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In addition, we have registered in more than 20 other countries, including, Hungary, Spain, Ukraine, 
Argentina, Indonesia, Serbia, Peru, Russia, Ecuador, Bulgaria, Guatemala, etc.
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Web links: 

Manufacturer name Product name Product code(s)

Hangzhou AllTest Biotech Co

SARS-CoV Rapid Antigen Tests: 
progress of the applications in the emergency use listing assessment pipeline

SARS-CoV-2 Antigen Rapid Test INCP-502-N 0631-111-00

Dossier review QMS Desk Assessment EUL application number

Web links: https://www.hsj.gr/medicine/different-methods-of-covid19-detection.pdf
Web links: https://www.hsj.gr/medicine/a-reallife-approach-for-evaluation-of-rapid-ag-testing-in-sarscov2-infection.pdf

WHO

Self Test Listing

 Published Articles in Health Science Journal

Hangzhou AllTest Biotech Co.,Ltd.
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Switzerland: 
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Germany:

The test has been evaluated and approved  by a reputable laboratory from Germany:
Clinical Study Results (>100 positive samples; > 100 negative samples):

1. Analytical Results with correlation to Ct-values of the positive samples:

No. of 
Samples 

No. of true neg. Rapid Test 
Samples 

No. of false positive 
Rapid Test Samples 

Specificity of SARS-CoV-2 Antigen Rapid 
Test (CI) 

100 100 0 100% (96-100), Wilson 95% CI: 96-100% 

2. Analytical Results with correlation to Ct-values of the negative samples:

Ct 
value 

No. of 
Samples 

No. of true positive Rapid 
Test Samples 

No. of false negative 
Rapid Test Samples 

Sensitivity of SARS-CoV-2 
Antigen Rapid Test (CI) 

≤30 82 81 1 98.8% (93-100)

≤32 106 101 5 95.3% (89-98)

PMDA Evaluation with good results:
Sensitivity 100%, Specificity 100% 

BAG Evaluation with good results:
Sensitivity  95.1%, Specificity  100%

France�
SPIRAL  Evaluation with good results: Sensitivity  97.1%�Specificity  100%
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Japan �

Malaysia�
IMR(Institute for Medical Research) Evaluation with 
good results: Sensitivity 96.0%, Specificity 100%

Validated In:

https://extranet.who.int/pqweb/sites/default/files/documents/210504_EUL_SARS-CoV-2_product_list.pdf

www.alltests.com.cn info@alltests.com.cn No. 550, Yinhai Street, Hangzhou Economy and 
Technology Development Area, Hangzhou P.R. China

AustriaCzech Republic
, 128 01  Praha 2 
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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: 





 
 
 
 

Manufacture
r 

Cat. No.  Product Description  Specimen  Quantity/box  Quantity/ Carton Package  Weight/ 
Carton 

ALLTEST  INCP­502H  SARS­CoV­2 Antigen Rapid Test 
(for self testing) 

Nasal Swab  1T per kit 

20T /Box 

480 pcs 

(=24 Boxes) 

55*39,5*46 cm 

(0,1 cbm) 

18.9 kg 

ALLTEST  INCP­502H  SARS­CoV­2 Antigen Rapid Test 
(for self testing) 

Nasal Swab  5  500  50*34*33 cm 

(0,1 cbm) 

11 kg 

ALLTEST  INCP­802H  COVID­19 Antigen Rapid Test 
(Oral Fluid) For Self­testing 

Oral Fluid  1  480  56.5*43.5*43.5 

(0.1cbm) 

20 kg 

 


