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TagPath FHE IO+ A JLA(SARS-CoV-2) )7 )LAA L PCR &R Fvk

[EELEXRNIE]

« AR TOHENEMETH - TH, FEHRE L TD SARS-CoV-2
BRERET HH O TR,

- BWNIEAETEE OB OERAEREZ SR L. RS OBRER R
DHTITHOT | BRIER S E D TRAIZHBT 2 Z &,

« BRAREREL « BLD TS OW I B IR S A AP — Ry &
HZ L,

BV SRIEICOW TR, BEEFTEE LV AESA TS
Fﬁﬁamfﬁ4wx@mﬁ(awmu>rﬁwﬁﬁw%ﬂj
WZHEVY, |IHEE SWNRSUIMER 2 T 5 2 &),

[£K4EE]

-Ki IX. SARS-CoV-2RNA BHHDOEGKRZH % BBy L Lot
WAERT 2 2 &, BHRkRRZE OfoZE B B9 i A

T%&w

B TREOMFCRBR A WSS, AR EOHE &7

LIERERH Y 2 20T, ARGOFERIZHT= > TiL, BiET

BMEOMGF, ERE2HF LHiiEoRED L & ThREZ £

HZ &,

- il 9 2 B K OVE 8 D VR A S0 K OV D) i A < B

ATOLERT D Z &,

« BATSCELISA O F B DWW TURRAE L 72,

[HziK - MEE (Fv FO#)]
JEIR - Hs1E
1. TaqPath H =2 m )7 A )L A(SARS-CoV-2) U 7L A A
PCR & b (1000 Ji57)
1) TagPath COVID-19 RT-PCR Kit
(1) TaqPath COVID-19 Assay Multiplex
(Gene Orf-1ab, N Protein, S Protein, MS2)
1,500 uLx 1 A
(2) MS2 Phage Control (Process Control)
I mLx 10 A&

2) TagPath COVID-19 Control (1 x 10* copies /uL)
10 pLx10 A&

3) TaqPath COVID-19 Control Dilution Buffer
250 uLx10 A<

4) TaqPath 1-Step Multiplex Master Mix (No ROX)
10 mL x 1 &

2. TagPath H%l = o)A )L A(SARS-CoV-2) U T /L A A
PCR ¥~ & (100 KJi57)
1) TaqPath COVID-19 RT-PCR Kit
(1) TagPath COVID-19 Assay Multiplex
(Gene Orf-1ab, N Protein, S Protein, MS2)
150 pLx 1 K
(2) MS2 Phage Control (Process Control)
ImLx 1A
(3) TagPath COVID-19 Control Dilution Buffer
250 uL x1 AR

2) TaqPath COVID-19 Control (1 x 10* copies /uL)
10 pL x1 A

3) TagPath 1-Step Multiplex Master Mix (No ROX)
I mLx1 &

(=R E/]
BIFHEE <R TR D SARS-CoV-2 RNA Ot (SARS-
CoV-2 [EY DLW DHiBh)

(R RE]

AdhIE, SIEEEE VKU HER 10> SARS-CoV-2 DY/ X
7 RNA BithZ BEE LIz~ T T Ly 7 A Y TVH A LlRE
AU AT —BEHGE (RT-PCR : Reverse Transcript-Polymerase
Chain Reaction) 7 A kT %, SARS-CoV-2 D%/ X 7 RNA 8
WICEHEGD 3 >OSTA ~w—/Fu—Tty MIMZ T, ZOT A
MZE, 7 A FOF T =L ORI, RS PCR HIEOBM:=
ba—n b LTHEET2NEBME= s he—ArThHD MS2 O
TA~—/Ta—7 WEGRESR L DNA AR DO~ AL —I v
I ANEEND,

32D T A ~—/Fr—7+k >y I, ORFlab i#{5 1. N Protein
BRF. KOS Protein i@ fmFHEIEIN 2 K& E LTV 5, Zhb3
FED IR T-HEIE GISAID (Global Initiative on Sharing All Influenza
Data, 2020 423 H 5 HKfR) THEEZKI LTV D 187 FiSHD SARS-
CoV=2 D47 2 w2 RNA IZBWT 100%HRFESNTEY ., —7,
NCBI (National Center for Biotechnology Information) |Z%$5% X 41T

