550

Schedule 1 amended
2. Schedule 1 to the Principal Regulations is amended in item 4, paragraph (d) by
deleting “$55” and substituting “$50 (VAT Exclusive)”.

Schedule 3 amended
3. Schedule 3 to the Principal Regulations is amended by deleting “one year” and
substituting “.......... year(s)”.
Schedule 4 amended

4. The Principal Regulations are amended by deleting Schedule 4 and substituting
the following—

“SCHEDULE 4
(Regulation 7)

FEES PAYABLE ON GRANT OR RENEWAL OF LICENCE

Number 1-year 2-year 3-year 4-year 5-year
of beds licence licence licence licence licence
(VAT Exclusive) | (VAT Exclusive) | (VAT Exclusive) | (VAT Exclusive) | (VAT Exclusive)
1-50 $250 $500 $750 $1,000 $1,250
51 - 300 $500 $1,000 $1,500 $2,000 $2,500
301 and $1,000 $2,000 $3,000 $4,000 $5,000
above

Made this 3rd day of December 2021.

A.SAYED-KHAIYUM

Attorney-General

[LEGAL NOTICE NoO. 132]
MEDICINAL PRODUCTS ACT 2011

Medicinal Products (Exceptions to Licensing

Requirements) Regulations 2021

IN exercise of the powers conferred on me by section 35(1), (2) and (4) of the Medicinal
Products Act 2011, I hereby make these Regulations—

Short title and commencement

1.—(1) These Regulations may be cited as the Medicinal Products (Exceptions to
Licensing Requirements) Regulations 2021.

(2) These Regulations come into force on 4 December 2021.

Schedule

2. For the purposes of section 35(1), (2) and (4) of the Medicinal Products Act 2011,
the products specified in the Schedule are safe for general use and a licence from the Fiji

Medicinal Products Board is not required.

Made this 3rd day of December 2021.

1. WAQAINABETE
Minister for Health and Medical Services



SCHEDULE
(Regulation 2)

LIST OF PRODUCTS SAFE FOR GENERAL USE

SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P P
Mt | Pt tame et (i o pctimpe | Sl | Semmeted | spedmenpe | commens gy cets
Bu P equipment) equipement) (months) ge temp
QIAamp
Viral RNA Mini Kit;  Light Cycler 480
RNA mini kit (Roche)
(QIAgen)
Rotor-Gene Q 5plex
HRM
(Qiagen)
Applied Biosystems 1DROP INC. (im For consumables
. . (imported y
~ . Quantstudios (Thermo| ;- o | Egeneand . - - and details of US FDA EUA
444213 1COPY COVID-19 QPCR KIT 100T/kit Tisher Scientific) by Lumu]x::;l; Canada RdRp gene see IFU see IFU see [FU componants refer | Health Canada/Interim Order
- toIFU

Applied Biosystems
7500 Real-Time PCR
Instrument system
(Thermo Fisher
Scientific)

CFX96™ Real-Time
PCR Detection system
(BIO-RAD)

IS¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated T S,
Manufacturer Product Product Name o A e 5 = Recommended 3 Eligibility criteria
Catalogue number (IVD product) :quipmenl) equipement) Detection type (s':‘-(e)l:tll:‘ge) storage temperature | SPecimen type Loty 'WHO EUL or others
Applied Biosystems
Quantstudiog
- . - (Thermo Fisher .
TRUPCR® Viral Scientific) 3B Blackbio Biotech RdRo. N and I‘(?r (‘,;)(l;%:n]mhlfus
3B304 TRUPCR SARS-CoV-2 Kit 100T/kit . N India Ltd (a Kilpest | P2 ™ 404 see IFU see IFU see IFU and detatls of. US FDA EUA
Extraction Kit India Ltd company) E genes componants refer
(3B213V/3B214V) | Rotor-Gene Q splex o o to IFU
HRM
(Qiagen)
Applied Biosystems
7500 Real-1
(Thermo
Scientific)
3DMed 2019-nCoV RT-qPCR ) 3D Biomedicine g o
3103010011 h - . . 100T/kit | Automated Nucleic Science & Technology | see IFU see IFU see IFU ‘WHO EUL
Detection Kit AT .\ 1ab genes
Acid Extraction Co., Ltd.
System ANDIS 350
Qiagen DSP Viral
RNA Mini Kit
. i For consumables US FDA EUA
190-000 ID NOW COVID-19 Test Kit 96T/kit 1D NOW Instrument Al‘)hntt Diagnostics RdRp segment see IFU see IFU see IFU and details of | Health Canada/Interim Order
Scarborough Inc componants refer e
to IFU
Tor consumables US FDA EUA
_ Alinity m SARS-CoV-2 AMP S, P | RdRp and N . . . and detailsof | Health Canada/Interim Order
09N78-095 Kit 96T /kit Alinity m System Abbott Molecular senes see IFU see IFU see IFU componants refer PMDA
to IFU TGA
RdRp and N For consumables
- o A Plox S, . e il genes and § <o TE and details of US FDA EUA
09N79-096 Alinity m Resp-4-Plex 96T /kit Alinity m System Abbott Molecular Influenza A & S see IFU componants refer | Health Canada/Interim Order
B and RSH to IFU
For consumables i
J, . i " Health Canada/Interim Order
09N77-0g0 | Abbott Reallime SARS-CoV-2 | Abbott m2000 Abbott Molecular | RARPandN |y see IFU seelpy | Andde TGA
RT-PCR Kit genes componants N
to IF WHO EUL
o IFU
For consumables
- Abbott RealTime SARS-CoV-2 S ; I RdRp and N e TE e T coe 1 and details of A T
09N77-095 RT-PCR Kit 96T /kit Abbott m2000 Abbott Molecular genes see IFU see IFU see IFU componants refer US FDA EUA

to IFU

499



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)
Platform Platform Anticipated e e
Manufacturer Product Product Name N § Hogh . 3 Recommended . Eligibility criteria
Catalogue number (IVD product) efe d ek 3 Ee=shabng jShelflifc storage temperature | SPecimen type ot WHO EUL or others
equipment) equipement) (months)
For consumables
. Accelerate .
Resolute z_n.SARS Cov-2 see IFU see IFU Technologies Pte Ltd see I[FU see IFU see IFU see IFU and details of TGA
Detection Kit componants refer
(DxD Hub) to IFU
NucliSENS®
casyMAG®
. . (bioMérieux) . For consumables
13279F e . (o 960T/kit N gene, ORF-1 i S e
13278D MassARRAY® SARS-CoV-2 3840T/kit MassARRAY System | Agena Bioscience, Inc. | and ORF-1ab see IFU see IFU see IFU and dmulfs of ) US FDA EUA
Panel e N componants refer
13281D 768T/kit gene to IFU
KingFisher Flex
Purification System
(ThermoFisher)
CFX96™ Touch Real-
Time PCR Detection
System (Bio-Rad) For consumables
§ . AltoStar® - . . .
821025 RealStar® SA!{S CoV-2 RT 384T/Kit Automation Altona Diagnostics see IFU see IFU see TFU and details of ) USFDA LUA
PCRKit U.S. X GmbI componants refer
System AM16 CFX96™ Touch Deep to IFU
Well Real-Time PCR
Detection System
(BioRad
RESOLUTE 2.0 AMT Pte Lid TGA
(Singapore)
NucliSENS®
casyMAG®
(bioMérieux) For consumables
64-C0304 BioCode® SARS-CoV-2 Assay | 384T/kit BioCode® MDx-3000 Applied BioCode Inc N gene see IFU see IFU see IFU and doraxlfs f’t. US FDA EUA
v automated system componants refer
to IFU
MagNA Pure 96
(Roche)

£6¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e oy
Manufacturer Product Product Name A 5 ] 4 5 Recommended q Eligibility criteria
Catalogue number- (IVD product) (Ext P R oy SHelClife] storage temperature | SPECimen type oty WHO EUL or others
equipment) equipement) (months)
QIAamp® Viral ~ Applied Biosystems
DX-1001-001-000 1007T/kit RNA Mini Kit ~ QuantStudio™ Dx Real
(Qiagen) Time PCR system
— For consumables
TRIzoI™ RNA Applied Biosystems and details of
Extraction kit = QuantStudio 5 Real- componants refer
PR Time PCR to IFU
(Invitrogen) Syste
DX-1001-002-000 500T/kit ystem
Linea™ COVID-19 Real-Time . . . . . I T Note: See WHO AT
PCR Assay Kit assay kit Mag-Bind Viral Applied DNA Sciences S genes 6 months see [FU see[FU || oo tion Notice US FDA EUA
RNA Xpress Kit for IVD users
(Omega Bio-Tek) 2021/01 with
ied Biosvste: regards to
T Avplied Biosystems mutations in $ARS]
Mag-Bind V 7500 Fast Real-Time CoV-n
RNA Xpre. PCR
. io- System
DX-1001-003-000 10007 /kit (Omega Bio-Tek) ’
automated on the
Hamilton STARIet
system
For consumables
Identity Pack SARS-CoV-2 Atkray Factory Co, see IFU see IFU seelpy | anddetailsof PMDA
N Ltd. componants refer
to IFU
CFX96 Real-Time
System (Bio-Rad)
Roche
LightCycler 480
Instrument IT Real-
. Time PCR System N gene and For consumables
P COVID- oot A ¥ tails of
{AMP-COVIDIg-100 | AMP® COVID-19 Detection 100T/kit not required Atila BioSystems, Inc. | the ORF-1ab | 12 months see IFU see IFU and details of US FDA EUA
Kit ’ o componants refer
sene to IFU
Applied Biosystems
7500 Fast Real-Ti
PCR
System
’ . . For consumables
AusDiagnostics respiratory . . :
virus panel (including SARS- AusDiagnostics Pty Ltd see IFU see IFU see IFU TGA

CoV-2) test

(Australia)

1299



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e P
Manufacturer Product Product Name . § Lorm . a Recommended . Eligibility criteria
Catalogue number (IVD product) = g Lquipmenl) equipement) etetionlype (sx:il:(l}l;c) storage temperature | SPECimen type oD WHO EUL or others
For consumables
L N gene (N1 " . .
000 COVo0 Reaoente AT ™ Quete Becton, Dickinson and ) . see TF see IF con T and details of US FDA EUA
445003-01 BD SARS-CoV-2 Reagents 24T /kit BD MAX™ System Company t1)11(.1 N‘z see IFU see [FU see IFU componants refer | Health Canada/Interim Order
regions) to IFU
N gene (N1 .
L and N2 For cm\sumahlfﬂs
445011 BD SARS-CoV-2/Flu Reagents | 24T/kit BD MAX™ System Bcdunél)ukmson and regions) and see IFU see [FU see IFU . and d?mﬂfs of X US FDA EUA
ompany Influcnza A / (umpou}\]ug refer
Nz toIF
Influenza B
For consumables
. N gene (N1 . "
444213 BioGX SARS-CoV-2 Reagents |  24T/kit BD MAX™ System Becton, Dickinsonand | 4y 6 months scepy | Masopharyng| and details of US FDA EUA
Company RPN cal swabs | componants refer
regions) to IFU
TIANamp Virus = Applied Biosystems
RNA extraction Kit ' 7500/7500 Fast Real-
(DP315-R) Time PCR
TIANGEN System
. Applied Biosystems
QIAamp Virus i P
RNA Mini Kit (cat. Q“““ﬁ‘:‘(‘\lgg{mdl
Real-Time Fluorescent RT- #52904). Systems thr Cim“%:l.llmblfcs
MFGo30011 PCR Kit for Detecting SARS- | 50T/kit BGI Europe A/S ORF1ab 6 months see [FU see IFU Coj“l‘“o‘“ﬁ"‘\‘isr‘c’m WHO EUL
2019-nCoV RNA extraction kit pm ‘IFU
by MGI Tech SLAN-96P PCR
(Wuhan) system
(No0.20200167)
LightCycler® 480
System
Real-Time Fluorescent RT- (dl}(i[ll;utm(];CbA{;SGI
PCR Kit for Detecting SARS- s miowied by 5 TGA
Cov-2 (2 gene) Health (AU) Company
Pty Ltd)
Real-Time Fluorescent RT- QIAamp Virus For gotlj\s;ll!:ablt?s
PCR Kit for Detecting SARS- 50T/kit RNA Mini Kit (cat. BGI Genomics Co. Ltd ORF1ab 12 months see IFU see IFU Qoi‘]‘ponc'\l’;‘ll:l:fcr US FDA EUA

2019-nCoV

#52904 0T 52906).

