CoV-2 Ag Rapid Test (Colloidal Gold),
Product codes: WJ-2910, WJ-2850

Registration number. BE-CA01/1-90054-00008-IVD

Classification Under IVDD:
Not listed in Annex ||

Conformity assessment route: Annex Il

We hereby declare that the product mentioned above meets the provisions of the European Direc-
tive BB/79/EC for In vitra Diagnostic Medical Davices. All supporting documentations are retained al
the premises of the manufacturer.

General applicable directive:
Directive 98/79/EC of European Parliament and of the Cauncil of 27 October 1898 on in vitro Diag-
nostic Medical Devices.

Standards applied:
EN ISO 18113-1:2011, EN 1SO18113-2:2011, EN ISO 15223-1:2016, EN 13612: 2002, EN ISO
23640:2015, EN 13641:2002, EN 1SO 14971:2012, EN I1SO 13485:2016.

Ms. Zhao Lingzhi(Vice General Manager) b
Beijing, October 29, 2020 Lt ol
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Date: October 29, 2020

The undersigned, Kirsten Van Garsse, Director AR Operations of Qarad BV, hereby
declares that:

Beijing Wantai Biological Pharmacy Enterprise Co., Ltd.
No. 31 Kexueyuan Road, Changping District
Beijing, 102206 P.R. of China

has signed the EC Declaration of Conformity in agreement with the Annex Il of the
European Directive 98/79/EC on In Vitro Diagnostic Medical Devices and has
submitted the required technical documentation, for the following IVD products (for
professional use only):

Wantai SARS-CoV-2 Ag Rapid Test (Colloidal Gold) WJ-2910
Wantai SARS-CoV-2 Ag Rapid Test (Colloidal Gold) WJ-2950

The notification to the Belgian Competent Authorities has been carried out on October
29", 2020 by Qarad BV, the appointed Authorized Representative of Beijing Wantai
Biological Pharmacy Enterprise Co., Ltd

Yat ;,f«j}j/ Digitally signed by Kirsten
\ A Van Garsse (Signature)
Date: 2020.10.29
12:24:33 +01'00'

Kirsten Van Garsse

Director AR Operations
Qarad BV
Authorized Representative

Qarad BV | Office Address: Pas 257, B-2440 Geel, Belgium | Social Siege: Cipalstraat 3, B-2440 Geel, Belgium
Tel. +32 (0)14 49 04 22 | ECREP@qarad.com | www.garad.com



federal agency for medicines and health products
Eurostation II - Place Victor Horta 40/40
1060 BRUSSELS

federal agenc

4 - Qarad BV

Contact : Madya Tavayo -

Y 0 Cipalstraat 2

Tel. : 02/ 528 40 40 2440 Geel

e-mail: IVD@afmps.be

Your letter from Our reference Date Indicator
29/10/2020 FAGG/2020/XDC/NAT/90054

Subject : notification by the manufacturer or his authorized representative concerning
the placing on the market of in vitro diagnostic medical devices, in accordance with
Article 5 of the Royal Decree of November 14, 2001 on medical devices for in vitro
diagnostics. This Royal Decree of November 14, 2001 is a transposition of the
European Directive 98/79/EC on in vitro diagnostic medical devices.

Dear Madam, dear Sir,
I acknowledge receipt of your notification of placing on the market the in vitro
diagnostic medical devices described in the appendix.

Your notification has been registered on 03/11/2020.

This acknowledgment of receipt does not in any way constitute an endorsement of the
qualification and classification of the relevant in vitro diagnostic medical device or of
its conformity with the essential requirements of Annex I of the Royal Decree of
November 14, 2001 on medical devices for in vitro diagnostics..

Any changes to the data submitted in this notification must be reported within 30 days
to the Federal Agency for Medicines and Health Products.

Please accept, Sir, the expression of my distinguished sentiments,

The Chief Executive Officer

Xavier De Cuyper

This document is a translation of the official and signed versions in Dutch or French

Company registration number: BE 0884 579 424 1]2



Product list

IVD for professional use :

IVD

Registration number

GMDN code

Wantai SARS-CoV-2 Ag Rapid Test (Colloidal Gold) - REF: WJ-2910,W1-2950

BE-CA01/1-90054-00008-IVD

64787

Manufacturer Authorized representative
Beijing Wantai Biological Pharmacy Qarad BV
Enterprise Co., Ltd. Cipalstraat 3
No. 31 Kexueyuan Road, Changping 2440 Geel
Belgium

District
102206 Beijing
China




Wantai SARS-CoV-2 Diagnostics

WANTAI SARS-CoV-2 Ag

Rapid Test (Colloidal Gold)

Rapid Test for Detection of SARS-CoV-2 Antigen

Uréeno pro analyzu stéru z nazofaryngu a orofaryngu

POKYNY K POUZITI

WJ-2910, WJ-2950

UCEL POUZITI

WANTAI SARS-COV-2 Ag Rapid Test (Colloidal Gold) je
test zaloZzeny principu imunochromatografie podélného
toku (lateral flow immunofluorescent assay, FIA), ktery
umoZfiuje kvalitativni detekci antigenu nukleckapsidu viru
SARS-CoV-2 ve vzorcich stéru z nazofaryngu (NF) a
orofaryngu (OF) odebranych do transportniho média
(TM).

Antigen SARS-CoV-2 je obecné detekovatelny v hornich
cestach dychacich v akutni fazi infekce. Pozitivni
vysledek svédéi o pfitomnosti virovych antigend. Pro
stanoveni diagnozy a uréeni infekénosti je nutné zvazit
klinické pfiznaky a anamnézu pacienta. Pozitivita testu
nevyluéuje soucasnou infekci jinym bakterialnim &
virovym agens. Detekovany virus nemusi zplsobovat
prezentované onemocnéni.

