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1)l No. |HI-F A RIERICEET 285
3~6 sam0ln TIEIUY | ZWINTH L TYEIUY =K | AINTE LFRUT L
7~12 p05n RZIUY G RZVYY G UL
13 oxsf0ln CIAXIFIRI-Y YIAFIFIFRITL
14~16 c03n 705L71=3-)b J035L71=3-)b
17~19 cm01n JUIHIRLIY VOVEEE ¢
20~22 ¢02n IYROVAYY TYRONAYY
23~24 fosO1n RARNYA VY RARNAYY ZF UL
25~27 gm01n TIIIAYY TIIRA Y VE R
28~30 hab01n TIRNYY TIWRNY VEERE
31~33 ipm02n LEGEIN AIRRL
34-35 icr02n ICR —JUYHANAYY JUVHIRAYVIEREE, TYAONIYY
ICR —JYUYH4YY / TVAONAYY
36~38 levOln Lihooftyyy Linooxyyy
39~41 Inz02n URYUR DESIN
42~44 mem02n AORRL AORRL
45~47 mno0ln LRIV YAV VIERIR
48~49 mup02n N2 LEOYY
50~52 ox101n AFYIUY VeI Vd UisIN
53~56 tecOln FAIF3ZY FAIF3ZY
57~59 sxt02n RUXRTUL I ZWITFARFSY =)L RUXRTUL  ZWITFARESY =)L
60~64 va04n NYINAYY NYIRM1Y VBRI
1)V BEIVRO-L L, DTb2 : BEEdYhO-)Lb 2
B{ERABR

DILBERAOTIEIVY | ZAIVNTH L RZIVY G, EIAFIFY  (BIAFIFIAIY-VE) | J03LT1Z0-) JUDVHIRAY Y, TVAONA VY IRARNA VY,
FIHIAVY, PWRAYY AIRR AL, LRIOFYYY URYUR, AORRL. P40V LEOYY, AFYIUY TAIATFIZY. RUXNTUL/ ZT7AE
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7. ARETRE - B8 (BMEAD I BICRISSNCAERRSTUERLWEIN, LEIN: TRE - BE (&FEAR) | 8LU ERBER] BACRVS
NiBE, BoERHIVEHEROBENECS RN HYET,

8. ABREROFIER. MEVORZMESBRIBEL TRAL TV ANTT TSN, BIMERN B EWZENHYET,

9. REAOHR, BENKESINTVIMEEZOEEEFICERLTHEL WS,

10. X5=-71— (DT»rZ/T YINFE ’&ﬁﬁﬁb#ﬁd’ﬁb?<téh\ KOF-ORBELUEFEREBVSE, XFRICFEHIBHEANHYET,

1 ARE RS ERON-FEETEBEYEIINTREOF NS 210, MEOIIRWCEI T IEENERRIELETL LIS,

WR% - RE (READ
1. HEOBHSE
FREZOFEEALTTE,

2. RERZRE - B3 - REE
797 2 TN -EDEREELRS
TUIFIVIFYN &
FIVFIVIRAI VT -REyhk &
IMTv 2 htyk
FAARY Y-
FERARUAFLYREE  (12x75 mm)
ERYH— ) F4)1-5-T7 75 )-Fybk 1 K1T797 2 TN-XEN\1T99 2 XL TI-F
0.45~0.50% BERER (pH4.5~7.0)
BEASELEERRERE
WUIHEREEH (EERGRSR)
BEEEAREK
NA170ERY A -
BETAAR-YTIERY b Fy T
TVTYI
3. ME (B &
1) RIEQHES  WIEF TR BEERHR] 22RBL G EERUARLWESY,
AR EERRIMEECRELEENEAVWTKESD, EHREREORNNEES UHREOSESIEOBETONENHYET,

