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TIEYYY <2 0.5-2 - -
UADIAPINVEIN - - 8/4 ->32/16
RZIY G 1-4 0.25->0.5 -
w7y <4




TIAFY-) <4 -
IAFXIFIRIYU-Y - NEG POS
POVEREPY 4->8 <025 -
TYROVI VY 1-4 <025-1

IRARNAYY - <8

FIIRAYY <05-1

TIRHYY <1

AIRRA <1-2 <1

Loy 0.25-2 <0.12-05

DEVDIN 1-4 1-4

AORRL 2-8 <05

VRvDY 1-4 <05

A¥PIUY - <0.25-05

FA4IF5=Y <05 <0.5-1

NIy 1-4 <05-2 -

(ng/mL)
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1. BHOBE. RICRHINTWZEE (FYEIUY/ AINIF L 8/4 ng/mL LT DHE

Staphylococcus aureus t?tﬂeb“‘/U VERE) ([ClE FHICERBRRENRAIXERYET,

A, HERABREEEL. BSONRZMEHREROBRERERL TN,

DIEIR. HBNIZOMEOEEDA A FIAVICERLIREICEINT, MIC BOMICHTIV-BIRERE T 2HENHY
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| 2/1, 4/2, 8/4, 16/8, 32/16 |
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BEERE

$7070%Y Yy, LikJOXY Yy, WI0x8oy, ZMIISYMY, TRIHAIUY

4. FEEHEYOEATCIOTS, TAKSES

“NZaT7 IV EHERLTLEZE,

5. RICRIMBEEEHEYOESEORRREEITIHE. RE

[CHEEHO MR SY-I (bioART) " ZAVT BROREELAVNLIZETRIIENTEXT, ERMSROI-Y

BICHRIC R 21 EZ RIEL TS,

TYAONTYY Streptococcus agalactiae
Y190 Enterococcus faecium
CIAXIFIAIY-Y Staphylococcus pseudintermedius (V7 RIT7 8.01 X[FZNIU L)

6. RIRIMBEELMEMORE R CEVTHRERNBE (1) 0BE

(3. HERTCHIRICEBREERMEL LRI,

[ w7a%yFv29U-v

‘ Staphylococcus saprophyticus

7. HEEEBROK A CEBMIMERRD BA ST

« RITRSHEEE THMERERERUEAROMERERTRATY,

TIEIY Streptococcus agalactiae

NZVVY G Streptococcus agalactiae

TINHhDY Streptococcus spp.

YRYUF Enterococcus spp.,Staphylococcus spp., Streptococcus agalactiae
Y10y Staphylococcus spp.

8. EARZMSIRTIFEINGRERIE. HIFPE:
Tzo BERIMMENT -V SHIFIC Lo TRLD B,

RICKVERYET, FREFOVATLL. BHROFEOMINEZR—I 210 ICEROMIS THERZRELEL
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RRACEFNIMEEOMERTME. BHROBKREET, ERAEKRCEIAOFHRUBDHERE-FTEELELE, RRBICLZAERRE CLSI BHEE
ELBULELR, IvEyovl7IU-AVE (BA) &ld. RROBRMEELR—HIIXIE L1 EEURNTHZILTS MEEEOHE. £2BE) .
HFIU-TTU-AVE (CA) L. AROBEROMR (Bt FEKUTME) MEEERE—BIZIETT, ATIV-TIU-AVM Iy YT T -4
YhETEZIEDHYET, BRARHRICEVNT, ZORBRER MICE) PHTIV-TUAIRAYMBELCERLLGEIC. AREROBMNERY. 0L
BRBENELBIENHYET, BROIS-(OVWTUL, TROBIFZSBLWKLEEN, IS-OKREHNEMTHY. ITvEyIvlT7TU-AY bO—EEN )
BA. MEEOMHREMEERENTVET,
5 BIKTED 2 (FEHRRRIITEHMENB5EE. HTTV-TTU-XVE (CA) DHTHAREERETBHENHYET, + | EELEIVNTIVEYYvILTT -4
Yh (EA) ZEHIBICE. DELLE S BIOFERRIIDNBHETT, FDA RAIKIC EA PEHINTWEWMES. TRICE CA DAL FRRINET,
NM797 2 VAT LOBRMEG, BETORBRERICEISHEISN VI,

Essential Agreement Category Agreement % Repro-
A Bp'! IAVE2 % Error % Error ducibilit
% EA VME ME mE % CA VME ME mE Y
TIEIYUY CLSI #E 97.6 1.1 0.3 0.2 99.5 22 0.6 0.2 97
VA SDPIPINVEIN CLSI #E - - - - 96.9 - - - 99.6
RYINWRZIYY (RZYYVG) 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 + IAFXIFIAIY-Y  |CLSI #, Ref. = - - - - 98.5 0.4 2.8 N/A -
CLSI
Cefoxitin
Disk
Diffusion
AFYIUY + €IAFIFVRAIU-Y  |CLSI E, Ref. = - - - - 97.8 1.2 32 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 43 0.0 - - - -
TUAON 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
TFIFIIAYY 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
AIRRA CLSI E - - - - 99.2 0.4 0.5 0.3 100
CA-SFM E - - - - 99.2 0.4 0.5 0.3
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
AONRRL CLSI E - - - - 100 0.0 0.0 0.0 100
UEPDM 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
A¥HIUY CLSI #, E, Staph 97.4 1.6 1.1 0.0 97.1 22 3.4 0.0 98.1
FA4IF5ZY CLSI I 96.6 33 0.3 0.4 95.7 3.3 0.3 2.7 99.4
CA-SFM 1 96.9 1.6 0.0 1.1 95.9 1.6 0.3 32
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) BREEISRDEY,
Bp BREFREEG VME Very Major Error
EA Essential Agreement ME Major Error
CA Category Agreement mE minor Error

2) AV & FEE DMEEE(S staphylococci (& Staph % enterococci [§ Enc %, Group B streptococci [&S aga % Staphylococcus aureus & Sau 2369,
3) FDA TLAURAY M. ERH#ERYIRIIT O CLSI Interpretation Standard  (FLAVRIVMEER) TEM.

