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Features

Patent Application No. (USA) : T13520.PROV

JOINSTATR COVID-19 ANTIGEN RAPID TEST has complete export qualifications;
non-invasive; saliva (oropharyngeal), sputum and stool can be detected, early
diagnosis reassures your mind

® Internationally innovative, direct detection of pathogen S protein, not
affected by virus mutation, high sensitivity & specificity, and can be used for
early screening;

® Convenient and non-invasive sampling. Specimen type: oropharyngeal
saliva/sputum/stool, which can be used for home self-inspection during the
quarantine, and screening before resumption of work and school; Non-invasive
testing is particularly suitable for continuous monitoring of children and the
elderly;

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

® No equipment required, fast detection, results are available in 10-15 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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Specification Components
Test cassette*25 i Package insert*1
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Performance Characteristics
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(( DAKKS

Deutsche
Akkreditierungsstelle
0-ZM-11321-01-00

Certificate

Product Service

No. Q5 087635 0004 Rev. 01

Holder of Certificate: JOINSTAR BIOMEDICAL

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

TECHNOLOGY CO., LTD.

10th Floor, Administration Building

No.519 Xingguo Rd.

Yuhang ic and T gical Di Zone
311188 Hangzhou

PEOPLE'S REPUBLIC OF CHINA

JOINSTAR BIOMEDICAL TECHNOLOGY CO., LTD.

10th Floor Admmlslralion Building No.519 Xingguo Rd., Yuhang
Zone, 311188
Hangzhou, PEOPLE'S REPUBLIC OF CHINA

JOINSTAR BIOMEDICAL TECHNOLOGY CO., LTD.

No. 1 Factory Building, No. 519 Xingguo Rd., Yuhang Economic
and Technological Development Zone, 311188 Hangzhou,
PEOPLE'S REPUBLIC OF CHINA

Deslgn Development Production and Distribution of
ELISAR Clinical

Laboratory

and Rapid Di ti

EN ISO 13485:2016

Medlcal devices - Quality management systems -
for regulatory p

(!SO 13485:2016)

DIN EN ISO 13485:2016

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

above has

a quality system, which meets the

and is ]
requirements of the listed standard(s). See also notes overleaf.

Report No.:

Valid from:
Valid until:

Date, 2020-05-07
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SH2087401

2020-05-27
2023-05-26

CO_

Christoph Dicks
Head of Certification/Notified Body

TOV SUD Product Service GmbH * Certification Body + RidlerstraRe 65 + 80339 Munich + Germany

1SO13485

CERTIFICATE

CIBG
Ministerie van 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: 8 september 2020
Betreft: aanmelding In-vitro diagnostica

Geachte heer Wei,

Op 5 september 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 (Latex)
(geen merknaam) (NL-CA002-2020-53351)

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
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese 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

1/ /hulpmiddels .l

Inlichtingen bij:
M.P. Meljer - Michiels

medische_hulpmiddelen@®
minvws.nl

Ons kenmerk:
CIBG-20204350

Bijlagen

Uw aanvraag
5 september 2020

Correspondentie uitsluitend
richten aan het retouradres met
vermelding van de datum en
het kenmerk van deze brief.
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Notificatie van in-vitro diagnostische i ht impli t dat de
fabrikant, Joinstar Biomedical Technology Co. Ltd de CE- cun!orm|teltsmdrkenng
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 T 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 daadwerkelifk Sprake is
van een in-vitro diagnosticum in de zin van de ige wet- en lg

In voorkomende gevallen kan de Inspectie Gezondheidszorg en ]eugd (IGJ),
belast met het toezicht op de naleving van het bij of krachtens de wet bepaalde,
een standpunt lnnemen over de status van een product, waarbij het volgens vaste
Jjurisprudent. lijk aan de i 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
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CERTIFICATE

