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BHHD DL ENTE S, ISO IHFEOEBHEHIC
DWW TIE, http://www.iso.org ¥ 7213 http://www.
jisc.gojp xZMDZ &,

2. 1ISO/TC212 MKk LA

ISO/TC212, BRI AR NN Z e 2y > R 7 A
(Clinical laboratory testing and % vitro diagnostic
test systems) ¥ MZEH %13, 1994 4 1SO/TMB (2
LY KRR SN, 1995 SE 0 B 2 M 720 ZD TC
O ENIKIE, F 713 American National Stand-
ards Institute (ANSI). FEE 1Y 7% FEE (X Clinical
& Laboratory Standards Institute (CLSI, http://
www.clsi.org/; [H NCCLS) 25HY4 L, ZH¥E X Don-
ald Powers #i+: (USA) TH 5. HADFEL LY L
D P-A Y N—FEELTEML, FHRIXJISC, %
B 34 PUE H AR R A R HE T 58 2 (Japanese
Committee for Clinical Laboratory Standards, JC-
CLS, http://www.jccls.org) IZZEE S i1, 1SO/TC212
ENMHZRROZHEIL 2012 4 £ TEELHE D,
2013 4 & ) REMEL GREORY: - [R) 23 S .
5 OOV Vv —7 (Working Group, WG) % 5
BERTWS (K1),

ISO/TC212 ix. 1995 ‘E 56 & X ¢, WGl ~ WG3
D3 DD WG 2 LR ST WA, 2004 FEH 5
WG4, 2014 4E25H WGS A% BN S 7zs WG4 582
VN [PURE SR MRS (Antimicrobial suscepti-
bility testing) | & % S, T MEEAEY
DA EICT 2 EEHE A Mb ). 2014
EDPD [EMHRA L T T2 ICEEIN T 5,
2015 4F 3 H £ T2, ISO/TC212 23H4 L, ISO 7° 5
FBITHEADISIE 26 1 TH 5o

I. EMIRE £ ERRB

1. ISO & WEYIRE

FERIAE MRS I B L 72 1S & LT, ISO/TC
212/WG1 12 & % ISO 15189 & UF ISO/TC212/W G4
DY L THRATS N 34D IS 1 o
HOIEH. 11 OH R A OB A B9 % IH
H2H % (F&2),

ISO/TC34. ZE 147; (Food products) D% 9 43Ft
4 (SC9) . MM (Microbiology) A¥HY LT, £
AR A B L 7 EE A WM 2 5 ISR PCR IC
DWT—ERDAMRAELZICH T 2 ISET SN
TBY. BRBAEYHREICBNTHZEIIR 5,

2. MEMKREE L ISO 15189

ISO 15189, MR E S — i & FEZIIZ 32 HoR
Z1H (Medical laboratories — Requirements for qual-
ity and competence) (&, ISO/TC212/WG1 AH3H4 L
T WHRAS 2003 4EI2FEFT S, T —HET L 72
45 2 B 2007 4, KIEICHGET L7245 3 Bt 2012 4F
WZHAT SN, BUESE =R TH D, 2O HK
*FR3IIHIAL Y,

KIS T MARMA % FE i3 5 RRIR IR AT 2 2 K 51
PECS 725, BRREPIRAR SR, WA= 7% &1
DEHIEETH B RIS, EFRRTHH ST
% 1S0 9001, g~ 32 A > 2 R 74— FRHFH
SOV ISO/TEC 17025, a8k} ONFEIEFEF D FETT 12
B9 5 —MRERFHZIEL LT, v OBk Zk
) ERRRAERICHEHATE 2 X E S N7z RISD

#F 1 1SO/TC212 # HEK T A1 7V — 7 (2015 4% 4 HHTE)

* ISO/TC212 ; BRIRMA L OB WA > A 7 A
ENMGRERE - &8 L Gk - ®)

e WGI : FRMAZIC B 5 50 & fiE7J (Quality and competence in the medical laboratory)
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e WG2 : #£#: 3 2 5 2 (Reference systems)
FEPAE /SR (JCCLS)

e WG3 : &4V 2 Wi 3L (In vitro diagnostic products)

