(TS
HGFEE S 30300EZX00007000

*k20234FE TH (B3R
*20224E 11 H GE2/R)
RM510-K

SARSIAFIAILAEFY b

7O5x F° SARS-CoV-2 Ag

ZOFGEE LLSFRA T LT ZEN,

EELEATR

1) AFOHENEHTH->TH, SARS-CoV-2 BYALET D HDOTIEdH
0 FEHA,

2)  BEIZHAWDIRIN IO T, B L 0 ARSI QO0D Tflan
F A NAEGYE (COVID-19) JHFARAEDH R 22 LT 7ZEn,

3)  PMNIEAIIEE & 0 RE ST DRI - MekRam T o5
WAL, AN L DRSO T, lARER L E0 TRA
ANZHEEI LT 72EVY,

4) SR WRERRIRE LIS5A SFEEE VORI AR MR
BRDSFED HAILTND T8, FRARDEIRIZEE L TRE L T IZENY,

5)  FRAREREUL O NZOU T, B S A= R A C T
72EV,

@R

- ARSI T, TSSO BIERTE A,

. IRNSEELISADEF RO TR 2 LEE A,

. BRIANREUIE, T FREDEERRS TR 2S00,

. BIRIRGOfER B D HOE LT, BRI L TSN,
SOORMIHIRI L, (A& LT AT B Y DA EGEN TOETOT

¥ NOEMEREE S TR ORI B I A B2 K 9

2, EREICERARE LWL ITFEAEE L TLIESY, F—Eeal

ADT=0 | BIBICAEE LTAATE, /KTy i s 20uE 1 TV

MR HIUIERIOT Y TEZIT TSN,

* 6. AMOMARIHIKIL, 725 2 1° Flu One, 7 K7 Z 1 SARS-CoV-2 NEO, 7 K

T A N FIUCHHHAHE T 7 1 Z A ML LN T 2SN,

Ul W N =

Ok - HEE (v MO
1. TARI—FK
HLSARS-CoV-2 =7 AE /) 7 m—F Lk
LA BEGRPTSARS-CoV-2 ~ 7 A/ 7 a—J LR
2. Ak
3. fTEf
TANH—fFE ) XL
G ES
G AL R
4. BlFEh

4 =V D@ A THER TEE WY,

AR A OGRS, Moo B ArRE T,
« 715 Z K Flu One s ARG 22600AMX00563000
« 7 RFA R Flu : 7KEREB 30200EZX00096000

ko 7 RT AR SARS-CoV-2 NEO @ 7KGE%S 30400EZX00016000

OfEF B
EMIEEERD VNS e < NHROD SARS-CoV-2 HUFOOR (SARS-CoV—2 Jddje
DRHORHIBD)

[ Ry

A ISE 7 v~ MEOFFNZHAS T, SARS-CoV-2 HURZEMIIN AR
LT, EMEEER VU LRIz <V N B TR LT MAIE P D SARS—
CoV-2 HUR HUR) 1L, BRI E D4 a1 NERRHT SARS-CoV-2 ~ 7 A€
J 7 a—BiR Gaad REGREUA) EROEL, PUR—& oA REGRbA
BAERERLLET, PUR—Ea oA MEERPUMEAINT, 72 M— ROH[E
B [Test] |ZEFHLEAZHT SARS-CoV-2 ~ 7 AE ) 7 m—F Uik (EiR{kT
A LRIGL., ERHEUA—UR—&an o FESRIAEAAREIRL, &an
A RIZEVIRO~EREODT A VERLET, ZOT A AZEY, BiRiETHo
SARS-CoV-2 HURDIFHEDAREEHE LET, —FH., MREFHOTIRDOTFEOR
MBSO ST, RN CE TN AT A PSR ZHESS [Control] 1Z[E
fbSh=piay he—VEA UG, HIESRS [Control] (ZHRA~EREADT
A UERLET, ZHUTT A M — R ECRISERISEAT-Z L 2R LET,

