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EFRZE (—ilE - REEHERE) Fuk

NTY) BeszEh—F AST-N473

WEARNRER

o KRl3. FHOERERTEATIEABRZMEN-FTY, EATIERFOBFLINRMINERVERHFAZEEL A TOSERAL TR,

o KlE, HRAZHATHY, ZNUNOBERICERLENTIZE,

o Wi, MORIET HIREHER PERRAEREICEIWTEARIICHIMIL TXREL,

o AREMVWIREMHRRETISE, FRLEFNINMERORZEMPEMER. EXROFNIXEBRCEHINTOVIEICEEPEIVES LSO
WEYRIE IO L, BYICERINZRAAR CHEIINTV\IHE LI THEVNEETHVET, 0&5HFE, BREUEHREROBANEEITHTT,
FEDBLERBRMEEORTXECE, MEELLTRRSNCEBEN CHRENTVET,

B LN X EUAOERITEIONTE, RAFEVLEE A,
o KRIIBAREOEERE., XIEROMHEBLEOREFORECIERTEZtA. BREFIEOZEE / BEEFINURERBRICHEERIETAREMEN

HYEI,

o LFBAICAATEEM. RE. RV, BYEH ERHR) . REIBREZEOINTOFIESN. EFLINEHMIXELCEHINTVEEBYISESF

SNTWBIRY, EABMICARUEREZRILLET,

LRUABRERBRUERSNSEE, YHESZRRKOBRERY, FEOBNXISEROESECBELTRIEVELE A, FRIO&SBHE, B VI

FUI7. BERRTHERICET3—I0ETEEVEE A,

WK - BEF (FVHOB)

AST-N473 fi-F
1)l No. EHI-F A RISRICE 5T 3R
3~6 an03n TIhIY TIhIY
7~9 am01n TIEIY TIEIYY =K
10~12 sam01n DV IPIIAVEIN TYEIVI =K ) AV LFRIIL
13~15 atm0O1ln TANAT L TAN AT L
16~18 cz05n 277Uy 277U FRITL
19~23 fep03n tI1EA vIIC LTSRS
24~26 cmz01n TIAZI-I TIRGY-IVFRITIL
27~31 caz02n vIFIIN wIHIILRKIY
32~36 cro02n I TRV Y TIRITFYIFRUDL
37~39 gm02n TIINADY TIIRA Y IR
40~43 ipm04n AIRRL AIRRL
44~47 lev02n LhooFy oy LkooFyoy
48~51 mem02n AORRL AORRLA
52~55 pip02n ERSIYY ERIVUIFRIDL
56~61 tzp03n OPDVIEDINVEIN ERFVUVFIITIL / BIRTHLFRIDL
62~64 sxt02n FUXRTUL / ZTT7ARESY-IL FUXRTUL / ZTTARESY-)L
ool BEEIYNO-L 1, Db 2 - BEMEIY ROV 2 TY,
BEREN

ISLBEROTINYY TYEIIY TYEIUY | 2RI I, PARVAT I, 2I7IVY ETIEL, CIRTY=IV, ¥ITFII L CITRITHYY TVIRA1IY A
IR A LIRIOFY Y, AORRAL. ERSYYY ERSYYY | FINIILRORIANTY L ) 2N ITTASFSY -V S B REZ I DRIE

WRIERE
RElE 64 BOIIINEFRIEA-FT, R -BEE (FVrOBK) WIORIEFEBEIVMO-VEEFLTVNET, VIV ELICEFIEZORELRRY, SFEH
DI EIET BB MDY MO- VOB EEOZ LM SFARE DEIEL T L. MERKHSRECIVERE DS ES I T 2RZHOBREAELET - 151,
N2 ELDER

1. WRERIE. TYYFIVIFY NEERWCEYIBECASL RS, REDBETHEVNSES, ELWVEENMESNEVI LI HYET,

2. BEMTHEREL T\ LINEERT 2156, BUBERNMEONEILESIREE CTRERL TS,

3. ASABGABREIERALAENTES,, EATEZOEERBETIAFVIUHBREDHTHY. ERONMTYIRBEFI-THHVET, ZERBORRET
BEENDYET, RBREOATYMMOEZSEER(IT>WESY, EERBCEREELESE. Z0RREGWEL. AL-XIHEATEZF0ORBREEH
WTLESL,

4, RBEOBREECHE, BEEAECHLEIMENROONTVAEVAEENEENZHBATBYET, BREIRENS, BRBEYICSHTZRIGHENTERT
SEMEROBROMRRPFEEETIHE. F4DEEEENSOER. HEVNIEBICHIZHIRI1VESRLTES,