&ms&vzuﬂmznéﬁﬁwaufﬁ4wx&imhﬁ
#Mm%ﬁ@#w oD TR FLEYIC SARS-CoV-2 Z 9%
BEIFFCX 20,

S VO SUTMERR 5> B S B & 4172 RNA 13 cDNA (2
WHES S, ANTP 288 & LT MMLV WlEEREEIC L D cDNA
AR L%, SHITANTP Z8EHE LT, TagqDNA R Y A 5 —

IZ L DIEATThID, RK¥y MZLDZNOLDSE, 77
4 RAAAL F ¥ AF 5 A 7500 Fast Dx (g H & =
13B1X10227000001) FE72iX. 7774 RAALF TV AT AL X
QuantStudio 5 Dx (J| HH& = 13B1X10227000007) 12 L VW 175,
ZOWRT, T —T I ENEB T D3 20— T U —
REOY R—=2AF T A ~—ORIINLE T 5 3 D DOREE DIEMELS
W27 ==L, PCR YA 7 VOMEEM T, TaqDNA R Y A T —
B 5 X7 L7 —EEEICIY T TR afisnbs L TL
R—=F—RKNT o TF v —aRKNPLHEESN T, 40k 7L
DEREND, BV A 70T, BINOLR—Z—@ESTREN
ENOT T —TH YIS dU, IR AINT 5, SRR
T 7 TA RNA AV AT LR 7500 FastDx £721%, 77T A KX
A A AT AX QuantStudio 5 Dx @ PCR ¥4 7 L& L THERE
ns,

[BELEDEE]
1. PEREIOME - FRIRE

1) WEREOME

PR L 7o B IR IR D fERMEN & D DT, B RNA A
A= Bt & FEMT 2 2 Lo IR, BRI 5T M
O Y 5 BT OV T, MRk DR AEREICHE D Z &, [ENT
JEYSERF TR T E T 1 > & — T, SARS BI# O BEMAIX
Biosafety Level (BSL) 2 LA LTH O 2L Lo TWD, /2, &
i H11Z MS2 Phage Control 238 £415 7289 BSL2 DL ETH 5 Z &
BARMIZIE, 8 AB57# M A personal protection equipment; PPE ('\7
Ry, A= FR AU v o) BERTLHI L EHE
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TLTW5,

BERIR OERI/EE T EIZ OV T, 12019-nCoV (FH 2o
T OANR) YD BE OREERE - ik~ =27 V) 25
BRL TR, B, AdEERK CIEHDICRFT ST T
WZ EEFfR L= BT, AL T ZEN,

2. RBAEFUGME

A DR ZERUGE 2 AIE 5 7212, 42 O RIS LT
TFIA =70 =T ORIGHICET D insilico BT Z21T>72, 7
T A ~—7 a0 —T7 OMHFEMEDFERN B 1%, IR RAEIER LD A
U722 & D3 S iz,

in silico fRATIZHER U7z 42 A=k
LR

Human coronavirus 229E

Human coronavirus OC43

Human coronavirus HKU1

Human coronavirus NL63

SARS-coronavirus

MERS-coronavirus

Adenovirus

Human Metapneumovirus (hMPV)

Parainfluenza 1

Parainfluenza 2

Parainfluenza 3

Parainfluenza 4

Influenza A

Influenza B

Influenza C

Enterovirus

Respiratory Syncytial Virus A

Respiratory Syncytial Virus B

Rhinovirus/Enterovirus

Parechovirus

Candida albicans

Corynebacterium diphtheriae

Legionella (non-pneumophila)

Bacillus anthracis (Anthrax)

Moraxella catarrhalis

Neisseria elongata and N. meningitidis

Pseudomonas aeruginosa

Staphylococcus epidermidis

Streptococcus salivarius

Leptospira sp.

