c Test Kit fiir neuartiges Coronavirus-Antigen
(kolloidale Gold-Methode)
(Bedienungsanleitung)
[PRODUKTNAME]
Test Kit fiir neuartiges Coronavirus-Antigen(kolloidale Gold-Methode)
[LIEFERUMFANG UND SPEZIFIKATION]
20 Tests/Karton (1Test/Beutel x20 Beutel) ,40 Tests/Karton
(1Test/Beutel x40 Beutel)
[VERWENDUNGSZWECK]
Fiir den qualitativen In-vitro-Nachweis von
SARS-CoV-2-Nukleokapsid-Antigen in Mundfliissigkeit direkt von
Personen, die innerhalb der ersten fiinf Tage nach Auftreten der
Symptome von ihrem medizinischen Betreuer auf COVID-19
verdichtigt werden. Dieser Test ist nur fiir die Verwendung durch
klinische Labore oder Mitarbeiter des Gesundheitswesens fiir
Point-of-Care-Tests vorgesehen, nicht fiir Heimtests.
Das schwere akute respiratorische Syndrom- Coronavirus- 2
(SARS-CoV-2) ist ein umihiilltes, nicht segmentiertes
Positiv-Sense-RNA-Virus. Es ist die Ursache der
Coronavirus-OKrankheit (COVID-19), die fiir den Menschen
ansteckend ist. SARS-CoV-2 hat mehrere Strukturproteine,
einschlieBlich Spike (S), Hiille (E), Membran (M) und Nukleokapsid
(N).
Das Antigen ist in oralen Fliissigkeitsproben wihrend der akuten Phase
der Infektion nachweisbar. Positive Ergebnisse weisen auf das
Vorhandensein viraler Antigene hin, aber die klinische Korrelation mit
der Patientengeschichte und anderen diagnostischen Informationen ist
notwendig, um den Infektionsstatus zu bestimmen. Positive Ergebnisse
schlieBen eine bakterielle Infektion oder eine Co-Infektion mit anderen
Viren nicht aus. Der nachgewiesene Erreger ist moglicherweise nicht
die eindeutige Ursache der Erkrankung.
Negative Ergebnisse sollten als Vermutungen behandelt werden, die
eine SARS-CoV-2-Infektion nicht ausschliefen und nicht als alleinige
Grundlage fiir Entscheidungen zur Behandlung oder zum
Patientenmanagement, einschlieBlich Entscheidungen zur
Infektionskontrolle, verwendet werden sollten. Negative Ergebnisse
sollten im Zusammenhang mit den jiingsten Expositionen eines
Patienten, der Anamnese und dem Vorhandensein von klinischen
Anzeichen und Symptomen, die mit COVID-19 iibereinstimmen,
betrachtet und gegebenenfalls mit einem molekularen Assay fiir das
Patientenmanagement bestitigt werden.
Nur fiir den in-vitro-diagnostischen Gebrauch. Nur fiir den
professionellen Gebrauch
[TESTPRINZIP]
Das Test Kit fiir neuartiges Coronavirus-Antigen von JOYSBIO
Biotechnology verwendet eine Immunocapture-Methode. Es wurde
entwickelt, um das Vorhandensein oder die Abwesenheit von
SARS-CoV-2-Nukleokapsidproteinen in Mundfliissigkeitsproben von
Patienten mit Anzeichen und Symptomen einer Infektion, bei denen
der Verdacht auf COVID-19 besteht, nachzuweisen.
Hauptbestandteile:  Der  durch  kolloidales Gold  markierte
Anti-Nukleokapsid-Protein-Antikérper und Hiihner-IgY, die mit
Anti-Nukleokapsid-Protein- Antikorper beschichtete
Nitrozellulosemembran und Ziegen-Anti-Hiihner-IgY-Antikorper.
Wenn die Proben verarbeitet und in die Testvorrichtung gegeben
werden, binden die in der Probe vorhandenen SARS-CoV-2-Antigene
an die mit kolloidalem Gold konjugierten Antikorper im Teststreifen.
Die Antigen-Konjugat-Komplexe wandern iiber den Teststreifen in den
Reaktionsbereich und werden von einer Linie der an die Membran
gebundenen Antikorper eingefangen. Eine Farbbande zeigt sich, wenn
sich Antigen-Konjugat an der Test-"T"-Position und an der
Kontroll-"C"-Position auf dem Gerit ablagert.

d. Die Probe wird am besten nach dem Aufstehen in den frithen
Morgenstunden entnommen.
e. Nicht innerhalb von 1 Stunde vor der Probenentnahme essen und

f. Die Sammelbeutel nach der Probenentnahme nicht zuriick in die
Verpackungshiille der Sammelbeutel legen.

5. VorsichtsmaBnahmen

a.  Zur Verwendung in der In-vitro-Diagnostik.

b. Dieser Test ist nur fiir den Nachweis von SARS-CoV-2-Antigen

nicht fiir andere Viren oder Erreger.

c. Alle Proben als potentiell infektios behandeln. Beim Umgang mit
den Proben, diesem Kit und seinem Inhalt die allgemeinen
Vorsichtsmafinahmen befolgen.

d. Korrekte Probenentnahme, -lagerung und -transport sind fiir
korrekte Ergebnisse unerlisslich.

e. Die Testkarte bis kurz vor dem Gebrauch versiegelt in ihrem
Folienbeutel lassen. Nicht verwenden, wenn der Beutel beschidigt

f.  Das Kit nicht nach Ablauf des Verfallsdatums verwenden.

g. Komponenten aus verschiedenen Kit-Chargen nicht mischen.

h. Die benutzte Testkarte nicht wiederverwenden.

i.  Unzureichende oder unsachgemifle Probenentnahme, Lagerung
und Transport konnen zu falschen Testergebnissen fithren.

j. Die Proben nicht in viralen Transportmedien zur Probenlagerung

k. Alle Komponenten dieses Kits sollten als biologischer Sondermiill
entsprechend den bundes-, landes- und ortsiiblichen Vorschriften

1. Die zur Herstellung der positiven Kontrollprobe verwendeten
Losungen sind nicht infektids. Patientenproben, Kontrollen und
Testkarten sollten jedoch so behandelt werden, als ob sie Krankheiten
iibertragen konnten. Die festgelegten Vorsichtsmafnahmen gegen
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[LAGERUNG UND STABILITAT]

1.Bei 2~30°C im verschlossenen Beutel bis zum Verfallsdatum
aufbewahren, die Giiltigkeit betridgt vorlaufig 24 Monate. Nicht
einfrieren.

2. Die Testkassette sollte innerhalb von 1 Stunde nach Entnahme aus
dem Aluminiumfolienbeutel verwendet werden.

3. Von Sonnenlicht, Feuchtigkeit und Hitze fernhalten.

[PROBENENTNAHME UND HANDHABUNG]

1.  Probenentnahme und -vorbereitung

Die orale Fliissigkeitsprobe sollte mit dem mit dem Kit gelieferten

Sammelbeutel entnommen werden. Die korrekten Methoden zur

Probenentnahme und -vorbereitung miissen befolgt werden. Mit

diesem Assay sollten keine anderen Entnahmegerite verwendet werden.

Proben, die frith wihrend des Auftretens der Symptome entnommen
werden, enthalten die hchsten Virustiter; Proben, die nach fiinf Tagen
nach Auftreten der Symptome entnommen werden, fithren mit groferer
Wabhrscheinlichkeit zu negativen Ergebnissen im Vergleich zu einem
RT-PCR-Assay.  Eine  unzureichende  Probenentnahme, eine
unsachgemifle Probenbehandlung und/oder ein unsachgemiBer
Probentransport konnen zu einem falsch negativen Ergebnis fiihren.

2. Probentransport und -lagerung

Frisch entnommene Proben sollten so schnell wie mdoglich, jedoch
nicht spiter als eine Stunde nach der Probenentnahme, verarbeitet
werden.

3. Entnahme von Mundfliissigkeitsproben

entspannen Sie hre Wangen und
massieren Sie die Wangen mit den
Fingern fiir 15-30 Sekunden sanft. Legen
Sie die Zunge an den Ober- und
Unterkiefer und die Wurzeln, um die
Mundfliissigkeit anzureichern.

a. Vor der Entnahme der Mundfliissigkeit /
=i

[KOMPONENTE ]
bereitgestellte Materialien:
KOMP . .
ONENT 20Tests/Kit 40Tests/Kit Hauptkomponente
Der durch kolloidales
Gold markierte
20 Tests/Kit | 40 Tests/Kit | “ni-Nukleokapsid-Pr
Testkart otein-Antikorper und
(1Test/Beute (1Test/Beute " L
e 1 20 Beutel) 1 x40 Beutel) Hiihner-IgY, die mit
cute cute Anti-Nukleokapsid-Pr
otein-Antikorper
beschichtete

b.  Spucken Sie die Mundflissigkeit y
vorsichtig in den Sammelbeutel, die { /
Probe ist nun bereit fiir die Verarbeitung ~
mit dem Kit.

4.DOs and DON’Ts der Probenentnahme

a.Proben so schnell wie moglich nach dem Auftreten der Symptome
sammeln.

b.Die Proben sofort testen.

c.Nur die mit dem Kit gelieferten Sammelbeutel verwenden.

mikrobielle Gefahren bei der Verwendung und Entsorgung beachten.
m. Bei der Durchfiihrung jedes Tests und bei der Handhabung von
Patientenproben  geeignete  personliche — Schutzausriistung  und
Handschuhe tragen. Die Handschuhe zwischen der Handhabung von
Proben wechseln, bei denen ein Verdacht auf COVID-19 besteht.

n. UNGULTIGE ERGEBNISSE koénnen auftreten, wenn ein
unzureichendes Volumen des Extraktionsreagenzes in die Testkarte
gegeben wird. Um sicherzustellen, dass ein ausreichendes Volumen
abgegeben wird, das Flaschchen senkrecht halten und die Tropfen
langsam hinzugeben.

o. Die Sammelbeutel im Kit sind fiir die Verwendung mit dem Test Kit
fiir neuartiges Coronavirus-Antigen (kolloidales Gold) zugelassen.
Verwenden Sie keine anderen Sammelbeutel.

p- Das in diesem Kit verpackte Extraktionsreagenz enthilt
Kochsalzlosung, Detergenzien und Konservierungsmittel, die Zellen
und Viruspartikel inaktivieren. Die in dieser Losung eluierten Proben
sind nicht fir die Kultur geeignet.

[TESTVERFAHREN]

1. Das Testkit, die Probe muss vor dem Test bei Raumtemperatur
(15~30°C) sein. Das Kit ist nur fiir Mundfliissigkeitsproben bestimmt,
die direkt entnommen und getestet werden (d. h. Mundfliissigkeit, die
NICHT in Transportmedien eingelegt wurde).

2.Frisch entnommene Proben sollten innerhalb von 1 Stunde
verarbeitet werden.

«Schritt 1:

Bitte schrauben Sie die Pufferflasche ab und
driicken Sie den gesamten alle 2 flasche puffer
in das Extraktionsreagenzglas.

«Schritt 2:

Den  Tropfer  senkrecht  halten  und
Mundfliissigkeit aus dem Sammelbeutel ziehen
und 3 Tropfen Mundfliissigkeit in das
Extraktionsrohrchen geben.

*Schritt 3: é. l
Griindlich mischen, indem der Boden des J n
Rohrchens geschwenkt oder geschnippt wird. ﬁ -
Das/Die Extraktionsrohrchen in ein Gestell im | J || lT
vorgesehenen Bereich des Arbeitsplatzes ‘ 5!
stellen. o L-»‘J

«Schritt 4:

Den Folienbeutel abreiflen, die Testkassette
herausnehmen und die Testkassette auf eine
saubere und ebene Fliche stellen. Die |
Testkassette und ein Extraktionsrohrchen fiir
jede zu testende Probe oder Kontrolle | {
beschriften.

«Schritt 5 r o -
Den geriffelten Korper des Rohrchens leicht
zusammendriicken und drei (3) Tropfen der
verarbeiteten Probe in die Probenvertiefung
geben.

«Schritt 6

Die Testergebnisse zwischen 15 und 20
Minuten ablesen. Die Ergebnisse nicht nach
20 Minuten ablesen.

HINWEIS: Keine Rohrchen oder Spitzen von einem anderen
Produkt oder von anderen Herstellern verwenden.
[INTERPRETATION DER TESTERGEBNISSE]

1.POSITIV: Zwei Linien sind vorhanden. Eine farbige Linie sollte
sich im Bereich der Kontrolllinie (C) befinden, eine farbige Linie
erscheint im Bereich der Testlinie (T). Positive Ergebnisse deuten auf
das Vorhandensein von viralen Antigenen hin, aber die klinische
Korrelation mit der Patientenanamnese und anderen diagnostischen
Informationen ist notwendig, um den Infektionsstatus zu bestimmen.
Positive Ergebnisse schliefen eine bakterielle Infektion oder eine
Co-Infektion mit anderen Viren nicht aus. Der nachgewiesene Erreger
ist moglicherweise nicht die eindeutige Ursache der Erkrankung.
2.NEGATIV: Nur eine farbige Kontrolllinie ist vorhanden. Negative
Ergebnisse sind priasumptiv. Negative Testergebnisse schlieBen eine
Infektion nicht aus und sollten nicht als alleinige Grundlage fiir die
Behandlung oder andere Entscheidungen zum Patientenmanagement,
einschlieBlich Entscheidungen zur Infektionskontrolle, verwendet
werden, insbesondere bei Vorliegen klinischer Anzeichen und
Symptome, die mit COVID-19 iibereinstimmen, oder bei Personen, die
mit dem Virus in Kontakt waren. Es wird empfohlen, dass diese
Ergebnisse durch ein molekulares Testverfahren bestdtigt werden, falls
dies fiir das Patientenmanagement erforderlich ist.