5. AFICHITBAMRIAVEICERL, ERZOLEMCRITEIERRREBROERELECERE T,

6. At ERKSREAVTGIRTZHECR>T. ELVERIEONET,

7. XRF THE - BE (&FAF) | BICRHNEAE R TEBLWESY, B&Hank:THE - B2 (BFAR | LU [ERBER] UAMAWS
NS, SRS VTERMEBENE LSRN HYET,

8. RERMERDEIEL. MEDOBEZMHERERCELTRAAL TV AN TOTES, BB RERGADHYET 7,

9. HEOME%E, BENREINTV\INEEREOEELFCERLTHEL TG,



10. /899 =JU-0OF 1 AR-Y TN FREFERUREL TSN, N0F-OFELEFEREBVIE, XERICTHIZBANHYET,
1 IRERUDEFERON-FESTIEBYITTRN TSRO AN D B0, MEOEIRWNIET AMELREREEEETL IS 182,
12.GLP  (Good Laboratory Practice) ®D3&1k /YR—bDAHC, FRFBELEHET ZILEHEELET,

(1) EABRTHREBERON-FPRENSUIMIENIENSYAT7-F1-7 (ARO-1K) ZAVTGEEETZILEHRELET, MBFBOREE, B tcioz-»
BRYEHA. BRPELWILAHYET,

() TiFEEH (FMVTFT-RY1743Y, BHL, FAYUIL-tE) ([ERTO 045 ~0.50% BEEIER (pH4.5~7.0) 1 mLEHEL, 35~37°CT
2~ 3 BIEBIRIEEHELET, INICKY, BENCEREBERDIVIZIR-VIY (REOBVXILENE) 2RI EIENIEETT, HIERER(E
BHTO WS, AERITALERTCERVGEE. FHEORERIERONNVEFEZEL, HILWRKMVEERLTGEEW, FLWRNIEZERRET
B TAARIY=-DA-MIL-THRETT, BREBERFOIVIIR-VIVICKY, NEYLRBRERNMRESNZ ML HYETOT, BEHICT
AARIY=EA-RIL-TLTLES L,

WR% - RE (READ
1. HEOBHSE
FREZOEEEALTTE,

2. HELGIRE - /- HEE
ST 2 T -E0EREREESE (YIMIIT Ver. 9.04 LIFE)
TUIFIVIRYE &
TIIFIVIATIVI-RRyh &
NATVT 2 htyk
TAARI Y=
BERERUAFLVEHBRE (12x75 mm)
ERYS—/ HMY1-5-T7o5U-Fyb - \MT97 2 TN-XIEN1T95 2 XL T -
0.45 ~050% WEBIER (pH45~7.0) WUTF. NEERER] £W\I)
BEASEICIERERE
BUREREM (EELZHRSR)
BEEERER
NAYOERY S -
BETAAR-YTIWERY b Fy S
RIVTYIA
3. AE (BfF) &
(1) 1RIEO%Ss : WRE TR EESRMR] 22RBLT BEBERUARLTWIESIN,
IR EERRESEECRELEENERV TR, EHEBOHRNRES USROS A B OBEI O BRENHYET,

BEEME
A-K i EERE BEEN NII7-IVNEBE REMHRAFEFRE HESRADTY MEFRE
Afh TSAB 8 ~ 24 B 35 ~ 37°CIF KB 5. 0.50 ~ 0.63 3.0 mL DIRERIERIC ATy 23V -
CBA CO, FFHET 145 uL 30 A
MAC A7y 2 T)-:
CPS ID 1 FFREIA
ERROINATYT 2 CBAD 18 ~ 24 B |35 ~ 37°CIFRIEE. 0.50 ~ 0.63 3.0 mL OBERERIC 30 A
GNEEN-FOEAEE | MACY CO, FET 145 il
TSAB
CPS ID
1) InGOEHE. BEH-FORFERICAVEEOTHY, RBLRERNIEONET,
SEHD BT :
CBA=J0OVET 5% LYY MR EREEH CPS ID = chromID CPS
MAC= Yy IVF¥-EXiEH TSAB= FUTFT-2AV1 5% bV J MR ER L

Q) EATETIIr-JlE, ERICRLUERICFEFELTZOFEERL T,

() BEFHEHELTIWAILZRERL., Bt EOBEBELZID--%RIRLET, T WIREZEVGERERTRAEELLOE, Bt FOERIN"-%:2
RLET,

@) 3.0mL OBERERE. EBARVAFLYRBRE(CDELET,

6) REHSEFEIIREREZAVC 3) CERLETDLGHROFENICELULLERHIDZ-Z2HEL. ¢) OBREREREZ,ELLEABRENICRESE
9, TYVFIVIEERW, NII7-5YMBE 0.50 ~ 0.63 DEREFRLET,
ER MY NIERERRE 60 D LURNICHEER CEY LTS UMM TY 2 IR MEERLTVSEHEE 30 D UA) o

