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o Al FRNEFRMBTHEATIRRRZMN-—FTY., FRTIHBOBFILINERAXERVIURSRAEEL G THLERAL TS,

o Ranld. ASZEATH. TNLUSNOBMICEALENTISL,

o JDifld. thDBHET FREBRLMBRKRERFCETVTHREMICHIBTL TS,

® EFLSNIHAXEBUSNOERGTEIONTL, RIEHLEEA,

o RAFERRBRADERRE. XFEROAREZEEORAORELIFERATELEN, REFIEOERE / BEZFRINTRERRICEZEERIF T ATREMEN
HNFET,

o LAAICEHYTSHEMA. RE. IRV, AR (EAHR). RUIBEFEFOINTOFIELN, EFLSNERAXECRHEINTISESNISESFSN
TWBRRD., FERBEMICBARUEEREZRIELET,
FRUVABREEEUERSNISAE. AHEAZEAROBEAMERT. BREOBMXEERAMESECELUTRIVELEEN. FEIOLOBHE. HE.
Y717, BERVHERRCETEZ—UI0FFZLEVEEN.

WK - BEF (FyborEk)

AST-N278 #H—FK
D1)l No. | EFIO-F | EAl RIGRICES TS

2~4 an01n TIHIY TRV

5~7 amc01n TEXFIVIY / D3TS5VEE TEXFVIIVZKFN / DZT VNI L
8~10 am01n 7oEIUY TFIEIUYZ KW
11~13 atm01n PASVAF L FANVAF L
14~16 cz01n I tIPIIIF ML
17~20 fep02n w71 L tIIE LT IEERE
21~23 cmz01n TIAI =)L tIARY =)L F DL
24~25 ctf01n vIFF7 L tIAF7 LR
26~29 caz01n tIRII L (DL IVIN Y L)
30~33 cro01n wINT7FVY LIMNT7FVIFNIYL
34~36 fos02n RAKRII DY RARIA YV ZF ML
37~39 gmO1n HURIAIY TUBRRA I URRERE
40~43 | ipm04n PELEIN FELEIR
44~46 mox01n IREXET FREFETFMIDL
47~50 lev02n Likoafyoy Likoaxyoy
51~54 memO02n AORZK Ly AORZK Ly
55~57 mno01n LRIV ) HADI VIR BRI
58~61 | pip02n ERFIYY ERFIYUF R L
62~64 sxt02n FIANTUL / 2 T7ARFHY =) RIANTUL / 2 T7PARFHY =)

Do)l I hO-IL 1
WfEAEN

DILEEEDTIAVY, PEXIIIY / DITSVEE, PYEVIY PAMAT L, €I7YYY. €IIEL, €IAY =)V, €I2FT L, €IRII L, €TITFIY,
RARRAOY, BV AIRRL, FREFET. LRIAFH DY, ARRRL, T/H4DUY ERSVVIRBMANIL / ZTPARFHY =) T 5
ZHE0EE

WAERE
AEF 64 BOVTINEFKITEN—FTT, EVDIVCE 2 ~ 4 RE 19 BEOEFREBHEIV MO-ILEEALTNET, EVTLOEBMEZAEL, BFEFIVIILER
ISEBEHEIY M- VOAIEENE LM HRE DEEEHETL. MERAERTEACINMERENERZFICH IR MEOBREAELEZT .

WiREEDER

1. HRERR. TUITIVORVMEERVCEBBECGRRL WIS, REOBETHEMES. ELVERIENBVIEHHIET,

2. BUHTHELTVSEMUNEERT 5. BYTHRNMENIEERREE TR LTS,

3. ASZHHREBEQHEALGNTIZSL, EATEZOR>ERLGTIATYIHBBRENHTH). ERO/MTYVRRET1-THH0ET, RERKOHRET
LRENHVEY ., HBREONEY M OEFRJEECITOWESY, KFRCENERCIGE. ZORREIHEL. AL-AHATEZHORREEZR
TS,

4. AGOBAEECE, BRERRCHLEDIENROONTOVEVVBEENEINIHEENHNET . BMKERFEN L. FEMEMCHT B RSHHNHEET
EMBEROEROBMPBEET 5 A, FROBEXRENGOER. HIVFAIICHIBHA RSV ESRLTUES,

5. RFICHIRHAFIAVFICEML, EEMOREMEICRIT 2 IFERRABRDEMEE(CEALTESL,

6. Amld. ERRBERVTHERTSIBACRLT, ELIERNIEONET,

7. KR THE - BE (BEAER ) WICRESNEAECR-OTEALTIESY, ek TRE - B8 (REAR) ) LU TEABEML LSHIANL
ONIIHE . BROIERHIVIERDEENE LS FAIREMENHOET



8.
9.
10.
11.

