[COBFHEEINEFAXEE L<HA TN SEALT FEL), |
HRISOUEIeE 30

HEEFE S 22500AMX00008000

MIZUHO NVEDY Co, Ltd.
ABFN— 5 B IMEHERERF Y -

9149 FIA4HY—° Auto Strep A

%% 2025 4 8 HUGETCGE 9 H)
* 2023 4F 6 A UGETCH 8 1)

[ ER]
DASIIEAEZHHTcH Y, 2 Ao HIICHER L 2w TT 0w,
AT B IR SEBRE RGO W 1, A X 2REFBROATITDT.
fth DA RS CERIRAEIR % 5 8 L CRGIICHIT L T & w,

* )BT OB FEIC O W TIHRITZE L TH A,

* QEFH O HHIER S OB ICE L <id, &9 % 0B TH O Uk
BHEZ L CHATOLLHALTT X v,

(AR -BEF Gy DR ]
DFRAIHI—FY v
- PLATE BVAIESHERE 7 9 ¥ 8 V) 7 v — F A fifk
- PLATE BAIESHIRE 7 ¥ K ) 7 v —F A diikfiaE&an A F
2fHRA
2.0mol/L HEfEEES + U v L
3B
0.2mol/L g

(ERBM)
WA SR PR o ATHE B VA IMLEEER E YU O Y
(ATFHSHER RS D T D HiBD)

CRIERIE]

[2A4v 27 FxAH%—®AutoStrepAl 1. 41 4/ 7 u~< ik
(Immunochromatographic Assay) @ JFHRICE-D 72 AR B VAIMHEFHER
EhUE R RS T,

TAMA—=FY v PHACEY FINTVREIAVYTL Y7402 —1
DRSNS a v 4 FEBAAENICIITIARE B IAIMEERE 7 3 ¥ K Y 7 v —5
AitkiEGEI L FEERTIA VO~ 2G0E 0 7)) viies
auf FRBFINTHET, T, AV ILY 740 i—LEoYES
A VERICIIYIARE B /AIMESHIRE 7 ¥R Y 7 v —FAfifkosEEL X
N, R A VI 3MER 7 4 VAT~ 2RE 7 v 7Y v HUALE
At h T T,

B ICARE B IBIMEFIRATUR A TFET 256, 1 4/ 7 u~< bk
DJFEFIC XY, BREHE T & B8 L € & 7250k o ARE B A I SR
PR ISPIARE BAIMESEIRE Y I ¥R Y 7 v —FAfilkiEAEan 4
FERIGL, O ICHIARE BIAIMEEIRE Y XK Y 7 v —Fafifke
IS5z ec, HEZA vEcfifeanE 3, 2%, HET 4 v
ficeaaf FIckaREOQD T4 v HBIL 3,

FFRICey 2 /a7 ) vigGeau 4 FOBEL kR 7
A v Eofi~y 24 E a7 ) vHRICHiRE NS -0, AREBIAIN
HEHIERF TR OFEEO T HICED b THER 7 4 v READ T A v
HBHRLE T, HHABRICXY, HET A VEICHALZ 74 v 2iif
LCHEL 9,

s N
BB X

SR b ) !@éﬁ;ﬁiﬁ;;f K (s 1> m) (e 1 > ) woiiss )
ABEBiEIL
SUSERHHLI
e MR IS TIOON
00 > [o0 XYy A i : ?‘“f\*‘ |——|I

| Il
I 1 ¥
AYTVY PUABEPEMEHERIN <A 0T Y U A BERHEMLESERE  Pi~ Az v ) ik
TANE—  FHFR)7u—FN  HEIufl 7HFRY) 7 u—FL
Pk G Eanf K btk

- J/

570774-10
[iBELDEE]

DA E#RSR T2 4 v 2 F =24 % — Immuno Reader &V —
X | HHATT,

MHEE LIS DERAT X 0 FREL L 2RI L 22 Lo F X 0y,

A% BRI T 2 BE. % R ORMIRMRR, &7 O)BRiFicEEns &,
G2 2 5 2 | BHHEDOHERNE 222835V T TOTIEFER
T3 v, $EOMBEORIZ R 2 7-0, fEAE, HOKE. thic
N nX S LTTFE W,

DL MR Rk - AHR0ERETR)] oRlkofsicitvnck 2 )
DR AR OPFEEZT W, MECHEHALTTE W, T CICHRENTE
OGS, R EZ I 268 I35 R TR L 2 EBHARRICAN, E
IRARTE CAKEE., 2~8°CIR7E C48IE AP IC B o S8 2 fT v, i
LTFEw,

