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N T B 4Eh—F AST-N474

o KRl FROEREECERTIEANRIMN-FTY, FRTIEFOEFLINFITXERUVIEFBEELGRATHSERL TS,

o KRAE HRABUATHY, ZnNUAOBRICERLENTIZEL,

o DU, MEOREY REER CERRAERZ CEIVTRAMITHIMTL TS,

o AREAVTRZUARETIHE. FRICEFINIMEEOLLEPENMER. EEXROFNXEFRICEHIN CVSELEE PEISAESFUNDH
EMRBIEH L, BYCEBIN AR THIISN TV SHEEZITRMEENHYET, I0LBHE. BEMABREROBRNERITATT, &
EDEARMBEEOF AT XEICE. HEELLTERRSNEISENTHINTNET,

o BHLEINIARIXZUNDERAEIONTE, RiFeWLEEA.

o XRIIHMARGOERERE, XIEHOMRERLECRAORELCIERATELE A, RIFFIEOEE / BEZEIINURERBRICEELERE I AIRMEN
HYET,

o LFAMFCAATHER. RE. BkV. BHHHE (ERHR) . AERFEZEOINTOFIEN. BFINEHMIXEICRHINTVEEBYCEFSE
NTWBIRY, EABMICEARUMERERIELEY,

LRUEARERBUERSINHSAE, SHELZEROERERT. FHEOBHXSEROEAMEICBLTRIEVLE A, FRIOLIWEA, HE VI
hoI7. BBROERRICETZ—VOEETEEVEEA,

WK - BEF FvhoE)

AST-N474 1-K
1)l No. HHII-F B RIGRICEAET 3/

3~6 an03n TINIY TINIY

79 atm01n FANAT L FANAT L
10~14 fep03n tIIEL PYIIELATIRRIR
15~17 sfp01n TIARSYY | AT E L CIARSIYFRUDL ) ZWNTE LT RUT A
18~22 caz02n vIFIIA YI5IILFKINY
23~26 ¢ip02n 7070y vy vF070%Y Y VIERRIE
27-30 dor02n RURRL RURRL
31~33 gm02n X2 EE PVl TSV IRREEE
34~37 ipm04n LEGEIN RGN
38~41 lev02n Liooxyyy Liooxyyy
42~45 mem02n AORRL AORRL
46~49 mno02n LRI AV VIERIE
50~53 pip02n ERIIUY ERIYUYFNIIL
54~59 tzp03n ASDVNEDINVEIN AP DVo R INEDIENE UIIN
60~62 sxt02n RUXNTUL / ZTFAREHY =)L FUXNTUL / ZAWITFXRFHY =)L

TV 1 BBHEIYRO-IL 1 DDb 2 BRIV ROV 20 20, YIL No. AMBWSATIEZE I TS,
H{ERER

IILBEROTINYY TANAT L CITEL ¥IARSIY [ AWNTI L €IFII L, TOTOFY Y RURRL TYINAY Y AIRR A LIRIOFY VY,
AORRL, SITATYY, ERSYYY ERSYVY | FINTILRUIIANTYL ) 2N ITPASFEY =)V S BREZIED R E

WAE R
RalE 64 BOVDIVERITA-FT K- #BEF  FybOR) MICRIEFEBIEIVIO-VEEBLTIVNET, VINIELEREZORERERLY, £IEX
VIV EMIET BTV MO-VOREBOZLH DIFIRE DIETEE T L. BMEREHRRECLVFRAOEEF NI ZBRZEOBREMELET - > 1%

WREEDER

1. BRERE TYYFIvoFy MEERVWCGEYEBEICRREL RSN, REOBE TRMGE, ELWVERMEONEVI LN HYET,

2. B THEL\SEBLUNEERT 256, BULGRERMEONSILERREE CTHER b’((téb\

3. HIABABRESERLBNTIZEL, ﬁﬁﬁ’(%é(b(im%&?’j]?/’)iﬁ%ﬁ OHTHY. ERONTYIRARBEFI-THHVET, BERROHRET
ERENHYET, RBREONTYMOEBERJEECIT>WREN, EERKICENERLISE. ZORMREQKEL. AL-ATHATEZFOHARELAW
WIS,

4. RenOEREAECE, @%ﬁiﬁ‘%l:?@‘bﬁ?‘)ﬁ’l&b‘%ﬁ&)BHTL\@L\H%%E# INZHENHYET, BREERENS, BEMEYIINTIRGENERT
SEMEEOEROBRPEELETZHE. T4 OREEENSOBR. HIVEARFBICEIZAMRIMVESBLTUE,