MNegativni vysledek je nutné povaZovat za orientacni a lze
jej potvrdit pomoci RT-PCR, pokud je to nutné pro dalsi
diagnostiku a léébu. Negativni vysledky nevylucuji
onemocnéni COVID-19 a nemély by byt uZivany jako
jedina metoda pro klinické rozhodovani a rozhodovani o
protiepidemickych opatfenich. Negativni vysledek je u
konkrétniho pacienta nutné hodnotit v kontextu pfipadné
expozice, anamnézy a klinickych pfiznaki COVID-19.

SHRNUTI

Coronavirus disease 2019 (COVID-19) je respiraéni
onemocnéni zpusobené virem SARS-CoV-2. Obvyklymi
pfiznaky jsou horecka, kasel, dusnost a dechové obtizZe.
V zavaZnych pfipadech miZe infekce zplsobit syndrom
nahlého selhani dychani (severe acute respiratory
syndrome, SARS), selhani ledvin &i smrt.

Koronaviry (CoV) jsou poéetnou skupinou vird, které
onemocnéni jako napf. Middle East Respiratory
Syndrome (MERS-CoV) nebo Severe Acute Respiratory

Syndrome (SARS-CoV). Novy koronavirus z roku 2019,
dfive znamy jako 2019-nCoV a nyni jako SARS-CoV-2, je
novym kmenem, ktery byl identifikovan jako plvodce
pandemie COVID-19.

PRINCIP ANALYZY

WANTAI SARS-COV-2 Ag Rapid Test (Colloidal Gold)
vyuZiva imunochromatografii kombinovanou s dvojitymi
protilatkami sendviéového uspofadani v kazeté.

Protilatky proti SARS-COV-2 jsou nataZeny na
nitrocelulézové membrané. S  koloidnim  zlatem
konjugované protilatky proti  SARS-COV-2  jsou

imobilizované suchem na destitce. Béhem testovani,
pokud je pfitomen antigen viru SARS-COV-2, vytvoii se
komplexy .protilatka — antigen — koloidnim zlatem
konjugovana protilatka® a tyto se agreguji v testovaci
zoné (T) a vytvoii éervenou linku. Pokud ve vzorku neni
nukleokapsidovy antigen SARS-CoV-2, newytvoii se
v testovaci zoné Zadna znacka. Sekundarni protilatky
nataZené na nitrocelulézové membrané u kontrolni
oblasti vychytaji koloidnim zlatem konjugované protilatky
a wvytvofi éervenou linku u kontrolni zéné (C), coZ je
potvrzenim validity testu.

KOMPONENTY

Komp Y WJ-2810 WJ-2950
Testovaci kazeta x10 x50
Extrakéni zkumavka x10 x50
Extrakéni é&inidlo pro

stérovou tyginku 6mL x1 lahv. 6mL x5 lahv.
Extrakéni  Einidlo  pro 6mL x1 lahv. 6mL x1 lahv.
transportni médium

Testovaci kazeta: Testovaci kazety jsou balené

v kapsitkach s desikantem. KaZda kapsitka obsahuje
jednu kazetu na jedno pouzZiti. Anti-SARS-CoV/-2
protilatky (anti-N protein) je nanesen na nitrocelulozové
(NC) membrané kazety.

Odbérova zkumavka: Prazdna zkumavka pro odbér
vzorku.

Extrakéni €inidlo: boratovy pufr, surfaktant.
Odbérovy pufr: boratovy pufr, surfaktant.
Dalsi: pfibalovy letak, pokyny k pouziti
Material, ktery neni soucasti baleni:
Stopky, pipeta a pipetové 3picky, stojan na zkumavky,
nezbytné osobni ochranné pracovni pomicky a vytérové
Stéticky.
ODBER VZORKU

Pozadavky na vzorek: Pfijatelnym vzorkem pro
testovani touto metodou je wvytér =z orofaryngu ¢&i

odbérového
inaktivatoru

nazofaryngu odebrany do
transportniho média (bez
guanidin-hydrochlorid).

pufru &
jako  napf.

Je nezbytné dodrZet spravnou metodu odbéru a pfipravy
vzorku. Vzorek odebrany vE&asné fazi po nastupu
klinickych pfiznakll obsahuje nejvétsi titr wiru; vzorky
odebrané déle neZz sedmy den po nastupu klinickych
pfiznaki maji vétsi pravdépodobnost negativniho
vysledku v porovnani s metodou RT-PCR. Nespravny
odbér vzorku & nespravna manipulace a transport miZe
vést k fale3né& negativnim vysledkum.

Odbér vzorku:

1. Vytér z orofaryngu ¢&i nazofaryngu: Je nutné pouzit
vytérovou $téticku uréenou pro dané agens (nepouZivejte
univerzalni). Hlavice S5téticky musi byt wvyrobena
z umélych vlaken, tyéinka samotna z plastu.

1.1 Wytér z nazofaryngu: PouZijte odb&rovou &téticku pro
vytér z nosni dutiny. Jemné otacejte a tlacte ty€inku
hluboko do nazofaryngu, nékolikrat pootoéte k ziskani
dostateéného mnozstvi vzorku. Viz obrazek 1.