e i
n-k i EERE BEXNG NIIT-IVBE REZMHRAFEHIRE HEERADTY MEFRE
ENC TSAB 18 ~24 Bl |35 ~37°C 0.50 ~ 0.63 3.0 mL ORIERIC 280 uL JATYI 2 NI .
CBA 5~10% CO, FHE T 30 SR
CPSID FLFFRIEE. JMMTv72
CO: EFET 1 BRI
ERRINATYY 2 TSABY |18 ~24 B§f |35 ~37°C 0.50 ~ 0.63 3.0 mL OEIERIC 280 uL 30 SR
GP REN-FOEEE CBA" 5~10% CO T
CPS ID FISFREE,
CO: EHFHET
1) IhomiEtld, RED-FOFERCAVEEDTHY, RBAERMIONET,
EHOLTR -
CBA=10VE7 5% bYIMREREEH CPS ID = chromID CPS
TSAB= FUTFT-2Y1 5% LYV MBEREH

() FEARATZTIINT-IIF, ZRICRUZRCEHLTZOFEFERL TS,

Q) BEEEXHEHELTVBIEERERL, it FOEBLZI0--23IRLET, R, HRELBYAERSHTRAEELEDSL, S EOERHI0" 453
RLET,

(4)3.0mL M 0.45~050% BERIER (pH45~7.0) %Z, BARIAFLVHABRECHTLES,

O) BEHSEFIEHERELAVT 3) TRIRUVETABROFEENCELILEEHIN--2EL. @) OBIERESELEABRENCEEIEET,
TYIFIVIEER, YII7-IVNEE 0.50 ~ 0.63 DEREARLET,
EE Y NIERTEE 60 D UUARICHEER Iy L TKESY UM Ty 2 IV MEERLTWSHEE 30 D LUA) .
6) ABLEERERODVINADOHETHIRLTLESL,
BEIER (NMTY7 2 TN-XIFNATY7 2 XL T -EERLTVNRIEE)  MTY7 208ty ) THRELEERI A EREEETY LTSV, X
[ ZORBE ERBERECEY LTSN, EBINEERICERLES,
FEFER  TORBRE(CHERIER 3.0 mL 223E 0, (5) THRELEERE 280 pL fIZ THERL TSN, HEyMIERUEEREERETY LTS,

(7) T=HAANBIONTY SOBERBRADTY N FRIOWTE. FAESENITYY 2 1-F-~NZaT7 )V ESBLTLESL,

(8) Nty b a#EERICEE LI, BUTIVITH 30 uL ORERANAY, 355 - 8IE - f8AT - HI%E - HERBE. A-FEHEFTRTa8aBNnIcIThnd,

4. BEER

BEEERAOEERKRRIZOREERIOVTI. TR BEEERAEK] 22BLWKRIN, FLTRICRIBEEBKRORELARBRAECHLT B
EEERERELERL SN,

o Tk [BEEEREWK] 0[] RLE. HISTIMEAERDBEERRRISELTVER A,
® CLSI A #1793 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically 2 W\IAIBICH(FBHMRI1 V&S RBLTLES
(AN
BEEEAENK
s E. faecalis S. aureus E. coli S. aureus S. aureus S. aureus
ATCC 29212 ATCC 29213 ATCC 35218 ATCC BAA-1026 ATCC BAA-976 ATCC BAA-977
DV IPIAVEIN - - 8/4 - >32/16 - - -
RZIUY G 1-4 0.25->05 -




CIAFXIFIARII-Y - NEG - POS
705L71Z3-)b <4-16 <4-16 -
JUIHIIAIY 4->8 <025
TYRONIYY 1-4 <0.25-1
IRARNAYY - <8
FIIIAYY - <05-1
TIWRAYY - <1
AIRRA <1-2 <1 - -
ICR - - NEG POS
Livoo¥yyy 0.25-2 <0.12-05 - -
PESPIN 1-4 1-4
AORRL 2-8 <05
LRV 1-4 <05
LEOYY - <2
AF¥YIUY - <0.25-05
F4IT5=Y <05 <0.5-1
RFUXNTU L/ ZT7ARESY - <10 (0.5/9.5) <10 (0.5/9.5)
NYINAYY 1-4 <0.5-2
(pg/mL)
NEG : fatE POS : 5k

