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25~27 e02n IO IV TIU2AI VY
28~29 fos01n RARIA DY RARIA VIV ZF ML
30~32 gm01n FURAIY TR O UBRERE
33~35 hab0O1n TILRBIY TIARDY VR ERIE
36~38 ipm02n AIRRL A3IRR L
39~40 icr02n ICR —HUUH4A4IY DUVHRA I VIEERE. TUAORS Y

ICR —D)ARA VY / TYAARA DY
41~43 lev01n Likoafyoy Likza¥yoy
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47~49 mno01n Y40y I)HAD)UIEEEE
50~52 ox101n VIV AEHIUVF ML
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RARRA DY HURRADY, PIWRADY, 43R L LRZAFY DY, URVUR, S/Y14DUY, 3900 TA4TT5Z00 MIANTUL / ZT7ARESY =)L,
NVARAIVEBRUDIIARA DY, DUVARAYY / TVAORA VY (DUVARA Y VEETER) (CRT3EZHORIE

WAIERE
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WVTLES LY,

4. RGOBAFRECE. BPEDRICILEDIENRDONTOVEVMABRENEINSHENHEVET, BRKEREN . WRMEMICHTIRGHENHERT

1



EMBEROBEROBRPMEETIER. FEROBEEENOOER. HIVIERIICHEIZHM RIM Vv ESRULTUES,

5. KIICHIBHA RIMVFCERL, EEROTEMEICETIIRRFABRDERELEICHHOTIZSL,

6. Afmld. EREFEMVTHIRTISACROT. ELLERNIEONET.

7. K& THE - B2 (BFAER ) WICRSEINEHECH-THERALTESY, S8k THE - B8 (BEAR ) LU TERABM LSHIAL
SNIIHE ., BROERHIVIERDEBENE LS AIREMENHNET

8. HEFEROHIENR., MEYORZMHERCEILTAIMU TS ANTO RS, EMEABRNBEGHEENIHVET,

9. BRIAOHERE, BEANRENTVINBEREFOAREFICERBLUTHELTES,

10. NOH=TU—DF4 AR—F TN FREFRAUVRELTESY, IO -ORFBELEFREAVSE, XFRICTFEHTIHENHNET,

M. BRERUSEROD-FEEOERMITATRRORREMEN D). MBEOIKRVNCETIREMTERTREETL WIS,

WA - AR GRERE)
I BEOBWHAL
ABATOFFEALTHRA,

2. BLERHFE - BH - HESE
MTvD 2 T —-F0ERERESS
TUIFIVIFRI &
TOVFIVIAAVHE— ¥y F
79D 2 heyk
TAARUY—
BARIAFLVGREEE (12x75 mm)
ERYA— / HAYa—8=7HEH)—Fvbk : NMT9D 2 T —IEN1T9D 2 XL FIL—F
0.45 ~ 0.50% HERIER (pH4.5 ~ 7.0)
REASEFLRERE
BULEXRE (EELGHRSHE)
HEEEARK
Y/ HaERYA—
BETAAR—YTIERY M FYT
RILTYD R
3. BIE (B &
(1) BAOESR - BIKFITER MNEELMHK] 25RBULT. BERUARLTUZEN,
AR ERERRCGHIEETRELZEMEROVTIZSN, EHEEOKNES UCREOSEEBESHETOILENHIFET,

EEEHE
A—F i | EEERE EEEH Y77V REE |REUFARAFBARE | HBEAOTY M
fh TSAB |18 ~ 24 B[ |35 ~ 37°C 0.50 ~ 0.63 3.0mL OBERIC280 uL | XA TvD 2 VIO -
CBA 5~ 10%CO, FHET 30 LA
CPS ID FLEFRIEE. T2
CO, EHFET 1 BRI LA
AERVIMATID 2 TSAB" |18 ~ 24 B |35 ~ 37°C 0.50 ~ 0.63 3.0 mL OBIERKIC 280 uL | 30 2 LAN
GP EEN—FOFEEE | CBA" 5~ 10% CO, FET
CPS ID FLEFRIEE.
CO, EHFET
1) ChohiEhid. FEN— FORRRKICAVELOTH). REBKRENEFONET,
DL T :
CBA=JOVET 5% EVYVIMKRER I i CPS ID = chromID CPS
TSAB= MTFH—2Y1 5% £V I MR EXREH