HREROHIERR. MEMOBRZHERBRICEALTRAMULTVS ARTOTESY, BMABRILERHENHIET,
BRIROEE, BEANRSSNTVSNBERFOAREFICERBUTHELTES,
ROF=2U—DF AR—F TN FREERUVREL TSN, IO —OFEVEFREANGE, XFRICTFSHTIEEHRHNET,
BRAERUDEROD-FeEOEBRMITATRRORREMEN DI, MEOIKVNCETIREMIERTEEETL WIS,

W% - BE BFAD

1.

HEDANAE
RARIFEDFEFEALTITSL,

WERRE - B/ - BESE

NMTuD 2 T —-ENERAERERS
FUVFIYHFYS &

FUIFIVIARVH— ¥y &

79D 2 heyk

TAARUY—

BRARIAFLVGREEE (12x75 mm)
ERYA— / HAYa—8=FHEH)—Fvbk : NMTYD 2 T —IEN1T9D 2 XL FIL—F
0.45 ~ 0.50% HERIER (pH4.5 ~ 7.0)
REASEF-LRERE
BWULEXER (EBEEGHRSHE)
HEEEARK

I/ HAERYA—

BETAAR—YTIERY M FYT

RILTIDA

- BIE (R &

(1) RADENR - RAGTR MEEFHR] eSRUT. BERURBLTEL,
IR EEERGMEECRELUEHERANTWIESD, EHEEORNES UCRENSSEBIBETOLENBIET,
BEEHR

A—E i AR EEEN INT7—IVREAE | BREUHHBAFIARE | HBAOTY MEHE
FN TSAB |8 ~ 24 B5fE |35 ~ 37°CHFRIESE. |0.50 ~ 0.63 3.0mL OBIERIC 145 L | N TvD 2 aVISH b
CBA CO, EHFHET 30 LA
MAC 7952
CPS ID 1 B LA
ABERUIMTYH 2 CBA" |18 ~ 24 B4Rl |35 ~ 37°CHFRIEE. | 0.50 ~ 0.63 3.0mL OBIERIC 145 uL |30 DA
GON REA—FO#EEE | MAC CO, EFET
TSAB
CPS ID
1) Iho0iEthid, REN—ROBEBICAVNELOTHD. RELEENBLINET,
BERDLZ TR
CBA=JAVET 5% EYY MK ER i CPS ID = chromID CPS
MAC= ¥yIVF—FE X TSAB= NJTFH—2AY1 5% VI MK EXREH

(2) EATZ7IIWI—JE., BRICRUVERICHASULTEOEEFEALTWESL,

(3) BEEHEHELTNSEEmEREL., i FOBEBUEZIN- - R IRLET, FLE, BRETEUCEXR S THRAEELLOSL, Eith FOBEHIN"—
TERLET,

(4) 3.0mL @ 0.45 ~ 0.50% JBE BER (pH45 ~7.0) &, BARUAFLVRABREICHELET,

(5) REBLEFFREREZANT, Q) GERULETSBEOMEBNICELIVERBMIN--ZHEL. 4 ORBHREN FVERBRERNCERASEET,

TUIFIVIEERA. IV FEE 0.50 ~ 0.63 DR RERAELET,

EE My MEERFRE 60 2 LIRICHERICEY LTS MM T9D 2 VD MEERLTWSIEE(E 30 2 UN)