(6) ARLEBEREROVITNADA R THIRL TS,
BEER MTv7 200 -XE/\MT7y7 2 XL I -%ERALTVRHE) @ IMTY72hEyMI (5) TRELEERN ARRBREZ LY LTSN, X
(2. ZOHBRE CRRBEBCEY LTSN, HBNAEBNCERLETS,
FHER : ZORBECRERIER 3.0 mLZ207EL, 5) THELLERE 145 pL MR THRL TSV, My MIHERLUEBEREARBETY LTS,

(1) T-IANBLUNEY FOMEBADTY R ARCOVWTE, ERMERNATYY 2 I-F-NYZ17 )V ESRL TS,

(8) Iy MataR(CEA LI, EVDIVICKI 30 pL OBERAIAY, 52 - AIE - BT - ¥IE - RIS, N-FEEETETasNCITOHNES,

4. RBEEE

BEEEADZERKAVZORERBERCOOVTUL. TX BEEEAEK] 25RBL TGN, FETRICRSBEBEERORE LHBRAECRLT B

EEBRAREREERL TSN,

o Tk [HBEBEAEK F0 (-] KEEF. HEINEEOEEEEARELTVERA,

® CLSI %479 % Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically 23\ IAFBICHFB A1 RI1 Vv ESBL S
IARN



BEERAREK

=) E. coli P. aeruginosa E. coli
ATCC 25922 ATCC 27853 ATCC 35218
TINVY <1-4 <1-4
(FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution -
expected QC range = 0.5 - 4 pg/mL) expected QC range = 1 - 4 pg/mL)
TVEIYY <2-8 - >32"
A SDVAPINVEIN <2/1-8/4 - 8/4 ->32/16
TARVAT L <1 2-8 -
Iy <1-4
(FDA/CLSI Broth Microdilution 2-8"
expected QC range = 1 - 4 pg/mL)
tIIEL <0.12
(FDA/CLSI Broth Microdilution expected 0.5-4 -
QC range =0.015 - 0.12 pg/mL)
TIAZY-I <1 >64 -
©I599I14 <0.12-05 1-4 -
wINITEYY <025
(FDA/CLSI Broth Microdilution 8->64 -
expected QC range = 0.03 - 0.12 pg/mL)
TIIAYY <1 <1-2
(FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution -
expected QC range = 0.25 - 1 pg/mL) expected QC range = 0.5 - 2 pug/mL)
AIRRL <025 1-4 -
URooxgoy <0.12 0.5-4 -
AONFRL <025 <0.25-1 -
EXFVYY <4 <4-8 > 128"
O IDVNVEDIVEIN <4/4° <4/4-8/4° <4/4 51X
(FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution
expected QC range = 1/4 - 4/4 ug/mL) expected QC range = 1/4 - 8/4 ug/mL) expected QC range = 0.5/4 - 2/4 ug/mL)
RUXNTU L ZNT7XANESY =)L <20(1/19) 160 (8/152) - > 320 (16/304) -

—

(ug/mL)

CLSIM 100 Cl&, Escherichia coli ATCC35218 (£, PYEVUY, ERSFIUY, FALIIYOBEEBRATEHYEEA. JOEKIE. B- SVIN-UVHEEFZELERIOHCH

BINZEESERTY, LHALANS, ZOBEKIE. B- F79V-t (hon-ESBL) #1-FI3SIAIRERIFTEIENSE. RIVUF- VILKYDRINZ ZOMERICHEE
RLETH. B- FVIV-YHAEFEETEFICIBEERLES, OTIAIFOFEEERHERTZCE. B- IVIV-YREFEETEH (AMC, SAM, TZP, TCC) [ZHIZT.
B- 3U9 LK (AM, PIP, TIC) OHDREXEHTZENBHETYT, TIAINERELEVERDGE. B- FVYLH] (AM, PIP, TIC) OHTH>TERMELERL, HBE
BEARNITBELBYES, OB E. Escherichia coli ATCC 35218 Zif(CEBELBEI HENHYET,
A COMEYTO QC FHBRIC CLSUFDA MR 2HMEBAIEEENE A

