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COVID-19 ANTIGEN RAPID TEST (Colloidal Gold)

P/N: FGCOVG300 (Sample type: Nasopharyngeal Swab)
P/N: FGCOVG1300 (Sample type: Anterior Nasal Swab)
P/N: FGCOVG1600 (Sample type: Oropharyngeal Swab)

JOINSTAR BIOMEDICAL TECHNOLOGY CO., LTD.

CONTACT:
Mobile: +86-13957167265 (Stanley) E-mail: info@)joinstar.cn Tel: +86-571-89023160 Fax: +86-571-89028228

Web: http://en.joinstar.cn

, @JoinstarBioTech n @JoinstarBioTech m www.linkedin.com/company/joinstar
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COVID-19 ANTIGEN RAPID TEST (colloidal Gold )
P/N: FGCOVG300 (Sample type: Nasopharyngeal Swab)
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® Sample type: Nasopharyngeal Swab
® High sensitivity & specificity. Can be used for early
screening. Facilitates patient treatment decisions quickly;

® Suitable for multiple scenarios: medical institution
testing; screening before resumption of work and school,

continuous monitoring, etc.

® One-step method, easy to operate, reducing missed or
false inspections caused by operator errors;

® All necessary reagent provided & No equipment
required;

® Time saving procedures, results are available in 10
minutes;

® Storage temperature: 2~30 °C . No cold-chain
transportation needed;

® Specification: 25 tests/box, 1 test/box;

® Diverse cooperation modes: OEM/ODM accepted.



COVID-19 ANTIGEN RAPID TEST (colloidal Gold )

P/N: FGCOVG1300 (Sample type: Anterior Nasal Swab)
P/N: FGCOVG1600 (Sample type: Oropharyngeal Swab)
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COVID-19 Antigen Rapid Test (Colloidal Gold)
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® Sample type: Anterior Nasal Swab&Oropharyngeal swab
® Non-invasive, painless sample collection

® High sensitivity & specificity. Can be used for early
screening. Facilitates patient treatment decisions quickly;

® Suitable for multiple scenarios: medical institution
testing; screening before resumption of work and school,
continuous monitoring, etc.

® One-step method, easy to operate, reducing missed or
false inspections caused by operator errors;

® All necessary reagent provided & No equipment
required;

® Time saving procedures, results are available in 15
minutes;

® Storage temperature: 2~30 °C . No cold-chain
transportation needed,;

® Specification: 25 tests/box, 1 test/box;
® Diverse cooperation modes: OEM/ODM accepted.
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Performance Characteristics
Sample type: Nasopharyngeal Swab

( 97.1% ) ( 99.2% ) ( 98.8% )

95% CI: 91.64%+99.39% 95% Cl: 97.96%-99.78% 95%Cl: 97.62%-99.53%
Sensitivity Specificity Accuracy

Sample type: Anterior Nasal Swab&Oropharyngeal swab

( 96.1% ) ( 99.2% ) ( 98.7% )

95% Cl:(90.26%-98.92%)  95%Cl: (97.96%-99.78%) 95%Cl: 97.40%-99.42%
Sensitivity Specificity Accuracy
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Nasopharyngeal Swab Sample collection
P/N: FGCOVG300 (Sample type: NasopharyngealSwab)
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1. Carefully insert the swab into the nostril 2. Swab over the surface of 5 WhldEm e @l
of the patient, reaching the surface of the posterior nasopharynx. from the nasal cavity
posterior nasopharynx. that presents the Rotate the swab 3~4 times

most secretion under visual inspection

Anterior Nasal Swab Sample collection
P/N: FGCOVG1300 (Sample type: Anterior Nasal Swab)

N X9 \Q\ 20; x5
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1. Tilt the patient’ s head back 70 2. While gently rotating the swab insert 3. Rotate the swab five times against the nasal

degrees. swab about 2~2.5 cm into nostril wall then SIOle remove from the nostril.
Using the same swab repeat the collection

procedure with the second nostril.
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Oropharyngeal Swab Sample collection
P/N: FGCOVG1600 (Sample type: Sample type: Oropharyngeal Swab)