EIARE - AR EK(H )
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FEINFEFECE R A ORIRAE - E), B3 A
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ISO 20776 -1 : 2006

Clinical laboratory testing and in vitro diagnostic test
systems - Susceptibility testing of infectious agents
and evaluation of performance of antimicrobial
susceptibility test devices -

Part 1 : Reference method for testing the in vitro
activity of antimicrobial agents against rapidly growing
aerobic bacteria involved in infectious diseases

R & ARILB IR AL > 2 7 A

— T IR O JRASZPERRAT R OBUI | 2006-11-15FE4T
SRS PERAAR 2 O VERERTA — SR £EEiiY
A8 A B BB IS T AR | 2015-06-15
SRS 3 2 FUR S D RINE TR | FERR (16/33)
ORI BIE / 8ET (3/33)

ISO 20776 -2 : 2007

Clinical laboratory testing and in vitro diagnostic test
systems - Susceptibility testing of infectious agents
and evaluation of performance of antimicrobial
susceptibility test devices —

Part 2 : Evaluation of performance of antimicrobial
susceptibility test devices

W R AR A & ARSI BT > 2 7 &
— RGP [ AR O RS AR AT T OV
TR VWA SR O P RERTAI —
%&%Iﬁﬁﬁﬂﬁﬁﬁﬁﬁﬁwﬁ%

2007-07-01 7847
SR : ik

IS0 16256 : 2012

Clinical laboratory testing and in vitro diagnostic test
systems — Reference method for testing the in vitro
activity of antimicrobial agents against yeast of fungi
involved in infectious diseases

IR B S ORI LB I RAE & A 7 2
— JEHE (B S B BERERREL IR LS

BHBED I s | 2012-12-06%4T

Criteria for acceptable lots of dehydrated Mueller-
Hinton medium (agar and broth) for antimicrobial

FERFIA SRR R GB UV B D BT

L T
BB Z IR D 720 0 i Mueller.| DL BEHFS)

ISO/DIS 16782 susceptibility testing of non-fastidious bacteria Hinton 5 1 (SR K A T) O FI T g é%%zl(ll?l/gi)
Zuy MIBT A ()
Nucleic acid based in vitro diagnostics for detection A= W JEAR DR & W] 58 D & DT -
ISO/{ESr;fZ)s 221 of microbial pathogens — general requirements and PRAVL I B — — R BRI & %ﬂi%ﬁ%ﬁ%

definitions (Part-1)
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* IS0/ TC212 El WM 22 B & M 3E 5 % H AR R

SR : Systematic Review GR#tHIFLiE L), DIS : Draft International Standard (FE[FEHF%4) . TS : Technical Specification (H 45 EE)

W HIHEPH (Scope) 121&. A IS OIEHWE LT 1) B
IR EAY AT A Y DY AT AEMEL, H
LORNZFNT ABICHHT 22 L. 2) M=
DR ITBHER . SRR (accreditation bodies)
2 X DR E O ORI AR 3
TENTED, LHESIN TS, T4bb, ISO
15189 I ZHEFMICRBMITIEE D 20 dH B =HAE
PRI & B BRI A = R E O BB & LTHW
LNTBY . EREIRBRI 2 7 48 (International
Laboratory Accreditation Cooperation, ILAC) (2L -
TANUITKGEEN T WS, KIS T Clinical labo-
ratory/Medical laboratory (21&, 445Kk, BRI W
BMAEZDEIENTEY ., EBEELRHL72OIIER
ISOERFHEMLZLTWD I ENEREN L,
HAE T, ILAC I L. AR (mutual
recognition arrangement, MRA) I2&I1 L T\ % &
ERER L LT BARBE AR EmMS (Japan Accredi-
tation Board, JAB ; http://www.jab.or.jp) 2% 0 .
JCCLS & 3L T 2005 44> & B R A E 5 E 7' 1 7
FAERMBELTNDE Y,

ISO 15189 : 2012 (3™ ed.) D NE DML H 5§
N5 FEGERFHE LTHEAEOFHEOTR
HIH (management requirements) & &5 5 Z DAY