System

to IFU

S99



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P
Manufacturer Product Product Name - 7 top . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (it £ Detection type el flife storage temperature | SPecimen type Comments 'WHO EUL or others
equipment) equipement) (months)
A\?uclcl_c ‘mq Applied Biosystems
extraction Kit 00 Real-Time PCR
(XABT, Cat. # /0 s“‘fsmm N
CN8033) ¥
QIAamp Viral RNA  CFX96 Touch Real-
Mini Kit (Qiagen, Time PCR
Cat. # 52904 or  Detection System (Bio
52906) Rad) . ; For consumables
- Multiple Real-Time PCR Kit o _ Beijing Applied | ORF1ab and N . . . and details of .
CT8233-48T . X . - 48T/kit Biological Technologies|gene and the E see IFU see IFU see IFU WHO EUL
for Detection of 2019-nCoV 1 e . componants refer
PURELINKVIRAL [0 o0 o Co. Ltd., (XABT) gene to IFU
RNA/DNA KIT Aghttycler 4
N N (System II)
(Invitrogen, Cat. (Roche)
#12280050)
High Pure Viral
RNA Kit (Roche,
Cat. #
11858882001)
Beijing Wantai S
Nucleic Acid Apphedil(())(s)) stem®
Extraction Kit 0 ot
(cat. # 7CT1246) Real-Time PCR system
B(“ng_ W antai CFX96 Touch Real-
Nucleic Acid - .
N . . Time PCR
Extraction Kit on . .
R Detection System (Bio-
KingFisher Flex 96 Rad)
(ThermoFisher) <
Beijing Wantai Beiing Wantai
antai _CoV-2 RT- Nucleic Acid eljng Wantat F1ab 2
WS-1248 Wantai SARS-CoV-2 RT-PCR | g | NUCCICAd Biological Pharmacy | ORFADand N iy see IFU see IFU See IFU WHO EUL
Kit Extraction Kit on N gene
o ao (Yantai Enterprise Co., Ltd
NEXOR 32 (Yantai

Addcare Bio-Tec)

Beijing Wantai
Nucleic Acid
Extraction Kit on
NEXOR 96 (Yantai
Addcare Bio-Tec)

QIAamp Viral
RNA Mini Kit
QIAGEN
(cat. # 52094)

9¢¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)
Platform Platform Anticipated e P
Manufacturer Product Product Name e . H tform . a Recommended Eligibility criteria
Catalogue number (VD product) Lquipmenl) e etetionlype (sx:ﬁl::;.?) storage temperature oD WHO EUL or others
Applied
Biosystems Veriti Thermal Cycler
and For consumables
PN Applied Biosystems P Sars-Cov-2 . . and details of T
qSanger-COVID-19 Assay 3072T/kit 373051 DNA Analyzer BillionToOne, Inc Genome see IFU see [FU componants refer US FDA EUA
and to IFU
Thermo Fisher (Invitrogen) DynaMag-96
Side Magnet

Applied Biosystems

7500 Real-Time PCR

System
CFX96 Touch Real-
Time PCR
QIAamp DSP Viral Detectlol}{‘Sygtcm (Bio| For consumables
BC-01-0099 BioCore 2019-nCoV Real Time | 100T/kit RNA Mini Kit - BioCore Co. Ltd N gene and see [FU see IFU and details of US DA EUA
BC-01-0099 x4 PCR Kit 400T/kit (Qiagen; catalog S RdRp gene componants refer TGA
#61904) to IFU
SLAN-96P (Shanghai
Hongshi Medical
Technology Co. Ltd)
LightCycler 96
(Roche)
CFX?T(? TO‘]I)CJ‘RREHI’ For consumables
BS-SY-SC2-100 Bio-Speedy® Direct RT-qPCR | 100T/kit lime ) Biocksen R&D o - - o T and details of A T
BS-8Y-SC2-1000 SARS-CoV-2 1000T/kit Detection System (Bio|  Technologies Ltd | ORF1ab gene see IFU see IFU seeIFU | honants refer US FDA EUA
Rad) to IFU
Rotor-Gene Q

(Qiagen)

LSS



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated TR
Manufacturer Product Product Name N 7 Hop] . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) :q“ipmm) ey [DeEDIng f,:.‘ﬁ',f:,‘.ﬁﬁ storage temperature | SPecimen type ComniEnl WHO EUL or others
LightCycler 96
(Roche)
Bio-Speedy® Direct RT-qPCR CFX96 Touch Real- Biocksen R&D For consumables
BS-SY-5C2-100 SARS-CoV-2 1007 /kit Time PCR Technologies Ltd - - - o and details of AT
BS-SY-SC2-1000 rebranded to 1000T/kit Detection System (Bio- (distributed by ORF1ab gene seeIFU see IFU see IFU componants refer US FDAEUA
BioeXsen SARS-CoV-2 RT PCR Rad) BioeXsen GmbH) toIFU
Rotor-Gene Q
(Qiagen)
LightCycler 96
(Roche)
RINA M14 Nucleic CFX?? Touch Real- For consumables
BS-SY-WCOR-304- | Bio-Speedy® Direct RT-qPCR . Acid Extraction Time PCR Bioeksen R&D . - - o and details of -
100 SARS-CoV-2 100T/kit Robot (Cat No: Detection System (Bio- Technologies Ltd ORF1ab gene see IFU see IFU see [FU componants refer WHO EUL
RINA-M14-01) Rad) to IFU
Rotor-Gene Q 5plex
(Qiagen)
423745 67T/kit For consumables
BioFire® COVID-19 Test ]<1ImArvr‘uy® 2.0 and/or the FilmArray® BioFire Defense, LLC ORMul? and see IFU see IFU nasopharyng | and details of US FDA EUA
Torch Instrument Systems ORF8 cal swabs | componants refer
423744 30T/kit to IFU
For consumables | (US FDA EUA replaced by
Biofire Respiratory Panel 2.1 FilmArray® 2.0 and/or the FilmArray® | BioFire Diagnostics . ., N . and details of DeNovo approval)
423738 (RP2.1) Torch Instrument Systems ‘ see IFU see [FU see IFU see [FU componants refer | Health Canada/Interim Order
to IFU TGA
S Gene, M For consumables
423883 Biofire Respiratory Panel 2.1- FilmArray® 2.0 EZ Systems Biolkire Dlagnosllcs Gene, see IFU see IFU see [FU and dr-,tml§ of ) US FDA EUA
Influenza A componants refer

EZ (RP2.1-E7)

and others

to IFU

86¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e e
Manufacturer Product Product Name . H tform . a Recommended . Eligibility criteria
Catalogue number (IVD product) = g Lquipmenl) equipement) etetionlype (sx:il:(l}l;c) storage temperature | SPECimen type oD WHO EUL or others
: Applied Biosystems
n/a QuantStudio 5
Applied Biosystems
7500 Fast Dx
For consumables
: BioGX Xfree COVID-19 Direct . . . N . and details of A T
500-003-XMP RT-PCR 104T/kit BioGX, Inc. N gene see IFU see IFU see IFU componants refer US FDA EUA
to IFU
Bio-Rad CFXg6 Touch
Bio-Rad CFX384
Touch
MagMax
Viral/Pathogen on
KingFisher Flex Bio-Rad CFX96
Bi SARS-CoV-2 Real Purification ORF1aband § iitwen US FDA EUA
1OmEme SA RS L0 12 Rea 96T/kit (ThermoFisher) Biomeme Inc. b and: see IFU see IFU see IFU and detais of h i
Time RT-PCR gene componants refer
to IFU
Biomeme M1 ©
Sample Prep . L
Cartridge QuantStudio 5
Kit for RNA 2.0
For consumables
Biomeme SARS-CoV-2 Go- Biomeme’s Franklin Real-Time PCR . ORF1ab and S . . . and details of US FDA
Biomeme Inc. see IFU sce IFU see IFU

3000555

Strips

System

gene

componants refer

to IFU

Health Canada/Interim Order

65¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)
Platform Platform Anticipated T
Manufacturer Product Product Name . § o . . Recommended . Eligibility criteria
Catalogue number (IVD product) (E= P [t DA SrS i storage temperature | SPecimen type ComniEnl WHO EUL or others
equipment) equipement) (months)
7500 & 7500 Fast Real
Time PCR
System (Applied
EMAG® Biosystems)
(bioMérieux)
QuantStudio12 Flex
(QS12) instrument
(Applied Biosystems)
30 and For consumables
ARGENE® SARS-COV-2 R- 120T/kit lisk P P N gene and . . . and details of US FDA EUA
5 " cliSEN. LightCycle et E 3 E F S 3 .
423735 GENE® (depending Nuc fs S 8 t'c)c cr 480 BioMeérieux SA RdRp gene see [FU see IFU seelFU componants refer | Health Canada/Interim Order
PCR) easyMAG (System 11) {0 IFU
on (bioMérieux) (Roche)
CFX96 Touch Real-
QIASymphony SP Time PCR
(QIAgen) Detection System (Bio-
Rad)
MagNA Pure 96 Rotor-Gene Q
(Roche) (Qiagen)
For consumables
SARS-COV-2 R-GENE® BioMeérieux SA see IFU see IFU see IFU see IFU and details of TGA
componants refer
to IFU
ThermoFisher
MagMAX™
Viral/Pathogen o D
Nucleic Acid QX; ?:icm}:LR
Isolation Kit (Cat yStems
No. A48310, 1000
reactions)
QIAamp Virus
RNA Mini Kit ((‘,1](. For consumables
12013743 Bio-Rad SARS 'Co\ 2 ddPCR 2001/kit #52006) Bio-Rad Laboratories Pand N genes see [FU see IFU see IFU and dmnjs of ) US FDA EUA
Kit Inc componants refer
to IFU
ThermoFisher
MagMAX™
Viral/Pathogen
Nucleic Acid [
Isolation Kit (Cat - 1 ?t)a(lD\ Pc?{l?:;me
No. A48310, 1000 s oystems
reactions) on
KingFisher Flex
system

09¢




SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Manufacturer Product
Catalogue number

Product Name
(IVD product)

Platform
a q

Platform

equipment)

equipement)

Detection type

Anticipated
Shelflife
(months)

Recommended
storage temperature

Specimen type

Comments.

Eligibility criteria
WHO EUL or others

12015361

Bio-Rad Reliance SARS-CoV-
2/FluA/FluB RT-PCR Assay
Kit

200T/kit

QIAamp Virus
RNA Mini Kit (cat.
#52906)

CFX Opus Real-Time
PCR (Biorad)

CFX96 Touch (Biorad)

CFXg6 Dx (Biorad)

Applied Biosystems
7500 Fast Dx
Real-Time PCR
System

Bio-Rad Laboratories
Inc

Pand N genes
and
Influenza A/
Influenza B

see IFU

see IFU

see IFU

For consumables
s of

and details of

US FDA EUA

BS7nCoV

Real-Q 2019-nCoV Detection
Kit

100T/kit

MagNA Pure 96
(Roche)

or manual

CFX96 DX Real-Time

Rad)

7500 Real-Time PCR
System (Applied
Biosystems)

7500 Fast Real-Time
PCR

System (Applied
Biosystems)

QuantStudios realtime
PCR instrument
(Applied Biosystems)

PCR
Detection System (Bio-|

CFX96 Real-Time PCR|
Detection System (Bio:
Rad)

BioSewoom

E gene and
RdRp gene

see IFU

see IFU

see IFU

For consumables
and details of
componants refer
to IFU

US FDA EUA

19¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P
Manufacturer Product Product Name . 4 o . 4 Recommended . Eligibility criteria
Catalogue number (IVD product) (E= P [t DA SrS i storage temperature | SPecimen type ComniEnl WHO EUL or others
equipment) equipement) (months)
RNeasy Mini kit 7523;3:?&""%:?
(Qiagen) Y Hosystens
7500 Fast Real-Time For consumables
TD1100 COVID-19 RT-PCR PNAkit |  24T/kit . BioTNS RdRp gene see IFU see IFU see IFU and details of US FDA EUA
System (Applied and N genes componants refer
Biosystems) to IFU
CFXg6 Touch Real-
Time PCR
Detection System (Bio-
Rad)
For consumables US FDA EUA
XPRSARS-COV2-10 | Xpert® Xpress SARS-CoV-2 107T/kit GeneXpert )xpl:ess“SyS-ler.n (Tablet and Hub Cepheid Genes N2and | see [FU (302- see [FU seeIFU (3027 and dmm]é of .| Health Canada/Interim Order
Configurations) E 3750) 3750) componants refer N
o to IFU TGA
GeneXpert Dx with 6- and 10-color optical
modules) For consumables US FDA EUA
XPRSARS-COV2-10 | Xpert® Xpress SARS-CoV-2 10T/kit Cepheid Genes N2and| - see IFU (302- see [FU see IFU (3021 and details of . | Health Canada/Interim Order
E 3562) 3562) componants refer oA
GeneXpert Infinity Systems oIy
GeneXpert Dx with 6-color optical modules For consumables
or consumables
XPRSARS-COV2-10 | Xpert® Xpress SARS-CoV-2 | 10T/kit Cepheid Genes N2and| - sec IFU (302- scetry | SeelFU (3021 anddetailsof WHO EUL
E 3562) 3562) componants refer
GeneXpert Infinity Systems to IFU
Genes N2 and
Eand For consumables
XPCOV2/FLU/RSV- Xpert Xpress SARS-CoV- . GeneXpert Xpress System (Tablet and Hub N . see IFU (302- . see IFU (3024 and details of US FDA EUA
107T/kit A Cepheid Influenza see IFU e N
10 2/Flu/RSV Configurations) 4419) 4419) componants refer TGA
A/Influenza to IFU
B/RSV RNA
RdRp and .
: Genes N and E For consumables
(p- o F 2 o Io /T ; cneXper 255 Svs Tablet 2 Nand E . ~ U (2004 ;
XP3COV2/FLU/RSV-| Xpert Xpress CoV-2/Flu/RSV 10Tkt GeneXpert Xp["& ss_Sysilel_n (Tablet and Hub Cepheid and Influenza | €€ IFU (302 see IFU see IFU (3024 and dctml:; ,Of ) US FDA LUA
10 plus Configurations) 6991) 6991) componants refer
A/Influenza to IFU
B/RSV RNA
GeneXpert Dx with 6- and 10-color optical Genes N2 and
modules) Eand For consumables
XPCOV2/FLU/RSV- Xpert Xpress SARS-CoV- . . . o see IFU (302- see IFU (3024 and details of US FDA EUA
10T/kit Cepheid Influenza see [FU N |
10 2/Flu/RSV A/Influenza 4421) 4421) componants refer TGA

