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SARS-CoV-2 Antigen Rapid Test Kit - 6

(Colloidal Gold)
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/A\ﬁl féﬁﬁ Company Profile
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Shenzhen Lvshiyuan Biotechnology Co., Ltd, was founded in 2003 by a senior
scholar who had studied in America for many years. It is a high-tech enterprise

specializing in the development and production of the most advanced In vitro diagnostic
reagents(IVD),food safety test reagent,animal disease diagnostic reagent, small
molecule antigen & antibody,committed to the industrialization of biological reagent
around the world.

AFEBEIE T 1S09001. 1013485 Jii & FRAA RINIE, Jo)a BUS BE R PR ol
GRINT AR A 5 R0t 3A {5 A AR BI7 a8 A P VP il e 25 %
JRAET:, R ERTG 7 2 L FRE.

LSY get the ISO9001 certificate of quality management system, The review of
ISO13485 has been passed, we can get this certificate soon.we has achieved many
qualification certificates, such as National HI-TECH enterprise certificate, Shenzhen
HI-TECH enterprise certificate , Postdoctoral innovation practice base, AAA-grade credit
enterprise, Medical Equipment Production License etc. LSY also get a number of patent
certificate.

TR Y E R, AT OB R TR 1T,
QIERLEE . BRI AR sEENLE. Bt T 7 Nk fdidy, Tk “STUEma i, g
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In the 21st biological high-tech era,LSY takes the “Health care,benefit to
society;Focus on products,lead the industry;Create benefits,repay shareholders; perfect
mechanism,succeed employees. “as our Enterprise mission and adheres to the Quality
philosophy of “Quality makes brand,brand is life.”,providing the advanced biological
technology products and the perfect technical service for the customers.
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1S09001 AUENEF 1S09001 certification

CERTIFICATE OF REGISTRATION

The Quality Management Systems of

Shenzhen Lvshiyuan
Biotechnology Co., Ltd

Unified Social Credit Code:914403007576264357

Registration address: 101, 201, 301, D Building, No.2 Industrial Avenue, Buxin Village, Buxin
Community, Dapeng Subdistrict Office, Dapeng New District, Shenzhen
Production address:D Building, National Biological Industrial Park Of Marinelife, Binhai No.2
Road, Dapeng, Shenzhen

has been assessed by GIC and complying with

GB/T19001-2016/1ISO9001:2015

For the following activities

Research and development, production and service of
food safety testing kits, animal disease diagnostic kits
and test cards

Date of Issue: 13 February 2019 Date of Expiry: 12 February 2022

Date of Initial Certification: 13 February 2019
Certificate No.: J19Q2GZ8012523R0M

The granting of this certificate does not mean that the certificate holder can avoid
any legal obligation. If the products or activities covered in the scope of
certification require administrative license, the certificate shall be only valid within
the scope of administrative licensing. The registered organization shall be subject
to regular annual supervision by GIC, and the continual validity of the certificate is
base upon conformity of audit. Please scan two-dimension code at lift to find the
certificate information. This certificate can be queried at Certification and
Accreditation Administration of the People's Republic of China official website

Scan for certificate status (www. cnca.gov.cn) & GIC website (www. gicg.com.cn) GIC WeChat public number
Signature:
Guardian Independent Certification Ltd
Registered in England JAS-ANZ
Sovereign House 212-224 Shaftesbury Avenue London England WC2H 8HQ Fomstaation )
Accredited by Member of IAF MLA - :




ISO 13485 AUEIEF 1SO 13485 certification

Certificate CN20/42084

The management system of

Shenzhen Lvshiyuan
Biotechnology Co., Ltd.

101, 201, 301, Building D, No. 2, Industrial Avenue, Buxin Village,
Buxin Community, Dapeng Subdistrict Office, Dapeng New District,
Shenzhen, Guangdong, 518120, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, Manufacture and Distribution of Dry Fluorescent
Immunoassay Instrument and In Vitro Diagnostic Test Kits
(ELISA, Colloidal Gold) for SARS-CoV-2, Influenza A and Influenza B.

‘This certificate is valid from 2 March 2021 until 13 June 2023
and remains valid subject to satisfactory surveillance audits.

o : Re certification audit due before 26 May 2023
Issue 2. Certified since 14 June 2020

e o
UKAS
MANAGEMENT
SYSTEMS
SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK 0005

t+44 (0)151 350-6666 f +44 (0)151 350-6600 www.5gs.com

HC SGS 13485 2016 0118
Page 1of 1
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Obtained screenshots of foreign standard certification
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SARS-CoV-2 Antigen Rapid Test Kit

Flu A & Flu B & COVID-19 Ag Rapid Test
Coronavirus (SARS-Cov-2) Antigen Rapid
sampling and detection tube (Colloidal
Gold)

COVID-19 Antigen Saliva Rapid Test Kit
(Colloidal Gold)

SARS-CoV-2 Neutralizing Antibody Test Kit
(ELISA)

SARS-CoV-2 Neutralizing Antibody Test Kit
SARS-CoV-2 Neutralizing Antibody Rapid
Test Kit{Colloidal Gold)

SARS-CoV-2 Neutralizing Antibody Test Kit
(Immuncflucrescence Assay)
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Germany BfArM Approval of antigen tests for professional testing

$ | Bundesinstitut
g fiir Anne_\mme\ . . ) .
= und Medizinproduits - A ytiggen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 ® Impressum 8 Administratien

ste der Antigen-Tests zur professionellen Anwendung zum direkten Erregernachweis des Coronavirus SAR!

die Gegenstand des Anspruchs nach § 1 Satz 1 der "Verordnung zum Anspruch auf bestimmte Testungen fir den Nachweis des Vorliegens einer Infektion mit dem Coronavirus SARS-CeoV-2 (Coronavirus-
Testverordnung — TestV)" sind.

v Allgemeine Hinweise

Das BfArM stellt hier eine Liste nach §1 Satz 1 TestV der Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2 bereit, die vom Hersteller zur pr i 1g immt sind
(..Schnelltests™) und nach Kenntnis des BfArM eine CE-Kennzeichnung tragen.

Das BfArM hat zum 25.08.2021 eine f\nderunq der Liste dahingehend vorgenommen, dass ab diesem Tag keine Daten zu Vertreibern mehr in der Ubersicht aufgefiihrt werden.
Hintergrund ist, dass die Vertriebskanéle entsprechender Tests nach unserer Kenntnis inzwischen gut etabliert sind, Vertreiberlisten einzelner Tests nicht mehr vollstandig die Vertriebssituation wiedergeben und es fiir
professionelle Anwender geniigend Alternativen fir die Ermittlung potentieller Vertreiber eines entsprechenden Antigenschnelltests gibt.

Anderungen zu k henden Li: gen oder N dge zur Aufnahme in die Marktiibersicht kénnen nur vom Hersteller des Tests, seinem pai dchti oder einem vom Hersteller
schriftlich k ftragten Verfah k lim&chti, k werden.

Weitere Hinweise zur vom BfArM bereitgesteliten Liste sowie zu den der Sonderzulassung durch das BfArM, Aufnahme in die Liste und ggfs. auch Streichung von der Liste zugrundeliegenden Verfahren und Kriterien
finden Sie auf unserer Webseite zu Antigentests auf SARS-CoV-2.

Eine Marktibersicht nach §1 Satz 1 TestV zu Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2. die vom H ller zur Ei kbestil sind (,,Selk ") finden Sie
unter diesem Link.

Alle Daten gem3B Ubermittlung des Herstellers, verbindlich sind ausschlieBlich die Angaben in den jeweiligen Gebrauchsinformationen

Die Angabe ,Evaluierung PEI" bildet die entsprechende, auf der Webseite des Paul-Ehrlich-Instituts (PEl) versffentlichte Ubersicht zur dortigen vergleichenden Evaluisrung der Sensitivitt von SARS-CoV-2
Antigenschnelltests ab (siche Webseite des PEI).

* Ja" bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEI evaluiert wurde.
* _Nein” bedeutet, dass bislang keine entsprechenden Testergebnisse vorliegen.