% 3 IS0 15189: 2012, FiEMATE — Vg L HESTIC
B¢ B ERFIED Hk GUASCHLD X v 5JH)
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3. HWEEROER
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MERZHIH (technical requirements) 2* 5% 5. 4
4 FEOF I, 1SO 9001 : 2008 |27tk ST 24
WELTORERATAY P AT LAOBHEZRL
TWwb, T%bb, FRMAED, Mkt LTPDCA
YA 7NV EBEYNHERFL TB Y., Ly dkkidsEz
HiE$ T L2 ZRL T2, H5EOF T, 1) #Y)
POBMPYLEE BT AT A5 AMEBE LT3
BaBITT5 2L, 2) ¥BITULELRS L BRELE
PN B 2 & 3) el ELORGE CREPERRAE) ¥ A 7
AEELLTWAHI L, ThHb, FEIT, Kl 2 I
REGD72DIIEEHFH L —F Y 1 7 4 (met-
rological traceability) & #EFE L. LB LBATHBICD
WTIHMIZ O AHED S (measurement uncertainty)
ARODLIEEFERLTND Y,

. FXIRZMRE L 1ISO EERHMS

1. FRRIMREEHRICE T IEE ERK

BRI AE W e A 0 v C b SEF RS2 MR O R 3
13, RGYE R E QPRGSO PE ISR T
Hbo Lo T, MAETFNHOEEMELAMmD THE
THHIZO b5 T, HRENTD 20 B4
TR ZOE#ELIZHEA T 572 L, T LTRE
BB oMK RO S 2 WEETH - 72,

AR, EHEak e WS H ), —
MMV IFEE DR S T B o I, 74
A7 Rk, FERARA R, AR AL 3
DD 5o

DAE T, 1954 412 [IHAIT 4 A 7 ], 1968 4F:
T MY F 1 A7 B | H3ae S i, 1990
FEHETIE. SNOOENT 4 A 7 EHDH 80% D
AR TR SN TV, ZD# CLSI #:0 20
e L HEIRR R OE AL X DL 2000 4E DI IXE
Wiz FEE EBGEZ I L, EBBIC L2714 22
WCRAT L7z HOARER RS A WA Bl &% 0 4 E RS LAY
PR RS C X B & 2013 4EFE Cld. CLSI MR
PR B O Mk 25 91.1% % 5, CLSI 71 A
7 ENT7.9%. Etest®H05%TdH 0. (FITEEIC
HEH#EL SN TS,

FEIBEAYIC X, 1961 4F 1 WHO BEHEE AT I N
7275, 1966 4 Kirby-Bauer 7 1 A 7 JiikiE Ay iy S
NTHE R L7z kE @ CLSI (IH - NCCLS) »34: %

(4)

FHEMER SR L, 1975 #2025 CLSI 7 4
A 7 Pk, 1980 425 CLSI AfiED AT A4 K5 4
YEFEITLTWAH, HARKRDT V7 B TORRRA
HTIE, EL LTCLSIEZ R L. HARBARMA
YR ERE RS TIX CLSIo#n 2 & HIZIA#H L.
JCCLS & CLSI X HEDOMERFRMEZ 15T, — o3
EOHARFEMFTIRA B L T& 72, LaL, BRIHNT
& PER, BEEL 7T VAL AT UYL KA YL L
YA, AV =T YPMBEOBE A L, I
CLSLiEZ MR 72 7T 2 DBMEDPAFIEL TWize £ D
£ RN % BET B 72O SRR ERR A W 2 -
YuiE42 4 (European Society for Clinical Microbiol-
ogy and Infectious Diseases, ESCMID) K USFRH &
R Pi%#+t ~ ¥ — (European Centre for Disease
prevention and Control, ECDC) 12 & 0 Rk TR
&M Z H 4 (European Committee on Antimi-
crobial Susceptibility Testing, EUCAST) A%i%i/ &
. BRINE T ORI Z D, 714 X 7 ILH0E, At
#:®D EUCAST #: K "7 L A 7 R4 ~ b (breakpoint,
BP) #i%ELTBN. A=A ST . ET7T 7M.
FOY IRETHRASIN TV S, 2 LKE - 7Y
7 & & BRINE DB ORI DO WTHEFEE L. FEREEE
ERT A LR FEHHME LT 2003 412 1SO/
TC212/WG4, Antimicrobial susceptibility testing 2%
3¢ & L. CEN/TC140, In vitro diagnostic medical
devices & AT, v 4 —rE&EICHEOE, CEN £
BCE¥E2#EDDLI L LTz L L. XM
DIzODT VLA 7 KA Y MZOWTIE, HAREGE
#2:. CLSI, EUCAST T, ZHNZNMHEHD )
LDPHTEHD, ISO/TC212 L LTE7T VLA 7R
4 ¥ MZOWTEHEIZIT> T,

