The list of Covid-19 Antibody, Antigen and Nucleic Acid Amplification Test (NAAT) that is recommended
for use based on the decision on the consensus of the Covid-19 Test Kit Expert committee is as follows.

All test submissions are scored according to: -
the manufacturer reported clinical and analytical performance evidence.
the evaluation test results from testing facilities are according to the committee evaluation
criteria set by Clinical expert panels.
Supporting Documents for COVID-19 IVD Test Kits Special Access Notification.

Below is the list of all tests that have been selected to date and the status is Recommended for Use
(please note: list is updated on a routine basis).

Notes:
*Sample type is based on testing facility evaluation report.

NO PRODUCT NAME MANUFACTURER IDENTIFIER | DETECTION | SAMPLE TYPE
1 STANDARD™ Q SD Biosensor, Inc. Reference RTK Antigen | Nasopharyngeal
COVID-19 Ag Test Republic of Korea No: Q- or oropharyngeal
NCOV-01G swab samples
Catalogue
No:
09COV30D

2 | NowCheck Covid-19 BioNote, Inc. RG1901DG | RTK Antigen | Nasopharyngeal
Ag Test Republic of Korea or oropharyngeal

swab samples

3 | Quidel SOFIA 2 SARS | Quidel 20374 RTK Antigen | Nasopharyngeal
Antigen FIA Corporation or oropharyngeal

CA, USA swab samples
4 | STANDARD F COVID- | SD Biosensor, Inc. Reference | RTK Antigen | Nasopharyngeal
19 Ag FIA Republic of Korea No.: F- or oropharyngeal
NCOV-01G swab samples
Catalogue
No.: 10 COV
30D

5 | ecotest COVID-19 Assure Tech. cov-w23M RTK Antigen | Nasopharyngeal
Antigen Rapid Test (Hangzhou) Co., cov-s23 or oropharyngeal
Device (Respiratory Ltd. P.R. China swab samples
Specimens)

6 | Panbio™ COVID-19 Abbott Rapid 41FK10 RTK Antigen | Nasopharyngeal
Ag Rapid Test Diagnostics Jena or oropharyngeal
Device GmbH Germany swab samples

7 | Gmate® COVID-19 Ag | Philosys Co., Ltd AG-019 RTK Antigen | Nasopharyngeal

Republic of Korea or oropharyngeal
swab samples

8 | SARS-CoV-2 Rapid SD Biosensor 9901-NCOV- | RTK Antigen | Nasopharyngeal
Antigen Test Republic of Korea 01G or oropharyngeal

swab samples

9 | ProDetect® Medical PR-CVDAg | RTK Antigen | Nasopharyngeal
COVID-19 Innovation or oropharyngeal
Antigen Rapid Ventures Sdn. swab samples
Test Bhd. Penang,

Malaysia




10 | VivaDiagTM SARS- VivaChek Biotech VCDO05-01- RTK Nasopharyngeal

CoV-2 Ag Rapid Test | (Hangzhou) Co., 011 Antigen | or oropharyngeal
Ltd. P.R. China swab samples
11 | SGTi-flex COVID-19 Sugentech, Inc. CAGTO10EO RTK Nasopharyngeal
Ag Republic of Korea CAGTO020EO Antigen or oropharyngeal
CAGTO025E0O swab samples
CAGTO010E1
CAGTO020E1
CAGTO025E1
CAGTO10E2
CAGTO20E2
CAGTO025E2

12 | Humasis COVID-19 Ag | Humasis Co., Ltd., ACOVA-7025 RTK Nasopharyngeal
Test Republic of Korea. Antigen or oropharyngeal

swab samples

13 | Healgen® Coronavirus | Healgen Scientific N/A RTK Nasopharyngeal
Ag Rapid Test Limited Liability Antigen or oropharyngeal
Cassette (Swab) Company, USA swab samples

14 | DIAKEY COVID-19 Ag | Shinjin Medics PF10 RTK Nasopharyngeal
Rapid Test Inc. Antigen or oropharyngeal

Republic of Korea swab samples

15 | UNICELL-2019-nCoV | Shenzhen YHLO XHLO RTK Nasopharyngeal

Ag Biotech Co., LTD, F86242 Antigen or oropharyngeal
P.R. China swab samples

16 | Jinwofu Novel Beijing Jinwofu RTK Nasopharyngeal
Coronavirus (SARS- Bioengineering C3042 Antigen | or oropharyngeal
CoV-2) Antigen Rapid | Technology swab samples
Test Kit Lot # : Co.,Ltd.

20201102 P.R China.

17 | LEPU SARS-CoV-2 Beijing Lepu N/A RTK Nasopharyngeal
Antigen Detection Kit Medical Antigen or oropharyngeal
(Colloidal Gold Technology Co., swab samples
Immunochromatograph | Ltd.

y) P.R. China

18 | Lyher Novel Hangzhou Laihe LYHER AG RTK Nasopharyngeal
Coronavirus (COVID- Biotech Co., Ltd. RTK Antigen or oropharyngeal
19) Antigen Test Kit P.R. China swab samples
(Colloidal Gold)

19 | FASTEP Covid-19 Assure Tech COV-S23 RTK Nasopharyngeal
Antigen Rapid Test (Hangzhou) Co. Antigen or oropharyngeal
Device Ltd., Zhejiang, swab samples

P.R. China

20 | Helix i-SARS-CoV-2 Cellex, Inc. 76 TQ i-101 RTK Nasopharyngeal
Ag Rapid Test Durham NC USA Antigen or oropharyngeal

swab samples

21 | TOP RAPID COVID-19 | Top Biotech Sdn Premium RTK Nasopharyngeal
Rapid Antigen Test Kit | Bhd Subang Jaya, model (with Antigen | or oropharyngeal