Im Falle einer negativen Evaluierung durch das PEl streicht das BfArM den entsprechenden CE-gekennzeichneten Test van seiner Liste. Fiir eine Sonderzulassung ist eine positive Evaluierung des PEl eine zwingende

Voraussetzung.
Hinweis: Eine aktuelle Ubersicht der SARS-CoV-2-Tests, die von den europiisct Mitglied o itig flir COVID-19-Te bnisk heini k werden und damit fiir das ,EU
Digital COVID-19 Certificate” beriicksichtigt werden kénnen, finden Sie im prechenden Dok 1t der Ei gischen | issi Link zum Dok t
Qv Ivshiyuan Aktionen [8 Zuricksetzen
5] T —
Hersteller Europaischer Bevollmachtigter Sensitivitat Spezifitat
kit 95%iges 95%iges
Test-1D Handelsname PEI " Name Tz Stadt Land Name Stadt Land  Testo... % Vertraue... % Vertraue...  Gebrauc...
intervall intervall
araijg  GreenSering® SARS-Cov-2- Shenzhen Lushiyuan — - R— S - F?ﬁ e 10000 %812- By
Y Antigen-Schnelltest-Set & Biotechnology Co, Ltd = o 0" & 2t BEE C"eaf‘ Y o998 ¥ o990 RS
Green Spring SARS-Col/-2- pac -
’ & Shenzhen Lvshiyuan - 9224 - 97,76 - Fo
2 = -Set 3 r Obelis s.a. 1 T 100 2y Li...
AT1188/21 &“m(‘\.gen Schnelltest-Set J Biotechnology CoLtd Shenzhen N belis s. Brussels BE [OhFE, 96,77 oaal 00,00 a2ag D L
(kelloidales Gold) Gerat)
1 2von 2
letzte Anderung:  30.12.2021 21:19 * POC = Point of Care
Release 1.0
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Germany BfArM Approval of antigen tests for self-testing

& htt

/fantigentestbfarm.de/ords/f2p=ANTIGENTESTS-AUF-SARS-COV-2:TESTS-ZUR-EIGENANWENDUNG-DURCH-LAIEN:160¢ EEl 3¢ 4

mErt B O X-

G ER @ ik O, 3608 § 5E—T @0

Bundesinstitur
fiir Arzneimittel

und Medignprodute - Aptigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2

D impressum 83 Administration

Liste der Antige endung zum direkten Erregernachweis des Coronavirus SARS-CoV-

die Gegenstand des Anspruchs nach § 1 Satz 1 der “Verordnung zum Anspruch auf bestimmte Testungen fiir den Nachweis des Vorliegens einer Infektion mit dem Coronavirus SARS-CoV-2 (Coronavirus-Testverordnung — TestV)" sind.

v Allgemeine Hinweise

Das BAMM stellt hier sine Liste nach §1 Satz 1 TestV der Antigen-Tests zum direkten Erregemachweis des Coronavirus SARS-CoV-2 bersit, die vom Hersteller zur
oder deren erstmaliges Inverkehrbringen in Deutschiand ohne CE-Kennzeichnung vom BfArM nach 511 Abs.1 MPG derzeit befristet zugelassen wird (.Sonderzulassung des BFATM")

sind (.. ) und nach Kenntnis des BfArM eine CE-Kennzeichnung tragen

Die Liste wird kontinuierlich aktualisiert, sobald seitens des BfArvI weitera entsprechende Sonderzulassungen erteilt wurden, disse, 2.8. durch Ablauf der Befristung der Sonderzulassung oder Abschluss der regularen Konformitatsbewertung und CE-Kennzeichnung, nicht mehr
bestehen oder das Verfahren zur Aufnahme CE hneter Tests zur Ei ing in die Liste erfolgreich abgeschlossen wurde.

Eine entsprechende Marktubersicht nach §1 Satz 1 TestV zu Antigen-Tests zum direkten Erregernachweis des Coronavirus SARS-CoV-2, die vom Hersteller zur i

sind ( ) finden Sie unter folgendem Link.
Weitere Hinweise zur vom BfArM bereitgesteliten Liste sowie zu den der Sonderzulassung durch das BfArM, Aufnahme in die Liste und ggfs. auch Streichung von der Liste zugrundeliegenden Verfahren und Kriterien finden Sie auf unserer Webseite zu Antigentests auf SARS-CoV-2.

Alle Daten gemaB Ubermittlung des Herstellers, verbindlich sind ausschlieBlich die Angaben in den jeweiligen Gebrauchsinformationen,

Die Angabe , Evaluierung PEI" bildet die entsprechende, auf der Webseite des Paul-Enrlich-Instituts (PEI) versffentlichte Ubersicht zur dortigen vergleichenden Evaluierung der Sensitivitat von SARS-CoV-2 Antigenschnelitests ab (siehe Webseite des PEI)

* ,Ja" bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEl evaluiert wurde,
* Nein" bedeutet, dass bislang keine entsprechenden Testergebnisse vorliegen

Im Falle einer negativen Evaluierung durch das PE streicht das BfArM den entsprechenden CE-gekennzeichneten Test von seiner Liste. Fur eine

\g ist eine positive des PEl eine
Qv Wshiyuan Los Aktionen v [8 zZuricksetzen
¥ | & Nach “vshiyuan’ suchen
Hersteller Europaischer Bevollmachtigter Sensitivitat Spesifitat
TestID Name des Tests Evaliierung  pome T2 Land Name Land Probennahme % 27¥iges % J%iges Gebrauchsan...
5640-5-474/21 Green Spring® SARS-CoV-2-Antigen-Sch...  Ja Shenzhen Lushiyuan Biotechnolog, < Obelis 5.2 £ nasal 9620 0371-9989 10000 9662 - 100 R Link 8.
1 -1von1
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PEI iAUEHEFS Paul-Ehrlich-Institut certification

Federal Institute for Vaccines and Biomedicines

/
Bundesinstitut fiir Impfstoffe und biomedizinische Arzneimittel P . s \v,
aul-Ehrlich-Institut
g

12.02.2021

Comparative evaluation of the sensitivities of SARS-
CoV-2 antigen rapid tests

Aim

Comparison of different antigen rapid tests with using identical sample material

Material
Pools from nasopharyngeal and oropharyngeal swabs.

Dry swabs were included in PBS; moist swabs were already included in the transport media of
various compositions. Pools are random mixtures obtained from up to 10 samples of
comparable CT values diluted 1:10 in negative samples in PBS. The CT values of a pool were
determined by means of different PCR assays, and the putative number of RNA copies
calculated with the aid of the INSTAND standards. In the case of the PCRs used, a CT value of
25 corresponds to around 10% RNA copies/mL. 18 samples each were analysed with CT<25, 23
samples with CT between 25 and 30, and 9 samples with CT>30. The replication of the virus in
cell culture was determined as a possible correlate for infectiousness as another characteristic
of the samples.

Method

The pools were aliquoted, frozen, shipped, and thawed for evaluation of the tests. For each test,
50 pL of the pool were analysed using the components of the test provided, e.g. swabs.
Laboratories participating in the comparative evaluation included the Robert Koch-Institut, the
Paul-Ehrlich-Institut, the reference laboratory for coronaviruses (Charité), and the Institute for
Microbiology of the German Army (Bundeswehr).

Summary

This comparative evaluation of a large number of SARS-CoV-2 rapid antigen tests (point of care
tests; POCT) of different designs and manufacturers with the same sample set allows an
overview of the current state of art regarding sensitivity. The results do not allow any
conclusions regarding specificity of the tests.

Those POCTs which have up to now been included in the evaluation and have been assessed
as reflecting the current state of the art are listed in the table below. Other tests, which were
assessed as not reflecting the state of the art were deleted from the list of the Federal Institute
for Drugs and Medical Devices (Bundesinstitut fur Arzneimittel und Medizinprodukte, BfArM).
This comparative evaluation is constantly continued, and the table is amended accordingly.

You should be aware that this comparative evaluation can only cover a random sample
of the SARS-CoV-2 rapid antigen tests listed by the BfArM, thus eligible for refunding,
and that many other products could not (yet) be taken into account, despite the interests
on the part of the manufacturers/distributors.

Contact
Email: sarscov2ivd@pei

Paul-Ehrlich-Institut
Paul-Ehrlich-Str. 51-59
63225 Langen, Germany www.pei.de
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/
Bundesinstitut flir Impfstoffe und biomedizinische Arzneimittel Paul-Ehrlich-Institut '\~="\
Federal Institute for Vaccines and Biomedicines =

Last updated: 12.02.2021
Overview of SARS-CoV-2 Antigen Rapid Tests

Assessed as Reflecting the Current State of the Art

Name of Test Manufacturer (Distributor)

Panbio™COVID-19 Ag Rapid Test Device Abbott Rapid Diagnostics Jena GmbH

(NASOPHARYNGEAL)

RIDA®QUICK SARS-CoV-2 Antigen R-Biopharm AG

SARS-CoV-2 Rapid Antigen Test SD BIOSENSOR (Roche Diagnostics
GmbH)

NADAL® COVID-19 Ag Schnelltest nal von minden gmbh

STANDARD™ F COVID-19 Ag FIA SD BIOSENSOR

STANDARD™ Q COVID-19 Ag Test SD BIOSENSOR

BIOSYNEX COVID-19 Ag BSS BIOSYNEX SWISS SA

MEDsan® SARS-CoV-2 Antigen Rapid Test MEDsan GmbH

TestNOW® - COVID-19 Antigen Affimedix

NowCheck® COVID-19 Ag Test BIONOTE

Coronavirus Ag Rapid Test Cassette (Swab) Zhejiang Crient Gene Biotech Co.,Ltd

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. (Mast Diagnostica GmbH)

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. (Axon Lab AG)

SARS-CoV-2 Ag Rapid Test (FIA) Wantai (Beijing Wantai Biological Pharmacy
Enterprise Co., Ltd.)

