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SUEIRFTEHES 13A2X00243000038 % 2026 % 03 B 3T (2 )

mE 420925 2026 £ 01 B 1ER (BB 1 FR)
95 | HERERIV-X 103

EHAXRZHE (—RHEE - T1A7i%) ¥yb
SRH RSP ERFH Etest YV T IVIN\WY
1IRRL/ l/l/IWGL\ IPR
E2RHEER

(N FREABERETHY, ZhUAOBMICERLENTEEN,

) TWRMEORETIREERCRAERZCEIVTERRICHBTL TREEW,

B)  FEmOBFINLHIXEUNDERGEICOVWTUIRIEWLEE A,

@) AREBEEEROHRZTIOT. BEARBLEVTIEEN,

(5)  ARICEETZRMERE. FEAE. Bk, BHEHE (ERSPR) \ RIBFEZOIRNTCOFIES, BEFINLREXELEHINTNBEHYIC
BIFSNTWRY, ERBENICATRUIEEEZRIILEY,
LROABRERBRLUERASNLSERE. SHBEAROBRERY. FHEOEBNXBERICHIZBAMECELTURIEVLLERA, FRIDLSBHE, &
&, YIUIT. BERPTERRICETI—VI0EEEEVEEA.

WK - BEF (FYhoE)

1IRRL/VUINIH L TPR

B - AIRRLKFY. LUINIH LKA
HEREM
MEOIIRRL/VUINII LTS ZR3Z 08 E
WA E R

R, ERGREOEXETIAFVIRAN YT LICREAREF T TERBLELTVET,
WIREEHEE LIS ECAN Y TEREL, BEEOBIEMCAROBENRELLRAZHFHELT MIC EZHELXT,

BEELDER
1. HEEAROME. HEE
() RROXNREBBAFHIRDBYTY, Citrobacter freundii. Enterobacter cloacaelEnterobacter cloacae complex. Escherichia coli. Klebsiella aerogenes.
Klebsiella oxytoca. Klebsiella pneumoniae T,
() EERROBHCE. —BREELVCEREMNS, BYICHBELAE—I0T-2BELUERALET,
() XYII7-FVR AFVI-FIERRRPOERLGERBERILTZEDOTEIHYETA, EHNCEEEEGREAVTCEELRERBNBONEI LR
TS,

2. ZOfts

(1) MEHORERBICE, BHBRZUHRBRICELEHOERAFBATY, £ EEEOSVERY MIC #£2155(C(&. OvMEBEREOIVEZOERD
REERYES, ARRIOELHEEMOME BEE - A2 (BEAR 23BLTEIN,

() EXREMOEIN4.0+05mm, pH A 7.3 +0.1 DEDEEA TS,

() HEBREOEIRWNE, ERNCIT>TWEIN, MEPZHNY-FIIH T2 FHIEBZESTL TS,

@) EHOREGBEVLBETERERVTGHEL RSV, Eth0EETHRITLVSERARBEESESBLTWES,

(5) AR, BEYFHOREFIEY T IMELEREIN T TS,

6) ABEXIISHEENMDEHRFEREL. BYRESLIRELTWVEAREEARLESV, RELEAERERICRL W SESE\vI-VERETS
NENBYES, FHEICESE/CyvT-INSARNYTEERHE LTS, +4°CIREDREIEH 15 9RIEFE. -20°CREFEDHRAITH 30 2 (F L DR

TERICRVEY, EaE/\vr-JI%EH 50, RECHEEIEVIEERERLBAMN Y TEEHLTES,

(7) ARIIESDEZAHBRSIEETESERA,

8 ﬁiﬁ %4 (249", CLSI Antimicrobial Susceptibility Testing M07, M100 ¥U-XDH ARSIV (CHE->T. EERMICHESBEEEL TSN, 12

9) BEBTEEENMRBAOEE. BEEREFOIEFLREHRELENTTEIN,

WA - AR GRESE)
1 REOBEE
ABEZOFHERALET,

2. WELHRE - M- HARE
—ROLBHEYRERRE
A07 (HERE. BEMERE, BENEOBITLVED) RUHRE
EvtybEDOTTIT-5-XBELIDEE
NII7-5VF R905-F (&% 70900) X[FEZESR
1VFaR-5- (+35°C+2°C)
BEEEREK
MRS (BREESRCEYVLSREOED)



