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1. Fim

AT, EHEEMLICRAIMMOUNEXE R UOCEEERBICRERKBEE TREINI &
BEEELOEFHERIEICETAERNRE L FRCEEETEOHY F AR, EHEEERO
EERTERTAILEBRIETS. : _

AFRE OB, FRIEL CENFIERSELLTRRLCBD THBR, MO BKKE LAY
HEACTELEOXABEHEELEA TS, 228, EERRCERTINHOMSERR CREE
HORBIIHET 8D (FR16ERAEFMHERELTIR) (LLF, IGMPES L)), MM
R bOBMEICLAEREELSML, ARSI ED, UTAEMRBIMTES R o
FFIEICXORLG O SE D FERSNBEAITRB VT, —BICEESHTR T HFEDEAE kDb
DTIERV.

2. HRBEEHXIHHA .
2. 1 iz 2 (operating cycle): B EIHIHIERIZL> TRAEISHZIEFICHE- TEBSNLS
T ADFEERAE D ’

2. 2 WEIEFHASHESEAG(OQ: operational qualification): JBATT Ttk B LI- 2248, 27 A
SN, T EREE CE KL I EE T A2 LR R LSBT B2k,

2.3 xR (endotoxin) : 77 LR E O SMNEERE R T DR L HCTHY, %’%%Y’é‘fﬁ%@i@
DERIREMIEEE AT

2. 4 F—— /L (overkill sterilization) :JRE X BW FIZHEETIHIAAA/3—F 08
B 00 M IR R D IR L1 BIR 2 <, 106 BLF O MR MEREE A HE(SAL: sterility
assurance leveDBHLN DGV TREEITIZL ). BFI, D EA 1.0 LD 141
DHNALDE—EF A, FEEEE 10 0 12 B LS SEHICE LR AR,

2. 5 BEMEREERMEFIE(PQ: performance qualification) : A EIZ B¢ 53R, > AT ALK
IEEE N, ABSNEEFEROEBICE S, 2B O BHRMLEELBA L E TR
L b T5ZL. ‘ '

2. 6 BEEE=4Y /7175 Alenvironmental monitoring program): {EEFTOREDEL
FEANCHE T OIS IV RO REICEREPRRSIEFH L §328, ROEEIREEEL
ANAOEBIZ I EEICEEESMRFESN - BHEEER RO ORERTIZLE BRILL
T, B TR R ORI S O R EE ERENB I L~V BT B I IO E
bW BEEIC OV CEEREEL, BT HILED. '
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2. 7 EROBELHEEL~l(cleanliness level) : {EEFTOZEE O R E % 1md B1-ICE ThAR
£ 0.5pm LA EOBRFE OB REFREICL > THELIZLDEWS, J1L—K A b7V —F D
ETOLEENDIRD.

2. 8 G alert level) : E=5)2 /S EMOK (BN OB B RLEISUTH) KL
THREULEET, PASHAESE R EET5EED. ‘

2.9 FInAH—~Z(ClL: chemical indicator): EE TIREOEHEIZ, IZ0IELLTE
BAEna3b0THo T, BE TRICRETAIEICIVECA L FEN I ENL B LEFIALT,
HOEPLDEDONT— D THEH OB EER D REF M T5LD% ).

2. 10 #iE(calibration): —E DM T T, HREHDIWIFHE L AT A FFICHRIZE VT,
SHERERER, RUMIESRIC IR ENAESAIVITEIE CELNIBEEF IR ST D IE R E
BOLMOELOBEEZREL T2 EOBREL ). TOMEBROHFARBEZED TR
k.

2. 11 TR TA—F(process parameter): TEROEENERZHE T HHEZVD.

2. 12 B EH(terminal sterilization) : JRE SN AW ISR AL A2 XL AL BTk
HEVC U TATV, SRR OMEE D D FER R TE B XUSHEN TR B X7 IR .
B, 106 LU OEE MR HES AL B BELNAEEIZ BV TIT).

2. 13 ZRAMR(dummy load or reference load) : B DIEMATER T H-DICH R DRDY
WZIRE TR IS SN A58 OB L .

2. 14 FTh-BIE<EE(filling and closure area): FTh - BIZ< TRICHT, B2, BB
FRMARED, BEICBEISNOREFERETHD. ZOREIIIRREIZ~D/ S —Y D
HILT, BEftb & e, :

2. 15 BEEKik(critical area): EE#AERIE (critical processing area) EH\V ). JHE SN
HREROCEM T NCINOEEEETIENREICRBESNAMEEELITIREINZK
). ZEROEFEV-VUL, BRATOHESRICEIVZL—FAICLLELT 2. 72720,
REEEREATAEAIE, L PLLBES -G CEMEEEALRNIELH .

2. 16 HE/TA—F(critical parameters): AFEEHIISWTIE, BHSIHHE TRRICHAT
bBHNGA—FEEWRL, T=FV T BERENS.
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2.17 tt’f?ft(speciﬁcation):%i%ﬂfigﬁ??ﬁ%ﬁﬁﬁ‘éﬂgﬁéﬂf:ﬁ%.