GeneXpert Infinity Systems

B/RSV RNA

to IFU

29¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated ¢ e B
Manufacturer Product Product Name N § Hogh . 3 Recommended . Eligibility criteria
Catalogue number (IVD product) efe d v 3 Ee=shabng jShelflifc storage temperature | SPecimen type ot WHO EUL or others
equipment) equipement) (months)
For consumables
OMNISARS-COV2-10|  Xpert® Omni SARS-CoV-2 10T/kit GeneXpert Omni System Cepheid Genes N2and| 1y see IFU see IFU and details of US FDA EUA
E componants refer
to IFU
For consumables
VIASURE SARS-CoV-2 Real CerTest Biotec SL/  |ORF1aband N nasopharyng | and details of
Time PCR Detection Kit Abacus dx gene seeIFU seelFU cal swabs | componants refer TGA
to IFU
For consumables
VIASURE SARS-CoV-2 S gene CerTest Biotec SL / . o nasopharyng | and details of .
Real Time PCR Detection Kit Becton Dickensen see IFU . eal swabs | componants refer TGA
to IFU
Thermo 7500 Real-Time PCR
Scientific™ System (Applied
KingFisher™ Flex Biosystems)
Bioer GenePure CFX96 Touch Real- For consumables
. N . . Time PCR Chaozhou Hybribio |ORF1ab and N . . and details of TGA
T-COVID- “OVID- »al-Time PC) ro Nucleic Ac see IFI see IF see IF :
HBRT-COVID-19 | COVID-19 Real-Time PCR Kit 24T/kit Pl_o I\uflu( Acid Detection System (Bio  Biochemistry Lid. genes see IFU see IFU see IFU componants refer WHO EUL
Purification System ° 2
) Rad) to IFU
968 Real-Time PCR
System (SLAN)
Clear Dx™ system
comprising g 1
Hamilton STAR robotic platform For consumables
R o - Sars-Cov-2 ; N N and details of ; N
Clear Dx™ SARS-CoV-2 Test 1927T/kit and Clear Labs, Inc see IFU see IFU see IFU e US FDA EUA
s Genome componants refer
Oxford Nanopore GridION Sequencer {0 IFU
and

ALPAQUA Magnum FLX on deck magnet

£9¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Anticipated

Platform Platform P
Manufacturer Product Product Name N 7 Hop] . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) E P [DeEDIng Sl storage temperature | SPecimen type ComniEnl WHO EUL or others
equipment) equipement) (months)
QIAamp Viral RNA  ABI QuantStudio 6
Mini Kit Flex
Maxwell RSC Viral
Total Nucleic Acid . cumables
. e e DD Multi-Pack Kitwith RdRp gene orconsumables
TR-US-01 Clinomics ToDX RT-PCR | e | the Maswell RSC Clinomics USATnc. | andNandE | see IFU see IFU see IFU and details of US FDA LUA
COVID-19 Test i - componants refer
48 instrument genes to IFU
MagMAX
Viral/Pathogen I1
Nucleic Acid
Isolation Kit with
KingFisher Flex
instrument
- For consumables
o . QIAamp Virus . N YA T
y ™ Coronavirus y
COVID-K-001 LQGIX SMART Coxond\'u_us L00T/kit RNA Mini Kit CoDx Box (BMS, Bio Co-Diagnostics, Inc 12 months see IFU nasophim ng| and details of ) us }‘PA EUA
Disease 2019 (COVID-19) Kit . Molecular Systems) eal swabs | componants refer TGA
(Qiagen) to IFU
For consumables
DirectDetect™ SARS-CoV-2 Coyote Bioscience Co and details of
Detection Kit Ltd (China) see IFU see IFU see IFU componants refer TGA
to IFU
i I CTK Biotech Inc Yor consumables
Aridia COV H)_,IP Real-Time (United States Of see IFU see [FU see IFU and d‘f“"‘??f X TGA
PCR Test . componants refer
America) to IFU
For consumables
C1020 Cue COVID-19 Test Cue Health Monitoring System Cue Health Inc N Gene see IFU see IFU see IFU and details of USFDA EUA

componants refer
to IFU

Health Canada/Interim Order

1429



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e e
Manufacturer Product Product Name N 4 top . 3 Recommended . Eligibility criteria
Catalogue number (IVD product) £ g ! 3 Letectionlype pliclirec storage temperature | SPeCimen type Cormiets WHO EUL or others
equipment) equipement) (months)
7500 Fast Real-Time
PCR
System (Applied
Thermo Biosystems)
Scientific™
KingFisher™ Flex X
QuantStudioy (Fast
Block) instrument 3
(Applied Biosystems) N gene (N1 I‘Tﬂ?gsg;:?glfes
99-57003 HDPCR™ SARS-CoV-2 Assay | 480T/kit ChromaCode, Inc. and N2 see IFU see IFU see IFU m;“pm\m; refer US FDA EUA
regions TEU
QuantStudio 12k Flex glons) toIFU
(96-well Fast Block)
instrument (Applied
Roche MagNA Biosystems)
Pure-24
Bio Molecular Systems
Mic qPCR (IDEXX
Laboratories)
YHXB No. Applied Biosystems™
20170583, T
YHXE No 7500 Dx Real-Time
| Detection Kit for 2019 Novel . N PCR Instrument - For consumables
DAo0g30 Coronavirus (2019-nCoV) MT/k!‘ 20150302 (DAAN) Da AP (,cn? Co., Ltd. ORF1ab and N . . and details of WHO EUL
DA0931 . 48T/kit of Sun Yat-sen 12 months see IFU see IFU o .
RNA, (PCR- Fluorescence L R genes componants refer TGA
DA0932 Probi 96T/kit University to IFU
robing) QlAamp Viral Roche LightCycler48o
RNA Mini Kit, B 4
52906
For consumables
QuickNavi-Flu+COVID19 Ag Denka Co., Ltd. see IFU see IFU see [FU co?x?ﬁo?\itr?:?rgicr PMDA
to IFU
For consumables
MOL4150 MObIICDCLCWB.IO BCC1g Test 24T/kit MD-Bio BCC19 Heater DetectaChem LLC | N and E genes see IFU see IFU see [FU and details Pf X US FDA EUA
Kit componants refer
to IFU
Applied Biosystems™
DC-11-0007 24T/kit QuantStudio 5 Real- nasal swabs,
I~ 8 asal swabs,
Thermo Fisher Time PCR Instrument nasophan‘ng For consumables
QuantiVirus SARS-CoV-2 Test PureLink®™ viral DiaCarta, Inc N, Orfiab and see [FU see TFU cal swabs, and dctmljs of ) US FDA EUA
kit RNA/DNA mini kit E genes oropharynge | componants refer
DC-11-0008 48T/kit Applied Biosystems™ al swabs, and loIFU
sputum

DC-11-0009

480T/kit

7500 Fast Dx Real-
Time PCR Instrument

g9¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P
Manufacturer Product Product Name N X LA . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (@ P [DeEDIng Sl storage temperature | SPecimen type ComniEnl WHO EUL or others
equipment) equipement) (months)
Thermo Fisher  Applied Biosystems™
DC-11-0017 247T/kit PureLink™ viral =~ QuantStudio 5 Real-
RNA/DNA mini kit Time PCR Instrument nasal swabs,
nasopharyng | For consumables
Quantl\‘mls SéRS—(ToV 2 . P - DiaCarta, Inc Orfiab genes 12 months see IFU eal swabs, and details of US FDA EUA
Mulitplex Test kit MGI MGISPg60 Applied Biosystems oropharynge | componants refer
DC-11-0018 48T/kit High Throughput 7500 Fast Dx Real- al swabs, and to IFU
Automated Sample Time PCR Instrument sputum
Preparation
o . System Bio-Rad CXF 384 Real
DC-11-0019 480T kit Time PCR Instrument
For consumables US FDA EUA
MOL4150 Simplexa™ COVID-19 Direet | 247/kit LIAISON® MDX DiaSorin Molecular | ORF12band S|y, see IFU seeqpy | anddetailsof | Health Canada/Interim Order
gene componants refer
to IFU WHO EUL
. For consumables
Loopamp New Coronavirus . . .
LMP401 2019 (SARS-CoV-2) Detection | 48T/kit see IFU Eiken Chemical Co., | Replicase 18 see IFU see IFU see IFU and details of PMDA
g Ltd. region componants refer
Reagent Kit to IFU
GENFLEX platform V1.0
AMPIPROBE® SARS-CoV-2 QIAsymphony® e Nigene (N1 rl‘nffé‘iiﬁ.'?? lélres
ENZ-GEN215-0096 N p - Enzo Life Sciences, Inc. and N2 see IFU see IFU see IFU 3 R US FDA EUA
Assay kit SP (QIAGEN) . componants refer
\ regions) to IFU

QuantStudio® 5 Real-
Time PCR System
(Applied Biosystems)

Manual

99¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only seqs ing equip t with the intended use to diagnoses acute infections are included)
Platform Platform Anticipated AR
Manufacturer Product Product Name 5 e 9 5 Recommended n Eligibility criteria
Catalogue number (IVD product) : auipment) quipement) Dtection Vpe (sm"z':"";; storage temperature | SPecimen type Commenis WHO EUL or others
QIAamp Virus vl
MP 2606-0125 25T/kit RNAMini kit ~ shtCyeler® 480 11
; (Roche)
(Qiagen)
7500 Fast Dx
Prepito Viral DNA- Real-Time PCR
MP 2606-0225 507T/kit RNA200 Kit Instrument
(Chemagen) (Applied
Biosystems™)
Chemagic Viral ulx?l.?‘;;";g}{Keﬂlr
MP 2606-0425 1007T/kit DNA/RNA 300 Kit . .
Detection System (Bio N
Ho6 Rad) FUROIMMUN For consumables | yyo.))) Canada/Interim Order
. AT, N Medizinische ORF1ab and N R and details of } E .
EURORealTime SARS-CoV-2 . see IFU see IFU see IFU N e US FDA EUA
Labordiagnos gene componants refer TGA
(TOWER3 (Germany) to IFU 7
MP 2606-0100 1007T/kit (Analytik Jena)
MP 2606-0200 2007T/kit
MP 2606-1000 1000T/kit
7500 Fast Dx
NucliSENS® Real-Time PCR
casyMAG® System Instrument Fast Track Diagnostics For consumables
11416302 (FTD-114- FTD SARS-CoV-2 961kt (bioMéreux) (Applied Luxembourg S.4.r.l. (a | ORF1ab and N see IFU see IFU see IFU and details of US FDA EUA
96) : - Biosystems™™) Siemens Healthineers gene h b componants refer
Company) to IFU
VERSANT® kPCR Molccular System
(Siemens Healthineers)
11416300 (FI'D-114- SR et T
o 327T/kit 7500 Fast Dx ot el Ty i X . .
3 NucliSENS® Real-Time PCR II(l\lsx‘v:r:i])(oll\xxlj)z,lig:[l)sl"((: ORF1ab and N FU\‘;\ilo(ll‘:l“ﬁlill‘:E}reﬁ
TTD SARS-CoV-2 (‘as_\(‘ﬁ?j&:g?:;\;tcm I‘E;t:,‘;,{?:;“ Siemens Healthineers gene see IFU see IFU see IFU componants refer WHO EUL
TD-114- e " Jompany’ to IFU
11416284 (FID-114 o6T/Kit Biosystems™) Company) 0
96) )
Biomark HD in Conjunction with Juno or . bl
; o IFC Controller RX For consumables
102-0355 Advanta Dx SARS-CoV-2 RT- with Fluidigm Corporation |  N-gene see IFU see IFU see [FU and details of US FDA EUA
componants refer