Selangor, accessory) swab samples
Base model
(without

accessory)




22 | RightSign SARS-CoV- | Hangzhou Biotest INCP-C81 RTK Nasopharyngeal
2 Antigen Rapid Test Biotech Co. Ltd., Antigen | or oropharyngeal
Cassette Hangzhou, China swab samples

23 | Coronavirus Ag Rapid | Zhejiang Orient N/A RTK Nasopharyngeal
Test Cassette (Swab) Gene Biotech Co., Antigen or oropharyngeal

Ltd. , Zhejiang, swab samples
China

24 | SARS-CoV-2 Antigen | Shenzhen Ultra- SC0202 RTK Nasopharyngeal

Test kit Diagnostics Antigen or oropharyngeal
Biotec. Co., Ltd. swab samples
P.R.China

25 | NATEJAH COVID-19 | Lana Al Khalegj Al Product code: RTK Nasopharyngeal
Antigen Rapid Test Awal Factory for LA24-1002 Antigen | or oropharyngeal
(Swab) Medical Supplies swab samples

Second Industrial
City, Kingdom of
Saudi Arabia

26 | NADAL® COVID-19 nal von minden Ref RTK Nasopharyngeal

Ag Test (test cassette) | GmbH Germany No0:243103N- | Antigen | or oropharyngeal
20 swab samples

27 | SARS-CoV-2 Antigen | Wenzhou OJA N/A RTK Nasopharyngeal
Detection Kit (Colloidal | Biotechnology Antigen or oropharyngeal
Gold Method) Co., Ltd. swab samples

P.R China

28 | Getein Biotech GP Getein Biotech, CG2061 RTK Nasopharyngeal
One Step Test For Inc Nanjing, China Antigen or oropharyngeal
Sars-Cov-2 Antigen swab samples
(Colloidal Gold)

29 | Longsee 2019-nCoV Guangdong LS-C-T-005 RTK Nasopharyngeal
Ag & Influenza A/B Ag | Longsee Antigen or oropharyngeal
Rapid Biomedical swab samples
Co-Detection Kit Co.,Ltd

Guangzhou, P.R.
China

30 | Hotgen Novel Beijing Hotgen Stock code: RTK Nasopharyngeal
Coronavirus 2019- Biotech Co., Ltd. 688068.SH Antigen | or oropharyngeal
nCoVAntigen Test Beijing, P.R. swab samples
(Colloidal Gold) China.

31 | StrongStep SARS- Nanjing Liming 500200 RTK Nasopharyngeal
CoV-2 Antigen Rapid Bio-products Co. Antigen or oropharyngeal
Test Ltd. Jiangsu P.R. swab samples

China

32 | LabGun™ COVID-19 CALTH Inc. CHR11L RTK Nasopharyngeal
Rapid Antigen Kit Republic of Korea Antigen or oropharyngeal

swab samples

33 | Lifotronic SARS-CoV- | Shenzhen 320300102 RTK Nasopharyngeal
2 Antigen (GICA) Lifotronic Antigen or oropharyngeal

Technology Co., swab samples
Ltd.,
P.R. China

34 | Innova SARS-CoV-2 Innova Medical BT 1309 RTK Nasopharyngeal

Antigen Rapid Group, Inc., USA Antigen | or oropharyngeal

Qualitative Test

swab samples



http://688068.sh/

35 | GeneFinder™ COVID- | OSANG Healtcare INFIO1IACA RTK Nasopharyngeal

19 Ag Rapid Test Co., Ltd, Antigen or oropharyngeal
Gyeonggi-do, swab samples
Korea

36 | CLINITEST Rapid Healgen Scientific 11555845 RTK Nasopharyngeal
COVID-19 Antigen Limited Liability Antigen | or oropharyngeal
Test Company., swab samples

Houston 77047,
USA.

37 | ACCO COVID-19 Ag ACCOBIOTECH ACCOVAG12 RTK Nasopharyngeal
Sdn Bhd, Johor, 5 Antigen or oropharyngeal
Malaysia swab samples

38 | SARS-CoV-2 Rapid SD Biosensor., 9901-NCOV- RTK Nasopharyngeal
Antigen Test Republic Of Korea 01G Antigen | or oropharyngeal

swab samples

39 | COVID-19 ANTIGEN Joinstar Biomedical FGCOVG13 RTK Nasopharyngeal
RAPID TEST (Colloidal | Technology Co Ltd 00 Antigen or oropharyngeal
Gold) Hangzhou, China. swab samples

40 | GENEDIA W COVID- |Green Cross REF 643G RTK Nasopharyngeal
19 Ag Medical Science Antigen | or oropharyngeal

Corp. swab samples

41 | Newgene New Gene Covid-19- RTK Deep throat
Bioengineering (Hangzhou) NGO8 Antigen saliva (DTS)
COVID-19 Antigen Bioengineering
Detection Kit Co.,Ltd.,China.

