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1. Fi

AIGEHT, BEERDIRIMAOREES R K EERBICRKIBREE CRESN &
HE 5 O TR VR 3 HA N2 % 2 F R OBEEHOLY F &R, BEEEROH
BRI AR AILT S, |

AEBET OB, BRAIELCERNAZR R TR LIZLDTHER, hOBRMKEREIAICH
BRATEAEOEBEHEEE A TS, 28, BEEARVCERTAGOMNEEHL OREE
BROEMEIETEES (FRL6EEASBHESE1798) CLT, [GMPES 121)), Hik%
B OB LA EREEPSL, RIBELRALL ED, it E2RIME S
FIEIC LB OB STEESNABAITBO T, —BICAEEHIR T HFEOBERZRD 5
DT, ~ : ‘

2. FBEEUINE N
2. 1 #is P12 (operating cycle): B BhFIHEE B I Lo THAISNZIEFICHE> TEBSND
TR ADZRIHA G DR .

2. 2 EERRAER M (OQ: operational dualiﬁcation):?E‘ﬁb‘l!iﬂﬁ(ﬁbf:?&{f” , VAT A
BN, THUEGRSE CERUIN/EE T L 2R L ELT5Z L.

2.3 J:I/F‘]‘ﬂF“/?/(endotoxin) 7T AEME OSNMNERER T DVRETECHY, RETEHEZIXL
DEEREMIEEER T 5. .

2. 4 A —3—%)LBHi (overkill sterilization) : JE MR LIZFEET BAAF /=T 08
HE O W ZIRE RIS AR L 13 B4R 72<, 106 AT O EEMEIRFEKYE(SAL: sterility
assurance leve ) B3ELND TN TREZITIZ L), @F), DES 1.0 L ED (7w
SHNA D —EER, IBERE 10 O 12 Ll BB SHBICELOBERGE).

2. 5 BEMEER MM (PQ: performance qualification) : FHE I BIE T 5580, T AT LN
IEEDS, ATINT-UEHFEROHEKICESE, 21RO >BFRMIKEBEELEIZ LR
By - NPT

2.6 BEE=FY /715 h(environmental monitoring program): {EXFTOBREDE(L
FHEINCIEET LIV R O REICEREN R SIL eI T, ROETRIESREL
VOB LY B A AR S e SR E R IR AR O B R TH I L% B I LL
T, BEZER UIRIER R RS ORE 2 ERENSEFEL VIR DD BE
b HFIEI SV TEEEREL, EMTHILE). |
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2.7 %ﬁ@?ﬁ#ﬁl/’\“{lx(cleanhness leveD : fE¥FTOZERDOME S 1m3 M-I EEh DR
£ 0.5pm LA EDRR FEDOBRRGHFMEICL> THELELDEWS. ZL—F A hb7L—FK D
FETOAEBENGRS,

2. 8 ERAIEHE alert level) : T=FV 7RG DI BAEY O FEITMEITIEL THE) 1T L
TRELEET, TAShAMEAL REICEETHERD.

2.9 FIYNAVIr—F (CII chemical indicator) : J&E TREROEIIC, IIZOHBELLTHE
RAEN5bDTH-T, i)iac“%lifikli%%@‘é:k%:J:Dél‘)é{h‘?ﬂﬁﬂ&i%fiﬁ’ﬂfﬂim%ﬂfﬁL’C,
HOEHTD D HNTc— D XITEBROBREER R ZTEH T2 DED.

2. 10 I (calibration) : —ED ST T, EEBRHAVTRIET AT A FICHFREIZBVCH),
LR, R OMHIHZRIC IV RENAESD D VITHRIE CHELNEE E IG5 E/ R E Y
BOBEMOELOFEBEH T 5—EOEBELV). TORERREOHAHELED TR
L.

2. 11 TG A—H(process parameter): TROEBEREHE T HMEE.

2. 12 BEe#PRE M (terminal sterilization) : IRE SN 203 R 888 X LRI BTk
TRITRWTITY, HRRBRE R OMAEY OFERE ERINCRIE IR TERIORIRE LD,
B, 106 SUT OEEMERIEKMESAL 3 ELILDRMFITIBNTIT.

2. 13 2RAM (dummy load or reference load) : B DEM AR TH-HICH R DORHY
IR TR S SRR O .

2. 14 FTTA-BAELEE(flling and closure area): FECA - FAEL TRICBWT, f?%%,. Bk,
FRRMRED, REIURESNAREEERIRTHS. ZOBREICIIHB AR ~D/—Y DOl
BT, Bfrbate. '

2. 15 HEXIR(critical area): HEHR/ERIK (critical processing area) Lb\V). JWE Sz
HREROEM I IO EEE TAESREICBREINIMEFEELTIRESNZRX
SRS, EROWHEL U, AT BRERICI /L — R AIZCRLEE Y5, 2L,
BAIREEE B T 540, B TFUbRESN RS- CEME2ERAL2NILbH5.