1. Tilt the patient’ s head slightly and make “ahhh” sounds, exposing the pharyngeal tonsils on both sides

At/feast 3 times

2. Hold the swab and wipe the pharyngeal tonsils on both sides of the
patient with moderate force back and forth for at least 3 times
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Test Procedure

for COVID-19 Antigen Rapid Test (Colloidal Gold)
P/N: FGCOVG300 (Sample type: Nasopharyngeal Swab)
P/N: FGCOVG1300 (Sample type: Anterior Nasal Swab)
P/N: FGCOVG1600 (Sample type: Oropharyngeal Swab)

Please read the instructions carefully and allow the test device and specimens to equilibrate to temperature (15°C-
30°C) prior to testing.

l [] M

L
1.0pen the cap of the extraction 2. put the anterior nasal swab 3. Squeeze the wall of the
tube with the sample into the extraction tube by hand

extraction tube and rotate it 10
times
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for COVID-19 Antigen Rapid Test (Colloidal Gold)

Please read the instructions carefully and allow the test device and specimens to equilibrate to temperature (15°C-30°C) prior to testing.
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4. Take out the swab

DS

7. Take the test cassette from the
packaging bag, place it on a table

A 4

5. Cover the cap of the
extraction tube, set aside.

Y

8. Add 2 drops of the sample
into the sample hole vertically

¢ O
“CEE Y

OR

6. Cut off the protrusion of the collection
tube OR unscrew the little transparent cap

(@)
(@)
(@
(@
(@

Positive Negative  Invalid

9. Read the result after 15 minutes. If left unread for 20
minutes or more the results are invalid and a repeat test is
recommended.
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Medical device production license
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¢ CEPTUOUKAT & CERTIFICADO & CERTIFICAT

ZERTIFIKAT & CERTIFICATE & 333

(( pAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 087635 0004 Rev. 01

Product Service

Holder of Certificate: JOINSTAR BIOMEDICAL

TECHNOLOGY CO., LTD.
10th Floor, Administration Building

No.519 Xingguo Rd.
Yuhang ic and T ical D Zone
311188 Hangzhou
PEOPLE'S REPUBLIC OF CHINA
Facili(y(ies); JOINSTAR BIOMEDICAL TECHNOLOGY CO., LTD.

10th Floor, Administration Building, No.519 Xingguo Rd., Yuhang
Economic and Technological Development Zone, 311188
Hangzhou, PEOPLE'S REPUBLIC OF CHINA

JOINSTAR BIOMEDICAL TECHNOLOGY CO., LTD.

No. 1 Factory Bulldmg No. 519 Xingguo Rd., Yuhang Economlc
and Te De Zone, 311188 H:

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Demgn Development, Production and Distribution of
gent, ELISA Clinical
Laboratory Instr and Rapid D:

i . EN ISO 13485:2016
App"6d Star‘dard(s)' Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned

above has and is maintaining a quality system, which meets the
requi of the listed . See also notes overleaf.

Report No.: SH2087401

Valid from: 2020-05-27

Valid until: 2023-05-26

CO

Date, 2020-05-07 Christoph Dicks
Head of Certification/Notified Body

Page 10f 1
TOV SUD Product Service GmbH « Certification Body + Ridlerstrafie 65 + 80339 Munich + Germany

1SO13485
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Ministerie van Volksgezondheid,
Welzijn en Sport

= Retouradres Posthus 16114 2300 BC Den Haag

Lotus NL B.V.

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

Datum: 16 oktober 2020
Betreft: aanmelding In-vitro diagnostica

Geachte heer Wei,

Op 14 oktober 2020 ontving ik uw notificatie krachtens artikel 4, eerste lid van
het Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam
Joinstar Biomedical Technology Co.,Ltd met Europees gemachtigde Lotus NL B.V.
onderstaand product als in-vitro diagnosticum op de Europese markt te brengen.