5. AFRICBIFBHARIAVEICEHML. E%uuo)ﬁi\[Elfﬁ@“é#ﬁ%f“t%@%ﬁ’ﬁ%ﬁlimﬁof(té‘b\

6. Afmld, ZRAESREAVTHRIZSAIRT ELVERMEONET,

7. ARBRTRE - AE BEFR | MCBRESNEFERRESTERLWEIY, EHSNETRE - BE BFEAR | 850 [ERBMN] MACAWS
NiHE. BolERH IV ERHROEBENECEAIRIEDNHYET,

8. HBREROHER. MEVORZIERRICBLTHAL TN ANTO SN, BINHERI B ERISENHYET 7,

9. BREOHR, BENKEGINTV\INMEEEOFELRCEBLTHIEL AN,

10.805-JU-OT 1 AR-Y TN FREERURIELTUIZEN, NUFT-OFELLEFRERNS L, XERICTFSHTBHENHYET,



1. BERTDERON-FEETEBEY TN TREORIREMEN G20, MEOEERVICEEY 21Z%

12.GLP  (Good Laboratory Practice) MD3&ft /YiR-bD&HIC, TRBEEEMTZIEEHELET,

(1)3%%%?%5?&0)73 RARGHSUIRTSNENSYAT7-F1-T (APO-R) ERVTHISET ZICEHEELET, MHEORER, Bt FcI0Z-HE
BYE . BERNELWED DY ET,

Aﬁz%i-‘iﬂl (wj’?'f AVA713Y, BHL FAYUIL-bE) (CERTD 045 ~ 0.50% BEBIER (pH 4.5 ~ 7.0)

2~ 3 HEETIILEHRELET, IhIZ&Y,

FEREEEETL N 52,

1 mL Z97EL. 35 ~37°CT
HENCRBEREROIVIIX-VIY (RBOBVILEVE) ZFHERIIIEHNAEETT, EiE

BREIFEAT >UWEIN, AERTAEZERTEIRVEEE. BHBFOBRBERERONMNVIEZL, FLVWRMZEFERLTESY, HLWRNZ
FERARBTZBRIE TAARYY-OA- I L-THBRETY, BEBERFOIVIIR-VIVILLY, FEUDARBERNIBESNZATEENHYET
DT, BENICTAARY YA IL-TLTLESY,
W% - B2 (g&EAHR
1. HEORESE
AREEZOEEFERL TS,
2. HELGIRE - /- AEE
JMTv 2 TN -FE0HEREEMESE (YTIIT Ver.9.02 LUKE)
TOIFIVIRYN &
TIIFIVIAIIF -y &
Ty 2 htyk
FAARY Y-
FERARUAFLYREE  (12x75 mm)
ERYS— 1 F1Ua-5-7 75 U-Fyb - I\MTv7 2 T-XEN\1T95 2 XL TI-F
045 ~050%BEBIER (pH45~7.0) WUT. TREERER] LLVD)
BREBAEEXLBERE
BEUIREXRIEH (EEFMRSR)
FEEEEREK
N170ERY S -
BETAAR-YTIERY b Fy S
TVTYIA
3. BE (&) &
(1) IREDEEN | RIFE TR EERMGER] 22RBLT EBRUARLWES,
FE  EERRESEE CERELEERNERN TR, EHREBEOMNESLUEREDS A B OBEITOBRENBYET,
BERMHR
H-K i EERRE BEEN NYI7-IVNEBE REMHHBRAFHARE HEERADTY MR
Aen TSAB 8 ~ 24 KA 35 ~ 37°CHIFRIE . 0.50 ~ 0.63 3.0 mL DIREBIERIC ATy 20Tk .
CBA CO, JEFET 145 uL 30 DN
MAC IMTyI 2T
CPS ID 1 R
ERRENATYYT 2 CBAD 18 ~ 24 B[ |35 ~ 37°CIFRHEH. 0.50 ~ 0.63 3.0 mL OIBEBIGRIC 30 HURN
GN REN-FOEEE MAC"Y CO, EFET 145 uL
TSAB
CPS ID
1) INoOEHIE, REN-FOREECAVEEOTHY, RERERNMEONET,
ERIDEZIR
CBA=J0OYET 5%tV Y MBERRIEH CPS ID = chromID CPS
MAC= VY IV¥-BER L TSAB= FUTFT-AV1 5% LY IIMEER S H

() ERATZTIIINYT-IlE, ERICRULEIFEHLTZOEEERLTLESL,

(3) BEBEMHERBEL WAL ERERL, B EOBEBLAI0--%RIRLET, L. BB GEREH THRAEELLDS, Eith EOBERI0"-%:&
RLET,

4) 3.0 mL OFERIERE, SHERUAFLYRBRE(CDELET,

6) BEESELLEHEREZBAVT Q) CRIRUET2BHOFEMNCELLEERIIZ-2HEL. @) OREREREZSELER

¥, TYVFIVISEER, YJI7-IVRBE 0.50 ~ 0.63 DEREARLET,

EE LAY MBS 60 D UUARICEEISCEY L TESY 1T y7 2 IV MEFERLTWSIHEE 30 2 LUA) .

