MedBoard

www.medboardco.com

Global Smart Search

Home

REGULATORY NEWS

ALL RESOURCES

POST-MARKET SURVEILLANCE

PRODUCTS APPROVALS

REPORTS

e

/7

COVID-19 (SARS-COV-2)

Tracker

PUBLIC RESOURCE

CLINICAL LITERATURE

COUNTRIES REGULATIONS, GUIDANCE, & NOTICE TESTING KIT APPROVALS CLINICAL TRIALS

Test Products & New Approvals | Contact us directly if your company provides too

RESOURCES BY COUNTRY

Desktop version only. This page collects a number of products approved or recently approved by Authorities through Emergency procedures. **To the best of our information available

Emergency Use Approval and available kits ( Molecular and Inmunoassays )

Manufacturer

1drop Inc

Abbott Molecular Inc

Location

Korea

United States

Accelerate Technology Pte Ltd Singapore

Altona Diagnostic GmbH

Anatolia Geneworks

AlTbiotech Pte Ltd

AusDiagnostics Pty Ltd

Avellino Lab USA, Inc.

Germany

Turkey

Singapore

Australia

United States

Beijing Applied Biological Technologies

Co.,, Ltd

China

Product(s)

1copy™ COVID-19 qPCR Kit

Abbott RealTime SARS-CoV-2 assay

A’STAR Fortitude Kit 2.0

IVD kit for Covid-19 diagnosis

Bosphore Novel Coronavirus (2019-nCoV) Detection Kit

abTES™ COVID-19 gPCR | Kit

AusDiagnostics respiratory virus panel (including SARS-
CoV-2) test

AvellinoCoV2 test

Multiple Real-Time PCR Kit for Detection of 2019-nCoV
(manual & automated lab-based)

Subcategory

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Q Filter

Where
available

EU (CE Mark)
USA (EUA)

Singapore
(EUA); Philippines

Saudi Arbia

EU (CE Mark)

Singapore,
Philippines

Australia (EUA)

USA (EUA)

China (EUA); EU
(CE Mark);
Philippines


https://www.medboardco.com/covid-19-latest-clinical-literature/
https://www.medboardco.com/covid-19-new-regulations-guidance-notices-rules/
https://www.medboardco.com/covid-19-products/
https://www.medboardco.com/covid-19-new-clinical-studies/
https://www.medboardco.com/covid-19-resources-by-country-authorities/
http://www.1drop.co.kr/
https://www.molecular.abbott/int/es/home
https://www.accelerate.tech/
http://www.anatoliagenetik.com/
https://www.ausdiagnostics.com/
http://www.x-abt.com/en/
https://www.medboardco.com/
https://www.medboardco.com/regulatory-news/
https://www.medboardco.com/all-resources/
https://www.medboardco.com/post-market-surveillance/
https://www.medboardco.com/products-approvals/
https://www.medboardco.com/reports/
https://www.medboardco.com/
https://www.medboardco.com/login

Manufacturer

Beijing Kewei Clinical Diagnostic
Reagent Inc

Beijing Kewei Clinical Diagnostic
Reagent Inc.

Beijing Microread Genetics Co.,Ltd

Beijing Wantai Biologicalpharmacy
Enterprise Co Ltd (China)

Beijing Zhuocheng Wison Biotechnology
Co., Ltd.

Biolidics Limited

BGI Genomics

BioFire Defense, LLC

BioMedomics, Inc.

Biowalker Pte Ltd

Boosais (Chonggqing) Biotechnology Co.,
Ltd.

Cancer Rop Co,, Ltd

CapitalBio Technology Co., Ltd.

CcbC

Cepheid, Inc.

CerTest Biotec, S.L.

Chembio Diagnostics

Chengdu Boao Jingxin Biological
Technology Co., Ltd.

