REME : HE > Hfth > 228COVID-19 > BREBHRIGERAEEE
R E R ERE
BEEMBEREFRRA/RIEZCOVID-19%5H

The COVID-19 vaccines granted emergency use authorization by
Ministry of Health and Welfare (MOHW), Taiwan

sk H/EXmB R

No. Vaccine name Approval date
1 Rl #4348 F) BECOVID-19%& & AstraZeneca COVID-19 Vaccine (Vaxzevria) 2021/02/20

2 E &4 COVID-19 &1 Moderna COVID-19 Vaccine (Spikevax) 2021/04/22

3 S imHTEm R ZH MVC COVID-19 Vaccine 2021/07/30

4 BNT162b2 COVID-195& & BNT162b2 COVID-19 Vaccine 2021/08/03

5 Novavax COVID-19 & & (Novavax) 2022/06/22

LG EEAPRASE - 2T AN EMmEYEIEZEEMAhttps://www.fda.gov.tw/TC/siteList.aspx?
sid=11845 (https://www.fda.gov.tw/TC/siteList.aspx?sid=11845) °

For the Chinese instructions of the above vaccines, please refer to the official website of Taiwan Food
and Drug Administration : http://www.fda.gov.tw/TC/siteList.aspx?sid=11845 o

FENENERSREATEMERENTE
The domestic COVID-19 IVD granted emergency use authorization
by Ministry of Health and Welfare (MOHW), Taiwan

FFak R AEIBTE NiEHRE tREREE

No. Approvaldate Commercial Name Manufacturer Target



https://covid19.mohw.gov.tw/ch/mp-205.html
https://covid19.mohw.gov.tw/ch/np-4844-205.html
https://covid19.mohw.gov.tw/ch/np-4846-205.html
https://covid19.mohw.gov.tw/ch/np-5280-205.html
https://www.fda.gov.tw/TC/siteList.aspx?sid=11845

FFsik  #%ERHA

No.

1

2

3

Approval date

2020/4/30

2020/5/11

2020/5/25

a4

Commercial Name

ImEHEEK%S (orf 1lab) Al
Al

POCKIT Central SARS-CoV-2 (orf
lab) Premix Kit

InE BB IR

POCKIT Central Nucleic Acid An
alyzer

InE R EGEME

POCKIT Central Cartridge Set
(B)

InE B ik meE (orf 1lab) il
BFm 15 R4

POCKIT Central SARS-CoV-2 (orf
lab) P(+) Control Reagent

S AR S RN AR A B
48 LabTurbo AlIO COVID-19 RNA
Testing Kit
FIHHBAIOM%BE 2 BY A I 4E
LabTurbo Viral DNA/RNA AlO ex
traction Kit

45EAIOZ BENZELRRI 4R
LabTurbo AIO SP-qPCR Automa

tion System

"SRR S LB A
MVC SARS-CoV-2 qPCR Kit

REHRTE tRERERE
Manufacturer Target
REEFEYRERMAARAR &R
GeneReach Biotechnology Cor  Nucleica
poration cid
* L]

HEHEMARRAT

Nucleic a
Taigen Bioscience Corporation y

ci

g EEYRNERHBERAR
AL BRERNBRAE

(EBIMR) 343 Manufacturedb  1ZEEHRAI
y (FORMOSA BIOMEDICAL TEC
HNOLOGY CORPORATION) for
(MEDIGEN VACCINE BIOLOGICS
CORPORATION)

Nucleic a
cid




FFsik  #%ERHA

No. Approval date

4 2020/5/29

5 2020/6/10

6 2020/6/30

7 2020/7/1

8 2020/7/1

a4

Commercial Name

EHHT R R AR E AR RE R
Ei

ALERT SARS-CoV-2 Antibody Ra
pid Test

B4 ez =
GB SARS-CoV-2 Real-time RT-PC
R

& B MSARS-CoV-21% g %R 5 7
EHE—

KimForest SARS-CoV-2 Detectio
n Kitvl

RTB2MaRE iR =E A
GENEONE COVID-19 Nucleic Aci
d Diagnostic Kit

"REZMT MEEREE-1918
L

VitaPCR SARS-CoV-2 Assay
"REZMT" PCROHE
VitaPCR Instrument
"REZME MEERRS-19%
EEH

VitaPCR SARS-CoV-2 External C

ontrol Set

HiEEHE

Manufacturer

EBEBROAERATGILRE
EXCELSIOR BIO-SYSTEM INCOR
PORATION Taipei Factory

EERNBERAE
GENERAL BIOLOGICALS CORP.

ETEMEERHBRAT S
EEYRBRMERATSILMK
8Us

Manufactured by Pharmigene |
nc. for KimForest Enterprise C

0., Ltd.

RITBERERGEBRAE
GeneOne Diagnostics Corporat

ion

REEBARAT
TRENTRON BIOMEDICAL LTD.

Target

gtz
Antibody

ZEg Al
Nucleic a

cid

ZEg Al
Nucleic a

cid

ZEE R
Nucleic a

cid

ARl
Nucleic a
cid




FFsik  #%ERHA

No.

9

10

11

12

13

14

15

Approval date

2020/7/6

2020/7/24

2020/7/24

2020/7/27

2020/8/12

2020/8/20
2022/2/23

2020/8/24

a4

Commercial Name

SARS-CoV-2 iPMx% FIRiRIGEE R

#%-SARS-CoV-2 HEIEH
SARS-CoV-2 Reagent Kit

SARS-CoV-2 iPMx% FIRiEIGEE R

45-SARS-CoV-2 ZEWIELR
SARS-CoV-2 Control Kit

SARS-CoV-2 iPMx9 FiRiEIGE: 2

45-SARS-CoV-2 iPMxis:RI{E
SARS-CoV-2 iPMx Molecular Ra
pid Test System

IRl M A BN SRERAE

“H
Innocreate SARS-CoV-2 QD Kit

e ER RS LR

ExProbe SARS-CoV-2 Testing Kit

WA B R E AR RER A
COVID-19 Antibody Rapid Test

R ECOVIDual COVID-19 #iBgt

i |

COVIDual COVID-19 antibody Ra

pid Test

BERE R SR S B R 5
IntelliPlex SARS-CoV-2 Detectio
n Kit

R A IR RS s PR R ER

El

ASK COVID-19 Antibody Rapid T

est

HiEEHE

Manufacturer

TR MR T B M GMP T
ﬁrﬁ

Industrial Technology Researc
h Institute, Medical Device GM

P Manufacturer

BRI E BRI BIRAT

Innocreate Bioscience Co., Ltd.

RUEEMHERIGBRAR
TBG BIOTECHNOLOGY CORP.

REREROABRATE
TRISON TECHNOLOGY INTEGR
ATION CORPORATION

REMBIIERBBERAF
ETERNAL MATERIALS CO., LTD.

EEHRERRDBRAE
PLEXBIO CO., LTD.

RIBEVRERARATE
TONYAR BIOTECH. INC.

Target

AR
Nucleic a

cid

ZEE R
Nucleic a
cid

ZEg A
Nucleic a

cid

et
Antibody

st
Antibody

ALl
Nucleic a
cid

gtz
Antibody




FFsk #%HERHA

No.

16

17

18

19

20

21

Approval date

2020/8/27

2020/9/1

2020/9/16

2020/11/13

2020/11/13

2020/11/23

a4

Commercial Name

g A BERFEFNRIRERER
s
Vstrip COVID-19 Antigen Rapid T

est

COVID19 IgG & IgM 1R Em sl = 7
COVID19 IgG & IgM Antibody De
tection Kit (Colloidal Gold Meth

od) For in vitro diagnosis

BE MR X RS =
GB SARS-CoV-2 Real-time RT-PC
R

BE R Z A

GB SimPrep Viral DNA/RNA Extr

action Kit

FHHER AL R AR RN AR A
#H

LabTurbo AIO COVID-19 RNA Tes
ting Kit

BRI B ik e s R TR A AR
i

VTRUST COVID-19 (SARS-CoV-2)
Antigent Rapid Test

ERIPCRITE ER R E B
a4

DigiChip SARS-CoV-2 Assay Kit
EREREADHE

Q Station

HiEEHE

Manufacturer

BRERERRMNERATVIE
ﬁlﬁﬁ
Panion & BF Biotech Inc. Xizhi F

actory

BEEGRERHERARET
RERR RN AR AT R
&

Manufactured by LOMG TERM
BIORESEARCH INC. for AllBio S

cience, Inc.