SARS-CoV-2 Antigen Schnelltest Xiamen Boson Biotech Co., Ltd
(Medicovid-AG; technomed GmbH; Léwe
Medizintechnik)

COVID-19 Antigen Schnelltest (Colloidal Gold) | Joinstar Biomedical Technology Co., Ltd
(CIV care impuls Vertrieb)

mo-screen Corona Antigen Test Molab GmbH

Rapid SARS-CoV-2 Antigen Test Card MP Biomedicals Germany GmbH

Lyher Novel Coronavirus (COVID-19) Antigen Hangzhou Laihe Biotech Co., Ltd. (Lissner

Test Kit (Colloidal Gold) Qi GmbH)

AMP Rapid Test SARS-CoV-2 Ag Ameda Labordiagnostik GmbH

Clungene COVID-19 Antigen Rapid Test Hangzhou Clongene Biotech Co., Ltd.

GensureTM COVID-19 Antigen Rapid Test Kit GenSure Biotech Inc.

SARS-CoV-2 Antigen Rapid Test Kit Beijing Lepu Medical Technology Co., Ltd

Hightop SARS-CoV-2 (Covid-19) Antigen Rapid | Qingdao Hightop Biotech Co., Ltd.

Test

Rapid Covid-19 Antigen Test (Colloidal Gold ) Anbio (Xiamen) Biotechnology Co., Ltd

Page 2/3
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Name of Test

Manufacturer (Distributor)

Safecare COVID-19 Ag Rapid Test Kit (Swab)

Safecare Biotech Hangzhou Co., Ltd.

QuickProfile Covid-19 Antigen Test Card

LumiQuick Diagnostics, Inc.

Covid 19 Antigen Schnelltest

BioRepair GmbH

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

Shenzhen Lvshiyuan Biotechnology Co., Ltd.

CAT Antigen Covid Rapid Test

Oncosem Onkolojik Sistemler San. Ve Tic.
A.S.

ScheBo SARS-CoV-2 Quick Antigen

ScheBo Biotech AG

Nova Test SARS-CoV-2 Antigen Rapid Test Kit

Atlas Link Technology Co., Ltd.

Toda Coronadiag Ag

Toda Pharma

Humasis COVID-19 Ag Test

Humasis Co., Ltd.

Beijing Hotgen Biotech Co., Ltd.

Neuartiges Coronavirus (2019-nCoV)-
Antigentest (Kolloidales Gold);

Novel Coronavirus 2019-nCoV Antigen Test
(Colloidal gold)

Xiamen AmonMed Biotechnology Co.,Ltd.

COVID-19 Antigen Rapid Test Kit (Colloidal
Gold)

Canea COVID-19 Antigen Schnelltest

Core Technology Co., Lid.

fluorecare COVID-19 SARS-CoV-2 Spike Protein
Test Kit (Colloidal Gold Chromatographic
Immunoassay)

Shenzhen Microprofit Biotech Co., Ltd

Tetsealabs® Rapid Test Kit COVID-19 Antigen
Test Cassette

Hangzhou Testsea Biotechnology Co., Ltd

Lysun COVID-19 Antigen Rapid Test Device
(Colloidal Gold)

Hangzhou Lysun Biotechnology Co., Ltd.

14
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Ekféﬁﬁﬁ*ﬂfﬁ%{%ﬁ On the EU common list & Mutual Recognition list

+ v Q WFE=EANEN  WARE
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@ https://covid-19-diagnostics jrc.ec.europa.eu/devices/detail /2109

T @t
LIve, WOIK, udvel In uie cu

COVID-19 In Vitro Diagnostic Devices and Test Methods Database

Home > COVID-1¢ In Vitro Diagnostic Medical Devices > COVID-18 In Vitro Diagnostic Medical Device - detail

COVID-19 In Vitro Diagnostic Medical Device - detail

Green Spring SARS-CoV-2 Antigen-Rapid test-Set

Manufactured by Shenzhen Lvs|

Device identification number 2109

CE Marking % Yes

HSC common list Yes

HSC mutual recognition % Yes

Format Manual, Near POC / POC

Physical Support Lateral flow
Target Antigen
Specimen
Pathogens detected Coronaviruses (HCoV), SARS-CoV

Lineages detected

uan Biotechnology Co., Ltd., China - https://www.lsybt.com/ [2

Anterior nasal swab, Nasal swab, Nasopharyngeal swab, Oropharyngeal swab

B.1.1.7 (United Kingdom), B.1.351 (South Africa), P.1 (Japan/Brazil)

Commercial Status Commercialised

Last Update 2021-07-07 05:24:52 CET

Comments

CoV-2-Antigenen.

EL B 5 42 B2 Whitelist of Belgium

LiClear Biotech |Hangznou)
LumiQuick Diagnostics
MEDsan

MP Biomedicals

Multi-G

Mylab Discovery Solutions Pyt
nal von minden

SARS-LUV-2 NUCIEOCapsIa (N} ANTIgEN Rapid | est Cassette 951
QuickProfile COVID-19 Antigen Test Strip 940
SARS-Cov-2 Antigen Rapid Test T 925
Rapid SARS-Cov-2 Antigen Test Card 9.4
COVidL9CHECK- GEN 925
COVID19CHECK-NAS (COVID-12 antigen rapid test cassette] 9.1
COVID19CHECK- SAL (Sars-Cov-2 Antigen Rapid Test) 968 (Cr=33)
PathoCatch COVID-13 Antigen Lateral Flow Test Device 920
NADAL COVID10 A Rapid Test 976

Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2) Antigen Detection Kit

Nanjing Vazyme Medical Technology

NanoEntek

INantong Diagnasis Biotechnology

INew Gene [Hanazhou) Bioengeneering
ONCOSEM Onkolojik Sistemler San. ve Tic AS

Orthe-Clinical Diagnastics
PCL

Prestioe Diaanastics
PRIMA Lab

Qingdao Hightop Biotech

Quidel

Roche Diagnastics

5D Biosensor (distributed by Roche)

{Coloidal Gold-ased) b
FREND COVID-19 Ag 947
Covid-19 Antigen Saliva Test Kit (Colloidal Gold) {Cassete) 98.1
Covid-19 Antigen Test Kit (Collcidal Gold) 98.8/985
Covid-19 Antigen Detection Kit 97,3/95.7/95,1
2018-nCoV Antigen Rapid Test kit 976
VITROS 5ARS-CoV-2 Antigen test 978

PCL COVID19 Ag Gold
2018-nCoV Antigen Device

90.8 (Cr<30)/917

Shenzhen Huian Bicsci Technology
Shenzhen Landwind Biotechnelogy
Shenzhen Lushiyuan Bictechnology

Shenzhen Microprofit Biotech

Shenzhen Ulra Diagnostics Biotech

shenzhen YHLO Bictech Co
Surescreen
Todapharma

Ulti med Products

an Oostveen Medical

VivaChek Biotech

PRIMACOVID COVID-19 Antigen Rapid Test 96.4/92.9
SARS-CoV-2 Antigen Rapid Test (Immunochromatography) 92.7/95.0/95.0
Sofia SARS Antigen FIA 9%.7
+ SARS Anrigen FIA 952
Elecsys SARS-CoV-2 Antigen 945
SARS-CoV-2 Rapid Antigen Test %5
SARS-CoV-2 Antigen Test Kit {Colloidal Gold) 846
SARS-CoV-2 Antigen Test Kit {Colloidal Gold) 957
Green Spring SARS - CoV/-2-Antigen-Rapid Test kit (Colloidal Gold) 96.8/08
Fluorecare SARS-CoV-2 Test Kit 98.6/100
Fluorecare SARS-Cov-2 Spike Protein Test Kit 986
SARS-CoV-2 Antigen Test kit (SC0201 + 5C0202) 92/100/96
SARS-CoV-2 Antigen Test kit (SC0203 + 5C0204) 02/05.7/07 3
GLINE-2019-nCoV Ag 96.5/07.4
D19 d A eme 023
TODA Coronadiag Ag 9.6
COVID-18 Antigen Test (Nasopharyngeal Swabj %4
COVID-19 and Influenza A+B Antigen Combo Rapid Test (Nasopharyngeal Swab) 9.4
Coronavirus Ag Rapid Test Cassette (Swab) 96.7
VivaDiag Pro SARS-CoV-2 Ag Rapid Test 96.1/96.1/97.0
VivaDiag SARS-CoV-2 Ag Rapid Test 95.0
98.3

