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19~22 caz01n tIRII L 7RI I LREIKIY
23~26 cro01n wIMT7EFVY LIMNT7FRVIFRIDL
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BESEREK
Y1HaERYA—
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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= ¥yIVF—EX i TSAB= NTFT—291 5% VI MKREREEH
(2) EATZ7ILIIWI—JE, BRICRUVERICEHASLTEOFEFEALTUESL,
(3) BEFHEBHELTVSLEMEREL., Bt FOBBULEZIN—FRIRLET, FLE. HRETEVLEREMTHAEELZOSL, Hih FOBEBEIN"—
TERLES,
(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,
FEER ZOHXRECHRERER3.0mMLE5EL.(5) TRBUEERE 145 uL MATERUL WS, ALY MIFRUEBRERRBELY FLTESLY,
(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.
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® 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
tIAIT5 <2 <2
twIRIIL <1 <1-4
wIMT7ERVY <1 8->64
7070%4 oY <0.25 <0.25-1
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°

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)

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

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

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

4 Escherichia coli ATCC 35218 &, 7YEV)Y, ERFVIY, FALIIVOREEERTEIHNE . COBEKIE. B- IVIV-—EHERIZECEFIDHIC
HEINDIBEEERATT., LHLENS., COE#KIE. B-5D989Y—t (non-ESBL) #1—KI3TS5AIRERETE N D, RIVUF—TICLDH RSN
BEOMBECHMEZERLETN, B- IVAV—THERIEELERICEIBEEETRLET, COTIAIROEFEEHRTIICR. B- VAV CHEREE
UEFlI (AMC, SAM, TZP, TCC) IZIAT. B-F94LEK| (AM, PIP, TIC) OHDEEEEMRTIENBETY ., TIAIFERIFLLBVEKODE
A. B-IVALEI (AM, PIP, TIC) OH#THO>CHREMERL., HBEEEABITESLLNET, COJ/A. Escherichia coli ATCC 35218 &7zt
EZEUVETRENFHNET,

<BEEEHRORECHBRAE>

1. BATOERICHED., SMRMEMEBKINL TS,

2. NFFH—2Y1 5% bV IIKEEXRER (TSAB) ZRNT. 35°CTHFRMIC 24 BFREE LTS,

3. B—ON-—-TH3p_tzrERBL. 2 BEOMRBEEEITOCGRBRRICANTZEL (35°CT 16 ~ 18 B,

EHRENISS  TSAB TiRiEth XS EEMICERL. 24 BREEELTESD, RR28M 2 ~ SCOABBRENTTHETT, QC HAERAIIC | EH#HA
EEURBRICAOTESL,

15% JULYVEERENTFr—2AY4743Y (TSB) TEEEOBEREFRL, -70°CTHARBREFELTUES, QC HERATIC TSAB (L&
fEL2 EBREELER., HBRICAVTEZL,
EE O AEREVSES. RERMAROBRERLERTDA. | BEVINAILS TN, BEATOVTEEUVEMEMZREZLENEEH

TS,

RPREOSS

W EREROYIEX

BEIY PO—DTLEL R L, EMEYOMBREFA T COEBE/INI—VEFFELET, EEFEICEIUKONDNIZA-4%A. MIC EXIFEHERHTER
(ESBL [&1% / I2tE) ZHIELET, MIC HERE. A7TV-MBIREHITET2ENH. BROBTELAEF O VTWEITNEBDEFEN, BEOMEY / A EDOMHE
&8 (Bl : Staphylococcus aureus EZAFFIVVRE) (L. FICEEBRIENRRAIRELGDFET,

BEMOREERDIELLVGS .

HERHBREREL. SOoNCRIMEHREROMMEMERL TS,

FDA. CLSI, CASFM, EUCAST BESHEMEIR. HEVNIZOMDEEDHT A RS54 VICEPUEREICETNT, MIC EOICHTI—BRERETIHEHH
NET, (FDA & CLSIDTLADRIV MIERZIHGE . AYATLIE., FDA TLA ORIV MEERLET )

<H|ELDFE>
1. BFl0EZE. LlCEHINTL
ARICEFNDEHIOERDIR

BRE (PYEIUY / ZVINDAL 8/4 pg/mL I TDIHE. 8 ng/mL LITERE) HRRENFET,
ERRDEBNTT,

TIARIYY / AVINDB L

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

A PIVNEVIAVEIN

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

RIANTUL / 2 TPA RS = )L

BINELTRERIEFIL, 2 BOMBEREOSNRRINET,
20 pg/mL=1/19, 40 pg/mL=2/38. 80 ng/mL=4/76. 160 pg/mL=8/152, 320 pg/mL=16/304