) EEEA EEEH

|37 a)
e/ X BER AR I077-5/FBE | mE (20) AREE AR O
#FEMHE  Mueller Hinton 0.85% NaCl 3 ﬁfﬂ i 135°C HREH  |16-20 B

a)  Mueller Hinton BXRIFHOANYILEE B, HEMRINYFILLREBIFENH B, ERICERLTLBEREERER T 3D, NyFILICERREROREEREEET S
Z&,

b) FHICMEEOERMENSES, FEMBMEE, RBEREOBVEOBHEE, EREHEHREMZEEL ORI 5L,

3. BIE (&fF) &

(1) EATZEXREMRVANYTEERIIELET,

() gL, BEGRE - B4 - HRE0-BRESBLWEEN, BEREHOEEELT40£0.5 mm HETT,

() HBEROAHEG. —BRIBFELLEXRSEHANS, BYICHBLLE-IDZ-289EL. BLLRERRGERICRESEEXT, BIEBENIIr-5Y
FRIVY-F (BERER) C(HERL. EERROBENMREINDBETHEIILEERLWIEN, REEREOSVERKULIM FEEKROE
ERBIEZLFECRVET, REDEERROBENBYCRAETELSE, BEEROEREHE—EICRBAEKEORENMERTELT,

@) HROEE: BEEOEEVEEEIBVAVIEEERRICZL. iﬁ%ﬁ‘“?ﬁ’ik#ﬁM‘HT'CL%'JEI&EI‘?%L&?’ EATZEREHOY ALK
UBREIREERENEDVET, EBEROH—BLHDR. Yv-L% 60 BT OEERSEEASASTHL 3 BMZERLTUEN,

(5) ABREEREH LCREBETZA1CHERENLZVAREBICLTEEIN, #15 ~ 20 HD0VET,
(6) HUTOFIETANYTEZERHELET,
‘lh
3 fa
1 X 2 \\ &3 4

1) BIBLAZUETESE/\VT-YgikH, RIBOLHFWT-IEAOEHTHCBLICEVET (R158) ,

2) HBIEEFTHIRL. AZUBEFAICEIKEICLT. TAITMVLO LY, B3/ W-I2RHLET (R22R) , Ba&\vr-JL
EBICECIRRIN o TR L ERERL T,

3) TLIVAVLAOEaE/NYT-Y L ER2CINYEITET (RI338) .

4)  HYBFEESNSHETWBANYTONY FIVER S ZEY Ty METOFATIRERVET (K4 28) , MICEQ B BROEEI S [CIEEFNMTEL
TWBOT, MNENESICEER> TSN, RGEIETRICBEY Ty MEOT TV -5 -0 AEHRELET,

(7) EXREHEREDNHDCEZVTVBILEERL S, K 5 O&ICBRBLEAN Y TERELEY, BETZR. CVryMEoBYETFUT-5-2R0
TRREEREBRBICARBEL LIV, RGO MICEEEZRICLT, BREANYVv—LOBRAICAET BLIICEREL TSN,

M sa 5 5b |

50853BTVTL-bERWAERREERRICEEBTZIENTEETT, 150 mm OBRXREHICEIRA 6 & (K 5a) . 90 mm OERIEZHICERK
27 (K 5b) BEBYBILNAIEETT,
FHNH L TR TRLIEAN RSV LN F RSN BZER(E, 150 mm Yv-LICABNABERE TS, $HBWE 90 mm Yv-L(C 1 FETERETBEIIC
LTKEEW,

@) AMYTEHINEREHREERMLEIELTNSILERBL T,
AUV TEEROBICKAN AS>TLE B AR, EVEyMEOTTIT-5-0kitaE>TAN YT REEZBEGRLTRIBZIRN TSN, JOR,
EREADNSEREMICAMTRLFEI TN, BL. —ERBLEANYTREDESENLSICERLADNSHLTIEN, NEERBEREBRER

CHERRELEEA,
©) FEBLEEXREHE, ERCELERETHEBLTESN, Yr-LeaddEs LI CERLLBA, TORERKENMEDRVWAIEMNBUET, #
(35 RETTY,
BAERROHEE

WEORBNMRRTEZHE. BEIEAPFANYTERETBAED MIC BZFTENS TS, BE Etest O MIC LY MRV MIBBBETI A, b RA4Z3HKE /K
ERT-VERIENHYET, TRICRIFHEYEFIESRBLKESY (R638) ,
(N ZMYTEABCRS>THRBEIRHONZHE FHLEMATEVN, &) | FIFIAE MIC EAFANYTEBRORABEU L THZIEERLTNET,