42 | Medomics SARS-CoV- |Jiangsu Medomics N/A RTK Nasopharyngeal
2 Antigen Test Kit Medical Technology Antigen swabs or
(LFIA) Co., Ltd., Jiangsu, oropharyngeal

China swabs

43 | Hecin 2019-nCoV Guangdong Hecin 2019-nCoV RTK Nasopharyngeal
Antigen Test Kit Scientific, Antigen test Antigen swabs or
(colloidal gold method) |Inc.,China kit (Colloidal oropharyngeal

gold method) swabs

44 | Alltest COVID-19 Hangzhou Alltest ICoV-502 RTK Nasopharyngeal
Antigen Rapid Test Biotech Co., Ltd., Antigen swabs or
(Nasopharyngeal Hangzhou, China oropharyngeal
Swab) swabs

45 | AllCheck COVID19 Ag |CALTH Inc. CHR11 RTK Nasopharyngeal
Kit Antigen swabs

46 | Asan Easy Test Asan AM3474-K RTK Nasopharyngeal
COVID-19 Ag Pharmaceutical (20T) Antigen swabs and

Co.,Ltd 122-26, oropharyngeal
Gieopdaniji-ro, AM3476-K swabs
Gondo-eup, (25T)

Anseong-si,

Gyeonggi-do,

17551, Korea

47 | InstantSure Covid-19 Suzhou Soochow InstantSure RTK Nasopharyngeal
Ag CARD University Saier Covid-19 Ag Antigen swabs and

Immuno Biotech CARD oropharyngeal
Co., Ltd swabs

48 | NOVA Test SARS- Atlas Link nCoV-500 RTK Nasopharyngeal

CoV-2 Antigen Rapid Technology Co., Antigen swab &




Test Kit (Colloidal Gold | Ltd, Guan South Oropharyngeal
Immunochromatograph |Industry Zone, swabs
y) 065500 Langfang
City, Hebei
Province, People's
Republic of China
49 | Kaibili™ Covid-19 Hangzhou Genesis P211134 RTK Nasopharyngeal
Antigen Biodetection & Antigen swab or
Biocontrol Co., Ltd. Oropharyngeal
swabs
50 | Kaibili™ Covid-19 Hangzhou Genesis P211136 RTK Nasopharyngeal
Antigen Neo Biodetection & Antigen swab or
Biocontrol Co., Ltd. Oropharyngeal
swabs
51 | Standard Q COVID-19 |SD Biosensor Inc, REF: Q- RTK Deep throat
Ag Saliva Test Korea NCOV-02G Antigen saliva
(Catalog no.
09C0OV90D)
52 | VivaDiag™ SARS- VivaCheck Biotech VCD17-01- RTK Saliva
CoV-2 Ag Saliva Rapid | (Hangzhou) Co., Ltd 012 Antigen
Test
Lot No:
SE2102094
SE2103027
53 | VivaDiag™ Pro SARS- |VivaCheck Biotech VivaDiag RTK Nasopharyngeal
CoV-2 Ag Rapid Test | (Hangzhou) Co., Ltd Antigen swab or
Oropharyngeal
swabs
54 | ALLTEST COVID-19 Hagzhou AllTest ICOV-802 RTK Saliva
Antigen Rapid Test Biotech Co., Ltd Antigen
(Oral Fluid)
55 | Lyher® Novel Hangzhou Laihe Product RTK Nasopharyngeal
Coronavirus (COVID- Biotech Co. Ltd code: 303034 Antigen swab &
19) Antigen Test Kit Zhejiang, People's Oropharyngeal
(Colloidal Gold) Republic of China swab
56 | Realy Tech Novel Hangzhou Realy K511416D RTK Nasopharyngeal
Coronavirus (SARS- Tech Co., Ltd Antigen swab &
CoV-2) Antigen Rapid Oropharyngeal
Test Cassette (swab) swab
NO | PRODUCT NAME | MANUFACTURER IDENTIFIER GENE DETECTION | SAMPLE TYPE
1 | QlAstat-Dx Qiagen N.V 691214 (6 ORF1lab RT-PCR Nasopharyngeal
Respiratory SARS- | Netherlands test/kit) and E (POCT) or
CoV-2 Panel gene oropharyngeal
swab samples
2 |EasyNAT COVID- Ustar U30003, ORF1lab, Rapid Nasopharyngeal
19 Biotechnologies U20226 N and E Isothermal or
Nucleic Acid (Hangzhou) Co., gene Amplification oropharyngeal
Detection Kit Ltd., P.R. China (POCT) swab samples
3 | Xpert Xpress Cepheid, 904 XPRSARS- N and E RT-PCR Nasopharyngeal
SARS-CoV-2 Caribbean Drive, COV2-10 gene (POCT) or
Sunnyvale, oropharyngeal
CA, USA swab samples




4 |ID NOW Covid-19 | Abbott 190-000 (ID RdRp Nasopharyngeal
) . \ RAPID
Assay Diagnostics Now Covid-19 | gene ISOTHERMA or
Scarborough, Test Kit) | NEAR oropharyngeal
Inc., USA swab samples
190-080 (ID (Rapid
Now Covid-19 Molecular)
External
Control Kit)

5 |Sansure Biotech Sansure Biotech S3102E, ORFlab Nasopharyngeal
Novel Coronavirus Inc. S-Q331A and N RT-PCR or
(2019-nCoV) P.R. China gene (POCT) oropharyngeal
Nucleic Acid swab samples
Diagnostic Kit
(PCR-Fluorescence
Probing)

6 |AQ-TOP COVID-19 | Seasun RT-LAMP ORF1lab RT-LAMP | Nasopharyngeal
Rapid Biomaterials Inc. and, (POCT) or
Detection Kit PLUS | Republic of RNase P oropharyngeal

Korea. gene swab samples

7 |Isopollo® COVID-19 | M monitor Inc. 52227 RdRp and Nasopharyngeal

; . . RT-LAMP
Detection Kit (real- Republic of Korea N gene (POCT) or
time) oropharyngeal
swab samples

