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® EFLSNIHAXEBUSNOERGTEIONTL, RIEHLEEA,
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AST-N324 —F
D)l No. | ZFEFIO-F | ZA RIGRICES TS
3~5 an01n TIAVY TRV
6~8 atm01n PAVAF L FAMVAF L
9~12 fep02n 71 L I L 1E S
13~15 sfp01n 2 IARIIY / ZAIVINDAE L BIARSYUFNIDL / 2B LT RS L
16~19 caz01n wIRII L 7RI LEKINY
20~23 cro01n wIMT7ERVY LIMT7ERVIFRIDL
24~26 | cip01n yIOINFH Y YIOI0FY VGRS
27~30 dor02n FURR L FURZ L
31~33 fos02n RAKRIA DY RARYA YV ZF DL
34~36 | gm01in BYRZA Yy FURA I UBEE
37~40 ipm04n LT IN AIRRL
41~44 lev02n Likooxyoy Loy oy
45~48 memO02n AARR Ly AARR L
49~51 mno01n Y409y ) YA DYV ERIE
52~55 pip02n ERSIYY ERZVIVUF MY L
56~61 tzp03n ERSIYY / BYNRDA L ERFIUVF ML/ B NDRLF FID L
62~64 sxt02n FIANTUL / 2 TPARFHY =) RIANTUL / 2 TPARFHY =)

oLl BEEIV-IL L. DDb2  BEIV A= 2

HERBR
DILEREEOTINVY. PAMATL, €I1EL. £I2R3VY /7 2VIDE8 L, €8TV L, €M7V, YTO70F I, RURR L, RARII VY,

BURRADY, 43R L, URIOFH IV AORR L,

A0 ERSVIY ERSVIY / BYNDALBRUNANT L / 2 T7AFHY =L T B RERZ

T 0RIE

WAIERE
Al 64 BOVIIVERITEN—FTT, EVDIVCE 3 ~ 6 RE 17 BEOEFEBHEIV M-LEEFLTNET . FUDIOEBEEREL. FEFHVDILER
ST BBMEIY MO-LOAIEENEL N HEREDIZIEZRETL. MERERRACINMEREOERFICH T IR MEOBREANELET .
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1.
2.
3.

BRERE. TUIFIFy N EERVTEYGAEICRELTESN, REDBETEMES . ELLVERNMZONBLIEDNHNET.

B THBELTVSEMLUN EEATRIEE. BULHERIBONICEEEREETHIEL WS,

ASARABREQREALGVTIESY, ERATEZORIBERBTIATFIVRAREDOHTHN. BERAD/MTYIRBETF1-INENET ., BEREOHBRET
LRENGVEY . HBREONTYMOEFRJEECITO WS, EFRFICENEERCIGE. ZORBREIHEL. AL-AHATEZHORBREEZR
WTLESLY,

RADEREREICE. BRPEBFRICH LAMMENRHONTOEVREENEINIZENBNET . BRERENL, RERBEDICH TS RISENFHERT
EMBEROEROBIRPBEETIHE. FROEERENLOER. HIVIARIMICHIIHHM A VESRUTIES,
RFICHIBAAFIAVEICERL, EEROREMICET 2 IFERRHBROEEELEICE RO TS,

Aamld, ERABRFEAVTHRISESICIROT. ELWVERNELONET.

A& TRE - BE (BEAER) ) WICEESNLEAECROTERALUWESY, BEcnt TRE - BE (REAR) ] LU MERBRL SHIAN
ONIIHE .. BROIERHIVIERDEENE LS AIREMENHOET

HAREBEROHER. MEDORZHHRICEALTRIMULTNS AT TS, EBMARPLEGSEENHIET,

BAOEE, BEANRESINTVINEEFOAREFICERBUTHELTES,
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10. NA=TY=DTFA AR—F T FREFRAUVRIELTUIZEN, IO —OFFELEFRERARE, RZERICTFSHTIHENHNET,
1. BRAERUDIRON- FEECEBYMITATRROFREMENHZH. MEOIRKNCET S REMTIREEETET LTS,

