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INHALT

25 Tests inkl. Verbrauchsmaterial
bestehend aus:

e 25x Einzeln Verpackten Testgeraten
* 25x Extraktionslosung

e 25x Sterile Tupfer

* 1xPackungsbeilage

* 1xProbenhalter

Vorteile:

« BfArM gelistet AT060/20

e PEl evaluiert

e Einfach anzuwenden

o Zuverlassiges Testresuitat in 10 - 15
Minuten

« Komplettes Test-Kit im Lieferumfang
enthalten

o Prefilled
« Antigen Schnelltest 3in 1
o Sehr hohe Sensitivitit: 96,5%
Sehr hohe Spezifitat: 99,9%
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LYSUN BIOTECHNOLOGY
SCHNELLTEST-KIT

Eigenschaften / Daten

BfArM gelistet ATO60/20
PEIl evaluiert

Einfach anzuwenden

Zuverlassiges Testresultat in 10 - 15 Minuten

Komplettes Test-Kit im Lieferumfang enthalten
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LLSUN

Hangzhou Lysun Biotechnology Co., Ltd.
Sth Ficor, 6th Building, No 95 Binwen Road, Xixng Street,
Binfang District, Hangrhou, Zhejang, China.

www.lysunbio.com

To Whom it may concern,

We, as the manufacturer of Lysun COVID-19 antigen Rapid Test Device ( colloidal Gold)
that the following major Sars-Cov-2 variants which seem to spread more easily and
quickly than other variants and are circulating globally, can be detected by Lysun
COVID-19 antigen Rapid Test Device ( colloidal Goid):

*B.1.1.7: This variant was initially detected in the UK;

*B.1.351: This variant was initially detected in the South Africa in December 2020;
*P.1: This variant was initially identified in Travelers from Brazil, who were tested
during routine screening at an airport in Japan, in early January;

*B.1.617: This variant was initially detected in India.

*B.1.1.529: This variant was initially detected in the South Africa in November 2021
The recombinant N proteins of these variants can be detected by Lysun COVID-19
antigen Rapid Test Device (colloidal Gold), at the same concentrations as that of the
ordinary recombinant N protein without variation(amino acid: Met1-Alad19,
accession #QH062884.1)

Your sincerely

Chen Jungang 01\9"" JW

CEO of Hangzhou Lysun Biostechnology Co.,Ltd. '
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Green Spring SARS-CoV-2 Antigen Rapid Test | Shenzhen Lvshiyuan Bictechnology Co., Ltd.

Kit {Colloidal Gold
BIOTECH NOLOGY C.;'i’ :n:;ga:l B:MIL Rapid Test Oncosem Onkaolallk Sisternler San. Ve Tie. AS.

[ScheBo SARS-Cov-2 Quick Antigen ScheBo Biolech AG

Nova Test SARS-CoV-Z Antigen Rapid Test Kit | Allas Link Technology Co. Lid.

Toda Coronadiag Ag

Toda Pharma

Humasis COVID-19 Ag Test

Humasis Co., Lid.

Novel Coronavirus 2019-nCoV Antigen Test

Beijing Hotgen Biotech Co., Ltd.

{Colloidal gold)

E;O:ﬂ:?dg Antigen Rapid Test Kit (Colloidal AmonMed [Xiamen) Biotechnaology Co., Lid.
ol

[Canea COVID-13 Antigen Schnalltest Core Technology Co., Lid.
fluorecare COVID-19 SARS-CoV-2 Spike Shenzhen Microprofit Blotech Co., Tid

Protain Test Kit (Colloidal Gold
Chromatographic Immunoassay)

Testsealabs® Rapid Test Kit COVID-19 Hangzhou Testsea Biotechnology Co., Ltd
Antigen Test Cassette

Lysun COVID-19 Antigen Rapid Test Device |Hangzhou Lysun Elotechnology Co., Lid.
{Colloidal Gold)

[ Wizblotech SARS-CoV-Z Antigen Rapid Test | Xiamen WIZ Biolech Co., Lid.

SARS-CoV-Z Antigen Detection Kit [Colloldal |PerGrande BioTech Development Co., Lid.
Gold Immunochromatographic Assay)

salocor SARS-CoV-2 Antigen Rapid Test Salofa OY
Cassette (Nasopharyngeal swab)
Genrul SARS-CaV-2 Antigen Test Kit Ganrul Blotech Tnc.

(Colloidal Gold)

Wondfo SARS-CoV-2 Antigen Test (Lateral Guangzhou Wondfo Biotech Co. Ltd
Flow Method)

Aesku Rapid SARS-CoV-2 Rapld Test Aesku Dlagnostics GmbH

Rapid Response COVID-19 Rapld Test Device [BTNX, Inc. [Blotrend Chemikalien Gmbh]}

Dia Sure Covid-19 Antigen Rapid Test Devics |Azure Biotech Inc.
{Nasopharyngeal/Oropharyngeal Swab)

Labnovation SARS-CoV-2 Antigen Rapld Test |Labnovation Technologies, nc.
Kit (Immunochromatography)

V-Chek SARS-CoV-2 Rapid Ag Test Kit SGA Mohendislik DAN. EG. Teve DIS.Lid.STI
{Colloidal Gold)

S5GTI-lex COVID-19 Ag Sugentach, Ine.

sofiec SARS COV-2 (Covid-13) AntigenTest |7/ Medikal Tekstil Dis Ticaret Ltd. STI

Genedia W Covid-19 Ag E,:;‘mfg’f:bﬂfd'“' Sclence Corp. (Weko

COVID-19 (SARS CoV-2) Anligen Test Kit

(Collsidal Gold) Anhui Deepblue Medical Technology Ca. | Lid.

