
RoW: Rest of the world. Regulatory version applied to products not approved by stringent/mature NRAs or not regulated

Rapid Antigen Detection Self-Tests

Date Listed Manufacturer Product name Product code(s) Regulatory 
version EUL application number Packaging Link to acess public report 

18 May 2023 Acon Biotech (Hangzhou) Co. Ltd. SARS-CoV-2 Antigen Rapid Test (Self-Testing)

L031-13025, 
L031-13035,
L031-13045,
L031-13055,
L031-13065,
L031-13075,

L031-013085, 
L031-13095

RoW EUL 0707-021-00

1 T/kit
2 T/kit
3 T/kit
5 T/kit
7 T/kit

10 T/kit
20 T/kit
25 T/kit 

https://extranet.who.int/pqweb/key-resources/documents/who-public-report-eul-
0707-021-00

12 September 2022 Abbott Rapid Diagnostics Jena GmbH Panbio COVID-19 Antigen Self-Test

41FK51, 
41FK71, 
41FK81,
 41FK91

TGA, CE mark EUL 0692-032-00

1 T/kit
10 T/kit
20 T/kit
4 T/kit

https://extranet.who.int/pqweb/key-resources/documents/who-eul-report-panbio-
covid-19-antigen-self-test-eul-0692-032-00

Rapid Antigen Detection Tests for Professional Use

Date Listed Manufacturer Product name Product code(s) Regulatory 
version EUL application number Packaging Link to acess public report 

10 July 2023 Hangzhou Laihe Biotech Co., Ltd Novel Coronavirus (COVID-19) Antigen Test (Colloidal 
Gold)

303035-25,
303035-40 CE mark EUL 0603-226-00 25 T/kit

40 T/kit
https://extranet.who.int/pqweb/key-resources/documents/who-eul-public-report-
antigen-test-kit-eul-0603-226-00

6 February 2023 RapiGEN, Inc. BIOCREDIT COVID-19 Ag G61RHA20 
G61RHA20C CE mark EUL 0650-160-00 20 T/kit 

20 T/kit 
https://extranet.who.int/pqweb/key-resources/documents/who-eul-report-
biocredit-eul-number-0650-160-00

11 August 2022 Artron Laboratories lnc. Artron COVID-l9 Antigen Test A03-50-422 RoW EUL 0585-168-00 25 T/kit https://extranet.who.int/pqweb/key-resources/documents/who-public-report-
artron-covid-19-antigen-test-eul-0585-168-00

17 March 2021 Premier Medical Corporation Private 
 Limited Sure Status COVID-19 Antigen Card Test SS03P25 RoW EUL 0590-010-00 25 T/kit https://extranet.who.int/pqweb/key-resources/documents/who-eul-public-report-

sars-cov-2-product-sure-status-covid-19-antigen-card-EUL-0590-010-00 

19 November 2020 Abbott Rapid Diagnostics Jena GmbH Panbio COVID-19 Ag Rapid Test Device (NASAL) 41FK11, 
41FK21 CE mark EUL 0587-032-00 25 T/kit 

25 T/kit 
https://extranet.who.int/pqweb/key-resources/documents/who-eul-public-report-
abbott-panbio-covid-19-ag-rapid-test-device-nasal-eul-EUL-0587-032-00 

02 October 2020 Abbott Rapid Diagnostics Jena GmbH Panbio COVID-19 Ag Rapid Test Device 
(NASOPHARYNGEAL) 41FK10, 

41FK20 CE mark EUL 0564-032-00 25 T/kit 
25 T/kit 

https://extranet.who.int/pqweb/key-resources/documents/who-eul-public-report-
panbio-covid-19-ag-rapid-test-device-EUL-0564-032-00 

22 September 2020 SD Biosensor, Inc STANDARD Q COVID-19 Ag Test 

09COV30D (Nasopharyngeal).
09COV31D (Nasal swab), 09COV32D 
(Nasopharngeal swab), 09COV33D (Nasal 
swab) and 10COVC11 (COVID-19 Ag 
Control swab)

CE mark  EUL 0563-117-00 

25 T/kit (without control swabs)
25 T/kit (without control swabs)

25 T/kit (with control swabs)
25 T/kit (with control swab)

10 Negative and 10 Postive control swabs 

https://extranet.who.int/pqweb/key-resources/documents/who-eul-public-report-
product-standard-q-covid-19-ag-test-EUL-0563-117-00 
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Date Listed Manufacturer Product name Product code(s) Regulatory 
version EUL application number Packaging Link to acess public report 

31 August 2023 Cepheid AB Xpert Xpress CoV-2 plus XP3SARS-COV2-10 CE mark EUL 0720-070-00 10 T/kit To be posted

28 September 2021 KH Medical Co., Ltd. RADI COVID-19 Detection Kit RV008 CE mark EUL 0538-214-00 100 T/kit https://extranet.who.int/pqweb/key-resources/documents/who-eul-public-report-
radi-covid-19-detection-kit-eul-number-eul-0538-214-00 

14 August 2020 Thermo Fisher Scientific TaqPath COVID

‑

19 CE

‑

IVD RT

‑

PCR Kit A48067 CE mark  EUL 0525-156-00 1000 T/kit https://extranet.who.int/pqweb/key-resources/documents/who-eul-public-report-
taqpath-EUL-0525-156-00 

22 May 2020 Shanghai ZJ Bio-Tech Co., Ltd
Novel Coronavirus (SARS-CoV-2) Real Time Multiplex 
RT-PCR Kit RR-0485-02

RoW
EUL 0486-139-00 50 T/kit https://extranet.who.int/pqweb/key-resources/documents/who-eul-public-report-

sars-cov-2-EUL-0486-139-00 

Nucleic Acid Tests
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