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7~12 p05n RZIUY G RZVYY G YD L

13 oxsf0ln VIAFRIFIRIU-V CIARIFIFRITL
14~16 cm04n JUIHIIAIY VDOVEEEPVS ¢
17~21 dap02n EPA &S FTRAY
2224 ¢02n TYRONI Y TYRONAYY
25~26 fosO1n RARNAYY INARNA Y ZFRUD L
27~29 gm01in TIIIAYY TSV
30~32 hab01n TIWRAYY TIWARNY IR ERE
33~35 ipm02n AIRRL LEGEIN
36~37 icr02n ICR —JUVHI1YY JUVINAYVIERIR, TUAONAYY

ICR —7UVANAYY | TYAONAYY

38~40 levOln Lioo¥yyy Liooxyyy
41~43 Inz02n YRJUR UESDIN
44~46 mno0ln LRV AV VIERIR
47~49 ox101n AFXHIUY VeI VE N
50~52 ra0ln YIrvEYY UIFVEYY
53~56 tec02n FA4IT3ZY FAIAT5ZY
57~59 sxt02n RUXRTUL  ZWITFARESY =)L RUXRTUL/ 2 TTARESY =)L
60~64 va04n NYINAYY NYINAYVIERIE
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10. X9F-DU-DF1 AR-Y TN FLEFERURIEL TSN, VT -ORFELLEFEERVRE, KFRICTHIZHENHVET,

M RER U ERON-FEETHEBEYEINURROATEEENH B0, MEOERWICE Y 3IRAER T EEEEEFLTUIEN,

WAL - AR (READ
1. HEOBHSE
FRIEFZOFEEAL IS,

2. HELRE - /M - HEE
KAT797 2 T -E0E A EEKRS
TIVFIVIXYS &
FIVFIVIAT VY -REuh &
IMTv7 2 hyh
TAARY Y-
BRERUAFLYRBE (12x75 mm)
ERyS— /1 FAU1-9-7 75 )-Fyb 1 MT97 2 TN-XIEN1T9T 2 XL T -
045~ 0.50% HREEIER (pH4.5~7.0)
BEHSBEELITRERE
BYILERER (BEFGRSR)
EEETERAEK
NA7OERy 5 -
BETAAR=TTIERY b FvT
RIVTYIA
3. BIE (BfE) &
(1) RIEDEN © RIFF TR EEEGER] 25RLT EBERURARL TN,
IR ERERGEETRAELEEREAVTGIRN, EHEBOHRNESLEIREBOSBEIBOBETINENHVET,

RESNE (A% - AR (AR | LU [EREM] BUMIALS

EBEEHR
h-F i EERRE BEZHE NYI7-SVREBE BREHHABRATFSHERE HEBRAD Y MEFRS
AN TSAB 18 ~ 24 [ |35 ~37°C 0.50 ~ 0.63 3.0 mL OEIERIC 280 uL STy 2 IR .
CBA CPS 5~10% CO, FET 30 AW
ID FrFFRIEE. Ty 2
COx FET 1 BFRILA
ERRUNATYT 2 TSAB" |18 ~24 [ |35~ 37°C 0.50 ~ 0.63 3.0 mL OEIRRIC 280 uL 30 HURN
GP AIEN-FOEEE CBA" 5~10% CO, FHET
CPS ID FrFFRIEE.
CO, JEFET
1) InooiEE, REN-FORERBICAVNV-E0THY ., RERERNIEONET,
ERBD A TR ¢
CBA=10OYET 5% bYIMEERIEH CPS ID = chromID CPS
TSAB= FUTFI-2V1 5% bYIMERR L

Q) EATZTININT-JF, BERICRURICHAELTZOZEERL TSN,
() BERHEHLLTVWAILERERL, B LOHBELLINZ-ERRLET, $LE BREZEYGER B THRAEELLOS, Bt EOHEI0"-
ZEIRLET,
(4) 3.0mL @ 0.45 ~ 0.50% BEEIER (pH4.5~7.0) %, EBARUAFLYRBREICHELET,
() BEHEEFILIGREMBEZAVT Q) CHRRUVH2BEOMENCELILLEEIDZ-2EL. @) OBERZMILEHBRENCREIEXT,
TVYFTYIEERN NII7-3YREE 050 ~ 0.63 DEREFHRLET,
ER ATV MIERFARS 60 HLUANICHEERICEYRLTGERN UM Ty 2 VNI MEERLTVSHEE 30 2UA)
AELEEREROVSNAD ETHRL TSN,
BE&AER (17972 TN-XER1T797 2 XL T -&EBLTVSEE
RIC, BOFABRE LAREBH Y LTI, BENBBICHRLET.,
FEHER  ZORBRECHERIER 3.0 mL 2950, (5) THARLEERE 280 uL MR THERLTWESV, Ay MIFRUEERERRETY LTS,
(7) T-IANBLUNTY FOBEBADOTY MARCOVWTE, ERAEENAATYY 2 1-Y-YZ17 a5 RBL TS,
(8) Ny MEBRICEB UG, BUIIVCH 30 uL OERAAY, 5% - BIE - BT - $IF - BRE|E. H-FHEEEFTLTEFNCITONET,
4. RBEERE
BEEEROZERKRUZORERBRIOVNTUL. TR BEEEAREK] 22RBLWIIEEN, ETEICRIBEEERORECHRAEIHTHE
EEEAREKRERERL TN,
o TX [BEBEAEK] #0 [-] KL, MEITIMEEOEEEERBRICELTVWEEA,
® CLSI " %179 % Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically $2WMIARFRICHIIZHA RV ESBLTE