Necertands 88 WHO-FIND List T WHO-FIND J#&
71 asc
Z\,(L’\ Misitenie ven Volksgesondbedd
Welzin en Sport
NOTIS -FIND is a WHO Collaboration Centre for Laboratory gthening and Diagnosti hnology Evaluati
DECLARATION OF CONFORMITY g FINDES cope ) onE0a
Socaims dogodfimatin:  covifiig FowsAd - WHATWEDD v « aemac
< : ; Lotus NL B.V. | Log st
> My cases Notify medical devices and IVDs
M + Joinstar Bi dical Co.,Ltd. > Moty medicn dniees -
Address: 10th Floor, Administration Building, NO.519, XingGuo RD., Yuhang Economic and : SARS-COV-2 DIAGNOSTIC
ress: 10t loor, Iministration Building, 2 , XingGuo ., Yuhang Fconc > Aowtyfor obon oo i PIPELINE
Technological Development Zone,Hangzhou, Zhcjiang,China, 311188 s S e 20004350
EC Representative's Name: Lotus NL B.V, Date of receipt 9/5/2020
S| EC 's Koningin Juli in 10,1e Verd, 2595A A, The Hague,Netherlands,| £ i Feaess
2 Date finalised 9/8/2020
> Declares, that the product 5 Clort dubults SHOW ALL MOLECULAR ASSAYS SAM‘Z',ECCT%:;?NON & DIGITAL SOLUTIONS OTHER DIAGNOSTICS
Product Name and Model: e SEMER B
COVID-19 Antigen Rapid Test (Latex) el Y & sms v || Tetoma v | Ttpes || Regtetey v
1 Test/Kit, 25 Tests/Kit
as above are in with the i as defined in IVDD98/79/EC Mantacture setads 487 RESULI(S)
Annex Il Authorised repeesentative of Joinstar Biomedical Technology Co,,Ltd
. . o - - ton 0t (KT PR method
T " Address 10th Floor Administration Bullding,NO.519,XingGus AD. Yuhang Economic Fravamae Aas Cumn
Additional information: and T Toao - - . -
Conformity assessment route:  Directive 98/79/EC, Annex Il _—
Zoxooe 3tes
Classification: List Others
oy Hangihou, Zhvegeng . -— . -— - . R —
. - b P Avaaty § o C—— o mm
1, the undersigned, hereby declare that the medical devices specified above conform with the Directive| S g - S
. . — R
98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements. Produchs
« Joinstar Biomedical Technology Co,, Ltd COVID-19 Antigen Rapid Test (Latex) (CE-IVD)
= 3 ) T = Jolnstar Biomedical Technology Co., Ltd -19 Ant apid Te 0 Sold) (CE-IVD) Conta
- « Joinstar Biomedical Technology. Co., Ltd SAF MigG dy al Gald) (CE-IVD) Conta
Date Signed: V] o— : VD19 Arsonn Anct. o sev 5 - SRR =
/ \‘i%/ > « Joinstar Biomedical Technology Co., Ltd SARS-CoV-2 /MERS-CoV/ Influenza A&B Antigen Rapid Test (CE-IVD)
Docemants
Xuyi ZHOU W < oate (9 Tnis ;i
General Manager iy ] 9/8/2020 20204350-0005 gt IND flevestioing AR | aroduct
65/ /82020 20294350-0006 g 20204350 . -
Joinstar Biomecical Technology{Bo/tid / U200 202000000000t information - o
o 1035 9/5/2020 20204250-0002 0df Declacation of Conformaty
9/5/2020 20204350-0001, 00 Instruction for use " " —_—
. . » “ ~ -
Version:0.0 ) = -

CE Declaration of Conformity ~ CE Notify medical devices and IVDs WHO-FIND List
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CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

MEHB4RS: 20200007
Certificate NO.: 20200007

FEREW: L ot N

Product(s): Sce Attachment (1 Page)

MERIS: ww O

Model: see \rmlnmun 1Page)

SRRl PR BRI A

turer: Joinstar Bi ical Te y Co., Ltd.

SEFERAVERRT: HATHUM R T ITR KON EEE 519 5
Address of manufacturer: No.519 X
Development Zone, 311118, Hangzhou, P.R. China
HORAY: bR AR AT A A

oRD, Yuhang Economic and Technological

turer: Joinstar Biomedi y Co., Ltd.

HORIERR: WTH M R HIFR IO 519 4
Address of manufacturer: No.519 XingguoRD, Yuhang Economic and Technological
Development Zone, 311118, Hangzhou, P.R. China

lElﬂJ:ntF"iﬁ FFEEM EFRBNPEBH, %= mEORZ0RE,

IS is to cert at the above product(c) are not registered in
China and not distributed on hinese market. The
exportation of the product(s) is not restricted.