AELEERERDVSNADTTETHERRL TS,

BE&ER (MMT797 2 T -XIEIMT97 2 XL T -%ERLTNE5E

ERERICRESER

—~
()
-

FIATYT 2 iy bC (5) TRELUEERN ASRBREZ Y LTSN, X

. I®E%ﬁ¢t$uu€ BTy FLTKREN, Bah BBHICHERLEY,
FEHN | ZORBRECRERIER 3.0 mL 250EL, (5) THABLUZERE 145 L A THIRL TSV, DY MIBRULEREARRETY LTI,

7 7= 9)\73?3;07]?/#0)#%%5/\0%/I\ﬁ,fLDL\’C(i HRMEEN(TYY 2 I-Y-V 17NV esRBL LI,

(8) MY b ERRICEAE LR, BUDIVICK 30 uL OBERAAY, 355 - BITE - BRIT - ¥TE - FERIRE. A-FEEET2TasnIciThngg,
FEEEE

BEEERADEERKRUZORER/RIOVTL. TR BEEEAREK] 25RBL I,
EEBRAEREERL TN,

o Tk [REEEEREK] RO -] KRR METIMEEOBEEEHRISEL VWEEA,

® CLSIA'%1T9 % Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically $2W\FAIRICHFBH1 R4 V&S BL TS
(AR

FETRICTIBEERRORECSBRAECHROT 1

BEEEREK
s E. coli P. aeruginosa E. coli
ATCC 25922 ATCC 27853 ATCC 35218
TINhVY <1-4 <1-4
(FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution
expected QC range = 0.5 - 4 pg/mL) expected QC range = | - 4 ug/mL)
TANATL <1 2-8




tIIEL <0.12
(FDA/CLSI Broth Microdilution expected 0.5-4 -
QC range = 0.015 - 0.12 pg/mL)
TIARSYY I ZWIND B I <8 <8 <8
wI5IIL <0.12-05 1-4 -
>70I0%Yyy <0.06 0.25-19
(FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution -
expected QC range = 0.004 - 0.015 pg/mL) expected QC range = 0.12 - 1 pg/mL)
RURRLNS <0.12 <0.12-05 -
TIIAYY <1 <1-2
(FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution -
expected QC range = 0.25 - 1 pg/mL) expected QC range = 0.5 - 2 pg/mL)
AIRRL <0.25 1-4 -
UiRoo¥goy <0.12 0.5-4 -
AORRL <025 <0.25-1 -
L EPDM <0.5-1%
(FDA/CLSI Broth Microdilution -
expected QC range = 0.25 - 1 pg/mL)
EXSYYY <4 <4-8 > 1281
OSPIVIEDIVETN <4/4% <4/4-8/4% <4/4 47K
(FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution (FDA/CLSI Broth Microdilution
expected QC range = 1/4 - 4/4 ng/mL) expected QC range = 1/4 - 8/4 ng/mL) expected QC range = 0.5/4 - 2/4 ug/mL)
RUXRTUL/ ZNITTAREY Y=L <20(1/19) 160 (8/152) - > 320 (16/304) -

(ng/mL)

NS @ BEMERIFELEWESD. BHEUAOHBRIEREERTELL, MIC FERAFERMEOHNT IV-HBEDBERIE. UITLYATRI M -ABINHBOEREE T 2 EFEELL,
+ CLSIM 100 Tld, Escherichia coli ATCC35218 [, 7YEYUY, ERIVUY, FALVIYOREEEERATEHYERA, JOFKE. p- IVIV-UEEFREETEFIOHCHE
NZBEEERTT, LILENS, ZOBEKE, B- I79V-t (non-ESBL) %#I-RI3TIAINERIFTEILNE, RIVUF - PICKUHARINZ Z<OMBE LI EETL
TN B- FVIV-URBFEEOAFNCERMEERLES, COTIAIROEEERERTZICE. p- IVIN-UHEEFEZETEHF (AMC, SAM, TZP, TCC) [CHIZXT. B-
SU9L%) (AM, PIP, TIC) DHDRELZEMETZILHNBETYT, STIAIFERIELEVEKROEBE, B- IVILH (AM, PIP, TIC) OHTHHTERMELRL. BEEER
HBRATEELRYES, COBA. Escherichia coli ATCC 35218 i II3EELET HENHYET,
A ZOBEYTO QC HRERIC CLSIUFDA MR T 3EREBEF R ENEE Ao
JK CLSIMI100 Ed31 O#ERAE >64 (LHELN. E.coli ATCC 35218 TlE. ZNEND QC HRTERIVVY VL& 2 BRERELFEATLS,