JK CLSIMI100 Ed31 OHELRAE > 64 [CHEV, E.coli ATCC 35218 Tld, ZNEND QC BRTERIVUVILLZHBERIELFEATLE,

a) \MMTv7 2 (YIMIIT Ver.9.04) %ERTZHA. £I7VUYD E.coli ATCC 35218 [CX39 % MIC {E 16 pg/mL (&, SEEASCHED QC FEREHBINETHIH, REE
RSTNVA-TAV T FIETES ZHELNHYES, NMTv 2QC FOYILTIE, #EEBEELTIFINIITENEE Ao

<BEEERORELHARLE>

1. BATTOIERICHEVN., IRMEDEBE KL TS,
2. NUTFFT-2Y1 5% bV I MmBERE (TSAB) ZHWT, 35°CTHFRMIC 24 BRISEL RS,

3. E—O0Z-TH3Ie#RERL. 2 BB OMARESET CGRERICANTGESN (JILEMHR : 35°CT8 ~ 24 IR

FEHIRTEDSE  TSAB FAREE# X (ZRIEIEHCERRL. 24 BREEL RSV, BR 2 BH 2 ~ CCOABFREN TS, QC HERAIIC 1 EH#N
EELURBRICANTESL,
REBBREOBE  15%JVLUVEESARNTFI-AY47143Y (TSB) TEEREOEREFERL. -70°CTEERREL TSN, QC SERHIIC TSAB IC
EBL 2 ERAEELE. HBRICAVWTERL,
EE DDREEOSE. EERMEORRLERTSA. 1 BEVTIYAICHET . MEATYI CREUEMEMIERE D ENEEHT

&L,

WEEBROFIEE

BIEIY O-)LDTIVE L, SMEYOMEREFE T COBIE/ Y-V EFMUET, BIERFECEIWCODDNIA-FZA . MIC EX (FEMHAFER (ESBL
Bt/ BEMRE) FHIELET, MIC HERIE HTIVU-BREHIET 218, BHRORELHUDLVTWETNEEYEEA. BEOMEY / MEROBEAY (B :
Staphylococcus aureus EAFYYUVRE) (CE, FHIEREBRENTAIREBYET,

MEDOREREMEODLWNGS, HRAREERL, BonESMHRIEROBNERERL I,

FDA. CLSI, CA-SFM. EUCAST AESEAEIR. $H2\IZ0MOEEDAA IV CERUEEREICEINT, MIC EDMICHTIV-BIRER LT 25461 HY
F9, (FDA & CLSIOTUAIRAY M EEZHE. RYATAE. FDA JLAIRA Y MERALES, )

JEE : USFDA ¥, CLSI &, EUCAST (OMITHTIUERNERZHENHYETOT, FHBIOVTEESHRY. V1791 bofh, EREESROYIMIIT1-H-V
a7l (IT-9AT7-V3avnERE| 0F) 25BLTKESL,

ECOFF (Epidemiological Cut-Off (ECOFF)) (&, MIC ZFALT wild-type (WT) & non-wild-type (NWT) D9 BEMZEXFITSHIETT, ECOFF &,
BRRMBILAIRA Y RELTERIRETESYEF o TUAIRAYMIERINTVENEE, Y-R1FVZABK B : WT ENWT 058 TEALEY, W
ONOEYABMERCE, BETZIVIIRIYMIBHYER A, LI=HHT. ECOFF [E wild-type & non-wild-type D/ BERRDEIE TR IIEE T,
SEBRAETIE, TI/JUIVRFRER (AMGs) EBICOBENEERFFSHEBEELHALUERTZIHENHYET, TL1IR1Y ML Epidemiological Cut
Off value (ECOFFs) [CEDE, MMHANZILEESLUEELESLTVEVE (ENZN non-wild-type & wild-type) ZXBIFEILERRELEENDTY, R
BRBAEICDOWVTIE, BEETZHEMD MIC & PK/PD SHEICEIVTIVIIRIVMNERELELE, £ AMGs BEIEREEELGIELTVEYS, Z0in
EHRICDWTIE. EUCAST Aminoglycoside Guidance Document, 2020 &S BB L TSV,

<H|E FOEER>
1. BF0BE. BICREHINTWZEE (FYEVIY/ ANTIL8/4 ng/mL LUTFOBE. 8 ng/mL LUTFEHRE) #REL TS,



ARICEINZEHDRELRDEBYTY,

TYEVVY / ZWINTH L (ug/mL)

2/1, 4/2, 8/4, 16/8, 32/16

ERIVUY / FYNRIH L (ug/mL)

4/4, 8/4, 16/4, 32/4, 64/4, 128/4

RUXRTUL / ZIITTARESY =)L

FIALLTERERIEGHE, 2 BOMEEEREOENRRINET,
10 pg/mL = 0.5/9.5. 20 pg/mL=1/19, 40 pg/mL = 2/38, 80 pg/mL =4/76, 160 pg/mL = 8/152, 320 pg/mL = 16/304