2. 16 EEF2—H(critical parameters): KFEHIBW T, BHASNABEE LRIZHEAT
HBNRTGA—FEBIRL, =R I NERINS. '
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2. 17 ﬁ:ﬁ%(Speéiﬁcation):%ﬁfﬂ?ﬁt%*%ﬁ%ﬁft’ﬁ’éﬂ?ﬁéhkig.

2. 18 B EUEE (action level) : JIE %S %%@ﬁl (BERBNBAE THAE I W TN
BISUTEORB) I L TREL-EEBETH- T, ZOHEICELZERIZBWTIEBIZHE
EEITV, AZ\E%CFSD’C%IE%E%%T&%)&%%@%V@.

2. 19 {HFE (disinfection) : Kf5Mi J‘ﬁéb?‘dﬁ'ﬁi%%ﬁéfxlﬂ\ﬂ/i‘f B SR IIRETD
;k

2. 20 W Kigi(clean area): HHH LD EDSNTMAI T B OB AN AR DEEEL ~L D5
WEHL, BMIERR CHEDBFROBIESEON TOBRERZNY. AfREHIIW T, [
W I % T R IR R AR DR O VLT | LRI RN 5 T3,

2,21 ﬂiﬁ_(manufacture)'f’?ﬂ'ﬁﬂ'%ﬂ(ﬂ?”ﬁﬂﬂ]<‘:1/ o )oﬁﬁﬁiﬂBﬁDI, BEEERR
T%%&%&&:&LTETfréifm E%uuo)&u’%é TOEEZND.

2,22 ﬂsﬁaﬁ%(manufactureﬁ;;gﬁz@mm—-ﬁ;—%%ﬁa%%ﬂﬁ%v 3,

2. 23 BRI (processing area): HiZE, T - HEML, FURITRE, 258 B BOYE - 1B, WAH,
AT FCANEE, BAZ<, ESOERRTIRT, ROERATIHIRS.

2. 24 B (product) : FUBH, HREIALE,, Bl R &4 T IR DR,

2. 25 AW RR(oading pattern) :JRE It T AR L OBREEN CTORE, #, &, iBE, 5
BEHZ DWW TRE LA DHE. '

2. 26 REFEERMFEM(DQ: design qualification): §%{f, AT A IIEBEDKE, BHY.
LT ARBTEN THOZLEERLI BT DL,

2. 27 ﬁﬁ"‘ PR R Q: installation qualification) : AT X Xt B LR, T
TAXIE %%{éﬁ‘,ﬁ( BEIT TR +&U;@L¥%®*ﬁ%k%/\@"é~_k%ﬁ BLXE L THZL.

2. 28 ¥ (cleaning): /K, FEHREEHANTRO TREHAVIIERTAERICHEREBEET
R OIEGERETDHIL.
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2. 29 #E3 (dosimeter): 5 X BN WE P ORIRBERIE T 5720 DRI, HEHRICR
KL, IR CHEBRMDH O,

2. 30 HEREI AT A(dosimetry system) :BREE, BIEHSER OFNSIZEET 25 RIE
AW NS AT DO FIRD DR DRUR BERE T DD DV AT A,

2. 31 BEAFi(dose mapping) RSN LT CRISHIME B OBEDHF R U
BERETHIL. '

2. 32 ZDfDOZE R (indirect support areas) : BB BT R &R VEH BEREICRES
NABLEMEEERITIRIED. ;@iﬂa‘&lﬁﬂﬁ’égﬁﬂ, SEE SR PN IR 7B

2. 33 EHEBEXIE (direct support area) : KIS BEB: ISV ET KIB%\ V). 250
BFEEL~UL, 7V—F BEEREEZ7L—F A CTEETES) XL C BERENAS.

2. 34 FYAN w2V —R(dosimetric release): /ST AR 7V —2D—FE CTHEBRIREICZE
TAREFH DR EFRE RO AICE S TR OBE 2R RIEZITIZ L. '

2. 35 SAF /3~ (bioburden) : RE RO FUSHE B S 1 AT T BIAED O L BIR R

AR
2.36 N/fZ]‘ﬁ“/“ﬁ/I//fV“/“b““ﬁ’(Bf biological indicator) : JE TREROEEIC, XILTDHE
BELTHERSNDIBDTH-T, —EDRMHTIZENT, HEORE LRICKIL CBEm DT
PEEIRTHOEN.

2. 37 RIAN Y 7YY —R(parametric release) : BV TNV OEERBERICLS T, Hbd

U EDEHIEH (RTA LA HEE LROEBROBRICE SO TR G OERE L RITEL,

HEAHIEZITHIZ L.

2. 38 /Y7 —vai(validation) : BERT OMWER L NCFIH, TREZOMOBEEER O
REEBOTENIRENORBRE FXDTEERFEL, ThEXXELTDILEED.

2. 39 %&EW(microorgénism):ié@J, e, BE, B, YAV AERRIRTAED THBEN,
AREEHIBWOIMEAR CEFEZE T '

2. 40 EHEBRIEFEIEE /FIEE(SOP: standard operating procedure) : B G D ELES TR (1
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MEEBIRDFIRICET I EThHo UKBERIT b D&, BEDR G ITEMISRD
FIFCETACEDIFD, —RAVRER (BI21E, EBESORME, HEETHEEOERL, N7

—ay, RIEOER LR CBESTE, V70, ADARS) OEMICEL TR0

DXFEENRINICEEND. ’

2. 41 nnE/XT-L\(quahty system) RLEEE NREICEL CRUEFT OB HEE 21T 0
ERES.