[FREND™ COVID-19 Ag MNanoEniek Tnc

[RapidFor SARS-Cov-2 Rapid Antigen Test Vitrosens Biyoteknolo) Lid. S0

Colloidal Gald

COVID-19 (SARS-CaoV-2] Antigen Test Kit Wuhan EasyDiagnosis Blomedicine Co., Lid
PCL COVID19 Ag Gold Saliva PCL, Inc.

reOpenTest COVID-13 Antigen Rapid Test Zhejiang Anji Salanfu Biotech Co. Ltd.
(Colloidal Gold)

IMMUNOBIO SARS-CoV-2 Antigen-Schnelitest |Hangzhou Immune Biotech Co. Lid.

!I’.:O'IFID-'IBAm
nrul -19 (SARS-COV-Z) Antigen Shenzhen Zhenrui Biotech co.Ltd.
Test Kits

SARS5-CoV-2 Ag Diagnostic Test Kit [Colloidal |Shenzhen Watmind Medical Co. Ltd.
Gold)

2019-nCaV Antigen Test Kitjcolloldal gold Guangdong Hecin Scientific, Inc.
method)
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Table 1
Comparative evaluation results of SARS-CoV-2 antigen RDT passing the sensitivity criteria
Sensitivity
No.  Manufacturer Test name CT<25 CT2530 CT=>30 CT17-36
1 Shenzhen Lvshiyuan Biotechnology Co.. Ltd. Green Spring SARS-CaV-2 Antigen Rapid Test Kit (Colloidal Geld) 100.0% 95.7% 40.0% 86.0%
2 Toda Pharma Toda Coronadiag Ag 100.0% 95.7% 40.0% 86.0%
3 Shenzhen Watmind Medical Co..Ltd. SARS-CaV-2 Ag Diagnestic Test Kit (Colloldal Gold) 100.0% 95.7% 20.0% 82.0%
4 ulti med Products (Deutschland) GmbH COVID-19 Antigen Speicheltest (Immunochromatographie) 100.0% 95.7% 20.0% 82.0%
5 Amonted (Xiamen) Biotechnology Co.. Ltd. COVID-19 Antigen Rapid Test Kit (Colloidal Gold) 100.0% 87.0% 30.0% 80.0%
[] Beijing Tigsun Diagnostics Co.;Ltd. Tigsun COVID-19 Saliva Antigen Rapid Test 100.0% 87.0% 30.0% 80.0%
7 LumiQuick Diagnostics. Inc. QuickProfile Covid-19 Antigen Test Card 100.0% 91.3% 20.0% 80.0%
8 Mew Gene (Hangzhou) Bioengineering Co.. Ltd. Covid-19-Antigen-Testkit 100.0% B7.0% 20.0% T8.0%
9 Triplex International Bicsciences (China) Co.. Ltd. SARS-CoV-2 Antigen Rapid Test Kit 100.0% 87.0% 20.0% 78.0%
10 ScheBo Biotech AG ScheBo SARS-CoV-2 Quick Antigen 100.0% 91.3% 10.0% 78.0%
11 Siemens Healthineers CLINITEST® Rapid COVID-19 Antigen Test 100.0% 87.0% 0.0% 76.0%
12 Ihejiang Orient Gene Biotech Co..Ltd Coronavirus Ag Rapid Test Cassette (Swab) 100.0% 87.0% 0.0% 76.0%
13 BIOSYNEX SWISS SA BIOSYMEX COVID-19 Ag BSS 100.0% 78.3% 1.1% 74.0%
14 Getein Biotech. Inc. One Step Test for SARS-CoV-2 Antigen (Colloidal Gold) 100.0% 82.6% 0.0% TL0%
15 Merlin Biomedical {(Xiamen) Co.. Ltd. SARS-CoV-2 Antigen Rapid Test Cassette 100.0% 82.6% 0.0% T2.0%
16 Wantai (Beijing Wantai Biological Pharmacy Enterprise Co.. Ltd.) SARS-CoV-2 Ag Rapid Test (Fla) 100.0% 78.3% 0.0% TL.0%
17 Ameda Labordiagnostik GmbH AMP Rapid Test SARS-CoV-2 Ag 100.0% 78.3% 0.0% 70.0%
18 BioRepair GmbH Cavid 19 Antigen Schnelltest 100.0% 78.3% 0.0% 70.0%
19 Hangzhou Lysun Bilotechnology Co.. Ltd. Lysun COVID-19 Antigen Rapid Test Device (Collpidal Gold) 100.0% 78.3% 0.0% 70.0%
20 Jiangsu Diagnostics Biotechnology Co.. Ltd COVID-19 Antigen Rapid Test Cassette (Colloidal Gold) 100.0% T8.3% 0.0% 68.0%