Clonit srl

Co-diagnostics, Inc

CTK Biotech, Inc.,

Location

China

China

China

China

China

Singapore

China

United States

United States

Singapore

China

Korea

China

United States

United States

Spain

United States

China

Italy

United States

United States

Product(s)

Kewei COVID-19 Nucleic Acid Test Kit

Kewei COVID-19 IgM ELISA Test Kit
Kewei COVID-19 IgG ELISA Test Kit

COVID-19 (SARS-CoV-2) Detection Kit (LAMP)

Wantai SARS-CoV-2 Ab Rapid Test kit

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

Nanjing Vazyme 2019-nCoV IgG/IgM Detection Kit

Real-time fluorescent RT-PCR kit for detecting 2019
nCoV

BioFire COVID-19 TEST

COVID-19 IgM-IgG Dual Antibody Rapid Test

Kit for Novel-Coronavirus (2019-nCoV) RNA (Isothermal
Amplification-Real Time Fluorescence Assay)

New Coronavirus (2019-nCoV ) IgM Antibody Detection
Kit ( Magnetoparticle Chemiluminescence Method)

Q-Sens® 2019-nCoV Detection Kit

Respiratory Virus Nucleic Acid Detection Kit (Isothermal
Amplification Chip Method)

CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel
(CDC)

Xpert Xpress SARS-CoV-2 test

VIASURE SARS-CoV-2 S gene Real Time PCR

Detection Kit adapted for BD MAX™ System

DPP® COVID-19 IgM / IgG System

Six respiratory virus nucleic acid detection kits (constant
temperature amplification chip method)

quanty-CONV-19

Logix Smart Coronavirus disease 2019 (COVID-19)

Aridia COVID-19 Real Time PCR Test

Subcategory

Molecular

Immunoassays

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Immunoassays

Immunoassays

Immunoassays

Molecular

Molecular

Molecular

Molecular

Molecular

Immunoassays

Molecular

Molecular

Molecular

Molecular

Where
available

EU (CE Mark)

EU (CE Mark)

EU (CE Mark)

Australia (EUA)

China (EUA)

Singapore

China (EUA),
Philippines, USA
(EUA)

USA (EUA),
Philippines

EU (CE
Mark), USA (EUA)

Singapore

China (EUA)

EU (CE Mark)

China

USA (EUA)

USA (EUA),
Australia (EUA),
Philippines,
Canada

EU (CE Mark);
Australia (EUA);
Brazil, Philippines

Brazil

China (EUA)

EU (CE Mark)

EU (CE Mark)

EU (CE Mark)


https://bjkewei.en.alibaba.com/
https://bjkewei.en.alibaba.com/
http://www.microread.com/indexen/1.html
https://www.biolidics.com/
https://www.bgi.com/global/
https://www.biomedomics.com/
http://www.cancerrop.com/main
http://www.capitalbiotech.com/en/index.html
https://www.cdc.gov/
https://www.cepheid.com/
https://www.certest.es/
http://www.clonit.it/en/
http://codiagnostics.com/
https://ctkbiotech.com/

Manufacturer

CTK Biotech, Inc.,

DaAn Gene Co., Ltd. Of Sun Yat-sen
University

DiaSorin Molecular LLC

Diagnostics Development Hub (DxD)

DSO National Laboratories

Dynamiker Biotechnology (Tianjin) Co.,
Ltd.

Epitope Diagnostics, Inc.

Everest Links Pte Ltd

Gencurix, Inc.

GenMark Diagnostics, Inc.

Genomica

Getein Biotech, Inc.

Getein Biotech, Inc.,

Guangdong Hexin Health Technology Co.,
Ltd.

Guangdong Hybribio Biotech Co.,Ltd.

Guangzhou Wanfu Biotechnology Co.,
Ltd.

Guangzhou Wondfo Biotech Co Ltd

Hangzhou Alltest Biotech Co Ltd.

Hologic, Inc.

Huada Biological Technology (Wuhan)
Co.,, Ltd.

Huada Biological Technology (Wuhan)
Co.,, Ltd.