6

)

ATV 2 Y (5) TRELEERN ASEHREEZ Y LTSN,

I
EEEERREK
w25 E. faecalis S. aureus S. aureus S. aureus S. aureus
ATCC 29212 ATCC 29213 ATCC BAA-1026 ATCC BAA-976 ATCC BAA-977
TVEYYY <2 0.5-2 - - -
RZVUY G 1-4 0.25->0.5 -
CIAFIFIRII-Y - NEG POS




OVEREPY >4 <0.12-0.25"
FTRAII NS 1-4 0.25-1
TYRONIYY 1-4 <0.25-1
IRARNA VY - <8
TIHIIAYY <05-1
TIWRAYY <1
1IRRL <1-2 <1 - -
ICR - - NEG POS
LinooFyyy 0.25-2 <0.12-0.5 - -
DESDIN 1-4 1-4
Y9Iy 1-4 <05
AF¥HIUY - <0.25-0.5
UIFvEYY - <0.5
TA431F5ZY <05-1 <05-1
RUXNTUL/ RV TFAREYY =)L <10 (0.5/9.5) <10 (0.5/9.5)
NYI1YY 1-4 <05-2
(ug/mL)
NEG : fetE POS : Bk
NS : BEMERPFELEVSD, BHEUADHREREERTERN, MIC FERENFEBMOHTIV-LRZH9BEKE. UITLYATRI M) -NBIMHBROKEEZT LN LE
LW

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

BEEEKRORELHRESE>
1. BATTOIRRICIEL, ERBEYEEAMLTLES,
bYYMKRERE (TSAB) AT, 35°CTIFRMIC 24 BEREIEEL TSN,

A

2. MIFFI-291 5% t
SEE JILBMER CO, BEETIBATHYET (EBERGESBLTEIY) &
3. B—10Z-THAILEMERL. 2 BIEOHNAESET>CGHRCAVTESN (JILBHE : 35°CT 18-24 M. JILBEME : 35°CT 8-24 IR ©

FEHREDSS © TSAB FARIEH X [IRIEISHCERRL, 24 BREEELWESV, R 2 BEM 2 ~ 8CCOSBARENAIEETY, QC SHERETIC 1 B
EHELHBICALDTESL,
RHREDOSS : 15% JUEYIESAENTFI-2Y147143Y (TSB) TEEEOERBREFRL. -70°CTHEFREEL TSV, QC HERHIIC TSAB IC

EREL 2 ERAEELEE. SBRICAVTEIN,
IR AEREOSS. EERMRORRLERTEA.
ST,

E

1 BIEVIYRICES 3D, MEAT1vI CHELEHMEYERE L ENEI

WAERZROHIEE
HIEDY FO-VDTIVE LB L. SMEDOIEETFE T COEIE/NT-VEFFMLET, HIERFECEDIVONDNIA-FERAL. MIC EXTEHERIER
(ESBL gtk / et ) #HELET, MIC #ERE. W7 TV-RIREHET20. BHROBELEIDVTWETNERYERA, BSEOHMEY / IEED
AT (B @ Staphylococcus aureus EAFYIUYEE) [LIE, BICERBREENTAIXEBEYET,
MEDOEEFBRAZEOLGS, BRRBEEREL, SontEZHHBREROBREMERL TES,
FDA. CLSI. CASFM. EUCAST W& $H7=f2R. aééb\l;t%@{tt@%l@ﬁ‘{Fi{/(L EPLLEEREICEDVT, MIC EDOMICHT T -BIRERET 2550
HYET, (FDA & CLSIOTLAIRIYMIELZHE. KYATLAIR. FDA TLAIRA1 Y NERBLES, )

<H|E FDEE>
1. BEIOBA. BLRESNTWZEE FYEIUY I ZWNII L 8/4 pg/mL LT DHE, 8 ug/mL UTERE) HERRINET,
ARIIEFNZEBEIOEBOEEFRODEBYTT,