2. 42 TaERF YL VT /SAZ(PCD: process challenge device) R TREOMREL M
FTHEDICAVSNARE. FIZiE, BRREENRESERARIAMAT N AV —5F(BI)
RTIANA T —F (COERAL, BARORELRELTER 5.

2. 43 EE& 8 (change control) :GMP# %%14%0:%%3%7’:%5’%%??5;&%11 R

2. 44 A3k 25 b (packaging system) :JRE % O WE B GO BE ML RETHODERE
BEOHa%E.

2. 45 FafnA& &K (saturated steam): % ?rf“ EER OB CEERIBIZH D KAER.

‘2.-46 fR5F(maintenance) : E‘EI’JJ:‘?‘ZD?B0)75§%0)%ﬁéﬂf:&ﬁﬁ%%f:ﬁéi5f£ﬁﬁ§K?ﬁﬁ%"b
f:@ﬂ%ﬁbf:@?‘élk%ﬁ L7 2 COEMEIAN O LIRS 2B EEBOMEEZND.

9. 47 “E#i(sterile) : £ B PR AEMDFEELRNZEENS,

2. A8 EEMARIFAKBE(SAL: sterility assurance level) :EE)72IRHE LRICIVBES -8
i P OBRE DR REFREREZND. 100 TRIND.

2. 49 BHEi(sterilization) : & TORBEDOMAEMZRIRL, XITREL, R 2H0 4L
. BERERENSESFELRNRIBER/DIILE .

2. 50 WA (sterilization cycle) : BRSNIZBE T ¥> /N —NTHEITIGCTER TS
PR, avFaia=r s, WEAEN, BEFIA~ORE, BHEAIORESE) O —HEONHE.

2. 51 BEiH|(sterilizing agent): [RESN=SM T CEBMEZER T+ ORRE LR
MBS GHMEFERHE UTE O AE0R.
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2. 52 EEEIE(aseptic processing) : 4 M J OBk F 2 IV~ VITHEIBIT 572012, 4E
CTAER, B EM, BEREIE O Jﬁ%%%’A‘fibﬁ_fmi“"ﬂdbb‘fﬁﬂﬁliﬁnu TfRDH
nnmﬂ%%wu%@{mmf!%%ﬁk&m\9

2,53 D fED value) MENDEBEEERTET, HRAMEND 0%ERESYE, EFERE
110 IE T ESEDOIZE T DR R SUIBHREZ D, '

2. 54 FofE(Fo value): 7 ADIEEMBIER TH- T, 10°CD z [EEFFSPAEMTONT,
121. 1°C IR B\ l72 INEAEERE (43) TESNA.

2. 55 HEPA 74V #— (Bikfe~ 77 1% —) (high efﬁciency particﬁlate air filter): —
DRESOWRL Fo—EDPHRTHRET B B AR SN BRI TR T AL 2 —% VS,
Ri#R 0.3pm LLEOPRI 7% 72<Et 99. 97%@;ﬂ41?@#&?6:xﬁ%74»§7—%b V.

2. 56 z fii(z value):D ﬁ?ﬁ 10 {%’Eﬂﬁﬁ"—é@%:ﬁ%f;ﬁg.

3. mEVAT A

BRI CRE T D M E K dhi \-H‘Zann’g/ZTAi GMPESE _EE—HGRA) &
U = (BHERROMEETRR S EER) DHEZEHEFL, fﬁ%ﬁﬁfinng‘/RT.ﬁ.@1‘§
S-S, CELAATV, EHR O 57 b DEREE TS,

3.1 REVAF A REREE
3.1.1 &%

BRI LV RG2S T 2 HEFTORE AT AT, #ﬂ%ﬁk’f%ﬁi FlE, L&, RO
130, AHREHT BT BRI mé%tk«@lﬁ/\&{%m%t WL ERFEBEITONWT
LB THIL.

ERMHLZZOREICH BT RIZLODETOEFTHARICL, XELTAZL. BRBHEEIC
FVEEZATOROERTY, WROMAEMIERE BT 50N EREEERELREL, B
EATBIL. |

BB AT AN, B IRE RO T EJ\R ZEARER CORY 75>%§$L71<E%0> FER
ThE, RIEHE- ?’[%‘1"*‘%2:%: SHEBR ORIV AT LT ST TL.

3. 1. 2 A4 . » |

BT RIC XY S R B O BLE 21T BT TS SR D B ME L AT AITHE A
T5. BAKKZ2HIELT, BETE R CIERI A O S ERRE %%w%ﬁ;wﬁmﬁﬁg
OB RHICE B RIET TROGE, V7 —var, XEL, ERERRLOREE
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' E B HEHHETD.