PCR Assay

Applied Biosystems Veriti 96-Well Thermal

Cycler

to IFU

£9€



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e B
Manufacturer Product Product Name - 2 Hozos 5 J Recommended . Eligibility criteria
Catalogue number (IVD product) (i 3 Detestionityog Stk storage temperature | SPecimen type (CoTEETE WHO EUL or others
equipment) equipement) (months)
QlAamp .
Mini Kit (Qiagen) APPHE R
QlAamp Cl<X(v)l?nl]z)\l|’(é1RR(‘ﬂl-
Viral RNA Mini Kit vime 1 )
h Detection System (Bio-
(Qiagen) Radh For consumables
CVoo2 GenePro SARS-CoV-2 Test Geneurix, Inc. Negeneand B-| see IFU sceIpy | anddetailsof US FDA EUA
gene componants refer
MagMAX™ to IFU
Viral/Pathogen
Nucleic Acid
Tsolation Kit
automated on
KingFisher™ Flex
Purification System!
(KingFisher)
7500 Fast Dx For bl
. . QlAamp Real-Time PCR ror conswmables
- 5
NeoPlex COVID-19 Detection | 1. DSP Viral RNA Instrument GeneMatrix, Inc, | RARPandN see IFU see IFU see IFU and details of - US FDA EUA
Kit PP . . gene componants refer
Mini Kit (Qiagen) (Applied to IFU
Biosystems™)
N For consumables
"B GARS-CoVon Real Time RT. QIAamp QIAGEN Rotor- s onoral Biologies b - ; il
4PCO052E GB SARS LU\}/,CARRLAI Time RT 100T/kit DSP Viral RNA. Gene® Q real-time (JLHL[‘dLﬁ;OlOL,](dlS ORF 1(211)1;‘"(1 E see IFU see IFU see IFU and details of TGA
Mini Kit (Qiagen) PCR cycler P &
For consumables
EasyScreen™ SARS-CoV-2 Genelic Signatures Lid N . . and deta f .
Detection Kit (Australia) see [FU see IFU see IFU componants refer TGA
to IFU
7500 Fast Dx . bi
i R DO For consumables
RPQo21 Genetron SARS-CoV-2 RNA 50T /kit QlAamp Real-Time PCR Genetron Health | ORF1ab and N ) ) B and details of -
P . DSP Viral RNA Instrument N 6 months see IFU see IFU US FDA EUA
RPQo22 Test 100T/kit P . (Beijing) Co., Ltd. gene S
Mini Kit (Qiagen) (Applied to IFU
Biosystems™)
Sars-Cov-2 For consumables
EAoo1222 ePlex Respiratory Pathogen | i | GenMark ePlex instrument and Software | SenMark Diagnostics, | and other see IFU see IFU see IFU and details of US FDA EUA
Panel 2 (ePlex RP2 Panel) Inc pathogenic componants refer
RNA to IFU
For consumables
EA008212 cPlex® 127/kit GenMark cPlex instrument and Software | GenMark Diagnostics, see IFU see IFU see IFU (_O:l““sﬂf:::h:?sr US FDA EUA

SARS-CoV-2 Test

Inc

to IFU

89¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated TR
Manufacturer Product Product Name 4 § o . : Recommended : Eligibility criteria
Catalogue number- (IVD product) (Ext P R o SHellife] storage temperature | SPECimen type oty WHO EUL or others
equipment) equipement) (months)
96T/kit 7500 Fast Dx F bl
S Real-Time PCR 5 T consumabies
GS COVID-19 RT-PCR KIT Qlaamp DSP Viral Instrument GenoSensor LLC ORF1ab, see TFU see IFU seetpy | Anddetailsof US FDA EUA
RNA Mini Kit s Nand E genes componants refer
(Applied to IFU
384T /kit Biosystems™)
. nasal
N QuantStudio™ 3D i . For consumables
! COVID-19 RT-Digital PCR . Qlaamp® DSP Digital . nasopharyng | o s of
CVo202 . . 48T/kit Viral RNA S, . Gnomegen LLC see IFU cal, and N US FDA EUA
Detection Kit Mini Kit (Qiagen) PCR System (Applied oropharynge componants refer
age Biosystems) bharynge to IFU
al swab
For consumables
. . Procleix Panther System with Procleix Grifols Diagnostic . N and details of N
Procleix CoV-n Assay oo T/ see T see IF DA E
Procleix SARS-CoV-2 Assay 250T/kit Reagent Preparation Incubator 250 Solutions Inc see IFU see [FU componants refer US FDA EUA
to IFU
RT-PCR IVD MEDICAL 7
DEVICE FOR 2019 NOVEI ORF1ab For consumables
NAT-01 CORONAVIRUS (SARS-COV- | sce IFU see IFU HATECH PTY LTD | Region? see IFU see IFU scelpy | mnddetaitsof TGA
2) NUCLEIC ACID ORF1ab componants refer
DETECTION Region 2 oy
ORF1ab For consumables US FDA EUA
PRD-06419 Aptima SARS-CoV-2 assay 250T/kit Panther System Hologic Inc R("gl,ﬂn ! see IFU see IFU see IFU and details of TGA
7 ORF1ab componants refer
Region 2 P PMDA
ORF1ab For consumables
- o or consuma US FDA EUA
Panther Fusion SARS-CoV-2 96T/kit Panther/Panther Fusion System Hologic Inc R('i’l,ﬂn ! see IFU see [FU see [FU and detailsof | o) canada Interim Order
Kit ORF1ab componants refer T
Region 2 to IFU rGa
ORF1ab .
Region 1 For cm\sumablps . .
PRD-06815 | Aptima SARS-CoV-2/Fluassay|  250T/kit Panther System Hologic Ine ORF1ab see IFU see IFU seepy | Anddetails of US FDAEUA
- N componants refer | Health Canada Interim Order
Region 2 to IFU
Influenza A/B
7500 Dx
Real-Time PCR
Instrument
(Applied
Biosystems™) Tor consumables
351251 Hymon™ SARS-CoV-2 Test Kit|  96T/kit HymonBio Co. LTD | N and E genes see IFU see IFU see IFU and details of US FDA EUA

QuantStudio 5 RT PCR
System
(Applied
Biosystems™)

69¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P
Manufacturer Product Product Name S X LA . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (Eixt £ Detection type el flife storage temperature | SPecimen type Comments 'WHO EUL or others
equipment) equipement) (months)
For consumables
S - . . N : . and details of . .
BKit Virus Finder Covid-19 Hpyris Ltd. see IFU see IFU see IFU .| Health Canada/Interim Order
K componants refer
to IFU
NovaSeq 6000 Sequencing System
NextSeq 500 Sequencing System
For cm‘sm]mblcs Health Canada/Interim Order
; UG T T . . Sars-Cov-2 ; . N and details of - .
see IFU Hlumina® COVIDSeq"™ Test | 3072T/kit Tlumina N see IFU see IFU see IFU o US FDA EUA
Genome componants refer
to IF PMDA
o IFU
NextSeq 550 Sequencing System
NextSeq 550Dx Sequencing System
7500 Fast Dx Real-
Time PCR
instrument (Applied
QIAamp® DSP Biosystems)
Viral RNA
Mini Kit (Qiagen) CFX96 Touch Real-
Time PCR
Detection System (Bio For consumables
ot Smart Detect™ SARS-CoV-2 N Rad) InBios International, ORF1b, I - o T and details of AT
Cova-E rRT-PCR Kit 48T/kit Inc N and E genes seelfU scelkU see [FU componants refer US FDA EUA
MagMAX toIFU
Viral/Pathogen 11
Nucleic Acid CFX384 Touch
Isolation Kit Real-Time PCR
Hamilton MagEx  Detection System (Bio:
Star automated Rad)
liquid handling
system
For consumables
’ stoct™ _CoV-s i0s Internations s of
COVaC Smart DLIE,E,I SA}_{S CoV-2 InBios International, see IFU see IFU see IFU and details F)t | Health Canada/Interim Order
rRT-PCR Kit Inc componants refer
to IFU

0LS



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e P
Manufacturer Product Product Name . H tform . a Recommended . Eligibility criteria
Catalogue number (IVD product) efe d Lquipmenl) equipement) Ee=shabng (sx:il:(l}l;c) storage temperature | SPecimen type ot WHO EUL or others
KingFisher Flex X umables
nucleic acid Applied Biosystems Ipsum Diagnostics h;x:io(ll];x:;: ofts
COV-19 IDx assay 96T /kit extraction QuantStudio12 Flex P oo ’ see IFU see IFU see IFU compomr‘ns refer US FDA EUA
systems QS12 (QS12) instrument o ‘IFU
instrument
Vu'.nl ““f"lmc {1(‘,1(1 Applied Biosystems
isolation kit .
N QuantStudios
(Bioperfectus instrument
Technologies) Jianesu Bioperfectus For consumables DA T
JC10223-INW-50T | COVID-19 Coronavirus Real |  50T/kit 5 Jiangsu Bioperfectus | opp o anan| and details of US DA EUA
. roeT D 1 L Technologies Co Ltd see IFU see IFU see IFU e TGA
JC10223-INW-25T Time PCR Kit 25T/kit (China) genes componants refer WHO EUL
QIAamp® Viral = 7500 Real-Time PCR toIFU
RNA instrument (Applied
Mini Kit (Qiagen) Biosystems)
. . L - For consumables
Novel Coronavirus (SARS-CoV+  24T/kit 7500 Real-Time PCR | . ne oot -
2) Fast Nucleic Acid Detection | 48T/kit see IFU instrument (Applied Jl‘mf‘;m Cow m }.Sulmuh ORF1ab d‘nd N see IFU see IFU see IFU 3 and dc,tmlfg 01 USFDA EUA
Kit 61 /kit Biosystems) Co., Ltd. (China) genes componants refer
9 systems to IFU
For consumables
KANEKA Direct RT-PCR kit KANEKA . and details of >
SARS-CoV-2 CORPORATION seelFU sceIFU seelFU 1 componants refer PMDA
to IFU
For consumables
SmartAmp SARS-CoV-2 K.K. DNAFORM see IFU see IFU seerpy | nddetailsof PMDA
c()mp()nanls refer
to IFU
. For consumables
e ey QIAamp Virus  StepOne/StepOnePlus| (o oo oL ) P,
KF2019CoVo1 Km%:ir:z:lis}gt \Li’v 2 96T /kit RNA Mini Kit Real-Time pcR | ! "gj‘ ]L“tr:it“p”“ RdRp genes see IFU see IFU see IFU Cof“]‘so‘f;\tl“‘[‘l“r‘c"m US FDA EUA
(Qiagen) Systems (Applied i {0 IFU

Biosystems)

1.8



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P
Manufacturer Product Product Name N 7 Hop] . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (@ P [DeEDIng Sl storage temperature | SPecimen type ComniEnl WHO EUL or others
equipment) equipement) (months)
CFX96 Real-Time PCR
Detection System (Bio:
Rad)
; LT For consumables
- PowerChek™ 2019-nCoV Real- .QIAdmp@ D .SP .| 7500 Real-Time P.CR Kogene Biotech Co Ltd | RdRp and E . N N and details of US FDA EUA
R6900TD . e Viral RNA Mini Kit | instrument (Applied 5 see IFU see IFU see IFU N
time PCR Kit N . (Korea - Republic of) genes componants refer TGA
(QIAGEN) Biosystems) to IFU
7500 Fast Real-Time
PCR
instrument (Applied
Biosystems)
7500 Fast Dx Real-
Time PCR nasopharyng
instrument (Applied cal swab, For consumables
LabGun™ COVID-19 RT-PCR . Qlaamp® DSP Biosystems) L RdRp and N anterior and details of US FDA EUA
) 96T /kit Viral RNA LabGenomics see IFU see [FU nasal swab N
Kit - . genes componants refer TGA
Mini Kit (Qiagen) CFX96 Touch Real- X imd_ to IFU
Time PCR midturbinate
Detection System (Bio- nasal swab
Rad)
Biosearch Technologies SARS- For consumables
CoV-2 N IntelliQube PCR LGC Biosearch § o . and details of
Real-Time and End-Point RT- 96T/kit System Technologies see [FU see IFU see [FU componants refer US FDAEUA
PCRTest to IFU
Life Technologies Tor consumables
. . N Corporation (USA) . N and details of TGA
TaqPath COVID-19 Combo Kit (see also see IFU see IFU see IFU componants refer PMDA
ThermoFisher) to IFU
For consumables
Lucira COVID-19 All-In-One . . . . P . N o o o and details of US FDA EUA
810055970056 Test Kit 24T/kit Disposable Lucira Device Lucira Health, Inc. N genes see IFU see [IFU see IFU componants refer | Health Canada/Interim Order
to IFU
For consumables
ARIES® SARS-CoV-2 Assay AT bt . TG Qe . . . - . N and details of US FDA EUA
50-10047 Kit 24T /kit Luminex® ARIES® System Luminex Corporation see IFU see IFU see IFU componants refer | Health Canada/Interim Order
to IFU

LS



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e e
Manufacturer Product Product Name H tform . a Recommended . Eligibility criteria
Catalogue number (IVD product) efe d ;quipmenl) e emend) Ee=sbabns (SI:EI::}‘S storage temperature | SPecimen type Cormiets WHO EUL or others
bioMérieux®
NucliSENS® E bl
a5 IVIAGr Syste : B y PTX( . F1a or consumables
NxTAG® CoV Extended Panel S casy @ System 1 umlr}cx@ MAGPIX® Luminex Molecular (,)RI 12b, N ; N N and details of US FDA EUA
1054C0463 96T /kit instrument . N Gene and E see IFU see I[FU see IFU N ) N .
Assay . . - Diagnostics, Inc. N componants refer | Health Canada/Interim Order
including xPONENT Gene {0 IFU
bioMérieux®
EMAG® System
bioMérieux® )
NuchSENS® Smmab, ¥ . ;
. asyMAG® Syst inex® (@ X and v or consumables
NxTAG Respiratory Pathogen o ey D System Lumulxex(lg MAGPIX® Luminex Molecular Gene and - . and details of A T
1056C0468 ’ 96T/kit instrument X . see IFU see [FU see IFU § US FDA EUA
Panel + SARS-CoV-2 . . Diagnostics, Inc. Influenza A & componants refer
including xPONENT B and RSH to IFU
<b10Mcncux® and others
EMAG® System
. For consumables
. . . Luminultra . "
GCRNA-COVID-96R Genecount L‘mdilg Rt-Qper Technologies Ltd. see IFU see IFU see IFU and details of Health Canada/Interim Order
Assay Kit Canad componants refer
(Canada) to IFU
Qiagen DSP
Virus/Pathogen Kit ,, - . . .
on QIAsymphony Roche LightCycler 480
o N I
Sp
(Qiagen)
MagMax
Viral/Pathogen e
Nucleic Acid Appllc—dol(il(;?ilcms
Isolation Kit 7500 Fas
. Dx
B(_APPlK‘d ) For consumables
JumiraDx -CoV-: V. iosystem. . N ail ~
Loi8180030096 | umiraDx Sg‘,;skm 2 RNA LumiraDx UKLtd | ORFiaGene |  see IFU see IFU see IFU coi‘]“’soiea:“fr‘gﬁer US FDA EUA
b QAamp Viral -\ 4 e cems to IFU
RNA Mini Kit p})lla]ltStl{é{o )
(Qiagen) 5
Agilent AriaMx RT-