O ELDEE
1. BRI 2 (R - 2~

1) BGDSEFED & HIHARDIL ) Py N~ A 7 | FARL, VAR, PRt
BEEAFERALTLIEEN,

2) BARDE-R X, M HEEOWEERE by MUHRUIRIBE) 2 ZHHL 7280y,

3) BABREIAIE, T DI AR 8 L GO LT 7280y,

2. MAIRIRFOTER

DRI E., FRERR BT SCE R L <Hia,
IEEY,

2) BRI I8 LT CORMABII R A Th7a YT 7280y,

3) TR U 7RI DR RN AR R Y e  IERI TR T2 720
LA, 0. 5~1nl. FEEEDAEFEAIEKAINZ AR UL S W7k T
WL TS, ZOSAIIFARCE WREME N LETOTIHEL L
AN

4) FERBEHN ORI L, SRR SN AT DR A B L C
LTZEW, BIAEEEN H TR & IE LSRG DAV ATHEM)S
BHYET, 72U, SRS L0 | kORI AR B L T L
9 LLUBROEMET, 74N Z—OHFEE D0, BIRARROFIAE 20D £50
TIAEREL 728V, SRS RE LT A1 I — o iz

B BRANTL 7280, HL, MERICYARAATERIAE TSI H5R<
SERDZ LIFRAT TS EENY,

5 MADBEUL, TP LAY, FAT R LI ADFRRO Y, & CHEE
LTLEENY, (PR NI B S SR CE 9%, St
DTN TR D AU HAUE L, PEFRIEEHOBEL FCIE L T 7ZENY,)

6) PRERAFROD EEDSIAE, T5HR L QO DA TR (k. $ih) ok
FHRRO HNAEATHHH L2 T 720y,

3. ¥y MEHROES
F N CIRT L QWA S|PNEE (15°C~37°0) IZRLTHD
THAL PEV, BEEHEITE O LT 728,
4. WrEMIE - 1iESRA
TR KON T RO 36\ VT, ARSI B HIE~ DR 5B B
NWEHATL,

FORERZ T L C

iplwkce 3 TN )T 4. 4mg/nl.
TR FAEY 4. 8mg/mL
RO FEAD U= 38mg/nlL
= O) IN—TITHA 29mg/nl.
TR S 23 R SLTF R 1%
TROEATL— | B F LU V=g MUK | 1%

g (1%)
78, 1%d& 0 ZMENEA L7 B QREET G LT, HED R
LRDYENB Y ETOT, FE, BAEEILEL T &N,

O@F% - R BEHE
1. SRR L
DXy b (TR M—R, g, BeE 72— 20 132
DOFFEFEHLET,
2) % M CIRTE L QAT BNIRE (15°C~37°0) IR L TH B
ELTLIEEY, BEGITE BT LT IZE0,
) MATEAT 5 BRI A TS U T, A M — R, WAk, i, 7 «
& ) ZNEELET,
2. RO
D ¥y MYBOBEEREEZ AR L TIZ80y
3. RARDEREOE
1) EFREER S\ NEOBEUTTE

TR B D B RS SHHI T
THZSRPERIZIR > Cd o< DIRA L, SFEH
ZAARHESE LTy A BRI L, ke L
9, (¥1)

(1)

2) SR NEDBRIUT

TR BRI~ T2 c mEEFAL, &

nn HAMIZ < 0 5 EREENL S B L
& F9, AREIRTHE L Oy VAL, ik

% A LLET, (®2)
} SRR 1 B MR BB, S =
D T AT bR L, BRI

FOEHTCHEIEL T EEN,
(32)