8 |CELLSAFE CellSafe Co., Ltd. | CSCOLAN- N gene RT-qLAMP Nasopharyngeal
LAMPlex™ RT- Republic of Korea 100 (Rapid or
gLAMP COVID-19 Molecular) oropharyngeal
Detection Assay swab samples

9 |VERI-Q PCR 316 MiCo BioMed Co., 7K105 N and RT-PCR Nasopharyngeal
Coronavirus Ltd., Republic of ORF3a or
Disease 2019 Korea. gene oropharyngeal
(COVID-19) swab samples
Detection Kit nCoV-

QS

10 |Real-time BGI MFG030015 ORF1lab RT-PCR Nasopharyngeal
fluorescent RT- Europe gene or
PCR kit for AIS oropharyngeal
detecting 2019- Denma swab samples
nCoV rk

11 |3DMed 2019- 3D Biomedicine 3103010011 ORFlab, RT-PCR Nasopharyngeal
NnCoVRT- Science & Eand N or
gPCR Detection Kit | Technology Co., gene oropharyngeal

Ltd. swab samples
P.R. China.

12 |STANDARD M SD Biosensor M-NCOV-01 ORFlab RT-PCR Nasopharyngeal
nCoV Real-Time Republic Of (RdRp) or
Detection Kit Korea and E oropharyngeal

gene swab samples

13 |cobas® SARS-CoV- | Roche 09175431190 | ORFlab RT-PCR | Nasopharyngeal
2 Diagnostics 09175440190 | and E or
cobas® SARS-CoV- | GmbH 07002238190 | gene oropharyngeal
2 Control Kit Mannheim, swab samples

Germany

14 |Real-Q 2019-nCoV | BioSewoom Inc. BS7nCoV RdRp and RT-PCR Nasopharyngeal

Detection Kit Republic of Korea E gene or




oropharyngeal
swab samples

15 | Toneker Novel Anhui Toneker N/A ORFlab RT-PCR Nasopharyngeal
coronavirus (SARS- | Biotechnology and N or
CoV-2) nucleic acid | Co., Ltd. P.R. gene oropharyngeal
detection kit (PCR | China. swab samples
fluorescence
method)

16 |Real time RT PCR Hangzhou DIAN N/A ORF1lab RT-PCR Nasopharyngeal
Detection Kit For Biotechnology Co and E or
2019 nCoV Ltd. P.R. China gene oropharyngeal

swab samples

17 |Liferiver Novel Shanghai ZJ Bio- RR-0479-02 ORF1lab, RT-PCR Nasopharyngeal
Coronavirus (2019- | tech Co., Ltd. N and E or
nCoV) Real Time P.R. China. gene oropharyngeal
Multiplex RT-PCR swab samples
Kit

18 | XABT Multiple Real- | Beijing Applied CT8223-48T ORF1lab, RT-PCR Nasopharyngeal
Time PCR Kit for Biological N and E or
Detection of 2019- | Technologies Co., gene oropharyngeal
nCoV Ltd. P.R.China swab samples

19 |AccuraDTectTM Genomictree Inc. GT-CV2-100 | N and RT-PCR Nasopharyngeal
SARS- CoV-2 RT- Republic of Korea RNase P or
qPCR Kit gene oropharyngeal

swab samples

20 |eDiagnosis COVID- | Wuhan N/A ORF1lab RT-PCR | Nasopharyngeal
19 (SARS-CoV-2) | EasyDiagnosis and N or
Nucleic Acid Test Kit | Biomedicine gene oropharyngeal

Co.,Ltd. swab samples
P.R. China
21 |BioFire RP 2.1 plus | Biofire 423740 Sand M RT-PCR Nasopharyngeal
Defence, gene or
Utah, USA oropharyngeal
swab samples

22 |Allplex™ SARS- Seegene Inc, RV10247Y & | E, RdRP, RT-PCR Nasopharyngeal

CoV-2 Republic of Korea RV10248X Sand N or
gene oropharyngeal
swab samples

23 |Allplex™ 2019- Seegene Inc, RP10244Y & | E, RdRP RT-PCR Nasopharyngeal
nCoV Assay Republic of Korea RP10243X and N or

gene oropharyngeal
swab samples

24 |TagPath™ COVID- | Life Technologies A48067 ORF1ab, RT-PCR | Nasopharyngeal
19 CE-IVD RT-PCR | Corporation SandN or
Kit (Cat.No: CA, USA gene oropharyngeal
A48067) swab samples

25 |FTD SARS-CoV-2 | Fast Track Catalog ORFlab RT-PCR | Nasopharyngeal

Diagnostics Number and N or
Germany (REF): FTD- | gene oropharyngeal
114-96 swab samples
Siemens
Material
Number

(SMN):




11416284

26 |GeneFirst COVID- | GeneFirst COVID-19 | ORFlab RT-pcr | Nasopharyngeal
19 Nucleic Acid Limited, United and N or
Diagnostic Kit Kingdom gene oropharyngeal

swab samples

27 |TagPath™ COVID- | Life Technologies A47814 ORF1lab, RT-PCR | Nasopharyngeal
19 Combo Kit Corporation, USA. Nand S or
(Cat No.: A47814) gene oropharyngeal

swab samples

28 |Viasure Sars-CoV-2 | CerTest Biotec VS-NC0206L, | ORFlab rT-pcr | Nasopharyngeal
Real Time PCR SL. VS-NCO206H, | and N or
Detection kit Spain VS-NCO212L, | gene oropharyngeal

VS-NCO212H, swab samples
VS-NCO213L,
VS-NCO213H

29 |Fosun 2019-nCoV | Shanghai Fosun N/A ORF1lab, RT-PCR | Nasopharyngeal

gPCR Long March N and E or
Medical Science gene oropharyngeal
Co., Ltd. swab samples
P.R. China

