EIRERH &5 WHEE 106 CFU 2B 7234 A0 UhbA VP r—4 DAEKRRERIT,
TDT10%, 8DT 1%L 25D T, (TD~8D) x2=14D~16Dk725%. N—TH A 7L
BIE, A—A—FWE LR L TR IS RE RS ERE T 5.

b) A—N—F Ak

A= =T VEDERWNZE 2 5k, ~VRr7EE (ERESE, EEL, (K2
F) OBEEICET 5 ERAEAEE (ISO/MS 11139) 1XHh b L oz, "HED AL F3—F
EREBULOBIFEO D 2304 a VA P —2IZR LT, i &b 1 23
MEEL (SLR) #5225 Z EREH SN TV DIEE TR (Sterilization process that is
demonstrated as delivering at least a 12 Spore Log Reduction (SLR) to a biological
indicator having a resistance equal to or greater than the product bioburden) TH 3.
Thabb, A= /ELIT 106 OEFHERIKE (SAL) ZREETARESEEL LT
RDOBEZRETOFIETHD. FRELRIER T2 BLIC W THEBRBEE TEA -
2OEDTEDLNTND.

F A2 FEPEITEICERTS BLOHEK

B o ‘ | EEEasrua
EO BH EERE R B e
LT VT ERBEE
Bacillus Geobacillus Bacillus Geobaciflus
BiEE atrophasus stearothermophilus atrophaeus stearothermophilus
ATCC9372 & ATCC7953 & ATCC9372 & ATCC7953 &
e 1.0 X 10° CFU . 1.0 X 10° CFU B
B 1.0 X 10° CFU B E 1.0 X 10° CFU B E
Pk gk
2.5 Ll B
(54°C) . 2.5 L E .
DiE 1.5 L R (121°C) 6 43 LL L (60°C)
12.5 3L b (160°C)
(30°C)
z & - 8CLLE 20°CLL —
SO #its ISO 11138-1, 2 ISO 11138-1, 3 ISO 11138-1, 4 SO 11138-1, 5

TREMERE B4 AEBEME (1SO 17665-1) Tk, BI&L T Geobacillus stearothermophilus % 7L T3
B, TOMNBEICIL, Clostridium sporogenes < Bacillus coagulans &R LTUN5. USPL1035>
BIOLOGICAL INDICATORS FOR STERILIZATION {21, £52 Bl Ol Bacillus subtilis bR&ET
WD S U DS, BRREIZIE G stearothermophilus B A LIT/ A, MOEE 4
HERETDHEIL, G stearothermophilus AZMD Bl 2B+ ELE ROBLE BB O BEL - iR
DERGFUEE S Bl LL CERT2ILII25.

USPL1035>TIX, G. stearothermophilus DD, OEAKEE 1.5 47/, B RESR 3.0 HEEL WA,
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A, D,=2.0 23D G. stearothermophilus % Bl £LT12 SLR OIREEITHE, 2.0 x 12 =24 3D
ERE LB ThHS. EEE 254, DIERBIORFDELEREIELEL, BAIUD 12D0
WHESEERETOLHACER~ORENRSIND.

=77, BHEENEOBERMERITOM LIZXY, Fo ICL2HE TROFEFENEEL, Hin
BIZD,, E=10M0EH%Z 12 log HAOSHED Foz 12 A — —F L EHELTHA (ISO/TS
17665-2) .

c) BIEAAFAAS—F U GFRE

NA FN=F U BL PEAEL, —RICA——F ARV EETRD R, Mkt A A
N=FNEL ) bR EDICEER 20T 22 ERTELIREERAINS. Z0FIE,
Bl &NA AN=F AEZHAEDETEREORIEZITOLOTHY, HHLCD BI @
% (%, DIE, 2 BRUVSA 3 A—Fom i b i Bb BB 2 7T EoD
EEfE LTk

ZOFEZ, SA AT U BONBERREEDODEL Y b BIO DEXE NI &
MERE 20, B, UToRicESE, BERHEZRETS.