(2) EATZ7ILINI—JlE, BRICEUVERICRAHFHLTEOFEFERAL TS,

(3) EEFUEBELTVDIEEREL, tHih FOBBUEIN-—5&IRUET, FhE. HRETESEREHTHRAERELUEDSL, S FOBFHIN-—
BEIRLET,

(4) 3.0mL @ 0.45 ~ 0.50% HEBIER (pH4.5 ~ 7.0) &, BRARIAFLVREREICHELET,

(5) REESEF-RREHRBEEZANT. Q) CERULETSLHOMEMICELLZERIN_-28E L. 1) ORIEREDFUVEHBRERNCEEIEET,

FUIFIYDEER. YDI7—5V REE 0.50 ~ 0.63 DEKREARLET .

EE My MIERFRE 60 2 LIRICHERICEY LTS UM T9D 2 VD MEERLTWSIBE(E 30 2 UUR) .

FELEERERDNTNDDAETHERLTES,

BEIFERNNAT9D02 T —ENA4T9D 2 XL TIL—&#FEARALTVBIEE) : M 79D 2 By M (5) THREULEERNPALHBEETY LTS, RIC,

ZEOHBREERREREICEY LTS, #BNBEEMICHFERULET,

FHER . EOABEICKERIER3.0mLE25E0.(5) TR ULE KRS 280 uL MATHIRUTIZEL, AEYMIFRUEERERRELY LTS,

(7) T=AANBLUDEYFDBEBIADTY MAEICONTIE, EA#ER)IMTYD 2 - —IZa7 I ESBL TS,

(8) Ny MEMESRICERE L&, &YV 30 uL OFERAAAD, HE - BIE - 847 - #IE - £2RE. - FEHFTE2TEBNCITONET,

4. FEEEHE
REEERAOZERMRUZOBRERRIOVNTR. TR BEEEEAEK] 23RULWESN, FETRICRTREEEMRORELHRFECRLT,
REEERAEMEERL TS,
o TX IFEEEREWHKI #0 -] RERF. MEITIRBEVFEEEHRISELCWLEE,
® CLSI W'$&179 % Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically 3 WIARFRICHIIZHM RS5A VESBL TS

(6

LYo
EEEEARK
B E. faecalis S. aureus S. aureus S. aureus S. aureus
ATCC 29212 ATCC 29213 ATCC BAA-1026 ATCC BAA-976 ATCC BAA-977
FINIY - s2-4 - - -
RZIV G 1-4 025->0.5
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oIy - <4 -
CIAFXIFVAD) -V - NEG POS
(<IN - <1-2 -
on3L71=3-) <4-16 <4-16
OVESEPY >4 <0.12-0.25"
TYAORA YV 1-4 <025-1
RARIA IV - <3
FURIADY - <05-1
FIRDIY - <1
AIRRL <1-2 <1 - -
ICR - - NEG POS
Likooxyoy 0.25-2 <0.12-0.5
JERYYR 1-4 1-4
)94 1-4 <0.5
FTE¥HIUY - <0.25-0.5
TAAT5ZY <05-1 <05-1
FIANTYL /7 ZLTPANEHY =)L <10(0.5/9.5) <10 (0.5/9.5)
NIV 1-4 <0.5-2
(ng/mL)
NEG : [&t% POS : &%

1) MERAFRFEICLDEARFSNSE = 0.06 - 0.25 pg/mL  (FDA/CLSI)