a) BEREONMTYT 2 OYIRIITE—HLTEY, FKYY-AENZYTRIIT Ver. Tl FDA/CLSI #EFHEHE EADEZFETT,

<BEEBEKRORELHARAE>

1. BATOIRRICED, FRMEDEFKML TS,
2. NUTFT-2Y1 5% bV I MmBmERE (TSAB) ZRWT, 35°CTHRMIC 24 BEREEL TR,
3. E—O0Z-THBIeEREZRL. 2 B EOBHREBEITO>CRBRICBVNTESY  (JILEME : 35°CT8 ~ 24 )

FEHIRTEDSE | TSAB FAREEH X (IR mEHCERRL. 24 BFRIEEL TSI, BR 2 B[ 2 ~ COSBERENAETT, QC

ZLHABRICAWTESL,
REIREFEOBE | 15%TVEUIEEARNTFI-AY14T143Y (TSB) TEEEOERBREERL. -70°CTHEARELTESV, QC HERHIIC TSAB (T
L2 EMAEELEE. REBRICANTESL,
IR AEFEEOSE. EERARORELEET35, 1 EEMIVRICOES 20, BEATIVI CEELEMEDEREDENEIHL T

&L,
W ERROHIEE

SHERBIIC 1 iR AIS

BHEIY O-)LDTIVE L, SMEYOMEREE T COMBIE/ Y-V EFMUET, EIERFECEIWCODDNTA-FZA ., MIC EX (FEMHAFER (ESBL
Pt/ BeR) FHIELET, MIC R HTIV-BREHET 510, BHRORELEVODVNTWETNERYE A, FEOMEY / MEEOREE B :
Staphylococcus aureus EAFFVUVERE)  ([LIE FHCERBRIENRAIREBYET,

MAEDORIERBREMEDODLWNG S, BRHBREERL, SonEZ MRS ROBINERERL TR,

FDA. CLSI. CA-SFM. EUCAST BESHERRIR, HIWIZOMOZEDA MRS/ VIEMRLEREICEIVNT, MIC EDMICHT IU-RREHE T 2541 HY
9, (FDA & CLSIQTLAURAYMIRLEZHE. RZYATLIE, FDA JLAIRA Y MERALET, )

JEE D USFDA ¥, CLSI ¢, EUCAST tORITHT JUERNERZZENHYFTOT, FMICOVTEEERY. V179 bofth, ERAKEROYINIITI-Y-Y
217 (I9-927-Y3av0ER] 0F) 2SRBLTLES,

ECOFF  (Epidemiological Cut-Off (ECOFF)) (&, MIC AW\ T wild-type (WT) & non-wild-type (NWT) O BE%EX5IT2HETY, ECOFF (3, B
REBITVAIRAY PELTERIRNETESHYERE e TUAMIRIVIMPIERINTOWEWVNS S, Y-R15VZABH #: WT E NWT OB TEALEY, LD
NOBMBIRERIC(E. BETZIVIIRIVMIHYET A, LIENHT. ECOFF (4 wild-type & non-wild-type D/ BEKRDHIE ISR IIBEET,

SERBPAETIE, PI/JVIVEREE (AMGs) [$&BICHOENERFFEGEBERCHRALUERT2HENHYES, JL1I1R1YME Epidemiological Cut
Off value (ECOFFs) [CEDE, MMEXNZIALZEBLERELEBLTVEVE (ZNZN non-wild-type & wild-type) ZXBITZILEBRLEEDTY, REE
RREFEICOWTIE, BIET 2MEDD MIC & PK/PD SHEICEDVWTT VA IRAV MERELE LR, oo AMGs BEFERZEELGIELTVET, Z0M0IER
[CDWTIL, EUCAST Aminoglycoside Guidance Document, 2020 2 8BL TS,

<HEEOFE>

1. BRIDBE. TCEHINTWZERE (TYEIUY/ RAINTH L 8/4 pg/mL LLTFOBE. 8 pg/mL LUTFERE) #IHREL TR,
ABICEFNZEFIDREITRDEBYTT,

ERIYUY 1 7Y IIH L (ug/mL)

RUXRTUL  ZNTTARESY-))

4/4, 8/4. 16/4. 32/4. 64/4. 128/4

BIALLTRERIGHIL, 2 BONMBEREDSHIRRINET,

10 pg/mL = 0.5/9.5. 20 pg/mL = 1/19, 40 pg/mL =2/38, 80 ug/mL =4/76, 160 pg/mL = 8/152, 320 pg/mL = 16/304
8/4. 16/8. 32/16. 64/32

