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(1) BRAFOEER | RIKIT R NEBREMER] 22BLT BERTFERLWLES,
IR EERRIEHEECRELLERER VKIS, EHEEORINEEUCREDSSEBABEI T L ENHYET,

BEEHE
H-K i EERE BN NYI7-SVREBE REMHBRAFIHERE HEERAD Y MR
EN TSAB 18 ~24 B |35 ~37°C 0.50 ~ 0.63 3.0 mL OBIERIC 280 uL STV 2 ANk
CBA 5~10% CO T T 30 A
CPSID FFEFRIEE. JMTv72:
CO: EFHET 1 B
AGRRUENATYI 2 TSAB" | 18 ~ 24 B[ 35 ~37°C 0.50 ~ 0.63 3.0 mL OEIERIC 280 uL 30 DA
GP RAEN-FOEEE CBAY 5~10% CO T T
CPS ID FRISFREEE.
CO: EFHET
1) ZhomiEls, REA-FOREBECAN-EOTHY, RELERNMEONET,
RO TR
CBA=10YET 5% tYIMBEEREH CPS ID = chromID CPS
TSAB= RUTFT-AVA 5% bYIMAEREEH

Q) EATZTININT-IE, ERICRLERICHEELTZOFEERL TR,
() BEEXHEHLTIVBILERERL, B LOBEBELLIDT-EIRLET, FLE, WIRRZETEEREMTRAEELLOS, Fh LoBEBI0" %%
RLET,
(4)3.0mL M 0.45 ~ 0.50% HERIER (pH45~7.0) %, EERUAFLYRBRE(CHELET,
6) BEHESBFILIEHEMEZAVT (3) GRERLET2LHOFENCEULEERIIZ-2HE0. @) OBIEREMELEARENCEEIEET,
TUYFIYIEERN. NTI7-5Y NBEE 0.50 ~ 0.63 DEREHARLET,
R Y MIERERRE 60 S UNICERRCEY LTSN UM TYY 2 TV MEERLTVSHEE 30 2 UA)
(6) FELEERZEROVWTNAOAETHERL TS,
BEHER UMUTv72T0-XEMTv0 2 XL T -%2EALTNSHE)
2. ZORBRE EARMEBEICTY FLTIEN, HARN BEINICHIRLET,
FEFHER  ZORBRE(CHBERIER 3.0 mL#55EL. () THRBELEERE 280 uL MR THERLTUESD, ATy MIERLUEBEREARETY L TESL,
(7) T-IAABLONEY FOEBADEYMTRCOWTE, EAKER/\1TY) 2 I-Y-YZaT7IESBLTKEI,
(8) Ny hEHRRICEEA LRI, BUDVITH 30 uL OBERAAY, 353 - BIE - @RI - ¥IE - RIS H-FEEEETETEENCITONED,
4. RBEER
BEEEADEERKRUZORERROOVNTUL. Tk BEEEARK] 22RBLWEIN, FETRICRIBEBEERORE CHRAEIHST 1E
EEERABARETERLTUZEN,
o TX [BEEEREK F0 [-] XL, MISTINAROBEEERBRCEL VI A,
® CLSI %479 % Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically BV IAFRICHFEHARI1VESBL S

FIATYT 2 Y (5) TRELLERNASERBREZ 7Y LTSN, X

(A%
BEEEAEK
s E. faecalis S. aureus E. faecalis S. aureus
ATCC 29212 ATCC 29213 ATCC 51299 ATCC BAA-1026
TIhIY - <2-4 - _
TIEIYY < 0.5-2
RZIVUY G 1- 0.25->0.5
277y - <4
ZIXFY-) <4 B
CIARIFIAIY-Y NEG POS




POVEREPY 4->8 <025
TYROYI VY 1-4 <025-1
IRARNAYY - <8
FIIRAYY - <05-1
TVINAYY (SEBE) S
TINHhDY - <1
AIRRL <1-2 <1
Loy 0.25-2 <0.12-05
YRYUF 1-4 1-4
VRvDY 1-4 <05
AXHIUY - <0.25-0.5
FA4IF5=Y <05 <0.5-1
RUXNTUL/ ZITTARESY -1 <10 (0.5/9.5) <10 (0.5/9.5)
NIy 1-4 <05-2
(ng/mL)
NEG : fatE POS : Bt

