BETTER AG

Spitzenqualitat zu Herstellerpreisen

Sejoy

COVID-19 Schnelltest-Kit

Far die Eigenanwendung
Mit integrierter Pufferlésung

=
Verpackung l,
1 Test pro Box

4

KARTON 500 tests pro Karton

Verpackung

5 Tests pro Box

KARTON 720 tests pro Karton

Einzelheiten

Aufgefuhrt fur die EU-weite Anerkennung in der "Gemeinsamen Liste der EU".
der Europdischen Kommission - Generaldirektion far
Gesundheit und Lebensmittelsicherheit

Klicken Sie hier, um die Gultigkeit des CE-Zertifikats zu Uberprifen

PROBEENTNAHME Nasendbstrich

SENSITIVITAET 94,50%
ERGEBNIS 10 Minuten

| |
| |
| SPEZIFIKATION 99,90% |
| |
| |

EC/CE-ZERTIFIKAT NR. 1voo-474/2021/ ce1434
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SARS-Cov-2 Antigen
Rapid Test
Beipackzettel
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SEJOY

Hangzhou Sejoy Electronics &. Instruments Co., LTD

Date: 2022-7-1

TO WHOM IT MAY CONCERN,

It is hereby certified and declared that company:

“Better AG” located in General-Guisan-Str. 8, 6300 Zug, Switzerland

Is authorized to import, sell, distribute the "Sejoy" branded goods in Europe, Asia and Africa.

We hereby confirm the authenticity of the test kits sold by this distributor.

Yours sincerely,

Name: Yunhua Ren

Position: General Manager

Company stamp: M(Z«
BNt 2 B T R

\

HANGZHOU SEJOY ELECTRONICS & INSTRUNENTS CO.,L1D.

Add: AREA C, BUILDING 2, NO.365, WUZHOU ROAD, YUHANG ECONOMIC DEVELOPMENT ZONE,
HANGZHOU, 311100, CHINA

Tel: 0086 571 81957767

Fax: 0086 571 81957750

Web-site: www.sejoy.com
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Hangzhou Sejoy Electronics & Instruments Co., Ltd.

Statement on the monitoring of
SARS-CoV-2 variants

Recently,the SARS-CoV-2 has discovered the newest SARS-CoV-2 variant "Omicron", whose
Pango lineage is B.1.1.529.The Sejoy urgently established a special verification team to monitor
and analyze the genetic data of the newly discovered SARS-CoV-2 variant; The Peptide probe
sequence comparison results of the marketed products confirmed that the SARS-CoV-2 Antigen
Rapid Test Cassette (Ref.:COVG-602ST) that has been marketed by Hangzhou Sejoy Electronics
& Instruments Co.,Ltd. has no missed detection against the above-mentioned variant and still

ensure the accuracy and sensitivity of the detection reagents.

Up to now, our company has monitored and analyzed the genetic data of major epidemic SARS-
CoV-2 variants, including Alpha variant (B.1.1.7), Beta variant (B.1.351),Gamma variant(P.1) and
Delta variant(B.1.617.2), Omicron variant (B1.1.529),our company will continue to pay attention
to the variant of the SARS-CoV-2 to ensure that our company's SARS-CoV-2 Antigen Rapid Test
Cassette (Ref.:COVG-602ST) will not miss detection and ensure the sensitivity, accuracy and

specificity are not affected.

Hangzhou Sejoy Electronics & Instruments Co.,Ltd.
2021-11-30



CERTIFICATE

EC Certificate No. 1434-1VDD-265/2022
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Hangzhou Sejoy Electronics & Instruments Co., Ltd
Area C, Building 2, No. 365, Wuzhou Road, Yuhang
Economic Development Zone, 311100 Hangzhou City,
Zhejiang, China

in vitro diagnostic medical devices
fFor self-testing

The list of medical devices covered by this certificate is provided in the Annex no.1

in terms of design documentation, comply with requirements
of Annex Ill (Section 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 25.05.2022 to 27.05.2025

The date of issue of the Certificate: 25.05.2022
C E 1434

The date of the First issue of the Certificate: 22.10.2021
Issued under the Contract No. MD-100/2021

Application No: 192b/2021

Certificate bears the qualified signature. Director
Warsaw, 25/05/2022 Medical Device Certification
Module A1 Department

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



ANNEX no. 1 TO THE CERTIFICATE
VALID ONLY WITH CERTIFICATE
No 1434-1IVDD-265/2022

List of medical devices covered by the certificate:

SARS-CoV-2 Antigen Rapid Test Cassette
Ref. No. COVG-602ST

Under brands:
CAMERON MEDICAL

CEDAR MED
Core+ hygienics
EurekaCARE
EUROSIREL
GENnasal™
LIMITLESS ©® MEDICAL
Norgenics.
NOVAMA®
Sejoy®
TERMAX OTC
femometer®

C€.e

Issued under the Contract No. MD-100/2021 Director
Application No: 192b/2021 Medical Device
Certificate bears the qualified signature. i

Warsaw, 25/05/2022 Certification Department

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbe.gov.pl



EU DECLARATION OF CONFORMITY

(SARS-CoV-2 Antigen Rapid Test Cassette)
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EU DECLARATION OF CONFORMITY

Hangzhou Sejoy Electronics& Instraments Cao., Lid,

Ared C, Building 2, No.36%, Wuzhou Road, YuhangEconomic
Development Zome, Hangzhou City 311100 Zhejiang China

Shanghai International Holding Corp.GmbH ({ Europe)

Eiffestrasse 80, 20537 Hamburg, Germany

SARS-CoV-2 Antigen Rapid Test Cassette

I test/box, Stests/box. 25tests’ box

Other device not listed under Annex [T and self-testing of

Directive 98/79EC

Annex HLexcept Point &,0f Directive 98/ 79EC
EN IS0 13485;2016, EN IS0 14971:2012,

EN IS0 23640:201 5, EN IS0 13612:2002, EN 150
175112003, EN 139752003,

EN IS0 18113-1:2011, EN 150 18113-2:2011,
EM 150 15223-12016, EM 13641:2002

In=V¥itro Diagnostic Medical Devices.