Het product staat geregistreerd als in-vitro diagnosticum onder nummer:

COVID-19 Antigen Rapid Test (Colloidal Gold)
(geen merknaam) (NL-CA002-2020-53843)

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

In alle verdere correspondentie betreffende bovenvermeld 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 Richtlijn 98/79/EG betreffende medische

i voor in-vitro di; iek is onderhevig aan mogelijke revisies van
Europese reg: ing inzake de van en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/79/EG).

Farmatec

Rezockadres:
FHoftoren
Rijnstrast 50
2515 XP Den Hasy

T070 340 6161

hetp:ghulpmiddelen farmates o

Inlichtingen bij:
M. Schitz - Konte

medische_hulpmiddelen@
minwws.nl

Ons kenmerk:
CIBG 20204977

sijlagen

Uw aanvraag
14 oxtober 2020

Comespondentie vitsivitend
cichten 3an hef retouradies met
vermelaling van de datu en
et kenmerk van deze brief.

Pagina 1van 2

Notificatie van in-vitro diagnostische medische hulpmiddelen impliceert dat de
fabrikant, Joinstar Biomedical Technology 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
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: notificering betekent niet dat daadwerkelijk 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, waarbij het volgens vaste
Jjurisprudentie 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

CE Registration

Pagina 2 vi

| Version:0.0

DECLARATION OF CONFORMITY

Manufacturer: Joinstar Bi dical Technology Co.,Ltd.

Address:10th  Floor,Administration Building,NO.519,XingGuo RD.,Yuhang Economic and

Technological Development Zone,Ilangzhou,Zhcjiang,China,311188
EC Representative’s Name:: Lotus NL B.V.
EC Representative’s Address: Koningin Julianaplein 10,1e Verd, 2595AA,The Hague,
Netherlands.

Declares, that the product

Product Name and Model:
COVID-19 Antigen Rapid Test (Colloidal Gold)

1Test/Kit,20Tests/Kit, 25 Tests/Kit
as described above are in conformity with the requirements as defined in IVDD98/79/EC

Annex lIl.

Additional information:

Directive 98/79/EC, Annex Il
List Others

Conformity 1ent route:

Classification:

1, the undersigned, hereby declare that the medical devices specified above conform with the Directive

98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements.

Date Signed:

D001 [.o¥

CE Declaration of Conformity
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Elenco dei dispositivi medici

Criter dif ricerca:

Denominazione fabbricante: jolnstar
Codice fiscale fabbricante:
Partita VA / VT number fat
Codice nazione fabbricante
Denominazione mandatarlc
Codice fiscale mandatario
Partita A / VST number mandatario:
Codice nazione mandatario:

Codice attribuito dal fabl
Nome commerciate e modello:

icante

CE (vaidn solo per dispositivi medici di classe, impiantabili attivi & IVD)

Elenco dispositivi individuati

Elenco del dispositii medici

Area tematica Dispositivi medici | Archivio banche dati

CERTIFICATE

WHO-FIND List t#T WHO-FIND 5%

® Stampa | B Scarica il dataset -FIND is the Foundation for | ive New Di i
-FIND is a WHO Collaboration Centre for Lab y S hening and Di; ic Technology T
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SARS-COV-2 DIAGNOSTIC
PIPELINE

SAMP_E COLLECTION /

ropean Commission COVID-19 In Vitro Diagnostic Devices and Test Methods Database
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15://covid-19-diagnostics.jrc.ec.europa.eu/devices?marking=& ‘mat=&manufacture

\SSay-i

sinstar&text name=#form content

European I
Commission

Live, work, travel in the EU

COVID-19 In Vitro Diagnostic Devices and Test Methods Database

Home > COVID-1S In Vitro Diagnostic Medical Devices

COVID-19 In Vitro Diagnostic Medical Devices
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immunoAssar-Anligsn _ Jonetar Bomedical Technaiogy Co. _ COVID-19 Antigen Rapid Test (Later) vtigen Repddagnostc Commercakesd
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e database contains publicly available In Vitro Diagnostic Medical Devices for COVID-19 and it is
ing updated periodically. Please note that additional performance (as retrieved from

anufacturers web pages) is provided only for davices commercially available with CE-IVD mark
‘knowledgements