IR IR = DXlog No/ N
DBl D Dl
N EFFAES (106
No : {I# B

PIHEEE, BERAA AT VICHETIEHETHY, AL AT L HIZED
BERFEEOSEEMATZLOHD W0 E 1log 72V L 2 log OERBEEZE LD D. A
— N VIERN 12 DDBEREIZR DD L, Ao A3—F & BI OFFREE, &,
6~7 DDEARELRD.

R FN—=F 2 & BLOPFRE TG, S AN—=Frh B bk bBuOimawEE o D
BLy EEmWDIEEZFE T2 Bl 2 28E (—fRIC C sporogenes, B. coagulans, B: subtilis,
G stearothermophilus %#fER) U, BHENT AL F8—F L OATEFRERN 106 LTI
DL BHERTAMERDHD. 2L, NAANR—FUEBEYEIEL LTHWASE
bH D, NA A AT DEGIERE, BROES A A S—F R LR, ISO 111381
e, EBREFESHWET T v a R T 4 7T BIER (BI FHiiERE) #HNT
MESND. Ty U35 BLIE, RETHIMNETRLS, Fy YLz Bl OEEHED
DO/ ONTENAA AN—F OEFHEEDR, BINE TS SAL EEMEMRIIAKE) CEZLT
WA Z EEREHAT 5.

Ble LT, "AFA=Fref& L, MPEE HEEME 231028, A7 V—=r7 810
185 I bR THEMER O DIEA 0.2 5 Th ol LR LT 5. 22T, EROBEY A
7 IAZDEDOH G272 Bl (D= 0.5) Fx Ly L, 4 logBPORBESELNTET
DL, WEWFH FolElL, Fopo=4 X Dizni=4X05=2.0&72%.
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Fo pio= D121 X (logio A—logie B) ORELET 5 & logio B=logio A — Fo sro ! Dz
LY, PEEETHDA=102, NI FA—FUnbEBoNDin=02 (4 2RAT5
& logio B=Logio 102 — 2/0.2 = —8 £72Y, BIL108, DEY, NAFA—F L D4
MERIT 108 LWV O RERPBOND. ZOKEND, BEEOHEEICSNER 10°UTO LA
NERBRLTWD I &5,

=2, SAAA-FUBIGRERL, BERRAL TNA—F VREEZITD, N A NA—F
» DEEF OHEEE OBRFEOMEZ RN ER T2 0ER S 5.

d) A AT

T ASA FN—=F AR, BEWENT S LBE, GERRREEIZRD b OPERN
BT L O ERT B L0 ETHRO A — =% )Lk, a4 A—F /Bl fHEREH T
MOWEERICERA SN, WEEY EMEEET) ONA ANR—F oo BB
LT, A2V —=v27F2 b GEHl, 80~100CT10 ~15450—hiavru525)
ERETHIEICEY, HRLBOMEWEEZRAETS. R0, AR —F  OEIY
J7iErE, ISO11737-1IZHEVERT 5. X/ A A 3—F VB, N FA—=FonbiEs
NTES b BOMNEERE OAETFREED 106 LITTHEZ LEIHTAITETHS. ZOFE
T, BIDERIIALETH .

Bl LT, AT AN=F o CHLNZEGEOTEWEE O DIE L BEOBEZN
B A1 IR TRERIZR T ERET 3.

Z OMENERE D Dot fHIE, B A1 05 Dign=1001¥121+115 = 0 25(47) L 72 1), DifitEk

PEEDS 10875 106 ETHAD T HDITNER FofEld, UTORXRTROHZLENTES.
Fo = DiaiX (logio A—logio B)

ZOHIZA=106, B=106, Din=0.25 2RATHL, Fo= 025X (6+6) =30
LD, ZITHDLNIZFo=34 NEBELEEREOHEEL 2PLOTHY, HELEE
REL, \EERBREER L%, BRLBESREEREF (=—1L FRA > F) TFo=3.0
ZHOIEE LTV D I ERERLRTNER L. FHAN T2 EEHR CEAl &
ALDNA F8—F 0k, FBERICIE 108 50 Hid 50002072, I IEF RO A F3—F
BB 102 THDHZ EDEASNTEE, 102035 106 % CRIAS K AFRERRFofEE, F
=0.25X (2+6) =20&7220, EEMERIEL LTFo220 3 0ELTAZLICRS.