30 |LabGun COVID-19 | LabGenomics CV9032B (100 | RdRp and RT-PCR | Nasopharyngeal
RT- Co.,Ltd. Republic testkit E oene or
PCR Kit of Korea 9 oropharyngeal

swab samples

31 |GenoAmp® Real- Medical Innovation GRA2033 RdRp, S RT-PCR | Nasopharyngeal
Time RT-PCR Ventures Sdn. Bhd. and N or
SARS-CoV-2 Penang, Malaysia. gene oropharyngeal

swab samples

32 |MolecuTech® Real- | YD Diagnostics MolecuTech® | RdRp and RT-PCR Nasopharyngeal
Time COVID-19 Corp. Republic of E gene or

Korea oropharyngeal
swab samples

33 |WellsBio Wells Bio, Inc MCD-N05082 | RdRp and RT-PCR | Nasopharyngeal
CareGENE N- CoV Republic of Korea E gene or
RT-PCR kit oropharyngeal

swab samples

34 |Maccura SARS- Maccura EGN7101109, | ORF1lab, RT-PCR Nasopharyngeal
CoV-2 Fluorescent Biotechnology Co. EGN7103109 | Eand N or
PCR Ltd. P.R. China gene oropharyngeal

swab samples

35 |Genefinder Covid- | Osang Healthcare IFMR-45 RdRP, E RT-PCR | Nasopharyngeal
19 Plus RealAmp Co. Ltd. and N or
Kit Republic of Korea gene oropharyngeal

swab samples

36 |GB SARS-CoV-2 General Biologicals Batch ORFlab RT-PCR | Nasopharyngeal
Real- Time RT-PCR | Corporation, mp./Identifier: | and E or

Taiwan 4PCO042E | gene oropharyngeal
swab samples

37 |lcopyTM COVID-19 | 1drop Inc. M22MD100M | E and RT-PCR Nasopharyngeal
gPCR Multi Kit Republic of Korea RdRp or

gene oropharyngeal
swab samples

38 |Labsystems Labsystems 8100513 ORF1lab, RT-PCR Nasopharyngeal
Diagnostics Covid- Diagnostics Oy Eand N or

19 Real-Time PCR

Vantaa, Finland

gene




Kit oropharyngeal
swab samples
39 |GenoAmp® Real- Medical Innovation GRA2032 RdRp, S RT-PCR Nasopharyngeal
Time RT-PCR Flu Ventures Sdn. and N or
A/ Flu B/SARS- Bhd. gene oropharyngeal
CoV-2/MERS-CoV | Penang, Malaysia. swab samples
40 |iIAMP® COVID-19 Atila BioSystems, IAMP- ORF1lab RT-PCR Nasopharyngeal
Detection Kit Inc. CA, USA COVID19-100 | and N or
gene oropharyngeal
swab samples
41 |Alinity m SARS- Abbott Molecular 09N78-090, RdRp and RT-PCR Nasopharyngeal
CoV-2 AMP kit Inc. USA 09N78-01B N gene or
Alinity m SARS- oropharyngeal
CoV-2 CTRL kit swab samples
Alinity m SARS-
CoV-2 application
Specification File
Ver 2.00
42 |RESOLUTE 2.0 AMT Pte. Ltd. Batch mp./ E, N and RT-PCR Nasopharyngeal
SARS-CoV-2 Direct | Singapore Identifier: RNase P or
Detection Kit CKFGO0002 | gene oropharyngeal
swab samples
43 |AccuPower SARS- Bioneer Batch mp./ E, RdRp RT-PCR Nasopharyngeal
CoV-2 Multiplex Corporation Identifier: and N or
Real-Time RT-PCR | Republic of Korea SCVM-2112 | gene oropharyngeal
Kit swab samples
44 | Biofire Defence, BioFire® 423738 S gene RT-PCR Nasopharyngeal
USA Respiratory Panel and M or
2.1 (RP2.1) gene oropharyngeal
swab samples
45 | ADT Biotech Sdn LyteStar™ 2019- 888003 E gene RT-PCR Nasopharyngeal
Bhd, Malaysia nCoV PCR Kit 2.0 and or
RARP oropharyngeal
gene swab samples
46 | Vazyme 2019- Nanjing Vazyme CD302 ORFla RT-PCR | Nasopharyngeal
Novel Coronavirus | Medical b, N or
(2019-nCoV) Technology Co., and oropharyngeal
Triplex RT-gPCR Ltd. RNase swab samples
Detection Kit Nanjing, P.R. China P gene
47 | Real-time BGI Europe A/S MFG030015 | ORFla RT-PCR | Nasopharyngeal
Fluorescent RT- Denmark b, and or
PCR Kit for N gene oropharyngeal
Detecting SARS- swab samples
CoV-2
48 | Genedrive® 96 Genedrive D-COV2- E and RT-PCR | Nasopharyngeal
SARS-CoV-2 Kit Diagnostics Ltd. 48 01-LPC N gene or
Grafton Street, ID-COV2- oropharyngeal
Manchester M13 01-FPC swab samples
9XX United ID-COV2-
Kingdom 01-BPC
49 | PerkinElmer® 96 | Suzhou SYM-BIO COVID-18- | ORFla RT-PCR | Nasopharyngeal
SARS-CoV-2 kit LifeScience PCR-AUS-C b gene or
Co.,Ltd. Jiangsu SY609