2. WEEAG, BRHEROHIIRESIN, EFHZOFIC + ARTENET,

3. RERBSEARBECAVONZBHEODMEENHYET, INSOMEREL. REUAOQBRLBLANSEUNSNEHEREICITL T, FE0HZ5EERERE
LBWTLESL, T CLSIM100 PAFICHITZA1RI1VESRBLTLESW 3,

BEPIHRE OATO¥YYY, AT0F%YBY Y. JVJ0FYYY. ZhOTTY MY ATIVESY=-I. RUXRTUL
HRARE OXT70%8YY, AT0FHYY, JIVI0FHYY
Z0thIEERE OA70%8 oy, A70%9YY, JWI0FSIY. ANIMVEFSY=-Ib, TRSHAIYY

X 1 KE FDA N'EGELREAZIEABRERERE (STIC) HLU CLSLICENE, BEIERBREENS S BESNLENRERMBE L TEI7VIVIEER

HEINETRHYEE A

4. MERCHEDOHEEEICEO T, EAKRICRED “FMlMEY-)I (bioART) »ZAVT BROMEEZLEVNLIRETEILNTEXT, FAKEOD

I-Y-NZa7 )V EREREL TS,

5. RICRIMBERLHEYOREEORRREETIHE. REFCHEICIZREEREL TSN,

TIHVY Acinetobacter baumannii complex, Proteus vulgaris, Providencia spp.
TV Citrobacter spp., Enterobacter spp., K. (Enterobacter) aerogenes, Pantoea spp., Serratia spp., Cronobacter sakazakii
AP NPIINVEIN Citrobacter spp., Enterobacter spp., K. (Enterobacter) aerogenes, Pantoea spp., Serratia spp., Cronobacter sakazakii
TALAT LA Pseudomonas spp.
tJI¥A Bordetella bronchiseptica, Hafnia alvei, Morganella spp.
wIRTEYY Enterobacter cloacae, E. cloacae complex, Morganella spp., Proteus vulgaris
AIRRL Serratia marcescens
AORRL Enterobacter cloacae (N7 2 T)=TD MIC B 16 pg/mL WL EDIFE) , Morganella morganii (BETT (GEE) ((BEER
BECNATYY 2 AN NTRERLER) |, Proteus vulgaris
AP DVNEPIVEIN Serratia marcescens
6. RICRIMERLHEDOHEESEICBVTIHRER R) OBER. REFCMHIECIIREEZEBL TSI,
IR Aeromonas spp.
AORRL Aeromonas spp., Klebsiella oxytoca, Proteus mirabilis
AP DVNEPINVEIN Pseudomonas aeruginosa  (CLSI DTLAIHRAY b <64 S, > 128 R ZRAT35E)

7. BHROR S CH A TSBMIERKRABA LD, RICRIEAE TIHEERERUAROERIIRATT,

[ EIrUTRYY

| Shigella spp., Providencia rettgeri, Salmonella spp. ‘

8. LEEEBROE = CH A TERM M EKROBN+ 2 THRASERED, RITRSHEEE CRTEFERERUEAROEREFI AT,

[ XORFL

| Citrobacter koseri, Hafnia alvei ‘

9. LEEHBROBCH ATEZEYBROMMERRABA LD, RICRIEEE CHHIERERERUAROMEEIIREATT,

FANAT L Aeromonas spp. (SW > V28 9.03)
tIIEL Aeromonas spp., Vibrio spp. (SW > V28 9.03)
wI5IIA Aeromonas spp. (SW > V2S 9.03)
AIRRL Aeromonas spp., Vibrio spp. (SW > V2S 9.03)
AORRL Aeromonas spp., Vibrio spp. (SW > V2S 9.03)

10. LB BR O = CHI A AT BRI B RO BN+ TR, ROBEE TIIELRE LERROMERIRATT, ZOLIBEKRNERINLS AR,
UIPLYATIRSM-IIRE L, SR HREEETILENHYET,

[7V51vY

| Citrobacter koseri, K. (Enterobacter) aerogenes, Enterobacter cloacae, Serratia marcescens ‘

11 EEEEBROK R CREERIF BTGk, ROBAE TIHEEZRE LEARROMERETHATY, IOLSBREKNMERINLIZEE. UITLYATK
ShU-CIREL. S5L2HBREEETILENHVET,

[ Fo9v1vy

| Proteus vulgaris ‘

12. 2 7ICLOEMOFIRITRDESYTT,
Iy IvIV T IU-XV b ARTHZN, SBAERELERLESBE,. REATIVOXLE ME & VME 2 RULTVES, ROMER / HEYOHEEE THRER
£92E0IC. RERR/ SBAREERBLTWESL,