RUXRTYUL /R ITT7AREYY =)L BIALLTRERIGHIL, 2 BONBEREDSHIRRINET,
20 pg/mL=1/19, 40 pg/mL=2/38, 80 pg/mL=4/76. 160 pg/mL=8/152, 320 ng/mL=16/304

2. HEEHE. BREROANRESN, EHROFIC+ PRRINET,
3. REEBRPEREICAVSNIBEDMEENHYET, INSOMEER, REUADBRREBLANSEUSNBEREHLTUL, HE0HIHEEMRERE
LBWTLEEY, SEl1E CLSIM100 PARFBICHITZAM I VESRBL TS,
JRIERE OX70%8Yy, JWI0%Y Yy, b5V MY ZNTAVFSY =L, FUXRTUL
R ERE ¥7000%Y Yy, LRIOFS Y, JWI0F¥Y Yy, ZOI5YM Y, TRIYATYY
4. MEFEHEDOBA LTS, ERKBRCEHO “FHMIRE Y- (bioART) »ZAWNT, BROMEEZLBEVLIRET LN TEEXT, ERKREOD
I-Y-VZa7 ) arER LTSN,
5. RICRSMEEEMENOBRESEORBERBELTIHE. MEACMIACLIIREZEHL IV,
PN G Streptococcus agalactiae
TUAONTYY Streptococcus agalactiae
Y199y Enterococcus faecium
CIAXIFIAIY-Y Staphylococcus pseudintermedius (YT FDI7 8.01 X(FZh A L)
6. RIRIMBELMENORE R CEVTEHRERNBME (1) 0BER. MEFCMIACLIIEEZEBL TN,
| CIAXIFIAIY-Y ‘ Staphylococcus saprophyticus
7. HEEEEBROBCA A TEIMERN B . RITRTBEE TR RERUEARROMEREETREATY,
TIEIYUY Streptococcus agalactiae
RIVUY G Streptococcus agalactiae
TNy Staphylococcus spp.
PESUIN Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae
Y199y Staphylococcus spp.
8. EFIBRZUHBRCHFINGERE, HHPHERCIVELYET, EREBOVATLR. BHRORHORIEEZR—I30IEHROMIE THEREEREL



Fllz, BRI -V EHIHCIOTRLD R, ZOMIBOBEFICEERE S IR RENHVET,

WitaE
1. MERE

RmCEENZMEROM T, EROBKREET,

HRRECEROFIRUBEBHNE-FCERLILZ, RALLZHERERS CLSI 24X

ELEBUELR, TvtyovT7TU-AVE (BA) tlE. AROBERMEEEL—BIINE + 1 EELUNTHBIILTT HEREDBE. +28E) .

AFIU-TTU-AVE (CA) &ld, RROFEROER (R, FEARUMIE) MEERE—HIBILTT, BT TV-TTV-XV M IyEY w7 J)-X
VMETEZIENHYES, BRERARICBVT, Z<ORARBER MIC B MNTIV-TUAIRIYMBEICEHRLBELL, ARBROBMERY, 0L
SBRBENECBIEDHVES, BIROIS-(COVWTUE, TROMEESBLUESN, I5-OKRBHDVEMTHY, TvEyIvT7IU-AVbO—HEN S

BE. MBEEOMEMIRENTVET,

5 BRERBOD 2 EHERRITTHMINEIHEE. HTTU-TIU-XUE (CA) DHTHEERTETZIHENHYET, + 1 EELCEINTTIVEYYvILTIY
—AVbk (EA) &#EHIBICEF. 2EEE 5 EEOFERRIINLETT, FDA RAIKFC EA MEHINTVEWNSA, TR CA OANRRENET,

RNATYT 2 YT LOBRMEG, BETORBRERICEISHEILINTVET,

TROBREISEEDH2INTOIILBER - FVILRIMERE RYIWRZVIY (RZVUY G) B [OWT, RROMREFAFY VU VmHEICE D]