-1-



4. WRAROTHED T

DR, BARIHRA D F2—7 O LEEF D, %< 2~ 3R> TT /A3

SV TR A TR L LTSTEE Y,

2 BIRRIROTF 2 —T T VI =3 L, (3. MEOBED A <©

LD Z I L TAPSORRERET S 2RI TR U TR L £ T

o

3) S BIZTF 2 —T DIMA HREERE 3 AAE CoF AT L DT, BRRLTdR
% L <D LT &,

DEFRNT 2—T 2 O0FATL I LOITHIRES [E T, FIREZIRY <
DIFZALD LT IZE VY, 10 H U7l a Al s LET,

SHEDT 4 VA& ) ANET 2—T ORETLoH0 LIBDZATIIZEN,

—¥-

ARSI O CARBL LIRS, TR A T e
<7
ol TagAN | TRFAN | #7FFAR
Flu One Flu SARS-CoV-2 NEO
SIBERO O O O
BRI O O O

5. JEHMEE (ENIEE 15°C~31C T TV ET)
DFRBRAFHT2EOT A b H1— ROT VI8 7 B L, 7 & b h— REER
DHILET, B0 T A M— RIFEBIZTHERAL 7ZE0,

Z0O5X NSARS-CoV-2 Ag

ID No.

Fa-TJEFOIIC
uTT 3 ﬁ%

Control Test

7 \
HIERS [Control]l I [Test] AN

DIRAEEAND Fa—T7 DHFREDEIN Fa—T HE -3 ILTTRY (172
TANE—RFE ) ZNVETEL T, T A Mr— ROBNE TN RANE 31 @
100uL) ZW-< Y &R FLET,

T TORS, ) ANVAGERR AN E F2RNTLTEEY, S AV 5 2 Lh3dH
DET,

-2-

3) 15 /g%, 7 A M A— ROREIONHEBIT 2 74 L O % BT
BIERL, HIELET, 72720, 15640 L 0 DIBMSHIERS [Control] BXOMIE
B [Test] \&T A L HMEGBHIRISG, FORE L AlET 5 2 L a3k
8

1. HEIAE
BIEBMEARDES TGS, HIES [Control] EHIEES [Test] ZH
DIEEREADT A AL S THIEEATOET,

DHIER [Control] (27 LB HUTIER A T T 0D LHITL
T, CHIER [Control] DT A A% < TH AT CHESHDIHUZIER 75K
BAYTHON TS Z LR L TOET,

2R [Control] LHIREHS [Test] (2T L3R LIZBANTIIBMELFIE L

ES
TOS5ZNSARS-CoV-2Ag g%

ID No. ?}
Fa-TEFSIA) T

wee 3] 4?;

— i Wp—

3HIEER [Control] DIMNITA L MBIT DFAIIIEIELHE L ET,

TO5 X NSARS-CoV-2 Ag /_

ID No. Z

D IROBATTHERED E L, BRI BN L TR AR LB, FTLvT
A N r— RCEREZ T CLIEE0Y,
< HIESR [Control] (2741 L AGBOBIVT, HIEH [Test] IZHT A1 058
O LR ER,

705X NSARS-CoV-2 Ag

HED [Control] (274 LTIV HIER Test] (274 L AWRDOHIL
DYt ¢ \

TO05X NSARS-CoV-2 Ag / ,,\,,
ote. Fa-TEFSI<K ég{?‘

e 37 ) B

Control Test
A A

2. HIE LOER

D) WA M. HIERS [Control] (274 W HSHBLL, A >HIEED [Test] (CF
A LR U T S HIE T E T, Bl AR L TnD 16 2975%%
U CTHEER [Test] 1271 L DMEBHARZR NGRS HE L TS
vy, E7z IRRARASESYEE D | HIER [Test] 23AWT A ARTBER S
DYrahie V) EI 03, HIERTH E CIRERED T A U HER SR e
HEMELHE L TSIZSY,

2) TE LV R ERIERH IR RO HIE 517 DI LT BB, B OMREOR R
HIEDHME A KIFT R B Y £77,

MM L CUIIHFROEE ET 5 Z LD FTOTERELTZEW, 3
RSSO DY E, AR DIEE L T 7ZE0,

4) RO L, AP OGURIRED A OB F ChH T35 600
ROEHDAA 5y Tl o7 THILZ D TREM D D £7,

5) AT - TRIROHNEIE, ANEE E o CBIET DO CHIBIRI L S&
[ERIAEAINTEMT L T 720y



6) BRIAF DRSNS o C, HIEES [Control] DT A L DFEANEL 72 DHAD
HYET, bﬂ“ﬁlf%%é‘é L COUTIEE 780 Tz L L T s
[N