Location

United States

China

United States

Singapore

Singapore

China

United States

Singapore

Korea

United States

Spain

China

China

China

China

China

China

China

United States

China

China

Product(s)

OnSite COVID-19 IgG/IgM Rapid Test

Novel Coronavirus (2019-nCoV) Real Time Multiplex RT-
PCR kit

Simplexa COVID-19 Direct (DiaSorin Molecular LLC)

The A*STAR FORTITUDE KIT 2.0

Real-Time PCR Assay for the Detection of SARS-CoV-2
Virus

2019 nCOV IgG/IgM Rapid Test

EDI™ Novel Coronavirus COVID-19 IgG ELISA Kit ,
EDI™ Novel Coronavirus COVID-19 IgM ELISA Kit

VivaDiag™ COVID-19 IgM/IgG Rapid Test

GenePro COVID-19 Detection Test

ePlex SARS-CoV-2 Test (GenMark Diagnostics, Inc.)

CLART®COVID-19
qCOVID-19

Novel Coronavirus (2019-nCoV) Real-time RT-PCR Kit

One Step Test for Novel Coronavirus(2019-nCoV)
IgM/IgG antibody (Colloidal Gold)

New coronavirus ( 2019-nCoV ) IgM antibody detection
kit (colloidal gold method)

COVID-19 Real-Time PCR Kit (manual & automated lab-
based)

New coronavirus ( 2019-nCoV ) antibody detection kit
(colloidal gold method)

Wondfo SARS-CoV-2 Antibody Test (Lateral Flow
Method

2019-n-CoV IgG/IgM Rapid Test Cassette

Panther Fusion SARS-CoV-2

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

New Coronavirus 2019-nCoV Nucleic Acid Detection Kit
(Joint Probe Anchor Polymerization Sequencing Method)

Subcategory

Immunoassays

Molecular

Molecular

Molecular

Immunoassays

Immunoassays

Immunoassays

Immunoassays

Molecular

Molecular

Molecular

Molecular

Immunoassays

Immunoassays

Molecular

Immunoassays

Immunoassays

Immunoassays

Molecular

Molecular

Molecular

Where
available

EU (CE Mark);
Australia (EUA)

China (EUA); EU
(CE Mark)

USA (EUA)

Singapore

Singapore

EU (CE Mark)

EU (CE Mark)

Singapore,

Australia (EUA)

EU (CE Mark)

USA (EUA)

EU (CE Mark)

EU (CE Mark)

EU (CE Mark)

China (EUA)

EU (CE Mark)

China (EUA)

Australia (EUA)

Australia (EUA),
EU (CE Mark)

USA (EUA),
Australia (EUA),
Canada

China (EUA)

China (EUA)


https://ctkbiotech.com/
http://en.daangene.com/
https://molecular.diasorin.com/us/
http://en.dynamiker.com/
http://www.epitopediagnostics.com/
http://www.gencurix.com/eng/index.php
https://www.genmarkdx.com/
http://genomica.com/?lang=en
http://en.bio-gp.com.cn/
http://en.bio-gp.com.cn/
http://hybribio.com/
https://en.wondfo.com.cn/
http://www.alltests.com.cn/EN/Index.asp
https://www.hologic.com/

Manufacturer

Innotek (Tangshan) Biotechnology Co.,
Ltd.

InTec PRODUCTS, INC.

Jiangsu Zecen Biotechnology Co., Ltd.

JN Medsys Pte Ltd

KH Medical Co. Ltd

KogeneBiotech Co. Ltd

Laboratory Corporation of America

Liferiver Bio-Tech Corp.

LIFELINE DIAGNOSTICS SUPPLIES, INC.

Liming Bio-Products Co., Ltd

Liming Bio-Products Co., Ltd

LumiraDx

Maccura Biotechnology Co., Ltd.

MedicalSystem Biotechnology Co., Ltd.

Mesa Biotech Inc.

MiCo Biomed Co. Ltd,

Mike Biotech Asia Pvt Ltd,

Mobius Life Science

Nantong Egens Biotechnology Co., LTD

PerkinElmer Inc.