3.UNGULTIG: Die Kontrolllinie erscheint nicht. Unzureichendes
Puffervolumen oder falsche  Verfahrenstechniken sind  die
wabhrscheinlichsten Griinde fiir den Ausfall der Kontrolllinie. Das
Verfahren iiberpriifen und den Vorgang mit einer neuen Testkassette
wiederholen. Wenn das Problem weiterhin besteht, stellen Sie die
Verwendung des Testkits sofort ein und wenden Sie sich an Ihren
ortlichen Handler.

4.Ergebnisbestimmungszeit: Das Ergebnis sollte innerhalb von
15~20 Minuten nach Zugabe der Probe in die Probenvertiefung
beurteilt werden; das nach 20 Minuten angezeigte Ergebnis ist

ungiiltig.
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(Das Bild dient nur als Referenz)
[EINSCHRANKUNG DER TESTMETHODE ]
1. Dieses Produkt ist nur fiir einen qualitativen Test und eine
Hilfsdiagnose geeignet.
2. Die Testergebnisse dienen nur als klinische Referenz und sollten
nicht als die einzige Grundlage fiir die klinische Diagnose und
Behandlung sein. Die klinische Behandlung von Patienten sollte in
Kombination mit ihren Symptomen, korperlichen Anzeichen,
Anamnese, anderen Labortests, therapeutischer Reaktion und
epidemiologischen Informationen beriicksichtigt werden.
3. Die Benutzer sollten die Proben so schnell wie moglich nach der
Probenentnahme testen.
4. Positive Testergebnisse schlieBen Co-Infektionen mit anderen
Erregern nicht aus.
5. Die Testergebnisse sollten mit der klinischen Vorgeschichte,



epidemiologischen Daten und anderen Daten, die dem den Patienten
beurteilenden Arzt zur Verfiigung stehen, korreliert werden.
6. Ein falsch-negatives Testergebnis kann auftreten, wenn die
Konzentration des viralen Antigens in einer Probe unter der
Nachweisgrenze des Tests liegt oder wenn die Probe unsachgemifl
entnommen oder transportiert wurde; daher schliet ein negatives
Testergebnis die Moglichkeit einer SARS-CoV-2-Infektion nicht aus.
7. Die Menge des Antigens in einer Probe kann mit zunehmender
Krankheitsdauer abnehmen. Proben, die nach dem 5. Krankheitstag
entnommen wurden, sind mit groBerer Wahrscheinlichkeit negativ im
Vergleich zu einem RT-PCR-Assay.
8. Die Nichteinhaltung des Testverfahrens kann die Testleistung
beeintrichtigen und/oder das Testergebnis ungiiltig machen.
9. Die Inhalte dieses Kits sind nur fiir den qualitativen Nachweis von
SARS-CoV-2-Antigenen aus Mundfliissigkeitsproben zu verwenden.
10. Die Leistung des Kits hingt von der Antigenbelastung ab und
korreliert moglicherweise nicht mit anderen diagnostischen Methoden,
die mit derselben Probe durchgefiihrt werden.
11. Negative Testergebnisse sind nicht dazu gedacht, andere virale oder
bakterielle Infektionen, die nicht SARS-CoV-2 sind, auszuschlieBen.
12. Positive und negative pridiktive Werte sind stark von den
Privalenzraten abhidngig. Positive Testergebnisse stellen eher
falsch-positive Ergebnisse in Zeiten geringer/keiner
SARS-CoV-2-Aktivitit dar, wenn die Krankheitsprivalenz niedrig ist.
Falsch-negative Testergebnisse sind wahrscheinlicher ausgefallen,
wenn die Privalenz der durch SARS-CoV-2 verursachten Erkrankung
hoch ist.
13. Dieses Kit wurde nur fir die Verwendung mit menschlichem
Probenmaterial evaluiert.
14.  Monoklonale Antikorper konnen SARS-CoV-2-Viren, die
geringfiigige Aminosidureverdnderungen in der Zielepitopregion
erfahren haben, nicht oder mit geringerer Empfindlichkeit nachweisen.
15. Die Leistung dieses Tests wurde nicht fiir die Verwendung bei
Patienten ohne Anzeichen und Symptome einer Infektion evaluiert und
die Leistung kann bei asymptomatischen Personen unterschiedlich
sein.
16. Es wurde nachgewiesen, dass die Sensitivitit des Tests nach den
ersten fiinf Tagen nach Auftreten der Symptome im Vergleich zu einem
RT-PCR SARS-CoV-2 Assay abnimmt.
17. Negative Ergebnisse sollten als prasumptiv behandelt und, falls
erforderlich, mit einem molekularen Assay fir das klinische
Management, einschlieBlich der Infektionskontrolle, bestitigt werden.
18.  Die Empfehlungen zur Probenstabilitit basieren auf
Stabilititsdaten von Influenza-Tests und die Leistung kann sich von
SARS-CoV-2 unterscheiden. Benutzer sollten Proben so schnell wie
moglich nach der Probenentnahme testen, und zwar innerhalb einer
Stunde nach der Probenentnahme.
19. Die Validitit des Kits wurde fiir die Identifizierung/Bestitigung
von Gewebekulturisolaten nicht nachgewiesen und sollte in dieser
Eigenschaft nicht verwendet werden.
[LEISTUNGSCHARAKTERISTIKA]
1. Klinische Leistung
Die Leistung des Kits wurde mit 362 oralen Fliissigkeiten ermittelt,
die prospektiv von einzelnen symptomatischen Patienten mit
Verdacht auf COVID-19 gesammelt und eingeschrieben wurden. Wie
bei allen Antigen-Tests kann die Leistung mit zunehmender Anzahl
von Tagen seit Symptombeginn abnehmen.
Orale Fliissigkeit wurde wie in der Gebrauchsanweisung des Kits
beschrieben gesammelt und gehandhabt. Alle Proben wurden
ausgewihlt und dann sequenziell in einer verblindeten Weise getestet.
Die Leistung des Kits wurde mit den Ergebnissen eines
kommerziellen molekularen Assays verglichen.
Das Kit ergab eine Sensitivitdt von 95,10% und eine Spezifitit von
100%.

Tabelle 1. Klinische Studienergebnisse ab Auftreten der Symptome

Genauigkeit=(97+260)/362x100%=98,62%
Kappa=2x25220/ 52250=0,97>0,5

2. Assay-Kreuzreaktivitit

gab keine Kreuzreaktion mit potenziell
kreuzreaktiven Substanzen auer dem SARS-Coronavirus.

Kreuzreaktivitidt: Es

PCR Komparator
Reagenztestergebnisse [ positiv negativ | Zwischensumme
positiv 97 0 97
negativ 5 260 265
Zwischensumme 102 260 362
Positive Prozentuale Ubereinstimmung (PPA)= 97/102(95,10%)

(95%CI: 88,9%~98,4%)
Negative Prozentuale Ubereinstimmung (NPA)= 260/260(100%)
(95%CI: 98,6%~100%)

Tabelle 2:  Ergebnisse der Kreuzreaktivitit
Potentieller Konzentration Kreuzreaktivitit
Kreuzreaktant Getestet (JA/NEIN)
1,6x 10°
Influenza A TCIDy/mL NEIN
1,6x 10°
Influenza B TCIDy/mL NEIN
Human coronavirus 1,6 x10°
HKU1 TCIDsy/mL NEIN
Human coronavirus 1,6 x10°
0C43 TCIDyy/mL NEIN
Haemophilus 2.2x 10°
influenzae TCIDsy/mL NEIN
. 2,1x10°
MERS-coronavirus TCIDsy/mL NEIN
SARS-coronavirus 3,2x 10’ PFU/mL JA
. 1,5x 10°
Adenovirus C1 TCIDyy/mL NEIN
. 1,5x 10°
Adenovirus 71 TCIDsy/mL NEIN
. . 42x10°
Candida albicans CFU/mL NEIN
Respiratorisches 51x10°
Synzytial-Virus TCIDsy/mL NEIN
. 54x10°
Enterovirus TCIDsy/mL NEIN
. 22x 10°
Malaria CFU/mL NEIN
12x10°
Dengue TCIDyy/mL NEIN
Human coronavirus 1,7x 10°
NL63 TCIDgy/mL NEIN
Human coronavirus 22x10°
229E TCIDg/mL NEIN
Streptococcus 1,1 x 10°
pneumoniae CFU/mL NEIN
- . 1,0x 10°
Pneumocystis jirovecii TCIDsy/mL NEIN
Legionella 1,4x10°
pneumophila CFU/mL NEIN
Chlamydia pneumoniae 1,1 x 10°IFU/mL NEIN
Human 11x
Metapneumovirus S NEIN
(hMPV) 10°TCIDsy/mL
. . 1,0x 10°
Parainfluenza virus 1 TCIDgy/mL NEIN
. . 1,0x 10°
Parainfluenza virus 2 TCIDyy/mL NEIN
. . 3,5x10°
Parainfluenza virus 3 TCIDyy/mL NEIN
. . 1,4x10°
Parainfluenza virus 4 TCIDgy/mL NEIN
Rhinovirus 1,3 x 10’ PFU/mL NEIN

Mycoplasma 1,8x 10° NEIN 5: Die_Negativ_— und. Posilivkgm.rollen zum Schutz des Bedieners auf
pneumoniae CFU/mL die gleiche Weise wie d{e Pat‘lenlenpmben bel‘mndelnA
- 6. Den Test nicht in einem Raum mit starker Luftstromung
Bordetella pertussis 1,5x 10 NEIN du.rchfiihren, d.h. mit einem elektrischen Ventilator oder einer starken
CFU/mL Klimaanlage.
Mycobacterium 1,0 x 10° NEIN [ERKLARUNG DER ETIKETTEN]
tuberculosis CFU/mL gl—vnro— Sich
—— iagnost iche
Gep;({)lvle mi:.lfschhllche ische Gebrauchs Katalog #
asenwasche: Anwend [:B:I anweisung
reprasentativ fiir die 100% NEIN ung
normale mikrobielle
Flora der Atemwege 0x10° Chargen Verfallsdat Herstelld
. . 1,0x nummer um & atum
Streptococcus pyogenes CFU/mL NEIN LOT g
3.P iell end Storsul Nicht Zwisch Von
SARS-CoV-2-Antigenproben wurden mit einer der folgenden wiederv 2 legof(n: Sonnenlic
Substanzen in bestimmten Konzentrationen versetzt und in mehreren erwende | o _:‘L’:‘ ht
Replikaten getestet. Es wurde keine falsche Positivitidt oder falsche n . agern /iL\ fernhalten
Negativitit mit den folgenden Substanzen gefunden: ’
Autorisi
Storsubstanzen Kon'zentral Storsubstanzen Kon;emra utorisie
ion tion rte
Vertretun
Vollblut 5% Dexamethason 0,7mg/mL Ve Trocken Hersteller ginder
- halten ’ européisc
d e hen
Flunisolid 7,1Ing/mL Muzin 0,54% [=]=] Gemeinsc
Vs haft
Nasentropfen 17%v/Iv Orangensaft 100% . .
(Phenylephrin) CE-Ken Biologisc
nzeichnu ‘.,% hes
Rebetol 48ug/mL | AfrinOxymetazolin) | 14%v/v C€E ng G| Risiko
Relenza 290 ng/mL Mundspiilung 2% [GRUNDINFORMATIONEN]
. 1,1 .
Tamiflu Koffein Img/mL
ug/mL d
JOYSBIO(Tianjin) Biotechnology Co., Ltd.
Tobryamycin ng’;;le Mupirocin 12 mg/mL
Adresse: Tianjin International Joint Academy of Biotechnology&
33,7
Tee L Coca-Cola /
mg/ml Medicine 9th floor No.220, Dongting Road, TEDA 300457 Tianjin
Milch 11,5% Zahnpasta / China
4.Nachweisgrenze (ANALYTISCHE SENSITIVITAT)
Die Nachweisgrenze fiir den Test Kit f @ r neuartiges Tel: +86-022-65378415
Coronavirus-Antigen betrigt 3,2 x 10°TCIDso/mL.
Die Nachweisgrenze fiir den Test Kit f i r neuartiges

Coronavirus-Antigen wurde mit limitierenden Verdiinnungen des aus
Zellkulturen stammenden neuartigen Coronavirus ermittelt. Das
Material wurde in einer Konzentration von 1,3 x 10° TCIDsy/mL
geliefert. Eine erste Studie zur Bereichsfindung wurde durchgefiihrt,
bei der die Gerdte mit einer 10-fachen Verdiinnungsreihe getestet
wurden. Es wurde eine Konzentration gewihlt, die zwischen der
letzten Verdiinnung, die 3 positive Ergebnisse liefert, und der ersten,
die 3 negative Ergebnisse liefert, liegt. Unter Verwendung dieser
Konzentration wurde die Nachweisgrenze mit einer 2-fachen
Verdiinnungsreihe weiter verfeinert. Die letzte Verdiinnung, die 100%
Positivitit zeigte, wurde dann in weiteren 20 Replikaten getestet, die
auf die gleiche Weise getestet wurden.

5.Hook-Effekt:

Im Rahmen der Nachweisgrenze-Studie wurde die hochste
Konzentration der Probe (1,3 x 10° TCIDso/mL) getestet. Es wurde
kein Hook-Effekt festgestellt.