<HBEEEBHRORELRERSE>

1. BATOERICHEL, HRMBEDEFAFLTES,

2. BUTFI-2Y1 5% bV IMBRRREM (TSAB) ZAWT, 35°CTIFRAIIC 24 BEREIEEEL TS,
I JILBEER CO, EBBTRISANHYET (EBELXHESRBLWEIY) &

3. B—I0Z-TH3BIe&RERL. 2 BB OBAEEET>CGRERICAVTEEN  (35°CT 16 ~ 18 BFf)

FEHIREDSE  TSAB PR X (IR mEEH(CERRL. 24 BREEELTKESV, &R 28/ 2 ~ 8CCOBBRTFENTEETT, QC HERRIIC | E# M
EELRBRICAVWTESL,
REIREFEOHBE © 15% JULUVEEARNTFI-2Y14743Y (TSB) TEEEOEBREERL, -70°CTHEFREL TS, QC HERHIIC TSAB IC
EREL 2 EMAEELEE. RBRICAVWTESL,
AR SEREFEOSE. EEREOBRLEETEA, | EFEVWTIVAICHETEN. BEATIYI CEELEMEDZERE D ENEEOT
S,

WAEHEROHIESE
HIEIY FO-VITIVEBL, EHEDOMEEFE T COBIE/NT-VEiHMMELET, HEIBFFHECEIWCONDNTA-FZAL. MIC EX[FEMERER
(ESBL Bal% / B2tERE) #HIELES, MIC #ERIE. hTTV-EREHE T30, BHORELEUDVNTWETNEBYEEA, FHEOHMEY / MERDHE
&8 (B : Staphylococcus aureus EAFYIVVRE) IIE, FICEREBRIEN R REBYET,
WEMOREBRNEODLWNES, HRAREERL. BontBAZHABREROBIRERAL TR,
FDA. CLSL CASFM. EUCAST I"ESHLAER. H3NIZOMOEEDOA A FSAVICERLIEREICEINT, MIC EOMICHT TV-FIRERET 25405
V&9, (FDA & CLSIOTLA IRV M REZHE. AYATLIE, FDA JLA TRV MERALET . )
<HlELOFE>
1. AHIDBE. BICREINTWZEE (TYEIUY / AWNTH L 8/4 pg/mL LLTFOHBE. 8 ug/mL LUTFERE) HRRSNET,
A@BICEFNZEFIOEBRORERRDESYTT,
RUXNTY L/ 27X RFSY =)L BINELTARERIEHIL, 2 BOMERREOSHIRRINET,
20 pg/mL=1/19. 40 pg/mL=2/38, 80 pg/mL=4/76, 160 ng/mL=8/152, 320 pg/mL=16/304
2. HEEFL. BREROARESN, EHZORIC + ARRINET,
3. REERBFEABRCAVONIFEDMEENSVET, INOOMEEREG, REUADBREBANSEUNSNZHREECHLTE. FHiL0H2H5EERERE

LBEWTLESW, FlE CLSIMI100 YAFRICEF 2014 851 0E2SBLTLESW,
JRYRE OATOF YV, JVIOFYIY, ZFITFY MY, ZNTAVEYI=I. FUARTUL
[ JF070%9 VY. UINJOFY IV, JNI0FY Iy, ZROJSY MY TRSHAIUY

4. MEECMEDOBEECETE. EAMIRCERO “FHEEREY-L  (bioART) " 2RV BROBEELEVLIFRES ZIENTEES, FHKIEO1-
Y-V a7V ERERL AL,

5. RICRIMEELHMEYOEAEORBREEZTIHA. REFCMIECLIIREEZEBLTEN,

TUAONTYY Streptococcus agalactiae
19Uy Enterococcus faecium
CIARIFIAII-Y Staphylococcus pseudintermedius (YTJ17 8.01 XIFZNLAE)

6. RICRIMAEELHEDOEALCEVTHRERIBIE ) 0BERE. BERCMRRCLZREEZERL LI,
| TIARIFIAIY-Y ‘ Staphylococcus saprophyticus
7. LEBGEHBROEHIN A CEBMMEMRA BN 2. RICRTEEE TR RERUEAROMEREFTREATY,

TIEIY Streptococcus agalactiae

NZVVY G Streptococcus agalactiae

TINHhDY Staphylococcus spp.

PESUIN Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae
PV Staphylococcus spp.

