


EC Declaration of Conformity
Manufacturer: 
Name: HANGZHOU ALLTEST BIOTECH CO., LTD. 
Address: #550, Yinhai Street, Hangzhou Economic & Technological Development Area, Hangzhou 
-310018, P.R. China

European Representative:  
Name: MedNet GmbH 
Address: Borkstrasse 10, 48163 Muenster, Germany. 

Product Name: COVID-19 Antigen Rapid Test (Oral Fluid) 
Model: Cassette  
Classification: Self-testing of IVDD 98/79/EC 
Conformity Assessment Route: IVDD 98/79/EC, Annex III, Article 6 
GMDN Code: 65454 

We, HANGZHOU ALLTEST BIOTECH CO., LTD., herewith declare that we are exclusively responsible 
for this declaration of conformity. We herewith declare that the above mentioned products meet 
the corresponding national laws, the provisions of the following EC Council Directives, Standards 
and Common Technical Specifications. All supporting documentations are retained at the 
premises of the manufacturer. 

DIRECTIVES 

General applicable directives: 

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 
on in vitro diagnostic medical devices. 

Standard Applied: EN ISO 13485:2016, EN ISO 14971:2012, EN 13975:2003, EN ISO 18113-1:2011, 
EN ISO 18113-4:2011, EN 13612:2002/AC:2002, EN ISO 17511:2003, EN ISO 23640:2015, EN 
13641:2002, EN 13532:2002, EN ISO 15223-1:2016. 

Notified Body: Polish Center for Testing and Certification 
Notified Body No.: CE1434  
Address: 469, Pulawska Street, 02-844 Warsaw, Poland 
EC Certificate Number: 1434-IVDD-429/2021 
Expire date of the Certificate: 2024-05-27 
Start of CE Marking: 2021-06-07 
Place, Date of Issue: in Hangzhou on 2021-05-28 

Signature: _________    2021-06-07 
Name: Gao Fei (Position: General Manager) Date: 





Letter of Declaration

To whom it may concern,

We, HANGZHOU ALLTEST BIOTECH CO., LTD., located on #550, Yinhai Street, Hangzhou Economic 

& Technological Development Area, Hangzhou -310018, P.R. China

Declare that:

SARS-CoV-2 Antigen Rapid Test (COVID-19 Antigen Rapid Test) is designated to detect 

nucleocapsid protein (NP) of SARS-CoV-2 virus. Epitope of capture antibody and detection antibody 

was not in the mutation area. Thus, above mentioned spike protein mutation SARS-CoV-2 and 

nucleocapsid protein mutation SARS-CoV-2 of Alpha(B.1.1.7), Beta(B.1.351), Gamma(P.1), 

Delta(B.1.617.2), Lambda(C.37), Zeta(P.2), Kappa(B.1.617.1), Eta(B.1.525), Iota(B.1.526), 

Epsilon(B.1.427), Theta(P.3) and Omicron(B.1.1.529) is not affecting virus performance of SARS-

CoV-2 Antigen Rapid Test (COVID-19 Antigen Rapid Test).

Signature:
R&D Manager: Kael Chen

Date: Nov. 28th, 2021

Hangzhou Alltest Biotech CO., Ltd

Add:#550 Yinhai Street, Hangzhou Economic and Technologic Development Area

310018, P.R China
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Elenco dei dispositivi medici

Criteri di ricerca: 
Denominazione fabbricante: HANGZHOU 
Codice fiscale fabbricante: 
Partita IVA / VAT number fabbricante: 
Codice nazione fabbricante: 
Denominazione mandatario: 
Codice fiscale mandatario: 
Partita IVA / VAT number mandatario: 
Codice nazione mandatario: 
Tipologia dispositivo: 
Identificativo di registrazione attribuito dal sistema BD/RDM: 
Codice attribuito dal fabbricante: 
Nome commerciale e modello: ORAL FLUID 
Classificazione CND: 
Descrizione CND: 
Normativa: 
Classe CE (valida solo per dispositivi medici di classe, impiantabili attivi e IVD): 

Elenco dispositivi individuati

Dati aggiornati al:09/01/2022 
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