W% - AE BFAD

1. REOFHAE
KEBEOFEFEALTWESL,
2. BWERHFE - BH - HESE
790 2 T —ENEREEHKS
FUIFIVIEYS &
FOIFIVIARUE— Xy &
79D 2 vk
TAARIY—
BEARUZAFLVERERE (12%75 mm)
ERYA— / HAYa—8=7HEH)—Fvb - NMT9D 2 T —XEIATF9D 2 XL FIL—F
0.45 ~ 0.50% HEBIER (pH4.5~ 7.0)
REALEF-ERERE
BULEXRE (EELXGHRSHR)
BESEREK
Y1HaERYA—
RET1AR—YTIERY M FT
RILTIDA
3. BIE (B &
(1) BAOES - BIKIITR MEELEMHK] 25RBLT. BERUARLTUZSL,
AR ERERRQGMIEETRHELZEMERVTIZEN, EHEREOKRNES UCREBOGEEEBE S HETILENHIET,
BEEGE
A—FK HEih EE R BEEN V77—V REE | BREMARBRAFHERE | #HIJAOLYMFHE
fn TSAB |8 ~ 24 BffE] |35 ~ 37°CHFRIEE. [0.50 ~ 0.63 3.0mL OBERIC 145 0L | M T9D23VID
CBA CO, EHFET 30 LA
MAC NTyD2:
CPS ID 1 BRI LLA
VN AOIAE ) CBA" |18 ~ 24 BEfE |35 ~ 37°CHFRIESE. | 0.50 ~ 0.63 3.0 mL OBIERIC 145 uL | 30 2 LAA
GN REN—FO#EEE | MAC CO, EFET
TSAB
CPS ID
1) hooiEhld, REN— FOREBEICANVELOTH)., mERERIEINET,
DR FE
CBA=10VE7 5% bV JIiEEXREE#h CPS ID = chromID CPS
MAC=IyIVF—E X TSAB= NTFT—2AY1 5% VIR EREE#
(2) EATZ7ILIIWI—JE, BRICRUVERICEHASLTEOFEFEALTUESL,
(3) BEFHEBHELTVSLEMEREL., Bt FOBBULEZIN—FRIRLET, FLE. HRETEVLEREMTHAEELZOSL, Hih FOBEBEIN"—
EERLET,
(4) 3.0mL @ 0.45 ~ 0.50% HEBIER (pH4.5 ~ 7.0) &, BHERIAFLYRBRECHTLET,
(5) REESEFFREREERANT, Q) GERULETSBHOMENICELVERBIN--ZHE L. 4) ORERE,FVEHRBERNICERASEET,
TUIFIVHEER. Y0777V FEBE 0.50 ~ 0.63 DEKRERARLET,
EE My MIBERFEREE 60 2 LIRICHEERICEY LTRSS OM7D 2 VIO MEFERLTVSEEE 30 2 UA) .
(6) AR ULERREROVINDDAETHIRL TS,
BEIER(MTY02 TI—RENAT9D 2 XL T —EEALTVRIHE) MM 79D 2 Ay M (5) THRABUEERNFAERBEE LY LTS, KIC,
EOFRBREEARRERHECEY LTS, BEBRNBEEMICHERLET,
FHER ZORBRECHEERIER3.0mLE5E0.(5) TRELULERE 145 uL MATHERULTES),, Dy MIERUEERERZELY FLTESD,
(7) T=BAABLUNEY FOBBAD LY MFEICONWTIE. FEREERNITY) 2 1-F—IZa7IESBL LN,
(8) Ny eraRICEF LRI, BUDVICH 30 pL OEZRNAD, HE - BIE - @47 - $IE - BREBE. 1—FMEHFTL2TEBNICTONET,
4. RBEEHE

REEERAMZEERMRRUVZOBRERBREICONTE., TR FEEEAREK] ESRUKESY, FLTRICTIREEERORECHRAELCKST,

HEEEARKREEMRLES.

o Tk [EEEEMAEMK] F0 -] RiEEF. AETIRNBEOFEEEEHRCSELCVEEN,

® CLSI W"F&1T9 % Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically 3 WIARFRICHITEHM Fo1 v ESBL TS
LYo