VivaDiag SARS-CoV-2 Ag Saliva Rapid Test

15

293

1000
293
100.0
29/99/29.1

100/99/99
99.3/09.3
1000
1000
292
292
292
1000
1000
100.0

Der Green Spring® SARS-CoV-2-Antigen-Schnelltest dient dem schnellen qualitativen
Nachweis des Nukleocapsid-Protein-Antigens von SARS-CoV-2 in menschlichen Nasen-,
Nasen-Rachen oder Rachenabstrichproben. Die Ergebnisse dienen dem Nachweis von SARS-

NP swab
NP swab
Nasal swab/OP swab
INP 5wab/OP swab
NP 5wab/OP swab
Nasal swab
Saliva
Nasal swab
NP swab/OP swab

Nasal swab/OP swab

NP swab
saliva
NP swab/OP swab
Nasal swab/OP swab/Sputum
1P swab
1P swab
saliva/INP swab
1P swab
NP swab/Nasal swab
Nasal swab/NP swab/OP swab
NP swab/Nasal swab
NP swab/Nasal swab
INP swab/OP swab
NP swab
Nasal swab
Nasal swab
Nasal swab/NP swab
NP swab/Nasal swab
NP swab
NP swab/OP swab/Saliva
NP swab/OP swab/Sputum
NP swab/Nasal swab
NP swab/OP swab
NP swab/OP swab
1P swab
1P swab
1P swab
INP swab/OP swabliasal swab
INP swab/OP swablasal swab
Saliva

o

Lal

Yes

*
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Uberuns  Veranstsltungen  Nomtaki  What's new rrierefrei

Bundesamt filr

Sicherheit im

Gesundheitswesen
SG

Marktbeobachtung ~  Fiir Innen ~  Filr dheitsberufe =  Fiir Unternehmen ~

e

Startseite / Fiir Unternehmen / Medizinprodukte / COVID-19 / SARS-CoV-Z-Antigenschnelliestreqister

SARS-CoV-2-Antigenschnelltestregister

Das SARS-CoV-2- jister listet alle SARS-CoV-2-Anti welche bis zum gegenwirtigen Zeitpunkt gemdl § &1 Absatz 4 Medizinproduktegesetz
2021 beim fiir im wurden. Durch Eingabe des Produktnamens, Herstellers, Inverkehrbringers oder Bevolimachtigten in das
Suchfeld kann erhoben werden, ob der SARS-CoV-2-Antigenschnelltest eingemeldet wurde.

Weitere Hinweise zu den bereitgestellten Daten finden Sie hier

Ivshiyuan Sortierung: | Hersteller =

Green Spring ®@SARS-CoV-2 Antigen Rapid Test Kit

Inverkehrbringer Hersteller Bevoliméchtigter

Shenzhen Lvshiyuan Biotechnology Co.,Ltd Shenzhen Lvshiyuan Biotechnology Co.,Ltd D QObelis 5.a. Bd General Wahis 53, 1030 Brussels
D Building, National Biological Industrial Park of Building, National Biological Industrial Park of Belgium

Marinelife, No.2 Binhai Road, Dapeng, Shenzhen, Marinelife, No.2 Binhai Road, Dapeng, Shenzhen,

China China

REF-Nummer

Information liegt nicht vor.

PEI-Bewertung
Information liegt nicht vor.

B KF) H 42 B whitelist of Italy

« /./;r(/mﬁr/- Atta //r/r 2

Area tematica Dispositivi medici | Archivio banche dati

# stampa | B Scarica il dataset
Elenco dei dispositivi medici

Criteri di ricerca:

Denominazione fabbricante: LVSHIYUAN

Codice fiscale fabbricante:

Partita VA / VAT number fabbricante:

Codice nazione fabbricante:

Denominazione mandatario:

Codice fiscale mandatario:

Partita IVA / VAT number mandatario:

Codice nazione mandatario:

Tipologia dispositivo:

Identificative di registrazione attribuito dal sistema BD/RDM:
Codice attribuito dal fabbricante:

Home commerciale e modello:

Classificaziane CHD:

Descrizione CND:

Classe CE (valida solo per dispositivi medici df classe, fmplantabill attivi e IVD):

Elenco dispositivi individuati
Dati agglornat! al:06/11/2021

DISPOSITIVO MEDICO/ASSEMBLATO

FABBRICANTE/ASSENBLATORE
TIPOLOGIA | IDENTIFICATIVO DI ISCRITTOAL | CODICE ATTRIBUITO DAL DATA PRI e RUOLO CODICE PARTITA IVAIVAT
NOUE COMMERCIALE € MODELLO on CLASSE CE WSSIONE I8 DENGINAZIONE HAZIONE
DISPOSITVO | REGISTRAZIONE BO/RDM | REPERTORIO  FABBRICANTE/ASSEMBLATORE PUBBLICATIONE | (o0 ATIENDA FISCALE  NUMBER
SARS-COV2 ANTIGEN RAPID TEST WITICOLLOIDAL | WOIOS0950% - VIROLOGIA- | 0 fagsmcaE | SENMON LN =
Dispositivo 241706 s 25 tessriat GOLDI-J6t pur W st ragido dell acigene SARS.Cov-2 | TEST RAPIDIE PONT OF Caf” | 0" (1 | 24072021 BITECHNOLOGY €O, LTD.
(Calloidal Gold), Manusie L) MANDATARIO OBELIS 5.4 0415456853 BE
SARS.COV-2 ANTIGEN RAPID TEST WIT (COLOIDAL | WOIOS0990%3 - VROLOGIA- | 0 P | SHENHEN ST &
Oispositivo 2065524 N 5 tests it (GOLDJ-Ht pe B tst rapid del antipene SARS-CoV'2 | TEST RAPIDIE PONT 0F Cake™ | 7" 10 | 1871072021 BTECHNOLOGY €0, LTD.
[N o) gt HANDATARIO ORELIS S4 0435458850 8€
WOIS09O0Y - VIROLOGIA- | e | SENHE LUSHUN o
Disgositivo 2169581 H GFI03F1 SARS.COV-2 NEUTRALIZING ANTIBODY TESTIIT | TEST RAPIDIE PONT OF CARE™ | |0 | Bariir2azt SRFEEIREOJY £05 LG
AR MANDATARIO | CHARNING EURCPE SRL | DYIISIUR4 | OINISIORS | T

< « Paginat » »> Hum, Pagine:1 Num, Dispositivi:d
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Schweizerische Eidgenossenschaft Eidgendssisches Departement des innern EDI
Confédération suisse Bundesamt for Gesundheit BAG
Taskforce BAG Covid-19 AG Testung

Confederazione Svizzera
Confederaziun svizra

Listen der validierten SARS-CoV-2-Schnelitests zur !

Listes des tests rapides validés pour le SARS-CoV-2 pour usage professionnel

Liste dei test rapidi validati per il SARS-CoV-2 per uso professionale
25.10.2021

Die sind fir bestimmte walidiert und nur demenisprechend anzuwenden. In der Schweiz

durfen keine Antigen- mit Speichel als ial ausserhalb von L werden. - 19 Testun

beziigich des Einsatzes der Schnelktests finden Sie auf der BAG-Webseite Govid-19-Testung.

Les tests rapides sont validés exclusivement pour certains types de prélévements el ne doivent ainsi éfre uiisés que pour ceux-cl.
En Suisse. aucun 1est antigénique rapide Uliisant la saliva comme matériel de prélévement ne peut &ire LS en dehors des S8 fermes Tests COVID-19
laboratoires. Des informations sur f'emplol prévu des tesis rapides soni disponibles sur le site web de [OFSP Tests COVID-19.