BEERMBARAT
GENERAL BIOLOGICALS CORP.

#HEHEMARAT K
Taigen Bioscience Corporation

Second Factory

RN BRAB R
Taibo Technology Co., Ltd. Wug

u Factory

ERERIEBRNERAR
QUARK BIOSCIENCES TAIWAN,
INC.

tEEnEER
Target

TR A
Antigen

gtz
Antibody

ZEE Al
Nucleic a

cid

ZEg Al
Nucleic a

cid

REA
Antigen

ZEg Al
Nucleic a

cid




FFsik  #%ERHA

No.

22

23

24

25

Approval date

2020/12/2

2020/12/14

2020/12/22

2020/12/30

a4

Commercial Name

ZH SARS-CoV- 21 Al E &
Dagene G SARS-CoV-2 Test Assa
y

EERBENGANE

Dagene GS1 Nucleic Acid Extrac
tion Kit

EEZEIREOITE

Dagene G1 Automated Nucleic

Acid Analysis System

ahfaH B A o S fRe PRI AR iR
i)
ACE COVID-19 Antibody Rapid D

etection Kit

BEMEBRRE S BRI
B RIAR
SBC SARS-CoV-2 MDx qPCR Kit

ZERERE R
4B
MobioSense COVID-19 Isotherm

al Nucleic Acid Diagnostic Kit

HiEEHE

Manufacturer

EWMERRNARATEZEHE
FHRBROBRATRE
Manufactured by ISTAT BIOME
DICAL CO., LTD. for DELBIO, IN
C.
EWMERRNABRATEZEHE
FHRBROBRATNE
Manufactured by ISTAT BIOME
DICAL CO., LTD. for DELBIO, IN
C.
EMERRNBRATEZERX
EFRABRAFMOMBRNIE
Manufactured by CHROMA ATE
INC. LINKOU PLANT for DELBI
0, INC.

AMEEYRIRBRAT EZ RS
FIERRRHBBRARRE
Manufactured by (SWISCARE T
ECHNOLOGY CO., LTD.) for (AC
E BIOLABS CO., LTD.)

BEEMHRRHBRATZE
SEEBEBRRRNBRATHR
&

Manufactured by FORMOSA BI
OMEDICAL TECHNOLOGY CORP
ORATION for SCHWEITZER BIO
TECH COMPANY LTD.

ZERRMNBRARNELRTE
BRERMBRARRE
Manufactured by GeneOne Dia
gnostics Co., Ltd. for MobioSen

se Corp.

Target

VARl
Nucleic a

cid

mastEAl
Antibody

ZEg Al
Nucleic a

cid

VARl
Nucleic a

cid




FFsik
No.

26

27

28

29

30

31

ZAEREA

Approval date

2021/1/5

2021/1/11

2021/1/12

2021/1/12

2021/1/21

2021/1/28

a4

Commercial Name

FE WA EIR RS R

o

=
o

Dagene M SARS-CoV-2 Assay

EEREmR et st
GB SARS-CoV-2 Ab ELISA

ABERANMESREENRR
e En

Formosa One Sure SARS-CoV-2
Ag Rapid Test Kit

InE T B ik iR U A
POCKIT Central SARS-CoV-2 (orf
lab) Premix Reagent
InE R EGEME

POCKIT Central Cartridge Set

(B)

e bR AL | i Y
GBC SimPrep SARS-CoV-2 RT-P
CR

“GEaE” FAERFESRER
EigERE
“Abnova” COVID-19 Viral Anti

gen Rapid Test

HiEEHE

Manufacturer

EWMERRNARATEZEHE
FHRBROBRATRE
Manufactured by (ISTAT BIOME
DICAL CO., LTD.) for (DELBIO IN
C.)

EERNBERAE
GENERAL BIOLOGICALS CORP.

SBREBRRRNBRARTER
ﬁl’ﬁ

FORMOSA BIOMEDICAL TECHN
OLOGY CORPORATION Yilan Pla

nt

ImESFEYRERGARAR
GeneReach Biotechnology Cor

poration

EERKBBRATE
GENERAL BIOLOGICALS CORP.

D AERRGBERARZERE
RERRNBRATMHERNE
Manufactured by Long Term Bi
oresearch Inc. Xinshi Factory fo

r Abnova (Taiwan) Corporation

Target

T BT8R
Nucleic a

cid

gtz
Antibody

TR A
Antigen

ZEE R
Nucleic a

cid

VARl
Nucleic a

cid

TURER A
Antigen




FFsik  #%ERHA

No.

32

33

34

35

36

37

Approval date

2021/2/4

2021/2/17

2021/3/5

2021/3/17

2021/4/6

2021/4/6

a4

Commercial Name

= M E RS R R R AR

Al
TRICAN COVID-19 Antigen Rapi
d Test Kit

&S E MR g GRSt A S A
48
SBC COVID-19 IgG ELISA Kit

SREBRNERENERERER
Loyl

MeDiPro SARS-CoV-2 Antibody
ELISA

RIS R R SR RE SR

5t

Enimmune Speedy COVID-19 Ag

Rapid Test

COVIDual COVID-19 IgM/IgG 1%
R s

COVIDual COVID-19 IgM/1gG Rap

id Test

COVIDual COVID-19 IgM/IgG 1%

e ¥ | Ena
COVIDual COVID-19 IgM/1gG Rap

id Test

HiEEHE

Manufacturer

=HEYRERGERARZET
REBERRRNABRATNE
Manufactured by (TRISON TEC
HNOLOGY INTEGRATION CORP
ORATION) for (TRICAN BIOTEC
HNOLOGY CO., LTD.)

BNEEMRRRHBRATZE
SRR ERRNABRATRIE
Manufactured by SCHWEITZER
BIOTECH COMPANY LTD. for AC
CUBIOMED CO., LTD.

ABLERERMERATEHR
ﬂl’_‘&
Formosa Plastics Biomedical T

echnology Co., Ltd. Yilan Plant

ZRBEVMREROBRARNE
SEHEE KRN BRATNE
Manufactured by ENIMMUNE C
ORPORATION for FIRSTEP BIOR
ESEARCH INC.

REMBIERGERAFT
ETERNAL MATERIALS CO., LTD.

REMEIERHBRATZET
BEERRMBRARRE
Manufactured by FIRSTEP BIOR
ESEARCH INC. for ETERNAL MA
TERIALS CO., LTD.

Target

TURRA
Antigen

st Al
Antibody

fiRgtEA
Antibody

REA
Antigen

etz
Antibody

stz
Antibody




FFsik
No.

38

39

40

41

42

43

44

ZAEREA

Approval date

2021/4/7

2021/4/6

2021/4/28

2021/5/10

2021/5/10

2021/5/14

2021/5/21

a4

Commercial Name

ErEMmEHEkHES-RBD/S1-N
TDHi e tRIE e B sl Bl

ViroCure CO-19 S-RBD/S1-NTD
Ab Rapid Test

COVID-19%t /R Rk Al = Al
COVID-19 Antigen Rapid Test

it M ERRENRIRERR

B ER

Vstrip COVID-19 Antigen Rapid T

est cassette

PR EMEERREENRERS

)

ENNOLIFE COVID-19 Antigen Te
st

AT B A o B R BRI AR R

&l

EBSALERT SARS-CoV-2 Antigen

Rapid Test

HEXCOVID19 AgiRiEIR

D)

AllBio COVID-19 Ag Rapid Test K

it

g MR ER RS NETRERER

st

ImmTek COVID-19 Antigen Rapi

d Test

HiEEHE

Manufacturer

REBEVRRBRAF]
TONYAR BIOTECH. INC.

REMEITERHBERAR
ETERNAL MATERIALS CO., LTD.

B ERERKROBRARMS L
ﬁﬂ?

Panion & BF Biotech Inc. Xizhi F

actory

RERRERRGARAE

PROTECTLIFE INTERNATIONAL

BIOMEDICAL INC.