Primerdesign Ltd

Quest Diagnostics Infectious Disease, Inc.

Location

China

China

China

Singapore

Korea

Korea

United States

United
States/China

Philippines

China

China

United States

China

China

United States

Korea

China

Brazil

China

United States

United Kingdom

United States

Product(s)

New coronavirus ( 2019-nCoV ) antibody detection kit
(colloidal gold method)

Rapid SARS-CoV-2 Antibody (IgM/IgG) Test
Rapid SARS-CoV-2 Antibody Test
SARS-CoV-2 IgM, SARS-CoV-2 IgG

ProTect™ COVID-19 RT-qPCR Kit

RADI COVID-19 Detection Kit and RADI COVID-19 Triple

Detection Kit

PowerChekTM 2019-nCoV Real-time PCR Kit

COVID-19 RT-PCR Test (Laboratory Corporation of

America)

Liferiver Novel Coronavirus (2019-nCoV) Real Time
Multiplex RT-PCRT kit

genesig® Real-time PCR detection kit for 2019-nCoV
(Easy, Advanced, Standard Kits

SrongStep®Novel Coronavirus (SARS-CoV-2) Multiplex
Real-Time PCR Kit

COVID-19 Antigen Rapid Test Device , COVID-19
19G/IgM Combo Rapid Test Device

LUMIRATEK COVID-19 (IgG / IgM)

SARS-CoV-2 Fluorescent PCR

COVID-19 IgM/IgG Rapid Test Cassette

Accula SARS-Cov-2 Test

VERI-QTM PCR 316 COVID-19 detection system

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

FAMILY KIT XGEN MASTER COVID-19 - Master Kit for
Detection of the SARS-CoV-2 Coronavirus

EGENS COVID-19 IgG/IgM Rapid Test Kit

PerkinElmer® SARS-CoV-2 Realtime RT-PCR Assay

Primerdesign Ltd COVID-19 genesig Real-Time PCR
assay

Quest SARS-CoV-2 rRT-PCR

Subcategory

Immunoassays

Immunoassays

Immunoassays

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Immunoassays
Immunoassays
Molecular

Immunoassays

Immunoassays

Molecular

Molecular

Molecular

Immunoassays

Molecular

Molecular

Molecular

Where
available

China (EUA)

EU (CE Mark)

EU (CE Mark)

Singapore
EU (CE Mark)

Korea (EUA) ; EU
(CE Mark); Saudi
Arabia

USA (EUA)

China (EUA); EU
(CE Mark)

Philippines

EU (CE Mark)

EU (CE Mark)
Brazil
Philippines

EU (CE Mark)

USA (EUA)

EU (CE Mark)

China (EUA)

Brazil

EU (CE Mark)

EU (CE Mark),
USA (EUA)

USA (EUA), EU
(CE Mark), Saudi

Arabia

USA (EUA)


http://www.innovita.com.cn/index.html
https://www.intecasi.com/
http://www.zechengbio.com/index.aspx
http://www.khmedical.co.kr/
http://www.kogene.co.kr/eng/
https://www.labcorp.com/
http://www.liferiverbiotech.com/
http://www.limingbio.com/
http://www.limingbio.com/
http://en.nbmedicalsystem.com/en/
http://www.micobiomed.com/
http://www.mikebiotech.com/
http://www.egens-bio.com/
https://www.perkinelmer.com/
http://www.primerdesign.co.uk/home
https://www.questdiagnostics.com/home/physicians/testing-services/condition/infectious-diseases/
Guido Albornoz


Guido Albornoz


Guido Albornoz


Guido Albornoz


Guido Albornoz



Manufacturer

Quidel Corp.

Roche Molecular Systems Inc

RT-PCR Diagnostic Panel (Wadsworth
Center, NYSDOH)

Sansure Biotech, Inc.

SD BIOSENSOR Inc.

SD BIOSENSOR, Inc

Seegene, Inc.

Sensing Self, PTE. Ltd

Servoprax GmbH

Shanghai Berger Medical Technology Co.,
Ltd.