Itesti rapidi sono validati solo per certi tipi di campioni & possono essere utizzali solo per questo scopo. In Svizzera, nessun lest
antigenico rapido che uiikzza la saliva come materiake di campionamento pud essere uliizzato al di fuori dei laboratori. Le informazioni

su come utiizzare i lest rapidi sono disponibili sul sito internet dellf UFSP «Test COVID-195.
Validierts SARS-CoV-2-Schnal tests
Tests rapidos SARS-CoV.2 validés
Test rapidi SARS-CoV-2 validati
g dn
B
Hersteller, Antigen Schnolitest ¥ % Grace
Fabricant, Tests rapides antigéniques i g JRCID period
|Azienda, Test antigenic| rapid 2E8 |5 H unti*
[AAZ-LMB_COVID-VIRO L)
[Abboll Rapid Diagnoshes, Panbio Covid-10 Ag Rapid Test bl 1232
Abioteq GmbH. Cora Gentest- 18 2374
[AccuBioTech Co..Lid, Accu-Tell SARS-LoV-2 Ag Cassel 2570
[Acon Biotech (Hangzhou) Co., Ltd. Flowex SARS-CoV- o gen Rapl Tost 1457
[ACCN Laboratories. Inc, Flowdex SARS CoV-2 Anligen rapd lest T4EE
AE SKU.DIAGNOSTICS GmbH & Co_ KG, AESKU RAPID SARS-CoV.2 2108
[Affimedix. Inc. TestNOVE - COVID-1 Anigen Test 2130
AMEDA Labordiagnostik GmbH. AMP Rapid Tes! SARS-CoV-2 Ag 19 1304
[Anbio (Xiamen) Biotechnology Co.. 13, Rapid COVID-19 Anligen Tesi{Coloidal Gold 622
Anhui Deep Blue Medical Technology Co. Lid, COVID-10 (SARS CoV-2) Antigen Test Ki (Coloidal Goid] - Nasal Swab 1815
Anhui Deep Blue Medical Technology Co.. Lid, COVID-19 (SARS-CoV-: Test Kit{Collaidal Goid] 1736
[Anhul Formaster Biosci Co., Lid__New Coronavinus (COVID-19 Test 2080
(ArcDia International Ltd, manPOGC SARS-CoV-2 768
[ArcDia International Oy Lid_ marl OC Ouick Flu~ X 2070
ArcDia International Oy Ltd, marniPOC Respi+ X 2078
Artron Laboratories Inc, Arron COVID-19 Antigen Test 1618
[Asan Pharmaceulical GO.. LTD_ Asan Easy Test COVID-19 Ag 1654
Rssure Tech. (angzhou) Co. Lid ECOTEST COVID-10 Aigen Regd Test Dovee 770
2350
H Lm A Tesks SCoV- g -olioidal Gold Immunochromatography) 2 il
AVALIJNSAS Kamar® SARSCOVE Meﬂﬂl-del 7800
[AXIOM Geselschaf fur Diagnostica und Biochemica mbH, COVID- 10 Anfigen Rapi Test 2101
[Aziire Biolech Inc, COVID-19 Anbigen Rapid Test Device 1900
[Becton Dickinson, BO Veritor™ System for Rapid Detection of SARS Cov 2 1065
[Beiing Holgen Biotech Co . Lid, Novel Coronavirus 2019-nCoW Anligen Test (Colokial God 1870
Beiing Jimwou Bioengineeting Technology Co. Lid.. Novel Caronavinus (SARS-CoV-2) Antigen Rapid Test Kit 2072
Beling Lepu Medial Tscnology Co, Ld SATS-CoV.2 Ankgen Rapd Test K 1331
o OAD B D 0 2454
S Py Elorae Co. Lo AT AT SRS Faga Tos IO 7485
Beijng i Pharmacy Enlerprise Co. L1d. Wantar SARS-CoV-Z Ag Rapid Test (FIA) ELTN 15122021 |
[BioGnas! Lid, CoviGnost AG Tes! Device 1x20 2051
[BIOHIT HeahCare (Hefer) Co., Lid, SARS-CoV. Tesl Kl (Fluores 2247
[BioMaxima SA, SARS-CoV-2 Ag Rapid Test 1286
AR T, S COVE- 18 AT xR Yo Tvapia i) 2035
[Bionate, Inc, NowCheck COVID-19 Ag Test 1589
o Fad Labaralories  Zhefiang Orion Gens S, Cororavis /] Rl ol Caseati (vl T 1242
RO XEa BOONELCOMRs (i 5o 77 1223
18 1494
5 Eolioidal gold method] 3067
[Biobcal Healih § LU, biotical SARS-Cov-3 Ag Card 2013
[Boditech Med inc, AFIAS COVID-18 Ag 1989
[ETNX ine. Rapid Response COVID-10 Anigen Ragid Test 1236
CexTes! Biolec, CerTes! SARS-CoV-Z Card lest 1173
G4 ks e v Tnast | et St AT GOV 10 K g T Hamophryigeal iophesioges) S Gt 1851
ongqing M&D Biotechnology Co. Lid, 2019-n( ". 2150
Gore Technology Co.. Lid, Corelesis GOVID-10 Ag Test 1010
Biol L Cr D apid Test 1581
[DDS DIAGNOSTIC, Test Rapid Covid-19 Antigen (tampon nazofaringian) 1226
DIALAB GmbH, DIAQUICK COVID-18 Ag Cassetie 1375
DiaSori S p A, LAISON SARS-CoV-2 A 1960
I ool COV T vidgn Dnaben T 2242
AG & Co. KGah, Oré Tes| SARS-CoV-Z 2273
o mamker Biotechnology (Tiangn} Co. L3, Dynamiker SARS-Cov-2 A Fapid Test 2533
[Edinburgh Genetics Limited, ACtvXpress+ COVID-19 Arligen Compiete Testing Kl 1243
Eurobio Scientific, EBS SARS-CoV-2 Ag Rapid Tes! 25 1738
[Fujiebio. ESPLINE SARS-CoV-2 2747
[GA Generic Assays GmbH_GA Cov-2 Anigen Rapid Test 1855
(GenBody. Inc, Genbody COVID-18 Ag Test EFZZN 15.12.2021 |
(Goi o o 64455 Covc2 Asigon TouF Colouht oot 2012
GenSure Biolech Inc, GenSure COVID-18 Antigen Rapid 1253
e Dt o SARS Gov-2 AR (oot 1620
Gelein Biotech, Ino_One Step Tes! for SARS-CoV-2 Anfigen (Colloidal Goi) 2183
(Goldsite Diagnosbcs Inc. SARS-Cov-2 Antigen Kit (Colowdal Gold 87
reen Cross Medical Sciente Gorp., GENEDTA W COVID-10 Ag 7144
(Guangdong Hecin Saentiic, Inc., 2018-nCoV Anligen Test Kt (colloidal gokd method 747
g Longsee Biomedical Go__Lid_ COVID-19 Ag Rapid Test it (immuno-Chromatography) 1216
Viesall Blolech Co., LiJ, COVID-10 Ag Test KI 1360
Guanazhou Dechena Biotechnoloay Co_ LTD_V-GHEK_ 2016-nCov An Rapid Test Kt (immur 324
(Guangzhou Wondlo Biotech Co., Lid, Wondla 2018-nCoV Anligen Tes! (Lateral Fiow bethod p2] Taar
Hangzhou AlTest Biotech Co. Lid, COVID-19 Antigen Rapid Test 0 1257
Hangzhou Clangene Biolech Co._ Lid_COVID-18 Anligen Rapid Tes! Cassetia 1610
Hangzhou Clongene Biotech Co. Lid, Covi-18 Antaen Rapid Test kit 20 1363
Hergzhou Clongere Bictech Co, Lid COVI-1Gnienz At Andien Commbs Rapi Test X 1355
Hangzhou immuno Bitech Co._Ltd, Immunobio SARS-CoV-2 Ar OR NASAL Rapid Test Kil iminimal invasive ) REZ2)
Fierasheas g Bl Co-Tid-SARS (v 3 Arugon Farkd Toat 2377
Flangghou Laie Beiach Co, 1K, LYHER Kovel Cornavius (COVID-T0) offen Teal K Coboca o 725
AN GZHOU LY OVID-19 Anigen Rapid Test Device (Colloidal Gold) 2130
angzhou s m COVIE-18 Aigen Tos Cassele 1362
Healg: nscmmc,[]ﬂlﬂﬂav!uiﬂ Rapid Test Cassefte 1767
Foyolek Biomedical Ca.,Lid, Corona Vs (COVID-18) Anilgen Rapid Tes! (Colowal God 1029
Hube  Jinjian Biology Co . L1d, SARS-Cov-2 Antigen Test Ki 1750
Humasis. Humasis COVID-10 Ag Test 1263
Innova Medical Group.Inc__ INnova SARS Cov-2 Antigen Ri Qualtative Test 1801
ihnovation Biotech (Beiing) Co id_Novel Coronaviius (SARS-Cov-2) Aniigen Riapid Test Casselie (owab) 2278
TTec PRODUCTS. INC. Rapid SARS-CoV-2 Anligen Tes [rasopharyngesl specimen 25
Jangsu Bloperiecius Technoiogies Co., 0. Novel Coron Virus (SARS-GoV-2) Ag R epid TesTKL 2707
Jiangsu Diagnostics Biotechnalogy Co.Ltd., COVID- 18 Antig a\RidTﬁlCBii&l! Cﬂoﬂi'w 1920
Jiangsu Medomics medical technoloay CoL1d_ SARS-Cov-2 antigen Test K (LF| 2006
Jiangsu Well Biotech Co., Lid COVID-10 Ag Rapil Test Device 2144
Joinstar Biomedical Technology Co . LtJ, COVID-19 Rapid Anbgen Test (CoIowal Gold [EES)
JOYSBI0 (Tianjin) Blotechnology Co_Lid. SARS-Cov-2 Anligen Rapid Tes! Ki (Coliokal Gol 764
[abnovation Technologies Inc, SARS-COV-2 Anligen Rapid Test Kit 1266
Lumigenex (Suzhou) Co., Lid PocRocBSAR 0V-2 Antigen Rapid Test Kit {Calloidal Goid 2128
LumiQuick Diagnostics Inc, QuickProfile COVID-19 Antigen Test 1267
CumiraDX, LumiraDx SARS-Cov-2 Ag Tast ) 1268
[MEDsan GmbH. MEDsan SARS-Cov-2 Anligen Rapid Test 3 1180
[Merin Biomedical (Yiamen) Co_, Lid_SARS-CoV-2 Anigen Rapid Tes| Cassetie 2020
MEXACARE GmbH, MEXACARE COVID-18 Anligen Rapid Test 1775
[meLab, mb-screen Corona Anigen Test 1160
[MP Biomedicals. Rapid SARS-CoV-2 Aniigen Test Card i 1481
Pt voo rinen G, NADAL COVID-19 Aq ieres U5 Test X | _ziox
Nal von minden GmbH, NAD 0-18 Ag Test ) Tiaz
[NaroEntek, FREND COVID-19 A ) 1420
NanoRepro AG, NanoRepio SARS-Cov-2 Anligen Rapid Test 2200
[NESAPOR EUROPA SL MARESKIT 2241
[New Gene (Hangzhou) Bioengneering Co__Lid COVID-16 Anigen Detection Ki K] 1501
[Novatech. SARS CoV-2 Anligen Rapid Test 1762
[Grcosem Onkolojk Sistemier San ve Tic AS_CAT R
[PCL Inc, PCL COVIDTS Ag Rapld FIA 308
P g Goid 2243
[PeiGrande BioTech Development Co.. Lid . SARS-CoV-Z Anigen Detection KI{Colodal Goid Immunochromat 2710
[Precision Biosensor, nc, Exdla COVID-10 Ag i) 271
[Frognosis Biotech, Rapid Test Ag 2018-nCov 1485
Oigato Hisp Sbiech Do, Ly, SARS oy 1341
(Guidel Corporation, Soha SARS Aniigen F Fil 1067
[Rspld Pathogen Screening, Inc., Llawsuwuuumcm g Assay 2260
Roohs (S0 MOSENSOR). SAR S-Cov-2 Rapi Ariigen Tes 7 1604
Roshe |50 BIOSENSOR-SAH S-Covos Raid Anbaan Tesl i 2258
ROCHE Diagnosiis Elecs 3750
Satecare Botech (Hengzhoo] Co L, Rapi Test K (Owab) Tab0
Safacare Biotach (Hangzhou) Co_ Ltd, Mull-Respiratory Virus Anligen Test Ki(Swab] (iriuerza AYE COVID-1G % 480
[ScheBo Biotech AG ScheBo SARS CoV-2 Quick Antigen 1201
[SD BIOSENSOR I STANDARD F COVID-19 % 344
S0 BIOSENSOR Inc_ STANDARD O COVID-15 B
[SD BIOSENSOR Iinc_STANDARD Q COVID-19 Ag Test Nasal 2052
G Wedkal acks s Kotk B 1370
Tes! (collodal gad) 1357
i Test ol (colodal goi) 2475
i Tost Kit (Collowal Go aia
in Test Kit (GICA 1813
V-2 Aniigen-REpd lstae 2100
Shenzhen teroprof Biotech Co. Lid. SARS-C ov-2 Antigen Tes! Ki (Colloial Gold Chromaiog = 1667
Shenzhen Microprofil Biolech Co_ d. SARSCoV-2 Spike Protein Test Kif (Caloral 1178
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%Eﬂﬂlﬂf:ﬁ Registration Certificate of UK

