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Supero-Produkt
Wiztech — Selbsttest

v Endlich ein Test ohne negative Schlagzeilen;
v' BfArM zugelassen, PEl empfohlen, EU-RA-gelistet, mit CE;
v' Nasal; Fliissigkeit vorgefiillt; Sensibility: 96,3%(!!), Speciality: 100% (!!);
v’ Effektiv gegen OmiCron- und Delta-Varianten;
v’ 1er verpackt, 400 Tests / Karton (615x315x370mm, 14kg).

C€

EC Declaration of Conformity

Manufacturer Xiamen Wiz Biotech Co., Ltd.

3-4 Floor, NO.16 Building, Bio-medical Workshop, 2030
Wengjiao Xi Road, Haicang District, Xiamen City, Fujian
Province, 361026, P.R. China

European Qarad EC-REP BV

Representative Pas 257, 2440 Geel, Belgium

Product SARS-CoV-2 Antigen Rapid Test (Colloidal Gold)
Model 1 test/kit, 2 tests/kit, 5 tests/kit, 10 tests/kit.

Catalogue number 51332801, 51332802, 51332803, 51332804

Classification Self-Test

Conformity assessment route  Annex |ll including Section 6

We, the manufacturer, herewith, declares that the product(s) as specified above
mest(s) the applicable provisions of the European Directive S8/79/EC on in vitro
Diagnostic Medical Devices. All supporting technical documentation demonstrating
compliance is kept by the manufacturer and can be made available by the Authorized
Representative in Europe.

General applicable directive:

Directive 98/78/EC of the European Parliament and of the Council of 27 October 1998
on in vitro diagnostic medical devices.

Notified Body: Polish Centre for Testing and Certification

Identification number: CE1434

EC Certificate No.: 1434-IWVDD-492/2021

Start of CE Marking: 2021-11-22

Signedon __ 22 ({Day) 11 J/{Month)of 2021 . Place Xiamen .

Represented / :
Signature: [ A% }{n @ L& Seal#Sta{nﬁ
Name of authorized signatory: Xiaezhen Wang |

%

Paosition held in the company: General Manager
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Uerpackuny

&) WizBIOTECH

SARS-CoV-2 A
(Colloidal Golc_‘i.)_;»‘

COVID-19 Self Test

SARS-CoV-2 Antigen Rapid Test
{Calloidal Gold)
Anterior nasal

SARS-CoV-2 Antigen Rapid Test
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‘ ‘ EINICAL PERFORMANCE

Reference PCR Results
Test Results

Positive

A3N~95.95%)

Cwerall Percent

2Tests
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Gegen OmiCron

O, ENHEENBERGERL T
- XIAMEN WIZ BIOTECH CO.,LTD

Declaration on the detection validity of

omicron variant

To Who It May Concern,

For the newly discovered variant of novel coronavirus Omicron (B.1.1.529), we have
analyzed WIZ SARS-CoV-2 Antigen Rapid Test Kit and came to a conclusion: there is
no off-target or missing detection occurred in the latest test for variant of Omicron
(B.1.1.529). WIZ SARS-CoV-2 antigen rapid test adopts double antibody sandwich
method to detect Nucleocapsid protein of SARS-CoV-2 viruses, Omicron NP protein
mutation sites were P13L, 31-33, R203K, GZ04R. WIZ SARS-CoV-2 antigen rapid test
detectable sites are not at these mutation sites. Our team will continue to track the

latest variant of novel coronavirus to ensure stable supply.

HERb: TR e A O R A 5 A R 2030 SRS WESENE 168 34 E AIS: 361026
Add: 3-4 Floor, NO.16 Bullding, Bio-medical Workshop, 2030 Wengjiao ¥ Road, Halcang District, Xlamen City,
Fujlan Province, 361026, P.R. China 361026

Tel:+86-592-6B0ORITE Fam: +B6-592-6808279

www.wizblotech.com
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Gegen Delta

Q) ENHEENMRBERGHRL T
— XIAMEN WIZ BIOTECH CO.,LTD

Statement for the detection of the S glycoprotein

mutant strain

Spike glycoprotein exist on the surface of novel coronavirus and easily mutated such
as Delta mutant.

The viral nucleocapsid is composed of nucleocapsid protein (N protein for short) and
RMA. The M protein is relatively stable, the largest proportion in wviral structural
proteins and high sensitivity in detection.

Based on the features of N protein, Monoclonal antibody of N protein against novel
coronavirus was chosen in the development and design of our product named
‘SARS-CoV-2 Antigen Rapid Test” that is intended for the gualitative detection of
SARS-CoV-2 Antigen in oropharyngeal swab and nasopharyngeal swab specimens in
vitro through the detection of N protein.

That is to say, the current spike glycoprotein mutant strain Delta mutant was not
affected by detection.
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Habke [RD v (T P BT G 2030 SRHEEMESENA S 168 34 HE66: 361026
Add: 3-4 Floor, NO.16 Bullding, Blo-medical Workshop, 2030 Wengjlao Xi Road, Halcang District, Xiamen City,
Fujlan Province, 361026, P.R. China 361026

Tel:+85-593-68083 T8 Fan: #BE6-592-6808279

www.wizbiotech.com
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