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetii (Q-Fever)

Staphylococcus aureus

Haemophilus influenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Bordetella pertussis

Mycoplasma pneumoniae

Pneumocystis jirovecii (PJP)

3. WiEWE - ESH
W EWE DR
SLMHTAY <R SEMERR 2> 5 MagMAXT™ Viral/Pathogen Nucleic
Acid Tsolation Kit % L < /& MagNa Pure LC Total Nucleic Acid
Isolation Kit Z IV TR A L7238, BT by,

(A% - AR (R4FEAR)]
1. JGoREk

RRARIE S IHEE S VVESUTMER &35 (NEBtE= > ha—
/L MS2 Phage Control Z R {AIZ 10 uL AN L CTHEAT5),
2. RIEOFR Tk

1) Befkds SR L=l o 7 % R L, B3 I30K b Ol
T 5,
2) Bl SN EMEEBRS AL T v 7 AL THLOLTF 2
— 7 DIEDIREEED D,
3) G v AT 5,

Ty TEIL, TARNTARIBEUCHS £ 70 D K D ISR OMER
WMz T, Btkar be— 1 @y sEtkay ba—u 1 [agy
EHAEDE D, TRTOHARIE, By b=F7—D 10%D
BB NEEN TS, ELEREEZ L TIIRT,

B v 7 A0

B TRE, X IR RO

> 1
AR =S 2 ay h e
a2 he—)L
TagPath
1-Step Multipl
ep_ uitiplex 6.25 ulL 6.875 x (n+2) uL
Master Mix (No ROX)
(4X)
TagPath COVID-19
adra i 1.25uL 1.375 x (n+2) pL
Assay Multiplex
i 7 L7 —EAk* 12.50 L 13.75 x (n+2) uL

M 20.0 uL
X 7 L7 —BIKITBIRER S B R L e 0 T,

4) FL—trEeky N7 v ST 5,
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L7 BUS R v 7 A 200 pL % 96 ¥ = VRS L— bk (0.1
mL) D&Yz /WIEXy NTHEAL, LRI RT L7
NEREIZay ba—LEAEDbYE D,

& LORR
UGz o
Btk = b
s 17— L*2 oy N
R ik (TagPath %%}i ~ b
COVID-19
Control)
w7 A 20.0 pL 20.0 L 20.0 uL
S (A 5.0 uL - —
Witk
o ha—)b
(TagPath - 2.0puL -
COVID-19
Control)
g ; a2 - 304L -
(=43
2 ha—)L - B S0uL
s 25.0 uL 25.0 L 25.0 uL

2o b — L OHEfF & LT, TaqPath COVID-19 Control
Dilution Buffer 98 uL |Z TaqPath COVID-19 Control 2 uL Z B0 L &
< I, TaqPath COVID-19 Control Dilution Buffer 87.5uL (Z Rk @
F R TaqPath COVID-19 Control 12.5uL % B0 LI &KARIIC 25
copies /uL (ZFHH 5,

3. RT-PCR DE1T
UTPNE A NEETYH—~ LT 8 ha—LEFETT 5,

RT-PCR i 2t

i T il A vk

l\iNG AvFa—T3 2590 2 4 1
WERG SR 53°C 10 % 1
TIT 4=V av 95°C 2 4y 1
T4 F—F v — 95°C I®
T == 40

o %)
IZI ATV ay S

il R DR
BT ONT, CtIE37T 2y MAT7 & LTHMEEIE
[EX i 2 T

Ct<37 Btk
Ct>37 [afk

40 AE RO HIEE

ORF1 Ngene | Sgene | MS2 AT PP

ab — 5 R

(=4 [=4KH [ O =3 fLliS) NA

Rat: ket Rt | B H5h A LA

KR

1 SO I [k Hh A IR
EJ/ES N
[

2 DL R [k Hh 7 A I A
F0x TR
[

RKMEERHRZ2ELI U 7 VITERESL, b LEREICKY
SARS-CoV-2 MR & 7L RMEEDFERNDER INTHAIL, B

VI NHD SARS-CoV-2 a1 F 7 A )L ADIFAEBIE S5,

[BRER = 2]
<ERERHL#E>
1. SRIHEER (A
ERIRAR AR & A2 ARG & BEZRERG (PCR 1K) & OFRRAM: % It
L7z ZA, HROGOLNIZ 18 BIZOWTLTORREESE L
7=

— R LN —HeR
Bt — B 96.00% (96/100)
Faik— e 92.86% (91/98)
SR —EeE 94. 44% (187/198)

2. MERARA

COVID-19 AT KPE L7 B D SR L 7= SHEE R (A & MR
RRARD AT AR 272 FUZ DN T, AR5 CTOREREF A g L7 &
ZAH, UTOfRRESE L,

— RO g
Bk —ek 96.9% (31/32)
Bark—Hek 96.7% (232/240)
Ak 96.7% (263/272)