) RIS 1% 15 507588t L7 HEEANTHEZAT > T 2SN, HliEkH 2

ET- AT, IRERLONC L D56 Y A7 H3E< R D AlRe’ i W 9T,

HIEED [Test] 1274 LUARRO BV THHIEITRAT TS 2&0,

GE s v~ NEORE B BIRE- PO EA AR ORI T 55
A HIEERID 15 2L THEESRD [Test] (2T 4 L HERTBIHEMH 0 F
T, Fio, BRIRHESIGEH TR DRSO LY | IR 15 LR
HIESS [Test] 1 HBIAHSAR VAT A BT Z LRIz D £
7%

7N L, AR X AR ROA T TT, toORMASER R OIAR
SERAEBIE U GREMICEBI L T 7230y,

8) BRIARDEI R SR T 2855500, Bl 125 7kl iRz Fiv i3
A RIROREE SRR B A 0 F37, HIEREEI A>T,
JEBHSAUPHIEED [Control] 1254 U ASBI LRV AL, TRESHAEE)
LRV ET ), R I LT 728V, FREE OB AICIIAmRIC
K VREME N LETOTIERE S0

OFRIER
AIRE 7 n~ MEDFFNIIASNT, SARS-CoV-2 HUFAEMAN T 5k

O
T - R (IR (Tt TSR, MM X OVRIREFRMEA
BRI L7 E, MiioOMICHEA LETS
1. e
1) AR
g ML AR S & &S HE S LD,
2) IERRMERIR
BatE= s b — a5 & X Rk & HE
Lt EINnS,
3) [FIRFREE AR
Btk ha—L 3[EIEIRR S5 & SOtk S e S, fatka s
11—V 3[AFRA IR 5 & TR L HES A,

2. HIMRHEE (R)
SARS-CoV-2  (2019-nCoV/JPN/TY/WK-521 ££)
4,2X10 " PFU/nlL
3. AEROGME
TWEAWT, LIRS « Az HUR & OZSGEOEE R LT & 2 A,
FHHAZ SARS 1A LA NP FURARRE . SRS QI TRkl 220,
GO R LERATLS,

farbo s he— A

?g%gﬁfﬁ” R, BB E 95 2 &7 D> O k—ﬁ%ﬁ%*ﬁaﬁ—d— 31 : CFU/L ; Colony Forming Unit (= D:F%Zﬁki{ﬁ)
%2 : TCIDg/nl. ; Tissue culture infectious dose GOWKBRRE ARG LE)
) (ﬁgﬁgiﬁ;%OWf *E)F'E}ﬁ‘ﬁgﬁﬁjz,‘i %3 : PRU/ML ; plaque forming unit (77— 27 FER%EAT)
kk 1. FER N AV = G o
AP HUS DRI L . :
SRR RS 7 L BRI & PRIE
XU TN A L RT-PCR IEIENEGYENS R ORISR ~==7 /1 2019~ Aggregatibacter actinomycetemcomitans 1.1X10 °
nCoV Ver. 2. 9. 1 |25~ CHE, Bordetella pertussis 1L.7X10 7
_ RT’E\CR & - Escherichia coli 2.4%X10 8
o [{’i’?{ E’lz t Z§+ Haemophi lus influenzae 1.6X10 7
o o T m = Klebsiella pneumoniae 1.8X10 7
i /i; 5 m 105 Pseudomonas aeruginosa 3.9%10 8
== VBl 5 < 73. 8% (13/65) Serratia marcescens 1.0X10 8
Fatk—Er : 100% (40/40) Staphylococcus aureus 3.2x10 ®
A—EER - 83. 8% (88/105) Staphylococcus epidermidis 1.4X10 7
FAHERRIAD & A )V R i & AR OB Be% PR LETS Streptococcus agalactiae 1.8X10 *
WAoo A AR A A (R—EeR) Streptococcus pneumoniae 6.5%x10 ®
RNA 2 &°—/7 A ) Ntk Nt b Streptococcus pyogenes 9.0X10 7
10020 F 17/17 (100%) 17/17 (100%) Streptococcus salivarius 4.5X10 7
10°~10° 21/21 _(100%) 21/22 (95.5%) Streptococcus sanguinis 2.9X10 ¢
10'~10° 10/16 _(62. 5%) 10/14 (71. 4%) Streptococcus sobrinus 5.6X10 7
10" i 0/11 (O 0/12 (%) .
) ~=A AT TR/