- HEERAR., BREROSNHESN. BEIBORIC + HRFINET

- RBRBRREARCAVONIFEDNEENSIET, INOoOMEER., REBUNOBEEEBANSERSNFREICH LTS, FREOHISAERERE
LBLVTCIESLY, FfIE CLSIMI00 PAFRICHTEHA KAV ESRU TS,

5 R E AXZAFY IV, A70FY DY, JVIAFSIY. ZMATIV MY ATAVEFI =)L, BIANTUL, £TFYIY
RS AA70%9 YV, 27034990, Jo0x5oY
DM IERE R AXZ0FY Y0, 270F9 DY, JWIAFY IV ATAVEFY-IL, FRSHM4DUY
4. MBEEMEDOHEERICLOTR . ERABBICEERD “FHlIREY—IL (bioART)” EAVC HEROMEELVEVLIRET I ENTEET, ERAKENI—
Y227V ERER LTS,
5. RICRIMERHMEYOEARORBRMEETIHE. MERCHIEICLIIREZERELTLSL,
TIAVY Acinetobacter baumannii
PAAF L Pseudomonas spp.
IR L Serratia marcescens
PPN VIAVEIN Serratia marcescens
6. RITRIMBAELMEMOEERLCHVTMHMERER R) OFEE. HEFICHIEICLIBREZERLTES,
IR L Aeromonas spp.
AORR L Aeromonas spp.
AT VIVIEIINOEIN Pseudomonas aeruginosa
7. EFIRZMHBRTHFINGHERE. HIEPHERCIVELGNET ., EREBROVATLIE. BROFHOMIEZEER— T 3HICEBOMIS THREREERL

Fllk, EFIME) -V EBICLIH TRLD A, Z0MBOBERCERZEST2RIEEENHET,



E
1. g
AECEFNZINEEOHEEEF M. EROMKREET, ERARBCEBROFBRVEBHFRE-FTCERLELZ, RRICLDBIERLRE CLSIZHE
SRELEBLFELRE, IvEyIvll7HU—AU b (EA) Eld. KROERMELEXRE—BTINE £ 1 EELURTHZETT REEEMSE., 12 BE),
AFTV=FHU=3AUk (CA) &lF. REOFEROAER (BEtE. PRERUmMM) MEEERE—BTEIIETT, ATTU-FHU- AV MIIvEy o0l 7T)—AY
PETEZCEDNHNET, BEERREBRICBNT, Z<ORERFER (MIC fE) HHTFTU—TLADRS Y MHEICERUEGEIC, HBREROMIRERD. 045G
FEEENELZIENBNET . BIROIS—IIOVTIE, TROBGEESBLWESL, IF—OXIADEMTHD. Iyt Ivl7H)—AV bO—BENF VG
&, HEEMEREMEESNTOET,
5RERED 2 EHFRRITHHMINEIE S, ATTU-TFTU—AVE (CA) DHTHAEEERETIHENHNET, + 1 EEICEINTIVEYIVILT7HY—
AVN (EA) ®EHTBCF. Dt 5 BEOFERZRINVETT, FDA BB EA MEHINTOEIMES . TXRICE CA DHFNRTINET,
IM7992 VAT LOBER MG, 8ETORBERICEIEEISNTNET,

Essential Agreement Category Agreement
B3] Bp' AV % Error % Error odAl’lgf)ll)lrl?'
%EA | VME ME mE %CA | VME ME mE Y
V&Y CLSI #E 98.0 0.0 0.4 0.0 96.5 0.0 0.4 29 100
CA-SFM [T 96.1 42 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 I 93.7 0.8 0.2 52 - - - -
1L CLSI #E 94.2 4.0 1.4 6.3 92.1 - - - 98.6
IRV / AN L Global E 98.8 2.8 0.0 0.7 91.4 2.8 0.0 8.3 94.1
tIAITIV Global E 98.1 4.8 0.5 0.6 98.0 4.8 0.5 1.4 100
tvIRIIL CLSI # E 97.5 1.1 0.2 1.0 97.3 1.1 0.2 3.5 95.4
CA-SFM [T 92.3 5.1 0.0 4.1 - - - -
EIRMTEYY CLSI #E 95.8 1.1 0.5 3.0 90.2 1.1 0.5 9.3 98.5
CA-SFM [T 93.0 0.4 0.6 42 - - - -
v7a7ax4oY 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
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 29
A3IRR L CLSI #E 95.7 2.4 0.3 0.4 94.8 2.4 0.3 4.4 99.6
LR70¥9oy CLSI #E 98.6 0.5 0.2 0.3 95.8 0.5 0.2 3.9 100
CA-SFM [E 98.6 0.0 0.7 0.1 96.5 0.0 0.7 3.0
AARZR 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 23
29409y CLSI I 94.7 0.3 13 23 84.8 0.3 13 14.3 98
CA-SFM [T 94.7 0.3 13 23 84.8 0.3 13 14.3
ERZIIY 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
ERZVIY / B INDR L CLSI # E N/A N/A N/A N/A 93.2 0.9 2.2 5.0 96.7
FIANTYUL 7 ZILT7AREHY =)L |CLST # 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
RUANTYL /7 ZIVTPAREHY =)L | CLST #E - - - - 100 0.0 0.0 N/A 97.8
Applies to
V2S SW PC
version 5.02
and above
1) BEEE(ERDED,
Bp BREFRELCERK VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error

