BETTER AG

Top quality at manufacturer prices

Sejoy

COVID-19 Rapid Test Kit

For self-tests

With an integrated buffer solution

Packaging {,ﬁ
1 test per box

CARTON 500 tests per carton

Packaging

5 tests per hox

CARTON 720 tests per carton

Details

Listed for EU-wide recognition in the "EU common list’
of the European Commission - Directorate General for
Health and Food Safety

Click to check the validity of the CE certificate
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SEJOY.

SARS-CoV-2
Antigen Rapid Test Cassette
Package Insert

Version: B
Forsclfesting
Codk- 4150301410

Specimens: Nasal Swsb.
Effecive Date:2022.4.1
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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@s
G T R A T

NIt

HANGZHOU SEJOY ELECTROKICS & INSTRUNENTS CO.,LID.

L4

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. 1434-1IVDD-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
for 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 € 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-IVDD-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 € 1434

Issued under the Contract No. MD-100/2021 Director
Application No: 192b/2021 . .
Certificate bears the qualified signature. Certil,"\inceat:ligzl [?:v::ment
Warsaw, 25/05/2022 P

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



EU DECLARATION OF CONFORMITY
(SARS-CoV-2 Antigen Rapid Test Cassette)
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=i§ EU DECLARATION OF CONFORMITY
e
:; Hangrhou Sejov Electronics& mstrmuments Cao., Lid,

e

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

§ Eurnpean Authorizod Shanghai International Holding Corp.GmbH ([ Europe)
Representative: Eiffestrasse 80, 20537 Hamburg, Germany
Product Name: SARS-CoV-2 Antigen Rapid Test Cassette

3 Specification: | test'box. Stests/box. 235tests/ box

Other device not listed under Annex 11 and self-testing of
Dircctive Y8 79EC
Conformity assessment route:  Annex lLexcept Point 6,0f Directive 38/ 79EC

Classification:

o

EN ISO 13485:2016, EN IS0 14971:2012,
EN IS0 2364020135, EN 180 13612:2002, EN 130

§ Applicable Standards: 17511:2003, EN 139752003,
EN IS0 18113-1:2011, EN 1S0 18113-2:2011,
| EN IS0 15223-1:2016, EN 13641:2002

We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned above
meet's the provisions of the Directive 98 7% EC of the European Parliament and of the Council on
[n=Vitro Diagnostic Medical Devices.
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PR TR R AF
SE J OY Hangzhou Sejoy Electronics & Instruments Co., Ltd.

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:

N Recombinant Protein of wild strain

1/4
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a-mutant N recombinant protein

Detla-mutant N recombinant protein
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Lambda-mutant N recombinant protein

Omircon-mutant N recombinant protein
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SE J OY Hangzhou Sejoy Electronics & Instruments Co., Ltd.

Experimental conclusion:

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

N protein

recombinant antigen, a-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 Shamnghai Imternational Holding Corporation Gmbit! (Enrape)

Confirmation
of EU product notifications

Shanghal Intamational Halding Corp. GmbH [ Europe )
Fiffestraase 80, 20537 Hamburg, Germany

Hangohou Sajoy Clecironicsl Insiruments Co., Lid
Area C, Builiiivg 2, No 166, Wuilhdiu Laad, Yuhang [conamic Deselopment Lona

111100 Hangahou Lty Thajlang, China

SARE-CoV-J Antigan Rapld Tesal Casssita

Further references and information

BETTER AG : IRL: +353 151375 11

CH: + 417158 80 248
i Shop: www.OdemShop.com
6300 Zug, Switzerland E-Mail: info@OdemShop.com

General-Guisan-Str.8