[WARNUNGEN]

1. Ein negatives Ergebnis kann auftreten, wenn das in der Probe
vorhandene SARS-CoV-2-Virus unterhalb der Empfindlichkeit des
Kits liegt.

2. Nicht fiir das Screening von Spenderblut geeignet.

3. In Bereichen, in denen Proben oder Kit-Reagenzien gehandhabt
werden, darf nicht geraucht, getrunken oder gegessen werden.

4. Alle Proben und Materialien, die zur Durchfithrung des Tests
verwendet werden, als biologisch gefdhrlichen Abfall entsorgen.

Adresse: Koningin Julianaplein 10,1e Verd,2595AA, The

Lotus NL B.V.

Hague,Netherlands.
[DATUM DER GENEHMIGUNG UND ANDERUNG DER IFU]:

November-2020
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IEFTEEER (RiR) EYRIBIRAR, RUAKR. £, HE2 MdRIEAERESHEARL, T
2010Fp3Z, FEE6000 5, ~AEIEEICFDATAEFOZEN 1SO13485:2016/ EN 1SO13485:
2016/AC: 2016/REEEARFRINE, FAHRINENE REFRARIL. KEHREREE, HiEHT
BT REMBEE SIFWHEXRINE. ARBMMIKER T HRRIENRATE. SR
Wiz AFFAFE., FALRRIEPCRES, FRTEER (FEE) ABZIZMRSE, SEMINHAA
ETSMRAFEN/ L HRER dfE. RESHESHTY, BIEEFI39I, HPREEFIIE
PF32MFNRAZ(EIN 2T, EIREEMSE, A8E82010 "5 SACFDAEMHES, BRB7I R
FRBCEIEH,

JOYSBIO (Tianjin) Biotechnology Co., Ltd. is a Chinese R&D-based biotechnology company that
develops, manufactures, and supplies high-quality medical in-vitro diagnostic (IVD) rapid test kits
as well as revolutionary customized solution kits to all parts of the world. Founded by a team of
professionals with many years of combined technical,marketing/sales, operational and
manufacturing expertise in this industry, we offer high quality but cost-effective rapid test kit.Our in
vitro diagnostic products screen for a wide range of targets, including infectious diseases, tumors,
cardiac abnormalities, drug abuse and fertility. Our focus is to expand our markets internationally
by forming strategic alliances and entering into partnerships with distributors worldwide.  Joysbio
has established a comprehensive Quality Management System that is an applicable international
standard (EN ISO 13485), ensuring top quality test results and accuracy. Also, our products are
CE and CFDA certified.

OV SBIO
®
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Extensive experience in respiratory infectious disease test kits

10FRMAE. SEFITFIRBEERHIgMEFLIA
HAEMREFEN, ZTIFREER
s | gMILIRIE = IR B ERB =K
ErssmiEAhE, RRIZREENEECE AL
(ANFHR SRR gMBUIRTE = FA. b
RRFRIgMIUAIEN~=RF) .

10 years of colloidal gold, 8 years of
experience in R&D and production of IGM
antibody kits for respiratory infectious
diseases, and Numbers of IGM antibody
test kits for respiratory infectious diseases
have obtained the national third-class
medical device registration certificate and
also obtained the EU CE certification.(Such
as:Mycoplasma Pneumonia IgM Antibody
Test Kit . Chlamydia pneumonia IgM
Antibody Test Kit)

BERE2016FEFHMEHFATUVER,
BITI1SO 13485t AR IEFRRFIAYR
EARRKINE, RBETEITEIHRS
8= RIAZ T EFREST 88 MEREKE,
fFRISO13485tRENERXR (BEFHTE
EtFIE) .

As early as 2016, our company has
passed the quality system certification of
the infectious disease series in the
1ISO13485 standard, indicating that our
products in the infectious disease series
have reached the international medical
device quality level and meet the
requirements of the 1ISO13485 standard
(including COVID-19 IgG/IgM Rapid Test
Kit ).

TR RRSRERER, HATEES
FEIRIEES%E GMILARIS AT & 25,
IR A& HFT B R PR S L ARG L =
fn (COVID-19 IgM/IgG Rapid Test Kit
(Colloidal Gold)) , BUET ZMERET
FMEEAZNESEHES, REEE
HOFIEHR, FHREHIZATAR.

After the outbreak of COVID-19 , our
company quickly developed COVID-19
IgM/IgG Rapid Test Kit (Colloidal Gold)) with
many years of experience in research and
development of IGM antibody test kits of
respiratory infectious diseases. which have
obtained A number of international medical
device quality system certifications and
registration certificates ,And exported to all
over the world ,in the meantime , It is
approved by the market .

HJVE, BARSITHIREERRIOIHFIAFAM A, EPRERRBINER. JENmRAa
| N P EsE=2 o | [ Ta =2 m A A 8
In recent years, our company is committed to the research and development of respiratory infectious disease rapid

tests, including influenza A test kit, influenza B test kit, syncytial virus rapid test kit has been developed successfully.
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JOYSBIO Enterprise Qualifications
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Business license
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national high-tech enterprise certification
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Medical device manufacturing license
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Medical device manufacturing license
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Registration Form for Foreign Trade Operators

BRETHRUMEZEFTERILE

The second type medical device operation record certificate

B oREITBRSEZREIL : WHINEELEEERTILE

S — &5 ARG 911201 16553445456F

s mEBiIRmS: 02572078 EHOElRE
REGT:  HREAURLE£20194018% "
EEEGYER | EABE (R LHRARAD
e — g e T T e T ==t 17 #eEaExEikx JOYSBIO(Tianjin)Biotechnology Co. Ltd
ﬁﬂz* IEJE&ﬁI (*ﬁ) ﬂiﬂﬂﬁﬁmﬂ’ﬂ ; e e o
T BRUARE WEEBaness)| TRHEAE
= ﬁ% E A TR B 22048 T h AT A A B A S i Ll
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Registration Certificate of Customs Declaration Unit of the People's Republic of China

P AREHEBRRRBALEMEICIES
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Registration Form for Foreign Trade Operators
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Enterprise Qualifications V

TUVZR ISO13485[ R ETRAZKINIE

1ISO 13485 Quality System Certification

TOVRheinland TOVRheinland
Certificate w
T - Doc 1/1, Rev 0
The Certification Body of ‘ TUV Rheinland
| TUV Rheinland LGA Products GmbH LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

hereby certifies that the organization

| JOYSBIO (Tianjin) Biotechnology

Co., Ltd. | Attachment to
Tianjin International Joint Academy Certificate |
of Biotechnology & Medicine 9th Floor Registration No.:  SX 60143180 0001
No.220, Don%tmq' Road, TEDA Report No.: 16806278 004
3004 ianjin
P.R. China Organization: JOYSBIO (Tianjin) Biotechnology
Co., Ltd.
| . . .
has established and applies a quality r t system for medical devi Tianjin International Joint Academy
S rmqu:?ali;um:‘zg:;fp: e of Biotechnology & Medicine 9th Floor
[ No.220, Dongting Road, TEDA
(see attachment for scope) 300457 Tianjin
P.R. China
Proof has been furnished that the requirements specified in
Scope: Design and Development, Manufacture and Distribution of
In Vitro Diagnostic Test Kits used in the Detection of
EN ISO 13485:2016 Cancer, Cardiac Markers, Fertility Testing, Pregnancy

Testing, Drugs of Abuse, Sexually Transmisgsible Agents,
Infection Diseases including Home Use In-vitro Diagnostic |

are fulfilled. The quality management system is subject to yearly surveillance: Medical Devices
Effective Date 2020-06-07
Certificate Registration No SX 60143180 0001

An audit was performed Report No.: 16806278 004

This Certificate is valid until 2022-10-12

Certification Body

Certification Body |

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-06-05

(( DAkkS
- Aunumumnpu-ne
D-IM-14165-01-02

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 NUrnberg

Tel: +49 221 8061371 Fax: +48 221 006-3935 a-misl cerl-vahodyoe luv com hilp fwww luy.

| Date: 2020-06-05

4 ORI DU0R B TN LAY 8 N A s Sebpm, S i S A Y e
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Seven products passed CE Certification

CE Technical Documentation Review Report

Applicant: JOYSBIO Biotechnology Co., LTD
Tianjin International Joint Academy of Biotechnology
& Medicine 9th flocr No.220, Dongting Road, TEDA,
300457, Tianjin, China

Report Number: 16806167.001
Examination intent: Examination the completeness of the Technical
= D to the

n Vitro Diagnostic Medical Devices Diractive
BB/TREC Annex Il

Product(s): Myoglobin/Creatinekinase-MB/Cardiac Troponin |
Tast Kit (Colloidal Gold)

Type(s)Model(s). —

Classification: Other IVD products

(according to manulacturer's declaration)
Examination period: July.04.2016
Date of axpiry: July.03,2021

Review result: During the examination of the provided Tachnical
Documentation (Mo : CE-JSWD-004, Revision 1.8,
Dated 2016-Jul-15) no Non-compliance according to
the requirements of the In Vitro Diagnostic Medical
Devices Directive 08/79/EC Annex Il was detected.

To e s

i
i
i
i
i

TOVRheiniand

fload, East 3t
100022 PRCHNS  pmail inf05Rd ch ev.cam Idmmet: Migciwwes che hav com

OVsSBIO

W

EC Certificate TOVRheiniand
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60114453 0001

Report No.: 16806278 001
Manufacturer: JOYSBIO (Tianjin) Biotechnology
Co., Ltd.

Tianjin International Jiont Academy

of Biotechnology & Medicine 9th Floor
No.220. Dongting Road, TEDA
300457 Tianjin

China

Products: - Pregnancy Tests for pelf testing
- Ovulation Urine Tests for self testing
- Pecal Ocqult Blood Tests for self teating

Expiry Date: 2021-16-12

The Notified Body hareby declares that the requiromants of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC hava bsen met for the listed products. The sbove namad menufacturer has established
and applies o quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, soction & of the foromentioned diractive, For placing on the market of List A devices coversd by
this certificate an EC design-axamination certificate according to Annex IV, section 4 and a

verlfication of manufactured products according to section 6 s required.

Effective Date: 2017-06-07

Date: 2017-06-07

TOV Rheinland LGA Products GmbH is a Notified Body sccording to Directive 98/79/EC
conceming In vitro disgnostic medical devices with the identification number 0197,

A

TOVRheinland

CE Technical Documentation Review Report

icant: JOYSBIO (Tianjin) Biotechn Ltd.
oyl Tianjin I nbmnaihnal.m ) Joint mog:nquu(':o., Biotechn:
& Medicine 9th Floor No.220, Dongting Road, TE!
300457 Tianjin, China

Report Number: 50271688.001

Examination intent: Examination the completeness of the Technical
Documentation according to the requirements of the
In Vitro Diagnostic Medical Devices Directive
9B/7T9/EC Annex Il

Product(s): ‘g:lgolmnl Pallidum Antibody Test Kit (Colloidal
Tuberculosis Antibody Test Kit (cnllnldnl Gnld)
Iwo ma Pneumonia IgM Antibody Test
(Colloidal Gald)
(Colloidal Gold)

Type(s)Model(s): —

Test Kit

Classification: Other IVD producls
(accarding to manufacturer's declaration)

Examination period: Sep.25.2019
Date of expiry: Sep.24.2024
Review resuilt: During the Asd Technical

examination
Dowmmun {No.: OE—\ISW n 0.0,
20 9-Sep-20, CE-JSWD-006, lelnnﬂ 0,

Dnlnd 20193* jance acmru to
the raqu of ﬂnln Vitro Dg im
Q8/T9EC Annex I was detected.

Sk, Bl oK ool e o Tel, (BGI0ESESSGE0  Fax (BG1C)G566 6667
fiosd, Ghaoyang District, Belfing, 100022, mo*u bt =
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Production Capacity

WBE=AGMPESEF~%E
It has 3 GMP

grade of clean production
workshops

OV SBIO

W

Hr=EE5075 AR

Daily capacity is about 500,000 tests per day

MFEEMINTE
2 automatic processing
lines

T AS0A, B9850 Afn
50 production workers, daily
capacity is about 500,000 tests per
day
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Production Workshop
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COVID-19 Test Kit

#B3EIAmE (COVID-19) IgG/IgM vl iHAIE (BRIFEX)
COVID-19 IgG/IgM Rapid Test Kit (Colloidal Gold)

70MM

20MM

22 Nsx o5 | S DU

Appearance of single rapid test kit

= (Height) : 70MM % (Width): 20MM

c € 1 test / pouch

COVID-19 1gG/IgM Rapid Test Kit (Colloidal Gold)

Y, ® (0 s ] pom f

FA A AR 40 S AR A G IE THI
Single test Aluminum foil bag packaging(Front side )

NG el Wil = bep g ak: s gi]
Single test Aluminum foil bag packaging(Back side )

BAGENFEERE

Aluminum foil bag Package of single test
{<(Length):120MM  #&(Width): 60MM
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. COVID-19 Test Kit "4
FESNIXF20 M EES R THIE
Product package size (BOX)

Product package size:
Length:190mm et
Width:60mm =

Height:120mm
Weight:168g ““‘{;,m (E
20 tests kit / pox

Include: Test kit (20 pcs/box)

COvID- '
D-19 lgG/Igm Rapid Test kit (Colloidal Gold)

INDVCD I~ i~
JOYSBIO(Tianjinig

3

@
#
A

:mrecr‘momgy Co. Lty ?
190mm

: 60mm G
120mm
1689

® o =

358

FEE: 20 AfpElhinFlE
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FhESMiRF1000 AR EEER TS
Product package size (CARTON)

Product package size:
Length:639mm
Width:395mm
Height:325mm
Weight:9700g

Include: 50 box ,1000 PCS
(product &carton)

F&8: 508, 1000 A /7




.) COVID-19 Test Kit N
BAMENRASRAH (FEH)

Ingredients for single serving test kit (Need to customize)

il MR e R B Fr Pk,
Test Kit Sample Diluent Dropper Alcohol Wipes Lancet



COVID-19 Test Kit N
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Detectable Samples

st M>RiF2

Whole blood serum \ plasma
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B ARG BN nS&EISNGELE, RINBETF
JOYSBIO COVID-19 IgG/IgM Rapid Test Kit Advantages

EEEEER, TR

SEPRMELEERIEMER T

eSS

3
B
i

4~30 BECEERF

ISR

l

153 e ISR

MR EXRT I

HRIE AR E

Simple sample collection , no processing
required

Weak positive result is clear

Simple operation

Normal temperature transport

Storage at 4°C -30 °C

Competitive price

Test result will come out in 15 minutes

The test results are clear and intuitive

Operate according to the instruction
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COVID-19 Test Kit . = .
- BATAGSHIEINF=R s
JOYSBIO COVID-19 IgG/IgM Rapid Test Kit Advantages

Az BinEEn?