<RBEEBEKRORE LKA E>

1. BATTOIERIHEL, HRMEYEB/AML TSN,

2. NUTFI-2Y1 5% bYYMBREREEM (TSAB) ZRWT. 35°CTHFRMIIC 24 BERIEEL TKESL,
ER UILBHERIE CO, EETZEANHYET (EBEZHESBLWEIY .

3. B—O0Z-THBIexREAL. 2 B BEOMRIEBEIT> CGRERICAVWTIZEN  (JILBMR : 35°CT 18 ~ 24 B, JSLMRMER © 35°CT 8 ~ 24 i) o

FEHRTEOHA | TSAB AR X (FRIEEHCERL,. 24 BEEEL RSN, RR2BM 2 ~ 8CCOSBRENEETT, QC RERFIIC 1 EfL
BEEUHBRCAVTEIL,

RPREOSE : 15% JULUVEEALENTFI-2Y1743Y (TSB) TEEEOEREEEL. -70°CTHERTFLTES, QC RAERFIIC TSAB (L
L 2 EAIEELRE. ARICABVTILEL,
R PERAROSE. EERERORRLEETEA, | BEVIYARICDET N, BREATIYI CERELEMEYIZERZ LD ENEIHOT

SN,

WAEFEROHEE
HIEIY FO-VUTIVELLEL, EMEYOMEERTFE T COEIE/NI-VETFMLET, BIEFIECEIVONDNIA-FEAN, MIC BEXEEEER
(ESBL F51% / Battid) #HELET, MIC fEREF. hTIU-RREHET 378, BROBELZUOVTWEINERYER A, 1FEOHEY / HEROR
A&t (B : Staphylococcus aureus EAFYIUVRE) (L. FLERBRIENATAI R EBYET,
MEMORIEFZRAEOLVGS, BRABREREREL. BOoNEEZERBREROMBRERERL KIS,
FDA. CLSI, CASFM, EUCAST AEHEEIR. HEVEZDMOEEDA 1 FIAVICERLEFRECEINT, MIC BEOMICHT IU-BRER ST 25450
HYET, (FDA & CLSIQTLAIRIY M ERZHE. AYATAIE. FDA TRV MERALET, )
<¥|FFOFE>
1. AFIOBA. FKILRHINTWBEE (FYEVYUY/ ZVNIF L 8/4 pgmL T DIHA, 8 pgmL UTFERE) HERRINET,
ERICEENZEBEIOERDEEITRDEBYTY,
FIEIUY | AWINTT L
RUXRTUL / ZWTTARFHY =)L

2/1, 4/2, 8/4, 16/8, 32/16
BINELTRERIEGHL, 2 BONBEEREDSHIRRINET,
20 pg/mL=1/19. 40 pg/mL=2/38, 80 pg/mL=4/76. 160 pg/mL=8/152, 320 ug/mL=16/304

2. HEEXL, BREROHNMRESN, EXZORIC + ARREINET,
3. REREFEBERICBVONIREOREENSVET, INSOMBEED, REUNOBREELINSEURSNBERECIL UL, FROHBIBEERERE

LBWTLESW, S (E CLSIM100 PARIBICHETZH1 I VESBL TS,
JRYBRE OX70%Y YV, JVI0FYIY, ZR0I5Y MY AWTAVFTY=Ib. FUXARTUL
BEE Y770y Yy, LikJo¥Y vy, JNJ0%8yy, ZbAISVM Y. TRIYA4IUY

4. MEECHMEMOREECIoTL, ERERICERO MRS Y-l (bioART) »ZAVT BROBEELEVLIFZES BN TELT, FRMROI-Y
—NZa7)VERERL A,

5. RICRIMBEELHEYOEAEORREBELITIHE. BERMECLIREEEBLLTLEN,
TYAOVAYY

Streptococcus agalactiae
Y199y Enterococcus faecium
CIARIFIRIY-Y Staphylococcus pseudintermedius (YT FDI7 8.01 X(FZhIA L)

6. RICRIMERMEYOREGEICEVWTHBRBRANBME () OBAE. HEICHIAICLIRELERL T,
[ €IA%9FVRIU-Y

‘ Staphylococcus saprophyticus

7. HBHAROKICR A TERMIERA B O, RICRIEEE CIHIERRERUAROMEREIIRATT,

RZIVVUY G Streptococcus agalactiae

70547123V Streptococcus agalactiae

TNy Staphylococcus spp.