EEEBRNBRAREZILRK

EXCELSIOR BIO-SYSTEM INCOR

PORATION Taipei Factory

BEERRHRRNBRATZES
RERERRNBRABMHRR
&

Manufactured by LOMG TERM
BIORESEARCH INC. for ALLBIO
SCIENCE, INC.

ERTEBROARAREZEE
B ERERRNBRATY LK
s

Manufactured by Panion & BF
Biotech Inc. Xizhi Factory for M
ETAS BIOMEDICAL INC.

Target

gtz
Antibody

R
Antigen

RREA
Antigen

REA
Antigen

RREA
Antigen

TR A
Antigen

TURR A
Antigen




FFiik
No.

45

46

47

48

49

50

51

%R A

Approval date

2021/6/7

2021/6/8

2021/6/17

2021/7/1

2021/7/8

2021/8/2

2021/8/13

a4

Commercial Name

N R RS COVID-194 R 1R

gl

Ainos SARS-CoV-2 Antigen Rapi

d Test Kit

B ZERR B A R S R U AR A

El

2019-nCoV Antigen Rapid Test

EHEREERAHEERRERERR

ey b |

FORA/VTRUST COVID-19 Antige

n Self Test

REERV2 R AT A ik iR B TR IR

izl

Vstrip RV2 COVID-19 Antigen Ra

pid Test Home Use

W M ERRENRIRERR

B

ACADECISE COVID-19 Antigen R

apid Test

= imw AR RS e

48

1

R IR Al

Swiscare COVID-19 Antibody De

tection Kit

REERV2IT R EAR RS MR IRIER

Bt

Vstrip RV2 COVID-19 Antigen Ra

pid Test

HiEEHE

Manufacturer

SERKRERDERAT
TAIWAN CARBON NANO TECHN
OLOGY CORPORATION

BEERRDBRAT
FIRSTEP BIORESEARCH INC.

FERRRNBRAT ARK
Taibo Technology Co., Ltd. Wug

u Factory

H
,ﬁi@?

Panion & BF Biotech Inc. Xizhi F

actory

RRIAFRRELE R ERERKR
RBERAT Y IERRE
Manufactured by Panion & BF
Biotech Inc. Xizhi Factory for Ac

ademia Sinica

BRI BIRAT
SWISCARE TECHNOLOGY CO., L

TD.

=
=
ﬁ&

Panion & BF Biotech Inc. Xizhi F

actory

HRERERROARABSIE

HRERERRMNARARMLE

Target

TR A
Antigen

TR A
Antigen

REA
Antigen

REA
Antigen

REA
Antigen

etz
Antibody

REA
Antigen




FFiik
No.

BoEHRA
Approval date

52 2021/8/25

53  2021/9/6

54  2021/9/7

55  2021/9/23

56  2021/10/6

a4

Commercial Name

SRR ZCOVID-19%F
R RE b B s A

“IF” COVID-19 Antigen Rapid
Test

2B E K% E (SARS-CoV-2)
R RER IR B

Q-Check SARS-CoV-2 Antigen R
apid Test

EREHHERENRRERRR
A

KEMYTH cassette SARS-CoV-2 A
ntigen Rapid Test

22 BR S2 B i ¢ 7 R IR AR
DR

iXensor PixoTest Analyzer
LR AIR RIS R R IE A
£ |

iXensor PixoTest COVID-19 Ag T
est Kit

R A SR TR IR AR R U
TTREND COVID-19 Antigen Test

HiEEHE

Manufacturer

EFXRMATETR
IN FUNG CO., LTD.

RRABEVRERSERARZE
SERBERRRNBRATNE
Manufactured by TRISON TECH
NOLOGY INTEGRATION CORPO
RATION for COLD SPRING BIOT
ECH CORP.

EREHEVRERGERAR
LZERBERRROBRATNE
Manufactured by TRISON TECH
NOLOGY INTEGRATION CORPO
RATION for KEMYTH BIOTECH C
0., LTD.

RERERRMERAE MR
IXENSOR CO., LTD.

REEHRRINBRAT
TRISON TECHNOLOGY INTEGR
ATION CORPORATION

Target

TR A
Antigen

URR A
Antigen

TR
Antigen

TURERA
Antigen

TURRA
Antigen




FFsk  #%ERHA

No.

57

58

59

60

61

Approval date

2021/10/29

2021/11/19

2021/11/29

2021/12/16

2021/12/27

a4

Commercial Name

X RHSARS-CoV-25 48
iCareDx SARS-CoV-2 test kit (PS
S-1s-COVID-R) (1 test/kit)

X RFSARS-CoV-2mE 4
iCareDx SARS-CoV-2 Control kit
(PSS-1s-COVID-Q) (1 test/kit)
XL R D&

iCareDx RT-PCR analyzer (PSS-1
s-C)

BXEREERFESSEELHE
tzBeal 4
SBC SARS-CoV-2 MDx gPCR Kit

ABEBRRANESREENRR
e e

Formosa SARS-CoV-2 Antigen S
elf Test

B8t SARS-CoV-2 IgGHnag il
6= |

BiolC SARS-CoV-2 IgG Detection
Kit

HEMELERS FIAE
Molsentech SENEDIA
BEMEREREESER
Molsentech SARS-CoV-2 Bio-FE
T

8= 3 Ay ai |

Molsentech RNA assay Kit

HiEEHE

Manufacturer

EEERRHBRAR
iCare Diagnostics International

Co. Ltd.

SEERHERNAERAT
FORMOSA BIOMEDICAL TECHN
OLOGY CORPORATION

SBREBRRRNBRATER
ﬁl’.‘&

FORMOSA BIOMEDICAL TECHN
OLOGY CORPORATION Yilan Fa

ctory

BEERRRNBERAT
AGNITIO SCIENCE & TECHNOL
OGY, INC.

KESFEARZKRNERAE
SILICON-BASED MOLECULAR S
ENSORING TECHNOLOGY CO., L
TD.

Target

ZEE A
Nucleic a

cid

ZEg Al
Nucleic a

cid

TR A
Antigen

fietEl
Antibody

VARl
Nucleic a

cid




FFiik
No.

BoEHRA
Approval date

62  2022/01/27

63  2022/02/15

64  2022/3/7

65  2022/3/17

66  2022/3/28

67  2022/4/18

a4

Commercial Name

EHR AR ER RS NRIRER
i ]

EBSALERT SARS-CoV-2 Antigen
Self Test

A ZRAMERENRB R
= |

Quicksure COVID-19 Antigen Sel
f Test

BRI R R RS NRIRIER
ERs{ HIFORA/VTRUST COVID-19
Antigen Rapid Test
ERREIRE R mEF R IRERE
EnalEl-FE R ER

FORA COVID-19 Antigen Postitiv
e Control Swab
ERREIREERREEFNRIRERE
- RER

FORA COVID-19 Antigen Negativ

e Control Swab

BT AR E R A AE R
i

EBSALERT SARS-CoV-2 Neutrali
zing Antibody Detection ELISA

EEMEEIR RS R RERR

)

GB COVID-19 Ag Rapid Test

REERV2X A B E IR B FMRR
iR ER A

Vstrip RV2 COVID-19 Antigen Ra
pid Test HOME USE

REHRTE tRERERE
Manufacturer Target
EHEBRGBRAR L
R
EXCELSIOR BIO-SYSTEM INCOR
Antigen
PORATION
ZRETVRERMBRARNZE
SEMEERRMBRABTRIE .
TR
Manufactured by FIRSTEP BIOR
Antigen
ESEARCH INC. for ENIMMUNE C
ORPORATION
FIERKRNBRABHKK o
, FURARH
Taibo Technology Co., Ltd. Wug
Antigen
u Factory
EHEBRGBRAR L
etz
EXCELSIOR BIO-SYSTEM INCOR
Antibody
PORATION
BERMBRAR RREA
GENERAL BIOLOGICALS CORP.  Antigen
BERERERRHBBRATMIE
B — & RIS
Panion & BF Biotech Inc. Xizhi F  Antigen

actory Il




FFiik
No.