RAANRBIYRS R AMFRERSS BN ERRIKEH, ARG TRASTERERELAM NG ERZIgMIENE,
tRESFERRRERG, WA EIgGIENIE FAIFMZIgMFNlg GXEREIN, —MAFI 2 EEHUFFTLA EINSERE, RIS
BRTHERSNIE, BHAERGEIERIRAR. ERSIH, RRRIRDRIRHR, AFR5EE, XRRESTRES
RAIEHE, BATIEITFIEBRNLHER, XWERA AR RINTEIL, SEEHFRI5%LLL!

Why should we choose*“antibody test kit” ?

After infection, the body's immune system will produce immunoglobulin automatically , within seven days after infection can produce
immunoglobulin M, What we called this detection method is IgM test, After seven days or a second infection to produce immunoglobulin
G, what we called this is 1gG test .We are double detection of IgM and IgG,one kit can detect two antibodies simultaneously , its more
convenient. At the same time, it is more helpful to calculate the time of infection and accurately screen the people exposed during the
infection. In the early stage of infection, antibodies are less , commonly call as “weak Positive” At this stage which is easy to miss
diagnosis , however we can detect out, that is our test kit ’'s Selling point and advantage, what's more , comprehensive accuracy can up
to more than 95% .

detection of antibody |[gM | €= [gM+IgG € IgG > | [gM+1gG | &= [gG —>
] fever
= (After several years
3 —
i — | IgG antibddy
E — reinfect with virus
€ —] incubation .
% o IgM antibod \'
©
® — \
= IgM antibod
11
I | I | I | I I I I I | I
-14 -7 0 7 14 21 28 35 42 -14 -7 O 7 14 21 28 35
1T T Days after symptoms Days of reinfection
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HYESERRSIE, BARERIBRA R

For the characteristics of virus variation, we take the solution , as follows:

TR DRI BEAT AN AR S R RF A, T T _E DR ER LA AR i P B PR RR ), Bk S
AR KGR, B SBURSA R EREM S I #X—ER, Ha ARyl
B EAT AR e AR e AT TR BRI A, PRIE 777 s AR 1, R4t G
EAUREIE R SR ORIDSENE oall Finp S G T vl SELEL Y

Due to coronaviruses have the property of constantly mutating, Most antibody test kits on the market have a
single limitation ,which is easy to lead to “missing detection ” due to virus mutation .However, the antibody test
kit produced by our company has the exclusive technology of “bidirectional fusion” for mutation and non-
mutation.This can gurantee the absolute stability of the test kit, at the same time for the virus infection of the
variation and non-variation can be timely detected, to avoid “missing detectio.

-
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COVID-19 Test Kit

RASH (BIEFR)

JOYSBIO COVID-19 Test Kit Data Sheet

\_JCJ‘:"'EEIC)
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1R IR HT FU 45 R

2.1gM K45 R

T, PCRISELIIRES ’
IgMia IR . oy &it
B R it o el Al PR 152 4 156
FRtE B Bt 30 214 244
TgG+/ TgM+ 148 0 148 e 182 o8 400
R TeG-/Tg+ b . 8 R (PPA)=IgM a4 /PCR ik
IgG+/Tght- 18 5 2 REUE (PPA)= 152/182 (83.52%) (95%CI:77.3%~88.6%)
BAE TgG—/TgM- 12 209 221 M (NPA) = IgM Bt /PCR A
&it 182 218 400 FE M (NPA)= 214/218 (98.17%)  (95%C1:95.4%~99.5% )
REE (PPA)= (IgM [AIEAD 19G FATE)/(PCR BATE) 3.1gG 0 &5
REFE (PPA)= 170/182 (93.41%) (95%CI1:88.8%~96.5%) ) PCRyFHL S }
IgGH&IES ait
FRTE (NPA) = (IgM FATEAT 19G FRTE)(PCR FATE) PR A1
FESE (NPA)= 209/218 (95.87%) (95%C1:92.3%~98.1%) R 166 B 171
H 16 213 229
Gt 182 218 400

R (NPA)= 213/218 (97.71%)

REE (PPA)=IgG FHE/PCR FAHE

REE (PPA)=166/182 (91.21%) (95%CI:86.1%~94.9% )
S (NPA) =1gG FAfE /PCR BHE
(95%C1:94.7%~99.3%)
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COVID-19 Test Kit A4

BASH (HUER)
JOYSBIO COVID-19 Test Kit Data Sheet

" e 2.IgM Results
1.0verall Clinical Study Results 9
R — - PCR Comparator ——
PCR Comparator eagent test results of IgM Tone = e ubtota
Reagent test results Subtotal posilive 152 1 4 156
negative 30 214 244
positive IlgG+/IgM+ 148 0 148 Subitotd] 1 ey 1 218 400
IgG-/igM+ 4 4 8
|g G+l gM- 18 5 23 Positive Percent Agreement (PPA)= IgM positive /PCR positive
= Positive Percent Agreement (PPA)= 152/182 (83.52%)
negative IgG—IlgM' 12 209 221 Negative Percent Agreement: (NPA) = IgM negative /PCR negative
Subtotal 182 218 400 Negative Percent Agreement (NPA)= 214/218 (98.17%)
Positive Percent Agreement (PPA)= (IgM positive or IgG positive)/(PCR positive)
" e v s 3.IgG Results
Positive Percent Agreement (PPA)= 170/182 (93.41%)
Negative Percent Agreement: (NPA) = (IgM negative and IgG negative)/(PCR negative) PCR Comparator
Reagent test results of IgG = - Subtotal
Negative Percent Agreement (NPA)= 209/218 (95.87%) positive negative
positive 166 5 171
negative 16 213 229
Subtotal 182 218 400
Positive Percent Agreement (PPA)= IgG positive /PCR positive
Positive Percent Agreement (PPA)= 166/182 (91.21%)
Negative Percent Ag it: (NPA) = IgG negative /PCR negative
Negative Percent Ag it (NPA)= 213/218 (97.71%)
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IEcEF RS NRNHE FREIRE
JOYSBIO COVID-19 IgG/IgM Rapid Test Kit Intended Use

HARIMEHOUA LI, MRFMBEFEARTRIFEDIRZES (COVID-19) I9G/IgM HifRA., AMEE (VHtInRLIN =R E
IPARBEGNEER, MERBERNER. SEREME, WEE—SH2, SEREMPE, WAREHRBSRITEE. X
HAIZARENERN HieAkSE., BNESIRRRMEEMBAIESEE N TERE DT,

For in vitro qualitative determination of the content of COVID-19 IgG/IgM antibody in human serum, plasma and whole blood. This test is
only provided for use by clinical laboratories or to healthcare workers for point-of-care testing, and not for at home testing. A positive test
result requires further confirmation, and a negative test result cannot rule out the possibility of infection. The test results of this kit are
only for clinical reference. It is recommended to conduct a comprehensive analysis of the patient's condition in combination with clinical

manifestations and other laboratory tests.

" ﬁv CE 20 test kit /b, ’
Rapid :

CoviD-19 18G/1gM Rapid Test Kit (Colloidal Gold)

Sensitive

LA

Accurate ®

Convenient
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(ERRAEER
JOYSBIO COVID-19 IgG/IgM Rapid Test Kit Test Method

£ MAEZAR N %77 &

Whole Blood Test Method

c c C c @ c c c
G G G G G G G G
/ § 0 8 M W M M M M M M
© C s © C= s
® T o O o L T o O ) Negative (-) Positive (+)  Positive (+)  Positive (+) Invalid(x) Invalid(x) Invalid(x) Invalid(x)
’s\gr‘:‘gg“‘!v‘:{]hde Blood into E Add diluent into sample well ~ Within 15~20 minutes E] The results were observed at room temperature for 15-20 minutes.
TEDMFEF IO 20uL 2 MR TENIREE NN R FF15-200 EZRT, 15F 205 RN R
EEE 3 i 2
& s M 3R A RGN % 7 B
Plasma or Serum Test Method
c Cc (o] Cc c c Cc
G G G G
u 0 M M M M M
OCDi|l | ©C:? : U
. ) - :
- = O D = = 6 o = Negative (-) Positive (+)  Positive (+)  Positive (+) Invalid(x)  Invalid(x) Invalid(x) Invalid(x)

Add 10ul Plasma or serum E Add diluent into sample well ~ With in 15~20 minutes B The results were observed at room temperature for 15-20 minutes.
into sample well

FENFENIA0 uLEMAFA ENHFEIAF RHRER F515-20538 E=RT, 15Z2005FHRIEBUHENILER
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BOM&EH | COVID-19 1g6/IgM Rapid Test Kit (Colloidal Gold)
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Our COVID-19 rapid test kits can be found on the website of China Chamber of Commerce
for the import and export of medical and health products

B aFEEl BT ANEIMRENESGERIETMRE~EIWEZER, aJLIEERKEO

Our company's COVID-19 IgG/IgM Rapid Test Kit is listed in "Name List of Medical Devices and Supplies
Companies with Certification/Authorization from other Countries"
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JOYSBIO COVID-19 IgG/IgM rapid test kit (colloidal gold) product developed by our company has entered
the publicity list recommended by FIND

COVID-19 DIAGNOSTIC PIPELINE

JOYSBIO COVID-19 IgG/IgM Rapid Test Kit(Colloidal Gold) is listed
as FIND(Foundation for Innovative New Diagnostics) recommendation.
For fast and accurate test,this product is a wise choice.

FINDES

Because diagnosis matters COVID-19 WHO WE ARE ~ WHAT WE DO ~

wncssss || woLecuRASsAYS The JOYSBIO COVID-19 IgG/igM

rapid test kit (colloidal gold) product

¢ ok Lok L developed by our company has

o Jeha Lades LLF
| Sigia Bl | s Ol LW e

i e e e s entered the publicity list

* JOYSBIO (Tianjin) Biotechnology Co.Ltd. COVID-19 lgG/gM Rapid Test Kit(Collgidal Gok

*  dnbisas Medsal myviversed Co Lid 7 Sl ol

S — 8a recommended by FIND (Innovative

FIND is the Foundation for Innovative New Diagnostics. New Diagnostic Foundation).
FIND is a WHO Collaborating Centre for Laboratory Strengthening and
Diagnostic Technology Evaluation.

This document is for publicity only,and shall not be usd for customs
clearance,sales and other purposes.For details,please refer to the
FIND official website: www.finddx.org/covid-19/pipeline

Manufacturer:JOYSBIO(Tianjin)Biotechnology Co.,Ltd.

Address:9th Floor,Tianjin International Jiont Academy of Biomedicine,
No.220, Dongting Road, TEDA, Tianjin,300457 ,P.R.China

Website:www.joysbio.com
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CE Certification of COVID-19 IgG/IgM Rapid Test Kit

JOVWsSBIO

W

CIBG
Ministerievan Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

Lotus NL B.V.

T.a.v. de heer X. Wei
Koningin Julianaplein 10
2595 AA 's-Gravenhage

Datum: 12 mei 2020
Betreft: aanmelding In-vitro diagnostica

Geachte heer Wei,

Op 29 april 2020 ontving Ik uw notificatie krachtens artikel 4, eerste lid van het
Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam
JOYSBIO (Tianjin) Biotechnology Co., Ltd met Europees gemachtigde Lotus NL
B.V. onderstaand product als in-vitro diagnosticum op de Europese markt te
brengen.

um onder nummer:

Het product staat als in-vitro

COVID-19 IgG/IgM Rapid Test Kit (Colloidal Gold)
(geen merknaam) (NL-CA002-2020-50908)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD.

In alle verdere corr bet b rmeld product verzoek ik u
dit nummer te vermelden. Aan dit nummer kunnen geen verdere rechten
ontleend worden, het dient alleen om de notificatie administratief te
vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage II) bij Richtiijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de dische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

Farmatec

Bezoekadres:
Heftoren
Rignstrast 50

2515 XP Den Haag

T 070 340 6161

htto://hulomddelen. farmatec.ol

Inlichtingan bij:
RAC. O

medsche_hulpmiddelend

mirvews.ol
Ons kenmerk:
CIBG-20201797

Bijlagen

Pagina I van 2

. Afdelingshoofd

DF M.J. van de Velde

Notificatie van in-vitro medische hu impliceert dat de
fabrikant, JOYSBIO (Tianjin) Biotechnology Co., Ltd de CE-conformiteitsmarkering
heeft aangebracht op het desbetreffende product alvorens het in een EU-lidstaat
In de handel te brengen. Zodoende garandeert Lotus NL B.V. dat het in-vitro
diagnosticum voldoet aan de essentiéle eisen zoals opgenomen in bijlage I bij
Richtlijn 98/79/EG (en in het daarmee corresponderende onderdeel 1 bij het
besluit)

Volledigheidshalve wijzen wij u erop dat een in-vitro diagnosticum moet voldoen

aan de eisen uit het BIVD. Het BIVD is gebaseerd op Richtlijn voor in-vitro

diagnostiek, 98/79/EG. Met name wijzen wij u op de Nederlandse-taaleis zoals

deze in Nederland geldt, de eisen voor het ter beschikking houden van de
technische documentatie en de plicht tot het hebben van een Post Marketing
u en vig .

