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Top Qualitat zu Herstellerpreisen

COVID-19 Selbsttest
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Uberprift und dem derzeitigen
Stand der Technik entsprechend

Gelistet fiir die EU-weite Anerkennung in der "EU-common list"

» der Europaischen Kommission - Generaldirektion fiir Gesundheit- und Lebensmittelsicherheit
Gemeinsame Liste der COVID-19 Antigen Schnelltests

Klicken Sie hier, um die Giiltigkeit des CE-Zertifikats zu Giberpriifen

LY Nur 10 Sekunden sind notwendig fiir die vorderer Nasenbereich
Freischaltung des Antigens im Tupfer : ;
Ergebnis nach

Verpackung
10 Minuten sichtbar EC / CE Zertifikat Nr. IVDD-474/2021/CE1434

& Das Resultat ist schon nach
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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: /Hudrl2-.
Mt ERFAERLE
HANGZHOU SEJOY ELECTRONICS & INSTRUMEATS CO.,LTD.

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



SEJOY. BNt T IR A F

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



BN TR R AF
SE .' 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:

26wl ;2.(.6"3{1-\1-:
BN

N Recombinant Protein of wild strain

1/4



PR TR R AF
SE .' OY Hangzhou Sejoy Electronics & Instruments Co., Ltd.

a-mutant N recombinant protein

Detla-mutant N recombinant protein

2/4



PR TR R AF
SE .' OY Hangzhou Sejoy Electronics & Instruments Co., Ltd.

Pe  Pg

|| B

2lngmL 4ubrglaL
TN ¢

Lambda-mutant N recombinant protein

Omircon-mutant N recombinant protein
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PNt TR R A A
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



EC CERTIFICATE (SELF-TEST)
NO. 1434-1VDD-474/2021

r y

CERTIFICATE

EC Certificate No. 1434-1VDD-474/2021
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

SARS-CoV-2 Antigen Rapid Test Cassette
COVG-6025T

in terms of design documentation, comply with requirements
of Annex ll {Section &) to Directive S8/79/E € (as- amended)
imiplemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 22102021 to 27,05.2024

The date of issue of the Certificate: 22.10.2021
The date ofthe first issue of the Certificate: 22.10.2021

C € 1434

Issied wnder the Contract Mo, MO- 1002021
Application Mo: 1922021

Cartificate boar the qualified tg nature.
Waraw, 22 10,/2021

lodude A 1

FBM-30-E_10

Vite-Predident

POLISH CENTRE FOR TESTING AND CERTIFICATION az-848 Warsaw, 863 Pulywska Street, tel. +48 52 46 45 200, e-maikochcipche govipl



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

v

Hangrhou Sejoy Electronicsss Instruments Cao., Lid,
Manufacturer: Area C, Building 2, Nnj;ﬁs. Wizhou Road, YuhangEeonomic
Development Zone, Hangzhou City 311100 Zhejiang China

e e e e ot g g . . e i i e s A e e, . v e
e T

European Authorizod Ehanghai International Holding Comp.GmbH {Eunope)
Representative: Eiffestrasse 80, 20537 Hamburg, Germany

Product Name: SARS-Cov-2 Antigen Rapid Test Cassetie
Specification; | fest'box . Stests/box, 235tests/ box

ther device not listed under Annex 11 and self-testing of
Directive 98/7%EC
Conformity assessment route:  Annex liLexcept Point 6,0f Directive 98/ 79EC
EN ISO 13485;2016, EN IS0 14971:2012,
EMN IS0 2364002015, EN ISC 13612:2002, EN 150

Classification:

T T

s Applicable Standards: 17511:2003, EN 139752003,
EN ISO 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 7TWEC of the European Parliament and of the Council on

e

In=¥itro Diagnostic Medical Devices.
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Fi Hangzhou, March 22, 3021 Wﬂ" Cieneral Manager
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ZERTIFIKAT & CERTIFICATE ¢

EN ISO 13485: 2016 CERTIFICATION

(( pAKKs

Bkbredmenasgsaeie
e obl-0E327 101

Certificate
No. Q5 095295 0001 Rev. 00

st Servide

Holder of Certificate: Hangzhou Sejoy

Electronics & Instruments Co., Ltd.
Area C, Building 2, Mo, 365, Wuzhou Road

Yuhang Economic Developmant Zone

311100 Hangzhou City, Zhajiang

PEOPLE'S REPUBLIC OF CHINA,

Certification Mark:

Scope of Certificate: Design and Development, Production and
Distribution of In Vitro Diagnostic Medical Device
based on Immunochromatography, Dry Chamistry
and Electrochemistry Method, Include Instrument,
Test Strip and Control Solution

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). &1l applicabla requiremants of the lesting and certification
regulation af TUW SO0 Group have to be complied with. For details and certificate validity sea:
waw duveud comipscced Ta=cert 05 085295 0001 Rey. 00

Report No.: SH20167601
Valld from: 2020-10-30
Valid wntil: 2023-10-28

CDi

Date, 2020-10-30 Christoph Dicks
Head of Cedification/Notified Body

Page 1 af 2
T SUID Product Serdice GmbH « Centification Body « Ridierstrale 65 - 80339 Munich « Ganmany
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ZERTIFIKAT & CERTIFICATE

(( DAKKS

Beursche
Bk rediner urgsabeiks
O-2r- 1083 1-01-00

Certificate

No. Q5 095295 0001 Rev. 00

Fredurt Saraige

¥ «  EM IS0 13485:2016
Applied Standard(s): Mdical devices - Quality ranagement systsims -

Requirements for regulatory purposes
(150 13485:2018)
DI EN IS0 1348520186

Fﬂll:lll'l’yl:lﬂﬁj: Hangzhou Sejoy Electronics & Instruments Co., Lid
Area C, Building 2, No. 365, Wuzhou Road. Yuhang Economic
Development Zone, 311100 Hangzhou City, Fhajiang, PEQPLE'S
REPUBLIC OF CHINA

Page 2 of 2
TUV SUD Product Senice GmbH « Certifization Body « Ridiarstrafie 65 « 80338 Munich = Garmary



CONFIRMATION OF EU PRODUCT NOTIFICATIONS

FROM AUTHORIZED REPRESENTATIVE

E y Shanghai International Holding Corporation Gmbl! {Errope)

1 B Eiffestrasse § 53T Hamburg Germany

Confirmation
of EU product notifications

Hergwith we confirm that

Shanghal International Holding Corp. GmbH (Europe )
Eiffestirasse B0, 20537 Hamburg, Germany

has takan over the function of &0 Burcpaan Authorised Repressntative BCoording

Lo tha reguirements of IVD Directive 98/79/EC far

Hangzhou Sejoy Llsctronicsl Instrumants Co., Lid

Area C, Bullding 2, No 365, Wushou Road, Yuhang Economic Developmant Tonae
311100 Hangzhow City, Zhejisng, China

for ther in-vitro dhagnostic Sevice

SARE-CoV-2 Antigen Rapid Teal Cassniin

and has submitted (e product NoNCAtions af the reeyant GErman Lempetend
Atharity & srding o Articie 10(3 f the abowe mentioned VD Directive and a
jpparting technicsl documents ahowing the devices Wormmaly with tha
Eirective are deposited 10 WTCe
14,04 2021
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Kontakt:
DE: +49 (0) 3062933420

BETTER AG CH: + 41(0) 7158 80 248
Shop: www.OdemShop.de

SRR AL & E-Mail: info@OdemShop.de
6300 Zug, Switzerland