21 Sugentech. Inc. SGTi-flex COVID-19 Ag 100.0% 73.9% 0.0% 68.0%
22 Wuhan EasyDiagnosis Biomedicine Co.. Ltd COVID-19 (SARS-CoV-2) Antigen Test Kit 100.0% 73.9% 0.0% 68.0%
23 ASAN PHARM.CO..LTD. Asan Easy Test COVID-19 Ag 100.0% 69.6% 0.0% 66.0%
24 BIONOTE MowCheck® COVID-19 Ag Test 100.0% 65.2% 0.0% 66.0%
25  SD BIOSENSOR STAMDARD™ F COVID-19 Ag FlA 100.0% 65.2% 0.0% 66.0%
26 ProGnosis Biotech Rapid Test Ag 2019-nCaV 94.1% 65.2% 10.0% 64.0%
27 Lumigenex (Suzhou) Co.. Ltd. PocRoc SARS-CoV-2. Antigen Schrelltest Set (Kolloidales Gold) 100.0% 65.2% 0.0% 64.0%
28 Abbott Rapid Diagnostics Jena GmbH Panbio™COVID-19 Ag Rapid Test Device (MASOPHARYMGEAL) 100.0% 60.9% 0.0% 64.0%
29 Joinstar Biomedical Technology Co.. Ltd (CIV care impuls Vertrieb) COVID-19 Antigen Schnelltest (Colloidal Gold) 100.0% 60.9% 0.0% 64.0%
30 Precision Biosensor Inc. (Axon Lab AG) Exdia COVID-19-Ag-Test 100.0% 60.9% 0.0% 64.0%
31  Guangdong Wesail Biotech Co.. Ltd. COVID-19 Ag Test Kit 100.0% 52.2% 11.1% 62.0%
32 Atlas Link Technology Co..Ltd. Nova Test SARS-CoV-2 Antigen Rapid Test Kit 100.0% 60.9% 0.0% 62.0%
33 Chil Tibbi Mal. San. Tic. Ltd. Sti COVID-19 Antigen Schnell Test (Masopharyngeal / Oropharyngeal Tupfer Kassette) 100.0% 60.9% 0.0% 62.0%
34 Safecare Biotech Hangzhou Co.. Ltd. Safecare COVID-19 Ag Rapid Test Kit (Swab) 100.0% 60.9% 0.0% 62.0%
35 Shenzhen Watmind Medical Co. .Ltd. SARS-CoV-2 Ag Diagnostic Test Kit (Immuno-fluorescence) 100.0% 60.9% 0.0% 62.0%
36 Mantong Diagnes Biotechnology Co.. Ltd. COVID-19 Antigen Saliva Test Kit (Colloidal Gold) 100.0% 56.5% 0.0% 60.0%
37 Wuhan Life Origin Biotech Joint Stock Co.. Ltd. SARS-CoV-2 Antigen Assay Kit (Immunochromatography) 100.0% 56.5% 0.0% 60.0%
38 LumiraDX LumiraDsx SARS-CoV-2 Ag Test 100.0% 52.2% 0.0% 60.0%
39 Shenzhen Microprofit Biotech Co.. Ltd fluorecare COVID-19 SARS-CaV-2 Spike Protein Test Kit {Colloidal Gold Chromatographic Immunoassay) 100.0% 47.8% 10.0% 58.0%
40  Genrui Biotech Inc. Genrul SARS-CoV-2 Antigen Test Kit (Colloidal Gold) 94.1% 56.5% 0.0% 58.0%
41  Anbio (Xiamen) Biotechnology Co.. Ltd Rapid Covid-19 Antigen Test (Colloidal Gold ) 100.0% 52.2% 0.0% 58.0%
42 AXIOM Gesellschaft fir Diagnostica und Biochemica mbH Axiom Diagnostics COVID-19 Ag Schnelltest 100.0% 52.2% 0.0% 58.0%
43 PCL. Inc. PCL COVID19 Ag Gold Saliva 100.0% 52.2% 0.0% 58.0%
44 Affimedix TestNOW® - COVID-19 Antigen 100.0% 47.8% 0.0% 58.0%
45 MEDsan GmbH MEDsanve SaRS-Co¥-2 Antigen Rapid Test 100.0% 47.8% 0.0% 58.0%
46 Mélab GmbH mé-screen Corona Antigen Test 100.0% 47.8% 0.0% 58.0%
47 Beijing Hotgen Biotech Co.. Ltd. Novel Coromavirus 2019-nCoV Antigen Test (Colloidal gold) 100.0% 47.8% 0.0% 56.0%
48 Hangzhou Testsea Biotechnology Co.. Ltd Testsealabs® Rapid Test Kit COVID-19 Antigen Test Cassette 100.0% 47.8% 0.0% 56.0%
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T: +49 2166 39200 70
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