Tot siot merk ik op dat met uw notificatie - de istrati ie als
fabrikant - en deze brief geen sprake is van een oordeel over de status of
kwalificatie van uw product: notificering betekent niet dat daadwerkelifk sprake is
van een in-vitro diagnosticum in de zin van de onderhavige wet- en regelgeving.
In de gevallen kan de { en Jeugd (IGJ),
belast met het toezicht op de naleving van het bij of krachtens de wet bepaaide,
een standpunt innemen over de status van een product, waarbij het volgens vaste
jurisprudentie ui aan de nationale rechter is om te bepalen of een
praduct onder de definitie van in-vitro diagnosticum valt.

De Minister voor Medische Zorg en Sport,
namens deze,

Farrgatec

Dhr. M.). van de Velde

Paging 7 van 7
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COVID- 194147~ mFDA-EUAERR 1, BATHEISNHERSEH ANVISA iEiHILE
Acknowledgment Letter of FDA-EUA Brazil ANVISA Registration Approval

30/05/2020 SEVANVISA - 1034634 - Oficio
2% u.s. FOOD & DRUG .= ANVISA
ADMINISTRATION ™ Agéncia Nacional de Vigilincia Sanitiria

Quarta Diretoria
Coordenagdo de Autorizagdo de Funcionamento de Empresas
S.LA. Trecho 5, Area Especial 57, Brasilia/DF, CEP 71.205.050
Telefone: 0800 642 9782 - www.anvisa.gov.br

Acknowledgment Letter
Oficio n? 138/2020/SEI/COAFE/DIRE4/ANVISA
7172020
Iven Wang
% Assunto: Priorizagdo Covid-19
Aurora Biomed Inc. e "
1001 E Pender Street Referéncia: Caso responda este Oficio, indicar expressamente o Processo n? 25351.910630/2020-97.
Vancouver, BC VoA 1W2
CANADA
Prezados,
Dear Iven Wang:
) : 3 ) 1. Informamos que o pedido de ampliagdo de atividades na AFE, expediente n? 1641426/20-
The Center for _Dewces and Raf.llc_rloglcal_ Health _(C_DRH) of the Food and Dmg_Admlrustrdllon 8, da empresa APIS VIDA INDUSTRIA E COMERCIO DE PRODUTOS FARMACEUTICOS LTDA -
(FDA) has received your submission. This submission h{is been 35515@‘1 the unique d‘f““m?“' 02.943.733/0001-95 - foi deferido e a empresa ja esta autorizada a funcionar (AFE n2 8.02036-4) para as
DD“'I?I number below. All fulurercorrespondenoe regﬂrdma this submission should be identified atividades de fabricar, importar, armazenar e expedir produtos para saide no endereco RUA ALCIDIO
prominently with the number assigned and should be submutted to the Document Control PAGANELLI 412, JARDIM CANADA, BEBEDOURO/SP - CEP 14707016,
Center at the above letterhead address. Failure to do so may result in processing delays. If you
i B R ; i 5 : v 2. Tendo em vista o recebimento deste oficio e as medidas referentes a emergéncia de satde
believe the information identified below is incorrect, please notify the Program Operations Staff
at (301) 796-5640 publica internacional relacionada ao SARS-CoV-2, ndo é necessério aguardar a publicagdo no DOU da
. alteragdo da AFE para o inicio da realizagdo das atividades, Apesar do exposto, informamos que a

publicagdo em DOU ocorrerd normalmente de acordo com a fila de anidlise de expedientes

Subrivssiin Nunivet: EUA01925 disponibilizada no portal da agéncia.

Received: 6/30/2020
Applicant: Joysbio (Tianjin) Biotechnology Co., Ltd.
Device: COVID-19 IgG/IgM Rapid Test Kit (Colloidal Gold) Atenciosamente,

We will notify you when the review of this document has been completed or if any additional Coordenagio de Autorizago de Funcionamento de Empresas - Coafe
information is required. If you are submitting new information about a submission for which
we have already made a final decision, please note that your submission will not be re-opened.
For information about CDRH review regulations and policies, please refer to
http://www.fda.gov/MedicalDevices/DeviceR egulationandGuidance/default. him.

7} Documento assinado eletronicamente por Raquel Santana Costa, Técnico em Regulacio e Vigilincia

d Sanitaria, em 30/05/2020, as 20:54, conforme horério oficial de Brasilia, com fundamento no art. 62,
mn-'m § 12, do Decreto n? 8.539, de 8 de outubro de 2015 http://www.planalto.gov.br/ccivil 03/ Ato2015-
2018/2015/Decreto/D8539.htm.

Sincerely yours,

A A autenticidade deste documento pode ser conferida no site hitps://sel.anvisa.gov.br/autenticidade,

Center for Devices and Radiological Health
informando o cddigo verificador 1034634 e o codigo CRC D2BC2F7F.

Referéncia: Caso responda este Oficio, ndicar expressamente o Processo n® 25351.910630/2020-97 SEIn® 1034634

U.8. Food & Drug Administration
10903 New Hampshire Avenue
Siiver Spring, MD 20993
www.fda gov

hitps./isel anvisa. ? nto_imprimir_y 1170287 8infra_sis... 111
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National Medical Products Administration Tianjin Medical Devices Quality Supervision and Testing Center Test Report
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TEST REPORT

Report No.: 2020-GJ-0375

Entrusting Party:  JOYSBIO (Tianjin) Biotechnology Co., Ltd
Sample Name: COVID-19 1gG/1gM Rapid Test Kit (Colloidal Gold)
Model No.-
Kind of Testing:  Registered Test( )
Registered Supplementary Test( )

Other Test (¥ ) Entrusted Test

Tranjin Medical Devices Quality Supervision and Testing Center,

China Food and Drug Administration

(seal): Special seal for detection of Tianjin Medical Devices Quality Supervision and Testing Center,

China Food and Drug Administration
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National Medical Products Administration Tianjin Medical Devices Quality Supervision and Testing Center Test Report

I 5 fr i 24 5 B R R R BT B R B R S R

BEEHREHER

REWT: 2020-G1-0375 4T W
WM ® (COVID-19) 1gG/IaM Hiik
RaERE | RMANE (RERE WY | 1#~302
ZRE O [35% 0 [WE D
[ I R |20 Af/&
N | ExBE R EHREAMAR BRAN | FrekeR
: R KPR 220 SRIMTEEEES | :
Bl BRI LRSI RS | A
ARl | EXRR (KR LORBEARAR HFERING | 122068400003024
RRafr | EXMEMN (KR EPHRAmLE EFEEM WEE
B A £ ﬂii’!fﬁﬁdﬂiﬁi‘kﬂ!ﬂ anR | 86K (EEAR
MRS | R PR | EESEBAG
cam | 20202 4 8 30 o | ETHEIS CRIR) S 99R
MEEEW |2020%E4 A30H B b g AT B R
‘H 2 04 S 2020 £ 4 A 30 H~2020
WHEER | 202044 A 300 BREW %5150
BRHEE | £3B8
R IEFCEER (R EMPHEAMR AT (WAEARMME (COVID-19) 1G/TgM HLik ke
W (e HAER
HERATSETSE (R ERHEARLE (FUSEESE (CoViD-19)
TG/ Tl BB MNE (UGS AR MME. 7
KR &
[€E55) L 1 wE
EREMN o 9 H
(1 eehlh “——" UL IURIER, WA TH /" YorlBem i
(2) Wims A E=HE
18~108 2020031906 202043 H 18H
; 118~208 2020032107 202053 420 H
218~308 2020032408 202043 A 23 H
65~ 108 T 20204 4 A 30 H, M3TCHAMNR 14 REMTRESEN.
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Tianjin Medical Devices Quality Supervision and Testing Center, China Food and Drug Adminisiration

First Page of Test Report

Report No.: 2020-GJ-0375 Page 1 of 4
Sample Name: COVID-19 1gG/1gM Rapid Test Kit (Colloidal Gold) Sample No.: 1#~ 304
Sample pr ion() | On-site) | Sampling(¥)
Trademark: / Model 20 T/box
Specification:
Ei ing Party: JOYSBIO (Tianjin) Biotechnology Co., Lid. Test Category: Entrusted Test
Address of Tianjin International Joint Academy of Biotechnology & | Product Serial See remarks.
Entrusting Party: Medicine 9th floor, No.220, Dongling Road, TEDA / Batch No.:
300457 Tianjin China
Manufacture: JOYSBIO (Tianjin) Biotechnology Co., Ltd. Sampling 122068400003024
Sheet No.:
Subject Company: | JOYSBIO (Tianjin) Biotechnology Co., Lid. Date of See remarks.
Sampling Institution: | Tianjin Medical Products Administration Sample Thirty boxes(six hundred T)
Quantity;
Sampling Site: Warchouse Sampling Seven hundred and
Basic No.: thirty-cight T
Sampling Date: April 30,2020 Testing Site: Quality Control Room of
JOYSBIO (Tianjin)
Biotechnology Co., Ltd.
Date Received: April 30,2020 Test Date: April 30, 2020 ~ May 15,
2020
Testing ltem: All the items
Testing Basis: Technical Requirements for the COVID-19 IgG/lgM Rapid Test Kit (Colloidal Gold)

of JOYSBIO (Tianjin) Biotechnology Co., Ltd.

Testing Conclusion: | The tested samples conform to the specifications of the Technical Requirements for the COVID-19
1gGAgM Rapid Test Kit (Colloidal Gold) of JOYSBIO (Tianjin) Biotechnology Co., Ltd.
Date of Issue: May 20, 2020

Remarks: (1) The “——in this Test Report indicates that this item is not applicable. The “/ in this Test Report
indicates that this item is blank.
2)
Sample No. Production Batch No. Date of Production
1#~10# 2020031906 March 18, 2020
11#~ 204 2020032107 March 20, 2020
21#~30% 2020032408 March 23, 2020

Samples 6#~10# were placed in 37°C incubator on April 30, 2020 for stability test after 14 days.
(3) This Report only provides test data of the enterprise’s reference products.

3 -
i }= Ay
Approved by: Checked by: % Tested by:

Position: 7 ey
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National Medical Products Administration Tianjin Medical Devices Quality Supervision and Testing Center Test Report
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Tianjin Medical Devices Quality Supervision and Testing Center, China Food and Drug Administration

Contents of Test Report

WEWS: 2020-GI-0375 ka4 m
| R -_— | #an B
2| mH | @ 5
BPHEMREEN, ERG T |
WA TER, ENR, WA | ;
s ; £, FAER
K e | . mm. Ema. s | nans
. BMARRES, EEE | 0 |
HEBEE, AEFE.
2 | AWM MW AT S 118 3.00~3.02
212
v =,
3 | BT L3 BT R T 10mm/min, 118, 40. 70~50. 00
21=
AdE®%R (AR P20
g6 FHEBA MW, FHEMAR| B 1 218
[ %% 1% 20/20. ¢
4 #. G 20/20 20/20 20/20 | #&
' emax ALASHA (A dyog o | 190 20/2 2V
1M BB AN, FHENEE IgM 20/20 20/20 20/20
5% 20/20. A ] i
Fl Nk B (WD PR 10
4 1eG BB LR (PI~PIO) B % 19 o
. | mmy M. FHERAREN 10/10, f; s mi'(. m“; I:’; i
V| mwas MEeEsi (AR di 10| o0 | ;
1M EES %S (P1L1I~P20) B - IgM 10/10 10/10 10/10
M. EHERT A RSN 10/10,
AL BER (ARE) B3 6 e
16 RS KU IS A A -
LI-1gG. L2-TeGEONRIE.LI-186 | L2-TsG: SR
o | R | | AR 1, | LaIse S M
WA | 77| M ARED P36 0 | L-Tek Smi i
I REERUBRSSHQN, | 7 L2-1gM: My mE
L1-TgM. L2-IgM R MR¥E.L3-TeM
L3-1gM: % i 3
RNl oh AR
2, G: 1) EY
REUSHE (At iy 1gc | 1o | I I &
(J1-1gG PKE. J2-1¢G WIHE) . m [P pe—
7 Wi IgM (J1-TM BHIE. J2-1gu %) m' Ti-Tghs BN .H
FEHES % 5 PR 10 Gream | g i
BN, SR, MY | 258 | J2-1eM: : NI