PCR Instruments

Agilent Stratagene
Mx3005P RT-PCR
Instruments

£LS



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated Ty
Manufacturer Product Product Name . N . Horny . 2 Recommended . Eligibility criteria
Catalogue number (VD product) zq“imm) e DCEinEe (sl:.‘f:"lg storage temperature | SPecimentype COmnEnY WHO EUL or others
Applied Biosystems
7500 Fast
Dx
Applied Biosystems
QuantStudio 5
Applied Biosystems
QuantStudio 7 Flex
For consumables
_CoV-2 RN. che LightCycler P otails of
Loi8180130006 | MiraDX SARS-CoV-2 RNA n/a Roche LightCycler480| | o0 b UK | ORF1aGene | see IFU see IFU seetpy | Anddetailsof US FDA EUA
STAR Complete 1T componants refer
to IFU
Bio-Rad CFX96 Touch
Real-Time PCR
Detection System
Agilent AriaMx RT-
PCR Instruments
Agilent Stratagene
Mx3005P RT-PCR
Instruments
Nucleic Acid
BUSGN7101109 32T /kit Extraction Kit,
Manual Version
or
Nucleic Acid 7500 Real-Time PCR For consumables
BUSGN7102109 SARS-CoV-2 Fluorescent PCR 64T/kit | Extraction Kit, Fast; ~ Systems with v2.3 | Maccura Biotechnology| ~ ORF1ab, o T e 1T and details of A T
Kit Version software (Applied (USA) LLC N and E genes see IFU see [FU componants refer US FDA EUA
Biosystems) to IFU
; o QIAGEN QIAamp
BUSGN7103109 96T /kit Viral RNA Mini Kit
EZ1 Virus
Mini Kit v2.0
on For bl
NV YRR EZ1 Advanced 7500 Fast Dx Real- ; PP ; or consumabes
SARS-CoV-2 DF .'l ECTR benchtop Time PCR Instrument Mammoth Biosciences, R}’:md N see IFU see IFU ee IFU and dctml§ of ) US FDA EUA
Reagent Kit UR Inc. Gene componants refer
automated (Applied Biosystems) to IFU
extraction
instrument

(Qiagen)

vLS



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated PR o
Manufacturer Product Product Name , H i . . Recommended. . Eligibility criteria
Catalogue number (IVD product) zq“ipmm) equipement) D mEe (sﬂf’l:t'l“?) storage temperature | SPecimen type (ComEns 'WHO EUL or others
Materials and . For consumables
ST-CV19-2SF MatMa(,or;? ,(’OV [D-19 28 MatMaCorp Solas 8 Instrument Mac!uncs L_orpomtmn RdRp gene see IFU see [FU see IFU and details of US FDA EUA
Test of America (DBA componants refer
MatmaCorp, Inc.) to IFU
For consumables
MEBRIGHT SARS-CoV-2 Kit Medical & Biological see TFU see IFU seetpy | Anddetailsof PMDA
Laboratories Co., Ltd. componants refer
to IFU
For consumables
COV4100 Accula SARS-Cov-2 Test Aceula™ Dock or the Silaris™ Dock Mesa Biotech Inc. see IFU see [FU see IFU and details of US FDA EUA
componants refer
to IFU
For consumables
7K105 Veri-Q PCR 316 COVID-19 50 test/kit ) Queton e ORFsaand N " = . and details of TGA
7K111 Detection Kit 100 test/kit Veri-Q System MiCoBioMed Co Ltd gene target see IFU see IFU see IFU componants refer WHO EUL
to IFU
For consumables
Smart Gene SARS-CoV-2 Mizuhomedy Co., Ltd. see IFU see IFU see IFU and details of PMDA
componants refer
to IFU
For consumables
MobileDetect Bio BCC19 (MD- e . ) . . E and N gene . . . and details of . .
Bio BCC19) Test Kit 12T/kit MD-Bio heater MobileDetect Bio Inc. target see IFU see [FU see IFU componants refer US FDA EUA
to IFU
NeuMoDx"™ 288 Molecular Nsp2 taraet For consumables
100800 NeuMoDy™ SARS-CoV-2 Test | o0y [500100] or NeuMoDx Molecular, | P78 U FU - and details of US FDA EUA
3 Strip 9 1 NeuMoDx™ 96 Molecular System Inc. an; g:nc see see see componants refer TGA
[500200] Arge to [FU
Nsp2 target
NeuMoDx™ 288 Molecular System and N gene For consumables
} NeuMoDx Flu A-B/RSV/SARS- . [500100] or NeuMoDx Molecular, | target and and details of .
300800 CoV-2 Vantage Assay 96T/kit NeuMoDx™ 96 Molecular System Inc. Influenza A/B see IFU see IFU see IFU componants refer US FDA EUA
[500200] and RSV M toIFU
genes
TAN Bead® Applied Biosystems
extract system | 7500 & 7500 Fast Real
(Taiwan Advanced Time PCR For consumables
XCos07: Sars-Cov-2 Virus Detecti oT/kit Nanotech) System Tﬁ‘:}ﬂzi?;‘gg:‘“‘;& ORF1ab, see IFU sce [FU see IFU and details of | Health Canada/Interim Order
5073 Diagnostic Kit 5 sies Lo, N and S genes h : N componants refer ‘WHO EUL

RNeasy Mini Kit
(Qiagen)

(China)

to IFU

LS



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform

Anticipated

Platform P
Manufacturer Product Product Name N 7 . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (it £ Detection type el flife storage temperature | SPecimen type Comments 'WHO EUL or others
equipment) equipement) (months)
For consumables
DXTM67120 2019-NCoV Tagman Rt-PCR Norgen Biotek Corp. | RdRpand E ., N . and details of i - .
(500RXNS) Kit Dx (Canada) Gene see IFU see IFU see IFU componants refer Health Canada/Interim Order
to IFU
For consumables
DXTM67100 2019-NCoV Tagman Rt-PCR Norgen Biotek Corp. | RdRpand E ; o . and details of N . .
(50RXNS) Kit Dx (Canada) Gene see IFU see [FU see IFU componants refer Health Canada/Interim Order
to IFU
For consumables
DXTM67200 COVID-19 Taqx}mn Rt-PCR Kit Norgenvﬁlotok Corp. RdR‘p and E see IFU see IFU see IFU and details of | Health Canada/Interim Order
(e/rdrp Genes) Dx (Canada) Gene componants refer
to IFU
7500 Fast Real-Time
PCR
System (Applied
Biosystems)
QIAsymphony
DSP A For consumables
o sy QuantStudios Flex - ; - e
RDM101-X | Kaira 2019-nCoV Detection Kit|  1007/kit |V "us/Pathogen Kit - g rument | . OPTOLANE RdRpand £ | gy see IFU seeTpy | nddetailsol US EDA EUA
on . L Technologies, Inc. Gene componants refer
QlAsymphony SP (Applied Biosystems) to IFU
(Qiagen)
CFX96 Real-Time PCR|
Instrument (Biorad)
; i Applied Biosys
QIA“E&?& RNA 7500 & 7500 Fast Real
(Qiagen) Time PCR i
System RdRp gene, N Tor consumables
IFMR- GeneFinder™ COVID-19 Plus 100T/Kit OSANG Healthcare Gen;md’F see TFU see TFU see TFU and details of US FDA EUA
45 RealAmp Kit " Co., Ltd Lo : 7 componants refer | Health Canada/Interim Order
DNA and Viral NA Gene

Small Volume Kit  CFX96 Real-Time PCR
(Roche MagNA  Instrument (Biorad)
Pure 96)

to IFU

9.8



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e e
Manufacturer Product Product Name e . H tform . a Recommended . Eligibility criteria
Catalogue number (IVD product) ;quipmenl) e pement) Ee=shabng (sl:ﬁ'::}‘;“) storage temperature | SPecimen type ot WHO EUL or others
7500 Fast Real-Time
PCR
System (Applied
Biosystems)
Duo instrument QuantStudios Flex
(Thermo Scientific)  (QS5) instrument
(Applied Biosystems)
For consumables
99-57003 OPTI SARS-CoV-2 RT PCR . e OPTI Medical Systems,| N gene and : T . and details of CTTA T
99-27004 Test Lxghtf})(kr 480 Inc. RdRp gene see IFU sce [FU see IFU componants refer US FDA EUA
(System IT) 10 IFU
(Roche)
Agilent Mx3005P™
(Agilent)
Flex instrument
(Thermo Scientific)
Bio Molecular Systems
Mic qPCR (IDEXX
Laboratories)
see For consumables
P23 Labs Tat}i—’;tthSARS—CoV—z see IFU ThermoFisher TagPath COVID-19 P23 Labs, LLC see [FU see IFU see IFU see IFU mi‘]‘]]doic,\tl?:lf;rz;cr US FDA FUA
y Combo Kit pto il’U
. For consumables
DetectX-Rv see IFU IYI‘llllﬁ\mp‘.‘-\:,’ﬁgzt PathogenDx, Inc. see IFU see IFU see IFU see IFU N and de,tﬂxlé Of. § US FDA EUA
(ThermoFisher) componants refer

to IFU

LLS



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Manufacturer Product Product Name
Catalogue number (IVD product)

Platform Platform
« i e

equipment) equipement)

Detection type

Anticipated
Shelflife
(months)

Recommended

storage temperature

Specimen type Comments

Eligibility criteria
'WHO EUL or others

PerkinElmer® New
2019-nCoV-PCR-AUS|  Coronavirus Nucleic Acid
Detection Kit

48T/kit

PerkinElmer®
Nucleic Acid
Extraction Kits  Applied Biosystems
(KNo2i2)and = 7500 Real-Time PCR
PreNAT IT System
(SY61)(software
version 1.00.06).

chemagic™ Viral
DNA/RNA 300 Kit
special H96 (CMG-

1033, 01;1)6_1033- Applied Biosystems™
7500 Fast Dx Real-

fem
and chemagic Time PCR System

360 (2024-0020)

with chemagic™

Rod Head Set 96
(CMG371)

PerkinElmer, Inc. /
Suzhou Sym-Bio

Applied Biosystems™
QuantStudio 3 Real-
Time PCR System

Applied Biosystems™
QuantStudio 5 Real-
Time PCR System

Analytik Jena qTower3
/ qTower3G Real-
Time PCR System

Analytik Jena qTower3
84 / qTower3 84 G
Real-Time PCR
System

Lifescience Co Ltd

ORF1ab gene
and N gene

see IFU

see [IFU

see IFU

For consumables
and details of
componants refer
to IFU

US FDA EUA
Health Canada/Interim Order
WHO EUL

8LS



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated U
Manufacturer Product Product Name . ! o . . Recommended . Eligibility criteria
Catalogue number (IVD product) = g Lquipmenl) equipement) etetionlype (sx:il:(l}l;c) storage temperature | SPECimen type oD WHO EUL or others
Thermo Fisher
MiniAmp Thermal
cycler with
IntelliPlexTM 1000 b bl
- For consumables
. s o niCode Processor "
82303-U IntelliPlex SARS-Cov-2 gotjkit | QAmP VI RNA - Fep i cat, Plexbio Co, 1td, | RARPEEBE NI, g see IFU seetpy | tnddetailsof US FDA EUA
Detection Kit Mini Kit (Qiagen) No. 8003- and E Gene componants refer
0.80033) to IFU
and PlexBio 100
Fluorescent Analyzer
(PlexBio; Cat. No.
80000)
; FastPlex Triplex SARS-CoV-2 g QIAmp Viral RNA | DropX-2000 Digital e RdRp gene o 11 o 1T nasopharyng A T
02011019 detection kit 24Dy (Qiagen) PCR System PreciGenome LLC |, 1N Gene scelfl seelFU cal swab USEDAEUA
For consumables
Triplelock sAl_(s—Lov—z Test ) Prc_msu_)n see TFU see TFU nasopharyng | and dctaﬂ} .uf | Health Canada/Interim Order
Strips Biomonitoring Inc cal swab | componants refer
to IFU
For consumables
ELITe MGB SARS-CoV-2 PCR Precision System T T g and details of
Detection Kit Science Co., Ltd. seelFU seelFU see [FU componants refer PMDA
to IFU
Applied Biosystems®
7500 Real-Time PCR
System
GXT DNA/RNA For consumables
Z-PATH-COVID-19- | COVID-19 genesig® Real- . xtraction kit Bio-Rad CFX R \ “nddetaloof WHO EUL
N o © 96T/kit (GenoXtract®, ™ Primerdesign Ltd Orf1 ab gene 12 months see [FU see [FU ) o
CE Time PCR assay 7 Connect componants refer TGA
’ . Bm,k“"HAH\ Real-Time PCR to IFU
Lifescience GmbH) Detection
System