PESUIN Enterococcus spp., Staphylococcus spp., Streptococcus agalactiae
Y199y Staphylococcus spp.

8. EHRZULBRTHMITINGHERE, HHPHERICKYRBYEY, EREROVATLAR. BROFFHOMISEER—

feo FHIMPMENG -V EHIBICIS>TREZ R, ZOHBOSERICERES I3 REMENHYET,

JBIHICEROHI THEBERTELEL



WtRE

1. 18
RRACEFNIMEEOMER MG, BROBFREET, EARKCERAOFHRUBDFNE-FTRELELE, ARICKZRERERG CLSI Z2EX
ELBULELE, Ty ovlT7IU-AVE (BA) &ld. RBOBRMELERE—HIIX(E £ 1 EELUATHIIL T MEEEDHE. +2EE)
HFIV-T7TU-xVb (CA) L3 RRBOEROBIR (BE, HREKUTM) MEEERL—HIBIETT, HTTV-TTU-XI I TYEI v TTU-%
YhETEZIENHYET, BRARABRICBVT, ZLOHRER MIC 1) AMNTIV-TUAIRIYMBREICEFRLEGEC. HBREROBRESY. o0&
SETBENECBIENHYET, BIROIS-(OWTE, TROBEIEESRBLUIZEN, I5-OKEHNEMTHY. Tyt Iv)l7IU-AV bO—HELZ L
BA. MEEOMHREMEERENTVET,
SIRERED 2 FHRRRITHESNLZEE. HTTV-TIU-AVE (CA) DHTHAEZRETBHENHYET, + | EELEINTIVEYYvILTT-
AV (EA) 2EHIBICE. DEEE s BEOFRRINBETY, FDA RATEIC EA MEHINTVWAWE S, TRICE CA DHPRRINET,
MM797 2 VAT LOBRIER. BETORBRBERICEISHIIN TN,

Essential Agreement Category Agreement o
2K Bp'! IXVH 2 % Error % Error f Rslirto_
%EA | VME ME mE %CA | VME | ME mE e
A SDVIPINVEIN CLSI #E - - - - 96.9 - - - 99.6
RNYIWRZVYY (RZYYY G) CLSI # E 97.4 0.4 0.3 N/A 98.5 0.9 1.0 N/A 99.3
CIAFXIFIRII-Y CLSI E, Ref. = - - - - 98.3 2.0 1.4 N/A 100
CLSI Disk
Diffusion
E, Ref. = - - - - 97.2 23 32 N/A
mecA PCR
J05L71Z3-)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
YAV 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 - - - -
TYRONAYY 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
TIVRNYY 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
ICR CLSI #E N/A N/A N/A N/A 99.5 2.0 0.4 N/A 100
Lioo¥yyy CLSI #E 99.3 0.0 0.0 0.2 95.8 0.0 0.0 4.2 100
YRJUR 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
AONRRL CLSI E - - - - 100 0.0 0.0 0.0 100
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
L¥OYY CLSI E 96.0 1.0 0.0 2.8 96.6 1.0 0.0 32 100
CA-SFM E 96.0 1.4 0.3 0.0 99.2 2.2 0.3 0.0
AEYIUY CLSI #, E, Staph 97.4 1.6 1.1 0.0 97.1 2.2 3.4 0.0 98.1
FA4IF5ZY CLSI I 96.6 33 0.3 0.4 95.7 33 0.3 2.7 99.4
CA-SFM I 96.9 1.6 0.0 1.1 95.9 1.6 0.3 32
RUXRTYULY R TTFAREYY =)L CLSI I 97.3 1.6 L5 0.0 - - - - 97.6
CA-SFM I 97.3 0.0 0.8 1.8 - - - -
NI 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) BEEEILRDEY,
Bp BREEEER VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error
2) AV BEDBAEYE S staphylococci [ Staph & enterococci [ Enc & Group B streptococci 1S aga & Staphylococcus aureus & Sau ¥ 38,
3) FDA JUAUIRA Y ME. EFR#EERY T FIIT D CLSI Interpretation Standard  (JLAIRIVMEBR) TfEM,
Staphylococcus spp. [£. RYIIWRZVYY (RZVUY G) %BRE, EROMEEGAFY VY VIHEICE D GafIfitiEzR,
#=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 (FF5%Y4)
Ref. = Reference method for clinical performance study.
2. AIEEE
J1)b No. | ZH| BUINDORE B EEBE
3~6 NSDVIPINVEIN 4/2, 8/4, 16/8, 64/32 2/1 ~ 32/16
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 CIAFIFIRII-Y 6 NEG ~ POS
14~16 J05L7123-)b 2,8,16 4 ~ 64
17~19 TVIEIRAYY 0.5,1,2 0.25 ~ 8