Obrazek 1: Nazofaryngealni stér

1.2 Vytér z orofaryngu: Stfedné silnym tlakem setfete
odbérovou Stétickou zadni sténu hitanu a tonzil na obou
stranach. Nedotykeijte se jazyka.
2. Zpracovani vzorku: Po odbéru vzorku vioZte Stéticku
do pfibaleného odbérového pufru nebo do jiného
transportniho média.
Skladovani a transport vzorku: Vzorky odebrané do
transportniho média, analyzované do 12 hodin od odbé&ru
lze skladovat v teploté 2-8°C. Dlouhodobé skladujte
v teploté do -70°C. Nerozmrazujte vzorek vice neZ tfikrat.
Pfed testovanim nechte vzorek dosahnout pokojové
teploty. Rozmrazované vzorky je nutné pfed analyzou
dikladné promichat. Ujistéte se, Ze pokud je vzorek
odebiran do transportniho média, toto médium nesmi
obsahovat inaktivacni €inidla jako je napf. guanidin-
hydrochlorid, jinak miZe zplsobit nespravny vysledek.
SKLADOVANI A STABILITA

Testovaci sadu skladujte v teplot& od 2 °C do 30 °C.
Mevystavujte pfimému sluneénimu zafeni. Jednotlivé
komponenty sady jsou stabilni do data exspirace
uvedené na obalu. Nezmrazuijte.

BEZPECNOSTNi UPOZORNENI

WANTAI SARS-COV-2 Ag Rapid Test (Colloidal Gold)
je uréen pouze pro in-vitro diagnostiku
POUZE PRO PROFESIONALNI POUZITi

1. Tento test je uréen pouze pro in-vitro diagnostiku a je
nutné strikiné dodriet pokyny k pouZiti. Ujistéte se
pred pouzitim, Ze testovaci sada neni exspirovana
(datum exspirace je uvedeno na obalu jako ,EXP").
Testovaci kazetu nelze pouZit opakované.

2. NepouZivejte vzorky uloZené dlouho v pokojové
teploté, zapachaji nebo jevi jiné znamky bakterialni
kontaminace. Kontaminace wvzorku muiZe vést
k nespecifické reakci.

3. PouZité testy a komponenty je nutné likvidovat jako
infekéni nebezpeény odpad. Doporuéuje se
dekontaminace v autoklavu pfed likvidaci. Desikant a
aluminiovy obal nepouzivat vnitfné.

4. Nekonzumuijte stravu a napoje, nekuite v prostorach,
kde se manipuluje stesty & vzorky. Vyhnéte se
primému kontaktu rukou, oci a ust pfi odbéru vzorku a
testovani.

5. Pfi manipulaci se vzorky pouZivejte ochranné
pomiicky, celot&élovy ochranny plast, jednorazové
rukavice, ochranu o&i. Ddkladné& si umyijte ruce po
manipulaci se vzorky a testovacimi ginidly.

6. Personal pouzivajici tento produkt musi byt vySkolen
v imunochromatografickych ~ metodach, pouZivat
pfedepsané laboratorni a osobni ochranné pracovni
pomicky a dodriovat instrukce pro pouZiti této
testovaci sady. Personal musi byt dale wySkolen
v odecitani a interpretaci vysledku této metody.

7. Reagencie, vzorky a kazety lze pouZivat pouze pfi
pokojoveé teploté. Testovaci kazetu je nutné pouZit do
30 minut od vybaleni z ochranného obalu, aby se
zabranilo deldi expozici vihkému vzduchu (vihkost >
60 %), coZ miZe zkreslit vysledek testu. Pokud je sada
skladovana v teploté 2 — 8 °C, reagencie a testovaci
kazetu je nutné pfed pouZitim temperovat na
pokojovou teplotu, teprve potom vybalit z ochranného
obalu.

8. B&hem testovani je nutné, aby kazeta leZela na rovné
plode, aby se =zabranilo zrychleni & zpomaleni
lateralniho toku a ovlivnilo tak vysledek.

9. Krev a hlenovity material mohou nepfiznivé ovlivnit
vysledek testu.

10. Odeététe vysledek testu za 20 minut po vloZeni
materialu do kazety, ne pozdéji nez za 30 minut.

11.  Pokud je viskozita odebraného vzorku pfilis vysoka,
miZe to vést k abnormalnimu toku a ovlivnit vysledek.
U takovych vzorku zvyste objem extrakéniho €inidla na
20 kapek.



12. Razné odbéroveé Stéticky mohou absorbovat ruzny
objem tekutiny, coZ miZe wvést k nedostateénému
objemu pfipraveného vzorku, proto Stéticku Fadné
vyZdimeijte o sténu zkumavky. Pokud je pfesto objem
vzorku nedostateény, zvyste objem extrakéniho €inidla
na 20 kapek.

13. Neodchylujte se od popsaného postupu.

PROVEDENI TESTU
Pfed pouZitim zkontrolujte datum exspirace na baleni.
NepouZivejte testy s proslou dobou pouZiti.

Postup pro pfimé testovani z nazofaryngealniho nebo
orofaryngealniho stéru:

Krok 1

Oteviete vicko extrakéni zkumavky. Pfidejte 12
kapek extrakéniho €inidla pro stérovou tyéinku.
VioZte odbé&rovou §téticku do extrakéni
zkumavky. Dukladné Stétickou zamicheijte
v tekuting a vyZzdimejte ji o okraje zkumavky.
Stéticku bezpecné zlikvidujte. Zaviete vicko
zkumavky a tlakem doviete.

Vyjméte testovaci kazetu z obalu. Pfidejte 4
kapky extrahovaného vzorku z extrakéni
zkumavky do jamky testovaci kazety.
Odectéte vysledek testu za 20 minut po
naloZeni materialu do kazety, ne pozdé&ji nez za
30 minut.