SMHHAK UBOBRAEIIFTEDREE 4 )% F-o T F & v, Ak %7
T 2B 3 EURHE o e~ 7 4 v & —Jeii & F10mmAR L
THMPHERK 2 L5l IEOEGHZMH T L TN X v, FRCFHTE
OWEZBZ 2HREZMTLAZGAES, 1EHTLAETA M=}
v PICHER 2T L2583 7 —(BE0017% &) 28 FR &
n. HEHEIMEONRVWELELH Y T,

67T ALMHh—1FY vy UV RUEHHEEA, Bix15~30°Cic L THh LML T
T &,

DT A =1V y PHHOREER 2 RS, HWERE T Emic 3+ %
itz X 51 LTTF X,

AET EMNEHEEZ T A=Y v It 2L THEET X W,

NWFEYIE - Wi Al
TEE K ORI TR I BT RSB T 3 HE~ DB T
ADOOLNELATLE,

DEFEOD (T 7377y 5mg/ml)

e 40 477w 7z 5mg/mL)

5 A IED ZuN~F LY T VEEEE(0.25%)
5 KR I FVEEHO0.5%)

IBLER K Frya—-FEH1.63%)
ORERMS AR 7 XL v vk vEEF b Y 7 2 87H(10%)

D LD 7Y FNY)F VBT Y v L5 (20mg/mL)
D LR FRFE T ¥ 24H (10mg/mL)
D LEEQ) e Y=y 2K A (20mg/mL)

7 F P ) FAEE(Q0mg/mL)

Y7 zvie b7 viEEEGmg/mL)

T¥A PR A MAT 7 v BALKEEE(10mg/mL)
21 (1%)

10022 JOG
UToT7ANZAROHME & DZZEMIGIERD bELATL,
A VINTZVFATA LR
A/PR/8/34(H1N1), A/Victoria/3/75(H3N2)
A VINZVHFBY A AR
B/Lee/40, B/Mass/3/66
cTTIUANR
Adenovirus1Z, 2% 3% 47 57 67l
RSV A
A2, Long, 9320, CH18537
- e
Escherichia coli, Haemophilus influenzae, Klebsiella pneumoniae,
Pseudomonas aeruginosa, Candida albicans, Enterococcus faecalis,
Staphylococcus epidermidis, Streptococcus pneumoniae,
Streptococcus mutans, Streptococcus sp.group B,C,F,G
3 Staphylococcus aureusiC 2> T (31.0 X 107CFU/mLEA T T 7% R IG
ERDLNELTATL,

(A& REWRFAR]

QRIADIRENAE
DA ERER D HEf
* v MIBOBEMELZ CFEHT IV, r\
MR D FREUTT =ik -
Wt ¢ o - IR
VR FR AR (TSR ) % 12 2 & R SR IS (

AL, WIEHEREE, HNERko R
ALz o Iic B ImE S X 5L T
IR Z PRI L £ 97

| All:.')—
=

RARBAUDOHMBRREZHRMUET



oo @IRAH IR DS @7 ZAA—hy I BEREFR

4 N e N
O AR ICHBIRAFR F v 2 FEEIC KT SRS BRI X B MERIE IO L £ 5,
HoT4imTLES, i A PR ETROEVHD TN EEM 5720 LAWVLT FE W,
HHHEA R ARG B L E T, " U= — ¥
(GURLR T ] KA RVESICTHEE T AV,
o<W 4FFT
i 7 2 (R0 - Uit 96 (i) ]
...... KB ~BAT 2P KBTI L %5
\! L ZZEBRLTIN, )
\§ J
~ QIRFAE
@\ T BA b v & TEEIC VEHOSrHEIERS [ 74 v 2 F 43— Immuno Reader >V — X
Fro T4 T LES, B B ZNZENOEIRGHE I, BEROERZITVE T,
WRIZBE a2t L 9, 2)FRIE o FAHL S5 7k
IhxEismtike LS, FTAMA—=F D) v RExOFEMHHAL TS,
N o B)HIE Bk
i R 605 LA IC
{Eiﬁﬁ%gtggéfTé“ DTV IEPOT A =P Y v VMY BLTFE 0,
! ° o<W AEET [Fff & T ZRZEANZE D BT & 0w,
S u ) TV
FTAMI—N)yY
*+ @RI DR

/

OBRZ AL 72 MR 2 AR ORI TAR T X W,
FikE % fih AR 2 0 PNBE IS LA U 7228 & BIRIFRE 245 I [alifis & 4
EED SR T X i L 72, 10 RIE L 4