2. I1SO 20776 DHITEZTDARE

ISO 20776, HHHAE & RISty > X 7 4 — ik
TN S AR D IR SZVERR AR Je DN DL IR HE I 52 VPR 2 e
DYEFEFFA (Clinical laboratory testing and in vitro
diagnostic test systems — Susceptibility testing of
infectious agents and evaluation of performance of
antimicrobial susceptibility devices) (. LI F D% —
HEHE TS - TV,

(1) I1SO 207761 : 2006
- R 12 P T & B AT B SRR 12X
G2 DL HE D KO P e 2 D ZE 3



Part 1 : Reference method for testing the in vitro
activity of antimicrobial agents against rapidly grow-

ing aerobic bacteria involved in infectious diseases.

MR A WA R ICB W TN b M1 12%
HIZh72), BEENDZHTH LD, KISIED -
&b A < FEE LTV B VB I S5 A R 1S
Bog U CHEME L &2 3 5 72D IR S 7z, IR
HEETH D00, HEBRAIHEH L T 2llEEk
RS A 72 DI & b 72, Mueller-Hinton
B CTHE YIS B NS MBTHE O U [N R O e/ JE
E BH 1k % FE (Minimum Inhibitory Concentration,
MIC) % K 2 AR A BETH ). LA
WZIXCLSLEE, 77 Y AR A U 38E AT 2 —F >,
EUCAST #: £ [RCTa 1. Ericsson and Sherris (2 &
BHEITHD VT WD, AR, DAES CLSI %
PR LTB)EARIZIZIFETH S, L2 L. %
121 MIC O FEBLHAL % ST HALRIZH— L. mg/L
L LRI BT A LENDH L, 72, ThETho
AEEFy PIUIMAERETHMH LT 5 HERADRIZ
DWTIE, ENALTOMRER R ORERGE. $72b
HEBIEEAL O 729012403 ISO FEIBRAEHE: & R,
NI UEDNDH L ARISOHKRERAIZTIH L 72,
3B, SRCGRHEMEIE L) O ERRIZE D, BET
7 L CARBUE SR L THIH SN FETH 5o
(2) ISO 20776 -2 : 2007
FAE L DU IR VR A B o O P RERFA
Part 2 : Evaluation of performance of antimicrobial

susceptibility test devices.
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MR RO HBM LI, Mo RERRA I L <
FEHENTAS, WL, SEERE AR, T M OVEE AR
PEARAC BB TR E OBADHEA TV L, DAE
T, 2013 4F BE H A R R iy A Mg A B il 25 i A 1 &
% L A & SRR A % B L 72 BB
PR ST% DR AERICEA SN TS, 72,
PR AR AT AT & 2 SRR Z RS Tl 9 96%
DRiF THEAINTB Y, 5425 HEF 25 5E
ENTw2", IhSOHBIEETIE. ZhEZh oM
WA % P IED MIC MEDSWHET, Ho52 L
OEGFEINHE LM X 5 TSIR (S Bz, 1:
HEL R :OE) NHBVER SN SRR E o T,