[ £71¢L

| Pseudomonas aeruginosa  (IN1T97 2 T)\=T0O MIC EH* 8 ng/mL 2\ 16 ug/mL DIHE) ‘

13. L BHBROK ST, TTEREENFBRIEETRN o . XE+aBHEAGONED S, RITRTHEEE TSR RERUEAROMERETATT,

TINVY

Pseudomonas spp., E. coli, Proteus spp. (P. mirabilis Z &% ), Klebsiella spp., Enterobacter spp., K. (Enterobacter) aerogenes,Serratia spp.,
C. freundii, Providencia spp.

14.minor error DFEECEYNT IV —BEEA 90 % KiG(CHOI W, B RNFET B REMEERT 2100, RIORTMEEEHEYOEEEOERR
EETIHE. BEFCELCIBREEEBL TS,

P DVNEDIVEIN

Pseudomonas aeruginosa  (NATY% 2 T)=T0O MIC B 32 pg/mL HBWE 64 pg/mL THY, CLSI DTLAIRAVb < 168,
32-641, > 128R IADHE)




WEEE
1. 1EgE

RRBICEFNIMEROMEETME. EROBERREET, ERARKBCERISOFHRVESFRE-FTEBLELE, FRBICLIAERRIE CLSIZHEE
EHBLELE, IvEyIv7IU-4Uk (EA) Eld. AROBERMEME LR —KITINIE+ 1 EELATHZIETT HEREOBE, t285) .
ATIV-TIU-AVE (CA) &M, RREOFEROMBIR (RiE, PRRUTHE) MMEEERE—HIZIETT, ATTU-TIU-AVMIYEI Vv TITU-X
VETEZIENBYET, BEARARICBVNT. Z<LORBER MIC ) HHTFIV-TLAIRIYMBEICERLEAC. RBREROMBRERY, Z0&
SHRFHNELDIENDYET, BIROIT-COVTE. TROBEFESBLTKESV, IT-OKREIHDVEMTHY. ITvEyIvl7TU-XV bO—BERAFN
5. PUEROMREMERSNTVET,
SBERBO 2 EHRRBITIHMINEIB AL, HTTU-TIU-AVE (CA) OHTHEEERETZHENHYET, +1 EECEINVTIYvEYYvIILTIY
AUk (EA) ZEHIBICE. DEEE S BEOERRINHETY, FDA RAE(C EA AEHINTVENSE. TRICIE CA DHPRTRINET,
JAT797 2 YATLAOBIREG, BETOREEERCEISIIINTVET,

Essential Agreement Category Agreement

0,
ZFH Bp” IAVE P % Error % Error fu(ﬁzﬁ:t(;
% EA VME ME mE % CA VME ME mE
7YY CLSI E 91.9 1.5 0.3 1.5 95.8 1.5 0.3 3.8 100
FDAY # E 94.9 N/A N/A N/A 98.4 0.0 0.4 1.2 100

a) C. freundii. E. cloacae complex. E. coli. K. pneumonia. P. aeruginosa U S. marcescens (L33 2AREDTIAYY MIC fElE. CLSI
VITLYAEOHEREEIELLBLESE, — BT 3. $BVE 1 BEESVEEMEAZRLUE,

TIEIYY CLSI # E 93.3 1.3 0.0 0.8 90.9 1.3 0.0 7.8 99.3
CA-SFM I 94.9 0.6 22 43 - - - -
TIEIUY | AWNTH I CLSI # E 96.4 0.0 0.6 0.6 87.0 0.0 0.6 12.6 99.6
TARLAT LA CLSI # E 98.9 1.6 0.3 0.3 96.6 1.6 0.3 3.1 100
Iy CLSI(FDA) |# E (451/463) N/A N/A N/A (387/463) (1/122) (3/230) | (72/463) 100
Enterobacteri 974 83.6Y 0.8 1.3 15.6

aceae
b) FEOATIVIT——BERMEVNDIE. FEIC E coli BEU P. mirabilis D 1 &7 TO minor error [L&ZEDTHB,
tIIEL CLSI E 932 2.7 0.1 14 95.0 2.7 0.1 4.6 100
#,E 93.8 N/A N/A N/A 96.1 4.0 2.7 1.1
E @ Pseudomonas aeruginosa E2ITELD EA  (Essential Agreement) & 88.4% Téofz, ZMAERIE CLSI OYITLY AEDHME RIAFIEE MIC EA—KRLEEDE 41.3%
THY, 1 EELVEBVEDN' 40.6%. 1| BEESYEBEVNEDH 6.9% THol,

