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COVID-19 Test

FRIEFIZ SARS-CoV-2 HUSIMFAET D35, 7 A bt > o> COVID-19 Test
AT T BT T= 7 251 SARS-CoV-2 HiFE / 7 i —F Uik —Hif— 4=
1A RfEG~ 7 251 SARS-CoV-2 HUETE / 7 10— /VHiK OB SRR S 4.
AT ? ‘/J:O)ifﬂﬁ%[i TICHREREADT A L ISBINET,

HIERS C LT, [Hi~ v R IgG FURI BEE SN TEY | [Ean g NG~ T A6
SARS- CoV2 PURE / 7 v —F bk BEO 4an A MG~ 7 &2 IgGl 5%
AL, HER CILIREAOTA N HELET, 2O Z LI L s E L <
TN Z L MR CEET,

FLU A+B Test

WA 7V T A VA A BIFUERGET 2856, 7A Ry b
FLUA+BTest D A>T T2 BT =T AHiA V7V A VA A BIGURE
J7a— gk —hUR—T&aae A NMEG~ U APA 7V F oA LA A
HIPURE 7 7 a—F AHiR) OBASERIER S, A7 T EOWEE AR
BODOTA UPNBNET,

ikl A oz A A B BIBUEDMAET 285G, 7 A Mty ho
FLUA+BTest DA77 v FIZ [~ AFA 7 )Vr oA LA B RIFIEE
J I a— R PR — e a A REEG~ A V7L U A VA B
BRTE /) 7 o —F ViR OBEERIER S, A 7T v EOHIERR B IR
DT A BN ET,

HIERS C LTI, THi~ v A IgG HuRI BEE SN TR Y [Ean g NG~ T A6
AV TN T AN ARGIRE ) 7 a—F gk, eaad e~ 4

D) BRIRZ BRI L7 iR, 3 <l Ny 7 7 —IdB L ThiH L T 72&
W T CICHIER C & AW GATE, A CHgE LI I A F v 7 Fa—
TN TR L, SBPEEE (15—30°C) T 8 I fifl, 14k 2—8C) T 24
FERALINIZRE R LT 7280,

@ AR ORI Sy 77—k, BPEEE 15—380°C) T 2 I, %k @—
8C) T 24 Wi & ClIRE TE %7,
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THME
A 20 pg/mL | AF T AXY Y 0.6 mg/mL
LT 50pg/ml | 7==L 7V 12 mg/mL
T = R 200 pg/mL | LX b—/b 4.5 pg/mL
FXHRAH S 08mg/mlL | U Lo 282 ng/mL
TA=V ) R 68ng/mL | ¥ I 7L 1.1 pg/mL
N = e 12mgmL | F7I~A 2 2.43 mg/mL
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A VAL 7
Adenovirus type 3 3.16 x 10* TCIDso/mL
Adenovirus type 7 1.58 x 10° TCIDso/mL
Human coronavirus OC43 1 x 10° TCIDso/mL
Human coronavirus 229E 5 X 10° TCIDso/mL
Human coronavirus NL63 1 x 105 TCIDso/mL
Human coronavirus HKU1 1 x 10° TCIDso/mL
MERS COV Florida * 1.17 x 10* TCIDso/mL
Influenza AHIN1 * 3.16 x 10° TCIDso/mL
Influenza A H3N2 * 1 x 10° TCIDso/mL
Influenza B * 3.16 x 10° TCIDso/mL
Human Rhinovirus 2 2.81 x 10* TCIDso/mL
Human Rhinovirus 14 1.58 X 10° TCIDso/mL
Human Rhinovirus 16 8.89 x 10° TCIDso/mL
Measles 1.58 x 10* TCIDso/mL
Mumps 1.58 x 10* TCIDso/mL
Parainfluenza virus 2 1.58 x 107 TCIDso/mLs
Parainfluenza virus 3 1.58 X 10° TCIDso/mL
Respiratory syncytial virus 8.89 x 10* TCIDso/mL
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Pseudomonas aeruginosa

Arcanobacterium

Candida albicans

Staphylococcus aureus subspaureus

Corynebacterium Staphylococcus epidermidis

Escherichia coli Streptococcus pneumoniae

Moraxella catarrhalis Streptococcus pyogenes

Neisseria lactamica Streptococcus salivarius

Nesseria subllava Streptococcus sp group F
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COVID-19 Test