Roche® LightCycler

48011

6L



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P
Manufacturer Product Product Name N 7 Hop] . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) :quipmm] ey [DeEDIng (s.:“sl::;;'; storage temperature | SPecimen type ComniEnl WHO EUL or others
Applied Bio
o 7500 Real-
(’?(l DN.A/ RNA System
Extraction kit
(GenoXtract®, BioRad CFX For consumables
7-COVID-19 (US COVID-19 genesig® Real- L Bruker-HAIN i0-Rad CF. o b sene . . o - and details of A T
ONLY) Time PCR assay 96T /kit Lifescience GmbH) Connect™ Primerdesign Ltd Orf1 ab gene 12 months see [FU see I[FU componants refer US FDA EUA
Real-Time PCR to IFU
Detection
System
QIAamp Viral RNA  Roche® LightCycler
Mini kit 48011
7500 Fast Real-Time
. System (Applied
RTA Viral RNA 3;2'3,;0[;&38
Extraction Kit as 3
extraction Kit (RTA
Laboratories) CFX96 Touch Real-
Time PCR .
Detection System (Bio Procomeure Biotech For consumables
PCCSKU15261 PhoenixDx® 2019-nCoV 50T/kit Rad) GmbH (Trax . E gene and see IFU see IFU see I[FU and details Fﬁ ) US FDA EUA
Services | RdRp gene componants refer
- Inc.) to IFU
Qléamp M.mhl.utc Rotor-Gene Q
Virus Spin Kit .
(Qiagen) (Qiagen)

High Pure Viral
RNA Kit (Roche)

08¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e P
Manufacturer Product Product Name H tform . 2 Recommended . Eligibility criteria
Catalogue number. (IVD product) fe d :quipmenl) s HEiEaonEre ::"21:";:) storage temperature | SPecimen type ComineTts WHO EUL or others
RTA Viral RNA 7500 Fast Real-Time
Extraction Kit as PCR
extraction Kit (RTA  System (Applied
Laboratories) Biosystems)
. MagMax CFX96 Touch Real-
Viral/Pathogen .
L Time PCR
Nucleic Acid . .
N ) Detection System (Bio-
Isolation Kit Rad)
(Thermo Fisher) <
QI‘éﬂ.mp B{lnE!ute Rotor-Gene Q
Virus Spin Kit (Qiagen)
(Qiagen) 28
High Pure Viral DTPrimes
RNAKit (Roche)  (DNA Technologie)
SphaeraMag
DNA/RNA qTower3G
Isolation Kit (Analytik Jena)
(Procomeure) Procomcure Biotech Tor consumables
PCCSKU15262 Phoemex@lsARSfConz s0T/kit ) ) GmbH (Trax ) ORF1ab see TFU see IFU see [FU and de'tu|1§ -ot US FDA EUA
Multiplex Applicd Biosystems™ | Management Services | and N genes componants refer
QuantStudio 1 Real- Inc.) to IFU
Time PCR Instrument
(ThermoFisher)
Applied Biosystems™
QuantStudio 3 Real-

Time PCR Instrument
(ThermoFisher)

Applied Biosystems™™
QuantStudio 5 Real-
Time PCR Instrument
(ThermoFisher)

Applied Biosystems™
QuantStudio 7 Real-
Time PCR Instrument
(ThermoFisher)

18¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated TR
Manufacturer Product Product Name N 7 Hop] . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) :q“ipmm) ey [DeEDIng (s':sl::l‘;'; storage temperature | SPecimen type ComniEnl WHO EUL or others
For consumables . .
" P Orf1b poly - ’ R USFDA EUA
691223 QlAstat-Dx ‘3“"“‘“"“ SARS- 6 Tests  System QIAGEN GmbH gene (Rdrp) see IFU sce IFU nasopharyng |~ and (‘L,td‘k of | Health Canada/Interim Order
CoV-2 Panel dE eal swab | componants refer TGA
and E genes {0 IFU
CFX96 Touch Real-
Time Detection
System (Biorad)
For consumables
#1110 with #1105 . i . . . Quick-RNA Viral =~ CFX384 Touch Real- Quadrant Biosciences o saliva swab and details of A
#1154 with #1155 Clarifi COVID-19 Test Kit 480T/kit 96 Kit Time l)ctr?ctmn Inc. RdRp genes see IFU see [FU specimen | componants refer US FDA EUA
System (Biorad) to IFU
QuantStudio 5
instrument (Applied
Biosystems)
Roche MagNA
Pure-96 (MP96)
Mag-Bind Viral L For consumables
. S Applied Biosystems . . o
. Quest SARS-CoV-2 rRT-PCR S RNA Xpress Kit e Quest Diagnostics . . . - e and details of A T
39433 Kit 96T/t (Omega Bio-Tek, 7500 Rg‘i’{‘::m PCR Infectious Disease Inc Gene Nt&N3) - 12months seelFU see IFU componants refer USFDAEUA
Cat. M6219-2304) yste 1o IFU
with the
MagEx STAR
(Hamilton)
For consumables
Quest Diagnostics RC COVID- " Quest Diagnostics | . . o and details of A T
10 +Flu RT-PCR 96T/kit cobas 6800/8800 (Roche) Infectious Discase Inc Gene N1&N3| 12 months see IFU see IFU componants refer US FDA EUA
to IFU
Quest Diagnostics
Self-Collection Kit
. . . 5 . . for COVID-19
Quest Diagnostics RC SARS 96T /kit cobas 6800/8800 (Roche) Quest Diagnostics ORF1a/b 12 months see [FU see IFU TFor consumables US FDA EUA

CoV-2 rRT-PCR Kit

Infectious Disease Inc

and details of
componants refer
to IFU

8¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated imihili P
Manufacturer Product Product Name = h L] N s Recommended . . Eligibility criteria
Catalogue number (IVD product) (Ext P Lo Sheltlife storage temperature | SPecimentype Comlents WHO EUL or others
equipment) equipement) (months)
nasopharyng | Quest Diagnostics
ORF1ab eal swabs, | Self-Collection Kit
. . 5 . . L oropharynge for COVID-19
Quest Dlvagnosvl‘lcs .HA sARS 96T/kit Aptima (Hologic) Que.St Dlagnosncs Reglpn R 12 months see IFU al swabs, | For consumables US FDA EUA
CoV-2 rRT-PCR Kit Infectious Disease Inc ORF1ab .
i sputum, and details of
Region 2 BAL,and | componants refer
" - to IFU
nasopharyng Quest Diagnostics
ORF1ab cal swabs, | Self-Collection Kit
. . . _ . . L oropharynge for COVID-19
Quest D}agnovs!lcsw}’l S.ARS 96T/kit Panther Fusion (Hologic) Que_s t l)lagnosncs Reglpn ! 12 months see IFU al swabs, For consumables US FDA EUA
CoV-2 rRT-PCR Kit Infectious Disease Inc ORF1ab .
. sputum, and details of
Region 2 BAL,and | componants refer
tracheal toIrU
aspirates
bioMérieux Applied Biosystems
NucliSENS 7500 Real Time PCR
easyMAG System
Applied Biosystems
7500 Fast Dx
Real-Time PCR
System
Nasopharyng| For consumables
SKU # CE-M120 | Lyra SARS-CoV-2 rRT-PCR Kit|  o6T/kit Roche Quidel Corp. Orfiab see IFU see IFU calor and details F’; ) USFDAEUA
LishtCycler 480 oropharynge | componants refer | Health Canada Interim Order
ghtCy 4 . .
al specimens to IFU
Qiagen Rotor-Gene Q
Bio-Rad CFX96 Touch
Thermofisher
QuantStudio 7 Pro
Nasopharyng| For consumables
M313 Solana SARS-CoV-2 Assay 96T /kit Solana Instrument Quidel Corp. Orfiab see IFU see IFU cal or and details of US FDAEUA

oropharynge
al specimens

componants refer
to IFU

Health Canada Interim Order

£8¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated TR
Manufacturer Product Product Name N 7 Hop] . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) E P [DeEDIng Sl storage temperature | SPecimen type ComniEnl WHO EUL or others
equipment) equipement) (months)
nasopharyng | For consumables
KCCOV19-24 Rheonix COVID-19 MDx 96T/kit Rheonix Encompass MDx® Workstation Rheonix ORF1a/b see IFU see IFU eal and and details of US FDA EUA
Assay oropharynge | componants refer
al swab to IFU
For consumables US FDA EUA
09175431190 Cobas SARS-CoV-2 RT-PCR 1927T/kit e Yot . - o . and details of | Health Canada/Interim Order
00343733190 Kit 480T/kit cobas 6800/8800 Roche Diagnostics ORF1a/b see IFU see IFU see [FU componants refer PMDA
0 IFU WHO EUL
ORF1a/band
nucleocapsid
protein gene
with matrix For consumables US FDA EUA
- cobas SARS-CoV-2 & Influenza . e Roche Molecular gene of B — § and details of | Health Canada/Interim Order
09233474190 A/B Nucleic Acid Test 96T/kit cobas 6800/8800 Systems, Inc. Influenza A, sce Ik seelkU scelfy componants refer IDA
and non- to IFU TGA
structural
protein gene
of Influenza B
ORF1a/band
nucleocapsid
protein gene
with matrix For consumables DA T
09211101190 cobas SARS-Cov-2 & Influenza 20T/kit cobas Liat System Roche Molecular gene of see IFU see IFU see [FU and detailsof |y, Ith CU1§ ld]:)ﬁﬂ:tlfl{?m Order
9 9 A/B Nucleic Acid Test ODas LIAEOYSte Systems, Inc. Influenza A, : see componants refer | 1 cAt banaca/ mic ¢
and non- toIFU
structural
protein gene
of Influenza B
QIAamp Virus
24T/kit RNA Mini Kit (cat.
el Coronavirus (2019~ #52904) S : .
‘N ovel Cor onavirs onlg . Applied Biosystems . For consumables US FDA EUA
. nCoV) Nucleic Acid Diagnostic - ORF1ab and N , N and details of .
S3104E e 7500 Real-Time PCR | Sansure Bio Tech Inc. see IFU see IFU see IFU .| Health Canada/Interim Order
Kit (PCR-Fluorescence System genes componants refer i
Probing) ¥ toIFU

48T/kit

without Extraction

12519



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated (T P
Manufacturer Product Product Name . . Z Hop . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) e b L EEe SRclife storage temperature | SPecimen type Coininei WHO EUL or others
equipment) equipement) (months)
Viral RNA
ScienCell™ SARS-CoV-2 Isolation Kit F bl
soronavirus Real-time RT- ienC iehtCvele cal- or consumables
RX7038 (j()“mf"\ uu,t Real tlm\., RT i o (ScienCell) Itl,_:,l?tL)(,l(,‘r® 96 Real o RARp gene, N ) ) ) and details of ) )
PCR (RT-qPCR) Detection Kit 96T/kit Time PCR System ScienCell . see IFU see IFU see IFU e US FDA EUA
(RX7048) N A - Gene componants refer
(Multiplex option) QIAamp Virus (Roche) to IFU
RNA Mini Kit
(Qiagen)
CFX96 Real-Time PCR
Instrument (Biorad)
STANDARD M nCoV Real- Qlaamp Virus f\gg)g\fd gx:;mle Real ORF1ab, E oot
M-NCOV-01 rhoy Red 96T/kit RNA Mini Kit 7200 & 7500 Fast Rea SD Biosensor an, & see IFU see IFU see IFU § ans ol US FDA EUA
Time Detection kit (Qiagen) Time PCR genes componants refer
8 System to IFU
Roche LightCycler 480
Real-Time
PCR systems
CFX96 Real-Time PCR
Instr Biorad
QUAamp Virus nstrument (Biorad)
RNA Mini Kit
(Qiagen) Applied Biosystems
7500 & 7500 Fast Real
Time PCR
System
For consumables
. U-TOP™ COVID-19 Detection S PANAMAX Viral . ) . |ORF1aband N . § . and details of US FDA EUA
85-9930 Kit 96T/kit DNA/RNA Seasun Biomaterials Gene see IFU see IFU see IFU componants refer | Health Canada/Interim Order
Extraction Kit to IFU
performed on the
PANAMAX 48
Nucleic Acid
Extraction System
TOP Viral
DNA/RNA
Extraction Kit
CFX96 Real-Time PCR
Instrument (Biorad) For consumables
oo AQ-TOP COVID-19 Rapid o QIAamp DSP Virus - o |ORFlaband N o T o THY o T and details of A
$S-9920 Detection Kit 96T/kit Kit (Qiagen) Seasun Biomaterials Gene see IFU see [FU see IFU componants refer US FDA EUA

to IFU

¢8¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P
Manufacturer Product Product Name N X LA . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (it £ Detection type el flife storage temperature | SPecimen type Comments 'WHO EUL or others
equipment) equipement) (months)
CFX96 Real-Time PCR|
Instrument (Biorad)
QIAamp DSP Virus
Kit (Qiagen)
Applied Biosystems
7500 Real-Time PCR
System
For consumables
AQ-TOP COVID-19 Rapid - PANAMAX Viral § . . ORF1ab and N . N . . and details of AT
SS-9940 Detection Kit PLUS 96T/kit DNA/RNA Seasun Biomaterials Gene see IFU see IFU see IFU componants refer US FDA EUA