3.1.3 XHEEH , |

W EI ORI R RIS 57, & OIS E HRHARCEE T 23X ELLT, M-
- EERONYF —Sa LT 30E, EEEREFIES (SOP), Mg ERSH, bk
RS - PRALG BB OB, MBI, AFEIRRE, AGE, BNEE, ZEEER
OHMARESE, KERG, BET=FIL/RR, v/ 7y, BFEACLSREREDX
E2ERL, BRLREETAIL.

i, BRBE TRORIEHE, R TROAYF s T, B TR TR B FIE,
B ONRE % OB HFHCAR D FIER SEMC SCEALL, RETHZL. Fiz, BREE TRICHS
RO SRR T B0, YT —vay, TRERTEROWE T BT AEREX
BL, RETHIL.

3.1. 4 nnE}X?‘?X‘/)‘/I‘

BB VAT AMIIARTT I DA N RDIA R, BAEMIER, R l\%//(’éﬁ% BYRBADRS
HEZDEDBTE. YA XA NIEEEREE, =V RhI 75 e, BB L RIS FH

DLW B CFHIITARBYAZ T BA A MY A [EIBED T R OB HIEARDY AT 2 hr— /L DR

H = A N

3. 1. 5 BUSRRBEERERHE
%%E%%@%Ei&f‘ﬁﬁﬁ THRUERM, R OERERE RSB ER O i
MEERT e, T, WRMETFMICESERBORTRIRT 0T T LERETHIL.

3. 1. 6 BUERSTERME :

4R T [ 3 L B DO D R B SR DR TE L, BRE LB RICE b2 MRl 2 E T2 L.
Fe, WAL ESSZRBBER B ORT RRT 0/ 7 AR UREE =Y TERET S
zeE. |

3. 1. 7 FHE NVF—Lar ROIRGEOENRE

8 DI B RIELIBETOTRE MTAIC OV TFRMAYF =2 2805
i ¥, BELEIBREE MY IAL, TREBOEYRE ILEHNRENYF —ar
THRIETHIL. ‘

3. 1. 8 BHIRNRENNYT —vav

TEHARZ2 Y T — L ar OFHEICHE, ﬁ"»(ﬂlE’JA)T—/a/'CU—xM'—Z%’V—x]\‘J‘/I’/
FGESNTRE, FhEZERBLIRIEDOFIRESHAHT L.
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3. 1. 9 #E LDOFARR
BT DI TR E COBRRIARMEZYAZISL TEDBTL.

3.1. 10 Wf# %

SR OBERIEIC VT, A ERFOBERI U ORI BT 0 S MRS
BIL. BT TS T 0N, RATEEORARSELCRET 0L, BERORERRIS, £
DAV TR AL

3.1.11 phEa
SR E R RANERTIY, B REICIATERERS 270, W e Ef T AL,

3. 1. 12 M EIOMAB#R
SRR ST E%&%&iﬁ@ﬁ«@%)\&:ﬁébéﬁbﬁ&%%&:ﬁsl:'cﬁ%%-ﬁ%ﬂﬁ%&ﬁu
VEEE~DOMARMIZIAWAED R CBRYDORHIADZRBET D HREHBLHI L.

3. 1. 13 BMEOERLEMR
BB k—JIZ)fﬂE%E%nn%ﬂizl_Ehﬁ“@ﬁﬁiw@ﬁ%ﬂ%‘%@ﬁj—f)fg&)@ﬁ%%uﬁbé;k Hﬁ!&
E@Eﬁiﬂﬁkﬁﬁé@ﬁﬂﬁ%ﬁ—@fb?éx_k '

3.1. 14 TEEH o -

RN G OEEMICEREL 5 XN ZEOR AR LY B By, BEOEMIC
VT, R R O I NY T — v a CRIER RV b’%ﬁﬁwﬁ‘ék&%h,')xﬂka
AMEESE, FRERIRVIAT 2 ha— % Uiz L CTRERTA—FERELTHIZ L.

3.1. 15 ®E
TR IV Vo2 T8 B THR COMERLE, RIS S A2/

RIEFLCRELEDET 1T M EHEL, EfiT52L. 5, mmq%ﬁ@ﬁ%@z%m
THAVWAETORME EEB BT OV, BE TROBEC SR E s T 255
Tl BEAEHEN, HE0UDEDONIRIEDHFREAFNSERI LB STV TIL, Y%k
Biiz &5, ATEIORIE S M BEaHB 2 AV CRISS N R A O R ~OREE WAL, I
ATHZE. WEOFHELL T, B, MEOKELRCMSESH A BRIREBERE, E
BREHE LS CERHE CIRRT SRR RBRRELTV, MEOF BEHRTEH
ERETOND. BAOKE, BESERSNEAICEO T, FTEOBERRL-L.
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3. 1. 16 "FANIwZYY—2R
PRGAR) 7)) — AR T AEEIE, BEERAIZBRTHIL.

3.2 BEEHEENS

1) EFREERMHEEREL, EREGELEEL, REMEME=FI T2ERTHIL.

9) EFEHERGAERKBROBEREOEZEICOWVWTE, EHRNHINITSNERICERL, REL
TSR R L QWA LR ERTAZL.