8. EFHBZMHRTHHFINGERE, HEPERCIVELBVEY, FREBOIVATLL. BROSHBOMIBELR—J 20 [EROMISTHREEEL

Fll, EHMENT-V BHRICIOTRES R, ZOMBOBERICEERE ST 3 IENHVET,
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1. 148
RRACEFNIMEEOMERTME, EROBFREE T, ERRRCEHOFPRUBBARE-FTEELELL, RRBICLDERRE CLSI REES
EHBLELE, IvEyYvT7IU-AVE (EA) &lF. AROBERMEELRE—BIEINE +1 BEELUNTHEILTT MEREDSBE, +2E8E) .
WTTV-7TUV-xVk (CA) tE. FROBROER (BiE, REROTMNE) MEEEE—HIBIETT, NTIV-T7IV-XVMIyEY v 70—
AVPETEBIENHYES, BRARRRCEVT, Z<ORBER MICE) HHTIV-TLAIRIYMBECEFRLUSEERIL. SBREROBEREREY, 0
SOLRBENELBIENHBYVET, BIROIS-IIDVWTE, FTROBIFESBLWEIVN, I5-ORBADVEHTHY, IvEyIvLTI)-AV O—HENT
W5E, MEEOMEREMBRINTVET,
5BERGO 2 FAERRIITHESINSEEG. HTTU-TITU-XUE (CA) OHTHEEREIZHANHVES, + 1| EECEIVWTTVEYYvILTIY
—AVbL (EA) ZEHIBICE. DHLE S BEOFRRINNHETY, FDA RBAIEC EA MEHINTOVENSE. TRICE CA DHPRRINET,
NTYJ 2 VAT LOBRER., SETOHBRBRICEISHIIN VLT,
TROBEISEISOHZINTOIILBIEB - STILRIMEE RYIWRZIVYY (RZVUY G) &BRO  [OWT, RROMRIESAFY U IMMECE
DaHitiEERY,

Essential Agreement Category Agreement % Rebro-
Bl Bp'! IAVR2 % Error % Error a 'biI;it
%EA | VME ME mE %CA | VME ME mE S
TINhVY CLSI I, 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
TIEIYY CLSI #,E 97.6 1.1 0.3 0.2 99.5 22 0.6 0.2 97
RNYIWRZVYY (RZYYY G) CLSI # E 97.4 0.4 0.3 N/A 98.5 0.9 1.0 N/A 99.3
wI7Ivy CLSI #E - - - - 97.1 - - - 98.1
2IXAFY-)V CLSI E, Staph - - - - 100 0.0 0.0 0.0 100
CIAXIFIARI-Y CLSI E, Ref. = - - - - 98.3 2.0 1.4 N/A 100
CLSI Disk
Diffusion
E, Ref. = - - - - 97.2 2.3 32 N/A
mecA PCR
AXYIVUY + IAFIFIATY-Y CLSI #, Ref. = CLSI - - - - 98.5 0.4 2.8 N/A -
Cefoxitin Disk
Diffusion
AXYIVY + CIAFIFIRIV-Y CLSI E, Ref. = - - - - 97.8 1.2 3.2 N/A -
mecA PCR
JUIIIAIY CLSI #E 98.7 2.3 0.0 0.7 99.1 2.3 0.0 0.9 98.5
CA-SFM I 96.1 2.5 4.3 0.0 - - - -
IUAON VY CLSI # E 95.9 0.4 0.4 5.1 92.8 0.4 0.4 7.5 95.2
CA-SFM I 94.7 9.4 0.0 0.3 95.0 9.4 0.0 0.3
RARNAYY CA-SFM 1, Staph 97.1 6.5 0.3 N/A 95.8 11.8 1.7 N/A 100
TIIIAYY 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
TIIRAYY (ERE) CLSI #E N/A N/A N/A N/A 100 N/A N/A N/A 100
CA-SFM E, Enc N/A N/A N/A N/A 100 N/A N/A N/A
TIWRHhDY Global E, Staph 100 0.0 0.0 0.0 100 0.0 0.0 0.0 100
AIRRA CLSI E - - - - 99.2 0.4 0.5 0.3 100
CA-SFM E - - - - 99.2 0.4 0.5 0.3
LivJoxyyy CLSI #,E 99.3 0.0 0.0 0.2 95.8 0.0 0.0 42 100
DESIN 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
LDV 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
AEYIUY CLSI #, E, Staph 97.4 1.6 1.1 0.0 97.1 22 34 0.0 98.1
TAIF5ZY CLSI 1 96.6 3.3 0.3 0.4 95.7 3.3 0.3 2.7 99.4
CA-SFM I 96.9 1.6 0.0 1.1 95.9 1.6 0.3 3.2
RUXRTY LY 2 ITTARFTY =)L CLSI 1 97.3 1.6 L5 0.0 - - - - 97.6
CA-SFM I 97.3 0.0 0.8 1.8 - - - -
NNV CLSP # 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) BEEEERDEY,
Bp FREFREEG VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error

