
ABOUT US

Xiamen Wiz Biotech Co., Ltd. is a high-tech biomedical company, de-
voted to the �eld of rapid diagnostic reagents and instrument. Wiz is 
located in Xiamen, China, established in July 2013, which is a listed 
enterprises in National Equities and Quotations. As a technolo-
gy-driven company that prides itself on its scienti�c excellence, Wiz 
focused on technological innovation and roduct innovation with 15 
authorized patents, each of our products embodies the creativity of 
our excellent scientists, who are working hard to continuously bring 
novel products to the China and world markets. SARS-CoV-2 rapid 
detection series of products, including SARS-CoV-2 antigen, anti-
body and in�uenza di�erential detection, are produced for Wizbio-
tech, which can easily and quickly carry out screening of SARS-CoV-2 
in a large number of people, adding strength to epidemic prevention 
and control.
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EC Certificate No.  1434-IVDD-492/2021 

EC Design-examination 
Directive 98/79/EC concerning 

in vitro diagnostic medical devices 

Polish Centre for Testing and Certification certifies  
that manufactured by: 

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 

in vitro diagnostic medical devices 
for self-testing 

SARS-CoV-2 Antigen Rapid Test (Colloidal Gold) 
51332801, 51332802, 51332803, 51332804 

in terms of design documentation, comply with requirements 
of Annex III (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 22.11.2021  to  27.05.2024 

The date of issue of the Certificate: 22.11.2021 

The date of the first issue of the Certificate: 22.11.2021 
  

 
 
Issued under the Contract No. MD-77/2021     
Application No: 130/2021 
Certificate bears the qualified signature. 
Warsaw, 22/11/2021 
Module A1 
 

 
 

 
 
 
 

 
 

Vice-President 
 

  

CERTIFICATE



Our one hundred thousand grade clean and dust-free workshop is operated 
strictly under ISO 13485:2016 and GMP guidelines. With the automatic produc-
tion line, e�cient production process, strict quality control, we always produce 
the products timely to meet customers’ request. 
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INSTRUCTIONS FOR USE

EN
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— L'infezione da COVID-19 è a�ualmente presente
— Rivolgersi immediatamente al proprio medico o al dipar�mento sanitario locale.
— Rispe�are i requisi� di auto-quarantena e le linee guida sulla protezione nella propria 
zona.
—Eseguire il test PCR per la conferma.

— È necessario con�nuare ad ado�are misure rela�ve al conta�o con gli altri e all'auto-
protezione.
—Anche se il risultato del test è nega�vo, è anche possibile che ci sia un'infezione.
— Se sospe� ancora, ripe� il test dopo 1-2 giorni. A causa del coronavirus non può 
essere rilevato con precisione in ogni fase dell'infezione.

—Potrebbe essere causato da un'operazione errata nel processo di rilevamento.
—Si prega di ripetere il test.
—Se il risultato del test non è ancora valido, conta�are il medico o il centro di test 
COVID-19.
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— COVID-19-Infek�on ist derzeit vorhanden.
—Wenden Sie sich sofort an Ihren Arzt oder das örtliche Gesundheitsamt.
— Halten Sie sich an die Selbstquarantänepflicht und Schutzrichtlinien in Ihrer Nähe.
—Zur Bestä�gung PCR-Test durchführen.

— Dies kann durch eine falsche Bedienung im Erkennungsprozess verursacht werden.
—Bi�e wiederholen Sie den Test.
— Wenn das Testergebnis immer noch ungül�g ist, wenden Sie sich bi�e an Ihren Arzt 
oder das COVID-19-Testzentrum.

Die Qualitätskontrolllinie ist ein wich�ger Punkt des Testkits und wird verwendet, um das 
Verfahren zu kontrollieren. Es erscheint die Qualitätskontrolllinie, die anzeigt, dass der 
Test korrekt durchgeführt wurde und das Testkit reagiert hat.
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