. BIEAAZRNYTOTRAEBZHBER RMYTERELAELY) AN YTBROSR/IMEU T THIILERLTVET,

Q)  HBRERHFORICAN YT TREIRYONLBE, ZOREBEEEL, BORBEBENASNEEVF RON2EZFERO TSN (B 11 88) ,

6 K. pneumoniae 7 E. coli 8 K. pneumoniae

ATCC® BAA-1705™ ATCC® 25922™ ATCC® 700603™
MIC =0.19 pg/mL MIC = 0.125 pg/mL MIC = 0.125 pg/mL




®3)

9 REMNEEDOSS. FENTLCHELSN 10 #RWELEM, 11 REMREEOSS, RENTLCEILES

TWBMIC #55ER32¢, (¥/0J0=--»N4~010 FEIEFOEDDEZEZESIE . NTWBMIC #5%ER32E, (Y7010--vY1 707
- TEBPLMNIOZ-ERBEHET,) MIC = 8 pug/mL O0Z-. AEREBUNIDZ-ERBEHET, ARUY
MIC = 6 pg/mL FITA-RBRERTS, )

MIC = 12 pg/mL

Etest ) MIC {&ICEDI<ATIU-0OHIFEICIZ. FDA/CLSI, EUCAST, &U'/ XEEEOHEREEZESNSARINTWEATIV-2E&KI DT LIIRIY
FERBTRIENTEET, BEXKRINTWBTLIIRIVORERRZ. &1L (hitps://www.fda.gov | https://clsi.org . www.eucast.org ) S 8L
TS,

EERERMEONS Etest (. hTTU-$IEEHHE T, ERER MIC (EQRENAIEETY, Etest (LB FEAIE B BN MIC [ENES TE, fEFED 2 EHR
B (1 BE) OFOERME (RE) ERERELTEIENTELT, Etest O MIC {EAMEERNE 2 (SEREOROMEL GRS, SEEROEOMECTY L
FThT TV-HEETH>TLESL,

EUCAST JL1IR1Y b DIHE

AIRRL/VUNIILO¥IEEHE (pg/mL)
HEYE (2020 F OHEREFFRICEERSNETLAIRAYH)
S (Susceptible) R (Resistant)

Enterobacteriaceae

(Morganella\ Providencia. Proteus %F<) <2/4 > 2/4
FDA JL1IR1V bDHA
AIRRL/VUNIILO¥IEEHE (pg/mL)
HEYiE (2019 FEOHEREFMICERSNETILAIRAVE)
S (Susceptible) 1 (Intermediate) R (Resistant)
Enterobacteriaceae <1/4 2/4 >4/4

5l : Enterobacteriaceae [ZBWT. Etest ® MIC BN 2 pg/mL DA T (Intermediate) &L TIRESINET,
MIC fEH' 3 ug/mL DA, 4 ug/mL [C81Y EFENZEH. R (Resistant) &L TREENET (FDA OTLAIRAVNIETC)

<H|FELDFEE> S
EHOENRELTSEE. XIHEOXEPBRE0HE. BoNEMLMRAEETICERBRL TGS, oy
BEMAEROBE, RENERIAILINTNG MIC IV RRAYMEZERS TS, L1281 .
ARV TS 3 mm WA IR BS Y7010 PV//0I0=-, RERLGAMNID--FRBLAELET (K 7-10 88R) , [86*"
EEFORKEHRDBECENTNS, AN YTREHNOEEIT+HTHE. RUBROBHKEBITIE—THIRLDHE. BN —E .g_
L%ﬁ&(% LAV, #30EIEAOEDARFLH R TaMABYET, MIC TV M OEBRYNREAESRBERBL TGRS (2 1)'F

o ANUYTEED MIC IV RSV MZELRNSE, BMEEZFEO TS, | EE5BI35HE. ,ﬁt%ﬁbt(téb\o [ & |
ﬁm@#%i/{%{i%@%ﬁ%Abt‘k;ot(i BELEERIERENMEONZILABYES, I0LHHE. BBASENE MIC TYRRIY [ § ]
FOHISERHLNSANBYET, LHL, BEEEEAETHNICERL, Mm:yrw«wwmbmﬁm;NWﬂﬁ%tmﬁgaxL; [ 3 ]
Y. SIS BIENTRETS, (13
FTRTOBSURBRT -9 LA, Btest DRBEE R in vitro COETHY. ZOBEMID in vivo [ZEIZBSIHELINT ZISEL B2IEHT | %0

