
Anbio COVID-19 Antigen Test (Colloidal Gold) 
Laientest / Selbsttest mit CE1434 (1er verpackt) 
Omikron-Variante (B.1.1.529, BA.4,BA.5) erkennen 

Hersteller Anbio (Xiamen) Biotechnology Co.,Ltd. 
Rep Lotus NL B.V. 
CE CE1434 seit 16.08.2021 

BfArM Nummer AT1332/21 
PZN 17942166 

Paul-Ehrlich-Institut evaluiert 
EU List Device #1870 

HSC Common List ja 
Empfindlichkeit 99,52% 

Spezifität 100,00% 
Genauigkeit 99,75% 

Varianten (SKU) 1er verpackt 
Inhalt pro Karton/VPE 500 St. 
Abmessungen Karton 63 x 67 x 28 cm; 16,13 KG 
Gebrauchsanleitung auf Deutsch 

Schulungsvideo Über QR Code auf Einzelverpackung) 



 
 

 

 

 

 
 

 

 



 

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Puławska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl 

 

 
EC Certificate No.  1434-IVDD-451/2021 

EC Design-examination 
Directive 98/79/EC concerning 

in vitro diagnostic medical devices 

Polish Centre for Testing and Certification certifies  
that manufactured by: 

Anbio (Xiamen) Biotechnology Co.,Ltd. 
No.2016, Wengjiao West Road, Xinyang Street, Haicang 

District,361026 Xiamen, Fujian,China. 

in vitro diagnostic medical devices 
for self-testing 

Rapid COVID-19 Antigen Test (Colloidal Gold )/ Nasal Swab 

A606101, A606102, A606103, A606104, A606105, A606106 

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 16.08.2021  to  27.05.2024 

The date of issue of the Certificate: 16.08.2021 

The date of the first issue of the Certificate: 16.08.2021 
  

 
 
Issued under the Contract No. MD-124/2021        
Application No: 243/2021 
Certificate bears the qualified signature. 
Warsaw, 16/08/2021 
Module A1 

 

 
 

 
 
 
 

 
 

Vice-President 
Mgr Anna Wyroba 

  

Fo
r b

us
in

es
s 
us

e 
onl

y

Anna 

Małgorzata 

Wyroba

Elektronicznie 

podpisany przez 

Anna Małgorzata 

Wyroba 

Data: 2021.08.16 

10:32:41 +02'00'



Anbio (Xiamen) Biotechnology Co.,Ltd.
Add: No.2016, Wengjiao West Road, Xinyang Street,

Haicang District,Xiamen, Fujian 361026, China.

To whom it may concern,

The aforementioned variants have several mutations in the spike protein and minimal mutations in
the nucleocapsid protein.

There is no obvious difference when testing with different recombinant nucleocapsid protein
antigens (Alpha, Beta, Gamma, Delta, Epsilon, Zeta, Eta, Theta, Iota, Kappa, Lambda, Mu and
Delta plus), based on these different variants of SARS-CoV-2.

Sincerely

Anbio (Xiamen) Biotechnology Co.,Ltd.

June 8 , 2022

We, Anbio(Xiamen) Biotechnology Co.,Ltd,as the manufacturer of Rapid COVID-19 Antigen 

Test(Colloidal Gold),here by declare that our test is effective for，but not limited to,the mutant 
strain and the following variants;SARS-CoV-2 of Alpha (B1.1.7), Beta (B.1.351), Gamma (P.1),
Delta (B.1.617.2), Epsilon (B.1.427/B.1.429), Zeta (P.2), Eta (B.1.525), Theta (P.3), Iota (B.1.526),
Kappa (B.1.617.1), Lambda (C.37), Mu(B.1.621), Delta plus (AY.4.2), Omicron(B.1.1.529) ,
Omicron(BA.4,BA.5).

The theoretical analysis of the mutations in the nucleocapsid protein suggests no apparent 
interference for the Rapid COVID-19 Antigen Test(Colloidal Gold) with detecting the Omicron 

variant of COVID-19(Includes Omicron BA.1 ,Omicron BA.2 , BA.4 and Omicron BA.
5 and all related variants).We anticipate our test will be able to detect these variants.
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