TIARIYY | ZWNTH L (ug/mL)




2. HEEEFF, BREROAPNHREIN, EHLORIC + PRRINET,
3. REBBERERCAVLONIFEDREENHYET, INCOMEEREE, REUAQBEEIBMANSEIUNSNIERRELCT LT, BROHZBEERERE
LABWTLESL, T CLSIM100 PAFRICHIFTZA1RI1VESRBLTLESW 3,

BB OADO0¥F YoV A70FYYY, JNI0FY Yy, ZROISY MY ZNTAVFYY=IL. RUXRTUL
TRARE OX70%Y Y, A70%8Y0, JIVIOFYYY
ZOM IR OAZ0% 9oy, A70%Y Yy, /WI0F8 Yy ZWTAVFEY-Ib, TRSHAIUY

E 1 KE FDA BEGELERF M RBRBIREL  (STIC) HEUCLSI LS, B REBERENSDBINEAMBERMIE L TEIZVUVIER
EINETCEHYFEE A
4. FERIMEYOEAECLoTL. ERMRBRCHEED “HMREY-IL (bioART) » 2BV BROBEEZLHEVWLIRETZIENTEET, AR
A-Y-NZaT7IERERL TS,
5. RICRISMEELMEYOESEORRESETIHE. WEICHIEICIZREEERBEL TSN,

TIhVY Acinetobacter baumannii complex, Proteus vulgaris, Providencia spp.
T AT L Pseudomonas spp.
tII€A Bordetella bronchiseptica, Hafnia alvei, Morganella spp.
AIRRL Serratia marcescens
AORRL Enterobacter cloacae (INAT9J 2 T)=T0 MIC FEN 16 pg/mL U EDIHFE) , Morganella morganii (BETT GRE)ICEERIHAIC
JATv9 2 AV S TREELFE) |, Proteus vulgaris
YEVPY Shigella species
U PDPIEVINVEIN Serratia marcescens
6. RICRIMAREHMEDOEESRCBEVTIHERR R) OBEE. MEFICMAEICLZREEERL TSN,
AIRRNL Aeromonas spp.
AONRRL Aeromonas spp., Klebsiella oxytoca, Proteus mirabilis
UV OVIEDINEIN Pseudomonas aeruginosa (CLSI DJTLAIMRAU~ <64 S, > 128 R AT 355)
7. HEEGBROEE S CRIA TERMMEREKA LA 2, RICRIEEE T ERRERLEARROMEEFITETY,
y7070%4vy Enterobacter cloacae, Providencia rettgeri (CLSI DTLATRAVE <1 (S), 2 (I). >4 (R) &IRFATZHE) , Salmonella enteritidis,
S. typhi, Shigella sonnei

8. LEEEBROE = CH A TERM M EROBN+ 2 THASERED, RIRTHEEE TRTERERERUEAROEREFI AT,

| AORRL ‘ Citrobacter koseri, Hafnia alvei
9. EEGBROEEICH A TEZBEULHOM RN BA SIS, RISTRTHEEE TR RERUEAROEREFTREATT,
TAMLAT L Aeromonas spp. (SW > V2S 9.03)
tII€A Aeromonas spp., Vibrio spp. (SW > V2S 9.03)
\PEPPIN Aeromonas spp. (SW > V2S 9.03)
RURRL Aeromonas spp. (SW > V28 9.03)
AIRRL Aeromonas spp., Vibrio spp. (SW > V28 9.03)
AONRRL Aeromonas spp., Vibrio spp. (SW > V28 9.03)

10. LB ER O 52 T A AT BE BT IE E RO B+ 2 THRASL ), ROMBEE TITIEEIRE L AROERRTHATY, ZOLBEKNMERINLIBEE.
UIPLYATIRSM-IIR L. SoR2HAREEETILENHYET,
| TIIRAYY ‘ Citrobacter koseri, K. (Enterobacter) aerogenes, Enterobacter cloacae, Serratia marcescens |
11 EEEEBROK R CREERIF BTGk iz, ROBAE TIHHEEIRE LEARROMERBTHTY, ZOLSBERIERINSGEEE. YIrLYAS
SRR EL. S50 EBREEET L ENHYVET,
| TIIRAYY ‘ Proteus vulgaris |
12. 2IIELDBINOFIBRIERDEBYTT,

IvtyovT7IU-AVbATHZN SRAELLRULGE, RRATIVOXME ME & VME 2 RLTVWET, ROMEE / HEDOHEEE TRHRRR
£92m0c. REHR/ SRBAREEBLTUZEN,

| tJIEA ‘ Pseudomonas aeruginosa (I\NATY7 2 T)\—T0 MIC fEH 8 ug/mL $HZWL\E 16 pg/mL DIFH) |
13. LA BROR R T, MEREERNFI AR TR o, XE+ABEAMBONGASTLSH. RISTRTEEE CIitEERERUEAROMERETREATT,
TIhVY Pseudomonas spp., E. coli, Proteus spp. (P. mirabilis #&E ), Klebsiella spp., Enterobacter spp., K. (Enterobacter) aerogenes,

Serratia spp., C. freundii, Providencia spp.