Krok 2

Krok 3

Postup pro testovani nazofaryngedalniho nebo
orofaryngealniho stéru z transportniho média:

Cinidla pro transportni médium

Step 2 | Kalibrovanou pipetou odeberte 80pL
transportniho média z transportni zkumavky a
pfidejte ho do extrakéni zkumavky. Dobfe

promicheijte.

Step 3 | Vyjméte testovaci kazetu z obalu. Kalibrovanou
pipetou pfidejte B0pL extrahovaného vzorku
z extrakéni zkumavky do jamky testovaci
kazety. Odectéte vysledek testu za 20 minut
po naloZeni materialu do kazety, ne pozdéji nez

za 30 minut.

Krok 1| Oteviete vicko extrakéni zkumavky. Pfidejte 3
kapky extrakéniho ¢&inidla pro transportni

médium.

Krok 2 | Kalibrovanou  pipetou  odeberte  300pL
transportniho média z transportni zkumavky a
pfidejte ho do extrakéni zkumavky. Dobfe

promicheijte.

Krok 3| Vlyjiméte testovaci kazetu z obalu. Pfidejte 4
kapky extrahovaného wvzorku z extrakéni
zkumavky do jamky testovaci kazety.
Odectéte vysledek testu za 20 minut po
naloZeni materialu do kazety, ne pozdé&ji nez za

30 minut.

V pfipadé, Ze objem transportniho meédia neni
dostateény, postup pro testovani nazofaryngealniho
nebo orofaryngealniho stéru z transportniho média
Ize upravit nasledovné:

Step 1 | Oteviete vicko extrakéni zkumavky.

Kalibrovanou pipetou pfidejte 20pL extrakéniho

VYSLEDKY

Kontrola kvality: V kontrolni zéné& (C) se zobrazi jedna
Cervena linka, coZ je potvrzenim validity testu.

Neplatny vysledek testu: Pokud se kontrolni zéné (C)
nezobrazi Zadna linka, test je neplatny — zlikvidujte
kazetu a opakujte postup s novym vzorkem a novou
testovaci kazetou

Reaktivni vysledek: Jedna cervena linka se zobrazi
v testovaci zoné (T) a dal3i v kontrolni zéné (C). Jedna
se o potvrzeni, Ze tento test detekoval nukleokapsidovy
antigen SARS-CoV-2.

Nereaktivni vysledek: V testovaci zéné (T) se neobjevi
gervena linka, vkontrolni zéné (C) se objevi jedna
cervena linka. Jedna se o potvrzeni, Ze tento test
nedetekoval nukleckapsidovy antigen SARS-CoV-2.
Tento vysledek viak nevylucuje infekci virem SARS-CoV/-
2.

Non-reactive Reactive Invalid
T | T T je— T

Samotny vysledek ziskany pomoci testu WANTAI
SARS-CoV-2 Ag Rapid Test (Colloidal Gold) nelze
povaZovat za koneénou diagnézu COVID-19. Kazdy
reaktivni vysledek musi byt interpretovan spoleéné
s anamnézou pacienta a s vysledky dalSich
laboratornich testu. Dal$i testovani vSech reaktivnich

vzorki je poZadovano k potvrzeni kazdého
reaktivniho vysledku.
UKAZATELE SPOLEHLIVOSTI
Limit detekce (LoD) byl 230 TCIDso/mL.
Klinicka spolehlivost: Celkem 148 vzorku

z nazofaryngealniho a orofaryngealniho stéru

odebranych od 61 potvrzenych pfipadid COVID-19
vobdobi do 7 dni od nastupu pfiznaki a od 87
vylouéenych pfipadd COVID-19 (véetné 20 pfipadd
chfipky A/B) bylo analyzovano timto testem. Vysledky
testd byly porovnany s vysledky RT-PCR. Ukazatele
spolehlivosti byly nasleduijici:

Vysledku tohoto testu v porovnani s RT-PCR

RT-PCR

WANTAI Pozitivni MNegativni | Celkem
Pozitivni 57 0 57
Negativni 4 87 91
Celkem 61 87 148
Senzitivita 93.44% (95% CI: 84.32%-97 .42%)
Specificita 100.00% (95% CI: 95.77%-100.00%)
Specificita 100.00% (95% CI: 95.77%-100.00%)

Vysledky svéd&i pro senzitivitu 93.44% (57/61) a
specificitu 100.00% (87/87), coZ je dikaz dobré detekéni
schopnosti testu WANTAI SARS-COV-2 Ag Rapid Test
(Colloidal Gold) u pfipadl v éasném obdobi po zagatku
klinickych pfiznaki.

Zkfizena reaktivita testu WANTAI SARS-COV-2 Ag Rapid
Test (Colloidal Gold) byla hodnocena na panelu
respiraénich patogenu s vysokou prevalenci.

orofaryngu.

2. Spolehlivost testu zavisi na mnoZstvi viru ve vzorku
miZe a nemusi korelovat s vysledky kultivace viru ze
stejného vzorku.

3. Negativni vysledek miZe byt disledkem nizkého
obsahu antigenu ve vzorku pod detekéni hladinou
testu nebo nespravného odbé&ru & manipulace se
vzorkem. U vzorkd odebranych déle nez 7 dni od
nastupu klinickych pfiznaki se Zvysuje
pravdépodobnost negativniho vysledku. Negativni
vysledek testu nevyluGuje moznost nakazy virem
SARS-CoV-2.

4. Pozitivita testu nevyluCuje soucasnou infekci jinym
patogenem. Pozitivita testu nerozliuje mezi nakazou
virem SARS-CoV a SARS-CoV-2.