©)

¥, ARREREA AL TCAEAHERIVRE I SRS, BAEORENEHMOELTIT>WEIN, BEORES, MEXOEYHE EHFE kU

HEORBEMEMEYICEZRBEEDBECHTIMARREECEDSHIMTL TSN, NEROESE. ﬁﬁi\ BEHBIOVWTEE BT ZDLENDIET,

REOHELOHIR., BT/ XIESEIFHEERRICEI2MBERDOEERERICET2HIBROFMICDONTE. RHO EUCAST &0 MIC HIEE#EREZ

ORE, X(& CLSI EITO AST OFFVEICBEITEXE (M07 RU MI100 YU-X) 2BRBLTKREN 125,

EUCAST Q7 LAIRAY NEERT 25 E. RFICED Kiebsiella pneumoniae T Enterobacter cloacae DRERTIE, YITL YKL+l BERND MIC
(essential agreement : EA) THADBEMRICBVWTIH MDA BRMEBRZERNAELELE, AHRO MIC ER 2 ngmL OFE . Klebsiella pneumoniae T

Enterobacter cloacae DRBRIEREME T 1L, RERBE VIFLYRAEZAVTERBREEHEL TS,

Morganella morganii, Citrobacter koseri, Serratia marcescens, Providencia retigeri, Providencia stuartii D7 BERRICDWTIL, REREEEERAL TS,

<HEEE>

M

REOMRE., BEHPEBRREOREERER IS, TREROBEEERKEBVTHRL TN, Bonz MIC BN T RERATHNEHER
CREFIRZBETITHELHIML TS,

PR oo ey CLSI ® MIC f5EBHEEEFH | EUCAST O MIC 15 B HREGFH
HUEER MIC & (ng/mL) #BII-F TEEEEE Kk (ng/mL) (ng/mL)
1IRRL/VUNTE I IPR K. pneumoniae ATCC® BAA-1705™ 0.03/4-0.25/4 - TSN TWARWD
0.002-32/4 E. coli ATCC®25922™ 0.06/4-0.25/4 © 0.06/4-0.25/4 ©
K. pneumoniae ATCC®700603™ 0.03/4-0.25/4 © HEILINTVAL

a) CLSIM100: Performance Standards for Antimicrobial Susceptibility Testing, 30th Edition.
b) AIRKL/ VLN LOULLING S LRSS DRESRIZIE. K. preumoniae ATCC® BAA-1705"DER%EHET 2, AERIAENLREEERBRO—BELTERT 2, b, 1
INRLRD OHERIIOMENERWVTITI,

¢) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 10.0, valid from 2020-01-01.
IITO CLSIMI00 #RBEEFSBL. AROEEETEEERIT BR1C. K. preumoniae ATCC®700603™ KU K. pneumoniae ATCC® BAA-1705™ 1 B-57
IN-EMHETIAIRE RS> TWENZ L EREFRL TS,
BEEBEOHRENAROMIC BEEBHEN LGOS, BERFOBRERELAVTIRN, BEEEHROEMBEIREEILRELWE
EW, A1 F34 V(& CLSI [Antimicrobial Susceptibility Testing documents M07 and M100 series] 2 [CSR &SN TWET,
Etest DI ERE (S, CLSI > EUCAST TEHBINIRIELRBEIILNHYET, Etest DIFEEBREHFSHECOLYBEONLZROAEDVNORET

3




“HIETVTRESNTVET,

5) KEEEBEREH®RNSBEON:MIC EFEEOTREZFETESSEA. | D LOBEOELFIRY, BEMEHML TSN,

(6) REEEERKNGEON:MIC ENEEO LREZEE LEZ5EE,. BEEEARITEATHELERLET,

(7)  FEHWICINZ-2AVYELT BEEBEKOEBERROEES (CFU/ML) ZHERELTIEEN, FRERERKEHN 1.5%10° CFU/mL TY,
(8) NIIP-5VERFVH-RE. ERELEREH (CFU/MmL) ZRFIETZEOTRHVEEA,

WiEaE

1. EEEMEER

2.