IEBREMAREE: 2022F 98238
This certification valid until: 2022/09/23

Zhejiang Provincial Association For Medical Equipment. Industr:

(AR TEETaRT LS

Date of issue: 2020/09/23
(2020 £9 823 H)

CERTIFICATE

B

ATTACHMENT

iE #4i45: 20200007 LU 10T )
_Certificate No.:20200007 — Page | of | Page)
K5 RN oL ERS

SN Product(s) Model

125 A#3/4E,FLCOVA200,

FLCOVA200
VKIT,FLCOVA200,
R RS W SR AR FLCOVAZ00

1 1%
COVID-19 Antigen Rapid Test (Latex) ”}}2\_

)
ITESTS/KIT,FLCOVA100,
FLCOVA100

LCOVAL00,

A = 2H

Blank Blank Blank

‘covid-19-diagnostics.jrc.ec.europa.eu/devices?markin
=#form content

=&principle=&format=&manufacturer=Joinstar&text name

- European |
Commission

Live, work, travel in the EU

COVID-19 In Vitro Diagnostic Devices and Test Methods Database

Home > COVID-19 In Vitro Disgnestic Madicsl Devices

COVID-19 In Vitro Diagnostic Medical Devices

CEMarting rormm
- et e e -
s rscnrer Commarets ame
Daanioad as S8V 13y
CEvaming  Dotaction Prncyle o ncture Commecssi hame v e Forma Commeraas
S
>
/, >
Yes immuncAssay-Antgen \anstar Bromedscal Technology VID-19 Antigen Rapsd Test (Latex antger Rapsd iagnost ommercaized D
o L1d test
ves mmuncAssay-Antibody nstar Bomedcal Technology SARS.-CoV-2 iggG Antibody Test dal  IgG. g Rapd diagnostic  Commerciakzed )
'x

Listed in COVID-19 In Vitro Diagnostic
Devices and Test Methods Database
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CERTIFICATE

Area tematica Dispositivi medici | Archivio banche dati

910/2020 Elenco dei dispositivi medici

* B

/ ,(/rn/.%%%/l A /é . j(/j/;/?
https://antigentest.bfarm.de/ords/antigen/r/antigentests-auf-sars-cov-2/liste-der-antigentests?session=11940645182854

& Stampa | B Scarica il dataset

Elenco dei dispositivi medici

Criteri di ricerca: 1‘ insii ¢
Denominazione fabbricante: o fur Arneimittel 5 " = %

Co s frkoms: I‘.nmm.n.,mm Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2

Codice nazione fabbricante:

Denominazione mandatario:

rpressum

Qv | Suchen Alie Textspaie Loz Axtonen - 5
Codice fiscale mandatario:
Partita IVA / VAT number mandatario: i
Codice nazione mandatario: Hersteller v'."m‘?"lb:r' Europiischer Bevollmichtigter Sensitivitit Spezfitit
Tipologia dispositivo:
Identificativo di registrazione attribuito dal sistema BD/RDM: 2000587 as%iges smvigne
Codice attribuito dal fabbricants: TestiD  Name 7= Siadt Land  Name Name Stact Land  Handelsname des Tests Teswort®  Artikelnum... % Verra... % Verta..  o<omMS-
Nome commerciale e modello: intervall intarvall W
Classificazione CND: - A e — R w3
Descrizione CND:
Classe CE [valida solo per dispositivi medici di classe, impiantabili attivi e IVD]:
Elenco dispositivi individuati
Dati aggiornati al:03/10/2020 S
Joinstar Biomedical Prasisdiens! GmbHE | Joinstar Covid-1 Ansgen- 808~ AT ol
T i T " e 1 F 0 s Li
Ao Hocrostony ot Heraehou Ny LOTUS NLBV Graveshag: MO {ohne LCOVA200 500 e 10000 535  Link offr
DISPOSITIVO MEDICO ZASSEMBLATO FABBRICANTE/ASSEMBLATORE Gerat)
IDENTIFICATIVO DATA ANE Algen Rausd
Nome PaRTITA $0 (T
TIPOLOGIA DI ISCRITTO AL CODICE ATTRIBUITO DAL DATAPRMA IMMISSIONE  RUOLO CODICE - a o & -
COMMERCIALE CND cLassece D ENOMMNATIONE wavaT  wazmow . N N Moty A L
DISPOSITIVO REGISTRAZIONE REPERTORIO FABBRICANTEIASSEMBLATORE PUBBLICAZIONE IN sne0A FISCALE i -
EMoDELLO NoBER >
BomoM conmeRcio
W010 5099099 JOINSTAR 2 e
| wmao | 7T ragsREANTE DO A o - - = 4 e
anTieE autodiagnostict -
Dispositivo 2000587 s RFBH12370 - TEST RAPIDI 02710 /2020
RAPID TEST onnclust. Py
€*FONT OF !
waTeq i el 1y
CAREEALTRY MANDATARIO LOTUS NL BV 857879145601 NL

<< < Pagina:1 > »> Num. Pagine: 1 Num. Dispositivi:1

Registration in ltaly Registration in Germany
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