14.minor error DFEECEYNT IV —BEEA 90 % KiG(CHOI W, B RNIFET B REMEERT 2100, RIORTMEEEHEYOEEEOERR
EETOIHA. BEFCELIBMEEEBL TSN,

y7070%8vy P. rettgeri (MIC A" 0.25 pg/mL $2L\F0.5 pg/mL DIFE), S. marcescens, K. pneumoniae (MIC EN0.5 pg/mL DIHFE)
O DVNEDINVEIN Pseudomonas aeruginosa  (INATY7 2 T)b=TD MIC fEH 32 ug/mL 3L\ 64 pg/mL THY. CLSI OTLATRAVE <16S. 32-641,
>128R RADHE)
W ERE
1. MR

RBICEINIHEEOMRETME. ERORKREZ T, FARKRCRHOFHROBBHHNE-FTEELEL ., FRICKZAERERE CLSI FHEE
CHBLELE, IvEYIvL T U-XVE (EA) tlE. AROBERMEEERL—HIEIXE + 1 EELURNTHEIILTT MEREDHBE. +2E8E) .
HFIU-TIU-AVE (CA) tl. ARBOEROMBER (BiE, PRARUME) MEEEL—HIZIETT, ATIV-TTU-XV M Iy ovl 7T -
AVPETEBIENHYES, BRERARICEVT, Z<OHARER MIC 8) PHTIV-TLAIRIYMBECEFRLUBEAIC, HBEROBRERY, 20
SOLRBENELBIENHYET, BIROIS-IIOWTUE, TROENEZSBLWKEIN, IS5-OKREONBEHTHY. TvtyIvl7JU-XV b o—EEN S
WEA, MEEOMEMERINTNET,

5ORERGO 2 FHRFRITHMENHEE, HTTU-TIU-AVE (CA) DHTHEEERETZHAENHYET, + 1 EEICEIVNTIVEYIvILTIY
—AVbL (EA) ZEHIBICE, PEEE S BEOERRIINAHETT, FDA RAIKIC EA PEHINTWEWMES, TRICE CA DANTRRINET,
MTY72 VAT LOBRMER, BLETOHRBRICEISHEISNTVET,

4



Essential Agreement Category Agreement % Repro-
B3] Bp Y IAYE2 % Error % Error o
5 5 ducibility
% EA VME ME mE % CA VME ME mE
TNV CLSI E 91.9 1.5 0.3 1.5 95.8 1.5 0.3 3.8 100
FDAY # E 94.9 N/A N/A N/A 98.4 0.0 0.4 1.2 100
a) C. freundii. E. cloacae complex. E. coli. K. pneumoniae. P. aeruginosa JeU' S. marcescens (L343 2R GDTINYYMIC {BlE. CLSI
UI7LIAEOHERERERELLLBLSE, —HI3. H50E 1 BEELYVESWMEREZ UL,
TAMLAT L CLSI #,E 98.9 1.6 0.3 0.3 96.6 1.6 0.3 3.1 100
A N CLSI E 93.2 2.7 0.1 1.4 95.0 2.7 0.1 4.6 100
# E 93.8 N/A N/A N/A 96.1 4.0 2.7 1.1

SE © Pseudomonas aeruginosa L2 ITIELD EA  (Essential Agreement)

ThHY. 1 BEELYEEVEDN 40.6%.