68

69

70

71

72

73

BoEHRA
Approval date

2022/4/18

2022/5/13

2022/5/20

2022/5/25

2022/6/13
2022/8/15

2022/6/13

a4

Commercial Name

REZKACOVID-19%1 R R A
AR EH

ETERNAL COVID-19 Antigen Self
Test

BERAHEBRAEARRER
A

GB COVID-19 Ag Home Test

Y rEhEREXAREAES
(2hE)

iCareDx SARS-CoV-2 At-Home N
ucleic Acid Test Kit (Nasal)

iCareDx SARS-CoV-2 At-Home N
ucleic Acid Quality Control Kit

BVl i R b g
iCareDx Real-Time PCR Analyze

r

FreEE # A AR S-RBDIAS IR
AR

Vstrip COVID-19 S-RBD Antibod
y Rapid Test<

N sRET R A#E % COVID-19 it
RiRE R =

Ainos SARS-CoV-2 Antigen Rapi
d Self Test

= ImCOVID-1941 R K AR ER = E|
Swiscare COVID-19 Antigen Self
-Testing Kit

HiEEHE

Manufacturer

REME T ERBBRARM L
ﬁlﬁﬁ

ETERNAL MATERIALS CO., LTD.
Xizhi Plant

EERNBERAE
GENERAL BIOLOGICALS CORP.

EEERRHARAR
iCare Diagnostics International

Co. Ltd.

BRERERRNERATMIE
ﬂl’_‘&
Panion & BF Biotech Inc. Xizhi F

actory

BETKKERNDERAR
Taiwan Carbon Nano Technolo

gy Corporation

InE EERRRGERAT
Swiscare Technology Co., Ltd

Target

TR A
Antigen

TR A
Antigen

VAR
Nucleic a

cid

fiRgtER
Antibody

TREA
Antigen

FURERA
Antigen




FFiik
No.

74

75

SEERAMERSEECHATERERSEN

%R A

Approval date

2022/8/2

2022/8/16

a4

Commercial Name

18 S EM SN K | g GHAR i Rl = H|
#H
SBC COVID-19 IgG ELISA Kit

RTB2MaRE =5 A
GENEONE COVID-19 Nucleic Aci
d Diagnostic Kit

HiEEHE

Manufacturer

BXETYHZRNEBRATZE
AEEEBRNBRATNE
Manufactured by ACCUBIOMED
CO., LTD. for SCHWEITZER BIOT
ECH COMPANY LTD.

RTBERERGBRAE
GeneOne Diagnostics Corporat

ion

:E:I:I

BE

tEnEER
Target

gt
Antibody

ZEE R
Nucleic a

cid

The imported COVID-19 IVD granted emergency use authorization
by Ministry of Health and Welfare (MOHW), Taiwan

=27
No.

ZEBER

Approval date

2020/3/30

2020/4/8

2020/4/8

2020/4/24

Gl

Commercial Name
SARS-COV-2 Antibody Test

COVID-19 IgG/IgM Rapid Test

Xpert Xpress SARS-CoV-2 test

Abbott RealTime SARS-CoV-2 A
mplification Reagent Kit
Abbott RealTime SARS-CoV-2 C

ontrol Kit

2019-nCoV Ab TEST CASSETEE

RIEBRTE

Manufacturer

BMNEZEYRMERAR
Guangzhou Wondffo Biotech C
o., Ltd

Cepheid Inc.

Abbott Molecular Inc.

FEFB(BEWL)EMERMERAR
Innovita (Tangshan) Biological

Technology Co. Ltd

tRERsaRY
Target

st
Antibody

ARl
Nucleic a

cid

ZEE R
Nucleic a

cid

etz
Antibody




FFaie AR

No.

10

11

12

Approval date

2020/4/24

2020/5/5

2020/5/5

2020/5/8

2020/5/13

2020/5/14

2020/5/19

2020/5/20

A s

Commercial Name

cobas® SARS-CoV-2:3 % (P/N:091
75431190)
cobas® SARS-CoV-2 (P/N:091754

31190)

cobas® SARS-CoV-2 Control Kit
(P/N:09175440190)"

DiaPlexQ Novel Coronavirus (20

19-nCoV) Detection Kit

Novel Coronavirus (2019-nCoV)

Nucleic Acid Detection Kit

Elecsys Anti-SARS-CoV-2

TagPath COVID-19 Combo Kit, 1
00 reaction
TaqPath COVID-19 Combo Kit, 1

000 reaction

BioFire COVID-19 Test Kit
BioFire COVID-19 Test Kit
BioFire COVID-19 Test External
Control Kit(+)

SARS-CoV-2 Reagents for BD MA

X System

Allplex 2019-nCoV Assay

RiEHATE

Manufacturer

Roche Molecular Systems, Inc.

Solgent Co., Ltd.

EBCEEYRE
Shanghai Rendu Biotechnology
Co., Ltd

Roche Diagnostics Gmbh

Life Technologies Corporation

Biofire Defense, LLC

Becton Dikinson And Company

Seegene Inc.

tRE AR
Target

VARl
Nucleic a

cid

B Al
Nucleic a
cid

ZEg Al
Nucleic a
cid
astEAl
Antibody

B Al
Nucleic a
cid

B Al
Nucleic a
cid

ZEE R
Nucleic a

cid

ZEg Al
Nucleic a

cid




iR

No.

13

14

15

16

17

=EBEA

Approval date

2020/5/22

2020/5/22

2020/5/27

2020/6/8

2020/6/12

A s

Commercial Name

SARS-Cov-2 1gG
SARS-Cov-2 IgG Calibrator Kit
SARS-Cov-2 IgG Control Kit

Biofire respiratory panel 2.1 (RP
2.1)

Panther Fusion Open Access RN
A/DNA Enzyme cartridge
Panther Fusion Internal Control
-S

Panther Fusion SARS-CoV-2 Ass
ay Controls

Panther Fusion Extraction Reag
ent-S

Panther Fusion Elution Buffer
Panther Fusion SARS-CoV-2 Ass
ay PPR Solution

Panther Fusion Oil

Aptima Oil Reagent

Panther Fusion Specimen Lysis
Tubes

Panther Fusion Module
Panther Fusion Open Access Pa
ck

Panther Fusion Tube Trays

Logix Smart Coronavirus 2019

(COVID-19) Test Kit

STANDARD M nCoV Real-Time D

etection kit

RiEHATE

Manufacturer

Abbott Laboratories Diagnostic

s Division

Biofire Diagnostics, LLC

Hologic,Inc.

Co-Diagnostics, Inc.

Sd Biosensor, Inc.

tRE AR
Target

etz
Antibody

ZEg Al
Nucleic a

cid

ZEE R
Nucleic a

cid

Y B 1SR
Nucleic a
cid

ARl
Nucleic a

cid




FFaie AR

No.

18

19

20

21

22

23

24

25

26

Approval date

2020/6/22

2020/7/8

2020/7/8

2020/7/10

2020/7/15

2020/8/5

2020/8/31

2020/9/16

2020/9/16

A s

Commercial Name

72710 Platelia SARS-CoV2 Total
Ab

ADVIA Centaur SARS-CoV-2 Tota
L (COV2T)

ADVIA Centaur SARS-CoV-2 Tota
[ Quality Control (COV2T QC)

Alinity m SARS-CoV-2 AMP Kit
Alinity m SARS-CoV-2 CTRL Kit
Alinity m System

Alinity m Sample Prep Kit 2
Alinity m Lysis Solution
Alinity m Diluent Solution

Alinity m Vapor Barrier Solution

ID NOW COVID-19

Access SARS-CoV-2 IgG
Access SARS-CoV-2 IgG calibrat
or

Access SARS-CoV-2 1gG QC

Biocode SARS COV 2 Assay Kit

PreciControl Anti-SARS-CoV-2
& & PreciControl Anti-SARS-
CoV-2

BD VERITOR SYSTEM FOR RAPID
DETECTION OF SARS COV2

BD VERITOR SYSTEM FOR RAPID
DETECTION OF SARS COV2

RiEHATE

Manufacturer

Bio-Rad

Siemens Healthcare Diagnostic

sinc.

Abbott Molecular Inc.

Abbott Diagnostic Scarboroug

h, Inc.

Beckman Coulter, Inc.