HEEIZIE, 108N, AN—F o a— L RRA v MNeF 2 LU L, BBEICERT S
CLEZEEEORBRTREREL, BEEMEMRIAKETHD 108 T LT HBEFMEZEREL,
BEMRIEZITY. ZOBRRL2REEZZETILNERHDDITLURTHB.

Flo, NAAN—=FAETHE, N F—v g VE LR OBERII AL T AA—F
BEEZTY, JVBEFEORVERED DNEEEILE, BT =V s 02175 2R
VETHAHL LHIL, T CICHA LB RE~OBELMTILENRHS.

2B, TNoOBEMFEM, T2bb AL AT D RBEL 25 NTEEED
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X A-1. DECBEEOEFE

LEER
1) ISO 11138-1:2006 Sterilization of health care products — Biological indicators — Part 1:

2)

3)

4)

5)

6)

7)

8)

9)

General requirements

ISO 11138-2:2006 Sterilization of health care products — Biological indicators — Part 2:

Biological indicators for ethylene oxide sterilization processes

ISO 11138-3:2006 Sterilization of health care products — Biological indicators — Part 3:

Biological indicators for moist heat sterilization processes

[SO 11138-4:2006 Sterilization of health care products — Biological indicators — Part 4:

Biological indicators for dry heat sterilization processes

ISO 11138-5:2006 Sterilization of health care products — Biological indicators — Part 5:

Biological indicators for low temperature steam and formaldehyde sterilization processes
ISO/TS 11139:2006 Sterilization of health care products— Vocabulary

ISO  11737-1:2007  Sterilization  of  medical  devices—Microbiological
methods—Determination of a population of microorganisms on products

ISO  11737-2:2009  Sterilization of medical devices—Microbiological

methods—Tests of sterility performed in the validation of a sterilization process

EEBREECIDEEREROBIEEE. YAk 23 F 4 A 20 B, BERBEMIEST HRELY
EH G

10) WEAY ST —va B ERr 23443 A 30 B, EEEERZE 0330 F 5 5.
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11) ISOMIS BB ~NAFT7TEROBREEROCBERESRTE HAHEEREBS
(2011) .
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FHERGL | XS bk BEEEO = B 4 Whvks (R R o~
R4
o ARIRIE 58 B HI U 0 F U BIRIERBE |V 0 F o O E ®EA 2012 132
HEFTIC B 1 B 5 8 f e
e AR P% - itk
Btk
1 2 AR PRI R [ K i OB BB S (U 2 T o IE sAA 2012 (125
AW S R fHEm & e
B - B
B
FEHFEE, [RAK-1 I X BAAT=Y F Mz F MHEZREFAA 2011 [7-10
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L7z TLR ¥ 77 VI 5 e
> 7 DI ST
RFRE KA WLEA VA REWL | BH| U | HRE
Muroi M. and IRAK-1-mediated negative Biochim. 1823 1 255-263 2012
Tanamoto K. regulation of Toll-like receptor Biophys. Acta
signaling through
proteasome-dependent
downregulation of TRAF6
Nakamura K, Novel anti~-HIV-1 activity Antiviral Res. |94 | 89-97 2012
Chtsuki T, Mori, produced by conjugating
Hoshino H, Hoque A, | unsulfated dextran with
Cue A, Kano F, polyL-lysine
Sakagami H,
Tanamoto K,
Ushijima H,
Kawasaki N,
Akiyama H, Ogawa
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Nobuyasu Rapid, semiautomated Appl. Environ. |77 | 1536-1539 | 2011
Yamaguchi, Masashi | quantification of bacterial cells in | Microbiol.
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Uebayashi, and device for on-chip staining and
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