1 BEESUBEVEDH 6.9% ThHol,

1% 88.4% T#Hofz, ZOAER(E CLSIOYTF

LY AEOMERERREL MIC

EN—ELEBDE 41.3%

TIARSYY | AW H I Global E 98.8 2.8 0.0 0.7 91.4 2.8 0.0 8.3 94.1
wIFIIL CLSI E 93.1 32 0.4 0.9 96.6 3.2 0.4 2.8 100
y7070%8vy Global E (1273/1324) (1/345) (1/951) | (11/1324) |(1273/1324)| (1/345) | (1/951) | (49/1324) 100
CLSI 96.1 0.3 0.1 0.8 96.1 0.3 0.1 3.7
CLSI #E 97.1 N/A N/A N/A 97.1 0.5 0.2 2.6
(FDA)»
b) ARICBFEYTOI0FY VO MIC B, UIPLYAEOHEBREFRELLLBLESE, £TOHMEBICHLT, 1 EHZWE 1| EESVEEBIERERLE
RURKL CLSI #E 97.4 1.5 1.6 N/A 97.9 1.5 22 N/A 99.2
Global # E 96.0 2.6 0.3 1.4 97.0 2.6 0.3 2.6
IRy CLSI(FDA) |# E 99.4 N/A N/A N/A 98.6 1.3 0.0 1.3 100
E
- SBRLT 163 RO K. pneumoniae HEEVRDI B, 13 M FHAATRER STz ARRDYT YINA YYD MIC fEIFYIT7LY AiE
DHERAEFFELLLBRLLSE. | BEELYSBRIERERLE,
- SEELT= 90 BRD Proteus spp. DBEMRDI B, 13 MROFHEATAE 2Tz RERDT Y INAY YD MIC EIZUITL Y AEDHE
BAEFBRELLLBRLUSA, | EELVEBSERERUE,
CLSI E 97.9 0.6 0.0 0.8 97.1 0.6 0.0 2.8 100
EEGEIN CLSI # E 95.7 2.4 0.3 0.4 94.8 2.4 0.3 4.4 99.6
Global E, 1 (1043/1106)| (6/419) (5/630) | (18/1106) |(1016/1106)| (6/419) | (5/630) | (79/1106)
CLSI 94.3 1.4 0.8 1.6 91.9 1.4 0.8 7.1
Liooxyyy Global #E, 1 (806/821) | (0/222) (2/555) (2/821) | (789/821) | (0/222) | (2/555) | (30/821) 100
CLSI 98.2 0.0 0.4 0.2 96.1 0.0 0.4 3.7
CA- SFM E 98.6 0.0 0.7 0.1 96.5 0.0 0.7 3.0
AORRL CLSI(FDA) # E 95.0 N/A N/A N/A 95.0 0.0 0.6 4.7 100.0
All organism
groups
combined
Enterobacterales|  94.4 N/A N/A N/A 97.0 0.0 0.8 2.3
P. aeruginosa 94.7 N/A N/A N/A 89.7 0.0 0.0 10.3
Acinetobacter 96.8 N/A N/A N/A 96.3 0.0 0.0 3.7
spp.-
AR B ME IS T 2A0RRLAD MIC fB(F, UIPLYAESIVEDGEE | BESWMERD HY, EEX
BIS-OFRECEETZAEMENHS, P. acruginosa & Acinetobacter spp. [Z3FBAONRRALD MIC {E(F.
VITLYAEE =BT BIENRES Do A—BDIHA. P. aeruginosal FFLTHHELED | EESWMER
H'$HY. Acinetobacter spp. I[SFLTIF | BEEMBREAN ST,
Global E, 1 (1172/1244)| (1/351) | (10/846) | (16/1244) |(1179/1244)| (1/351) | (10/846) | (54/1244)
CLSI 94.2 0.3 1.2 1.3 94.8 0.3 1.2 43
LRIV CLSI #E (459/473) N/A N/A N/A (443/473) | (1/112) | (1/331) | (28/473) 100
(FDA) 97.0 93.7 0.9 0.3 5.9
Global E (497/513) | (1/116) (0/365) (5/513) | (481/513) | (1/116) | (0/365) | (31/513)
CLSI 96.9 0.9 0.0 1.0 93.8 0.9 0.0 6.0
¢) E. coli, S. marcescens (2333 24D MIC fE(d. YITLYAEOMEREFIELLRULGE, —ET 5. $#50E 1 BEESVEEMERZRLE,
C. freundii, K. oxytoca (333340 MIC B3, UYI7LIYAEOHERFHIRVELLELUIEEE, —HIT3, H30E 1 EESVEEERMERERLL,
ERIIUY 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
ERIIUY 1 5INTT LD CLSI(FDA) #E (2304/2452)|  N/A N/A N/A  |(2263/2452)| (3/565) | (19/178) |(167/2452) 96.7
Organism 94.0 923 0.5 1.1 6.8
groups
combined
2ENRNTA-NYAEET B0 [CRABRINT 2452 OIRKEABERRUOF LY I EEROS S, 1348 O
DEERRIE NMTYT 2 BEFBIVETTAEIN., 1104 DD BEKRIE NMTYT 2 VZaTVERETT AN,
P. (174/187) N/A N/A N/A (161/187) |  (0/46) (2/122) | (24/187)
aeruginosa® 93.0 86.1 0.0 1.6 12.8
RROERTVYY | 5 NTH L3S B Morganella morganiis Providencia rettgeri. $&U Pseudomonas
aeruginosa M MIC fElE, VIFLYAELED LS | BEELYBEWMERANHY, EABIT-OFKEICES
BRI BN DD, ERTIVUY 1 BYNTH LD Salmonella enterica (3392 MIC B, UI7LYAELYESD
B | EEEWMARIICHY. FBLCEABIT-ORLEIBSIIAIRIENH2,
d) FDA B MHRERARIREAE (STIC) DVITR-Y www.FDA.gov/STIC #5188,
CLSI E, 1 (2729/2898)| (8/725) | (45/2051) | (54/2898) |(2693/2898)| (8/725) |(45/2051)((152/2898)
94.2 1.1 22 1.9 92.9 1.1 2.2 5.2