ARBMEIZ, F & U THREEFH AST E il otk
Ml 2 T 720 0EHEE LTHEITSNZH DT
(£5)., ENTOEELIZESTHEETH SIE0
D ThL, EURHRITHA~AD Y Y R 2R %
T OEANIIUHESM L % %o PEREMAR LTI, 245K,
ISO 20776-1 : 2006 DHEHETLIZ L 0 IR L, £
NOORREOFMIZ BT B &ML | ZHXERED
FERICEONTRE DT EL DO LNTWV S,

3. 1ISO 16256 DFEITETDREAE

ISO 16256 : 2012, EFIRIEEE N NSV S Wtk 2 > X 7
A — R 12 S B PERLRREL R 124 98 DL FE D IR
YR EE D Z i E, Clinical laboratory testing and
in vitro diagnostic test systems — Reference method
for testing the in vitro activity of antimicrobial
agents against yeast of fungi involved in infectious

diseases

5 4 1S0 20776-1: 2006 @ H K

Foreword (¥ ZA%%)

Introduction (J3*3X)

1 Scope (il JH #ipH)

2 Terms and definitions (i & E3%)

3 Test procedure (HfrT:H)

3.1 General (—#%)

3.2 Medium (3%3#h)

3.3 Antimicrobial agents (JT %)

3.4 Preparation of inoculum (4 i o # f )

3.5 Inoculation of microdilution trays (@B b L £ O#fk)
3.6 Incubation of microdilution trays (# =i fR b L £ OR5E)

3.7 Reading results CH &% )

3.8 Special test situations where the MIC result might give unreliable results (MIC % $AMEHH T & 72 W5k

e A4 )
4 Quality control /5 EE45 21

Annex A (normative)

Requirements for Mueller-Hinton broth (Mueller-Hinton P12 B 3~ % %3k $1351)

Annex AZ (informative) Relationship between this International Standard and the Essential Requirements of
EU Directive 98/79 (A [E| B 8Lk & EU Directive 98/79 D FEA K FRFHIH O [ 0 BAFR)

Bibliography (%% k)




226

FREGIE S T2 WE 7 vadF vy —
(FLCZ) 72 EOERIRA~OFIHIC & - T, —RIITHE
BIASRAME 2R L 72 b DD, ke U TR
WREDRZ BT Wb, HITE, 4 ZMOPIE R
AR SN TEY ., BERRRER &SRIRE 0§ 2 35
AEZHEREDE_S N TWDE Y,

ISO/TC212/WG4 Tld. 2007 4F 7 & P 1 3 &
ZPERRAT O FE MRS, CEN/TC140 & 3 [H TH
DHLA, BB ICOWT, BAE o ERS Y 7 i
FE LTCLSI#:Y & EUCAST#:"2h ), 7 D
92, MBEBOMIIIRE LAMHESDD ). BEHL
DS & AR S, BRI OB ORE R,
BRI —2D IS ZIEKT % J5 ) T % &

%5 IS0 20776-2:

WhHIZ L LD, Rodriguez-Tuella 512 X % L5
Bhfrbhs Y, ZofEE, mkEGIC X 5 MIC
X[ —TZ%we LThH (not identical) . (FIT[FHE
7% (similar) BTG O N2 L5, WMk il
T 5 TISO 16526 : 2012 IZFATE N7z (R 8). A
ISiZ. HEMARLE LTHEHAT20TIERL, ¥
B SR ITH 2 IR v b R R R e Bk
R R EZHDDL A= —D72ODIHMERETH Y,
WIENORMEEEZRAT 212U TH, WHEIHE
LT MR ICHBIS LA > TEIT 5 2 &8
HETH D, Tlow TNEFNOHNERIEICHNT S
BP 22w Tid, RIS O@HEMNTH Y. WjFIE
AL B B TH AR 2 LB D 5,

2007 ® HK

Foreword (1Z U 12)

Introduction (5 32)

1 Scope G I #ipH)

2 Normative references (5 | JHBi#%)

3 Terms and definitions JH 3 & € 5%)

4 General requirements for a performance evaluation (P fEZEAfi 12 B4~ % — M 2k 3578H)

5  Test methods (#ifE )5 %)

5.1 Overview (4:#%)

5.2 Methods(}7#%)

5.3 Data analysis(F— % 7#7)

5.4 Acceptance criteria (775 S )

5.5 Documents related to the study (B (2 B L 72 303)

Bibliography (£ k)