2. 18 fEEEME (action level): ITERI B D (RIES B THHB ATV TITA
EELTEOR) KR L TR ELEERE THoT, ZOEICELE BRI BV TIRED I
BEEITV, BEISLTREHBREARELOR).

2.19 Yéw:(dlsmfectlon) xT %4@ WA B LT ED 2 R 2R~V E TS IRETS
&,

2. 20 WK H(clean area) : iU D BT B UM A M AR BIE 1R EEL ~ L (D
WRHEL, BRYIELRR OMAEDEROBIE ARSI TSR, AIEEHIBWTIE, 118
K A TR E 3 R AR BB O VBT ) L AE EMIT->T U5,

2. 21 S (manufacture) : FUEH A48 4 (BT TEREN SV, ) OFIEALINT, GlEhi
TEHBELLTETTBETO, EEROREIESETOMELERNS,

2. 22 BEEF (manufacturer) : BEE T O H D — T ChER T HHREEE .

2. 23 Bk (processing area):i%%, Pl RS, R &, 8RB ouid IR, B,
RO FCAVEE, BAZL, BESEOEREPITIHEIT, ROEREITIBTE.

2. 24 Ba(product) : FUk, EPFEJ R %%%é%%’é@[i%m%‘%

2. 25 ﬁiﬁﬁ/ﬁg(loadmg patt:ern) ﬁ@iuf#?éﬁ%@%%m?ﬁfw%‘“ %K A, BB, )7
mzov \Tﬁﬁbﬁfﬁﬂﬁ/‘\bﬁ‘

2. 26 FREMREEBHEFAG(DQ: design qualification) : 5&{H, AT AXITEEB O, B
LT B RBICE THATLERER LB THIL.

2. 27 BRETRA B HESTMQ: installation qualification) : JE4H1T X33k B L300, =
T AXITEEED, 7%;?3%{1 5] Ex’*uvL&UiL%%@?’Eﬁc‘:%/\Tb_&%ﬁﬁ BLXE LT DL,

2. 28 Phif(cleaning) : 7K, ¥EFI7REE VTR O LERSH B i“élﬁ"éﬁﬂfj WCRERBEET
ﬂ%%?ﬁ)&féﬁé‘%@%’é‘&_&
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2. 29 #EFH(dosimeter): 52 bNT-ME P ORI BEZBE T2 0 DT, BEBRIZE
BL, BIEFRE CERMEDOH LR

2. 30 BERET AT L(dosimetry system): FRES, HIEHIE K CFNSIZEE T 55 RE
MW N AT DOERRFIRD D72 2RI BZRTE T DI DDV AT A,

2. 31 B4 (dose mapping): BAE S L T CHRE S DM D475 B O
B e B L.

2. 32 FOMOZHE XK (ndirect support areas):ﬁi%%@@%%&ﬁ%ﬁﬁfﬁiﬁbl%ﬁﬁé
NBEEFER TR A VY. BUEIZEA 5858, EBS2RE T ARBEN SRS,

2. 33 EEEXEXIL (direct support area): BEEE RISk B UI RV E T iz V5. 2250
HEEL~UL, JL—R BEEREEZ/L—K A TEHRTES) UL CHAEHASINS.

2. 34 FYAN» 7YY —A(dosimetric release): /3T AN 7YY — 2D —FE THETHRIRE IZR
TR EFTOBREFRE RO I E SO TG O ME AR UHFPHEERITHIZE.

2.35 f*‘/fﬂ‘/*‘“’f‘/(bioburden):ﬁi%ﬁﬁ@ﬁﬂ&(ﬁ%ﬁ%Kﬁ??‘i’%’)?&*x‘“%@ﬁkﬁéiﬁ%

-

AR

2. 36 NAFaTAnNATr—%BI: biological indicator): E TIREDEIIZ, T F D
BELTHEASNObDTH-T, —EDRMTITBNT, FEDRKE LRI L TEEM O
TR THDEND. :

2. 37 NIAN 7YY —R(parametric release) : 85V 7NV DEE G RiC LS T, HbHd>
U ED T HIE B (T AN L AEE TRO GO BT E SO TR R OEEERIEL,
HFTHEZRITHIZ L.

2. 38 NUF —var(validation) : BUEFT ORISR CNZFNE, TRAFOMOBEEBE
EEBROFIENFINAERE 5 XDIEHRIIL, ThEXELTRIEEN.

2. 39 AW (microorganism) : I, HIE, EE, JBHR, VANV RELRHETILD THAN,
FIEEHC BV TIMER CEEZET.

2. 40 B¥ERIEFEE,FIRESOP: standard operating procedure) : B GO RIEE B K Y
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S EEBIRDFIRCE TN E Tho TARBEZ T bR ). 4%&@%% BXTERICERD
FINEIZBET DX EDITH, —BAIRER (FIXIL, %ﬁ‘%@%&{/ﬁ,ﬁ%féﬂﬁvﬁﬁ{b, RyF
—Yav, REOESLROBREER, o7V, BEARS) OEBCEL TERT2720
DXEENTIUTEEND.