CLSI @ M07' ®YT7LY AR EARFOMIC EOIEREMEZEFMELELE,
AEREVIFLIAEDOR T, MIC N +1 EZERNICHZ (essential agreement : EA) EA 90% LU ETHBHE. ARIEEEMICYITLYAERELRETHZLH
Wranixd, ABERETRICRLELE,

EUCAST FLAJiRA Y b
Organism Strains (N) % Essential Agreement (EA) ¥ % Category Agreement (CA)
Enterobacteriaceae ®» 9> 9> 477 96.0 99.0
FDA TLAIRAV b
Organism Strains (N) % Essential Agreement (EA) ¥ % Category Agreement (CA)
Enterobacteriaceae - ©-9- -2 477 95.8 98.1

a) EA =UJ7LYAED 1 EEAICMIC ERHZEIE (%)

b)  TL-POERICEATYIV0EREREE BEREH EAORROIZ(E ETEST® strip applicator Z{EMA LT, BB, FL-MOERB/BHRICGAT T LEESE RETRO
C80™ %, AREOA(TC[ESHF L EZAY NEMA C88™ &AL T,

¢)  Enterobacteriaceae EXIREUVIEHBRTIE, AFRO MIC BF. B8E MEBRAFHIVE) LR%E, XIPEEE | ERWMERZRUL,

d) EUCAST FUAURAV I (CEDIEHAETIL. Enterobacteriaceae 128133 Very Major Error (&, 7.1% (T Enterobacteriaceae 5 Bitk42 #keh 3 #k) THY. Klebsiella
pneumoniae 2 ¥k& Enterobacter cloacae 1 Bk T#H27zo WINEUTTFLYRIEL Essential Agreement (EA) OFERTHOT,

e) Enterobacteriaceae [ZX1 9 BMAETHEIC(E, U TOEBRUKENEENS,
Citrobacter freundii (30 #%) . Klebsiella aerogenes (30 #K) . Enterobacter cloacae (33 #8) . Enterobacter cloacae complex (70 #8) . Escherichia coli (165
) . Klebsiella oxytoca (32 %K) . Klebsiella pneumoniae (117 %)

) CEABREMER IS ERED T+ 2 THoEo. RO BEMKRICEIT 218 H8E[ETRBATH B, Citrobacter freundii. Klebsiella aerogenes. Enterobacter
cloacaelEnterobacter cloacae complex. Klebsiella oxytoca

g)  FDA JUAURAYMIEIGHE T, Enterobacteriaceae [Z8(3% Very Major Error £ 2.3% (Mt Enterobacteriaceae 3Bk 44 ¥k 1 %) THY. Escherichia coli
DBERR 1 BROH THoTzo UEDBERICOVWTERREVIFLYAEEZBHBLEER. 2 DORERE O Category Agreement (CA)SHFRFHEHANTHIIL &ML,

BREFROEEYE
TAUNY 54T hIVFaT7- LI YIVIZERE ¥ (ATCC #)

W{ERA EX RV EDER

1.

RV E (FBMEBHLE) OER
() FROFHEL HIV, HBV, HCV FOREOBNTHZEDE L TERFR>TE W,
Q) RECHELTE BROBRERTBIH, NVF-TU-DENMETFREERL LI,

EREDTE

(1) EFEAECRSTREL IR,

@)  SHECRTEINERBREBELHME, ERALBVTESL,

() AREFBIOER. R, BUXTETTREL RS,

@) KREHONENSARMEIE LR, ERABICBRIBLTVEN L2 BRERL TSN, RIBZERALLEORERLENTEEN,

BELOIE

() FEABFXEREAOHELFICZOMINTOFERINERROEECELTUL. BRAXIBEOTEENHZE0E L TEIRVMVEREL T,

@ HBEZRNOBEICHVNC, £UEEEYRVERE. Z0EBERVEEEHORELCGUTEURL, 15 BAGRETERIN TN TORGICHEVEEL
BLWESN (BELABERFLULIY)

WiTE 5. AREAR

1. FFEAE
-20 ~ +8°C

2. HEEAM
635H

WaRE M

RIS M EERA Etest YV I WINwY  AIRRL/VUINIS L IPR

1 B <30 &

W EEH

1. CLSIMO07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition).
2. CLSIM100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition).
3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition).
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