Report No.: 2020-GJ-0375 Page 2 of 4
Serial | Tesled ltem | Article Requirements Sample Testing Canclusion Single
No. Na, Conclusion
The appearance of the kit shall be intact; The
aluminum foil bag in the kit shall be sealed
without air leakage; The desiccant shall be
packed completely without leakage. Diluent | 1#, 11#;
| Appearance | 2.1.1 | components shall be clear and (ransparent 217 Conform to Requirements Conform
without  flocculent,  granular  and  other
impurities; The detection reagent shall be flat
without flaw, and the material of it shall be
firmly attached with complete contents.
2 Membrane 2.1.2 | The membrane strip shall not be less than 3mm. 13 114 3.00~3.02 Conform
Strip Width 218
3 Migration 2.1.3 | The migration velocity shall not be less than | 1#, 11#%; 40.70-50,00 Conform
Velocity 10mm/ min. 21#
‘The negative coincidence rate was 20/20 when
tested with 20 1gG negative reference products
Concidence from enterprise’s reference  products(intemal 1# 11# 218
Rate of control plate). 13 11 IgG: 20/20 20420 2020 Conform
4 Negative 22 | The negative coincidence rate was 20/20 when 2% IgM: 20/20 20/20 20/20
Reference tested with 20 IgM negative reference products
from enterprise’s reference products(intemal
control plate).
The positive coineidence rate was 10/10 when
tested with 10 1gG positive reference products
Comeidence (Pl - P10} from the enterprise’s reference 2 2#; 124 224
Rate of products(internal control plate); 12# IgG: 10/10 10710 10/10
5 Positive 23 The positive coincidence rale was 10/10 when 2% IgM: 1010 10/10 10/10 Conform
Reference tested with 10 IgM positive reference products
(P11 - P20) from the enterprisc’s reference
products(internal control plate);
The L1-IgG and L2-1gG shall be positive and
the L3-1gG shall be negative when tested with 3
IgG reference products of min. detection limit L1-IgG: All positive
Min from the enterprise’s reference products(internal | 3#: 1.2- IeG- All positive
6 Detection 24 | control plate) 13#:; L3- 1gG - All negative Conform
Limit The L1-IgM and L2-IgM shall be positive and 234 L1-IgM: All positive
the 13-1eM shall be negative when tested with 3 12- 1aM: All positive
IgM reference products of min. detection limit L3- 1gM: All negative
from the enterprise’s reference products(intemal
control plate).
Ten detection reagents were tested in parallel J1-1gG: All positive. Uniform
with IgG()1-1gG positive, 12 I2G negative) and | 4% 5%, color rendering
) Precision 25 | IeMUL-IeM  positive, J2-IgM  negative) | 144, 12-1gG: All negative. Conform
precision reference products from enterprise’s | 15#; J1-1gM: All positive. Uniform
reference products, and the reaction results were | 24#; color rendering
consistent and the color rendering was 258, J12-1gM: All negative.
uniform.
IgG(JI-IgG  positive, J2 TgG negative) and J1-1gG: All positive. Uniform
IsM(JI-IsM positive, J2-IgM negative) in | 4% 5# color rendering
Inter-batch enlerprise reference products were used to | 148 J2-1gG: All negative,
8 Variation 26 | detect 10 detection reagents in each batch of the | 15%; J1-1gM: All positive. Uniform Conform
Coellicient three batches of products, and the reaction | 24#: color rendering
results of 30 detection reagents were consistent, | 25%; 12-1gM: All negative.

with umiform color rendering
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Tianjin Medical Devices Quality Supervision and Testing Center, China Food and Drug Administration

Appearance: The appearance of the kit shall be /
RS, n A4E B3 e Tt S
;3 B e ke BT be packed completely Wlﬂ;ﬂﬂl leakage. Diluent
K ER £ components should be clear and transparent 6% Conform to Requirements
%| =H W oL it el Noscuew,  paler wnd  oilr ’ ’
3 MBS, BAMK 10| 48, | 11T B, & Ergreiich The doecfln Sag el e o
SRR, SR AR EEE | 58, i — firmly attached with complete contents.
CPIEEB )P i) TaGCT1-TgG PHEE. | 14%, J2-1gG: ¥yHPLE
8 6% 2.6 a The membrane strip shall not be less than 3mm. | 6% 3.003.013.02
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L F PR R 1.Name and Lot No. of the kit
Name: COVID-19 IgG/IgM Rapid Test Kit (Colloidal Gold)

FEan A BTRGERNEE (COVID-19) 1gG / IgMiit

et (RS Lot No.: Cassette : 2020022101
#t e B 2020022101 Strip : 2020022101

40 2020022101

200058 i 2. Manufacturer
Name:  JOYSBIO(Tianjin) Biotechnology Co., Ltd.

# FR: IEJTE CRH) AMRHCERRA A

Hh bk K& XA EERE 2205 Address: Tianjin International Joint Academy of Biotechnology
FoH [ B S 25 B A B oS e 942 & Medicine 9th floor, No.220, Dongting Road, TEDA

g
BB %i: 300457 300457 Tianjin China
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Summary of Research

Entrusted by JOYSBIO(Tianjin) Biotechnology Co., Ltd. (hereinafter referred to as “JOYSBIO"), Hanyang
District Central Health Examination Centre, Wuhan, Heilongjiang Hospital, Tianjin Center for Discase Control and
Prevention admission hospital impl ited clinical test on Diagnostic kit for COVID-19 1gG/IgM Rapid Test Kit
(Colloidal Gnld)resenrched and produced by JOYSBIO(Tianjin) Biotechnology Co., Lid, according to Guiding
Principle for Clinical Research Technology of In Vitro Diagnostics Reagent (CFDA MD(2014) 16).

The kit to be evaluated uses immunochromatography and the principle of Capture ELISA to qualitatively detect
COVID-19 IgG/IgM Antibodies n human serum (or plasma or whole blood) for chinical auxiliary diagnosis. The test
kit is produced by JOYSBIO(Tianjin) Biotechnology Co., Ltd.

Lot No. 2020022101, Specification: 50 Test Kit /box. Type: Strip

Lot No. 2020022101, Specification: 20 Test Kit /box, Type: Cassette

Shelf life: 24 months

Strip Type

In this clinical study, a total of 300 samples were tested, including 160 confirmed samples of novel coronavirus and
i 2 to the comparison
of test kit results, while the results of 140 negative cases were all in conformance according to the comparison of test
kit results. Through statistical analysis, the sensitivity of the assessed kits is 98.12%, the specificity is 100%, the
false positive rate is 0%, the false negative rate is 1.88%, and the total conformity rate is 99%.

Cassette Type

In this clinical study, a total of 300 samples were tested, including 160 confirmed samples of novel coronavirus and

£

140 negative samples. Result: among the 160 positive samples, 3 case was 1

140 negative samples. Result: among the 160 positive samples, 3 case was inconsistent according to the comparison
of test kit results, while the results of 140 negative cases were all in conformance according to the comparison of test
kit results. Through statistical analysis, the sensitivity of the assessed kits is 98.12%, the specificity is 100%, the false
positive rate is 0%, the false negative rate is 1.88%, and the total conformity rate is 99%.The results of clinical study
show that this kit 1s reliable, accurate, convenient, and has high clinical application value.

Introduction

1. Source, biological and physicochemical properties of analyte The 2019 novel coronavirus, known as the " COVID-
19", was found due to viral pneumonia cases in Wuhan in 2019 and was named by the world health organization on
January 12. 2020.Coronaviruses are a large family of viruses known to cause colds and more serious illnesses such as
Middle East respiratory syndrome (MERS) and severe acute respiratory syndrome (SARS). The novel coronavirus is
a new strain of coronavirus that has never been found in humans before.China has reported tens of thousands of
laboratory-confirmed cases, and the number is rising daily. Most reports have come from Hubei and surrounding
provinces, while many cases have also been reported from other provinees and municipalities. Sporadic cases are also
being reported in other countries, including Asian and European countries, Australia, the United States (Washington,
Tlinos, Califorma, Anizona and Massachusetts) and Canada. Human-to-human transmission of COVID-19 has been
confirmed in China and has been found in other countries, mcluding the United States. So far the dissemination risk
of this novel coronavirus is not clear. The main manifestations of the disease are fever. cough, dyspnea, and chest
maging findings of double lung infiltration, and the mcubation period is within 14 days after exposure. Although
many of the cases reported so far are not severe, about 20% of those diagnosed are in critical condition. with
respiratory failure, septic shock or other organ failure requiring intensive care. Most of the deaths were due to
underlying complications. Whole-g i ing and phylogenetic analysis showed that the COVID-19 is a
novel f coronavirus, which belongs to a different evolutionary branch from the severe acute respiratory syndrome
(SARS) and MiddleEast respiratory syndrome (MERS) related novel [ coronavirus. The COVID-19 is very similar
to the bat coronavirus, and bats are likely to be the main source, but it is unclear whether it is transmitted

directly from bats to humans or through other mechanisms, such as with some intermediate hosts.

2. Expected clinical using purpose and the diagnosis methods applied to such adaptation discase (At present, there
are mainly nucleic acid detection (RT-PCR) and colloidal gold imn 1\ raphy (GICA). Compared with
nucleie acid detection, the rapid diagnostic kit for COVID-19 is suitable for samples of serum, plasma and whole
blood. It is convenient. rapid and highly sensitive. and suitable for large-scale screening. Results can be obtained
within 15 minutes. At the same time. cross contamination between samples can be avoided by using single reagent
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3. Testing principle and detection method of the product

Test principle: This reagent uses immunochromatographic colloidal gold technique to detect 2019-ncov (COVID-19)
1gG/IgM antibodies in samples.The detection card ins: 1) R COVID Antigen labeled colloidal gold
Cellulose Membrane fixed with three lines (G line and M line) and one quality control line (C line) .The M line was
coated with mouse anti-human IgM antibody for detection of 2019-ncov (COVID-19) IGM antibody . The G line was
coated with mouse anti-human IgG antibody for detection of 2019-ncov (COVID-19) IgM antibody. The C line was
coated with sheep anti-chicken antibody. When specimen is added to sample well, capillary effect causes the fluid to
flow to the NC membrane, COVID IgM (if present) will bind with mouse anti-human IgM and the M line will be
visible., COVID IgG (if present) will bind with mouse anti-human [gG and the G line will be visible. No matter
whether the specimen is positive or negative, the C line should be visible, otherwise the test 1s mvahd,

Test method: V

Completely read the manual of the products before test. !

Strip Type (figure 1) - —
1. Restore the test strip (without opening the foil bag) to room —~

temperature.

2. Remove the foil pouch from the box and open it, take out the '

strip. and lay it {lat on a table.

3. Draw 10pl of serum/plasma sample or 20ul of whole blood
sample with a quantitative dropper and add to the exposed purplish colloidal gold of the strip (arrow pointing).
Then add 2 drops of diluent vertically to the sample pad at the lower end of the strip.

4. The experimental results were interpreted and recorded in 15~ 20 minutes, but were not valid in 20 minutes.
(when a strongly positive sample is tested, a positive result can appear in 1-3 minutes.)

Cassette Type (figure 2)

1. Restore the test strip (without opening the foil bag) to
roomtemperature.

2. Remove the foil pouch from the box and open it, take out the
cassette, and lay it flat on a table.

3. Draw 10pl of serum/plasma sample or 20ul of whole blood
sample with a quantitative dropper and add to hole A. Then add 2 drops of diluent vertically to hole B.

4. The experimental results were interpreted and recorded in 15~ 20 minutes, but were not valid in 20 minutes. (
when a strongly positive sample is tested, a positive result can appear in 1-3 mimutes.)

= ] (e= ]

1. Test purpose
The purpose of the Diagnostic kit for COVID-19 IgM/IgG Antibodies (Colloidal Gold) clinical trial is to verify the
accuracy of this product in clinical test by verifying a certain number of confirmed samples of novel coronavirus, so
as to judge whether the safety and effectiveness requirements of the marketed products have been met.

2. Test Management

The Diagnostic kit for COVID-19 IgM/IgG Antibodies (Colloidal Gold) is developed and produced by JOYSBIO
(Tianjin) Biotechnology Co.,Ltd., and the clinical evaluation was conducted by Hanyang District Central Health
Examination Centre, Wuhan, Heilongjiang Hospital, Tianjin Center for Disease Control and Prevention admission
hospital. Before implementation of the test, JOYSBIO(Tianjin) Biotechnology Co.. Ltd. and representatives of
Hanyang District Central Health Examination Centre, Wuhan. Heilongjiang Hospital, Tianjin Center for Disease
Control and Prevention admission hospital should discuss together. According to relevant regulations of *Clinical

R h Technical Guidelines and Rules of IVD Reagents™ ete,, both parties should sign clinical test protocol and
design clinical test scheme to clarify test purpose, content and responsibilities of both parties. Before the start of
clinical research, participants in the rescarch must be familiar with and master the operation of the product, technical
performance, etc.. so as to do their utmost to take control of the experimental error as well as unify record method
and judgment standard; Researcher should fill in every item in detail and faithfully according to record chart to make
sure content of record chart is complete, true and reliable: all observed results should be verified to ensure every
conclusion in clinical trial is derived from the original records: there should be corresponding data
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measures m clinical trial and data processing phases, During the clinical research any other situation outside the
scheme shall be settled by the parties through negotiation. 3. Test Content

3.1. Selection of test subjects

1) Age and gender are not limited

2) Can provide enough test specimens as required

3) Confirmed samples of novel coronavirus

4) Consider cases of suspected influenza, respiratory syneytial virus, enterovirus, adenovirus and other viral
infections

3.2. Information of the test reagent

The test reagent is Diagnostic kit for COVID-19 IgM/IgG Antibodies (Colloidal Gold) produced by JOYSBIO
(Tianjin) Biotechnology Co., Ltd.. There are two types, including strip-type and cassette-type, and one batch of
cach type is used. Strip type: specification is 50 Test Kit/box: batch number is 2020022101, valid for 24 months,
the preservation condition is 4-30 ° C, dry and light-avoiding. Cassette type: specification is 20 Test Kit/box; batch
number is 2020022101, valid for 24 months, the preservation condition is 4-30 © C, dry and light-avoiding.