Province, China oropharyngeal
swab samples

50 | Zybio SARS- Zybio Inc. China CoV2-32 ORFla RT-PCR | Nasopharyngeal
CoV-2 Nucleic b, and or
Acid Detection N gene oropharyngeal
Kit (PCR- swab samples
Fluorescent
Probe Method)

51 | Diagnovital RTA 09072025 N gene RT-PCR | Nasopharyngeal
SARS-CoV-2 Laboratuvarlari (25 test) ORF1 swabs or
Multiplex Real Biyolojik Urunler 09072050 ab oropharyngeal
Time PCR (50 test) gene, swabs

09072100 RNAse
(100 test) P

52 | WizDx™ Wizbiosolutions Ref. : RdRp RT-PCR | Nasopharyngeal
COVID-19 Inc. South Korea X1203A (96 and E (NPS) combined
CrystalMix PCR Tests/kit) gene with
Kit Oropharyngeal

(OPS) swabs

53 | Oxsed RaViD Oxford MEStar Ltd. Product - RT-LAMP | Nasopharyngeal
Direct SARS- Oxford, United Code: swab &
CoV-2 Test Kingdom RaVID- Oropharyngeal

0Q8 swabs

54 | VIASURE CerTest Biotec, Product N RT-PCR | Nasopharyngeal
SARS-CoV-2, S.L., Zaragoza, Code: VS- gene, swab &

Flu & RSV Real Spain CFR112L RNAse Oropharyngeal
Time PCR P swabs
Detection Kit

55 | GenoAmp® Medical Innovation Product RdRp RT-PCR | Nasopharyngeal
Real-Time RT- Ventures Sdn code: gene, swab &
PCR COVID-19 Bhd., Penang, GRA2035 S Oropharyngeal

Malaysia gene, swabs
and N
genes

56 | Abbott RealTime Abott Molecular 09N77-090, RdRp RT-PCR | Nasopharyngeal
SARS-CoV-2 INC, USA 09N77-080, gene, swab &
Amplification 09N77-001 N gene Oropharyngeal
Reagent Kit, swabs
Abbott RealTime
SARS-CoV-2
Control Kit

NO PRODUCT NAME MANUFACTURER IDENTIFIER DETECTION | SAMPLE
TYPE
1 | STANDARD Q COVID- |SD Biosensaor, Inc. Ref. No: Q- RTK Serum
19 IgM/IgG Combo Republic of Korea NCOV-01C Antibody
Cat. No:
09COV50G
2 | Standard Q SARS-CoV- |SD Biosensor, Inc. 9901-NCOV- RTK Serum
2 Rapid Antibody Test Republic of Korea 02C Antibody
3 | Asan Easy Test COVID- |Asan Pharmaceutical Co., AM3471-K RTK Serum
19 IgG/IigM Ltd. Republic of Korea Antibody




4 | Maccura SARS-CoV-2 Maccura Biotechnology 1M4102079 RTK Serum
Antibody Assay Kit Co., Ltd. P.R. China. Antibody
5 | SARS-CoV-2 IgM/IgG ZYbio Inc. N/A RTK Serum
Antibody Test Kit P.R. China Antibody
(Colloidal Gold Method)
6 | careUS™ COVID-19 IgM | Wells Bio Inc. BR0O34A RTK Serum
IgG Republic of Korea Antibody
7 | Covid-19 IgG/IgM Rapid | Zhejiang Orient Gene N/A RTK Serum
Test Cassette (Whole Biotech Co Ltd. P.R. China Antibody
blood/Serum/Plasma)
8 | 2019-nCoV IgG/IgM Hangzhou AllTest Biotech INCP-402 RTK Serum
Rapid Test Cassette Co. Ltd. P.R. China Antibody
9 | Cellex gSARS-CoV-2 Cellex Inc. N/A RTK Serum
IgG/IgM Cassette Rapid |USA Antibody
Test
10 | Covid-19 Rapid IgG/IgM | Spring Healthcare Serum
Combined Antibody Pre- | Services AG Switzerland ERCSS05310 A R.TK
. X ntibody
Screening Kit
11| Rightsign Covid-19 Hangzhoou Biotest N/A RTK Serum
IgG/IgM Rapid Biotech Co., Ltd Antibody
Test Cassette P.R.China
12 | Biolidics 2019-nCoV Biolidics Ltd, CBB-F015016- RTK Serum
1gG/IgM Antibody Singapore Bl Antibody
Detection Kit
13 | Covid-19 IgG/IgM Rapid |HEALGEN Scientific GCCOV-402a RTK Serum
Test Cassette (Whole Limited Liability Company, Antibody
Blood/Serum/Plasma) USA.
14 | ProDetect® COVID-19 Medical Innovation PR-CVD RTK Serum
1gG/IgM Rapid Test Ventures Sdn. Bhd. Antibody
(Dipstick) Penang, Malaysia
15 | ProDetect® COVID-19 Medical Innovation PR-CVDC RTK Serum
1gG/IgM Rapid Test Ventures Sdn. Bhd. Antibody
(cassette) Penang, Malaysia
16 | NADAL® COVID-19 nal von minden GmbH 243001N RTK Serum
IgG/IgM Test (test Carl-Zeiss-Strasse 12 » Antibody
cassette) 47445 Moers « Germany
17 | Hightop SARS-CoV-2 Qingdao Hightop Biotech SARS-CoV-2 RTK Serum
IgM/1gG Antibody Rapid | Co., Ltd, China IgM/1gG Antibody
Test Antibody Rapid
Test (40
tests/kit)
18 | Reszon COVID 19 Rapid | Reszon Diagnostics Reszon RTK Serum
IgG/IgM Test International Sdn. Bhd. RCV-RD0101, Antibody
Selangor, Malaysia RCV-RD0101B
19 | ADVIA Centaur® SARS- | Siemens Healthcare Ref: 11206710 Antibody Serum
CoV-2 Total (COV2T) Diagnostics Inc. USA (100 test//kit) Assay
ADVIA Centaur® SARS- Ref: 11206922
CoV-2 Total Quality (500 test/kit)
Control (COV2T QQC)
20 | Atellica® IM SARS-CoV- |Siemens Healthcare Ref: 11206711 Antibody Serum
2 Total (COV2T) Diagnostics Inc. USA (100 test) Assay