BEAGRN EARMO—BeRE FRaloRLET, 4, =gy
T EEE‘F '“ADD pen Mycoplasma orale 2.5X10 ¢
W 47 1 m Mycoplasma pneumoniae 1.8X10 ©
A FalE 1@ 5 57 Mycoplasma salivarium 1.0X10 °
e 48 57 105 Mycoplasma hominis 1.3%10 *

PP E—EeR  97. 9% (47/48)
[atE—EeR  98.2% (56/57)
AA—EER 1 98. 1% (103/105)

31 RT-PCR OFER,  16i% SARS-CoV-2
ke 72 £ L,

32 RT-PCR OFER,  16i% SARS-CoV-2
ke a0 & Uiz,
2) B VN
XU TIHA L RT-PCR YR IENEGYEMS T ORI~ == 77/ 2019~
nCoV Ver. 2.9. 1\t~ THEN,

RT-PCR 72
518 [£3E8 i
[k 38 0 38
N Gk 20 28 48
A 58 28 86

S E—HeK : 65.5% (38/58)
FalE—EeR 1 100% (28/28)
A—EER 6. 7% (66/86)

BERRAD A VAR L AR OB —BeRE FElorT,

RO A A SRR R (SR

®RNA 22—/ A 1) Nt b Nt b
10500 |- 2/2(100%) 1/1 (100%)
10°~10° 10/10 (100%) 15/15 (100%)
10'~10° 21/21 (100%) 21/30 (70. 0%)
10°~10" 5/20 (25. %) /11 0.1%)
10° A 0/5 (0. 0%) 0/1 (0. 0%)




)AL TINT YLD T A VARV

A VAL, ShiEpLEE %2
Adenovirus Type 1 5.5X10 ¢
Adenovirus Type 2 2.2X10 7
Adenovirus Type 3 1.1X10 8
Adenovirus Type 4 3.3X10 7
Adenovirus Type 5 2.2X10 7
Adenovirus Type 6 2.2X10 ¢
Adenovirus Type 7 3.3X10°
Adenovirus Type 11 2.2X10 ¢
Coxsackievirus Type A9 1.1X10 ©
Coxsackievirus Type B3 2.2X10 ¢
Coxsackievirus Type B4 2.2X10 ¢
Coxsackievirus Type B5 1.1X10 8
Echovirus Type 6 1.1X10 8
Echovirus Type 16 6.6X10 ¢
Parainfluenzavirus Type 1 1.1X10 °
Parainfluenzavirus Type 2 6.6X10 ¢
Parainfluenzavirus Type 3 1.1X10 ©
Respiratory syncytial virus(A-2) 8.9%X10 °
DA LINTAFTA VA I
TR, RGEE
Influenza virus A (HIN1) / New Caledonia/20/1999 3.0x10 *
Influenza virus AMINL) / JAHE—5%rE/SWL1536/2019 3.0%10 °
Influenza virus A HINL) /7' 2 A~/02/2018 5
09 3.0X10
Influenza virus A H3N2) /Z#/2671/2019 3.0X10 °
Influenza virus AHIN2) /A1 2/14/2017 3.0x10 °
Influenza virus B/ Shandong /7/1997 3.0x10 *
Influenza virus B/E'Z U 7/705/2018 7.5x10 *
Influenza virus B/ A J—7 1 1/15/2016 6.0x10 *
Influenza virus B/~7—% v 1/3073/2013 7.5%10 *
5) SARS-CoV-2 LISAD )7 A LA/ SR)L
OB 4 BRI
Human coronavirus 229E 4.4X10°
6) SARS-CoV-2 LISNDRZ =1 )07 A VA NP HUFL SR
A B4 PR
Human coronavirus NL63 700ng/mL
Middle East respiratory syndrome-related
coronavirus (MEES%JOV)Y " 250ng/nl.