&

Medicines & Healthcare products
Regulatory Agency

Medicines & Healthcare products

Regulatory Agency

10 South Colonnade
Canary Wharf
London

El4 4PU

United Kingdom

+44 (0) 20 3080 6000
gov.uk/mhra

PureUKCA Ltd

59

St. Martin's Lane
Middlesex

London

WC2N 4JS

England, United Kingdom

09 September 2021

Dear Avril Huang

We are pleased to confirm that the application to register or update an existing registration for the following
manufacturer, which you submitted on 09 September 2021 has been reviewed:

Application reference: 2021090901215399

Manufacturer organisation: Shenzhen Lvshiyuan Biotechnology Co.,Ltd.

Address:

D Building, No.2 Industrial Avenue, Buxin Village, Buxin Community, Dapeng Subdistrict Office, Dapeng
New District, Shenzhen, 518120 China

Shenzhen

518120

China

Manufacturer registration status: Registered

Device(s):

18



GMDN term Status Comment

SARS-CoV-2 antigen IVD, kit,

immunochromatographic test (ICT), rapid Registered

Please note this letter does not represent any form of accreditation. certification or approval by the UK Competent
Authority.

If you stop placing devices on the market or if you are not complying with the Regulations, you should inform us
so that we can amend our records. You should be aware that it is an offence to place on the market UKCA or CE
marked devices that do not comply with the regulations.

Please inform us of the following chargeable changes:
1. company/organisation information e.g. name and address
2. additional devices (GMDN code or term)

Please also use the Devices Online Registration Database (DORS) to tell us of the following changes e.g. removal/
discontinuation of a device (GMDN) or product from your registration record, change of contact person, telephone
number and/or email address, for which payment of our statutory fee does not apply.

Please note that the name and address of manufacturer, UK Responsible Person or Authorised Representative
(Northern Ireland only) and devices that have been registered will be published on our Public Access Registration
Database (PARD).

The account number for your company/organisation is 0000018481.

Yours sincerely,

Ngozi Onyeukwu
Device registrations service

Devices division
MHRA
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Eéiﬁ%{_li-ﬂﬂ‘ ﬁE:FS Cambodia Registration certificate

ENSINMBIRAYS
KINGDOM OF CAMBODIA
?k O e [uSLIE
% NATION RELIGION KING
b 2 Ao o
e ?g@/mimmeda’?“\/ g A0 s
ey el BRI 08,00 8. L. HO.L
Sqpuespempdn

REAGENT REGISTRATION LICENSE
Lﬁnghagmﬁmmng_‘yﬁgr&gs?rénnanmmﬁm W52 CAM NOBGE3IR-b9 ﬁsmspﬁm?ﬁmmss‘iamrjnn:gﬁmm[;mg:

The reagent described below is authorized to be granted the Registration License No CAM N0286IR-21

- I [UEnNI (ReagentName):  SARS - Cov-2 Antigen Rapid Test Kit
( Colloidal Gold) 25tests/kit

- Iusg ( Composition ) :

b-1hunz B st RRGRpER s B inumghemainyGgudimusn
Name And Address of Manufacturer : Name And Address of the License Holder:
Shenzhen Lvshiyuan Biotechnology Co.,Ltd OPEN SUORCES TECHNOLOGY CO.LTD
101,201,301,D Building,No.2 Industrial Avenus, Buxin #128D6-7 (2nd floor),Samdech Sothearos Blvd(3), Sangkat Tonle
Village, Buxin Community, Dapeng Subdistrict Office,Daper Bassac, Khan Chamkarmon,Phnom Penh,Cambodia

New District,Shenzhen. China

M- [rgagEATn IRNABREMITIgR ¥ mumwemusspudmpinmenie i Esedemn BN

sitheing
The Ministry of Health will cancel or suspend the Reagent Registration License if the License Holder fails
to comply with the regulation in force

G- Trnusu(ruimpRnns: MeyORmA NG M § FEGE b6 -90-boke i kg -90-okE
This reagent License is valid for three years from 28-10-2021to 28-10-2024
¢-oiz yegaRundgitoqanibEngonusurumpinanhy
L i J3 ue
Reagent Registration License shall renew six months prior to its expired date. 3¢9~ /W

L8
. OR VANDINE
SECRETARY OF STATE
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?EJ“ é?fﬂﬂ‘ﬂf Registration Certificate in Netherlands

CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

Kingsmead Service B.V.
T.a.v. de heer Jeff
Zonnehof 36

2632 BE Nootdorp

Datum: 18 november 2021
Betreft: aanmelding In-vitro diagnostica

Geachte heer Jeff,

Op 1 november 2021 ontving ik uw notificatie krachtens artikel 4, eerste lid van
het Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam
Shenzhen Lvshiyuan Biotechnology Co.,Ltd met Europees gemachtigde Kingsmead
Service B.V. onderstaand product als in-vitro diagnosticum op de Europese markt
te brengen.