Applied Biocode, Inc

Roche Diagnostics Gmbh

Becton, Dickinson And Compan

y

Becton, Dickinson And Compan

y

tRE AR
Target

etz
Antibody

st
Antibody

ZEg Al
Nucleic a

cid

ZEg Al
Nucleic a

cid

etz
Antibody

ZEg Al
Nucleic a

cid

ASHR A
Antibody

TURER A
Antigen

REA
Antigen




5%
No.

27

28

29

30-

30-
2

31

=AEBRR
Approval date

2020/11/4

2020/11/9

2020/11/13

2020/11/24

2021/7/1

2020/11/30

S aiE RiEHATE

Commercial Name

cobas SARS-CoV-2 & Influenza
A/B

cobas SARS-CoV-2 & Influenza
A/B Quality Control Kit (P/N:092
11128190)

Panbio COVID-19 Ag Rapid Test  Abbott Rapid Diagnostics Jena

Device (Nasopharyngeal) Gmbh

cobas® SARS-CoV-2 & Influenza
A/B (P/N:09233474190)
Influenza A/B Quality Control Ki
t (P/N:09233482190)

Roche Molecular Systems, Inc.

APTIMA SARS-CoV2 Assay
APTIMA SARS-CoV 2 Controls Kit
Hologic Specimen Lysis Tube
Finisherbrand Versaclosure Tub
e Closures

Replacement Caps TCF/Selectio

Hologic,Inc.

n
Replacement Caps Amp/Probe
Replacement Caps Enzyme
Hologic Bleach Enhancer for cle
aning

Specimen Transport Medium

Direct Load Tube Collection Kit  Hologic,Inc.

Xpert Xpress SARS-CoV-2/Flu/R
Y

Cepheid Inc.

Manufacturer

Roche Molecular Systems, Inc.

tREiaE
Target

ZEE R
Nucleic a

cid

TR A
Antigen

P B 1A
Nucleic a

cid

VARl
Nucleic a
cid

ZEE R
Nucleic a

cid

ZEg Al
Nucleic a

cid




FFae AR

No.

32

33

34

35

36

37

Approval date

2020/12/14

2020/12/28

2021/1/5

2021/1/6

2021/1/7

2021/1/19

S s HEHLTE
Commercial Name Manufacturer

Elecsys Anti-SARS-CoV-2 S
Elecsys Anti-SARS-CoV-2 S
CalSet Anti-SARS-CoV-2 S
PreciControl Anti-SARS-CoV-2 S

Roche Diagnostics Gmbh

NeuMoDx Lysis Buffer 2

NeuMoDx Lysis Buffer 4

NeuMoDx Cartridge

NeuMoDx Extraction Plate

NeuMoDx Wash Solution, 2 L

NeuMoDx Release Solution, 1L Neumodx Molecular, Inc.
NeuMoDx SARS-CoV-2 Test Strip

NeuMoDx Viral Lysis Buffer

NeuMoDx 96 Molecular System

Installation Kit, NMDX 96

Biofire respiratory panel 2.1 (RP

Biofire Diagnostics, LLC
2.1)

Alinity m SARS CoV2 AMP KIT
Alinity m SARS CoV2 CTRL KIT

Abbot Molecular Inc.

cobas SARS-CoV-2

Roche Molecular Systems, Inc.
cobas SARS-CoV-2 Control Kit

Virokey SARS CoV-2 RT PCR Test
v2.0 Ltd

Vela Operations Singapore Pte

tRE AR
Target

etz
Antibody

ZEE Al
Nucleic a
cid

ZEE R
Nucleic a
cid
ZEg Al
Nucleic a
cid
ZEE Al
Nucleic a
cid

ARl
Nucleic a

cid




5%
No.

38

39

40

41

42

=HEBHA

Approval date

2021/1/28

2021/2/4

2021/2/9

2021/2/9

2021/2/23

A8

Commercial Name

RiEHATE

Manufacturer

TagPath COVID-19 RT-PCR Kit A
dvanced
TagPath RT-PCR COVID-19 Kit
Life Technologies Corporation
TagPath COVID-19 Control
TagPath COVID-19 Control Dilut
ion Buffer
Elecsys Anti-SARS-CoV-2 Roche Diagnostics Gmbh
ACCESS SARS-CoV-2 1gG
ACCESS SARS-CoV-2 IgG CALIBR
ATOR
ACCESS SARS-CoV-2 1gG QC
ACCESS SARS-CoV-2 IgM
ACCESS SARS-CoV-2 IgM CALIBR
ATOR
ACCESS SARS-CoV-2 I1gM QC

Beckman Coulter, Inc.

cobas SARS-CoV-2& %
cobas SARS-CoV-2 Control Kit

Roche Molecular Systems, Inc.

Xpert Xpress SARS-CoV-2 Cepheid Inc.

tREiaE
Target

VARl
Nucleic a

cid

gtz
Antibody

gtz
Antibody

ZEE Al
Nucleic a
cid

B Al
Nucleic a
cid




FFaie AR

No.

43

44

45

46

47

48

49

Approval date

2021/4/9

2021/4/21

2021/4/21

2021/4/30

2021/5/10

2021/5/17

2021/5/25

A aiE

Commercial Name

AdviseDx SARS-CoV-2 IgG Il (for
Alinity)

AdviseDx SARS-CoV-2 IgG Il Cali
brator Kit (for Alinity)

AdviseDx SARS-CoV-2 IgG Il Con
trol Kit (for Alinity)

AdviseDx SARS-CoV-2 IgG Il (for
Architect)

AdviseDx SARS-CoV-2 IgG Il Cali
brator Kit (for Architect)
AdviseDx SARS-CoV-2 IgG Il Con
trol Kit (for Architect)

Alinity m Resp-4-Plex AMP Kit
Alinity m Resp-4-Plex CTRL Kit

BioFire Respiratory Panel 2.1 (R
P2.1)

QlAstat-Dx Operational Module?
QIAstat-Dx Analytical Module
QIlAstat-Dx Respiratory SARS-Co
V-2 Panel

Panbio COVID-19 Ag Rapid Test
Device (NASAL)

cPass SARS-CoV-2 Neutralizatio
n Antibody Detection Kit

BD Veritor System for Rapid Det
ection of SARS-Cov-2

RIEHATE

Manufacturer

Abbott Ireland Diagnostics Divi

sion

Abbott Molecular Inc.

Biofire Diagnostics, LLC

QIAGEN Gmbh

Abbott Rapid Diagnostics Jena

Gmbh

Genscript USA,Inc.

Becton, Dickinson And Compan

y

tREa AR
Target

stz
Antibody

P B 1A
Nucleic a
cid

B Al
Nucleic a

cid

ZEE R
Nucleic a

cid

FuREA
Antigen

ASHR A
Antibody

R
Antigen




5%
No.

50

51

52

53-

53-

54

55

56

=HEBHA

Approval date

2021/5/25

2021/5/25

2021/5/25

2021/5/25

2021/6/24

2021/5/25

2021/5/25

2021/5/26

S aiE

Commercial Name

ID NOW COVID-19

Panbio COVID-19 Ag Rapid Test

Device (Nasopharyngeal)

Panbio COVID-19 Ag Rapid Test
Device (NASAL)

TagPath RT-PCR COVID-19 Kit,
1,000 reactions

TagPath COVID-19 Control
TagPath COVID-19 Control Dilut

ion Buffer

MAGMAX Viral/Pathogen Il Nucl

eic Acid Isolation Kit

Alinity m SARS CoV2 AMP KIT
Alinity m SARS CoV2 CTRLKIT

Xpert Xpress SARS-CoV2

SARS-CoV-2 Reagents for BD MA
X System

RiEHATE

Manufacturer

Abbott Diagnostic Scarboroug

h, Inc.

Abbott Rapid Diagnostics Jena
Gmbh

Abbott Rapid Diagnostics Jena
Gmbh

Life Technologies Corporation

Thermo Fisher Scientific Baltic

s Uab

Abbott Molecular Inc.

Cepheid Inc.

Becton Dikinson And Company

tREiaE
Target

ZEg Al
Nucleic a
cid

R A
Antigen

TURRA
Antigen

ZEg Al
Nucleic a

cid

ZEg Al
Nucleic a
cid

P B 1A
Nucleic a
cid

B Al
Nucleic a
cid

W Eg Al

Nucleic a

cid




FFa AR

No.