5. Spolehlivost testu nebyla hodnocena u pacientl bez
klinickych pfiznaki respiraéni infekce a mizZe se lisit u
asymptomatickych jedincu.

6. NedodrZeni postupu testovani muiZe neZadoucim
zplsobem ovlivnit vysledek testu nebo zapficinit jeho
selhani.

7. Vzorky je nutné odebirat do transportniho média bez
inaktivaéniho ¢inidla jako je napf. guanidin-
hydrochlorid. Mohou se nicméné vyskytovat i jiné
vlastnosti transportniho média, které mohou ovlivnit
vysledek testu. Pfed pouZitim transportniho média od

No. Patogen Vysledky jiného vyrobce se ujistéte, Ze nezpisobi nezadouci
N1 Staphylococcus aureus Neg odchylky.
N2 S.pneumoniae Neg REFERENCE
N3 Virus spalniéek Neg ) . . R
- — 1. Lauer, S.A_, et al. The bation peried of C. us di 2018
N4 Virus priudnic Neg (COVID-19) from publicly reported confirmed cases: estimation and
application.
NS Ad typ 3 - Neg doi: hitps://doi.org/10.7326/M20-0504
N6 Mycoplasma Pneumoniae Neg 2. Bo Diao et. al. Diagnosis of Acute Respiratory Syndrome Coronavirus 2
i Infection by Detection of Nucleocapsid Protein
N7 Parainfluenza 2 NeQ doi: hitps:/doi.ong/10.1101/2020.03.07.20032524
N8 HMPV Neg 3. https:fwww.who.int/ ies/di fnovel-coronavirus-2019
N9 Lidsl-q? koronavirus OC43 Neg CE ZNAMKYA SYMBOLY
N10 Lidsky koronavirus 229E Neg
N11 Bordetella parapertussia Neg In Vitro Diagnostic Medical Device j +2C~+30°C Storage Conditions
N12 Influenza B virus (Victoria) Neg
N13 Influenza B virus (Y série) Neg 8 et m s
N14 Influenza A H1N1(2009) Neg !
N15 Influenza A H3N2 virus Neg W Cantent Suficient For <ns Tests DE Instructions For Use
N16 Virus pta?[ ch [Ilpky H7N9 NeQ c € CE Marking -~ VDD S8/T9EC EC|REP| EU Authorized Representative
N17 Virus ptaéi chiipky H5N1 Neg
N18 EB virus Neg REF | cotsiog tumber v
N19 Enterovirus CA16 NeQ “ mig?gl(::l::ian-ﬂoaé Ch.angping Diistrict Bt;ij |ngc?E;2I;§6 China
N20 Rhinovirus Neg Tl +86-10-50528888, Fax: +86-10-89705849 '
J— EeER Lo

1. Test je uréen pro detekci pfitomnosti antigenu viru
SARS-CoV-2 ze stéru lidského nazofaryngu a
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Wantai SARS-CoV-2 Diagnostics

WANTAI SARS-CoV-2 Ag
Rapid Test (Colloidal Gold)

Rapid Test for Detection of SARS-CoV-2 Antigen

For nasopharyngeal (NP) and oropharyngoal (OP) swab specimens

INSTRUCTIONS FOR USE

WJ-2910, WJ-2950
INTENDED USE

The WANTAI SARS-COV-2 Ag Rapid Test (Colioidal
Gold) is a lateral flow immunochromatographic assay
intended for qualitative detection of SARS-CoV-2
nucleocapsid antigen in nasopharyngeal (NP) and
oropharyngeal (OP) swab specimens directly collected,
or collected in viral transport media (VTM).

SARS-CoV-2 antigen is generally detectable in upper
respiratory specimens during the acute phase of
infection. Positive results indicate the presence of viral
antigens, but clinical correlation with patient's history and
other diagnostic information is necessary to determine
infection status. Positive results do not rule out bacterial
infection or co-infection with other viruses. The agent
detected may not be the definite cause of disease.
Negative results should be treated as presumptive and
confirmed with nucleic acid assay, if necessary for
patient management. Negative results do not rule out
COVID-19 and should not be used as the sole basis for
treatment or patient management decisions, including
infection control decisions. Negative results should be
considered in the context of a patient’s recent exposures,
history and the presence of clinical signs and symptoms
consistent with COVID-19.

SUMMARY

Coronavirus disease 2019 (COVID-19) is a respiratory
disease caused by infection with the SARS-CoV-2 virus.
Common signs of infection include respiratory symptoms,
fever, cough, shortness of breath and breathing
difficulties. In severe cases, infection can cause
pneumonia, severe acute respiratory syndrome (SARS),
kidney failure and death.

Coronaviruses (CoV) are a large family of viruses that
cause iliness ranging from the common cold to more
severe diseases such as Middle East Respiratory
Syndrome (MERS-CoV) and Severe Acute Respiratory

Syndrome (SARS-CoV). The 2019 novel coronavirus,
formerly known as 2019-nCoV and now known as
SARS-CoV-2, is a new strain of coronavirus that was first
identified during the recent COVID-19 pandemic.

PRINCIPLE OF THE ASSAY

The WANTAI SARS-COV-2 Ag Rapid Test (Colloidal
Gold) employs lateral flow immunochromatography
combined with double antibody sandwich method in a
cassette format.