[1£8E]

1. SR B 7B K OBk

17y MZoE 3[EEOFERNEORBRAARL 2. eIV
FEORFBICBNTHREE S L, BEE, B, RIRFEBLE MG
OHMREZMHERL TWD, £, HARFORER & LTiX, MS2
Phage Control /&% (X TaqPath COVID-19 Control Zfifl LC4 7 v
BAEZEMML, 47 vEA & HIZ CHIE=37 DHEITHTE, 47
yEA L HIT CLE>37 OHLEICREL T 5 L &0, ZhidHE
a7 2,

2. fe/ Mg RS
A ORHRA (LoD) % SARS-CoV-2RNA % S/l L 7= £E
BER UV (NP) Bk % VW CHIE L7z, LoD (& 20 a5k
BREi, b7 1ml H720 250 7 LAav—%& (GCE),
T 725 10 GCE/RUSITHS 5 LM S iz,

foo/ MR RS
AR FE LoD (GCE/mL) LoD (GCE/JXiz)
AT SV 250 GCE/mL 10 GCE/ZJS
(NP)
[EREX(EEEO EDTE]

<ERFEFIBHAESHERLOEE>
c BEREL, FEHBIBRNO SO EHEH LT EEN,
PR LIS 72 E O OFRIKIT=IR (15~30°C) 2R L THEH
LTL7EEN,
KO B IRIEO Ry MEEIZP o D 2T TLIZE
(2

<ZEDHDIEE>

(1) FSEDOIER
FISBEDT 2 =T Dx v v T TR L THIT 2N T EEW,
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IR DEMEEMIC L D 2 # 22— 3 TR HIr ORI &
TR BIE0D TR RBBEZ 0L OEBERT D720, HkE
BB LARWIRY . DI ORBR CTE LW RN SR R DT
REMERH D £,

() BEFE LorE

1) BEIZE VA UZERIZOW TR, Bk L &R
B X IIHFEDLEE T TLIZE N, o, 2 b & FEEE
T 5T, SEERIRICE > TED b= HEIHE
STLTEEN,

2) EH%OBBREFEET DHEICIT, FEEDICHET 2 HE
e - CEFRBESEY UL FEEFEFEY 7o KB L CAE L
TLIEEW,

3) ERTIRER OERURE K OMEIE X 4172 DNA OFEFEIL.
Wi SRR A% N 2 CHZNESRIREE 5000 ppm, 0.5%|Z 72
5 XD ITIRME—BKET 572 L, DNA ZH3E L Th b
BEHELTIZEN,

4) DNA & -7y bF o TROTTAF v I Raie L
. WRHESREES (ARMEFRIREE 5000 ppm, 0.5%) (Z—
BT 72EI2X D DNA 2 U THh o BERVEE & 72 13%
PT&2b=—)L 4% 2 BmICHE L, EHEFEFEDE LTl
FILTL &N,

[REAZ. FHHM]
<REHERUVAEZMM>
TaqPath COVID-19 Assay Multiplex, MS2 Phage Control .
TaqPath COVID-19 Control Dilution Buffer } U TaqPath 1-Step
Multiplex Master Mix (No ROX)
-30 °C~-10 °C
12 7~°H

TaqPath COVID-19 Control
<70 °CLLF
12 7*H

[B%HfT]
TagPath FHEOOF 94 JLR(SARS-CoV-2) J7 L3R4 L PCR #&H
Fwh 1000 RiG5
TagPath FHEOOF 94 JLR(SARS-CoV-2) J7 L3R4 L PCR#&H
*yk 100 RES

(BHRARIEOMC S X F LCE, DRIk - M (2o o) ]
DEEBRLTLZEW)

[EEZXR]
1) Bt7—%
Q) BAEFEE BRI Z O T2 R RS B S vz 2019-
nCoV Mn M H1EIZ OV T 2020 4E 4 1 9 Hl

“[FELEbHEk]
SATT Y ) u TRV SRR
U == b
T108-0023
SRR TSI U T H 2 % 8
TEL : 03-4520-5288

* [ BERFERE O K4 XIT 2R BER]
<BERTEE>
FAT7T Y )= AT RS
T108-0023
HOREPERCE I T H 2 % 8 7
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