(1) SARS-CoV2 B B3t
T A Nty b COVID-19 Test DHIEHS T &HIESS C ITHREEED T A A3
PR DLNTGA,

(2) SARS-CoV-2 i [tk
T A A1y ho> COVID-19 Test DHIEHS C IZHREEAD T A L HGRD HAL, f]
TR TIZT A D358 HAVR WG E,

FLU A+B Test
DA TN P TAL VA ATHIR Bk
T A NHE Y o> FLUA+BTest OHERR A EHIESS C IZIREEGBD T A V)

TR BILVHIER BIZT A U SED B2 WEA,

QA v INZ YA NVABEGR Bk
T A Ny ho> FLUA+BTest OFJERS B &HIERS C ICHREEED T A
TR BIVCHITER A 2T A U DNRED B2V A,

@A VTN P A LA AR - BRIGUR Wkt
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BRI Sy 7 7 =2 T LT D 15 AN HIER C 127 A A8 it
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(1) AR L, SARS-CoV-2 fileds L UM o 7L LW A L RSO BN A4 T
5 bDOTH Y HEEBMNE, FEHIERRS RTPCR i%, 7 A L A5 BERE5% oot
FAER L A CHY EMIASR A RN LT IZE0y,

@ AREITEMARER CH 5720, AWMEIC LY SARS-CoV-2 HUFB LU > 7
VAT AV APUROTE BAECH U RO A TS5 Z LITTE FHA,

@) HIEES TIZT A VD380 BV A, SARS-CoV-2 HU MR S 41727572
ZEERLTVETR, BRIKOBRIAAR A5 Th o 72560, BRIKFIC
SARS-CoV-2 MHFEL T THARF v FOMHBELL T CTh - 72848 O RlHENE
IFEETE A,

(@) HITEE A EI2IRHIEE BIST A L350 HIRWES ., A VTP A )L
AHUREDBRH SN2 -2 2 L R L COETN, BIEOEII AR5 Th -
THEO. BRI U7 T A VABFE L TOTHARF » hORKH
JRELIT Cho =B ORI R E CE 8 A,

B A% v FOREE FHRIE, SARS-CoV-2 T 100 pg/mL, A > 7/ A LA A
¢ 10000 HA/mL, A > 7 /v 7 A )L A BT 5000 HA/mL & TR L C
WET, ZOREEBZ DBIRICOWTIHER L T EEA,

6) IS A, HIERS B, HIERS CISHREBD T A L IBD DL, A VTP
ANVA AT B BGURREGE L e 25800 £, 4 TV FUA LA
AR BRIO BB OFABETIEF ICENTILHTEEA & BOTA U
TR OB ED FTHEM A E 2 LN ETO T, EHRIBRCMOMATRE
FLADETRAMITHE LT ZEV,

DHEE DT A OB RIT DEENFEIUCH Y T8, T4 V280N
IR R TR T, £, BOSHICT CIROTHANZR T A o A3 —HEC HER
THHANH Y T, THUTHF QR TFNA LT T LEBEITT 5 L X OFKIC
RONDHET, JOSBIOMEITZETH Y A B, HELWT LR

TR T A AT X0 HEERD T A > OREBBREE G, Rz
Fi L TL7EE,

(&) HIEE Clidhi~w 2 IgG HUADBEE S TR Y JFEL E HEE C o T
A E, BRIET OPUR R 72RO & o TR L
DAREMED S VD 9708, REANTRD DIV RITA T,

(9) BRI SR A . RIEORPES @A, RSB R
SO BT DR % 8 ATV DA 7 8T, HEMICE Ran ik b,
HIEERD T A » DEEDTI, HDHWTEER T OMRIZE Y AT T
FIZTA RO BRERFED LD Z ENRH Y 77 HIEHUSM AN
Ho THHEH TOT A O LV HE L T ZEWHENR
WA, IR ZEER D B L TR 2 530 L T & W, (A2 /IR L
AT IR MK T Lo TIEEL 2 E0,)

10) BARIZIIK AR L 0 | D TEIUT A T T D HELEERLSOESy
DSRERIZEG L, HIEEH O T A 0w (A1) L2580 0 F9,2
DAL EME S HE L T IZEN,

(1) HIE ATRERFR 2B & 727 A M B O, TEEERIC 0 R D
T A ROBEEPBNDGEDRH Y 7,

**(19) RAFFFEA TN D I F USRS —ERIL. U2 F o mkoA
VINEFTA VA TR v SOSBEERIG A R T RTREME N B D 9,

| *ERRER |
SARS-CoV-2 1%, 2020 4F 1 AIZKFE SN FBloaa T v A VAT,
SARS-CoV-2 J&HYYIE (COVID-19) DL fERIT, FEE BRI, BV V2% 8T
T IO E Y K MEOTEA AR, FHIZR EDVIEROTERICIRD HALET,
AT N T A VA KL BRI, BRI 080, BHE w2 A
I, BRI &R o T RO MR EREYSE CF, AR A BUET21X B
T EFEPAIZ A T3 LS TWET,