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

SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)
(geen merknaam) (NL-CA002-2021-62947)

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).

24

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50
2515 XP Den Haag

T 070 340 6161

http://hulpmiddelen.farmatec.nl

Inlichtingen via:
medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20216547

Bijlagen

Uw aanvraag
1 november 2021

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 medische hulpmiddelen impliceert dat de
fabrikant, Shenzhen Lvshiyuan 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 Kingsmead Service 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.

Let op:

de notificatie van uw 'IVD Algemeen’ product vervalt per 26 mei 2022.

Valt uw IVD product onder een hogere risicoklasse (lijst A, B of zelftesten)? Dan
mag uw product tot en met uiterlijk 25 mei 2025 op de markt blijven als IVD
product.

De Staatssecretaris van Volksgezondheid, Welzijn en Sport,
namens deze,

Afdelingshoofd
Farmatec

Dr. M.J. van de Velde
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ﬁﬂfﬁc EMHIE Spanish Registration Certificate

€ & © @& enviotelematica-ccaemps.es

i Aplicaciones M Gmail @ YouTube @ Maps [ Lista de lectura

Envios Telematicos 208

Registro de Responsables de Productos Sanitarios - RPS/2419/2021

Datos de registro
e Registes Fecha Registra
Datos del Responsable
Tipo de Responsable (*) [ Reo. ado ~] Tipo de entidad [ Emoress .
et Nombre (*) [onc mepicat pevices & DRUGS St ]
Direccién(*) €/ HORACIO LENGO N° 18 |
Localidad (*) MALAGA 1
Provincia(*) ep (%)
Teléfono(*) Fax 1
emaik(*) wieh [—
Datos del Fabricante
Nombre o Razén Social {*) [Shenshen Lushiyuan Colrd
Direceién(*) D Bulding, Mations! Biological Industri Park of Marineide, No.2 Binhai Road 1
Localidad (*) Dapeng, Shenzhen, China 1
Pais(*) cr =
Teléfono(*) Fax |
e-mail(*) web =]
Datos de Productos Comunicados
Estatus(*) [ Primers 5 ~
Relacion de Productos
Listado de Productos Sanitarios

Se encontro una fils,

stado del productolAccion,
TeST GOLD) Disgnastico In\ : weacion )

s1wBayaasdvdnsu COVID-19

ATASUMsSaUDNAIRWAO/tN 2INdUINVIUATUENSSUMSDIKISILA:EN
doya tu dun 16 suxnA 2564

lauiiususao
u
inATulad

Sunlasu
Bomaasicurn Borundn i aunna
(3u/1dou/U)

Virusee ® SARS-CoV-2 Antigen Rapid Test

- S Ve P
130 (Colloidal Gold) Uit asswAs msane 31 . 9/12/2564 T 6400558
swaRuAT VSLFA-01, VSLFA-20 v Rl i
Servere Acute Respiratory Syndrome Coronavirus
131 | 2 (SARS-CoV-2) Antigen Detection Kit (Colloidal U3 ¥19u d1iin =y - Iu-.“ ™ opz2564 | T 6400559
Gold-Based) swaauf1 C8602CA s
BD Kit for Rapid Detection of SARS-CoV-2 o mm e e BEi Py MR P
132 = A Uien Fada vhdun 9708 9/12/2564 T 6400561
SWEAUAN 256091, 256113, 256114 e, L ClisR
SARS-CoV-2 Antigen Rapid Test Kit (Colloidal = _ Shenzhen Lvshiyuan
133 s e V3t ugul Adud sadn 7 13/12/2564 T 6400562

Gold) Biotechnology Co., Ltd. China
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Rl hi B A 2 K E MR R hi A 1 B BB IE A
Free sales certificate in UNITED ARAB EMIRAT and SAUDI ARABIA

CIBG

Ministerie van Volksgezondheid,

Welzijn en Sport
> Retouradres Postbus 16114 2500 BC Den Haag

Farmatec
Kingsmead Service B.V. Bezoekadres:
T.a.v. de heer Jeff < genen
ijnstraat 50

Zonnehof 36 2515 XP Den Haag
2632 BE Nootdorp T 070 340 6161

http://hulpmiddelen.farmatec.nl

Inlichtingen via:
medische_hulpmiddelen@
minvws.nl

Datum: 10 januari 2022

Betreft: exportverklaring(en) medische hulpmiddelen/IVD Ons kenmerk:
CIBG-20217418

Bijlagen
Geachte heer Jeff, 2

Uw aanvraag
Hierbij ontvangt u de door u aangevraagde exportverklaring(en) voor: I

Correspondentie uitsluitend
SAUDI ARABIA (34659) richten aan het retouradres met
UNITED ARAB EMIRATES (34660) vermelding van de datum en het
kenmerk van deze brief.
Afgegeven exportverklaringen IVD Klasse other producten of gecombineerde
exportverklaringen van IVD Klasse other producten met hogere risicoklasse
producten vervallen per 26 mei 2022.
Valt uw IVD product onder een hogere risicoklasse (lijst A, B of zelftesten)? Dan
mag uw product tot en met uiterlijk 25 mei 2025 op de markt blijven als IVD
product.

Met vriendelijke groet,
Farmatec

Medewerker Medische Hulpmiddelen
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Ministry of Health, Welfare and Sport
CIBG

P.O. Box 16114

2500 BC The Hague

THE NETHERLANDS

STATEMENT
The undersigned herewith declares that according to the Decree on In-Vitro Diagnostics, which is
based on the European Directive 98/79/EC concerning in-vitro diagnostic medical devices,
Kingsmead Service B.V.
Zonnehof 36
2632 BE Nootdorp
THE NETHERLANDS
acts as authorised representative of the manufacturer.
The manufacturer:
Shenzhen Lvshiyuan Biotechnology Co.,Ltd
D Building, National Biological Industrial Park of Marinelife, No.2 Binhai Road, Dapeng
Shenzhen 518120
CHINA

is authorised to manufacture and/or supply the medical device/devices mentioned below:

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

This device/these devices may be placed on the Dutch market and on the markets of the other
Member States of the European Union, and be exported to States and territories outside the
European Union. This free sale certificate may only be used for export outside the European Union.
The present statement is drawn up at the request of the interested party in order to be submitted
to the Health Authorities of SAUDI ARABIA .

This statement is valid until May 26, 2022.

The Hague, January 10, 2022

Mr. M.J. van de Velds
Head of Department

k. e
fg,of V_'b°b 3

Our reference: 20217418
Certificate number: 34659
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Ministry of Health, Welfare and Sport
CIBG

P.O. Box 16114

2500 BC The Hague

THE NETHERLANDS

STATEMENT
The undersigned herewith declares that according to the Decree on In-Vitro Diagnostics, which is
based on the European Directive 98/79/EC concerning in-vitro diagnostic medical devices,
Kingsmead Service B.V.
Zonnehof 36
2632 BE Nootdorp
THE NETHERLANDS
acts as authorised representative of the manufacturer.
The manufacturer:
Shenzhen Lvshiyuan Biotechnology Co.,Ltd
D Building, National Biological Industrial Park of Marinelife, No.2 Binhai Road, Dapeng
Shenzhen 518120
CHINA

is authorised to manufacture and/or supply the medical device/devices mentioned below:

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

This device/these devices may be placed on the Dutch market and on the markets of the other
Member States of the European Union, and be exported to States and territories outside the
European Union. This free sale certificate may only be used for export outside the European Union.

The present statement is drawn up at the request of the interested party in order to be submitted
to the Health Authorities of UNITED ARAB EMIRATES.
This statement is valid until May 26, 2022.

The Hague, January 10, 2022

On behalf of State Secretary for Health, Welfare and Sport

Our reference: 20217418
Certificate number: 34660
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Eﬂéﬁﬂf E @ﬂﬂE Self-test approval of MDA Malaysia

PiHAK BERKUASA PERANTI PERUBATAN
Medical Device Authority
KEMENTERIAN KESIHATAN MALAYSIA
Ministry of Health Malaysia

Aras 6, Prima 9, Prima Avenue I,

Blok 3547, Persiaran Apec,

63000 Cyberjaya, Selangor

Malaysia.