Atellica® IM SARS-CoV-

Ref: 11206923




2 Total Quality Control
(CovaTt QQC)

(500 test)

21| Elecsys® Anti-SARS- Roche Diagnostics GmbH, 09203095190 Antibody Serum
CoV-2 CalSet Anti- Mannheim, Germany Assay
SARS-CoV-2 S
PreciControl Anti-SARS-
CoV-2S
22 | SARS-CoV-2IgG Abbott Ireland, Reszon Antibody Serum
Reagent Kit SARS-CoV- Diagnostics Division, RCV-RDO0101, Assay
2 1gG Calibrator Kit Sligo, Ireland. RCV-RD0101B
SARS-CoV-2 IgG
Control Kit
23 | Access SARS-CoV-2 Beckman Coulter, Inc. Ref.No: Antibody Serum
109G CA U.S.A. C58961,C58963, Assay
Access SARS-CoV-2 C58964
IgG Calibrator Access
SARS-CoV-2 IgG
QC:QC (Quality Control)
materials
24 | ImmuSAFE™ COVID+ Applied Microarrays, Inc. 39508H Antibody Serum
Biochip Test USA MicroArray
25| VITROS Ortho-Clinical 6199922, Antibody Serum
Immunodiagnostic Diagnostics, Inc. 6199923, 6199924 Assay
Products Anti-SARS-2 New York
Total Reagent Pack
VITROS
Immunodiagnostic
Products Anti-SARS-2
Total Control
VITROS
Immunodiagnostic
Products Anti-SARS-2
Total Calibrator
26 | VITROS Ortho-Clinical Diagnostics 6199919, Antibody Serum
Immunodiagnostic United Kingdom 6199920, Assay
Products Anti-SARS- 6199921
CoV-2 1gG
27 | Elecsys Anti-SARS-CoV- | Roche Diagnostics 9203095190 Antibody Serum
2 GmbH, Mannheim, Assay
Germany
28 | ADVIA Centaur® SARS- | Siemens Healthcare 11207376-100test Antibody Serum
CoV-2 IgG (sCOVG) Diagnostics Inc. 11207377-500test Assay
Tarrytown, NY USA
29 | Atellica® IM SARS-CoV- | Siemens Healthcare Ref: 11207386 Antibody Serum
2 1gG (sCOVG) Diagnostics Inc. (100 test/kit) Assay
Tarrytown, NY USA Ref:11207387 (500
test/kit)
31 | WANTAI SARS-COV-2 Beijing Wantai ws-1096 Antibody Serum
Ab ELISA (Total) Biological Pharmacy Assay
Enterprise Co., Ltd,
Beijing, China
32 | COVID-19 IgG/IigM Assure Tech. COV-W23M RTK Serum
Rapid Test Device (Hangzhou) Co., Ltd, Antibody

(Whole

China




Blood/Serum/Plasma)

33 | Anti-SARS-CoV-2 ELISA Euroimmun El 2606-9601G Antibody Serum
(1gG) Medizinische Assay
Labordiagnostika AG,
Deutchland
34 | Neutralizing Antibody of Anbio (Xiamen) A6021501 Neutralizing | Serum
SARS-CoV-2 Test Biotechnology Co., Ltd Antibody
Assay
35| SARS-CoV-2 IgM Abott Ireland, Ireland SARS-CoV-2 IgM Antibody Serum
(Architect i system) Reagent Kit (List Assay
No. 6R87-22) 100
tests, (List No.
6R87-32) 500 tests
SARS-CoV-2 IgM
Calibrator Kit (List
No. 6R87-02)
SARS-CoV-2 IgM
Control Kit (List No.
6R87-12)
36 | E Diagnosis COVID- Wuhan EasyDiagnosis 2. 002932 RTK Serum
19(SARS-CoV-2) Biomedicine Co., Ltd. Antibody
IgM/1gG Antibody Test P.R. China
Kit
37 | Bel TEST-It! SARS-CoV- PharmACT GmbH, Identifier: RTK Serum
2 1gM/1gG rapid test Berlin, Deutchland CV.10.01/ Antibody
Cv.10.10/
CV.10.100
38 | MAGLUMI™ 2019-nCoV Shenzen New 130219015M RTK Serum
1gG (CLIA) Industries Biomedical Antibody
Engineering Co., Ltd,
China.
39 | MAGLUMI™ 2019-nCoV Shenzen New 130219016M RTK Serum
IgM (CLIA) Industries Biomedical Antibody
Engineering Co., Ltd,
China.
40 | BIOTRON COVID-19 Guangzhou Biotron N/A RTK Serum
IgG/IgM Rapid Test Kit Technology Co., Ltd, Antibody
(Immuno- China
Chromatography)
41 | MP Diagnostic ASSURE MP Biomedicals Asia 43140-020(20 RTK Serum
SARS-CoV-2 IgG/IgM Pacific Pte. Ltd, tests) Antibody
Rapid Test Singapore
42 | Maccura SARS-CoV-2 Maccura Biotechnology EIM4407014 Antibody Serum
IgG (CLIA) Co., Ltd, China Assay
43 | Panbio™COVID-19 Abbott Rapid ICO-T402 RTK Serum
IgG/IgM Rapid Test Diagnostics Jena Antibody
Device (Figerstick Whole GmbH, Germany
Blood/ Venous Whole
Blood/ Serum/Plasma)
44 | Mindray SARS-CoV-2 Shenzhen Mindray Bio- 105-019873-00 Serum
IgM (CLIA) Medical Electronics Antibody
Co., Ltd, China
45 | Mindray SARS-CoV-2 Shenzhen Mindray Bio- 105-019883-00 Antibody Serum