708, KX SARS-CoV NP U & I FSULMA RO HALE LTz,

4. BOEHPEEE
FENIENES,

OfEH FSUIEY B EOEE

1. B EorER

DA, HIV, HBV, HOV ZEGoRnnsd b b0 & LTI TLIES0,

2) RSO L, FR & LT AT MY DG ENTHETOT
X hOEMER RS THRIRHHIRRRL ORI H LN A B 720 K 9
12, FRIEICERARE LWL ISR L T 2SN, T—HELOIC
ADTZ0 | B ZE LTAAIE, K T3 SO it S5l A RUE 21TV,
WS HIUTEAIDOT Y CTEZT TSN,

3) T A — Rdd= bt —2EEFEH L TQOET, = hakra—XE
VRO TIRBEEASE 2D, KEROIT TIHMEEIIE L2 L S LT 72
0y,

4) BRI I8 LT CORMABII TR A T7aU vTL 7280y,

B5)flo THAE (I S B2, JIF LA, HEEEARS L TR s L
TRNEDITRREIRY . MRS E VTR L T 72&0,

2. HH FoEE

DR IEDIR T2, RS OVEST H AT, 1~30°C TR
LTLEEn,

2) ENIRFE (15 C~3TO TR L TSR L T 7EENY,

3) T A N — RIS HERNC T /L AEEN LI LT E &Y,

HEFESETCLEST2Fy M LZRWTL SN,

5~ L7e7 R br— R, WA, iRk L0 v o — (& 7 X
JUTEER L2 T 72 &y,

6) AR X AR DT80, Fv » A& T A URTEEE L TQOET,
TV, e RN T IE S0,

I FFYIRA B E 7= SR IH T L T 72 &0y,
3. BEELOFE

DRI, WS L2 BIER OFER L, WiEaisT b ) oo (Bahthsie
FE 1,000 ppm, 1BHLIHRE) . ZAE—L T T NERIR %, 1R
) SO EETA— Fy L—T W (121°C, 20 5PLE) 47T
72EVY,

MR, 7TIALFT FY v AREENCNET, T N TAL
FRFEIEOIRNERT Y R AT 5 Z £ 23V 40T, BEEIKBORUKT
FT>TLTIEENY,

3) P, WA LTS B EA FEET AT, BSOS ONE B
D, KEIBERS IS OEICHES T, FEEL T IZEWN,

OIS - B
1. sk =i (1C~30°0)
2. BRI 12 4 A
FEF L, AMEISTRL T £,
@ LN
1¥%v b+ 1072

Gl
- REE (=R AR URAT )

- IREEHE IS P AR

OEESTR
1) Fila v A )L ARYYE (COVID-19) R OFRE (55 3 FO
2) [ENIRYLTETTT R~ =271 2019-nCoV Ver. 2.9. 1
* @O ek
MEEAL S I AT 4R A T4 A= g A40Y
T105-0023 HUHIAXCETH—T H 2% 35
TEL : 03-5994-2516
E-mail: medi-ho-service@m. medience. co. jp
7 KT IS BRI
T8719-0453 FRAVRFHART LM 1 7 7 0FMID 1
TEL : 0978-34-7771, FAX : 0978-34-7781
E-mail: adtec—qa@adtec—inc. co. jp

BT

i PRFwIkt St

T819-0453 KAy RT FH 1 7 7 03FHo 1
*HRFETT

MBS IATAIIA

T105-0023 HAHHEX ST —TH 2% 35

15 GOAAD)
1548 GOANY)

-4-