Extraction Kit
performed on the
PANAMAX 48
Nucleic Acid
Extraction System

TOP Viral
DNA/RNA
Extraction Kit

to IFU

98¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Manufacturer Product Nam Elatorm) Elztiorm ) auticiates Recommen . Eligibility criteri
:a“ma:gmu:enm:u [l?l‘ll)“:xlud:ct)e 1 d :quipmm) sy HECE e az‘::l‘g slor:z:g mm;f::.re Specimen type Comments wngl;sulg:r others
Microlab STARIet
IVD (Cat. No.  {CFXg6 Real-Time PCR|
173000-075, Instrument (Biorad)
Hamilton Co.)
STARMag 96 X 4
Universal Cartridge
Kit
(Cat. No. CFX96 Touch Real-
744300.4.UC384, | Time PCR Detection
Seegene Inc.) using:  System (Bio-Rad)
Microlab NIMBUS
IVD instrument
(Microlab)
5 ira
Qk’;fll?p ‘I)Sl"‘\ iral Applied Biosystems
ini Kit using _ .
QlAcube 7500 & 7:}00 Fast Dx
. Real-Time PCR
instrument B
(QIAgen) System
. . . For consumables
RPIOI |yt songencov assaykie| 00T/ KR O 61 S I RSRP gcng’FN 1FU IFU ppy | enddetailsof US FDA EUA
RP10252W plex™ 2019-nCoV Assay kit | by RNA/DNA cegene Inc ene and E see see see componants refer )

Extraction Kit
(GeneAll) (manual)

MagMAX
Viral/Pathogen
Nucleic Acid
Isolation Kit
using KingFisher
Flex instrument

MagNA Pure DNA
and Viral NA Small
Volume Kit using
Roche MagNA
Pure 96

AdvanSure NA EX
Kit (extraction kit)
using
AdvanSure E3
Instrument System
(LG Chem)

Gene

to IFU

L8S



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated TR
Manufacturer Product Product Name N 7 Hop] . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (Eixt £ Detection type el flife storage temperature | SPecimen type Comments 'WHO EUL or others
equipment) equipement) (months)
RdRp gene, N For consumables
Allplex™ SARS-CoV- . . Gene and E . . . and details of e
o/FluA/FIuB/RSV Assay see [IFU Seegene Inc Gene and see IFU see IFU see IFU componants refer TGA
Influenza A/B to IFU
PCSYHF02-a 48T/kit 7500 Fast Dx F bl
. | b QIAamp DSP Viral Real-Time PCR Shanghai Fosun Long N or consumables
Fos ID- _ oF and details
Fosun COV H.) 19 l.u PCR RNA Mini Kit Instrument March Medical Science ORF1ab, 12 months see IFU see IFU and details 01‘ US FDA EUA
Detection Kit . . | e N and E genes componants refer
(Qiagen) (Applied Co Ltd (China) t0 IFU
PCSYHF03-a 96T /kit Biosystems™)
Novel Coronavirus (2019- Lo For consumables
O BT . . Shanghai Fosun Long N "
PCSYHF nCoV) RI-PCR Detection Kit March Medical Science | ORF1abs see IFU see IFU seeqpy | nddetailsol WHO EUL
(commercial name: Fosun Co L4d (China) N and E genes componants refer
2019-nCoV qPCR) : < to IFU
GenAct NE-48
(Shanghai 7500 §
Novel Coronavirus 2019-nCoV GeneoDx) Real-Time PCR Shanghai GeneoDx ORFiab and h')r C;)'i“":";e_”ﬂ;”
GZ-D2RM25 Nucleic Acid Detection Kit 50T/kit Instrument Biotechnology Co., Ltd e see IFU see IFU see [FU and detatls 0 N WHO EUL
: . : . N genes componants refer
(Real-time PCR) QIAamp DSP Viral (Applied (China) {0 IFU
RNA Mini Kit Biosystems™)
(Qiagen)
Applied Biosystems
7500 Real-Time PCR
System
nucleic acid
extraction product ORF1ab and N For consumables
Diagnostic kit for SARS-CoV-2 S and equipment of CFX96 Real-Time PCR| Shanghai Kehua bio- T . . P o T and details of . .
KH-G-M-574-48 Nucleic acid (Real-time PCR) 48T/kit Shanghai Kehua  Instrument (Biorad) | engineering Co., Ltd ng:n‘::d b 12 months seelkU seelFU componants refer WHO EUL
bio-engineering SENES to IFU
Co., Ltd
Tianlong Gentier 96E
. . Applied Biosystems N Tor consumables
Novel Coronavirus (2019- QIAamp Virus - - o e ORF1ab and N . .
RR-0485-02 | nCoV) Real Time Multiplex RT|  25T/kit RNA MiniKit 7500 &7500 Fast Realy Shanghai ZJ Bio-Tech | =\ (O 4 see IFU see IFU see IFU and details of WHO EUL
- . Time PCR Co Ltd (China) componants refer
PCR Kit (Qiagen) ; genes o
System to IFU

88¢



SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated T
Manufacturer Product Product Name . . togm| 5 J Recommended . Eligibility criteria
Catalogue number (IVD product) éq“ipmm) e e iontng (S;:I::I‘s storage temperature | SPecimen type ComrmeEs WHO EUL or others
nucleic acid
extraction product
and equipment of ABI Prism 7500
Shanghai ZJ Bio-
Tech
QIAamp Virus . s v
RNA Mini Kit CFX96 Real lm_le PCR
. (Qiagen) Instrument (Biorad) Tor consumables
Novel Coronavirus (2019- . Shanghai 7J Bio-Tech ORF1ab and N and déhils of ;
RR-0479-02 nCoV) Real Time Multiplex RT7  25T/kit Angha . " | genesand E see IFU see IFU see IFU 3 SRR TGA
PCR Kit (Detection for 4 : Co Ltd (China) . componants refer
'CR Kit (Detection for 3 genes) genes 10 IEU
SLAN
MIC POC Dx48
PureLink™ Viral B bl
RNA/DNA Mini  Not required (RT- e . or consumables
3 - V- rl [0
Sherlock CRISP_R SARS-CoV-2 96T /kit Kit LAMP and CRISPR Sherlock BioSciences, |ORF1ab and N 12 months see IFU see TFU and ds?tmlje of ) US FDA LUA
Kit Ther: isher Technology used Inc. genes componants refer
(T qe{mo.lf‘ls) er ‘echnology used) to IFU
Scientific
For consumables
Ampdirect 2019-nCoV Shimadzu Corporation see IFU see IFU see [FU | and d?t(’“ls of PMDA
detection kit componants refer
to IFU
QUAamp VAUS oy o0 R eal-Time PCR
RNA Mini Kit Instrument (Biorad)
(Qiagen) ° h For consumables
GNT2011-1 Ezplex SARS-CoV-2 G Kit 100T/kit SML GENETREE Co., | RdRPand N see IFU see IFU see [FU and details of US FDA EUA
Ltd. genes componants refer
Applied Biosystems to IFU
7500 Real-Time PCR
System
. . SolGent Co.. Ltd For consumables
DiaPlexQ ND,VEI Corqn a\'n:ls (represented by JK see IFU see [FU see IFU . and dc,m'l‘s Of | Health Canada/Interim Order
(2019-nCoV) Detection Kit Tox componants refer
‘oxpert) to IFU
For consumables
ASM-oo144  |opartan COVID-19 SystemTest| - ypy Spartan COVID-19 System Spartan Bioscience Inc. see IFU see IFU seetpy | anddetailsol Ty Canada/Interim Order

Cartridge

(Canada)

componants refer
to IFU
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SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated P
Manufacturer Product Product Name N X LA . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (@ P [DeEDIng Sl storage temperature | SPecimen type ComniEnl WHO EUL or others
equipment) equipement) (months)
For consumables
PlexPCR® SARS-CoV-2 SpeeDx Pty Ltd see IFU see IFU scetpy | mnddetailsof TGA
(Australia) componants refer
to IFU
Suzhou Sym-Bio For consumables
PerkinElmer® SARS-CoV-2 ifescience Co Ltd and details of
Real-time RT-PCR Assay (China) (represented see IFU see IFU see IFU componants refer TGA
by PerkinFlmer) to IFU
2019-nCoV Fluorescence For L(*iogstm}llablfcs
Detection Real-time RT-PCR Sysmex Corporation see IFU see IFU see I[FU and e m:g .or N PMDA
Kit componants refer
to IFU
For consumables
80-10284 T2SARS-CoV-2 Panel 12T/kit T2Dx® Instrument T2 Biosystems, Inc. see IFU see IFU see IFU and details _Of N US FDA EUA
: componants refer
to IFU
For consumables
Takara SARS-CoV-2 Direct T . N N and details of
PCR detection kit Takara Bio Inc. see IFU see [FU see [IFU componants refer PMDA
to IFU
QIAamp Virus Applied Biosystems
RNA Mini Kit 7500 Real-Time PCR
(Qiagen) System
For consumables
e DroheTM QARG (V.. . ai
68020 ExProbeT M. bAR? CoV-2 TBG Biotechnology | RdRp gene, N see TFU see TFU see TFU ) and dcjtauljs-or. US FDA LUA
Testing Kit EZbead Viral Corp and E genes componants refer
| enead Pl to IFU
Extraction Kit with TBG Q6000 Real-
automated EZbead . ;
Time PCR System
System-32
instrument
PGA4102P1 (liquid) /| SARS-CoV-2 Nucleic acid For consumables
PGA41.0.2P2 detemon' ,l.m bas?d on Real- Tellgen Corporation see IFU see IFU see IFU and demﬂf f’f X WHO EUL
(lyophilized Time PCR componants refer
form) platform toIFU
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SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

\'iral/l’a.lhog(.',n 1T QuantStudio 5 Real-
Nucleic Acid  Time PCR Instrument
Isolation Kit
(manual) and

automated on .

KingFisher™ Flex Applied Biosystems™

Purification System QuanlSUlldio 7 Hlex
(KingFisher) Real-Time PCR

Instrument

Platform Platform Anticipated e e
Manufacturer Product Product Name e - . H tform . a Recommended . Eligibility criteria
Catalogue number (IVD product) canipment) e pement) Ee=shabng (SIL‘EI::}‘S storage temperature | SPecimen type ot WHO EUL or others
MagMAX™
Viral/Pathogen
Nucle}c Au,( d Applied Biosystems
Tsolation Kit - o
7500 & 7500 Fast Real
(manual) and !
Time PCR
automated on System
KingFisher™ Flex .
Purification System
(KingFisher) .
For consumables
. TagPath COVID-19 Combo Kit | . Thermo Fisher  |ORF1ab, S and . . and details of
A47813 Advanced 200T/kit Seientific Inc N genes see IFU see I[FU see [FU componants refer US FDA EUA
to IFU
MagMAX™  Applied Biosystems™
Viral/Pathogen IT - QuantStudio 5 Real-
Nucleic Acid Time PCR Instrument
Isolation Kit
(manual) and
automated on —
KingFisher™ Flex Applied Bms._vslems“‘
Purification System ~ QuantStudio 7 Flex
(KingFisher) Real-Time PCR
Instrument
MagMAX™
Viral/Pathogen
N_“de}c Au.( 1 Applied Biosystems
Isolation Kit - ,
7500 & 7500 Fast Real
(manual) and .
Time PCR
automated on System
KingFisher™ Flex oyste
Purification System
(KingFisher) Thermo Fisher . bl
. . or consumables
) . Scientific I}‘C ORF1ab, S and and details of
A47814 TagqPath COVID-19 Combo Kit | 1000T/kit (see also Life see IFU see [FU see IFU US FDA EUA
L N genes componants refer
Technologies {0 IFU
MagMAX™ Applied Biosystems™ Corporation)
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SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

s Product Name . Platform Platform . Anticipated e . [Eligibilitycriteria
Catalogue number (IVD product) ;quipmm] P [DeEDIng (s.!.‘f,',f&‘.iﬁ storage temperature | SPecimen type ComniEnl 0 EU:.y or others
Applied Biosystems
7500 Fast Real-Time
PCR
System
Thermo Fisher TFor consumables
o866 TaqPath COVID-19, Flua, Pl ooy f:o‘i“‘tl‘i‘fllxg ORFiab,Sand| o e IFU e IFU and details of US FDA EUA
Combo Kit o L N genes componants refer
) Technologies to IFU
MagMAX™ Applied Biosystems™ Corporation)
Viral/Pathogen 11 QuantStudio 5 Real-
Nucleic Acid Time PCR Instrument
Isolation Kit
(manual) and
automated on
KingFisher™ Flex
Purification System
(KingFisher)
For consumables
A47817 Tagpath COVID-19 Rt-PCR Kit T!u?rmg _Flsher see IFU see IFU see IFU and dcmﬂf _Of | Health Canada/Interim Order
Scientific Inc componants refer
to IFU
Thermo Fisher .
TaqPath New Coronavirus Scientific Inc For consumables
(SARS-CoV-2) Real-Time PCR (see also Life sce IFU see IFU scefpy | anddetailsof PMDA