Antibodies to SARS-COV-2 are coated at the test line on
the nitrocellulose membrane, and colloidal gold
conjugated  antibodies to SARS-COV-2 are
dry-immobilized at the colloidal gold pad. During the
testing, if SARS-COV-2 nucleocapsid antigen present in
specimen, particles of "coated antibody - antigen -
colloidal gold conjugated antibody” will be formed, and
these particles aggregate at the Test Zone (T) to form a
red line. If there is no SARS-CoV-2 nucleocapsid antigen
in specimen, no red line will be formed at the Test Zone
(T). Secondary antibodies coated at the control line on
the nitrocellulose membrane can capture the collcidal
gold conjugated antibody to form a red line at the Control
Zone (C), which indicates the validity of the test.

COMPONENTS
Components WJ-2910 WJ-2950
Test Cassette x10 x50
Extraction Vial x10 x50
Swab Extraction Buffer SmL x1 vial 6mL x5 vials
VTM Extraction Butfer eml x1 vial 6l x1 vial

Test Cassette: Test cassettes are packed in foil pouches
with desiccant. Each foil pouch contains 1 cassette.
Single use only. Anti-SARS-CoV-2 antibody (anti-N
protein) is coated on NC membrane of the cassette.
Extraction Vial: Empty vial for the specimen extraction,
Swab Extraction Buffer: Borate buffer, surfactant.

VTM Extraction Buffer: Borate buffer, surfactant.
Others: Instructions for use

Materials required but not provided:

Timer, pipetior and tips, tube rack for specimens, any
necessary personal protective equipment, and microbial
swabs.

SPECIMEN COLLECTION

Specimen Requirements: Acceptable specimens for
testing with this kit include direct nasopharyngeal and
oropharyngeal swab specimens, or swab specimens
collected in VTM (without inactivator such as guanidine
hydrochloride).

It is essential that comrect specimen collection and

preparation methods be followed. Specimens obtained
early during symptom onset will contain the highest viral
titers; specimens obtained after seven days of symptoms
were more likely to produce negative results when
compared to an RT-PCR test. Inadequate specimen
collection, improper specimen handling and/or transport
may yield false negative results.

Sample Collection:

1. Nasopharyngeal and oropharyngeal swab: The swab
should be a special purpose microbial swab (do not use
common swabs). The head of the swab should be of
medical grade artificial fiber, the material of the shaft
should be plastic.

1.1 Nasopharyngeal swab: Use a microbial swab to
collect samples in the nasal area. Softly rotate and push
the swab, insert the head of the microbial swab deep into
the nasopharyngeal at the root of the nasal cavity, rotate
a few times to obtain an abundant sample. See image 1.

Image 1: Nasopharyngeal sampling
1.2 Oropharyngeal swab: Use a microbial swab to wipe
the posterior pharyngeal wall and tonsil on both sides
with moderate force, Avoid touching the tongue.
2. Specimen processing: After collecting the specimen,
insert the microbial swab into the swab extraction buffer
from this kit or other viral transport media.
Specimen Storage and Transportation: Specimens
collected in VTM, which will be tested within 12 hours,
can be stored at 2-8°C. For long-term storage, keep
under -70 C. Avoid multiple freeze-thaw cycles (no more
than 3 times). Before testing, balance the specimens at
room temperature, The frozen samples should be mixed
well before testing. Please note that if use VTM to collect
specimens, the VTM must not contain inactivator such as
guanidine hydrochloride, otherwise may cause the
incorrect results,

STORAGE AND STABILITY

Store the kit at temperature 2 °C to 30 C. Avoid direct
suniight. The kit components are stable until the
expiration date printed on the outer box. Do not freeze.

PRECAUTIONS AND SAFETY

The WANTAI SARS-COV-2 Ag Rapid Test (Colloidal
Gold) is for In Vitro Use Only (V0]

FOR PROFESSIONAL USE ONLY

1. This kit is only used for in vitro testing, and the
operation should be carried out in strict accordance
with the instructions. Make sure that the test is not
expired (EXP Date indicated on the kit box). The test
cassette cannot be reused.

2. Do not use the specimens that have been placed for
too long, bacteria and peculiar smell, so as to avoid
non-specific reactions caused by contamination of
specimens and bacteria,

3. All the waste and specimens should be treated in
case of transmitting disease and must be properly
disinfected (autoclaving is preferred) before disposal.
The desiccant in aluminum foil pouch cannot be taken
internally.

4. Do not eat, drink or smoke in the area where samples
and kit reagents are handled. Avoid any contact
between hands, eyes or mouth during sample
collection and testing.

5. Wear protective clothing such as laboratory coats,
disposable gloves and eye protection when handling
patient samples. Wash hands thoroughly after
handling specimens and kit reagents.

6. All laboratory personnel using the product must be
appropriately trained in immunoassay techniques and
use appropriate laboratory and personal protective
equipment when handling this kit and use your
product in accordance with the authorized labeling. All
laboratory personnel using the assay must also be
trained in and be familiar with the interpretation of
results of the producl.

7. Reagents, specimens and cassettes must be at room
temperature for testing. The test cassette should be
used within 30 minutes after it is taken out of the
package to avoid prolonged exposure to humid air
(humidity > 60%), which may affect the test result. If
the kit is stored at 2-8 C, the reagents and cassettes
should be balanced to room temperature before the
testing.

8. During the testing, the test cassette should be laid fiat
on the table, so as not to cause the lateral flow speed
of specimen to be faster or slower and affect the test
result.

9. Blood or mucoid substances may interfere the test,
resulting in incorrect results.

10. Read the test result at 20 minutes after the
specimen loading, but no more than 30 minutes.

11.  If the viscosity of newly collected swab specimen
is too high, it may lead to abnormal flow and affect the
performance, can increase the swab extraction buffer
to 20 drops.