HREOMH %, 3050 ERKE L AV TT &, @B 7= D A o = B HIA R A 5 BB 3 W(#9140 4 1) %
TALA=F V) v ORI T ICw oK VIEMEICHTLTT
Uy,
i
iRz MEEED XENBTRHAO 7108 —-%
(RS 15 EE %4010 mmiZEERE L <R
. suxd. (BA30HFT) HTEBLSCLIHEOR
ERTLTTEW,
J 1 Omm$ (

g
0 2 TR U R
fa AR OIS O RIS 2 & 2,
TE 3 ZRAMERZ O LT b

*@FBHIT 8. 185 CHFIIERE (2452 F24%— Immuno

by < 3, . .
ﬁ%’]%’;iﬁi{@ Hji/ Téb, Reader ¥V —X] (74 v 2 FxzA4¥%— Immuno Reader X )7 £ v
Z DR, MR ERE 22T ., MR . - ) s
LY % G F X b 7 F A% — Immuno Reader I)DFT A FH—1F+ Vv IHiAO
° AL, R A—F ) v PFANDOAAN—ZBLTFE 0,
@HR=%AL %, BHEOEHARKIS~105 CEMEDEHA X105
L WWHESNE T,
4 ™\
Q7 4N E—%IEL T, KEEHE, BFET > T
+aRfL., ke LTI,
ﬁ TANR—
cuv 2
NG /




CRlEREROHIEZE]

DI
HFAMEBICTHE I A VR UHER I A v bic T4 v &
nNrBarBEEEHEL £,

2)B&1:

HABRBIC TR I A vilo 74 vEBRH L, HET A4 viElic o4 v
PREI NS EREEEHEL 9,

3) T
HHABERICCHER T A4 vH o 74 vyaIBEE IR wgGEER. AR
LOWELD I REREZ ONFETOT, HEBRKRINZITVIRES
HEEEROLE, HILOTA M=) vy P TCREZT>TFI v, H
METORICFERICR > 25513, o HETHRELTTE W,

OHELDER

AT AR BB MUEFERE R R OZW OB L 25 b O TT, Rfh
DARE B A IMEHERE TUR B 23 A mh ORBRIMEEELUT 035 & R
ARG ER Y, BEDAR B EIEFIREICER L T T v
BERRBEBIEL 22 2 BB T, ERETORTIC LY IERR
RIG%ZE T LIEIERES LI HE I N2 HERH ) £3, Ri&H%
HEE R WT I ERIRIE IR © 2 Dl O RERGRE D D M ERICHIBT L T T
R

(% &)
D fE
DRREE bR
HRGEEHBEAEED 2HE L 238548, BERGERT,
OnREEE
- BRGHEEEREEZHE L7256, BERICZRT,
- BRI ERAT?) 2HE L 25e, BRGERT,
©]EilisFEs il
- HRIGWE R RRCSERNE L7256, X CBERIGE R
ks
- BREWERBRAE Z FRHC3EREGE L 72546, $ xRS Z R
ke
1) AT B IR IMLESH R PR % & O BIURIK & hiBikA, BT
5.0x105 CFUmMLAMYS & 742 X 5 IcHmRL 72D D,
1:2) BTl fth % T HAEA, BTHIRL72d D,

@R/ MR EE (R RS
1.25%10° CFU/mL
2)HH B PR BR i A
BEFAGRE (A &7 7 m~ b i) & o g
A A

ol [t [t [ ot | it | fatk |
Blete| 53 [ o | s3] Himt| 51 | o |5
Tlete| o | 53 | 53| glmat| 2¢ | 53 | 55

i | 53 | 53 | 106 it | 53 | 53 [ 106

otk —BeE : 100%(53/53)
fepE—EEE £ 100%(53/53)
2fh—EE 1 100%(106/106)

Btk —BeE © 100%(51/51)
fepE—EEE : 96.4%(53/55)
fh—EE 1 98.1%(104/106)

HA—E L 7o o 722013 PCRi% TRtk
2 L i b Bk ER Lk,

S)IRIL FH D FLHEY) B (FRHEY) D)
ATCC19615

(A EXIEER VL LDER]
DEER > _E (B 1) o=

@OzUEH A I 1IZHIV., HBV, HCVEH QR D b O 3 ET 315
ERHVET, REBECHZo CIIBLEDEMRERB DD E LT,
BRI iE 9 THET X W,

ORI L Cit, RERMRSE. OB CTR. ~2A 7 H) 2 EHD S
A, BB PR TEEE R B Lz, HicAo7zb L
BWXSICERELTTE W,

QR ICE L 7 i CRA O IEUIfTb RV T T & W,

@RI LM > THP OIS A » 25E&1id, KTHoaic
HORTHFDOICAMEZ TV, BREADNITEMO T Y CELZIT
TF X,

O HEA LK O EBIC 13 2 L2 1.2.0mol/LEERHEE F + V 7 & K U
0.2moVLOMER S TN THWET DT, BoTHSLHICA STV K
JEichiva72 0 LA IiE, KT+ % oI5 A 00E % 17
V. BERHNIFEMOTF L TCHEEZIFTT IV,