Ay Mk BRI R A LB L, S R IEIC L VK 20 4T
SARS-CoV-2 B LS v I N PO A N AERHT 5 LT £,

(EEERERERRBR OB E )
COVID-19 Test
*(1) ENEARIE (RIRFER V) 2515 & L2 RT-PCR i% & O LG5k

3R 96.5%(83(511/86/51)
fet—geRk 100%(7251l/72451)
g 98.1%(155451/15851)

B0 = &R AlE, FROM|@Y TLIZ,

RT-PCRIEDZHIHORNA = b —Hfii JEBIEL
1002 B —/7 A M A 145
1002 B —/7 A RELL, 4002 B —/F A N A ofl

400 v —/7 A FLLE, 10007 B —/7 A R 161
1000= & —/7 A hPLE 8141

*(2) [ENFEAHRRA (R W) 255 L L RT-PCR i & 0 s

SR 92.5%(49(511/53151))
fapt—seRr 100%(5445/54451))
ik 96.3%(103451/10741)
BB D = 555411 E, FROEY TL,
RTPCRIEEOZEFHORNA = b —Hiia JEBEL
10071 B —/7 A b A 1p1
100 B —/7 A MLk, 400= B —/7 A b 03
4002 & —/7 A RLLE, 10002 B'—/7 A b 131
100022 &—/7 A RPLE 47151
FLU A+B Test
*(1) EPNEEARR A (BIEEER UK ) x5 & UTEEGESD & ORI AR
AR B
BE e — o | [tk — 8RB | Btk — S| etk — 8ok | 2k 8k
(Bafsd) | CRiRE) | (BiRE0) | CRiRE0) | CRiRs) | (Beis%)
92.2% 100% 97.0% 90.2% 100% 97.6%
(59/64) (105/105) (164/169) (37/41) (128/128) (165/169)
(2) FHEENA U NEHS L ORI U NI E R G L Lo, 7 A IV AYSITEAER
ATURGME—EeR 100%(40f51l/40%1))
B <R BRI E—EeR 100%(40{1/4041))
[t —HeR 100%(4015il/40/31)
ARG — S 100%(40151l/4051)
B R BRI —FR 100%(40f41/4011)
et 3R 100%(40151l/401))
BEBIIE, LR OB TRl a1 Tk LT,
A (HIND  6.3% 10" pf/mL : 10
AFIHIND 19X 10? pfymL : 10 %
A (H3N2)  2.9x 10" pfmL : 10 {1
A% (H3N2)  88% 10" pfumL : 10 {51
B 3.7% 10! pfu/mL : 20 5]
B 1.1 % 102 pfwmL : 20 {51
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COVID-19 Test
(D) RRERER - IEmetABR

1 [alk A SE BRI E Vz & & R oRERES 5,

ALOHEITHE LET,

2)SARS-CoV-2 FUEIE A FAE R A% V- & &, SARS-CoV-2 HiFIME

DIERAEAFD,
@) IR SRR

1) SARS-CoV-2 HUR s A SEE B AR A BT E OB T 3 [l 0 X LAk g%

& & SARS-CoV-2 HURGED R —HER A 152,
1) SARS-CoV-2 Hili B H S FIRRIA : 1.2 ng/mL
[t F B ERRIA © SARS-CoV-2 HUR A5 & 72\ RS
FLU A+B Test
(D JREERER
1) [ark A BRI E V- & & R ofE R eSS,

DA TNT P AN A ARGURGYE A ZEBMRRZ iz & &

A TNE P T AN A ARG R 2155,

A TN YA A BERBGURRGE A 58 Mk & ok &

A TN BT A A BIGURGEDRE R 2155,
@) IEREMERER

DA T Nm Yy A A ARG A R E R R Z 2 L&

AVTNEFTANAATIGIEEEE A 7V A LR
B AP EMEDORE R E5 D,

DA 7NT P YA A BRGURBGE A ZEBBREZ 0z & &

AVTNEFTANABERFUREEE A 7V A LR
ARBREEOER 55,
(3) [RIFRFEEIMERRER

DA 7m0 2 A TG [ 508 BURIK 2 07 E O fE T
3EIFVIKLRBT DL &, A7 oA LR A RIGUR M

DR R EZF/ D,

A TN T A LA B EIBUR B A FAE BRI & FTE OfRET
SEHR VIR LERBT AL &, A7z F AR BRI RBNE

DOF—FER =155,
WA 7T A VA A RIREE B G088 BLRRA © 100 HA/mL
A VTNV A A BRIGUR S B ZE BRI © 30 HA/mL
Rtk A ZEFRRA

A TN A LA AR OB BBUR & & F 72 ORI

OBEADEEWE

PR

O/ Mg RREE

o IMRHEYE (FIR)