HEEEREK
=5 E. coli P. aeruginosa E. coli
ATCC 25922 ATCC 27853 ATCC 35218
TIHVY <2-4 <2-4
FPARVAF L <1 2-8
71t L <1 <1-8 -
IRV / AN L <8 <8 <8
wIRIIL <1 <1-4
wIMT7ERVY <1 8->64
7070FY oY <0.25 <0.25-1
RURF LN <0.12 <0.12-0.5
RARII IV <16 -




FURIADY <1 <1-2
KEGSIN <0.25 1-4
LR70¥9oy <0.12 0.5-4
AORZK Ly <0.25 <025-1
Y400 <1 - -
ERZIY <4 <4-8 >128 1
ERSIYY / BYNDA L <4/4! <4/4 - 8/4 <4/4
FIANTUL / 2V TPANESY =)L <20 (1/19) 160 (8/152) - > 320 (16/304) -
(ng/mL)
NS : WEMMERNFEELGOESD, BELUNOHEBREREERZTELGL, MIC HERNEREDHTIV-ERZ R BERIE. UTPLYATRT M—ABMEHER

DIREETDENLELL,

t Escherichia coli ATCC 35218 (&, PYEVIV. ERSVIY, FALIIVOEEBEERTEIHNEEN. COEKE. B- IVIV—TFHEREELEFINHA(C
HESNZHESERATY., LhLENs, COEKE. B-5987—t (non-ESBL) #1—K¥3T5AIREREFTEEND, RIVUF—TLLNH RSN
PEDMEEICHEERUETH. - VAV CHEFEECEHICEBMEERLES, COTSAIROFEERERTIICE. B-IVIv—tHAEREZSE
UEF (AMC, SAM, TZP, TCC) IZHAT. B-IV4LE| (AM, PIP, TIC) DHNEREEEMETIENBETYT ., TIAIFERFLLEVEKRDE
&. B-IV5LEl (AM, PIP, TIC) OHTHO>THREMERL. FEETERRNATESERNET, COIHFE. Escherichia coli ATCC 35218 EHiTzICHE
EUETRENHNET,

| MERAFFEICEVEAFEINDIE =1/4 - 4/4 pg/mL  (FDA/CLSI)

2 MERFFFEICEVEAFEINDGIE =1/4 - 8/4 pg/mL  (FDA/CLSI)

3 MERAFFCECLIDEAFSNSE =0.5/4 - 2/4 ng/mL  (FDA/CLSI)

<HEEEHRORECRBAE>

1. BATOERICHED. HEMEMEFKINLTESL,

2. NFFH—2Y1 5% bV JIMKEEREH (TSAB) #AWT, 35°CTIFRMIC 24 BREE LTS,

3. B—OOZ—-TH3p_tzhREL. 2 BEOMRBEEITOCRABRICANTIZEL (35°CT 16 ~ 18 B,

EHREDZS  TSAB FiRiEth XS EEHICE R L. 24 BREEELTWESD, RE28M 2 ~ SCOABBRENTTHETT, QC HERAIIC | EH#HK
EHEUHBRICALTES,

RHRFOBE : 15% IV EENENTFI—2YM4743Y (TSB) TREENEREMERL, -70°CTHERTFLUESL, QC HKEXHIIC TSAB (CH
fBL 2 EMAERELEE. RERICAVTESL,
AE AR REDSS. EERMMAEOEERLERTRA. 1 BENIINAICSETIH. BREAT VD TEEUVMEMEREDENEEH

TS,

BAEEROHIESE

DY M-I TIVELEL, RMEYMORBEFE T COEEII-VEFFMLET, EEFECEIUKIDDNIFTA-4ZA. MIC EXIFE HEMFER

(ESBL [51% / I2tEaE) ®#HIELES, MIC #R(E, hT7TV-BREHETIEH. BROBEAEU O LWTWEHFNERNDERA. HEOMEY / EEDOMH

&8 Wl : Staphylococcus aureus EAFH IUVIEE) ([CF. WFICERBRIENTARELBDES,

MEMORERERNEDLIVE S, BRRBREEREL, BonzEZHRBREROBRERER LTSN,

FDA. CLSI, CASFM, EUCAST B'ENEMAEIR. HIVNEZFDMDEEDTM RS54 VICEMUERFECEINT, MIC EQMICHTI—BRIRERET 550D

NET, (FDA & CLSIOTLADRAIV MIRRZIHGE . AYATLIE. FDA TLA DRIV MERRALET )