TIX5J-Ib CLSI E 94.3 2.0 0.3 0.9 95.7 2.0 0.3 37 100

vI5IIA CLSI E 93.1 32 0.4 0.9 96.6 32 0.4 2.8 100

wIRTEFYY CLSI E 94.5 1.1 0.6 23 94.8 1.1 0.6 4.6 100
FDA # E 97.5% N/A N/A N/A 99.0 0.0 0.2 0.8

¢) iE ¢ HEBGHBRICH AT RE R D BEROHA 0 TRI LS. REOEINITFYYOMEER. MIC EA 1 ~ 4 pg/mL

DD BERISTEATHZ. BERIEENBELRSE. MIC BN | ~ 4 pg/mL O BEREMETHRI 2L ENH 2.

BISRATY CLSI(FDA) [#.E | 994 [ ~wa | ~Nna [ Na | 986 | 13 | o0 [ 13 100

o

- ABRLTE 163 RO K. pneumoniae 5YBEMRDI S, 13 HRAFHERTAE>Tc, AROTYINAIY D MIC EEYITLYRE
DHERAHETELLERLEGE. | EELVSLAEREZRLE,

- FHBRLTE 90 RO Proteus spp. DEEMRDI B, 13 HAFHETEEL o RROTVINAY YD MIC EIFYI7L Y ZEDM
SREFFELRLULGE, | BELVEGSERZRUE,

CLSI E 97.9 0.6 0.0 0.8 97.1 0.6 0.0 2.8 100
AIRRL CLSI #E 95.7 24 0.3 0.4 94.8 24 0.3 44 99.6
Global E, I (1043/1106)| (6/419) (5/630) | (18/1106) |(1016/1106)| (6/419) | (5/630) | (79/1106)
CLSI 94.3 14 0.8 1.6 91.9 1.4 0.8 7.1
LiRoo¥tyy Global #E, I (806/821) | (0/222) (2/555) (2/821) | (789/821) | (0/222) | (2/555) | (30/821) 100
CLSI 98.2 0.0 0.4 0.2 96.1 0.0 0.4 3.7
CA-SFM E 98.6 0.0 0.7 0.1 96.5 0.0 0.7 3.0
AORRL CLSI(FDA) [# E 95.0 N/A N/A N/A 95.0 0.0 0.6 4.7 100.0
All organism
groups
combined
Enterobacterales|  94.4 N/A N/A N/A 97.0 0.0 0.8 2.3
P. aeruginosa 94.7 N/A N/A N/A 89.7 0.0 0.0 10.3
Acinetobacter 96.8 N/A N/A N/A 96.3 0.0 0.0 37
spp.
AR BEEICETIAORRAD MIC ElE. UIFLYAESIVEDGLLE | BEESWMERNHY, EX
BIT-OFRLEICBEEIZATREMENHS,. Pseudomonas aeruginosa & Acinetobacter spp. [Z31$ 2 AORRLD
MIC fElE. YITLYRRE—HT BN TRESL I o, N—BDIZA. Pseudomonas aeruginosa (ZFFLTH
HEB 1 BEESWMERANSHY, Acinetobacter spp. (IR LTIE 1 EEEWMEBAHOL.
Global E, 1 (1172/1244)| (1/351) | (10/846) | (16/1244) |(1179/1244)| (1/351) | (10/846) | (54/1244)
CLSI 94.2 0.3 1.2 1.3 94.8 0.3 1.2 4.3
ERSIUY CLSI #E 94.6 2.0 0.2 37 92.4 2.7 0.2 6.8 99.3
CA-SFM E 94.6 2.0 0.3 2.5 91.0 2.0 0.3 8.1
Global #E 94.9 12 0.5 38 91.9 12 0.5 74