3.3. Sample collection and serial number

Serum samples were collected intravenously in the conventional way. The samples to be tested within five days can
be stored at 4 C, and the samples can be stored at -20C for at least six months. Avoid repeated freezing-thawing of
samples as far as possible. Number the samples (001-100) to avoid sample disorder.

3.4, Test procedures

3.4.1. Read instruction book

Sample provider first should read the instructions for the diagnostic kit carefully, to learn about sample adding,
time for result determination and the basis of result interpretation.

3.4.2. Specific operations

The researchers tested the numbered samples with the test reagent and recorded the test results faithfully after the
corresponding number in the clinical trial registration form. Samples should be used as soon as possible after
collection. Samples to be tested within five days can be stored at 4 C. The specimens can be stored at -20 C for at
least six months. Avoid repeated freezing-thawing of samples as far as possible.

4. Amangement and analysis of clinical test results

4.1.Arrangement and analysis of strip-type diagnostic kit results

For the strip-type diagnostic kits assessed, the specification is 50 Test Kitbox, batch number is 2020022101 ,and
the number of samples tested is 300. The results are as follows:

by JOYSBIO(Tianjin) Biotechnology Co., Ltd.. There are two types, including strip-type and cassette-type, and
one batch of each type is used. Strip type: specification is 50 Test Kit/box: batch number is 2020022101, valid for
24 months, the preservation condition is 4-30 ° C, dry and light-avoiding.

Cassette type: specification is 20 Test Kit/box; batch number is 2020022101, valid for 24 months, the preservation
condition 1s 4-30 ° C, dry and light-avoiding.

3.3. Sample collection and serial number

Serum samples were collected intravenously in the co ional way. The samples to be tested within five days
can be stored at 4 C. and the samples can be stored at -20 C for at least six months.Avoid repeated freezing-
thawing of samples as far as possible. Number the samples (001-100) to avoid sample disorder.

3.4. Test procedures

3.4.1. Read instruction book

Sample provider first should read the instructions for the diagnostic kit carefully, to learn about sample adding,
time for result determination and the basis of result interpretation.

3.4.2. Specific operations

The researchers tested the numbered samples with the test reagent and recorded the test results faithfully after the
corresponding number in the clinical trial registration form. Samples should be used as soon as possible after
collection. Samples to be tested within five days can be stored at 4 C. The specimens can be stored at -20 C for at
least six months. Avoid repeated freezing-thawing of samples as far as possible.

4. Armangement and analysis of clinical test results
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4.1.Arrangement and analysis of strip-type diagnostic kit results
For the strip-type diagnostic kits assessed, the specification 1s 50 Test Kivbox, batch number is
2020022101 ,and the number of samples tested is 300. The results are as follows:

Clinical diagnosis

Assessed reagent- + -
Strip-type diagnostic kits + 160 0
% 3 140

The results indicate that among the 160 positive samples, 3 case was inconsistent according to the
comparison of test kit results, while the results of 140 negative cases were all in conformance according to
the comparison of test kit results. Through statistical analysis, the sensitivity of this kit is 98.12%, the
specificity is 100%, the false positive rate is 0%, the false negative rate is 1.88%, and the total conformity
rate is 99%.

4.2 Arrangement and analysis of strip-type diagnostic kit results For the cassette-type diagnostic kits
assessed, the specification is 20 Test Kivbox, batch number is 2020022101, and the number of samples
tested is 300, The results are as follows:

Clinical diagnosis

Assessed reagent- =
Cassette -type diagnosti
+ 160 o
kits
- 3 140

The results indicate that among the 160 positive samples, 3 case was inconsistent according to the comparison
of test kit results, while the results of 140 negative cases were all in conformance according to the comparison
of test kit results. Through statistical analysis. the sensitivity of this kit is 98.12%, the specificity is 100%. the
false positive rate is 0%, the false negative rate is 1.88%, and the total conformity rate is 99%.
5. Discussion and Conclusion
In the process of test. the rescarchers carcfully read the instructions and independently completed the operation
of the assessed reagent Kits to avoid the result error caused by improper operation. They filled in the test record
faithfully. thus ensuring the reliability of the data. Through the analysis of the test data, we can see that the two
types (strip type, cassette type) of the Diagnostic kit for COVID-19 IgM/IgG Antibodies (Colloidal Gold)
produced by JOYSBIO(Tianjin) Biotechnology Co., Ltd.are highly consistent with the results of confirmed

ples. A high coincidence rate indicates that the Diagnostic kit for COVID-19 [sM/IsG Antibodies (Colloidal
Gold) produced by JOYSBIO(Tianjin) Biotechnology Co., Ltd. is reliable, accurate, safe, convenient, stable and
has high clinical application value.
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So far, it has been exported to 21 countries

fHE~m(Product): COVID-19 IgG/IgM Rapid Test Kit (Colloidal Gold)
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Other products list of JOYSBIO

Classificaion Product description Sample Qualitative/Quantitative | Certification
Myoglobin/Creatine Kinase MB/Cardiac Troponin | Test Kit (Colloidal Gold) | Whole blood/serum/plasma | Qualitative/Quantitative CFDA/CE
: Cardiac Troponin | Test Kit (Colloidal Gold) Whole blood/serum/plasma | Qualitative/Quantitative CFDA/CE
IO e e e Kinasa ME Tos Kt iColaiRaL G0l Whole blood/serum/plasma | Qualitative/Quantitative CFDA/CE
Myoglobin Test Kit (Colloidal Gold) Whole blood/serum/plasma | Qualitative/Quantitative CFDA/CE
Tumor markers | Fecal Occult Blood Test Kit (Colloidal Gold) Stool Qualitative CFDA/CE
Fertility Human Chorionic Gonadotrophin Test Kit (Colloidal Gold) Urine Qualitative CFDA/CE
Luteinizing Hormone Test Kit (Colloidal Gold) Urine Qualitative CFDA/CE
Treponema Pallidum Antibody Test Kit (Colloidal Gold) Serum/plasma Qualitative CFDA/CE
Hepatitis B Virus Surface Antigen Test Kit (Colloidal Gold) Serum/plasma Qualitative CFDA
Hepatitis B Virus Surface Antibody Test Kit (Colloidal Gold) Serum/plasma Qualitative CFDA
Infectious Hepatitis C Virus Antibody Test Kit (Colloidal Gold) serum/plasma Qualitative CFDA
diseases Tuberculosis Antibody Test Kit (Colloidal Gold) serum Qualitative CFDA/CE
Mycoplasma Pneumonia IgM Antibody Test Kit (Colloidal Gold) serum/plasma Qualitative CFDA/CE
Chlamydia pneumonia IgM Antibody Test Kit (Colloidal Gold) serum/plasma Qualitative CFDA
HIV 1/2 Antibody Test Kit (Colloidal Gold) serum/plasma Qualitative CFDA
Methamphetamine Test Kit (Colloidal Gold) Urine Qualitative CFDA
Drugs of Morphine Test Kit (Colloidal Gold) Urine Qualitative CFDA
Abuse Ketamine Test Kit (Colloidal Gold) Urine Qualitative CFDA
Morphine/Methamphetamine/Ketamine Test Kit (Colloidal Gold) Urine Qualitative CFDA/CE
HIV1/2 Antibody in human Oral mucosal exudate test kit (Colloidal Gold) Qualitative
Helicobacter pylori (HP) Antibody test kit (Colloidal Gold) Qualitative
Helicobacter pylori (HP) Antigen test kit (Colloidal Gold) Qualitative
Procalcitonin (PCT) quantitative test kit (Colloidal Gold) Qualitative/Quantitative
C-reactive protein(CRP)quantitative test kit (Colloidal Gold) Qualitative/Quantitative
Upcoming D-Dimer quantitative test kit (Colloidal Gold) Qualitative/Quantitative
product N-tern-wlnal pro b-type natriuretic peptide(NT-ProBNP)quantitative test kit P
(Colloidal Gold)
Brain natriuretic peptide (BNP) quantitative test kit(colloidal gold) Qualitative/Quantitative
Heart-type fatty acid binding protein (H-FABP) quantitative test kit
(Colloidal Gold) Qualitative/Quantitative
Hepatitis B (HBV) test kit (Colloidal Gold) Qualitative

Influenza A & B Antigen test kit (Colloidal Gold) Qualitative
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Tianjin International Joint Academy of Biotechnology& Medicine 9th floor No.220, Dongting Road,
TEDA 300457 Tianjin China

Tel: +8622 65378415/65378699
Email: info@joysbio. com
Web: www. joysbio. com
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SARS-C0V-2 antigen

E protein

Severe acute respiratory syndrome coronavirus

2 (SARS-CoV-2, or 2019-nCoV) is an enveloped Sl
non-segmented positive-sense RNA virus. It is
the cause of coronavirus disease 2019 (COVID- Mprotein
19), which is contagious in humans. SARS-CoV-
2 has several structural proteins including spike HE protein

(S), envelope (E), membrane (M) and
nucleocapsid (N).

The antigen is generally detectable in upper
respiratory samples during the acute phase of
infection.

2019 Novel Coronavirus \




SARS'COV'Z Antigen Rapid Test Kit

INTRODUCTION



SARS'COV'Z Antigen Rapid Test Kit (colloidal Gold)

INTENDED USE

For in vitro qualitative detect of SARS-CoV-2
nucleocapsid antigen in nasal(NS) swab specimens
directly from individuals who are suspected of
COVID-19 by their healthcare provider within the
first 5 days of the onset of the symptoms. This test is
only provided for use by clinical laboratories or to
healthcare workers for point-of-care testing, and not
for at home testing.



SARs-cov-z Antigen Rapid Test Kit (Colioidal Gold) PRODUCT PHOTOS
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C€ 1 test/ pouch

SARS-CoV-2 Antigen Rapid Test Kit(Colloidal Gold)

w’ " JOYSBIO ( Tianjin ) Bioicciinology Co.,Ltd.
Tianjin International Joint Academy of Biotechnology&Medicine
9th floor, No.220, Dongting Road, TEDA 300457 Tianjin China
Tel: + 86-022-65378415 65378699 Web: www.joysbio.com
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SARs-cov-z Antigen Rapid Test Kit (Colloidal Gold) PACKAGE SIZE (BOX)

Product package size:

Length:195mm
Width:165mm
Height:68mm
Weight:308g

Include:20 Test Kit, 20 pcs/box




SARs-cov-z Antigen Rapid Test Kit (Colioidal Gold) PACKAGE SIZE (CARTON)

Product package size:

Length:410mm
Width:510mm

Height:610mm
Weight:17.4kg

Include:50 box, 1000 PCS (product&
carton)




SARS'COV'Z Antigen Rapid Test Kit (colloidal Gold)

TEST PRINCIPLE

The Kit use immunocapture method, it
is designed to detect the presence or
absence of SARS-CoV-2 nucleocapsid
proteins in respiratory samples from
patients with signs and symptoms of
infection who are suspected of COVID-
19.




SARS-COV-Z Antigen Rapid Test Kit

1. Before collecting oral fluid relax
your cheeks and gently massage
cheeks with fingers for 15-30 seconds,
Gently spit oral fluid into the collection
bag.

2. Hold the dropper vertically and
draw oral fluid from collection bag
and transfer 3 drops of oral fluid into
the buffer bottle.

=
Twist off

o

Zmhim
buffer

3. Twist off the top of the buffer bottle,
slowly dispense all of the buffer into the
extraction Tube.



SARS'COV'Z Antigen Rapid Test Kit

4. Tighten the cap of the buffer bottle.
Gently shake the buffer bottle for 10
seconds.

/N 37
(_J) 3drops

HOVSBIO

5. Tear off the foil pouch, take out the
test strip/cassette and place the test kit
on a clean and level surface. Gently
squeeze the ridged body of the tube,
dispensing three (3) drops of the
processed specimen into the sample
well. Read the test results between 15
and 20 minutes.

6
) Y )
C pC C C
T T =T T
- -
PR PR Vi
Negative Positive Invalid

6.POSITIVE: Two lines appear. One
colored line should be in the control
line region (C), a colored line appears
in test line (T) region. NEGATIVE:
Only one colored control line appear.
INVALID: Control line fails to appear.



SARS'COV-Z Antigen Rapid Test Kit CIINICAL EVALUATION

REPORT

JOYSBIO SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold) Clinical Evaluation Report

Consistency analysis of test results

There were 772 nasal swab specimens were collected to evaluate the clinical performance of the SARS-CoV-2 Antigen Rapid Test Kit Specimen
Stability Study. The nasal swabs prospectively collected and enrolled from individual symptomatic patients (within 5 days of onset) who were
suspected of COVID-19 and no duplicate samples were selected. Nasal swabs were collected following the dual nares method and handled as
described in the package insert of the collection device.
A total of 154 samples were tested positive by SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold). There were 2 samples in which the SARS-
CoV-2 Antigen Rapid Test Kit ware positive and the Real-time fluorescent RT-PCR kit for detecting 2019-nCoV produced by BGI
BIOTECHNOLOGY (WUHAN) ware negative, and 6 samples in which the SARS-CoV-2 Antigen Rapid Test Kit ware negative and the Real-time
fluorescent RT-PCR kit for detecting 2019-nCoV produced by BGI BIOTECHNOLOGY (WUHAN) was positive.
There were 610 samples with negative test results in experimental reagent and 612 samples with negative test results in reference reagent. Hence,
the sensitivity and specificity were 96.25% and 99.67% respectively.
The Real-Time Fluorescent RT-PCR Kit for Detecting SARS-CoV-2 produced by BGI BGI Genomics Co. Ltd was used as a comparator test. This
is an FDA approved for EUA use product.