<HEEEHRORECRBAE>

1. BATOERICHED. HEMEMEFKIMLTESL,

2. NFFH—=2Y1 5% bV IIMKEEREH (TSAB) #AWT, 35°CTIFRMIC 24 BREE LTS,
EE JILBHEEEG CO, EETIGANHNET (BEEHESELTULEI),

3. B—OO-—TH3LEMEREL. 2 BB O#MREEFT O CHRICAVTIESLY (JSLBMER 35°CT 18 ~ 24 B, S LIEME :35°CT 8 ~ 24 B[

EHRENISES : TSAB TiiEh XIIFEEHICERL, 24 BREEELWESD, &R 2B 2 ~ SCCOABRENTRETT, QC HERAIC 1 E#R
EHEUHBRICALTES,

RHREDNEE : 15% JULIVEERENTFI—AY4743Y (TSB) TEREOREREMERL. -70°CTARBRFELTEEL, QC HERHIIC TSAB (L%
fBL 2 EMAERLLE. RERICAVTESL,
EEAEREOBS. EERMAORELERTZA. 1 BEVINAICSETIH. BREAT I TEEUVEMEDEREDENETH

TS,

BAEZROHEE
BHEEDY FO—ILTILELE L., EMEDOMBEFET COEHE/ -V EHlLET, BEIEFHECE I A-FEMAL. MIC EX([EEHMFER
(ESBL [514% / I&tEaE) E#HIELFES, MIC #ERE. hT7TV-EREHETIEH. BHROBEAEU O LWTWEHFNERNERA. HEOMEY / EEOM
&8 Bl : Staphylococcus aureus EAFHFIUVEE) (L. HFICEEBRIENRAIREGDFET,
WMEMDRIEERNEDLIMEE . BRHREERL, BonRZMRBRBEROBRMERERL UL,
FDA. CLSI, CASFM, EUCAST WEWEMEI. $3NIZDMDEEDH M FIA VICEMUZEREICEINT, MIC EQICHTT—BIRERETIHENH
NET, (FDA & CLSIDTLADRA Y MIRIZIHEE . AYATLIE. FDA TLA ORIV MERALET )
<$lELEDEE>
1. BFIOHE. ECTRHESNTWIEE (FUEIVY / ZLINDAL 8/4 pg/mL LLTDIHE. 8 ug/mL UTEHRE) HRRSNET,

KRICEFNDIEFDOEBDORERDEBITT,

RIANTYL / 2772 RFHY =)L | BISELTAERIEHIG. 2 BOMBEREOSHARTINET,
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

2. #ERHL. BREROHNHESN. BHIR ORI + HRTFSNET
3. REBRFEAFICAVNIBEOREENHNET, INOORERE, RELUNOBREBLANLEURSNIBEREAKCHLTE, HEOHIHEERERE
LBLTIESLY, FHHlIE CLSIMI00 PAFICHIEHA RV ESRU TS,

TEOBE AXT70F9YY, JVIAFH DY, ZMATIVMYL 2T74YFHFY =L, BUARTUL
BBk 27078F% Yy, LRZOFS DY, oaFS oy, ZMAISVYMY, TRSHADYY

4. MBEECMEDOHABICI TS ERERBICHRED “SFMIRE Y-l (bioART)” ZRAVNT HERVMEELEVSIRETICENTEET, ERMEO1—
Y= Za7 I ERERLTLEEL,

5 RICRIMBEMEVMOBESLEORBRBEEITIHE . REWMCHMIACLIIREEREL TS,

TVAARA DY Streptococcus agalactiae
9109V Enterococcus faecium
CIAFIFIAD-Y Staphylococcus pseudintermedius ()7 FII17 8.01 XIFZFNLLL)
6. RICRIMBEEMENOHEERBICEVWTEARERNGME (1) OBER. REFMICHIERICLIBREETERL TS,
‘ TIAERIFIADI-Y ‘ Staphylococcus saprophyticus
7. HEEREROBFCHATESMEMA Bz, RISTRIHEEE T HEHRERUERROMREEFRBATT,
RZIUV G Streptococcus agalactiae
oa3L71=3-) Streptococcus agalactiae
PR12Y: PV Staphylococcus spp.
DESDIS Enterococcus spp.,Staphylococcus spp., Streptococcus agalactiae
DY Staphylococcus spp.