12.  Different swab may have different liquid absorption,
which may cause insufficiency of sample volume,
please squeeze the swab vigorously as much as



possible. If the sample volume is still insufficient,
increase the swab exiraction buffer to twenty (20)
drops.

13. Do not modify the test procedure.

A55AY PROCEDURE

Check expiration date on outer box before using. Do not
use any test past the expiration date on the label.

Direct Masopharyngeal and Oropharyngeal Swab
Test Procedure:

Step 1 | Open the cap of the exiraction vial. Add twelve
(12) drops of swab extraciion buffer.

Place the swab into the extraction vial. Rotate
the swab vigorously to mix well, squeeze the
swab on the sides of the vial fo release the liguid
from the swab. Remove and properly discard
the swab. Close the cap of the vial and push
firmly onto the vial.

Take out the fest cassette from the foil pouch.
Add four (4) drops of extracted sample from the
extraction vial into the sample well of the test
cassefie. Read the test result at 20 minutes
after the specimen loading, but no more than 30
minutes.

Step 2

Step 3

Nazopharyngeal and Oropharyngeal Swab in Viral
Transport Media (VTM) Test Procedure:

Step 1 | Open the cap of the exiraction vial. Add three
[3) drops of VTM extraction buffer.

Collect 300pL of swab specimen with a
calibrated pipettor from the VTM tube to add into
the extraction vial, and mix well.

Take out the fest cassette from the foil pouch.
Add four (4) drops of extracted sample from the
extraction vial into the sample well of the test
cassefte. Read the test result at 20 minutes
after the specimen loading, but no more than 30
minutes.

Step 2

Step 3

For the situation that the sample volume in VTM is
not sufficient, Masopharyngeal and Oropharyngeal
Swab in Viral Trangport Media (VTM) Test Procedure
can be adjusted as follows:

Step 1 | Open the cap of the exiraction vial. Add 20pL of
WTM extraction buffer with a calibrated pipettor.
Collect 80pL of swab specimen with a calibrated
pipettor from the WTM fube to add into the
extraction vial, and mix well,

Take out the fest cassette from the foil pouch.
Add 80pL of exdracted sample with a calibrated

Step 2

Step 3

pipettor from the exiraction vial into the sample
wiell of the test cassetie. Read the test result at
20 minutes after the specimen loading, but no
more than 30 minutes.

RESULTS

Quality Control: One red line should appear next to the
Control Zone {C) indicating the validity of the test
Invalid test run: If no red line appears next to the Control
Zone (C), the test is invalid - discard the test and repeat
with news specimen and new cassette.

Reactive Results: One red line appears next o the Test
Zone (T) and another line next to the Contral Zone (C)
which indicates that SARS-CoV-2 nucleocapsid antigen
have been detected through using this test.

Non-reactive Results: Mo red line appears next to the
Test Zone (T) and one line appears next to the conirol
zone (C) which indicates that no SARS-CoV-2
nucleccapsid antigen have been detected with this fest.
However, this does not exclude the possibility from
infection with SARS-CoV-2.

L e Rbactnn Irvwinlec
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The reactive result obtained with the WANTAI SARS-
COV-2 Ag Rapid Test (Colloidal Gold) alone cannot be
the final diagnosis of COVID-19. Any reactive results
must be interpreted in conjunction with the patient

clinical history and another laboratory testing results.

Follow-up and supplementary testing of all reactive
specimens with other tests is required to confirm any
reactive result.

PERFORMANCE DATA

The limit of detection (LoD} of 20 pg/mL for this test was
established using limiting diluticns of the Nucleocapsid
Protein China Maficnal Reference Material of Corona
Vinug Disease 2019 (code: GEWIE)DS1097).

The limit of detection (LoD was 230 TCIDsp/mL.

Clinical Performance: Total 143 samples included
cropharyngeal swabs and mnasopharyngeal swabs
collected from 61 confimned COVID-19 cases within 7
days of onset and 37 excluded COVID-19 cases
(incleding 20 influenza A/B cases) were evaluated with
this kit. The test resulizs were compared with the test
results by RT-PCR, the clinical performance is as follows:

Test resulis between this kit and the RT-PCR

ANT, RT-PCR
VWANTAI Positive MNegative Total
Positive 57 0 57
Megafive 4 a7 Ll
Total &1 a7 148
Pesitive Percent .
Agreement (PPA) 93.44% (95% Cl: 84.32%-97.42%)
MNegative Percent .
Agreement (NPA) 100.00% (95% Cl: 95.77%-100.00%)

The resulis show that the positive percent agreement of
the test was 93.44% (57/61) and the negative percent
agreement was 100.00% (87/87), which indicates that the
WWANTAI SARS-CONV-2 Ag Rapid Test (Colloidal Gold)
has a good detection rate for cases of the eanly disease
onset.

The cross-reactivity of the WANTAI SARS-COWV-2 Ag

Rapid Test (Colloidal Gold) was evaluated by testing of a
panel of high prevalence respiratory pathogens.

Mo, Pathogen Resulis
M1 Staphylococcus aureus Heg
M2 5 pneumoniae Heg
M3 IMeasles vinus Heg
M4 Mumps virus Heg
M5 Ad type 3 Heg
MG Mycoplaa Pneumoniae Heg
N7 Parainfluenza virus 2 Heg
ME HMPY Heg
Mg Human coronavirus OC43 Heg
10 Human coronavirus 225E Heg
H11 Bordetella parapertussia Heg
M12 Influenza B virus (Mictoria ) Heg
M13 Influenza B virus (Y series) Heg
M14 Influenza & H1M1{2005) Heg
H15 Influenza A HIMN2 virus Heg
M16 Avian influenza virus H7M9 Heg
M7 Avian influenza virus HaM1 Heg
M18 EB virus Heg
H19 Enterovirus CA16 Heg
20 Rhinovirus Heg
LIMITATIONS

1. The fest is used for the detection of SARS-Co\-2
nucleccapsid anfigen from human nasopharyngeal
swab and cropharyngeal swab.