FAHUERREROVTINDDAETHIRULTKESL,

BEERNNITY02 TN —RIENA 7902 XL T —%FEHALTWBIEE) : MM TYD 2 By M (5) TR UVEE RN ASEREBREE Y ML TS, RIC,

EOHBEERREBECTYILTES), BBRNFBBMNICHRULET,

FEER ZOHABREICHERIER 3.0 mL 253E0.(5) TS ULERE 145 uL MATHRUL TS DY MIFRUEERERGRELY LTS,

(7) T=RAAABLUDLY FOBBIADLY MAECONTE, ER#ERNITY) 2 1-Y—IZa7 I ESB LTS,

(8) Dy M etaRICEFE LERIE, KHUDVCH 30 pL OFEZRNSAD, & - BIE - @7 - #IE - HREBE. H—FEHFTL2TEBNICTOHNET,

REEHE

HETEAVEZEERKRRUVZOBREBEBZBRIOVTUE. TR RESEAEKR] 23RBLUTIESY, FETRICTTRETERORELRABRAECHKLT,

HEEEERRRTERLTTZI,

o Tk BETEAEK $0 -] REE. HEITINMBEOFEEEERBRICELCVEE,

® CLSI #1793 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically $2 MIARFRICH(FEH1 FS5M U ES B ULTES

(6

(A
HESEREHK
=5 E. coli P. aeruginosa E. coli
ATCC 25922 ATCC 27853 ATCC 35218
TINVU <2-4 <2-4 -
TEXIIY / DITS5VEE <2/1-8/4 - 4/2 - 16/8
7oEI)Y <2-8 - >32t
PARVAF L <l 2-8
Iy <4 -
71t L <1 <1-8
TIARY—) <1 > 64




©IAF7 s <8 > 64

tIRIIL <1 <1-4

wINT7ERVY <l 8->64

RARIA IV <16 -

FURIADY <1 <1-2

LT IN <0.25 1-4

FREFED < 8-32

LRzoxyoy <0.12 05-4

AORZK L <0.25 <025-1

LR POV <1 - -
ERFIUY <4 <4-8 > 128t
FIANTYL / ZT7A RS =)L <20 (1/19) 160 (8/152) - > 320 (16/304)

(ng/mL)

t Escherichia coli ATCC 35218 (&, PYEVIY. ERSVIY, FHLIIVOEEBEERTEHIEEN,. COEKE. B- IVIV—TFHEAEELEFINHA(C
HESNIBEETERATT, LGNS, COEMKIE. B-3D8Y—t (non-ESBL) %#1—FF3T3AIRERIFTEIh D, RIVUF—EICENHEEN
BEDRBECHIEERLETH. B- IVIV—CEHREREECERICERIEERLET . COTIAIFOHFEERERT IR, B- IVIV—CHEERIEE
LEHF (AMC, SAM. TZP, TCC) [ZMAT, B-IVRLHE (AM, PIP, TIC) DHDIEEEERETIENVLETT, TIAIFERBFULBVEKODE
A. B-IVALEI (AM, PIP, TIC) OH#THH>CHREMERL, HBEBEEABITESLLNET, COJ/A. Escherichia coli ATCC 35218 &7zt
ELETREFHNET,

<HBEEEROREBELHARBRAE>

1. BATOERICHED., SMRMEMEFR KL TS,

2. MTFH=2Y1 5% bYJMiKkEXRER (TSAB) #AVT, 35°CTHRMIC 24 BrRIEE LTS,

3. B—ON=—-TH3p_tzrEEL. 2 BBOMRBEEITOCGRBRRICANTIZEL (35°CT 16 ~ 18 B,

EHFEENISE  TSAB TiRiEth XSHEEMICEZL. 24 BREEELTESN, R 2 8M 2 ~ SCCOABBRENTTHETT, QC HAERAIIC | EH#HK
EEURRICAOTESY,

EHREFEOSE : 15% JIEYVEERNENTFI—2Y4743Y (TSB) TEEEMEREFEHL, -70°CTHERFELUESL, QC HKEXAIIC TSAB (C#
fEL2 E#REELER., HERICAVNTESL,
EE O AEREVSES. RERMAROBRERLERTDA. | BEVINDAILS TN, BEATOVTEEUVEMEMZAREZLENEEH