<HFELDEE>

1. BRIOZE. KRCERBSNTWIRE (PUEIIY / 2WNDAL 8/4 pg/mL LLTFDZE., 8 pg/mL LITFEHRE) HRRSNET,
ARIIEFNIEFIOEEOREFIRDESNTT,

TIARIYY / AVIDE L

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

ERZIYY / BYIDE L

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

RUARTUL / ZNTPARFTY =)L

BISNELTAEFIERIL, 2 BOMERREOSFHNRTINET,

20 pg/mL=1/19, 40 pg/mL=2/38, 80 pg/mL=4/76, 160 pg/mL=8/152, 320 pug/mL=16/304
2. HERHE. BREZOHPHESN. ERIR ORI + HNRTINET,

3. REEBFEARICAVNIBENMREENIHNET . NODMEERG. REUNOBREBMANLEURSNIBRACH LTI, HELEOHIEEERERE
LBWTESLY, F#IE CLSIMI00 PARFRICHTEHA KMV ESRUTESL,

F R AR AXZ0F9 Yy, 270F9 Iy, JVIAFSIY, ATV MY, ATAVEF =)L, FIANTUL, £T7YIY
BIRE AAZ8F9 YV, 2783990, oaxgoy
ETDMIEREREE AXT0F9 DY, 2T0F9 DY, JVIAFH Y, ANTMVFHY -V, TRSHADUY

4, FMEECHMEYMOMEERICITIE . EREBICEHED “HFHMREY—)L (bioART)” ZAVT HEROBEEZLEVIIBFETICENTEET, EAKBENI—
Y= Za7 I ERER LTS,

5 RICRIMBERMEMOBEEOR/RBEEITISE . MEAICHMIACLIIREEREL TS,

PINVY Acinetobacter baumannii
PARLAT L Pseudomonas spp.
EEGYIN Serratia marcescens
(AT PIVIE DINIEIN Serratia marcescens
6. RICRITMERLMEMOHEABICEVTHMHESER (R) OHEER. MEFCHIERICLZREEEHBLTIZEL,
AIRFRL Aeromonas spp.
AORZR L Aeromonas spp.
ERSV)Y / B INDA L Pseudomonas aeruginosa

7. EFRZMESBRCHAFINGRERE, MEPRERICIVEGNET . ERBROVATLE. BHROBFHOMEEER—T 2HCER OIS THERERIEL
Fliz, ERIMER—VIBICI TELD A, TOMBOBEECEREST3AEEIHNET .
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1. g

RACEFNINEROMERME. EROBRBREET, EARKFCEBOFHRVEFIFRE-FTEELELL, RAICLPBIEHERIE CLSIRE
FRELBUEUE, IvEyIvPYY—AVE (EA) EF. RROBRMEER-BTIXE £ 1 BEEURNTHZIETT MEHEDVSS. +2EE).

DTTV-FHU-RAUE (CA) ElF. KROEROMBN (Bt PRKRUMGE) MREXE-BIIETT. DTIV-PIU-AV M IvEY DRI PTU—AY
PeTEZCEDHNET . ERERFBRICBVT, SLORBHER (MIC ) HNhTTV-TLAORIY MEEICER LS AIC, HREROBINERD. 0455
FRNELDIEDHNET ., BROIF—(OVTE., TROMIFESELTWES, I7-OREIHNEMTHD. ITvEyIvLT7TI—AY bO—BENSE MG

B, NEXEOMREMERINTNET,

5SRERED 2 FEHERRICHFMENLEEE, AFT)-FIU-AUE (CA) DHTHEEEZRETIHENHIET, £ 1 EELCEIVTIvEY IvILT7T—

AVN (EA) ®EHTBCF. Dt 5 BEOFERZRINVETT, FDA BB EA MEHINTOEIMES . TXRICE CA DHFNRTINET,
IMMTY0 2 VATLOBFR MG, BETOABRERICEIEHIINTOET,