2. Test performance depends on the amount of virus in

the sample and may or may not correlate with viral
culfure resuliz performed on the same sample.

3. A negative rezult may occur if the level of antigen in a
sample is below the detection imit of the test or if the

5.
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sample was collecied or fransported impropery.
Sample collected after day 7 of iliness are more likely
to be negative. A negative test result does not
eliminate the possibility of SARS-Cov-2 infection.

. A positive test result does not rule out co-infections

with other pathogens. Positive test results do nof
differentiate between SARS-CoV and SARS-CoV-2.
The performance of this test has not been evaluated
for use in patients without signs and symptoms of
respiratory infection and performance may differ in
asymptomatic individuals.

. Failure to follow the Test Procedure may adversely

affect test performance andfor invalidate the test result.

. Specimens should be collecied into VTM without

inactivator such as guanidine hydrechloride. Howewver,
there are sfill circumstances that could affect testing
results. Please evaluate VTM  from different
manufacturers before using it.
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Ovéreni zplsobilosti rapid testl pouZitych ve studii
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#P BEMAl.cz Zavér: rapid test WANTAI pro

: detekci anti-SARS Cov2 protilatek
robustné detekuje protilatky i pFi
aplikaci nestandardniho objemu
pliné krve v rozsahu 10x nizsi aZ 5x
vys3i (1-50 pl) nei je doporuceno
vyrobcem.

gy

e v

. Metodické zazemi a zajisténi kontroly
Studie SARS-CoV-2-CZ-Preval kvality u populaéni prifezové studie

Sledovani imunitni odpovédi u pacienti s s

covid-19 a zajisténi kontroly kvality

CAVE: pfi pretizeni testu vysokym objemem krve dochazi
ke zvySeni zabarveni pozadi, na kterém pak mie byt
slabi pozitivita méné viditeln.

Hodnoceni kvality provedeni navitévou v mistech testovani:

Ovéfeni a validace postupu sledovani imunitni Studie kolektivni imunity SARS-CoV-2-CZ-Preval

odpovédi u pacientl s covid-19

Vytiodnocen COV-MA1 posmwr g A ALl
Externi hodnoceni kvality stanoveni anti-SARS-Cov-2 protilatek
Brnénska kovidova koordinaéni skupina (“BRKOKDS") rapid testem v odbérovjch stanech bylo provedeno pomoci 2
- spoluprice obou fakultnich nemocnic [FN 8ma, FNUSA), MOU, BBMRI-CZ, LF MU stepfch veorkl fepelaf ina ktivovans sés, oenacen fako COV-
IM1aCOv-IM2.
FB Brno - pacienti, screening, lécba, sérum, u kterého byla provedena detekce protilatek pomoci 1/ Sou‘hrn: Komrolm’hq t'es!ovénf detekce
FMUSA - centrum pro nejtéisi pacienty rapid testu WANTAI, a 2/ kvantitativni imuncanalyzy CLA anti-SARS Cov2 protilatek rapid testem
MOL - multioborowé labaratore, wzkumnd infrastruktura Banky klinickych vzork( (SNIBE diagnostics). formou externi hodnoceni kvality se
N . & i & (https:/jh ri.cz/] testovani: ( i Vi
BBMRI-CZ - Material pacientd z obou FN zpracovan a uloden v Bance klinickych vzork( (httos:/fwww.bbmri.cz/) :;ﬂﬁmr’::'::“ mru'u'ovadél oo 26¢astnilo 8 odbérovych mist (Brno 1a2,
) ) mist, proved! i -m:, r ﬁ:‘zﬂ Litoméfice, IKEM, Praha — Katefinskd,
\ﬂ:u&:::::ﬁgn;m;zz? stavu jsme mili prvni kvantitativni wysledky vivoje tvorby Bt s ol tohrtaca bybs eieknichy sy Litovel, Uni¢ov, Olomouc 2). Celkova
B Jednetinyen ) k whodnoceni na Oddélen laboratorni mediciny MOU. Gisp&&nost byla 100 % pfi reportovani
Kontrolni testy v odbérovych probéhly 24. a 28. 4. 2020.
Vyhodnoceni na zakladé dodanych reporti a P ya rapid testu a 100 %
vysledkil probéhlo 28.4. 2020. pfi hod zaslané f
o P f
Dynamika vyvoje hladiny Zavéry
koncentrace protilatek i % 5 19 Ja peoveditelng a
v Ease informativni. Provedend studie nabizi i moZnost opakovaného testovani v Case,
Ii bude-li to epidemiologicka situace vy
lif [ imunoct grafické testy tzv. rapid testy (analogie téhotenského

testu) jsou pfi spravné ha vhodné ke

[T ————

V blizké budoucnosti Ize oéekavat, Ze se na trhu objevi fada novych technologii
jicich rychlou di: iku tohoto onemocnéni (rapid PCR testy, dal$i
vyvoj imunologickych kvantitativnich testd).

AN K U pacientd s vyraznou a pfetrvavajici tvorbou protilatek IgG se Ize domnivat, ze
) = N 4 = jejich plazma muZe poslouZit jako specificky léebny pFipravek pro pacienty s
o] R tézkym prabéhem covid-19.