AP IVIEDIVEIN CLSI(FDA) |[#,E (2304/2452)  N/A N/A N/A  |(2263/2452), (3/565) | (19/178) |(167/2452) 96.7
Organism 94.0 92.3 0.5 1.1 6.8
groups
combined
SRR TA -V Y AEHER T BIDCRBRENT 2452 DERARABERRUT VLY IDBRDSB5, 1348 D EE
BE MTv7 2 BBHTETTANSN., 1104 ODBERIE \MTY7 2 VZaTVERETT ARSI,
P. (174/187) N/A N/A N/A (161/187) (0/46) (2/122) | (24/187)
aeruginosa® 93.0 86.1 0.0 1.6 12.8
KROERIVYY | 5INIE LIxE B Morganella morganii, Providencia retigeri. $&U Pseudomonas
aeruginosa O MIC{E(E, UIT7LYARLVELBLEE | EELYBWMERNHY, EABIS-OFRLEICES
FRABEEN DD, ERIVUY | FYNTILD Salmonella enterica (2332 MIC B, YITLYRiELVED
BAEE | EEBWMARIILHY., FBILERBIS-ORELEEIZAEEIENSS,
d) FDA BRI EBRBIRERE  (STIC) 0OVIJR-Y www.FDA.gov/STIC #5818,
CLSI E I (2729/2898)| (8/725) | (45/2051) | (54/2898) |(2693/2898)| (8/725) |(45/2051)| (152/2898)
94.2 1.1 22 1.9 92.9 1.1 22 52
RUXNTYLY ZNTFAFSY =)L CLSI #E - - - 100 0.0 0.0 N/A 100
CLSP® #,E - - - 100 0.0 0.0 N/A 97.8
Applies to V28
SW PC version
5.02 and above
1) BEEEERDEY,
Bp HERECEE VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error

2) AV BETEDBIEEEL Pseudomonas aeruginosa [$ P. acurg. &, Pseudomonas aeruginosa AN DEEZ others &, Acinetobacter [& Acineto. ¥ K2,
3) FDA JLAURA Y ME. ERHEERYTNIIT D CLSI Interpretation Standard  (FLAVRAVIEESR) THEMR,
#=US Food and Drug Administration 510(k) cleared

CLSI = Clinical and Laboratory Standards Institute
CA-SFM = Comité de 'Antibiogramme de la Société Frangaise de Microbiologie

E = External performance data
I = Internal performance data

— = Not available
N/A =Not applicable (3E3% )

Ref. = Reference method for clinical performance study.
ECOFF = Epidemiological Cut-off value for differentiation of wild type vs. non-wild type

2. JMEEEH

U1l No. | EH BUIINDEE BI7E #EEE

3~6 TINhVY 2,4, 16, 48 1 ~ 64

7-9 TIEIVY 4,8,32 2 ~ 32
10~12 TYEIUY | ZWINTH L 4/2,16/8, 32/16 21 ~ 32/16
13~15 TANAT L 2,8,32 1 ~ 64
16~18 w77 1,2,8 1 ~ 32
19~23 1A 0.25,1, 4, 16, 32 0.12 ~ 32
24~26 2IXFY-I 4,16, 64 1 ~ 64
27~31 wIFII 0.25,1,2,8,32 0.12 ~ 64
32-36 wINTEYY 0.12,0.25, 1,4, 16 0.25 ~ 64
37~39 Iy 4,8,32 1 ~ 16
40~43 ERLEIN 1,2,6,12 0.25 ~ 16
44~47 Loty 0.25,0.5,2,8 0.12 ~ 8
48~51 AORR L 0.5,2,6,12 0.25 ~ 16
52~55 ¥RV 4,16,32, 64 4 ~ 128
56~61 S PDVIEDIVEIN 2/4, 8/4, 24/4, 32/4, 32/8, 48/8 4/4 ~ 128/4
62~64 RUXRTUL / ZWIT7ARFSY=)L 1/19, 4/76, 16/304 20 (1/19) ~ 320 (16/304)

3. BIERAOEEYE

EHECEIREFRELE (B pgml)

TAUNY 94T AVF17- LIV IVBEE K (ATCC k)

BfEA LR EERV EDER
<FERLOEIRRE>

1. PV T=I SRR HOEAEREEE TS A-FRERLENTZEN,
2. D-RFREEKBHOZET NI -IRICREFEL TSN, TILINWT-INBIELTWSHE, XBEZEFINEWNEEEZON-FEERLEVTEN,
3. W-RICEEES 2801, T-TOMNX IBIBNB\NEREREL. BIBENEDNSHEEZON-FEREEL TS,

4. TAARYY-OiF %L FEREFERLEVTEN, (LFEREERLLGE. ANROMRE
5. Wy MLBE(ICHRENCRSNERELHEZL. +OEM-FCRESNTVIILERERL WV, REAR+HEN-FMEERBEBEATYRLEN

T,

<BEELOIEFE>

1. BERG, BERRON-FEEOEEYE. BEISERATEH TINTRRIEYE LLTEVTR TR,

2. EAFAHON-F, HRE. ERYMEQA-ML-TTREL THEEL TS,
3. SNTOREMEME R T BIRENTEDIHA FI1V[CHESTEERELTUEEL,

WETE AL - AR
BFEAER 1 2 ~ 8°C
AxhEAfE - 1878

-5 58

“RE

E5ZBRIREMENHYET,



http://www.fda.gov/STIC
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