Essential Agreement Category Agreement
B3] Bp' AV % Error % Error odAl’lgf)ll)lrl?'
% EA VME ME mE % CA VME ME mE Y
TIHhVY CLSI #,E 98.0 0.0 0.4 0.0 96.5 0.0 0.4 2.9 100
CA-SFM I 96.1 4.2 0.6 1.4 - - - -
PANAF L CLSI #,E 98.9 1.6 0.3 0.3 96.6 1.6 0.3 0.3 100
CA-SFM |1 93.7 0.8 0.2 5.2 - - - -
1L CLSI #,E 94.2 4.0 1.4 6.3 92.1 - - - 98.6
tI7ARIYY / AIINDE L Global E 98.8 2.8 0.0 0.7 91.4 2.8 0.0 8.3 94.1
TIRIIL CLSI #E 97.5 1.1 0.2 1.0 97.3 1.1 0.2 3.5 95.4
CA-SFM |1 92.3 5.1 0.0 4.1 - - - -
wIMT7EVY CLSI #,E 95.8 1.1 0.5 3.0 90.2 1.1 0.5 9.3 98.5
CA-SFM |1 93.0 0.4 0.6 4.2 - - - -
DA WIRE SV CLSI #,E 97.9 0.0 0.0 0.5 96.6 0.0 0.0 3.8 98.9
CA-SFM [E 97.9 0.0 0.0 0.5 96.6 0.0 0.0 3.8
RURZR L CLSI #,E 97.4 1.5 1.6 N/A 97.9 1.5 2.2 N/A 99.2
Global #,E 96.0 2.6 0.3 14 97.0 2.6 0.3 2.6
RARIA IV CA-SFM  |E 92.0 14.9 3.6 - 90.1 24.8 5.4 - 99.6
FORIADY CLSI #,E 97.1 1.9 0.0 0.6 96.4 1.9 0.0 2.9 100
CA-SFM [E 97.1 1.9 0.0 0.6 96.4 1.9 0.0 2.9
AIRR L CLSI #,E 95.7 2.4 0.3 0.4 94.8 2.4 0.3 4.4 99.6
Likzafsyoy CLSI #,E 98.6 0.5 0.2 0.3 95.8 0.5 0.2 39 100
CA-SFM [E 98.6 0.0 0.7 0.1 96.5 0.0 0.7 3.0
AORR L CLSI #,E 97.6 1.4 0.0 0.3 96.8 1.4 0.0 2.8 99.6
Global #,E 97.6 0.0 0.0 0.5 97.7 0.0 0.0 2.3
Y490y CLSI I 94.7 0.3 1.3 2.3 84.8 0.3 1.3 14.3 98
CA-SFM |1 94.7 0.3 1.3 2.3 84.8 0.3 1.3 14.3
EXRZVIY CLSI #,E 94.6 2.0 0.2 3.7 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 1.2 0.5 3.8 91.9 1.2 0.5 7.4
ERSIVY / BYINDR LY CLSI #E N/A N/A N/A N/A 93.2 0.9 2.2 5.0 96.7
FIANTUL 7 2V T7ANESY =)L |CLSI #,E - - - - 100 0.0 0.0 N/A 100
CA-SFM [E 99.5 0.0 0.0 0.0 100 0.0 0.0 0.0
RUXANTYL /7 ZITPAREHY =)L | CLST #,E - - - - 100 0.0 0.0 N/A 97.8
Applies to
V2S SW PC
version 5.02
and above
1) BREBIT R DED,
Bp BREFELCERK VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error

2) AV - ¥ EDMAEMBELE Pseudomonas aeruginosa |& P. aeurg. &, Pseudomonas aeruginosa W5\ DEFE% others &, Acinetobacter (& Acineto. EF Do