57

58

59

60

61

Approval date

2021/5/26

2021/5/28

2021/6/7

2021/6/7

2021/6/10

A8

Commercial Name

cobas SARS-CoV-2

cobas SARS-CoV-2

cobas SARS-CoV-2 Control Kit
cobas SARS-CoV-2 & Influenza
A/B

cobas SARS-CoV-2 & Influenza
A/B Quality Control Kit

Xpert Xpress SARS-CoV-2

ADVIA Centaur SARS-CoV-2 Tota
[ (COV2T)

ADVIA Centaur SARS-CoV-2 Tota
L (coV2T)

ADVIA Centaur SARS-CoV-2 Tota
[ Quality Control (COV2T QC)

SARS-CoV-2 Rapid Antigen Test

GenBody COVID-19 Ag

RiEHATE

Manufacturer

Roche Molecular Systems, Inc.

Cepheid Inc.

Siemens Healthcare Diagnostic

sinc.

Sd Biosensor, Inc.

Genbody Inc.

tREiaE
Target

B Al
Nucleic a
cid

=BG R
Nucleic a
cid

st
Antibody

FUREA
Antigen

TR
Antigen




FFa AR

No.

62

63

64

65

66

67

68

Approval date

2021/6/10

2021/6/11

2021/6/11

2021/6/11

2021/6/11

2021/6/11

2021/6/18

A8

Commercial Name

ACCESS SARS-CoV-2 IgM
ACCESS SARS-CoV-2 IgM QC
ACCESS SARS-CoV-2 IgM Calibra
tor

ACCESS SARS-CoV-2 IgG
ACCESS SARS-CoV-2 IgG Calibra
tor

ACCESS SARS-CoV-2 1gG QC
ACCESS SARS-CoV-2 IgG

ACCESS SARS-CoV-2 1gG Il Calibr

ator

ACCESS SARS-CoV-2 1gG 11 QC

APTIMA SARS-CoV-2 Assay Kit
APTIMA SARS-CoV-2 Control Kit
Hologic Specimen Lysis Tubes

Hologic Specimen Lysis Tubes

Lucira CHECK-IT COVID-19 Test
Kit

Lucira CHECK- IT COVID-19 Test
Kit

ViroKey SARS-CoV-2 RT-PCR Tes
tv2.0

SARS-CoV-2 Antigen Self Test N

asal

STANDARD Q COVID-19 Ag
STANDARD F COVID-19 Ag FIA

RiEHATE

Manufacturer

Beckman Coulter Inc.

Hologic Inc.

Lucira Health, Inc.

Lucira Health, Inc.

Vela Operations Singapore Pte

Ltd

Sd Biosensor, Inc

Sd Biosensor, Inc.

tREiaE
Target

stz
Antibody

REA
Antigen

=BG R
Nucleic a
cid
VARl
Nucleic a
cid
VARl
Nucleic a
cid

PR R
Antigen

TR A
Antigen




FFa AR

No.

69

70

71

72

73

74

75

Approval date

2021/6/18

2021/6/21

2021/6/21

2021/6/22

2021/6/22

2021/6/22

2021/6/22

S aiE

Commercial Name

Elecsys Anti-SARS-CoV-2

BD Veritor System for Rapid Det
ection of SARS-CoV-2

SARS-CoV-2 I1gG Kit
SARS-CoV-2 IgG Calibrator Kit
SARS-CoV-2 IgG Control Kit

QuickVue AT-Home OTC COVID-
19 Test
QuickVue AT-Home OTC COVID-
19 Test
QuickVue AT-Home OTC COVID-
19 Test

Biocode SARS-CoV-2 Assay Kit

AdviseDx SARS-CoV-2 IgG Il (for
Alinity)

AdviseDx SARS-CoV-2 IgG Il Cali
brator (for Alinity)

AdviseDx SARS-CoV-2 I1gG Il Con
trol (for Alinity)

AdviseDx SARS-CoV-2 IgG Il (for
Architect)

AdviseDx SARS-CoV-2 IgG Il Cali
brator Kit(for Architect)
AdviseDx SARS-CoV-2 IgG Il Con
trol Kit(for Architect)

INNOSCREEN covid-19 Antigen
Rapid Test Device

RiEHATE

Manufacturer

Roche Diagnostics Gmbh

Bd Rapid Diagnostic Suzhou Co
Ltd

Abbott Laboratories

Quidel Corporation

Applied Biocode, Inc

Abbott Ireland Diagnostics Divi

sion

tREiaE
Target

etz
Antibody

VALl
Nucleic a
cid

gtz
Antibody

TURR A
Antigen

ARl
Nucleic a

cid

stz
Antibody

INNOVATION SCIENTIFIC PTY LT  #ruE#&H

D

Antigen




5%
No.

76

7

78

79

80

81

82

=HEBHA

Approval date

2021/6/23

2021/6/25

2021/6/28

2021/6/29

2021/6/29

2021/6/29

2021/7/1

A8

Commercial Name

Humasis COVID-19 Ag Test

GenBody COVID-19 Ag

EURORealTime SARS-CoV-2

MassARRAY SARS-CoV-2 Panel

s

TagPath COVID-19 Pooling Assa
y Kit

TagPath COVID-19 Control Kit
TagPath COVID-19 Control Dilut
ion Buffer

TagPath COVID-19 Modulel/MS
2 Phage Control

TagPath COVID-19 Module2 Ass
ay Kit

COVID-19 Control

COVID-19 Module 2 Control Dilu

tion Buffer

GenBody COVID-19 Ag

InteliSwab COVID-19 Rapid Test

RiEHATE

Manufacturer

Humasis Co., Ltd.

Genbody Inc.

Euroimmun Medizinische Labo

rdiagnostika Ag

Agena Bioscience, Inc.

Life Technologies Corporation

Genbody Inc.

Orasure Technologies, Inc.

tREiaE
Target

REEA
Antigen

TURRA
Antigen

ZEg Al

Nucleic a
cid

P B 1A

Nucleic a

cid

B Al
Nucleic a
cid

TR A
Antigen

UREA
Antigen




FFa AR

No.

83

84

85

86

87

88

89

90

91

Approval date

2021/7/1

2021/7/2

2021/7/5

2021/7/5

2021/7/7

2021/7/8

2021/7/8

2021/7/8
~2022/8/22

2021/7/8

S aiE

Commercial Name

AdviseDx SARS-CoV-2 IgM with
Architect Reagent kit
AdviseDx SARS-CoV-2 IgM with
Architect Calibrator kit
AdviseDx SARS-CoV-2 IgM with
Architect Control kit

AdviseDx SARS-CoV-2 IgM with
Alinity Reagent kit

AdviseDx SARS-CoV-2 IgM with
Alinity Calibrator kit

AdviseDx SARS-CoV-2 IgM with
Alinity Control kit

cPass SARS-CoV-2 Neutralizatio
n Antibody Detection Kit

ADVIA Centaur SARS-CoV-2 IgG
(sCovG)

ADVIA Centaur SARS-CoV-2 IgG
Quality Control (sCOVG QC)

CareStart COVID-19 Antigen

Anti-SARS-CoV-2 ELISA (1gG)

Panbio COVID-19 Antigen SELF-
TEST

INNOSCREEN COVID-19 1gG/IgM
Rapid Test Device

QuickVue SARS Antigen Test

COVID-19 IgG/IgM Rapid Test Ca

ssette

RiEHATE

Manufacturer

Abbott Ireland Diagnostics Divi

sion

Genscript USA Inc.

Siemens Healthcare Diagnostic

sinc.