SARS-CoV-2 : 100 pg/mL

A TN T A VA AT 1.5 % 10° TCIDso/ 7 A b
A TN AT A LA BAL 1.0 x 10° TCIDso/ 7 A b
(25 K HkEE AT SO

BSES A IV ARR W
o Heat inactivated 2019 Novel
SARS-CoV-2 Coronavirus, USAWALB00 | 0 10° TCIDw/mL
A7 .
A% (HIND) ANirginia/ATCC 1/2009 6.3 % 10" pfu/mL
Py =
A (H3N2) A/Hong Kong/8/68 2.9 % 10" pfu/mL
ke 7]3’;5 “Y | BVirginia/ATCC 52012 3.7% 10! pfwmL
| FEREE IR EV EORE |
OB v B (fERRF5IE) OBRE
D TR TORRTELOEHRR B D HDE LT, o LTl oL
7S,

@ 7 A Mty OB TEOHERICERAN 2T <EE Ny,

@it Ny 7 7 =3, T @R TIRR I AT Y | BT L720 Lz
e id, AR TR T F OIS RILE ATV, B2 B, ERODRiE

RIF TS,
OFEH EDER

D7 A MY FBEXOHHE Ay 7 7 —DAS72F 2—71% 2—30CTRIF L

TLIEENY,

@F A Mty FBIOHIE Ay 77 =D A T2F 2 —7IXERRE 15—

300) IZR L TADEEH LT ZS0y,
@7 A My MHERERNZAA AT FNEEY H LT ESV,
(@) BE BRI & TR KO R HE ] LT iZauy,

B) T A Mty MY 7 7 —D AT F 2— I EH LN T 7Sy,

OFRELDOEE

ORI LT A Sty b, BHABOREHH A Y 7 7 —D A7
T2 — 7 FRIEEBUS RS, SRR A AT - 72 1%, BESEER T,
OV BT IS OBUEIIHE > Tl HIECHIE L T2 &0,

@ BIEDTREL LI E1E, T a— LR T L—7p B FAWTEHERY &4
EAT TN,

| FPBs 1 - A2 |

WyiEc 1%« 2—30°C TIRAE
FENIN - % 24 - A (BERIIIRIZSMNEIZERR)

FEERNT |

20 7 A
BIFESh PRSI — R 1518022  JAEEHEE (S - SIHEET ) 150 A

| FEH |

(1) F = v F= 17 A L 2 EYE (COVID-19) JEEUAIRA DFES | [ 578

©2) # BN : POCT (point of care testing) DI & 545 DR | [Eekkens:
Vol. 80, No.4 (2010)(39), p. 317-324.

(3) WHO recommendations on the use of rapid testing for influenza diagnosis,
World Health Organization, July 2005.

(4) Westgard JO, Barry PL, Hunt MR, Groth T. A multi-rule Shewhart chart for
quality control in clinical chemistry; Clin Chem. 1981 Mar;27(3):493-501.

(5) LR | g = | (LAIRIE | ILAERSE | SRR, tPobbe b5
R RS TR — L CHAT LTl A 7 L 3 (AH3N2) OFt,
JEYIE RS 70(5), 449-455. 1996

O RN : A 7V Y OEREATHE , /NEE 392), 125-138. 1998

(7) EREEREL  WSBRERAR , 7RE T RIKEAENE « A TV U YINAE , A v
NV PFEATRONIURSE - BT, AAERIR 55(10), 2699-2705. 1997

(8) FENTYSEMZETT - RR AR~ =2 TV A VI m PRl =
7V (5 4 1)), 85.2016

O NAIE - A v TN FOBMOBED J7 | 5 & 3 T4(8), 251-254. 2017

| *¥RNE D - BIERE G - Bt

OfnW&hEds - BERFET - F5Ex
HRXE ZFUTITAYTIOR
(NICHIREI BIOSCIENCES INC.)
T104-8402  HURUHEH S X EEHI6-19-20
TEL: 03(3248)2228 FAX: 03(3248)2243
O
UMW R AR A Bt A BR
(Hangzhou AllTest Biotech Co., Ltd)

_4_