C€

We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meet's the provisions of the Directive 98T EC of the European Parliament and of the Council on

M Q" General Manager
Legally binding signatune. Position

SRR ES




Stiftung
Warentest

Hangzhou Sejoy Electronics & Instruments Sars-Cov-2 Antigen Rapid Test Cassette

Corona-Selbsttests 2022

Testergebnisse Produktmerkmale
Hangzhou Sejoy Elect- Hangzhou Sejoy Elect-
ronics & Instruments ronics & Instruments
Sars-Cov-2 Antigen Ra- Sars-Cov-2 Antigen Ra-
pid Test Cassette pid Test Cassette
Test-Identifikationsnummer Eigenschaften
Test-ldentifikationsnummer?) AT1269/21 Vollstandiger Name Sars-Cov-2 Antigen Rapid
Test Cassette
Online-Verodffentlichung
Sensitivitat (Messgenauigkeit) tber alle Viruskonzentratio- 60,0
Online-Verdffentlichung 07.03.2022 e (4)
MESSGENAUIGKEIT UBER ALLE VIRUSKONZENTRA- | hoch Senfitivitét (Messgenauigkeit) bei hoher Viruskonzentrati- 100,0
TIONEN? on (%)
. ikron1)
BEWERTUNG BEI HOHER VIRUSKONZENTRATION®) | geeignet Erkennung von Omikron B
Anwendung (Probennahme) Nase
=+ hoch
<+ mittel Gebrauchsanweisung » Link
O gering

& unbekannt

it iiber alle Vir i hoch, mittel, gering, unbekannt.
Bewertung bei hoher Viruskonzentration: geeignet, ungeeignet, unbekannt.
1) Die Test-Identifikationsnummer hilft, den jeweiligen Test beim Paul-Ehrlich-Institut (PEI) oder beim
Bundesinstitut fiir Arzneimittel und Medizinprodukte (BfArM) wiederzufinden.
2) Nach der vom Paul-Ehrlich-Institut ermittelten Gesamtsensitivitét (Messgenauigkeit tber alle
Viruskonzentrationen). Je hoher diese ist, desto wahrscheinlicher wird das Virus auch in geringerer Konzentration
korrekt angezeigt. Noch nicht gepriifte Tests und geeignete, bei denen die Detailinformationen fehlen, sind hier
mit unbekannt gekennzeichnet.
3) Nach Einschatzung des Paul-Ehrlich-Instituts. Noch nicht gepriifte Tests sind hier mit unbekannt
gekennzeichnet.

© Stiftung Warentest, Stand 28.06.2022

v =2 3¢ = Nein

it iiber alle Vir i hoch, mittel, gering, unbekannt.
Bewertung bei hoher Viruskonzentration: geeignet, ungeeignet, unbekannt.

1) Nach Einschétzung des Paul-Ehrlich-Instituts.
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The test results of the COVID-19 N antibody against the N
antigen of different mutant strains

Experimental purposes: Verification of the detection of the COVID-19 N antibody against

the N antigen of different mutant strains

Experimental Materials

1. Utilize COVID-19 antibody test strips made by double antibody sandwich method.

2. N Recombinant Protein of wild strain; a-mutant N recombinant protein; Detla-mutant N recombinant
protein; Lambda-mutant N recombinant protein; Omircon-mutant N recombinant protein;

3. Covid-19 Antigen detection sample extraction liquid;

Experimental method: Test strips made of Covid-19 N antibody verify the detection effects of
different mutant strains at different concentrations

Experimental result:

storlml 24,63 [wl
IR

N Recombinant Protein of wild strain

1/4
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a-mutant N recombinant protein

Detla-mutant N recombinant protein

2/4
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Lambda-mutant N recombinant protein

Omircon-mutant N recombinant protein
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Experimental conclusion:

COVID-19 N Antibody is tested by different concentrations of wild-type COVID-19

N protein

recombinant antigen, 0-COVID-19 N protein recombinant antigen, Delta-COVID-19

N protein

recombinant antigen, Lambda-COVID-19 N protein recombinant antigen, Omircon-COVID-19 N

protein recombinant antigen and all the results are detectable.

4/4



CONFIRMATION OF EU PRODUCT NOTIFICATIONS

FROM AUTHORIZED REPRESENTATIVE

y Shamghai Internationgl Holding Corporation Gmbl! (Europe)

Confirmation

of EU product notifications

Shanghal International Holding Corp. GmbBH [ Europe )
Fiffestraass 80, 20537 Hamburg, Germany

Hangehou Sejoy Flecironicsl Inetruments Co. . Lid
Arad C “l.ul:jpnd 2. Na JEE WiIhou Noaad, Yiunmang Econaimic Desaloprmant fons

111100 Hangahou City, Zhajieng, China

SARE-CaV-J] Antigen Rapid Tesl Lasssita

Weitere Referenzen und Informationen

BETTER AG 0| DE: + 49 (0) 30 62 9334 20

CH: + 41 (0) 7158 80 248
) Shop: www.OdemShop.de
6300 Zug, Schweiz E-Mail: inffo@OdemShop.de

General-Guisan-Str.8