Access Bio

Euroimmun Medizinische Labo

rdiagnostika Ag

Abbott Rapid Diagnostics Jena
Gmbh

Innovation Scientific Pty Ltd

Quidel Corporation

Hangzhou Clongene Biotech C
o., Ltd.

tREiaE
Target

stz
Antibody

AstEEs
Antibody

gt
Antibody

R
Antigen

st
Antibody

TR A
Antigen

R tER
Antibody

TR
Antigen

st
Antibody




FFa AR A8 RiEHATE tREREAR

No. Approvaldate Commercial Name Manufacturer Target
STANDARD Q COVID-19 Ag Hom Pl
92  2021/7/13 SD Biosensor Inc.
e Test Antigen

SARS-CoV-2 IgM Reagent for Ali

nity

SARS-CoV-2 IgM Calibrator for A

linity

SARS-CoV-2 IgM Control for Alin

ity Abbot Ireland Diagnostics Divis  #if&#&Al
SARS-CoV-2 IgM Reagent for AR ion Antibody
CHITECT

SARS-CoV-2 IgM Calibrator for A

RCHITECT

SARS-CoV-2 IgM Control for ARC

HITECT

93 2021/7/14

SARS-CoV-2 IgG reagent kit for

Alinity

SARS-CoV-2 IgG Calibrator kit fo

r Alinity

SARS-CoV-2 IgG Control kit for A

linity Abbott Ireland Diagnostics Divi  $i&#&:Al
94 2021/7/14

SARS-CoV-2 IgG reagent kit for  sion Antibody

Architect

SARS-CoV-2 IgG Calibrator kit fo

r Architect

SARS-CoV-2 IgG Control kit for A

rchitect
) ) _ FuREA
95 2021/7/14 Biocredit COVID-19 Ag RapiGEN Inc
Antigen
Humasis COVID-19 Ag Home tes FlE
96  2021/7/19 Humasis Co., Ltd.
t Antigen




5%
No.

97

98

99

100

101

102

103

104

=HEBHA

Approval date

2021/7/22

2021/7/26

2021/7/27

2021/7/28

2021/7/28

2021/7/28

2021/7/29

2021/7/30

A8

Commercial Name

DiaPlexQ Novel coronavirus (20

19-nCoV) Detection Kit

Sofia SARS Antigen FIA

Humasis COVID-19 Ag Test

BIOCREDIT COVID-19 Ag Home T

est Nasal

SGTi-flex COVID-19 IgM/IgG

BioPlex 2200 SARS-CoV IgG Rea
gent

BioPlex 2200 SARS-CoV IgG Cali
brator Set

BioPlex 2200 SARS-CoV IgG Con
trol Set

Humasis COVID-19 Ag Home tes

t

QuantiVirus SARS-CoV-2 Test Ki
t

RiEHATE

Manufacturer

Solgent Co.,Ltd

QUIDEL CORPORATION

Humasis Co., Ltd.

RapiGEN INC

Sugentech, Inc.

BIO-RAD LABORATORIES INC.

Humasis Co.,Ltd

DiaCarta, Inc.

tREiaE
Target

ZEg Al
Nucleic a
cid

R A
Antigen

TURR A
Antigen

uREA
Antigen

gt
Antibody

fig izl
Antibody

TR
Antigen

ZEE Al
Nucleic a

cid




FFa AR

No.

105

106

107

108

109

110

111

112

Approval date

2021/8/2

2021/8/3

2021/8/4

2021/8/4

2021/8/5

2021/8/9

2021/8/10

2021/8/30

S aiE

Commercial Name

SARS-CoV-2 IgG Il Reagent for A
RCHITECT

SARS-CoV-2 IgG Il Calibrator for
ARCHITECT

SARS-CoV-2 IgG Il Control for AR
CHITECT

SARS-CoV-2 IgG Il Reagent for Al
inity

SARS-CoV-2 IgG Il Calibrator for
Alinity

SARS-CoV-2 IgG Il Control for Ali
nity

BIOCREDIT COVID-19 Ag Home T

est Nasal

DiaPlexQ Novel Coronavirus (20

19 nCoV) Detection Kit

STANDARD Q COVID-19 IgM/IgG
Plus

STANDARD F COVID-19 IgM/1gG
Combo FIA

Celltrion DiaTrust COVID-19 Ag
Home Test

STANDARD Q COVID-19 Ag Test
Celltrion DiaTrust COVID-19 Ag
Home Test Kit

BIOCREDIT COVID-19 Ag Home T

est Nasal

RiEHATE

Manufacturer

Abbott Ireland Diagnostics Divi

sion

RapiGEN INC

Solgent Co.,Ltd

SD BIOSENSOR, INC.

Humasis Co., Ltd.

SD Biosensor,Inc.

Humasis Co., Ltd.

RapiGEN INC

tREiaE
Target

stz
Antibody

FUREA
Antigen

ZEE R
Nucleic a

cid

etz
Antibody

REA
Antigen

TURRA
Antigen

TR
Antigen

TR A
Antigen




FFae AR

No.

113

114

115

116

117

118

119

120

121

Approval date

2021/8/30

2021/8/30

2021/9/14

2021/9/14

2021/9/14

2021/9/15

2021/9/23

2021/9/23

2021/10/7

A8

Commercial Name

SARS-CoV-2 Rapid Antigen Test

Nasal

Humasis COVID-19 Ag Test

Advanta Dx SARS-CoV-2 RT-PCR
Assay

TagPath COVID-19 Fast PCR Co
mbo Kit 2.0

BD Veritor System for Rapid Det
ection of SARS-CoV-2& Flu A+B

BD SARS-CoV-2/Flu for BD MAX
System

CareStart COVID-19 Antigen

TagPath COVID-19 RNase P Kit
2.0

TagPath COVID-19 Plus Control
TagPath COVID-19 Control Dilut
ion Buffer

TagPath RT-PCR COVID-19,FluA,
FluB Kit

TagPath RT-PCR COVID-19,FluA,
FluB Control

SARS-CoV-2 NGS ASSAY

RiEHATE

Manufacturer

SD BIOSENSOR, INC.

Humasis Co., Ltd.

Fluidigm Corporation

Life Technologies Corporation

BECTON, DICKINSON AND COM
PANY (BD) (OFFICE)

BECTON,DICKINSON AND COM
PANY

Access Bio, Inc.

Life Technologies Corporation

Twist Bioscience Corporation

tREaiaE
Target

REEA
Antigen

TURRA
Antigen

ZEg Al
Nucleic a

cid

FxBEE R
Nucleic a
cid

E A
Antigen

ZEg Al
Nucleic a
cid

E A
Antigen

ZEE Al
Nucleic a

cid

VARl
Nucleic a

cid




FFa AR

No.

122

123

124

125

126

127

128

129

130

Approval date

2021/10/7

2020/10/25

2021/10/26

2021/11/2

2021/11/3

2021/11/4

2021/11/9

2021/11/12

2021/12/06

S aiE

Commercial Name

VERI-Q Covid-19 Ag Rapid Test

cPASSTM SARS-CoV-2 Neutraliz
ation Antibody Detection Kit

CovAb SARS-CoV-2 Ab Test

Flowflex COVID-19 Antigen Hom

e Test

GenBody COVID-19 Ag Home Te
st

“ASAN” Easy Test COVID-19 Ag

VERI-Q COVID-19 Ag Rapid Test

Elecsys Anti-SARS-CoV-2
(cobas e411/601/602)
Elecsys Anti-SARS-CoV-2

(for cobas e 801)

Precicontrol Anti-SARS-CoV-2
Elecsys Anti-SARS-CoV-2 S
(cobas e411/601/602)

VITROS Immunodiagnostic Pro
ducts Anti-SARS-CoV-2 IgG Qua
ntitative Reagent Pack

VITROS Immunodiagnostic Pro
ducts Anti-SARS-CoV-2 IgG Qua
ntitative Calibrators

VITROS Immunodiagnostic Pro
ducts Anti-SARS-CoV-2 IgG Qua

ntitative Controls

RiEHATE

Manufacturer

MiCoBioMed Co.,Ltd

GenScript USA,Inc

Diabetomics, Inc.

ACON Laboratories, Inc.

GenBody Inc.

Asan Pharmaceutical CO.,LTD.

ERA BIOTEQ ENTERPRISE CO., L
TD.

Roche Diagnostics GmbH

Ortho Clinical Diagnostics

tREiaE
Target

REA
Antigen

gtz
Antibody

stz
Antibody

URRA
Antigen

R
Antigen

FUREA
Antigen

TR
Antigen

TR
Antigen

etz
Antibody




FFae AR

No.