I9G (CLIA)

Medical Electronics

Co., Ltd, China

46 | Access SARS-CoV-2 Beckman Coulter, Inc, C58957 . Serum

IgM Brea, CA, USA C58958 AA”“bOdy
C58950 ssay

47 | HECIN 2019 n-CoV Guangdong Hecin Catalogue No. : Serum
IgM/1IgG Antibody Test Scientific, Inc., China NL-CA002-2020- RTK
Kit (Colloidal gold 54429 Antibody
method)

48 | Dimension EXL Siemens Healthcare REF:RF812, Antibody Serum
SARS-CoV-2 Total Diagnostics Inc., USA SMN:11417412 Assay
Antibody Assay REF: KC813,

SMN:11417413
REF:KC815,
SMN:11417415

49 | BIOEASY 2019-Novel Shenzhen Bioeasy N/A RTK Serum
Coronavirus (2019- Biotechnology Co., Ltd, Antibody
nCoV) IgG/IgM GICA People's Republic of
Rapid Test (Colloidal China
Gold)

50 | Alinity SARS-CoV-2 IgG Abbott Ireland REF. : 06R9022 Antibody Serum
(also referred to as Diagnostics REF. : 06R9032 Assay
SARSCoV-2 IgG) SARS- | Division Finisklin REF. : 06R9002
CoV-2 IgG Calibrator Kit Business REE. : 06R9012
(also referred to as CoV- Park Sligo, Ireland
2 IgG Cal) SARS-CoV-2
IgG Control Kit (also
referred to as CoV-2 IgG
Ctrls)

51 | Alinity SARS-CoV-2 IgM Abbott Ireland REF :06R9122 Antibody Serum
SARS-CoV-2 IgM Diagnostics Division RE : 06R9132 Assay
Calibrator Kit Finisklin Business Park REF : 06R9112
SARS-CoV-2 IgM Sligo, Ireland
Control

52 | Maccura SARS-CoV-2 Maccura Biotechnology RTK Serum
IgM/IgG Antibody Assay Co. Ltd. Chengdu, Product code: Antibody
Kit by Colloidal Gold People’s Republic of EIM4103080
Method — Strip China

53 | Maccura SARS-CoV-2 Maccura Biotechnology RTK Serum
IgM/IgG Antibody Assay Co. Ltd. Chengdu, Product Code: Antibody
Kit by Colloidal Gold People’s Republic of EIM4101080
Method — Cassette China EIM4102080

54 | OJABIO SARS-CoV-2 Wenzhou OJA N/A RTK Serum
Neutralizing Antibody Biotechnology Co.,Ltd, Neutralizing
Detection Kit (Colloidal China Antibody
Gold)

55 | Core tests COVID-19 Core Technology Co., REF:B293-20 RTK Serum
Neutralizing Ab Test Ltd, China Neutralizing

Antibody

56 | ACON SARS CoV-2 ACON Biotech [LO31-11711] - 25 RTK Serum

IgG/IgM Rapid Test (Hangzhou) Co., Ltd tests/kit Antibody

Cassette




(Serum/Plasma/Whole
Blood)

57 | StrongStep COVID-19 Nanijing Liming Bio- REF. : 502090 (20 RTK Serum
IgM/IgG Combo Rapid Products Co. Ltd., Tests/Kit) Antibody
Test Device Nanijing, Jiangsu,
China
58 | MAGLUMI SARS-CoV-2 Shenzhen New 130219017M: 100 Antibody Serum
S-RBD IgG (CLIA) Industries Biomedical tests Assay
Engineering Co., Ltd, 130619017M: 50
China. test
59 [ Zybio 2019-nCoV Zybio Inc., China 2100101 RTK Serum
Neutralizing Antibody Neutralizing
Assay (Colloidal Gold) Antibody
60 | AESKULISA® SARS- AESKU.DIAGNOSTICS Ref 6126 : IgG Antibody Serum
CoV-2 S11gG GmbH & Co. KG, Assay
Germany
61| cPass™ SARS-CoV-2 Genscript Biotech REF: LO0847-B Antibody Serum
Neutralizing Antibody (Singapore) Pte. Ltd. (96 tests) Assay-
Detection Kit Singapore. REF: L00847-5B Neutralizing
(480 tests) Antibody
62 | Mindray SARS-CoV-2 Shenzhen Mindray io- 105-020771-00, Neutralizing | Serum
Neutralizing Antibodies Medical Electronics 105-020772-00, Antibody
(CLIA) Co., Ltd, China 105-020777-00, Assay
105-020778-00
63 | Leccurate SARS-CoV-2 Beijing lepu Medical N/A RTK Serum
Antibody Test (Colloidal Technology Co., Ltd., Antibody
Gold China
Immunochromatography)
64 | ARCHITECT SARS- Abbott Ireland, Ireland List No.: 6S60-22 Antibody Serum
CoV-2 1gG Il Quant List No.: 6S60-32 Assay

List No.: 6S60-02
List No.: 6560-12