3) WERTOFEEBD SAA ST L OEERKER VAN F =T 2 RETHFIRZED
BZE. ‘ -

4) BTN T - N SERE LR T AR 0 T 0 E 5 L.

5) NUF—L gl TCRIELETIREE I 0/ 705 E W THIL.

6) TREBEOEHREIEHHRBANIT —Ta2EMTHIL.

3.3 NUF—vav

BERREEICL A EEERROMEL, BERBREOEE N -y =T LBEFECER
ICEBY 7 =7 ORI EVENZEN 5. BUSREEER T - SIS R SR AT TR N
VF—2ar T, TOEEMGERRICBILMERLT TR, S, FTA LR UEHR
WERLOEETR, MAERROWS RS, RAENEFTORE RECIETRIZITS
EYY A2 % R EANTREEL , 5RO EER (RAE T D LEN DD, THHDEETRO/NYF—
20, SME DR SNAFA B R O it OREERLEIICHEICE D OB ERD
5. | | |
YT var CRIESNOEE T ERRE TRATA-F TRETRLER T IV ER
HRERTHD. EEETFHIBAIL, MBLRD TR ATA—FIT OV TR AT KA
VIMNEERL, DEISCTERBROB AT —v a2 E L, XELLRTIERM20.

3. 4 REGiRSE | | .
g, G, BERBOMNE, BERMEFIREOREL, REEH, VRZ7TEAA D, KOE=
AV T EDFERNS BV AT LR OEES 2T AR REL, %%r’fﬁﬁ‘ﬂ?&%’&élk.

4. BB | |

NIiZ, BB, U RM VY, REHEMRLT - BRI OTERIAZRERDT0D, BB EE 0
WERBEGETIC BT, ADHTEILBEROYAZZAERIRID/2<L, ZHICEST,
NCRET B, FlA s MEORERFRT DB EE THD. Bk Wl WA RS
R OBEICHEET AMAICE, TOEBRITIDICLERELS, ROEROEEARIC
B35 FIEIC >V CRDELEE IMEITHIZ LY, ZOEINRUREN AR T5L.

F7e, WHBEEATAMBICKILC, TOEBOWE, FELRETE, BIREOBRY
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R OHER; - RIRTIRIC BT D8 E I EAT52 L.

4.1 BB OEE B

1) RGP ORESETTETENE, FIESZICEHL, BRI EBITTaoE. 2L

2)

3)

T, TOBITOEPMAHRR VST A28, ZOFIEEL, BB ARESHRED sy
FREHAL BARICEET DL, WEH, A4S F UM ZICRE T T R
FLULAVHINURZ, R OREHERRL T - BB A DI R BHB0 T, PREIRGOEE
R UOHEHROEFENRET ST OBEDOA AL TS BRI 5 UERDS.

BB RA O BE KIE COERICHETIMAIL, YRKIBICB A EEONAR D
WP EIEIC BT A S IS I M 0T AI L, RS CA - E R

W TR Y T AR E OB IRICIE, Dtk IIREREE Tl

WA )2 DB
WAEMTRE T RN D5k

ERFIE

BB o

REEVERRL T - B OFREV RS
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W2, B RAREONMBERENETIATLAEREOBWEZRIRDOLILTND.

| J:aE@J:D&DEﬁ%#BOD¥*$IE&:mbﬁt@énu%ﬁ%ﬁ%@‘ét iz, PREIC DI
5 DR BN, BB FA BB B0 A A S FUATE SN TRES
IR &I CIRESh TWA. —F T, BIERHLLT, KEBORLG D7) SR
KAEULSNTRY, (LB OBEBERIE~O AT, MEBBEROIAIER/METS
BEEEAERICEEREELRS. KAERRAOMECIN T, WEAEOEALRT:
?E&%T%L/U:@n'ﬁ%&fé%mﬂ‘%ﬂ@%ﬁﬁﬂjuﬁb\%Jﬁfﬁiﬁﬁﬁﬁb, A B OAAFA—F LB
ObLEE MR T A LN ERRRE 2 Lr5.

A2, 2 BIERR
1) FTA-BAZERKIRO 2Rk 7O E
TR DB EL U, FEEERFITIZ ISO 5 2035, TTCA-BHEXKIIS L —
FADZER 2T DI L TRESNLRITIITRBAR.
2) FTh BAERROMEYE R
ZORIROMAEY (ZEhEY, REMERED) OT=F) 713, 8. 3 R 2. AEMEE
\ARBBREEE=HV T DEER O 3. iﬂf“f‘&i%@ﬁ@%ﬁ%ﬂ’ﬁ%ﬂ%@& L—F A [Z¥EL
TEMT LA EARLT B, |
2P, fﬁiﬁﬁﬁé%@%——w‘/ﬁ‘%ﬁf FPAREYEY, B OTEY )M&Z)ﬁ%ﬁu;@&m/vﬁz\
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— 7 VHEEICESEHEEICRETHIEL TES.

B FY T CRAEMI RIS NE AT, THEVESR GFEI8) DR B2 R TS, THEVERN
RHSNIZEE, BEOEGIICRT AR BEIHEL, WERRIGEITI L.