Shanghai GeneoDx Biotechnology Co.,
LTD.

Shanghai Jenuo Biotechnology Co., Ltd.

Shanghai Zhijiang Biotechnology Co., Ltd.

Shanghai ZJ Bio-Tech Co Ltd (Liferiver
Bio-Tech (United States) Corp.)

Shengxiang Biotechnology Co., Ltd.

Shenzhen Ausa Pharmed Co. Ltd.

Shenzhen Bioeasy Biotechnology Co.,Ltd.

Shenzhen New Industries Biomedical
Engineering Co., Ltd.

Location

United States

United States

United States

China

Korea

Korea

Korea

Singapore

Germany

China

China

China

China

China

China

China

China

China

Product(s)

Lyra SARS-CoV-2 Assay (Quidel Corp.)

Cobas SARS-CoV-2

New York SARS-CoV-2 Real-time Reverse Transcriptase
(RT)-PCR Diagnostic Panel (Wadsworth Center,
NYSDOH)

Novel Coronavirus (2019-nCoV) Nucleic Acid Diagnostic
Kit (PCR-Fluorescence Probing)

STANDARD M nCoV Real-Time Detection Kit

STANDARD Q COVID-19 IgM/IgG Duo Test
STANDARD Q COVID-19 Ag Test

Allplex 2019-nCoV assay

EDR COVID 19 Rapid Test Kit (IgM/IgG)

Cleartest Corona, Covid-19

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

Novel Coronavirus 2019-nCoV Nucleic Acid Detection
Kit (Fluorescent PCR Method)

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

Multiple Respiratory Virus Nucleic Acid IVD Kit

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

New Coronavirus (SARS-CoV-2) Nucleic Acid Detection
Kit (PCR-Fluorescent Probe Method)

Novel Coronavirus (2019-nCoV) Fluorescence Antigen
Rapid Test

Novel Coronavirus (2019-nCov) Colloidal Gold Antigen
Rapid Test

Novel Coronavirus (2019-nCoV) IgG/IgM detection kit
(colloidal gold immunochromatography)

MAGLUMI 2019-nCoV IgG (CLIA), MAGLUMI 2019-nCoV
IgM (CLIA)

Subcategory

Molecular

Molecular

Molecular

Molecular

Molecular

Immunoassays

Molecular

Immunoassays

Immunoassays

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Immunoassays

Immunoassays

Where
available

USA (EUA),
Canada

USA (EUA),
Australia (EUA),
Canada (EUA),
Singapore, Brazil,
Saudi Arabia,
Canada

USA (EUA)

China (EUA); EU
(CE Mark);
Philippines
Korea (EUA) ; EU
(CE Mark);
Philippines

EU (CE Mark),
Philippines

Korea (EUA) ; EU
(CE

Mark); Philippines,
Australia (EUA)
EU (CE Mark)

EU (CE Mark)

China
(EUA), Philippines

China (EUA)

China (EUA)

China (EUA)

Australia (EUA),
Philippines

China (EUA)

EU (CE Mark)

EU (CE Mark)

EU (CE Mark),
Brazil


https://www.quidel.com/
https://diagnostics.roche.com/global/en/products/product-category/molecular-diagnostics.html?locale=global&sortBy=relevance&limit=10&categoryType=Products&
https://www.wadsworth.org/
http://eng.sansure.com.cn/
http://www.sdbiosensor.com/
http://www.sdbiosensor.com/
http://www.seegene.com/
http://www.sensingself.me/
https://www.servoprax.com/
http://www.geneodx.com/
http://www.liferiverbiotech.com/Index.aspx
https://www.ausachina.com/
http://en.bioeasy.com.tr/
http://www.snibe.com/zh_en/en_index.aspx

Manufacturer

Shenzhen YHLO Biotech Co., Ltd.

Solgent Co.

Sun Yat-sen University Daan Gene Co.,
Ltd.