COVID-19 In Vitro Diagnostic
Devices and Test Methods
Database
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&,
Bundesinstitut fiir Impfstoffe und biomedizinische Arzneimittel Paul-Ehrlich-Institut '\‘—"'\
Federal Institute for Vaccines and Biomedicines ’;\‘

N Stand 04.12.2020
Ubersicht SARS-CoV-2 Antigenschnelltests

https://antigentest.bfarm.de/ords/antigen/r/antigentests-auf-sars-cov-2/liste-der-antigentests?session=11940645182854 Bttt itk derzai i Stand (Rr THEhRIK ais haetisnd

Testname Hersteller (Vertrieb)
Panbio™COVID-19 Ag Rapid Test Device Abbott Rapid Diagnostics Jena GmbH
B | B ancmne : ) : ; (NASOPHARYNGEAL)
mmgznnke - Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 @ rrpressn RIDAGQUICK SARS-CoV-2 Antigen R-Biopharm AG
SARS-CoV-2 Rapid Antigen Test SD BIOSENSOR (Roche Diagnostics
Qv | Stchen: Alle Textspalte Los  Aionenv GmbH)
NADAL® COVID-19 Ag Schnelltest nal von minden gmbh
Hersteller %'.‘r“:s:":‘;' Europiischer Bevolimichtigter Senshivitat Spezifitit
e e STANDARD™ F COVID-19 Ag FIA SD BIOSENSOR
TestiD  Name | Stadt Land  Name Name Stadt Land Hancelsnamedes Tests  Testort®  Artkelum.. % X‘.:::i" % Z‘.:::i“ S:;’:;:“ STANDARD™ Q COVID-19 Ag Test SD BIOSENSOR
. S— _ o — BIOSYNEX COVID-19 Ag BSS BIOSYNEX SWISS SA
MEDsan® SARS-CoV-2 Antigen Rapid Test MEDsan GmbH, unizell Medicare GmbH,
Maimed GmbH
o T e o DEO enn e o GO D aowen a8 me 5P e TesOWe -eovibe Antigen Himede
Joinstar Biomedical 3 care impuls Vertriebs. Covid-19 Antigen Schnaikest hod 5 8603 - 8843 - NowCheck® COVID-19 Ag Test BIONGTE
E Technalogy Co, Ltd Hangzhcu CN GmbH LotusNLB V. The Hague NL (Latex) 1(;0::) paval 95,00 5890 100,00 100 ) Lirk offn
POC Coronavirus Ag Rapid Test Cassette {(Swab) Zhejiang Orient Gene Biotech Co. Ltd
arzs, ol Bomeded g, care mpuUsVerkts oy g The Hague RSB e e hee 212 %10 | 05 %10 (0% & Likotn Sofia SARS Antigen FIA Quidel Corporation
COVID-19 Ag Test Kit Guangdong Wesail Biotech Co., Lid.
CLINITEST® Rapid COVID-19 Antigen Test Siemens Healthineers
» - ESPLINE® SARS-CoV-2 Fujirebio Inc.
BD Veritor™ System for Rapid Detection of Becton Dickinson
SARS-CoV-2
GenBody COVID-19 Ag IVC Pragen Healthcare
LumiraDx SARS-CoV-2 Ag Test LumiraDX
Exdia COVID-19-Ag-Test Precision Biosensor Inc.
SARS-CoV-2 Ag Rapid Test (FIA) Wantai (Beijing Wantai Biological Pharmacy
Enterprise Co., Ltd.)
Medicovid-AG® SARS-CoV-2 Antigen Xiamen Boson Biotech Co., Ltd
Schnelltest (REF BT1309)
COVID-19 Antig {Colloidal Gold) Joinstar Biomedical Technology Co., Ltd
. - . (CIV care impuls Vertrieb)
R eg I Stratl O n I n G e rm any mo-screen Corona Antigen Test Méolab GmbH

Have passed the performance verification
of Paul Ehrlich Institute in Germany

Seite 2/2
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