3) EHEXEREOZhEEREFOSE 0 '

HAERREDELDBEFEL L, IS0 7 2T bOLL, (EERIRRIELR) 2713
X, WONCRETBIE,

0) EEXERBROMAe DS

CORKBOMEY (ZEHEY, REMSMAEY) DE=FV71, 8. 3 £ 2. MAENER
IARBBEBT=FYL 7 DEEROE 3. BEMEDOTRLETEER)DSL—F B ICHEIL
TEETBIL, , |

2E, BEMANODT=R) P H, FREET, MR OBER) A LRE R0/ A3
—F UHREMICE SERINCRETHILL TES. ,

FE=FY T AP RIS NS AT, THEWEE GFI8) 0B EA R TS, TEERA
RHSNIZSE, BEOEREECT 2R BEHEL, WORRIEEITI L.

5) FeTh-BIRERKIGOEREM:

FCh B EIRN CIEET B R A, WHEICRE T A NA—F LV EBOTDIC, 8
BBV IRE RSN AEER, B, A —S—va—X, B, S—I N, < A0RERTS
ze. |
6 FTA- BRI CEEFERIRICBCHEATSHEPA 70V 5 —DOHAERBRIL,

T2 Ik SR CEMT BT

A2. 3 AFNR—F U DER
D BEETEROASALETR—F13<1 CFU/8l5h% BIEEE 5.
2) BEEZBRIEE, MEVEE CFR) 0B BeHR 5. MAMEARHShSE, £
DR DUV TIRBEIRTIHERR ATV, EEAMEIREEAKYED 106 LA T ChHHZLEMEETD.
3) BHEAMBRONAF =T 0%, AR (13. 2. 1) th, BARERRIT MEEDIR
BERBRIE | ORI R T AT L. _
4) BEHRRONAAFAR—FUNCNWT, By MEICESZIL T HT, 7Y 71313, 1
WNAFIN—F 2 B =ZV U TITHED.
- 5) MR U7 EME R GRIR) OB EIIMERBRIZ, 13. 2. 41259, Xid, L TOFEIRES.
O HEMEAZY— =0 7 RBR : PR LI M S SRR L OB S LT B2 DA
IV—=U T EATS. TR R RS R VT, SERE RS, SElaRER e R
T5. o , ~
SERBRBIRIC DWW, FIIRIRE R E T R R E (BEEERODER 1 DIy
THIRE) (B SR &R0, AL 5. “
© DIERE: OOMBROMER, WMEEHE S EEERE L EOMRMEZ/RLIEE1L, IS0
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11138 eV, BEIRE IHEE D3R EL _ou\f Dﬁ@%{ﬁﬂff@% 7212l BRI
FANSZERNTH I,
- A2. 4 BESHORL B

ASITREN=THATNVIE, =S —FNVERER T LB HRRVE AL, LT 02/
DFLLEEIRIRE G ERATHZL.
) BICSAARSHNAL D —5) e A A—F L R

BI LU T, 3&%, Bacillus subtilis “5230”, ATCC 35021 72X SREHEH VRSN D HikRE
BIRT . '
2) MERIANAAN—T E

BB B BB DI SN BB B % 1\ 5 5 T D, Bacillus subtilis
“5230”, ATCC 35021 13& DTHEMEB A R oSV MBS, MBS Bacillus oleronius
ATCC 700005 L0bTHEMEIMENZ LAFESRL2H35, Bacillus. oleronius % RV CIEE LTRED
WA T~ 2 B EREL Th L. ' o |

A2. 5 NAFaTINAL Vi —5 (BD)
BI i3, Bacillus subtilis “5230”, ATCC 35021 X° Bacillus oleronius ATCC 700005 72 &1
BIETHERAMOEREZERTHTL. '

A3. WHESKHREE
AT a)~dD)DW 0 Fikic k), 80 ERERIEKERRIET HIL.
a) N—TVAINVE
b) A—3—F Lk
¢ BI&AAFA—FTUHHE
d) HRAF =Tk

a) N—TYAINE

F—R—FNT Fu—FO—FETH5. FIHIEE 106 CFU 2H T2/ (A0 INA Dlr—
5% 815 PCD A ULIREEE N CROKE RSB REBL, SR INA D —F

WA TS BRID 2 EORE IR RIL T2 H 1 Th5. 4 —/ N\—3 kA 12 D O
FREFRELTADICKLT, N—T P AINETIE, 14 D~16 D OFFREZRERHEET5. 4]
HEEK 108 CFU 283320 NA D —2DAEFRIERIX, 7 DT 10%, 8 DT 1%L
RBDT, (1 D~8 D)x 2=14 D~16 D &b, N—7V A7)V, z‘—/\—-ﬂwv{ﬁetl:fbr
—ARENCIRE R N R 5.