TS,

BAEBROHEE
BIEIY PO—DTVEL L, EMEVOMBRFA T COEBE/ -V EFMLET, EEFEICEIUKODDNIZA-%A. MIC EXIFEHEMTER
(ESBL 514 / I&tEE) BHELET, MIC #RE(E. hTTV-BREHIETIEH. BROBEHEUV O VTWETNERDEFE. HEOHMEY / HEEOMH
&8 (Bl : Staphylococcus aureus EZAFFIVVRE) (L. FICEEBRIENRRAIREGDET,
MEMOREHRNIFDOLIMGE . BRHABREEREL., BonNEERZMRBEROBIRERERLTIZEL,
FDA. CLSI. CASFM. EUCAST WENEMEIR. HILEZ0thOEEDH M K4 VICERUEFRECEINT, MIC EOMICHTI)-BRERETIHEENH
NET, (FDA & CLSIDTLADRAIV MIERBZIHGE . AYATLIE. FDA TLAORIV MEERLET )
<H|EFLDEIE>
1. BFIOHZE. RICRESNTWIEE (FUEIUY / 2LINDAL 8/4 pg/mL LLTDIHE. 8 pg/mL UTEHRE) HRRENET,

ARICEFNIERIOEBEOREIRDESNTT,

FEXIIIY / DIT5VEE 2/1, 4/2, 8/4, 16/8, 32/16

RUXARTUL / ZNTPARETY =)L | FISELTAZEFEEIE. 2 BORBEERRENEHHIRRINET,

20 pg/mL=1/19, 40 pg/mL=2/38. 80 pg/mL=4/76. 160 ug/mL=8/152, 320 ug/mL=16/304
2. HEEEAIE, BEEROSNHRESN., EHZOFIC + HARFENET,

3. REBBRRPEARBCAVONIFEDMERERNSIET, INOOMEEE. REBUNOBEEBANSEIRSNFREICH LTS, FEOHISEERERE
LBLVTCIESLY, FfIE CLSIMI00 AFRICHISHA KAV ESRU TS,

NS AXT0F9 Y0, 2T0F9 DY, JVIAFS IV, ZMATZIVMY. 2WT4VFSY b FIARTUL, BTV
FiEE AATOFS YV, #270F920, 70F5 DY
TDHth 3RS AR AAT0F9 YV, ZT0FY DY, JVIAFH DY, ANTAVFFI -, TESH1DUY

4 MEECMAEDOEEEICL TR . EAKBICERERD “HMIREY—)L (bioART)” ZHAVC EROMEELEVIIRETEZENTEET, ERAKSENI—
Y= Za7 I ERERLTEEL,

5 RICRIMBEMEMOBELORBRBEEITISHE. REACHMIACLIREEREL TS,

TINVY Acinetobacter baumannii

TEXIVY / D5TSUEE | Providencia spp.

7EI)Y Citrobacter spp., Enterobacter spp., Pantoea spp., Serratia spp., Cronobacter sakazakii
FASVAF L Pseudomonas spp.

AIR%RL Serratia marcescens

6. RICRTMEEMENOEERICEVWTEHRERNFE () HZVETMHEER (R) OFE. WERICMECLIIREEERL TS,
‘ TEXIIIY ) DFTIVEE ‘ Proteus spp.

7. RCRITMERCMEMOEASBICHV TSR (R) OFER., MEFMCHIERICLIREEEHBL UL,

AIRR L Aeromonas spp.

AORFR L Aeromonas spp.

8. EFIRZMHBRTHFNIERE. HIBPERICIVELIEY, ERAKBROVATLR. BHROFHOMINEER—T3HCER OIS THEREEEL
Fllz, EHIMENF—VIIHIBICI TELD A, TOMBOBEHCEREST3RREENHIET,




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
=21 Bp' JAVR? % Error % Error 7 Repro-
%EA | VME ME mE %CA | VME ME mE Y
VDY 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 - - - -
TEXIIVY / DTSV CLSI #E 96.3 0.8 0.0 2.4 92.1 0.8 0.0 6.5 100
7oEIIY CLSI #E 93.3 1.3 0.0 0.8 90.9 1.3 0.0 7.8 99.3
CA-SFM |1 94.9 0.6 22 43 - - - -
PAMAF 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 - - - -
77Uy CLSI #E 96.8 1.2 3.0 2.8 95.8 1.2 3.0 4.1 97.4
w71 L CLSI #,E 94.2 4.0 1.4 6.3 92.1 - - - 98.6
TIAR =)L CLSI E 96.8 0.3 0.7 0.4 97.2 0.3 0.7 2.3 100
v IAF7 L Global E 98.1 0.8 0.3 1.2 97.1 0.8 0.3 23 96.3
wIRII L 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 - - - -
w7y 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 - - - -
RARII IV CA-SFM |E 92.0 14.9 3.6 - 90.1 24.8 5.4 - 99.6
DL EEDY CLSI #,E 97.1 1.9 0.0 0.6 96.4 1.9 0.0 29 100
CA-SFM |E 97.1 1.9 0.0 0.6 96.4 1.9 0.0 29
NELEIN CLSI #E 95.7 2.4 0.3 0.4 94.8 2.4 0.3 4.4 99.6
FREFET (EFYSDHL) CLSI E 95.4 0.0 0.0 4.6 89.9 0.0 0.0 10.1 98.2
LR70%goy 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
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 23
LRIV CLSI I 94.7 0.3 13 2.3 84.8 0.3 13 14.3 98
CA-SFM [T 94.7 0.3 13 2.3 84.8 0.3 13 14.3
ERZU)Y 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
RUXNTUL / 2 T7AREHY =)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
RUANTYL / 2V T7AREHY =)L |CLST #E - - - - 100 0.0 0.0 N/A 97.8
Applies to
V2S SW PC
version 5.02
and above
1) BREEIL R D@D,
Bp BREFRELCEE VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error