OBRAEDFAUTHEAL 2 ANDIFED D & TIT>TTF X\,

DF A+ =PV v PIEHLTWEA YT L YOMEIZ= ek
ABE—ZTYE, = Fakrn—R R TREES R V2D, KR
DIFEL TEIEZITDODRWVT T E W,

®@FABEEB)PREL 285G 3 EFERA T v a AL EEFHCTEHEE-
TF &,

DA EoFE

OFFRIT G 2T | BFRICECIRTE L TF & b, B & 8 72338813,
MEBEALTCELWHERABLARWC LD Y o CfiA
L7aWTF I,

QAR %8 & 72 533 L 2w T T v,

@7 N IREBZOT AT =Y v PR EEBIBEHLTT X0,
ENICRFEKRET 3 ¢, BREZHOCRIELACI ERH Y T,

@7 A bAH—=1 D vy Y oFERE N, HiiCEEFE MV
X,

ONMAIEHIRDIFEIC D BB IGEBHVET DT, FAMA—T
VoYl Fy MiEOA -y = EEL Y=L, TUVHHITE
LARWTT &,

©OFTAFH—=1 Yy VORMOBHIRICH CAMRMELREZD, X4
DWW T3 LHEICEET ISR D Y T3, ERLEILLET
BELEROVIRCICEZELTTFE Vv,

OARSFh ORI, (EHEIYRELUNO HIICHER L R T FE v,

@F A bH—1 Vv FWEE, BRI 12 =B &) 1A
DHEDFENED L LTFE W,

O F y MIBOBEBEMEZFEHAL TT v,

Off FHFT O MEAFEOMERE M IC I T2 MLV E 5 ICLTF & v,

OEFE M IR BREL 2 IR L TTF X v,

QEERERITIREF A TTO T, AMICHLeNRERD > 5E1F
L7 WTTF X\,

QREMEICHENLPHE, Th,. 23V 2 2H > 2583 FEHL &
WTTF &0y,

@R % SREL S 2 BIC AR O W 2 2 31 0 dhiF 72 0 . Eilh s 27
D LTHALEWTT X0,

ORFE I TR Z RIS 2B N2 ANT EZD, LD
U CEREGER AL CREED) 2 (52 1 72 0 M ofilh 2 T & e v X 9 FE L T
T,

Rl D ELE ., MEZEY BB AR OB R R v X 5 iIciER
LTF& W,

@R o BRI AR IR KR % A B O NEE D EREE ICHE 2 X 5 i
HHLTTFE v, 20, BAEROIMIL, LM 2 9% 2 L HER
oy AL . RE oM T ICKEE 5 2 2 [EEErH Y 5D
TIEET W,

BRI 25B T O A& PRI R E VWIS, 7 4 VX —HE
EEVERERCL, #YABOMERH T CERVWEAELRH Y T,
Z DG IR IR E T, BEEZIT> TR S v,

Ory boEEZFy FOBEAELZHAGDECHEALZVTT
EREN

COMIBIAHILICR I 3 BN D 5720, HHER Lo F v v 7%
BEIEZZRWVWEIICL TR W,

FEFE L DEE

OB @R i IZHIV, HBV, HCVE DRG0 b O 237 1ES %35
ARHY EToT, FER, HRHEASRE R EIIRHEERE S MY v
LB R 1,000ppm. 1B LRE) K IZ A 2 — AT LT
b F(2%., 1R ERE)IC L 2 HEFUED 2 wigA -1+ 7L —7
(121°C, 205°LL )i X 2 IEMEE 1T > TF &\,

QORERCIREFELFERET 2561013, RV QNI K ERHICBE T
3R, KEHEYILES OB EICHE > TIE L TF X \w»,



(BT 35 - B hHAR ]
- B  E i1 ~30°0)
- HZhEAR ¢ 24 A AR T 215 1 FldR)

(a%Efqr)
24y 7 F A% —®Auto Strep A 10[HIH
T AR A P U W e 107 A b
FHEIBEA -+ evvesersse s 5mLX 14
CHRHIEB - v 5mLX 174
AR VBB ERETUT) o ooreomrerssne 10%
I ZE B oot 104
B G 111 1) N 1@
T AR —(FHHEHE ) -ovvverereereee 1011
Fm I T sl e 1v—F
(EZR)

1Lancefield,R.C. : J.Exp.Med.,57,571~595(1933)
QRPIEHTIE 2« BHIR & A4,33(6),722~1724(2006)
3)/NEBUEIE A 1 /NREHGIR,64(8),451~455(2011)
4/ NEBUEIR A 1 R L 3E2E64(6),923~929(2010)

XHERFER K B WA bR

HAEHE IXF2AF 41— 2HELED
FEEEMTHEARI sE D4 7Y — X4 ¥ 0120-12-4636
FAX 0942-85-0335

[OA4YD FIAH—] (& (BR)IARAT 1 —DERBHETY .

~— XY
memr et S ATRX
R BRI S B0 A

—

T