Ref :(76) MDA.600-1/6/27
Date : 19 November 2021

SPD Scientific (M) Sdn Bhd

F-G-45, Block F, Jalan PIU 1A/3

Taipan 2 Damansara, Ara Damansara
47301 Petaling Jaya, Selangor Darul Ehsan
(Attention to: Hor Zian Khang)

Dear Sir/Madam,

CONDITIONAL APPROVAL FOR IMPORTATION AND DISTRIBUTION OF MEDICAL DEVICE
(COVID-19 SELF TEST KIT)

With reference to the above, I wish to inform that the Authority grants your establishment a conditional
approval for the importation and distribution of medical device as listed in Appendix 1.

2. Please be informed that the validity of this conditional approval is from 19/11/2021 to
19/11/2022 and is subject to the following:
i) Your establishment shall ensure that the medical device under this conditional approval complies
with safety and performance requirements as stipulated in Medical Device Act 2012 (Act 737);
ii) Your establishment shall adhere to the conditions as stipulated in Appendix 2.
iii) The use of COVID-19 self test kit shall be limited for screening purpose only and all test results need
further confirmation using RT-PCR.

3. This conditional approval for importation and distribution of this medical device is an interim
measure in response to the current public health need during COVID-19 pandemic. This letter shall not be
used for the purpose of prometing or advertising of the product and it does not exempt you from abiding to
any laws or requirements by any other authorities of Malaysia.

Thank you,

(AHMAD SﬁARIFF BIN HAMBALI)

Chief Executive
Medical Device Authority
Ministry of Health Malaysia
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Ref :(76) MDA.600-1/6/27
Date : 19 November 2021

Medical Device Details

Name of Medical Device
Brand/Model

Identifier

Sample type

Intended Use

Brief Description

Lot Number

Manufacturer’s name

Appendix 1

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

Green Spring

GF102B1S

Nasal swab

It is used to qualitatively detect SARS-CoV-2 nucleocapsid protein
antigen in human nasal swab specimen. It is meant for self-testing
in home

The Green Spring® SARS-CoV-2 Antigen Rapid Test is a
qualitative, membrane based immunoassay for the detection of
SARS-CoV-2 nucleocapsid protein antigens. The test line region is
coated with SARS-CoV-2 antibody. The sample reacts with the
SARS-CoV-2 antibody in the test line region. If the specimen
contains SARS-CoV-2 antigens, a colored line appears in the test
line region as a relevant result. As a procedural control, a colored
line appears in the control line area indicating that the correct
volume of sample has been added and membrane wetting has
occurred correctly. Result can be read in 15-20 minulm

\lgc ~
20210401 /R

~
Shenzhen Lvshiyuan Biotechnology Co., Ltd.P.R.q’ﬁ{
cue)
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~Ref :(76) MDA.600-1/6/27
Date : 19 November 2021

Appendix 2

Conditions:
1)  The conditional approval for importation and distribution of the medical device listed in Appendix 1 is
valid for one year.
2)  An establishment given the conditional approval shall—

i) collect data related to safety and performance of the medical device and shall submit the
report to the Authority on a regular basis or when it is required by the Authority;

i)  submit any information requested by the Authority within the prescribed period;
i)  comply with any directions issued by the Authority from time to time;

iv) comply with labelling requirements stipulated in Sixth Schedule of the Medical Device
Regulations 2012, in particular instruction for use and disposal method, including using
infographic, to make it easily understood by lay persons;

V) provide suitable and adequate storage to ensure proper conservation of the medical device in
accordance with the manufacturer’s instruction;

vi) perform inspection on the primary packages of the medical device and any breached packages
shall be disposed off appropriately;

vii) distribute the medical device only to licensed community pharmacies and healthcare
institutions and they may sell the medical device online subject to appropriate distribution
method specified by the manufacturer;

viii) establish adequate precautions and control to prevent deterioration or damage of the medical
devices up until the point of use;

ix) ensure the delivery of medical devices adhere to the conditions specified by the manufacturer;

x) provide documentation of all medical devices supplied to customers, the quantity supplied,
the batch or lot number and/or model and serial number;

xi) establish and maintain an appropriate distribution records up to retail distribution of the
medical device to the end-user;

xii) keep the record of delivery transactions as the proof of supply of the medical device to
customers;

xiii) dispose off medical device in accordance with regulatory requirements and any other
applicable statutory requirements; and

xiv) not carry out any secondary assembly activities on the medical device unless the
manufacturers instruction states otherwise;

3) All information pertaining to this medical device including all supporting documents shall be kept at
the premises and shall be made available upon request by the Authority.

4) An establishment shall establish and maintain a post-market surveillance system to monitor the
traceability of the medical device throughout the supply chain.

5)  The Authority reserves the right to make a visit or inspection to the establishmg
without prior notice.

6)  The Authority may revoke the conditional approval or may take legal action should |t
fails to comply with any conditions imposed by the Authority.

7) An establismhent shall inform MDA on the new lot number of the same batch, in ©
new evaluation letter.
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CE j\iE CE certification

lis
EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE
IVD NOTIFICATION

Ref. No.: BS 0171-2020 BELGIUM
Order No.: OG 0117-2020 Date: 19/11/2020

THIS IS TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A. (O.EA.R.C.)

PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REP) OF:

NAME: SHENZHEN LVSHIYUAN BIOTECHNOLOGY CO., LTD.

ADDRESS: 101, 201, 301, D BUILDING, NO. 2 INDUSTRIAL AVENUE, BUXIN
VILLAGE, BUXIN COMMUNITY, DAPENG SUBDISTRICT OFFICE,
DAPENG NEW DISTRICT, SHENZHEN, 518120, CHINA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.
The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics

medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on
the 18/11/2020 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES ( 1 PAGE, 1 DEVICE)

As of the 19/11/2020, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements* he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in
alignment with Decision 2010/227/EU).

Mr. G. Elkayam CEO
Obelis sa

{’Wﬁ Obelis European Authorized Representative Center is a member of the European Association of
U Authorized Representatives (E.A.A.R.), I1SO 9001 : 2015 and ISO 13485 : 2016 certified in
o4

accordance to the profession of a European Authorized Representative.

*This 1 not a CE mark and s oriy provided
26 2 fempiate for InforMatonal PUTPOSES.

** This Certificate will be automatically void if the notification is rejected by the EU Authorities or upon termination of the EAR
agreement.

Reaistered Address : Bd. Général Wahis 53-1030 Brussels | Reqistered Office Address: Bd Brand Whitlock 30, B—1200 Brussels- Belgium
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Order No.: OG 0117-2020

Ref No.: BS 0171-2020

|1of1

Annex A - List of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

Obelis s.a.
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O.EA.RC

Catalogue
Commercial Short description and GMDN/
¥ r:ienr;n:re Name eiic Device Term intended use EDMS Code Clss
SARS-CoV-2 SARS-CoV-2 (Covid-19)
SARS-CoV-2 | (CoviD-19) [Antigen Rapid TestKitis
1 | GF102B1 | Antigen Rapid| Antigen Rapia | Used o quanlitatively™d o 54 05 19 |\ Others
Test Kit Test Kit detect antigen of the
(Colloidal Gold) novel coronavirus in
nasal swab.
Obelis s.a.
"Q(—f
£ 336@’514,



ﬁﬁ%ﬁﬁ%{*%%ﬁ% Air transport conditions appraisal report

< >\\ i V e
CNAS ?%?PECTION

cmnA CNAS I1B0078

EIF PR il # 5% 4

T RESTRICTED
MEEmFHENRSE P

Identification and Classification Report for Air Transport of Goods

r%hﬁ$ EEA N

% 12202241243 1H
MERS:
PEKSZ2021123076847ZP170002
Issued No.:
A H -
2022, 01.01
Effective Date:
i AL RIS AR R AT
2]
Applicant: Shenzhen Lvshiyuan Biotechnology Co.,Ltd.
) TR BRI (RS
Name of Goods: SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)

LR EREB I B AT RA WA

Beijing DGM Air Transport Technology Development Co.,Ltd.

EIWFL4H
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ﬁ*—l‘ﬁéﬁﬁi Material Safety Data Sheet

Zi o Tk i i
v ZHONGKE TESTING

A T REMRARBRLF

Shenzhen Lvshiyuan Biotechnology Co., Ltd

{KIBB A E GHS $IBF 8/ \ BTk 4R/According to UN GHS (the 8" revised edition)

Material Safety Data Sheet

PR R ERmEEENETE (RIFEER)

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

‘r
Yt/ Written by: UX]dQ 4%/ Inspected by :679_;@/ Eii%

(Linda) (Jose)

&: PRAERIAERS GRYD BRAE
ISSUED BY: ZHONGKE SERVICES OF TESTING (SHENZHEN) CO., LTD.

2022 £ 01 B EP§I Jan. 2022 Print

YRHIEHE: 2022401 B 05 H &iTHHE: 2022401 805 H
Compilation Date: Jan. 05, 2022 Revision Date: Jan. 05, 2022
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