6 AN S MERRAT O [FBR AR 0> = 5 SURMRATHE R AT X 2 GPA L4

451 0] H AR N1 45 2 0] H A R N2 45 3 ] H A s S N3 AR W A
S S S S
S S I S
S I I I
I I I I
R I I I
R R I R
R R R R
- RS OBAREDH A I RTEE E L. 25 O R REI S BIN D

PR O R WIREEE, TADLS/RIZOVWTIE, ZEKEREM LR 200~ L 724 R THIET 5 75
3D MICHEA 2R BRI TIELANIZA - TW AT IUE R b v,
S @ &5z (sensitive) . 1 : H1[#] (intermediate) . R : fi 4 (resistant)

K7 PUNEIEZVERAIZ BT 5 CLSI % & EUCAST 1

TOERMEN
CLSI#: EUCAST
TR TR O 1 ~10°CFU/ml ~10°CFU/ml
RS RPMI 1640 + 0.2% glucose RPMI 1640 + 2% glucose
Microdilution tray V type U type
BEAEIRE R 24 or 48 hours 24 hours
e S]iEbER b WARRES
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%8 IS0 16256 : 2012 ®» H ¥k

Foreword (i L#12)

Introduction (55 30)

1 Scope (i i #ipH)

2 Terms and definitions JH % & E3%)
3 Test procedures (Bif: F-Nd)
General (—#%)

Medium (5 4s)

Antifungal agents (JUEL 14 3£)

Reading MIC results (MIC #& % 0¥ 3¢)
Interpretation of MICs (MIC D f#H)
4 Quality control (45 1)

Annex A (informative)
Annex B (informative)
Annex C (informative)

RPMI-1640 Medium (35 1)
B. McFarland 0,5 Barium Sulfate Turbidity Standard (% F& 1S #)
Acceptable Reading Times for MIC Interpretations Using the Visual MIC

Storage of microdilution trays (=B ~ L A4 OMfik)
Preparation of inoculum — General (35 EL B o #E i — —#i%)
Inoculation of microdilution trays (B R b L 4 OFFE)
Incubation of microdilution trays (FE AR ~ L £ OR52E)

Reading Procedure (PR MIC ¥ &tk & H v 72356 0 MIC R o 37251 Sl i)

Bibliography (2% 3ifik)

4. 1ISO/DIS 16782 DARE L FEZE

ISO/DIS 16782, H-FFH R 2 ZRNE (FFEH 1) HIHT
DI [ S VE A D 72 ) D #Z e Mueller-Hinton
Bty (FER R FWTT) DFIH i EZ 7 > FICBT 2
ZEHE (BGR)

Criteria for acceptable lots of dehydrated Mueller-
Hinton medium (agar and broth) for antimicrobial

susceptibility testing of non-fastidious bacteria.

Mueller-Hinton ¥5 31 (38K J O'Wt) &, e
AV AL HFEH M R 2R3 2 S50 s ke A 0 A B
ET A AP X A RMEFIIR SN TE
0. HzJ% Mueller-Hinton 28K (AMHA) & %)% Mu-
eller-Hinton Wit (AMHB) 235D X — A — 2 511
WIhTnwd, ZN5DOEMEDIXS D E & /MR
IZEEDB72DIT, EEEIEELE 2 HIE L. Tzt
WCHEH A — = gay PR R A E R HW
ELT, RISOERDED SNTVD, KB
2 BN RSB RAR &3R5 590
WEROHMABDLEIZOVTOMREE I HES T
W5 FEBRFAREORMEMIR IO W TIE, ARBE T
DO NIRRT BRI B LT e R &
BT 205 €9 LIGENIEIZOWTOREIRE
FNTVARV,

ABREIL, 2011 4E D SILRIERAIE E V)« BUE,
BsB% 4% (Draft International Standard, DIS) {22
WCHFMOHEIT T T b0 AL, CLSI M6-A2
: 2006, Protocols for evaluating dehydrated Mueller-
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