b) A 8B ,
A= VR D EARRIRE 2 F 1T, ~VATT R (ERHES, EES, RABHRS) O
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BRI B D E B AR I RESE (ISO/TS 11139)1 _3@5;9 e ’@é WD N—F UL RE LR
DIEPMEDHH LA T INAL D —ZIZR LT, 7KL 12 R (SLR) # 52 %
T EMEEREN TWATEEE TH2” (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 5. $72bb, & —ff—ﬁ‘v)l/fftﬁi,_ 106 D
BMELRAEAKYE (SAL) 2R T AIEEML LT 12D OBEFEFRETHHIETHD. FPHE TR
(AR5 BLIZOW TH EBHK TR A1 DISICEDHIL TS,

% A-1. KFERE TRICHET5 BI 05k

s . o s ‘ . KERKEN
Bk EO H 2§ 1R 2B BN
. RVAT A FERIRE
Bacillus Geobacillus Bacillus Geobacillus
TEEE atrophaeus stearothermophilus atrophaeus - |stearothermophilus
- ATCC9372 % ATCC7953 % ATCC9372 % ATCC7953 &
B 1.0 x 108 CFU LA E [ 1.0 x 105 CFU LA E [ 1.0 x 106 CFU LA E | 1.0 X 105 CFU 2L E
2.5 3L L (54°C) . -
D& 1.54 2L E(121°C) |2.547 R LA E(160°C) | 6 4>ELL E(60°C)
12.55 L E(80°C) |
z{f - 6°CLE 20°CELE —
ISO R ISO 11138'1, 2 . ISO 11138-1, 3 ISO 11138-1, 4 ISO 111381, 5

1B ERE BT 2 EEHE (ISO 17665- 1)“C , BLEUT Geobacillus stearothermophilus
BRLTOBH, ZOMBEICI, Clostridium sporogenes X° Bacillus coagulans HI2-RL -

T3, USP<1035> BIOLOGICAL INDICATORS FOR STERILIZATION iZi%, E&E BI
O\ Bacillus subtilis b RENTVWS. F—N—FLEOHE, EABIKIE G
stearothermophilus % ER T A2 L1220, MOBRERELRETIHEICIE, G
stearothermophilus U D Bl KA - CRUERENO O BE LT~ B RO ZMETIM4 E % BI
ELTHERTAZLIC25.

USP<1035>TlX, G. stearothermophilus?® Di21 DEAKAE 7&’ 1.5 43 ﬁaﬁ AEZ 3.0 ofEéE
LT3, BlRIX, Diz1 = 2.0 5D G stearothermophiluszBIX LT 12 SLROBEAEITOE,
2.0x12 = 24 S OPWERHEBIBETHD. BHMMHEZRA5EE, DIEFBIORRDIELY &S
ZEHEL, BT 12 DOWHEEGEZRETILHESLBFHE~OEENBRRIND.

— %, BIREDNEOREREBIFOMN LcXy, FolcksRE TROGEFENFKEL,
HRANT D B = 1 HBOERE 12 loglibSE5F 212 ’Bﬂ“—/*‘—#ﬂ/%ﬁic‘:b’ﬂ\é
(ISO/TS 17665-2) . -
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¢) Bl EARAFA_—F R

NAFNR—F U BIGFREE, — BRI — S —F VG LB R DRL, S AF /N —
FURKODEIREDICBATENTEZEN TEXEBAITRASNS. ZOFIER, BlE/ A3
—FNERR LA DY TCEEEORIEEITILOTHY, HL1UHBIOFR (B, DiE, #E)
B ONRAFNS—F o b Bb &b @y BRI 2 R T E O DEE AL Tk,

ZOFEEL, SAFI—FUnbELNBEGIERE O DIELYS BI O DENEVIEAHITR
&2y, @, LLFORICETE, BARMEZRET .

WERR = Dx log No/ N
D:BI @ D2 fE
N:AEFFAEH(106)
No: FIEIEE

HIHBEEIL, BARAAFTA—F TS TEEETHY, $i°'3/\/fz“/\~—7'/§fc I EDIEHE(R
EZD 3EEMZTHDHDHNT 1 log 72V L 2 log DEBEEF - TbDIT/5. Z—3—F )ik
2R 12 D OBARRITRBDITHL, A/ 3—F & Bl OFFRIENL, 86, 6~7 D DK
BLA.

PAFA—F L EBIOGERE T, A4 AT bBL N b RO THEWER O DIEXYH
BmWDEEHTABIZEE (—RICC sporogenes, B. coagulans, B. subtilis, G.
stearothermophilus&zE ) L, BHENT AL =T LV OEFHEREN 106 LLTIZRDZEE
BT DUENRDD. 12720, A AT E EYREL L TRV RAbHS. /A4 /3—
T DI, Bk OMExE A/ S— T U EEFRR, TSO 11188-1IZ96V, A& MRED D
11757 9y X HF 47 B CBIER (BIEHEEE) &  CRIESh 5. FoL v U+ 5B, 5E
BT ANBEIIRL, FrL P LBIOEBRBD D OELNT AN —T - OEFHERD,
HI& T BSAL (EEMERIEKE) ITEL TWDHIEZREN 5.

BILL T, AAFS=F L ZTHEL, MR HEER) 28 1028, 27Y—=7 BFE Y gl 4
RV \Wﬁ]‘@“&%OD DEX 0.2 53 ThHoTzRELT B, £ZC, EEREOBE T A7/1IZ D{Eﬂ)ﬁﬂB

B3z BI(Diz1 = 0.5) 2 F %LU, 4 log Wb Ok RN %6%71}:#59: WA Foffid
Fopro=4%x Diai=4x0.5=2.0 L725.