Staphylococcus spp. [&. AYIWRZVYY (RZIVY G) ZBRE. EROMRERAFY VU IMIEICEICGEHITIEEERT,

#=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 (FEEZ)

Ref. = Reference method for clinical performance study.

2. MEEEH

J1)b No. | ZH| BUINDRE B E #B
TIEIYY 0.5, 4, 8,32 - -
3~6 Enterococcus spp. 2 ~ 32
S. agalactiae 0.25 ~ 16
7~10 N SDVIPINVEIN 4/2, 8/4, 16/8, 64/32 2/1 ~ 32/16




3.

RZIVYY G 0.125,0.25, 1,2, 8, 64 - -
11~16 Staphylococcus spp. 0.03 0.5
Enterococcus spp. 0.12 64
S. agalactiae 0.12 64
17~19 w7y 4,8,16 4 64
20~22 TIAGY-) 4,8, 16 4 64
23 CIAXIFIAT-Y 6 NEG POS
24~26 OPEREPY) 0.5,1,2 0.25 8
27-29 IYROVAYY 0.25,0.5,2 0.25 3
30~31 RARNAYY 8,32 8 ~ 128
32-34 FIIRAYY 8, 16, 64 0.5 ~ 16
35~37 TFIWRHYY 8,32, 64 1 ~ 16
38~40 FELEIN 2,4,8 1 ~ 16
41~43 Livoo¥yyy 0.25,2,8 0.12 ~ 8
44~46 JRYUR 0.5,1,2 0.5 ~ 3
47~49 AONRRL 0.5,1,4 0.5 ~ 16
50~52 NPEVDY 0.12,0.5,1 0.5 ~ 16
53~55 AFYIYY 0.5,1,2 0.25 ~ 4
56~59 F43IF5=Y 1,4,8,16 0.5 ~ 32
60~64 NYINAIY 1,2,4,8,16 0.5 ~ 32

BIHEICEIGEERRBELE (B4 pg/mL)
NEG : Bl
POS : B3tk
RIEFAOEEYE
FAUBY 94T WIVFa7- LIV avBHERE (ATCC k)
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2. D-RRERBEHOFETINIINVT-IRICREFELTLESW, TILIIWT-IHBRIBLTWBIHE. XEEZRFDENGEEFZON-REERLENTIEEN,
3. H-RIEETZRIC. T-TOWNIIIBEEIN RV ERERL. WIEENEONZBEEZON-FEEEL TS,
4. TAARIY-OFEF I ZEREER LBV TS, CERREFERLESEES. RROMEICHELE5Z ZREENHYVET,
5. Dy MUBER(ICREBENCRINEEREEZHEEL. THEMN-FIREIN TN LEERL RSN, FTEHFR+HED-FEERESRATYRENTL
&N,
<EELODFEZE>
1. BERKE, EBEEON-FEEUEEYL. BEIIERREEH TINTELMEYE L L TEWR TS,
2. ERFEHON-R, HBRE. ERYMEEA-NML-TTHELTHSEEL TS,
3. INTORBEMYE ST BAENEDZHM I VIR TREL TS,
WETE A= - BEAR

BFEAE 12 ~ 8°C
BhEAME C 184 B

W3
20 8AY (20 E4%)

L i34
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Pennsylvania, January 2006.
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M100-S18, Vol. 27, No. 1, January 2008.
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. Clinical and Laboratory Standards Institute (CLSI), Performance Standards for Antimicrobial Susceptibility Testing; Twenty-fourth Informational Supplement;

M100-S24, January 2014.
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M100-S25, January 2015.

Comité de I’ Antibiogramme de la Société Francaise de Microbiologie. Communiqué 1996. Path Biol, 1996, 44, n° 8, I-VIIL.

Comité de I’ Antibiogramme de la Société Francaise de Microbiologie, Communiqué 2007.
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. Comité de I’ Antibiogramme de la Société Frangaise de Microbiologie (CA-SFM). Communiqué 2014.
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. European Committee on Antimicrobial Susceptibility Testing (EUCAST), version 2.0, January 2012.

13.
14.
15.

European Committee on Antimicrobial Susceptibility Testing (EUCAST), version 4.0, January 2014.

European Committee on Antimicrobial Susceptibility Testing (EUCAST), version 5.0, January 2015.

Gerlach, EH Microdilution 1: A Comparative Study, p. 63-76, In: Balows, A. (ed.), Current Techniques for Antibiotic Susceptibility Testing, Charles C. Thomas,
Springfield, IL. 1974.

MacLowry, JD, and HH Marsh. 1968. Semi-automatic microtechnique for serial dilution antibiotic sensitivity testing in the clinical laboratory. J. Lab. Clin. Med.
1968;72:685-687.

Murray, PR, Baron EJ, Pfaller MA, Tenover FC, and Yolken RH, editors. Manual of Clinical Microbiology, 8th ed. American Society for Microbiology, Wash-
ington, D.C. 2003.

National Committee for Clinical Laboratory Standards, M29-A, Protection of Laboratory Workers from Instrument Biohazards and Infectious Disease Transmit-
ted by Blood, Body Fluids and Tissue — Approved Guideline (1997).
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