2) AV B EDWMEMEEL Pseudomonas aeruginosa | P. acurg. &, Pseudomonas aeruginosa YASrDEFE% others &, Acinetobacter |$ Acineto. E3RET .
3) FDA FLADiRA Y M, #7170 CLSI Interpretation Standard (FLAOMAV MEES) TEH,

#=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. BIEEEE
1)l No. | ZEH BOIIDREE Bl 7 B
2~4 PIHIY 8, 16, 64 2 ~ 64
5~7 TEXIIIY / DSTSVER 4/2,16/8, 32/16 2/1 ~ 32/16
8~10 7oEIUY 4,8,32 2 ~ 32
11~13 PARVAF L 2,8,32 1 ~ 64
14~16 | EI7Y)Y 4,16, 64 4 ~ 64
1720 | EI71EL 2,8,16,32 1 ~ 64
21~23 TIA =) 4,16, 64 1 ~ 64
2425 | ©IAFT L 8,32 8 ~ 64
26~29 | BIRIIL 1,2,8,32 1 ~ 64

4



30~33 | EIMTFVY 1,2,8,32 1 ~ 64
34~36 | RARII DY 8,16, 32 16 ~ 256
37~39 | BUBRAIY 4,16, 32 1 ~ 16
40~43 | 13RRL 1,2,6,12 0.25 ~ 16
44~46 | I5EFET 2,8,32 4 ~ 64
47~50 | Likooxyoy 0.25,0.5,2,8 0.12 ~ 8
51~54 | XARRL 0.5,2,6,12 0.25 ~ 16
55~57 | 2)H4DYY 2,4,8 1 ~ 16
58~61 | ERFIYY 4,16,32, 64 4 ~ 128
62~64 FIARTUL / ZT7PARESFY =) 1/19, 4/76, 16/304 20 (1/19) ~ 320 (16/304)

BEIMCEIRERRELE (B pgml)

3. BERAOEENE
TAINY 84T AIVFa7— LD YaviZEEE# (ATCC #)

BEAEXEFEREV EOER
<EALoOZFEHRE>
1. P —JICRBROERALREBETSH— RRERLBLTIZSL,
* 2. N—RREKREAFHOFEPII T —IRICRFLTUESD, 7LIIWr—IPBIBELTVSEE . XIBEEFINENEERZON— FIFERLENTIESL,
3. N—RICEETBAEIC. T-TOMNXEBENGONEREZL. BRIEENRENNSSEEFZON- FEREL TS,
4. TAARVY—OFFCJLZEREERALGNTESY, LR2EREFEALSE. RMOMREICHEESAZTRENIHIET,
5 NEyMLERICGHBRERNIRSNCEREETHERL. THENMD—RCRESNTOSLEER LTS, REFF+HLBI— FIERBHETYIEBWT
&L,
<BEELOIEFE>
1. BERAK, FERON-FEESTHEEYE. BETIEHRERLENTINTREMEMEL U THDHTWIZSL,
2. FERAZHON-F, HBRE. EXRVMERA-ML-JTHEUTHLEEL TS,
3. INTOBEMEMERE U BRENEDILA FIA VIR TEREL TS,

WETREAE - BRHARE
BTEAAE 2~ 8°C
AR - 185 A

WERE
20 @AD (20 [@53)

W EZH
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