http://www.fda.gov/STIC

RUXRTULY ZNTTARFHY =)L CLSI #E - - - - 100 0.0 0.0 N/A 100
CLSI® #E - - - - 100 0.0 0.0 N/A 97.8
Applies to V2S
SW PC version
5.02 and above
1) BEEERDBY,
Bp BREFEHE VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error
2) JAVE : KFTEDMEMEHS Pseudomonas aeruginosa [$P. acurg. %, Pseudomonas aeruginosa ASLDETEZ others &, Acinetobacter [$ Acineto. &3R50,
3) FDA JLAIRAY ML, HRIERYTRITTD CLSI Interpretation Standard  (FLAVRI1VMEES) TER,
#=US Food and Drug Administration 510(k) cleared
CLSI = Clinical and Laboratory Standards Institute
CA-SFM = Comité de I'Antibiogramme de la Société Frangaise de Microbiologie
E = External performance data
I = Internal performance data
— = Not available
N/A =Not applicable (FE3%2)
Ref. = Reference method for clinical performance study
ECOFF = Epidemiological Cut-off value for differentiation of wild type vs. non-wild type
2. AIEERE
1)V No. |EH| BUINDEE B TE
3~6 TIHVY 2,4,16,48 1 ~ 64
7~9 TFARVAT L 2,8,32 1 ~ 64
10~14 tI1¢A 0.25,1,4, 16,32 0.12 ~ 32
15~17  |[2IARSIY | ZAVINTH L 8, 16, 32 8 ~ 64
1822 |£79IIL 0.25,1,2,8,32 0.12 ~ 64
23~26 y7070%4vy 0.06, 0.12, 0.5, 1 0.06 ~ 4
27~30 FURRLNS 0.25,0.5,1,4 0.12 ~ 8
31~33  |FVINAYY 4,8,32 1 ~ 16
34~37 AIRRL 1,2,6,12 0.25 ~ 16
38~41 LikJO¥yyy 0.25,0.5,2,8 0.12 ~ 8
42~45 AORRL 0.5,2,6,12 0.25 ~ 16
46~49 Y10 1,4,8,16 0.5 ~ 32
50~53 ERFIUY 4,16, 32, 64 4 ~ 128
54~59 U PDVIEPIVEIN 2/4, 8/4, 24/4, 32/4, 32/8, 48/8 4/4 ~ 128/4
60~62 FUXRTUL / ZVTFARESY=)L 1/19, 4/76, 16/304 20 (1/19) ~ 320 (16/304)

NS : BEMERNFELE V6,
LW,
3. RIEAOE#EYE
TAUNY 54T AVFaT7-

WEAEXFEERV EOER
<FERAELOFTEEE>

ATV IVIEER

e (ATCC )

EHECEIREFRELE (B pgml)

RN DRBRIEREERTERN, MIC HERNIEREDONT V- 220 BERIL.

1. PRI -YICRBOERPREBE WS A-FIERLEN TS,

N-RICERES 2RI, T-

vawN

hty MLIEE(C
I A
J_._%J:@/EE %IE>

. BERE, EERON-FEEOEEYE. BETIHEREED TINTURREMEME ELTIYHR TS,
« ERYMERA-ML-TTHEL T SBEZELTREL,
(;t%ﬂ'h?‘i@ BN EDIHA TV ([CHES>THEELTREL,

2 ERABEHON-F, REBRE

3. INTORMYE
WETE A% - B3EiE

P A& 2~ 8°C

BshEAR 1858
WEEE A

20 AW (20 [E]43)
W EER

N-FIERBHOFFT NN T-IRIREFL TS,
TOMNX SBABN ) EHE
TAARYY-OiF AL FHEREER LRV TS,
ABREADERSNLEREEHRL. +0E

TIVZIT-INHEL TWBIHE, XISEEFID RS E
P, BIESENMEONSIHAFZON- FEREELTREL,
LFESEFERALLIHE. AmOMREIEE

AN-FCFRBEIN TN L ERERL TS,

YIPLYRTRI M -AEMEHBROMKIBES BTN EE

(3ZON-FREERBLENTIES,

P 5ZBEIREMENHUET

FHENR+5EH-FIERESEATY LAENTS
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