131

132

133

134

135

136

137

138

139

140

141

Approval date

2021/12/30

2022/2/09

2022/2/15

2022/3/4

2022/3/28

2022/3/28

2022/4/18

2022/4/19

2022/4/21

2022/4/28

2022/4/29

A8

Commercial Name

Alinity m SARS-CoV-2 AMP kit
Alinity m SARS-CoV-2 CTRL kit

Xpert Xpress SARS-CoV-2

GenBody COVID-19 Ag Home Te
st

Humasis COVID-19 Ag Test

BioCode CoV-2 Flu Plus assay

Aptima SARS-CoV-2 Assay Kit

Virokey SARS CoV-2 RT PCR Test
v2.0

Allplex 2019-nCoV Assay

GenBody COVID-19 Ag Home Te
st

GenBody COVID-19 Ag

Gmate COVID-19 Ag Saliva

RiEHATE

Manufacturer

Abbot Molecular Inc.

Cepheid Inc.

GENBODY INC.

Humasis Co., Ltd.

Applied Biocode, Inc.

Hologic,Inc.

Vela Operations Singapore Pte

Ltd

Seegene Inc.

GENBODY INC.

GenBody Inc.

Philosys Co.,Ltd

tREaiaE
Target

ZEg Al
Nucleic a

cid

=BG R
Nucleic a
cid

E A
Antigen

REA
Antigen

=BG R
Nucleic a
cid

ZEE R
Nucleic a

cid

ZEg Al
Nucleic a

cid

=BG R
Nucleic a
cid

E A
Antigen

REA
Antigen

URRA
Antigen




FFaie AR A aiE RIEHATE tREREAR

No. Approvaldate Commercial Name Manufacturer Target

BD kit for rapid detection of SA  BD Rapid Diagnostics (Suzhou)  #i/E#&l
142  2022/5/3

RS-CoV-2 Co., Ltd. Antigen
, _ FURAR
143 2022/5/6 Humasis COVID-19 Ag Test Humasis Co., Ltd.
Antigen
BIOCREDIT COVID-19 Ag Home T iR A
144 2022/5/9 RapiGEN INC. _
est Nasal Antigen
Flowflex COVID-19 Antigen Hom _ RER
145 2022/5/10 ACON Laboratories, Inc. _
e Test Antigen
Humasis COVID-19 Ag Home Tes Pl A
146 2022/5/10 Humasis Co., Ltd.
t Antigen

Panbio COVID-19 Ag Rapid Test  Abbott Rapid Diagnostics Jena iR

147 2022/5/12
Device (NASAL) GmbH Antigen

InnoScreen COVID-19 Antigen R INNOVATION SCIENTIFIC PTY LT  #i/R#&:A

148 2022/5/13 _
apid Test Device (Self-Test) D Antigen

Indicaid covid-19 rapid antigen  Phase Scientific International L  $/R#&A
149 2022/5/13
at-home test imited Antigen

Panbio COVID-19 Ag Rapid Test  Abbott Rapid Diagnostics Jena  Hi/R#&A
150 2022/5/13

Device(Nasopharyngeal) GmbH Antigen
B
151 2022/5/16 Xpert Xpress SARS-CoV-2 CEPHEID Nucleic a
cid
Humasis COVID-19 Ag Home tes flE
152 2022/5/20 Humasis Co.,Ltd
t Antigen
STANDARD Q COVID-19 Ag Hom Pl A
153 2022/5/20 SD BIOSENSOR, INC.
e Test Antigen
STANDARD Q COVID-19 Ag Hom R R
154 2022/5/20 SD Biosensor, Inc.

e Test Antigen




iR

No.

155

156

157

158

159

160

161

162

163

=HEBHA

Approval date

2022/5/20

2022/5/20

2022/5/23

2022/5/23

2022/5/25

2022/6/6

2022/6/6

2022/6/8

2022/6/10

S aiE

Commercial Name

InnoScreen COVID-19 Antigen R

apid Test Device

DiaPlexQ Novel Coronavirus (20

19-nCoV) Detection Kit

PCL SELF TEST-COVID19 Ag

INDICAID COVID-19 Rapid Antig

en At-home test

DiaPlexQ Novel Coronavirus (20

19-nCoV) Detection Kit

VITROS Immunodiagnostic Pro
ducts Anti-SARS-CoV-2 Total N A
ntibody Reagent Pack

VITROS Immunodiagnostic Pro
ducts Anti-SARS-CoV-2 Total N A
ntibody Calibrators

VITROS Immunodiagnostic Pro
ducts Anti-SARS-CoV-2 Total Co

ntrols

PCL SELF TEST-COVID19 Ag

VERI-Q COVID-19 Ag Rapid Test

Rapid ResponseTM COVID-19 An
tigen Rapid Test Cassette - AtH

ome

RiEHATE

Manufacturer

Innovation Scientific Pty Ltd

SolGent Co., Ltd

PCL, Inc

PHASE Scientific International
Ltd.

SolGent Co., Ltd.

Ortho-Clinical Diagnostics, Inc.

PCL,Inc.

MiCo BioMed Co., Ltd

BTNX, INC.

tREiaE
Target

REEA
Antigen

VALl
Nucleic a
cid

I E A
Antigen

FuREA
Antigen

VARl
Nucleic a

cid

mastEAl
Antibody

R
Antigen

URR A
Antigen

TR
9Antigen




it *ZERH
No. Approval date

164 2022/6/10

165 2022/6/10

166 2022/8/9

167 2022/8/11

168 2022/8/17

169 2022/8/18

S aiE

Commercial Name

NeuMoDx Lysis Buffer 2
NeuMoDx Lysis Buffer 3
NeuMoDx Cartridge

NeuMoDx Extraction Plate
NeuMoDx Wash Solution, 2 L
NeuMoDx Release Solution, 1L
NeuMoDx SARS-CoV-2 Test Strip
NeuMoDx Viral Lysis Buffer
NeuMoDx Saliva Collection Kit
NeuMoDx 96 Molecular System
NeuMoDx 288 Molecular System

BIOCREDIT COVID-19 Ag Home T

est Nasal

PCL SELF TEST COVID19 Ag

TagPath COVID-19 RNase P Kit
2.0

TagPath COVID-19 Plus Control
TagPath COVID-19 Control Dilut

ion Buffer

TagPath COVID-19 Modulel/MS
2 Phage Control ~ TagPath COVI
D-19 Module2 Assay Kit
COVID-19 Control

COVID-19 Module 2 Control Dilu

tion Buffer

obas SARS-CoV-2 Duo
cobas SARS-CoV-2 Duo Control
Kit

RiEHATE

Manufacturer

NeuMoDx Molecular, Inc.

RapiGEN, Inc.

PCL Inc.

Life Technologies Corporation
Microgenics Corporation

Life Technologies Corporation

Life Technologies Corporation
Microgenics Corporation

Life Technologies Corporation

Roche Molecular Systems, Inc.

tREiaE
Target

AR
Nucleic a

cid

TURR A
Antigen

REA
Antigen

ZEE Al
Nucleic a
cid

ZEg Al
Nucleic a

cid

ZEg Al
Nucleic a

cid




FFaie AR

No.

170

171

172

173

174

27 HEHA : 110-10-22
AR R : 295131

Approval date

2022/8/18

2022/8/18

2022/8/19

2022/8/19

2022/8/19

A aiE

Commercial Name

Xpert Xpress CoV-2 plus

cobas SARS-CoV-2
cobas SARS-CoV-2 Control Kit

TagPath RT-PCR COVID-19 Kit
TagPath RT-PCR COVID-19 Contr
ol

TagPath RT-PCR COVID-19 Contr

ol Dilution Buffer

PCL SELF TEST-COVID19 Ag

PCL SELF TEST COVID19 Ag

EXrEHA : 111-09-14

RIEHATE

Manufacturer

Cepheid

Roche Molecular Systems, Inc.

Life Technologies Corporation
Microgenics Corporation

Life Technologies Corporation

PCL,Inc.

PCL,Inc.

BMEL L BHRE

tREa AR
Target

ZEg Al
Nucleic a
cid

ZEE Al
Nucleic a

cid

P B 1A
Nucleic a
cid

FURERA
Antigen

TR
Antigen