20~22 TYRONIYY 0.25,0.5,2 0.25 ~ 3
23~24 RARNA VY 8,32 8 ~ 128
25~27 TV 8, 16, 64 0.5 ~ 16
28~30 TRV Y 8,32, 64 1 ~ 16
31~33 AIRRL 2,4,8 1 ~ 16
34~35 ICR CM 0.5, CM/E 0.25/0.5 NEG ~ POS
36~38 Livzo¥yyy 0.25,2,8 0.12 ~ 3
39~41 DESDIN 0.5,1,2 0.5 ~ 8
42~44 AORRL 0.5,1,4 0.5 ~ 16
45~47 SVRVDP 0.12,0.5, 1 0.5 ~ 16
48~49 LEOYY 2,4 2 ~ 512
50~52 AFHIUY 0.5,1,2 0.25 ~ 4
53~56 TA3IF5ZY 1,4,8,16 0.5 ~ 32
57~59 RUXNTUL / ZLTFXARESY =)L 8/152, 16/304, 32/608 10 (0.5/9.5) ~ 320 (16/304)
60~64 N4y 1,2,4,8,16 0.5 ~ 32

BWMMCEIGEERRBELE (B : ug/mL)
NEG : [&tE POS : &%
3. REAOEEYNE
FAUBY 94T WIVFa7- LTV avBHEREk (ATCC k)

BfEA EXEERV EDER
<A LOEEEE>
1. PN T-ICRBOERSREBE TS N-REEALRN TSN,

2. N-RIEERBHOZETIIT-IRIRELTESN, TILINT-IHFEBLTWNSIEE. XIEEZRFDNENSEEEZ0N-REERLEBEVNTEEN,

3. N-FICERET 2RI, T-TOWNXIEEENBRWNEESEL,. WEENEDODNIBERZON-FEREREL TR,

4. TAARIY-OFE R ERREFERLBVNTSN, CEERREEALLSA. AROMEECHELS5Z2REENDIET,

5. By MLER(CGREREANICRINEEREEHERL. TOENMN-FIREINTWBIEEEEL IV, BEATT+DEI-REEREEIATYRLANTLE
20\,

<BEELDFIEFIE>

1. BERE, BERON-FEECEEYE. BEIIHEREED TINTRRMEYE LLTIYHK> TSN,
2. ERFHON-F, HBRE. EXYMEIA-ML-TTREL T FEEL TR,
3. INTORBRMEYEREHS BRENEDBAMRIA VIR TEEL LI,

WETE A= - BAEAR
BFEAR - 2 ~ 8°C
BxhEAME 1848

W3
208 AY (20 [E45)

W EE
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