EHEIMIEERT,
Essential Agreement Category Agreement o
2K Bp'! IXVH 2 % Error % Error f R;];rto'
%EA | VME ME mE %CA | VME ME mE S
TIEVYY CLSI #E 97.6 1.1 0.3 0.2 99.5 2.2 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
CIAFXIFIAIV-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
JUIEIIAIY 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
FTAYY CLSI #E 93.7 0.0 0.4 N/A 98.4 3751 0.4 N/A 97.8
IVROVIYY 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 I, Staph 97.1 6.5 0.3 N/A 95.8 11.8 1.7 N/A 100
TFIFIIAVY 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
TIWRHhDY Global E, Staph 100 0.0 0.0 0.0 100 0.0 0.0 0.0 100
AIRRL 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
Livooxyyy CLSI # E 99.3 0.0 0.0 0.2 95.8 0.0 0.0 4.2 100
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 2.2 3.4 0.0 98.1
YI7VEYY CLSI # E 100 0.0 0.0 0.0 100 0.0 0.0 0.0 100
CA-SFM 1, Staph 99.5 0.0 0.0 0.3 - - - -
FTA43F5=Y CLSI E 94.1 0.8 0.0 0.5 98.5 0.8 0.0 1.4 98.9
RUXRTULY ZNTTARFHY =)L CLSI I 97.3 1.6 L5 0.0 - - - - 97.6
CA-SFM I 973 0.0 0.8 1.8 - - - -
NYINAYY 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) BEEEIRDBY,
Bp BRERE(CEE VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error

2) AV @ 55TE OMEMELE staphylococci & Staph & enterococci [$ Enc &, Group B streptococci 1§ S aga & Staphylococcus aureus & Sau £ FREto
3) FDA JLAIRAV M. BERHEERY T ITT D CLSI Interpretation Standard (JLAIRIVNEER) TEM,
T ATIV-I5- 5 (FEHO) TLAIRIVMEREME (S) OHORBRERTHY. ZNUANEHFELEL,
#=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 (FEFZZ)

Ref. = Reference method for clinical performance study.



2.

3.

BIE S

1)V No. | FFI BIINDRE R EEEE
FIEIYY 0.5,4,8,32 - -
3~6 Enterococcus spp. 2 ~ 32
S. agalactiae 0.25 ~ 16
RZIVY G 0.125,0.25, 1, 2,8, 64 - -
712 Staphylococcus spp. 0.03 ~ 0.5
Enterococcus spp. 0.12 ~ 64
S. agalactiae 0.12 ~ 64
13 CIAFXIFIRII-Y 6 NEG ~ POS
14~16 OVEREPY 0.06, 0.25, 1 0.125 ~ 4
17-21 YTORAYINS 0.5,1,2,4,16 0.12 ~ 8
22~24 IVROVIYY 0.25,0.5,2 0.25 ~ 8
25~26 RARNAYY 8,32 8 ~ 128
27~29 TIIIAYY 8, 16, 64 0.5 ~ 16
30~32 TIWRHhDY 8,32, 64 1 ~ 16
33~35 AIRRL 2,4,8 1 ~ 16
36~37 ICR CM 0.5, CM/E 0.25/0.5 NEG ~ POS
38~40 Lioo¥yyy 0.25,2,8 0.12 ~ 8
41~43 DESUIN 0.5,1,2 0.5 ~
44~46 9199V 0.12,0.5, 1 0.5 ~ 16
47~49 AFHIUY 0.5,1,2 0.25 ~ 4
50~52 YIrvEYYy 0.25,0.5,2 0.5 ~ 32
53~56 F43175=Y 0.5,2,8,32 0.5 ~ 32
57~59 RUXRTUL/ ZTTXARESY =)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
EMECEIGEERRELE (B pg/ml)
NEG : 2% POS : B5i%
NS @ REMERDSFELENESD, BIELAOHBRIEREERTEL, MIC ERENFEREOHT TU-LBIDBERIE. UITTLYATRI M -NBINFHBROKIFEZS 2L NE
FLW,
RIEAOEEYE

TAUNY 94T WIVFaT7- LTV aviEHERE (ATCC )

B{ERA EXESEERV LDER

<EALtOTEFE>

1. PIIRT-IICRBOERIRERE TVSN-FEERLBNTIZEL,

2. D-FEREHOFETINIWT-IANICREFL LIV, PIIT-INBHEL TV HE. RIFEZEFNENEERZON-FEERLENTZEN,

3. N-RICEET 2RI, T-TOWMNXSBEN BVNERHER L, BIEBENREONIBEEZON-FEREEL TSN,

4. TAARVY-OFERBFEREERLBENTIEN, (LFEREERLEEE. AAOHRLCEEES5IZAIRENIHVET,

5. NEyMLEZCHBRENEINLERELERL. +OEMN-FIREINTVEILZERL LI, TENMR+HENI-FEEREEATYLAENT
I8,

<EELODIEFE>

1. BERG, EERON-FEECHEBEYE. BEIZEEREEHTINTEREYE ELTIRYR> T,

2. ERFAON-F. RBRE. ERYMNERA-NIL-TTREL T SBEEL TR,

3. INTORBREYEREIS BIRENEDBAMRIA VIR TEELTREEW,

WETE A= - B3EIRAE
BFEAER 1 2 ~ 8°C
BhEAME - 184 B

W aRKEAL

20

aAY (20 [143)

W EZ TR
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