2) AV : B EDMEMEES Pseudomonas aeruginosa (& P. aeurg. &, Pseudomonas aeruginosa LAS*DBEFE% others &, Acinetobacter [$ Acineto. ¥R EC o

3) FDA FUA DRIV M, BER#ESY T II70 CLSI Interpretation Standard (FLADRIV MEESR) THER,

4) K@OERIVIY /B NDRLOETH EA &, HABRREHED S RERECTHLA, HHINGHZ, UL, HEREITo/257BERK 2453 B0
348 5] (14.2%) WA MIC $REERE (FHHE, MICH 8, 16, 32, 64 pg/mL) DFERTHoR, AFERERAVTMIC LY REFEEL. MERK
ARFEBCRELLEULECARDIEREFI: ARD MIC 0 74.4% (259/348) (& +1 BEZDFEM. 18.4% (64/348) 13 1 EELIDEERE.7.2% (25/348)
(&1 EEINENVRETHO:,

#=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

Ref. = Reference method for clinical performance study.

2. IEERH

1)l No. | ZHl BIIIDEE I 7E &6 B

3~5 TNV 8, 16, 64 2 ~ 64
6~8 FANAF L 2,8,32 1 ~ 64
9~12 71t L 2,8, 16,32 1 ~ 64
13~15 tIARIJY / 2D L 8,16, 32 8 ~ 64
16~18 | EI2YT5Y 3,12,24 2 ~ 64
19~22 vIRII L 1,2,8,32 1 ~ 64
23~26 vIM7FVY 1,2,8,32 1 ~ 64
27~29 7070%9vY 0.5,2,4 0.25 ~ 4




3.

30~32 | IRARRA DV 8, 16,32 16 ~ 256
33~35 | HUBRRAIY 4,16, 32 1 ~ 16
36~39 | 1IRRL 1,2,6,12 0.25 ~ 16
40~43 Likoo¥goy 0.25,0.5,2,8 0.12 ~ 8
44~47 | AARRL 0.5,2,6,12 0.25 ~ 16
48~50 | 2)H4H)Y 2,4,8 1 ~ 16
51~54 | ERSVYY 4,16, 32, 64 4 ~ 128
55~60 | ERSIVUY /B NDAL 2/4, 8/4,24/4,32/4,32/8, 48/8 4/4 ~ 128/4
61~63 FUXARNTUL /7 2V TPA NG =) 1/19, 4/76, 16/304 20 (1/19) ~ 320 (16/304)

FMCEIGRELRRELE (B pg/ml)

BRERAOEENE
TAINY 84T AIVFa7— LD VaviZEEE# (ATCC #)

BEAEXEFEREV EOER

<FERLOIEEE>

1. P —JICRBROFERBREBETSH— FRER LTS,

2. D—FREIREAHOEFETINIWI—IRNICRFLTESN, PILIWT—INBRIELTVSIEE. XBREFINEGMEERZON— FRERLEBNTIESL,

3. N—FRICEETBHETC. T-TOBNGHIEN BN ERRL. BIEENMEONIEEEETON- FEREL TS,

4. TAANVY—OFFCILZEREERALGNTES, L2EREFEALSE. RMOMREICHEESAZTRENHIET,

5 NEyMAERICHBRERNIRSNCHREETHERL. THENMD—RCFRESN TS LEER LTS, REFF+HLBH— FIRERBSHEYIBLT
&L,

<EEZLOIBZHRE>

1. BERAK. BERON-FEECERYE. BETIERGLENTINTREEMELLTROR TS,

2. FERAZHON-F, HBRE. EXVMNERA-ML-TTHEUTHOEEL TS,

3. IRTOBEMEMERE U BRENEDI LA R VIR TEREL TS,

WETEA I - BMHAE
BT AL 2~ 8C
AEAE - 185 A

| FOE=3:-Tiva
20 AN (20 [E45Y)

W EZH
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