Fopro= Diz1x (logroA — logio B) @‘t%%ﬁ/@"ék logio B = logio A — F ro | Diz1 £729),
PIHIE R THD A = 102, /\42]‘/\*—7‘/75“5 Bz Do = 0.2(53) 2R AT5E logio B =
Logio 102 —2/0.2 = —8 X720, B X 108, D%D, /AF/S—F L DELFRERIL 108 LVIRER
BELND, ZORERENE, EHEMEOHRICLETR 106 L FOLVEBRLTNBIETRS.

e, AAAA—FUBLBRER, B BRALGA—FUREET, /S 8—F O
| BR OB O BRI ORR L R I BT DR EDHS. o

d) FERI AL AN —FT
Wt SAF A= TR, BRATEDT LB, A B R BT R DL DR BB ENCK
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DI Bb DR E CHIRDA— S—F Lk, AAAS—F L /BL GHRENER TRV BAI
BRENS. HREY (FMB2E 1) O AT AA—=F o b Bbn-HICdL T, Z7)—=7
7 AR (@I, 80~100CT 10~15 3Db—hrayr&b25) EEMTHILICLY, HbiRy
BWEEERETS. BB DO A3 =T ORIF R, ISO11737-1 ICEWERT 5. #
XESAAN— TR, SAF AT U S BN BLROTHEWEE O A FREEN 106 T
THOILZIERTOITIETHD. ZOFIETIE, Bl OERIIARSBETHS.
BILLT, mAF =T U THRLNTRDIRVTHEWERE O DELIREOBERARK A-1ITRTH
BTl RET . ,
ZDTHEMER D Dioi I, K A-1 535 Dizi= 10°01}1214115 = 0.25(53) &72Y, £ DTHEWERE A
106735 106 TR T DDICHMER Fofiik, LT ORTROBILNTES,
Fo=Dia1x (logioA — logio B) i
ZHORIZ A=108, B=106, Dis1=0.25 ZfXAT5E, Fp=025x (6 + 6) =3.0 L72%.
ZZTHRLN. Fo= 3.0 BNRERMFRED BIZEL25b0OTHY, BHESFHEREL, 2U3HE
REREEML12%, BROBESEERGH (G— AV RRAP) T F 23.0 2+512fizL a2
LERHERURITNIZARLR. BEESN TV AEERR CRBIS NSS4 —F Ui, BRI v
106 X0BIEBANTARL, BIZIZRARDAAFNA—F U HR 102 THAZERTERS 54, 102
A5 106 ETHRBSEOFTERIR Fofiii, 025 x (2 + 6) = 2.0 &720, MEMERIELLT Fo
22.0 ZRBELTBILIRS. |
EERITIE, 108 ADONAZN—F LT —VRRAVMIF YL DL, BRI T AL E.
BHEORR THRAL, BELRIEKETHS 106 ST LT 2RERMEREL, BERIz
175. ZOB, TRISNABR R AAZ/S—FT UKL, BIRELZZE LU -ZLHRBERETS
NERBS. | |
F2, AT R—FETH, NVTF —ar BRI DB SN T UREETV,
JOBIRGUHEOBWENRBOONTB AL, BT —ab BT ERMETHEEELIZ,
T IR LB R ~ OB T B L ER DS, | |
TRB, TRDOMEMFERIRHE, JRbL AT =T O RIELV 2L IR ORBRE
DEMIZ Y-~ TIE, 32455 IS0 11737 LV — X% BRATIBERDS.
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1) ISO 11138-1:2006 Sterilization of health care products — Biological indicators —
Part 1: General requirements .

2) ISO 11138-2:2006 Sterilization of health care prodﬁcts — Biological ihdicators —_
Part 2: Biological indicators for ethylene oxide sterilization processes

3) ISO 11138-3:2006 Sterilization of health care products — Biological indicators —
Part 3: Biological indicators for moist heat sterilization processes

4) ISO 11138-4:2006 Sterilization of health care products — Biological indicators —
Part 4: Biologicél indicators for dry heat sterilization processes

5) ISO 11138-5:2006 Sterilization of health care products — Biological indicators —
Part 5: Biological indicators for low temperature steam and formaldehyde
sterilization processes v

6) ISO/TS 11139:2006 Sterilization of health care products— Vocabulary

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

8) ISO 11737-2:2009 Sterilization of medical devices— Microbiological methods—
Tests of sterility performed in the validation of a sterilization process

9) EEBREERCIIBEEERDLOMEICETLHEE (FK 234 4 A 20 BNTEAFBEIE
FE A R R AR PR e SRR S ) | :

10) BREAYT —ar EUE (PR 23 45 3 A 30 BNTIEERMF 0330 55 5 EEAFBEIE
R R EERIEE - BREE SRR R AN)

11) ISOMIS FUEHEIL ~ VLAY 7B OWHE R OWERE A AR (2011).
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