ThermoFisher Scientific

TIB MOLBIOL Syntheselabor GmbH

TIB MOLBIOL Syntheselabor GmbH

US CDC

Vazyme Biotech Co.,Ltd

Veredus Laboratories Pte Ltd,

VivaChek Biotech (Hangzhou) Co., Ltd

VYTTRA DIAGNOSTICOS IMPORTACAO

Wuhan Easydiagnosis Biomedicine Co.,
Ltd

Wuhan EasyDiagnosis Biomedicine
Co.,Ltd

Wuhan Mingde Biotechnology Co., Ltd.

Xiamen AmonMed Biotechnology Co., Ltd.

Xiamen Biotime Biotechnology Co., Ltd.

Xiamen Wantai Kerry Biotechnology Co.,
Ltd.

Location

China

Korea

China

United States

Germany

Germany

United States

China

Singapore

China

Brazil

China

China

China

China

China

China

Product(s)

iFlash-SARS-CoV-2 IgM, iFlash-SARS-CoV-2 IgG

SOLGENT DiaPlexQTM Novel Coronavirus (2019-nCoV)
Detection Kit

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

TaqPath™ COVID-19 Combo Kit

TIB MOLBIOL LIGHTMIX® MODULAR WUHAN CoV
RdARP-GENE

TIB MOLBIOL LIGHTMIX® MODULAR SARS AND
WUHAN COV E-GENE

2019 nCoV Real-Time RT-PCR Diagnostic Panel

2019-Novel Coronavirus (2019-nCoV) Triplex RT-gPCR
Detection Kit

VereCoV™ Detection Kit and VerePLEX™ Biosystem

COVID-19 IgM, IgG, IgM/IgG rapid test

Covid-19 Vyttra Smart Test

SARS-CoV-2 nucleic acid test kit

Novel Coronavirus IgM antibody test kit (colloidal gold
method)
Novel Coronavirus IgG antibody test kit (colloidal gold
method)

New Coronavirus 2019-nCoV nucleic acid detection kit
(fluorescent PCR method)

COVID-19 IgM/IgG test kit (Rare Earth Nano
Fluorescence Immunochromatography)
COVID-19 IgM/IgG test kit (Colloidal Gold)

COVID-19/Influenza A virus/Influenza B virus test kit
(Rare Earth Nano Fluorescence
Immunochromatography)

COVID-19 Antigen Test Kit (Rare Earth Nano
Fluorescence Immunochromatography)

SARS-CoV-2 IgG/IgM Rapid Qualitative Test Kit

New Coronavirus (2019-nCoV ) Antibody Detection Kit
(Chemiluminescence Microparticle Immunoassay)

Subcategory

Immunoassays

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Molecular

Immunoassays

Molecular

Molecular

Immunoassays

Molecular

Immunoassays

Immunoassays

Immunoassays

Where
available

EU (CE Mark)

Korea (EUA);
Philippines

China (EUA)

Canada (EUA),
USA (EUA),
Singapore, Saudi
Arabia,
Philippines,
Australia (EUA)
EU (CE Mark);
Philippines; Saudi
Arabia

EU (CE Mark);
Philippines

USA (EUA)

EU (CE Mark)

Korea (EUA);
Singapore

EU (CE Mark),
Australia (EUA)

Brazil

China (EUA); EU

(CE Mark)

EU (CE Mark)

China (EUA)

EU (CE Mark)

EU (CE Mark)

China (EUA)


http://www.szyhlo.com/en/index.php
https://www.thermofisher.com/uk/en/home.html%20
http://www.vazymebiotech.com/
https://vereduslabs.com/
https://www.vivachek.com/vivachek/English/index.html
http://www.mdeasydiagnosis.com/en/
http://www.mdeasydiagnosis.com/en/
http://aode.juejinvr.cn/
http://www.biotime.cn/En

Where

Manufacturer Location Product(s) Subcategory i
available

Xiamen Zeesan Biotech Co., Ltd. China SARS-CoV-2 Test Kit Molecular EU (CE Mark)


http://www.zeesandx.com/