3) FDA FUA DRI MM, ER#EEY T I170 CLSI Interpretation Standard (FLAORIV MEESR) THER,
4 REOERZIYY /B NDRILDETO EA (F, HEREESHEN S BEERBETH A, EHINGN R, LML, HEBREITORZDBERE 2453 HlDS5
348 5 (14.2%) HARFOD MIC $3REERE (FHH5E, MICH 8, 16, 32, 64 pg/mL) DFERTHo, AFERERAVTMIC LY REEEEL. MERK
REFCEELL B UECARDIEREBT=: RO MIC D 74.4% (259/348) (¢ £1 EE=DEHIN.18.4% (64/348) [F 1 BEELINBRE.7.2% (25/348)

31 EEINENRETHOL,

#=US Food and Drug Administration 510(k) cleared
CLSI = Clinical and Laboratory Standards Institute
CASFM = Comite de I’ Antibiogramme de la Societe Francaise de Microbiologie

E = External performance data

I = Internal performance data

— = Not available

N/A = Not applicable (JEE%)

Ref. = Reference method for clinical performance study.

2. BIESEE
Sl No. | ZEFH| BUIIDEE I #6 B

3~5 TIAVY 8, 16, 64 2 ~ 64
6~8 TPANAT L 2,8,32 1 ~ 64
9~12 tIIE L 2,8, 16,32 1 ~ 64
13~15 | ©74R3YY / ZAINDA L 8, 16, 32 8 ~ 64
16~19 | E78YIL 1,2,8,32 1 ~ 64
20~23 | EIRUTRVY 1,2,8,32 1 ~ 64

4




3.

24~26 | Y7O70%YVV 0.5,2,4 0.25 ~ 4
27~30 RURE LN 0.25,0.5,1,4 0.12 ~ 8
31~33 | IRARII DY 8,16, 32 16 ~ 256
3436 | HUBRRAIY 4,16,32 1 ~ 16
37~40 | 13IRRL 1,2,6,12 0.25 ~ 16
41~44 | Likoaxy oY 0.25,0.5,2,8 0.12 ~ 8
45~48 | AARRL 0.5,2,6,12 0.25 ~ 16
49~51 | 2)Y4DYY 2,4,8 1 ~ 16
52~55 | ERZVYY 4,16, 32, 64 4 ~ 128
56~61 ERZIYY / RYNDAL 2/4, 8/4,24/4,32/4, 32/8, 48/8 4/4 ~ 128/4
62~64 RUANTUL / ZNT7ARFHI =) 1/19, 4/76, 16/304 20 (1/19) ~ 320 (16/304)

AWECEIRELRELE (B : pgml)
NS : RAMERSFELELEN, BELUSNORBIEREER CEHL, MIC HERNFEBREOHTIV -3 7M. VIPLYATRS M—ABMHER
DIKFEETHENEFLLY,
RIEAOEEYE
PAIBY 847 DVFa7— ALY Vavig Rk (ATCC )

WEAEXEFEREV EOER
<FERALEDIEEIE>

gk N~

- PRI — IR BOFERABREBETSD— FEERLBTTSL,

D= RREEKRAFHOEFEPILI)I T —IRICRFLTUES ), PLIWH—INBIELTVSIEE . XEEZEFRIDGIMGEEEZON— REERLEOTIZSL,
D—RICHEFET AN, T-TOMNXEHIRAGONERERL. MEFNENNIISSFZ0ON— FEEREL TS,

TAZIRN VY —DF R EREFERALLGNTIS, 1L’,$§n”n’éﬁﬁﬁbfi% < REROMREICHEES ST REMNHNET

Dy MLBRICGHBRERNICERSN R REZRERAL. +HENN— HL?ELE“TL'CL\ZJL_U&EE LS. REBEHAF+2BH—- FEZFRAESRA TV ILENT
&L,

<BEEZELOIBHRE>

2.
3.

BEBRK, BERON-FZETHEEYR. BETIHERLEDTINTREEYMELL TR TS,
ERFHON—F, BEBRE. ERVMERT—ML-TTRELTIOEEL LS,
FRTOBRRMEME T BBEEDEDNDIA FIA VIR TREL WIS,

BRI % - BhEmE
BT AL 2 ~8C
AEAE - 185 A

W EEA
20 AN (20 [E45Y)

W EZH

1.
2.

10.

11
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