8. EFIRZMFEBRCHFINGMERE, MHPRERICIVELGNFT . ERBBFOVATLE. BHROBFHOMEZEER—T IHCER OIS THERERIEL
Fllko EFIMME) B—VEHIRICLOTRLD S, TOMBOBERCEREESTRREENIHIET,
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E
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
7INVY CLSI 1, Staph 98.8 0.0 0.0 0.2 96.1 0.0 0.0 3.9 100
CA-SFM |1, Staph 98.8 6.7 0.0 0.5 95.4 0.3 0.0 43
RVIWRZD)Y (RZVYY G) |CLSI #,E 97.4 0.4 0.3 N/A 98.5 0.9 1.0 N/A 99.3
Iy CLSI #,E - - - - 97.1 - - - 98.1
TIAFIF A=Y CLSI E, Ref. = - - - - 98.3 2.0 1.4 N/A 100
CLSI Disk
Diffusion
E, Ref. = - - - - 97.2 2.3 3.2 N/A
mecA PCR
(P NE TN CLSI E - - - - 99.7 0.0 0.0 0.3 100
CA-SFM  |E - - - - 99.5 0.3 0.0 0.3
DA L71Z3-)b CLSI #,E 99.7 3.1 0.1 0.3 97.8 3.1 0.1 2.7 100
CA-SFM [E 99.7 3.1 0.1 0.3 97.8 3.1 0.1 2.7
DIIHRADY CLSI #,E 96.0 0.8 0.4 0.0 99.4 0.8 0.4 0.2 100
Global E 97.3 0.0 0.6 0.3 98.1 0.0 1.2 1.3
IV CLSI #,E 95.9 0.4 0.4 5.1 92.8 0.4 0.4 7.5 95.2
CA-SFM |1 94.7 9.4 0.0 0.3 95.0 9.4 0.0 0.3
RARIA IV CA-SFM |1, Staph 97.1 6.5 0.3 N/A 95.8 11.8 1.7 N/A 100
FUORRAIY CLSI #, E, Staph 99.2 0.0 0.0 0.8 95.1 0.0 0.0 4.9 100
CA-SFM  |E, Staph 99.2 0.0 0.0 0.8 95.1 0.0 0.0 4.9
TIRHIY Global E, Staph 100 0.0 0.0 0.0 100 0.0 0.0 0.0 100
IR L CLSI E - - - - 99.2 0.4 0.5 0.3 100
CA-SFM  |E - - - - 99.2 0.4 0.5 0.3
ICR CLSI #,E N/A N/A N/A N/A 99.5 2.0 0.4 N/A 100
LRoo¥yoY CLSI #,E 99.3 0.0 0.0 0.2 95.8 0.0 0.0 4.2 100
DESIDN CLSI #E 98.7 0.0 0.1 0.1 98.9 0.0 0.1 1.0 100
CA-SFM [E 98.7 0.0 0.1 0.7 92.6 0.0 0.1 7.3
RN DDYV CLSI #,E 96.6 0.0 1.5 0.2 91.4 0.0 1.5 7.5 100
CA-SFM  |E 96.6 0.0 1.5 0.2 91.4 0.0 1.5 7.5
AXHIUy CLSI #, E, Staph 97.4 1.6 1.1 0.0 97.1 2.2 3.4 0.0 98.1
TAAT3ZY CLSI E 94.1 0.8 0.0 0.5 98.5 0.8 0.0 1.4 98.9
NIANTL / 2V T7ARFSY =)L |CLSI I 97.3 1.6 1.5 0.0 - - - - 97.6
CA-SFM |1 97.3 0.0 0.8 1.8 - - - -
AV & IV CLST #,E 99.9 0.0 0.0 0.1 99.7 0.0 0.0 0.3 100
CA-SFM |[E 99.9 0.0 0.0 0.1 99.7 0.0 0.0 0.3
1) BEEEIZRDIED,
Bp BREFELHE VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error