Detection Kit

Technologies
Corporation)

componants refer

to IFU
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SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated e e
Manufacturer Product Product Name . . H tform . a Recommended . Eligibility criteria
Catalogue number (IVD product) efe detail ;quipmenl) e pement) Ee=shabng (sl:ﬁ'::}‘;“) storage temperature | SPecimen type ot WHO EUL or others
MagMAX™
Viral/Pathogen
Nucleic Acid Applied Biosystems
Isolation Kit 7500 & 7500 Fast &
(manual) and Tast Dx Real-Time
automated on PCR
KingFisher™ Flex System
Purification System
KingFisher
(KingFisher) For consumables
TaqPath COVID-19 CE-IVD RT- . Thermo Fisher ORF1ab, S and and details of ;
A48067 PCR Kit 1000T/kit . Scientific Inc N genes seeIFU see IFU see IFU componants refer WHO EUL
MagMAX™ Applied Biosystems™ to IFU
Viral/Pathogen IT Quantstm_lio 5&5Dx
Nucleic Acid Real-Time PCR
Isolation Kit Instrument
(manual) and
automated on .
KingFisher™ Flex Applied Biosystems™
Purification System ~ QuantStudio 7 Flex
(KingFisher) Real-Time PCR
Instrument
MagMAX™
Viral/Pathogen
Egil‘:;j‘;i Applied Biosystems™
(manual) and QuantStudio 7 Flex
2 RIS
automated on Real-Time PCR
KingFisher™ Flex Instrument
Purification System Thermo Fisher
(KingFisher) Scientific Inc For consumables
T ™ VID- i r 14 O d o ~ o a ails - -
249918 TaqPath™ COVID-19 Pooling | - o 1y (sccalsoLife  |ORF1abSandl oy see TFU scelpy | anddetailsol US FDA EUA
Kit Technologi N genes componants refer
MagMAX™ C°° nologics 10 IFU
Viral/Pathogen 11 orporation)
Nucleic Acid

Tsolation Kit
(manual) and
automated on
KingFisher™ Flex
Purification System
(KingFisher)
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SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated TR
Manufacturer Product Product Name N 7 Hop] . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) (it £ Detection type el flife storage temperature | SPecimen type Comments 'WHO EUL or others
equipment) equipement) (months)
MagMAX™
Viral/Pathogen I
Nu(‘le_lc Acic 1 Applied Biosystems™
Isolation Kit .
(manual) and QuantStudio 5 Flex
automated on Real-Time PCR
. Instrument
1™ Flex Thermo Fisher . bl
cation System Scientific Inc For consumables
"aqPath COVID- as oTieho e F1ab a ; . . a ctails of VA T
A51333 T d(lpdﬂf COV II). 19 RNase P 1T/kit (KingFisher) (see also Life ORF1ab and N see TFU see IFU see [FU and details of ) US FDA EUA
Combo Kit 2.0 e . genes componants refer
Technologie: o TEU
Corporation)
Applied Biosystems™
QuantStudio 7 Flex
Real-Time PCR
Instrument
Applied Biosystems™
n/a QuantStudio 5 Flex
‘ Real-Time PCR
Instrument N
Thermo Fisher T bl
B SCientiﬁC Tne 'Or consumables
A51606 TagPath COVID-19 FASTPCR | (see also Life ORFiabandN| (o 1oy see IFU see IFU and details of US FDA EUA
Combo Kit 2.0 o~ . genes componants refer
Technologies to IFU
Corporation)
Applied Biosystems™
QuantStudio 7 Flex
Real-Time PCR
Instrument
Amplitude™ Th ‘ish
Solution Applied Biosystems™ Thermo Fisher TFor consumables
- Lo ! d ystems DO s s
1}1}11)111ude Solution ‘.mh . automated on a QuantStudio 7 Flex Scientific I_n ¢ ORF1ab, S and . N . and details of US FDA EUA
A49869 TagPath COVID-19 High 20000/kit | o L0 Juent™ AT . (see also Life . see IFU see IFU see IFU 3 ants refer alth Canads L
Throughput Combo Kit Tecan™ F ucn‘t Real-Time PCR Technologies N genes componants refer Health Canada/Interim Order
1080 Automation Instrument I toIFU
Workstation Corporation)
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SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated imihili itomt
Manufacturer Product Product Name H Lo . : Recommended . Eligibility criteria
Catalogue number (IVD product) unipmcm) equipement) DEEEimEe (sl:f::}‘;'; storage temperature | SPecimen type EomEns 'WHO EUL or others
Applied Biosystems
7500 & 7500 Fast Real
Time PCR :
. For consumables
TD1100 COVID-19 RT-PCR PNAKit |  100T/kit RNL(S,X;:;‘ kit TNS Co., Ltd (Bio TNS) Rd};‘e’;’;“ N see TFU see IFU see IFU Co*l‘]‘]“‘jo‘ll\““;‘["s’“r‘c"fm_ US FDA LUA
CFX96 Touch Real- to IFU
Time PCR
Detection System (Bio
Rad)
) ) For consumables
TRCReady SARS-CoV-2 TRCReadyR-80 apd (i}‘,‘pse‘ for TRCRR Tosoh Corporation see IFU see IFU see IFU . and dc‘t“‘lfgf’r. X PMDA
detection reagent componants refer
to IFU
For consumables
Gene Cube SARS-CoV-2 48T/kit QI.A T"p.\”m,l RNA Toyobo Co., Ltd. N genes see IFU see IFU see IFU and dm"]js ,U' X PMDA
Mini Kit (Qiagen) componants refer
to IFU
NextSeq 500 Sequencing System
For consumables
102997 SARS-CoV-2 NGS Assay 96T /kit Lwist Bioscience Sars-Cov-2 see IFU see IFU see [FU and details of US FDA EUA
Corporation Genome componants refer
to IFU
NextSeq 550 Sequencing System
NextSeq 550Dx Sequencing System
Diagnostic Kit for Novel- - . For consumables
Coronavirus (2019-nCoV) RNA Ustar Biotechnologies . . . and details of N
3 : . (Hangzhou) Co Ltd see IFU see IFU see IFU e TGA
(Isothermal Amplification-Real {China) componants refer
Time Fluorescence Assay to IFU
EasyNat Diagnostic Kit for o bl
Novel-Coronavirus (2019~ Ustar Biotechnologies l‘fjlntfli\ﬁlu;]!é ))fes
see IFU see IFU see IFU ane et o TGA

nCoV) RNA (Isothermal
Amplification-Real Time

Fluorescence Assay

(Hangzhou) Co Ltd
(China)

to IFU

componants refer
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SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)

Platform Platform Anticipated ioihili P
Manufacturer Product Product Name . . x Horm . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) :q“ipmem) e Leleiontyng (sm"z'::l‘:) storage temperature | SPecimen type Coumien WHO EUL or others
Sentosa® SA201 Real-
Time PCR Instrument
For consumables
) ViroKey™ SARS-CoV-2 RT- L T Vela Operations Orfia and T I g and details of US FDA EUA
300681 PCR Test 4xs0T/kit see IFU Singapore Pte Ltd RdRp see IFU see IFU see IFU componants refer TGA
Applied Biosystems® oIy
7500 Fast Dx Real-
Time PCR System
Sentosa® SA201 Real-
Time PCR Instrument
For consumables
, ViroKey™ SARS-CoV-2 RT- [P, S Vela Operations Orfia and o TE I - and details of A T
301068 PCR Test v2.0 8x48T/kit see IFU Singapore Pte Ltd RdRp see IFU see IFU see IFU componants refer USFDAEUA
Applied Biosystems® toIFU
7500 Fast Dx Real-
Time PCR System
For consumables
PS-001541 Visby Med]gl ('O\ 1D-19 Point 1T/kit n/a Visby Medical see IFU see [FU see IFU and detals of § US FDA EUA
of Care Test componants refer
to IFU
For consumables
SARS-CoV-2 R’!‘_—qPCR Wallac Oy (Finland) see IFU see IFU see IFU and dcmﬂf f’f X TGA
Reagent Kit N componants refer
to IFU
N . . For consumables
Wuhan EasyDiagnosis .
D- _CoV-s )
COVID 19 (SARS CO‘. 2) Biomedicine Co Ltd see IFU see IFU see IFU and dcmﬂf f’f X TGA
Nucleic Acid Test kit Chi componants refer
(China) to IFU
Virus RNA Applied Biosystems™
Extraction Kit QuantStudio 3 real-
(Xiamen Zeesan) time PCR
For consumables
-CoV-2 Test Kit (Real- id Virus iamen Zeesan Biotec! F1ab a . . . a ctails of AT
801301 SARS-CoV-2 Test Kit (Real 48T/kit | Lab-Aid Virus RNA Xiamen Zeesan BlolLLh ORF1ab and N see IFU see IFU see TFU and details of ) US FDA LUA
time PCR) Extraction Kit Co., Ltd. (China) genes componants refer

on
Lab-Aid 824s
Nucleic Acid
Extraction
System

Bio-Rad CFX96 Real-
Time System

to IFU
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SARS-CoV-2 Nucleic Acid Amplification Technologies (only sequencing equipment with the intended use to diagnoses acute infections are included)
Platform Platform Anticipated e oy
Manufacturer Product Product Name e - H tform . 2 Recommended . Eligibility criteria
Catalogue number (IVD product) Lquipmenl) equipement) Letetionlpe (s':il::}‘;“) storage temperature | SPecimen type EomEs WHO EUL or others
QIAamp Virus  Applied Biosystems®
RNA Mini Kit 7500 Fast Real-Time
(Qiagen) PCR System
MagMAX For consumables
SC-COVID19-20 | COVID-19 Nucleic Acid RT- 20T/kit MagMAX™ ZhuHai Sinochips | ORF1ab and N . . ) and details of AT
SC-COVID19-100 PCR Test Kit 100T/kit Viral/Pathogen Bioscience Co., Ltd genes seelFU seellU see IFU componants refer USFDAEUA
Nucleic Acid Applied Biosystems® to IFU
Isolation Kit ApPLeC BIOSySIemS
7500 Fast Dx Real-
automated on Time PCR System
KingFisher™ Flex 4
Purification System
(KingFisher)
MagMAX™
Viral/Pathogen
Nu(‘le}c AC‘.( 1 Bio-Rad CFX96 Touch
Tsolation Kit e
Real-Time PCR
automated on Detection System
KingFisher™ Flex o
Purification System
(KingFisher)
R3o11 For consumables
. Vo TR " A T
R3011-1K Quick SARS C(.)\ 2 IRI-PCR Zymo Research Corp N genes see IFU see IFU see IFU and details Dr. § USTDA LU[} P
Kit componants refer | Health Canada/Interim Order
R3011-10K 1o IFU
MagMAX™
Viral/ Pf'l(hogcn Applied Biosystems™
Nucleic Acid ; di al
Isolation Kit QudntStu io 5 Real-
Time PCR Instrument
manual
(KingFisher)
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SARS-COV-2 Antigen Rapid Diagnostic Tests

WHO-
Name of Manufacturer/ Country of EUL/TGA
Product Name Supplier Manufacture APPROVAL
ACCESS BIO INC, 65
CLYDE RD, SUITE A,
CareStart™ COVID-19 Antigen SOMERSET NJ 08873, USA USA TGA
InnoScreen Covid-19 Antigen Rapid Test Device Innovation Scientific Pty Ltd Australia TGA
InnoScreen COVID-19 Antigen Rapid Test Device Innovation Scientific Pty Ltd Australia TGA
ABBOTT RAPID
Panbio Covid-19 Ag Rapid Test Device (Nasal) DIAGNOSTICS-Jena GmbH Korea WHO-EUL
Panbio™ COVID-19 Ag Rapid Test Device ABBOTT RAPID
(Nasopharyngeal) DIAGNOSTICS-Jena GmbH Korea WHO-EUL
Biohit Healthcare (Hefei) Co.,
SARS COV-2 Antigen rapid Test kits Ltd China TGA
SARS-CoV-2 Antigen Quantitative Assay Kit Biohit Healthcare (Hefei) Co.,
(Enzyme-linked Immunoassay) Ltd China TGA
SARS-CoV-2 Antigen Rapid Test (Colloidal Gold Biohit Healthcare (Hefei) Co.,
Method) Ltd China TGA
SD Biosensor, INC., C-4/5
SARS-CoV-2 Antigen Self-Test Nasal Floor 16, Deogyeong-daero Korea TGA
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WHO-

EastChaofeng Road Yuhang
Economy Development Zone,
Hangzhou Zhejiang, 311100

Name of Manufacturer/ Country of EUL/TGA
Product Name Supplier Manufacture APPROVAL

1556 beong-gil, Yeongtong-

9 10gu, Suwon-si Geyonggi-do
16690.

10 SARS-CoV-2 Rapid Antigen Test SD Biosensor,INC Korea TGA

11 STANDARD™ Q COVID-19 Ag Test SD Biosensor, INC Korea WHO EUL /TGA
Premier Medical Corporation

12 Sure Status Covid-19 Antigen Card Test Private Limited India WHO-EUL
VivaChek Biotrch (Hangzhou)

13 VivaDiag™ SARS-CoV-2 Ag Rapid Test Co. Ltd, Level 2 Block 2 146 China TGA

668