Overall Clinical Study Results

PCR Comparator Positive Percent Agreement (PPA)=96.25%  (95%CI1:92.0%~98.6%)
Reagent test results positive negative Subtotal Negative Percent Agreement (NPA)= 99.67% (95%CI1:98.8%~100%)
positive 154 2 156 Accuracy=98.96%
negative 6 610 616 Kappa=0.97>0.5
Subtotal 160 612 772

Conclusion:

This clinical trial has performed a full analysis of the experimental reagents through methodological comparisons, and the results all meet the

criteria for clinical evaluation. All the results showed that SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)meet the needs of clinical test.




SARS'COV-Z Antigen Rapid Test Kit

SIGNIFICANCE



SARS'COV'Z Antigen Rapid Test Kit (colicidal Gold)

RESEARCH BACKGROUND

During the epidemic Situation, many countries have the following problems:

Existing detection methods cannot achieve large-scale rapid screening.

lack of technical expertise and inadequate laboratory capacity, Erroneous Operation can
easily lead to missed inspections.

Can't afford high testing costs.



SARs-cov-z Antigen Rapid Test Kit

Bubble
Map

Total

250,285

newWw Cases

——_

21,549,706

confirmed cases

——

767,158

deaths

Globally, as of 3:59pm CEST, 17 August 2020, there have been 21,549,706 confirmed cases of COVID-19, including 767,158 deaths,

reported to WHO.

According to the WHO, during the
outbreak of SARS-CoV-2, in areas with
confirmed SARS-CoV-2 community-
wide transmission; confirmed outbreaks
in closed or semi-closed communities;
in high-risk groups; among contacts of
confirmed cases; SARS-CoV-2 Antigen
Rapid Test Kit (Colloidal Gold) as a tool
to monitor disease incidence is a
particularly effective detection method.



SARS'COV'Z Antigen Rapid Test Kit (colloidal Gold)

ADVANTAGE

1.Easy to collect samples, simple operation,
without professional equipment.

2.The test results are available in 15 minutes,
and the test results are clearly visible.

3.Convenient transportation and low price,
higher accuracy.

4.Suitable for large-scale rapid screening.



SARS'COV'Z Antigen Rapid Test Kit

REGISTERED



SARS'COV'Z Antigen Rapid Test Kit (colloidal Gold)

EU CE Certification Emergency Use Authorization WHO-Emergency Use Listing



SARS'COV'Z Antigen Rapid Test Kit (colloidal Gold)

W CiBG
FARY Ministerievan Volksgezondheid,
Bl Welzijn en Sport

> Retouradres Fostbus 16114 2500 BC Den Haag

Lotus NL B.V.

T.a.v. de heer X. Wel
Koningin Julianaplein 10
2595 AA 's-Gravenhage

Datum: 18 augustus 2020
Betreft: aanmelding In-vitro di ica

Geachte heer Wei,

Op 13 augustus 2020 ontving ik uw notificatie krachtens artikel 4, eerste lid van
het Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam
JOYSBIO (Tianjin) Biotechnology Co., Ltd met Eurcpees gemachtigde Lotus NL
B.V. onderstaande producten als in-vitro diagnostica op de Europese markt te
brengen.

De producten staan geregistreerd als in-vitro diagnostica onder nummer:

SARS-CoV-2 1gG/Neutralizing antibody Rapid Test Kit(Colloidal
Gold) ,SARS-CoV-2 Antigen Rapid Test Kit (Colloidal
Gold),I hr phy ly

(geen merknaam) (NL-CA002-2020-53008)

Tuberculosis Antibody Test Kit (Colloidal Gold) ,Mycoplasma Pneumaonia
IgM Antibody Test Kit (Colloidal Gold),Trep Ilid! Antibody Test
Kit (Colloidal Gold),Morphi h ine/ ine Test Kit
(Colloidal Gold)

(geen merknaam) (NL-CAD02-2020-53009)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD.

In alle verdere correspondentie betreffende bovenvermelde producten verzoek ik
u deze nummers te vermelden. Aan deze nummers kunnen geen verdere rechten
ontleend worden, ze dienen alleen om de notificatie administratief te
vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage II) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Eurcpese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161
hitp://hulpmiddelen.farmatec.nl
Inlichtingen bij:

M.P. Menjer - Michiels

medische_hulpmiddelen®
minvws.nl

Ons kenmerk:
CIBG-20204011

Bijlagen

Uw aanvraag
13 augustus 2020

Correspondentie itsluitend
richten aan het retouradres met
vermelding van de datum en
het kenmerk van deze brief,

Pagina 1 van 2

Notificatie van in-vitro diagnostische medische hulpmiddelen impliceert dat de
fabrikant, JOYSBIO (Tianjin) Biotechnology Co., Ltd de CE-conformiteitsmarkering
heeft aangebracht op de desbetreffende producten alvorens deze in een EU-
lidstaat in de handel te brengen. Zodoende garandeert Lotus NL B.V. dat de in-
vitro diagnostica voldoen aan de essentiéle eisen zoals opgenomen in bijlage 1 bij
Richtlijn 98/79/EG (en in het daarmee corresponderende onderdeel 1 bij het
besluit)

Volledigheidshalve wijzen wij u erop dat een in-vitro diagnosticum moet voldoen
aan de eisen uit het BIVD. Het BIVD is gebaseerd op Richtlijn voor in-vitro
diagnostiek, 98/79/EG. Met name wijzen wij u op de Nederlandse-taaleis zoals
deze in Nederland geidt, de eisen voor het ter beschikking houden van de
technische documentatie en de plicht tot het hebben van een Post Marketing
Surveillance- en vigilantiesysteem.

Tot slot merk ik op dat met uw notificatie - de administratieve notificatie als
fabrikant - en deze brief geen sprake is van een oordeel over de status of
kwalificatie van uw product: i ing betek niet dat d lijk sprake is
van een in-vitro diagnosticum in de zin van de onderhavige wet- en regelgeving.
In voorkomende gevallen kan de Inspectie Gezondheidszorg en Jeugd (IGJ),
belast met het toezicht op de naleving van het bij of krachtens de wet bepaalde,
een standpunt innemen over de status van een product, waarbif het volgens vaste
Jurisprudentie uiteindelijk aan de nationale rechter is om te bepalen of een
product onder de definitie van in-vitro diagnosticum valt.

De Minister voor Medische Zorg en Sport,
namens deze,

Afdelingshoofd
Farmatec

Dr. M.J. van de Velde

Pagina 2 van 2




SARS-COV-2 antigen Rapid Test it (coricicat coia) FDA-EUA

Acknowledgment letter

2N U.S. FOOD & DRUG

ADMINISTRATION

Acknowledgment Letter

9/11/2020

Hongyan Li

JOYSBIO (Tianjin) Biotechnology Co., Ltd.
Tianjin

Tianjin TEDA 300457

CHINA

Dear Hongyan Li:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be identified
prominently with the number assigned and should be submitted to the Document Control
Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information identified below is incorrect, please contact the Office of Product
Evaluation and Quality (OPEQ) submission support at (301) 796-5640 or

Submission Number: EUA202733

Received: 9/11/2020

Applicant: JOYSBIO (Tianjin) Biotechnology Co., Ltd.
Device: SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)

We will notify you when the review of this document has been completed or if any additional
information is required. For information about CDRH review regulations and policies, please
refer to hitps//www.fda.gov/| icalDevices/DeviceRegulationandGui

Sincerely yours,

Center for Devices and Radiological Health

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

www fda.gov




SARS-CoV-2 antigen Rapid Test Kit (coiioicai colq) Has entered the F":ID

recommended list

anona

CoVID-19 WHO WE ARE v WHAT WE DO v NEWSROOM PARTNERS & DOMORS

FIND

Because diagnosis matters

* Hunan Yonghe-bun Biotechnology Co., Ltd SAKS-LUY-Z specitic antibody test kit (Immunocnromatograpny) (RUL) Lontact

= InDevR Inc. COVID Serology Kit: Multiplexed Immuncassay (RUO) Contact

* Innovita Biological Technology Co. Ltd 2019-nCoV Antibody Test (Colloidal Gold) (China NMPA EUA - Australia TGA - Brazil ANVISA - Singapore HSA - CE-IVD)
Contact

* InTec Products, Inc. Rapid SARS-CoV-2 Antibody Test (CE-IVD) Contact 1 Contact 2

* InTec Products, Inc. Rapid SARS-CoV-2 Antibody (IgM/IgG) (CE-IVD) Contact 1 Contact 2

* Jetta Labs LLP O70 Diamond SARS-CoV2 (COVID-19) IgG/igM Test (Latex Method) (CE-IVD) Contact

s Jetta Labs L1P O70 India SARS-CoV2 (COVID-19) lgG/igM Test (Colloidal Gold Method) (CE-IVD) Contact

* Jiangsu Bioperfectus Technologies Co. Ltd PerfectPOC Novel Corona Virus (SARS-CoV-2) IgM/IgG Rapid Test Kit (CE-IVD) Contact

= Jiangsu Bioperfectus Technologies Co. Ltd PerfectPOC Novel Corona Virus (SARS-CoV-2) Ag Rapid Test Kit (CE-IVD) Contact

= Jiangsu Superbio Biomedical Technology (Nanjing)_Co., Ltd SARS-CoV-2 (COVID-19) IgM/IgG Antibody Fast Detection Kit (Collcidal Gold) (US FDA EUA - CE-IVD) h b H
Search Website

* JinHuan Medical Instrument Co., Ltd (COVID-19) IgM/IgG Antibody Fast Detection Kit (Colloidal Gold) {CE-IVD) Contact

= Joinstar Biomedical Technclosx Coi Ltd SARS-Cao) Antibody, old) (CE-1VD) Contact
_-_

* JOYSBIO (Tianjin) Biotechnology Co., Ltd C 1

= JOYSBIO (Tianjin)_Biotechnology Co., Ltd C¢

https://www.finddx.org/cov
= JOYSBIO (Tianjin) Blotechnologv Co,, Ltd COVID-1S 1g_Antibody Test Kit (Lateral F id CE-IVD) Contact o . .
* Kephera Diagnostics KDx Rapid SARS-CoV-2 Antigen Test (In development) Contact |d'19/p| pel I ne/

* Kephera Diagnostics KDx COVID-19 IgG/IgM Rapid Detection Test Kit {In development) Contact

* Koch Biotechnology (Beijing)_Co., Ltd SARS-CoV-2 Antigen Lateral Flow Assay (MHRA UK) Contact
= KRISHGEN BioSystems Human Anti-SARS-CoV-2 (Covid-19) IgG/IgM Rapid Test (CE-IVD) Contact

= KRISHGEN BioSystems Human Anti-SARS-CoV-2 (Covid-19) IgM Rapid Test (RUO) Contact

= L&H Biotech Limited COVID-19 Antigen Rapid Test (In development) Contact

* labnovation Technologies Inc. COVID-19 (SARS-CoV-2) |gM/gG Antibody Test Kit (CE-1VD) Contact | Contact 2
* Labtest Diagnostica SA Anti COVID-19 IgG/Igh Rapid Test (Brazil ANVISA) Contact

* Leadgene Biomedical, Inc. Leadgene® SARS/SARS-CoV-2 Antigen Rapid Test Kit (In development) Contact

* Leadgene Biomedical, Inc. Leadgene® SARS/SARS-CoV-2 IgG/IgM Rapid Test Kit (In development) Contact

Test (Colloidal G

= Lifeassay Diagnostics Pty Ltd Test-it COVID-19 IgM/IgG Lateral Flow Assay (In development) Contact
= LifeSensors, Inc, COVID-19 |gG ELISA Detection Kit (RUQ) Contact

= Liming Bio-Products Co., Ltd COVID-19 IgG/IgM Combo Rapid Test Device (CE-IVD) Contact

* LOMINA AG Fast COVID19 [gh/IgG Antibody Detection Kit (Colloidal Gold) (CE-IVD) Contact

* Luminostics, Inc. CLIP-COVID19 (smartphone-read out high sensivity antigen detection test) (In development) Contact




SARS-CoV-2 antigen Rapid Test kit The Emergency Use Listing

V@v World Health
R organization

SARS-CoV-2 Rapid Antigen Tests: progress of the active applications in the emergency use listing assessment pipeline

Product name Product code(s) Manufacturer name Dossier review ——
Assessment

ESPLINE SARS-CoV-2 231906 Fuijirebio, Inc R r—

. - YRLF04401025,
ﬁ:\%ﬁﬁf;g;%’;ﬁ: ':itcf‘;\rsi’:r\;s'c°v'2 ngiEluerescence YRLF04401050 and Shenzhen Bioeasy Biotechnology Co., Ltd awaiting submission | awaiting submission

arap g YRLF04401100

LumiraDx SARS-CoV-2 Ag Test L0160001hnxxx LumiraDx UK Ltd awaiting submission awaiting submission
SARS-CoV-2 Rapid Antigen Test 9327592190 Roche Diagnostics GmbH = r—

Progress of the active applications in the emergency use listing assessment pipeline.



JOYSBIQ (Tianjin) Biotechnology Co., Ltd. COMPANY PROFILE

JOYSBIO (Tianjin) Biotechnology Co.,
Ltd. is a Chinese R&D-based
biotechnology company that develops,
manufactures, and supplies high-quality
medical in-vitro diagnostic (IVD) rapid
test kits as well as revolutionary
customized solution kits to all parts of
the world. Founded by a team of
professionals with many years of
combined technical,marketing/sales,
operational and manufacturing expertise
in this industry, we offer high quality but
cost-effective rapid test kit.
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JOYSBIO (Tianjin) Biotechnology Co., Ltd.