2) AV FFEDMEEHL staphylococci 1§ Staph & enterococci [ Enc & Group B streptococci 1§ S aga & Staphylococcus aureus [ Sau &3Rito

3) FDA JUAURA Y ME, EREEEYIMITTD CLSI Interpretation Standard  (FLAIRIVMEER) TEM,

#=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 (FE5Z)

Ref. = Reference method for clinical performance study.
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Y1)l No. | ZH| BIIVORE A E
3~5 TIHhVY 16, 32, 64 2 ~ 64
TIEIY 0.5,4,8,32 - -
6~9 Enterococcus spp. 2 ~ 32
S. agalactiae 0.25 ~ 16
RZIUY G 0.125,0.25, 1,2, 8, 64 - -
10~15 Staphylococcus spp. 0.03 ~ 0.5
Enterococcus spp. 0.12 ~ 64
S. agalactiae 0.12 ~ 64
16~18 2I7VUY 4,8,16 4 ~ 64
19~21 2IXFY-)b 4,8,16 4 ~ 64
22 CIAFXIFIARIV-Y 6 NEG ~ POS
23~25 JUIEIIAIY 0.5,1,2 0.25 ~ 8
26~28 TYRONIYY 0.25,0.5,2 0.25 ~ 3
29~30 RARNAYY 8,32 8 ~ 128
31~33 TV 8, 16, 64 0.5 ~ 16
34 TUINAYY (ERE) 500 S ~ R
35~37 TIWRAYY 8,32, 64 1 ~ 16
38~40 AIRRA 2,4,8 1 ~ 16
41~43 Likoo¥yyy 0.25,2,8 0.12 ~ 3
44~46 PESUIN 0.5,1,2 0.5 ~ 8
47~49 LRV 0.12,0.5, 1 0.5 ~ 16
50~52 A¥HIYY 0.5,1,2 0.25 ~ 4
53~56 TA3IF5ZY 1,4,8,16 0.5 ~ 32
57~59 RUXNTUL / ZLTFXAREYY =)L 8/152, 16/304, 32/608 10 (0.5/9.5) ~ 320 (16/304)
60~64 NyINAYY 1,2,4,8,16 0.5 ~ 32
BHECEIGEELREYE (B pg/mL)
NEG : &t POS : 5%
3. RIERAOEEYHE
TAUNY 54T AVFaT7- LIV EERE R (ATCC #k)
B{EREXGFEHRV EDER
<ERLOFEEE>
1. P T-JCREOERBREBE TV N-FIERLENTESL,
2. H-RIERBAHOEETIIWT-IANCRELTUESN,, TV WI-IBIELTWS5E. XIFEZIEFINHRNSEEZ0N-REERLENTESL,
3. A-FIEEI 1L, T-TOWNIIBEN RN EREREL. HWIEE ﬁ*;%bnéi%fa\(;t%a)h— FEFEEL TS,
4, TAARIY-OiEECIIMEZEREFEALENVTGEI, CZERREFERLESE. AROMEECHELSI 20 EMIHYET,
5. NyMUBZICHBRERICESNEERELHEDRL. THEM-FCFESNTNIILERERLUWLEIN, TENR+HEA-FEEREIRATY BN TSE

AN

<F$L@& L E1E >
. BHEIRK, ERBRON-FESTEEYIE. BEIIERERBEHTINTEEMEDE L LTI TS,

2.
3.

EREHON-F, HRE. ERYMERIA-ML-TTREL ThHEEEL TS,
FRTOBRMEYESE 1T BIREDED BN R VIR TREL WA,

WETE A= - BEAR
BFEAE 1 2 ~ 8°C
BHAME 1878

W ERE

AY (0 [E1%)

W EEZH

1.
2.

3.
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