2) AV : B TEDMEMEED staphylococci [ Staph & enterococci |3 Enc &, Group B streptococci & S aga & Staphylococcus aureus |3 Sau EREE,

3) FDA JUADRA U ME. BEA#ERY 7 U170 CLSI Interpretation Standard (FLA DAV MRESR) THEMA,
#=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 (FEE%H)

Ref. = Reference method for clinical performance study.

2. I E G
D1)l No. | ZHl BEIINDRE B 7 #E
3~5 TINIY 16, 32, 64 2 ~ 64
RZIV G 0.125,0.25,1, 2,8, 64 - -
611 Staphylococcus spp. 0.03 ~ 0.5
Enterococcus spp. 0.12 ~ 64
S. agalactiae 0.12 ~ 64
12~14 | €77J)Y 4,8,16 4 ~ 64
15 IR IFIAD) -V 6 NEG ~ POS
16~18 | EI0F YL 1,4,16 1 ~ 64
19~21 oO05L71=3-)b 2,8,16 4 ~ 64
2224 | DUVHRAYY 0.06,0.25, 1 0.125 ~ 4
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3.

25~27 | IUAORA IV 0.25,0.5,2 0.25 ~ 8
28~29 RARII IV 8,32 8 ~ 128
30~32 | BURRAYY 8, 16, 64 0.5 ~ 16
33~35 | PIRAIY 8,32, 64 1 ~ 16
36~38 | 1IRRL 2,4,8 1 ~ 16
39~40 | ICR CM 0.5, CM/E 0.25/0.5 NEG ~ POS
41~43 Likon¥yoy 0.25,2,8 0.12 ~ 8
44~46 | URJYER 0.5,1,2 0.5 ~ 8
47~49 | )P40 0.12,0.5, 1 0.5 ~ 16
50~52 | AFRHIYY 0.5,1,2 0.25 ~ 4
53~56 | ATV 0.5,2,8,32 0.5 ~ 32
57~59 FIANTYL / 277X RSV =)L 8/152, 16/304, 32/608 10(0.5/9.5)  ~ 320 (16/304)
60~64 | NvaARAIY 1,2,4,8,16 0.5 ~ 32
AMECEIGEELZEELE (BAL: pg/ml)
NEG : f&tE POS : 5%
REROEEYME

TFAIAY BAT AVFa7— LD IaviZEERK (ATCC #%)

W{ER EXFEEV EOER

<FERLOIFEFE>

1. PRI —JCEEOFERBREBEE TS N— FRERLBNTIZSL,

2. N—RRREAHOFETNI T —IRICRFLWIZEN, PLINr—IBHELTNSIEE. XBEZEFINEMESEEON— MEEALENTIESL,

3. N—RICEETBHETIC. T-TOBMNIEFEN BN EHEL. BIEENEONIHEEREEON—FEREEL TS,

4. TAARNVY—OFF I LR2RAEEALGNTILS N, L2EREFERLLBE. AMOMRICHEESASTRENHIET,

5. My MAERICHBRENICRSNCEREETHERL. THENMD—RCRESNTOSILEER LS, REFF+2BH— FERERBHETYIEWT

&L,

<BEELOIEEE>

1.
2.
3.

BEBRE, EERON-FZECHEYE. BETIERERLEDTINTEREEMELLTIRNH- TS,
ERFHON—R, BEBRE. ERYMERT—ML—TTRELTIOEEL TS,
FRTOBRRE MM E IS T BB EDNENSTA FIA VICHTEREL TS,

WETE A - BMHEAME
BFE A% - 2 ~ 8°C
BHhHEARM - 1878

W EERE N
20 @AD (20 E%)

W EE=

1.
2.
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