2. 41 BB AT A(quality system): BIE R E N FEIC L CRIEFTO G HER 27700 o
EREV. ' '

2. 42 TaEAF XL VT NAA(PCD: process challenge device) : 3B TR2OMERERFTM
TOEDILAVONLAE. fIZIE, BRREFRE ARSI N AP —4 (BI)
*?3’7\73/1//(///7“—57(01) AL, BROBH LR HERT5.

2. 43 ”Iﬁ%ﬁ@(change conu'ol):GMP%\%%14%4:iﬁiéhf:%3’%%’f5ié%b ).

2. 44 EJ, 27 A (packaging system) ﬁ%ﬁ?ﬁ@ﬁ%@cﬁ:®%%ﬁ%{%§?‘ét&b® BB
BEOWaE.

2. 45 #aFIZE S (saturated steam) : BEEEIETE ORI CRARREEIZHBAIES.

2. 46 %#(mamtenance) HRYEd 6%@ﬁ>fﬁ)§£«kéﬂtﬁ %%tﬁéi?iﬁ«b&% WCHERFL
TEVEE LT AR ER U2 TOHEI RO E AU RET A F HIRBI OS2V,

2. 47 fEH(sterile) : B W RER AN M IFIEL R NI EE V).

2. 48 MEHHERAEAYEGAL: sterility assurance level) S8 YIAIAE TA2IC KOS NI
B OB ORRAETERERS. 100 THRENS.

2.49 ﬁ%(éterilization)‘éf@@iﬁ@ﬁﬁ(i%%%‘ﬁb, MIEBREL, ®EgETARYoRITAE
RN L FEURWIREERBAZEE ).

2. 50 BRE VA7V (sterilization cycle) : 58 FASNTIRE T ¥ /N — N THEITGUTER TS
PR, avT a=ry, WEAEA, BEAI~ORE, BREFIDOBRERENDRDH—EO N,

2. 51 iﬁ%ﬁﬂ(stemhzmg agent): ﬁﬁméﬂfor@?fﬂf% A ERT D15 \73:’( Bl o)
WU E U DR HEDE. |
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2. 52 HEE#E(aseptic processing) : WA K ORI T2 FF AL ~UZHIET 272012, 6
THER, FE R OGN, BERBET B EZETELUIBE TIBWTERERMRITHRIE
SDERE T TATDMOIEEEITHITER V).

2. 53 D D value) : AWM DOIREZFTIET, HEREDHD 0% EILHRSIE, £FERE
110 IR T E 2D E 3 A0 U R EE V).

2. 54 Fofl(Fo value): 7' mEROMAEMBIELETH-> T, 10°CD z [EZFOWMAEMITOWNT,
121.1°C DR EE &2 MBS (49) TRENS.

2. 55 HEPA 740 &— (FEtEgE=T 7 /L% —) (high efficiency particulate air filter): —E
DRESOWRLFE2 —EDNETHRET HTLE B OISR SN BRL FBRT 4L F —% 1,
RIFE 0.3pm LL_EDOHh-F% 40 72<ES 99.97% DR TR TAZERB TN Z—%1),

2. 56 zfE(zvalue):D {ED 10 L4 DD HERIRE.

3. @mEIAT L

B PR R I T A ERRIRD RE VAT AL, GMPE S E I EE—H (BRI &
O =8 (EEEELOMEEAR CREEE) ORELMFL, HRENRBEL AT LOH
HRESZ, SCBLEATV, ERRUMERT 5720 D EREETHS.

3. 1 MEI AT A—RERETE
3.1.1 &%

BT TR T LB B B B BT 00 ST AT ANTIY, SRR, FIE, TR, WERO
(0, AFEEFTHE T AR R B TR D B~ DB A SR T BT I R EREEIT T
bt THIL. :

W R SDRECEERRIZLIHETOEEZIRICL, XBILTAIL. BEHREEI
OB RATH B AT, B OB TS ek BT 570 s M B B EEER B R L, EIC
EAT AL,

B AT A, REEEREOR RS IIEREE COREBBELLEEORHES R
T, RIFHE  FIHHE L L B% ORI AT A5 AT L.

3.1. 2 HAgEE

B TR T D T [ 3 0 B AT S B BT CO B 2T B D B BB S AT AT
+5. BAROZRAIELT, BEEE R QRN R0 BERREE, RS TR RS TE
HIOBR REIC B RIET TROSE, AT —ay, T, BEEELE ORGSR
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R BRI,

3.1. 3 JEFH

WREER SO MEMELRIET 5720, RUAHHEFRMAEIBIET 5 XELLT, W1
EH EESEONYF — 3BT 5 I0E, BHEREFIRE (SOP), WS EEHH, ik
T - PR - BB ORI, ML (7 UMY, ATEREE, BEE, BREE, SEEER
UHMARE SR, HIETR, BEToSVLIR88R, n/7 vy, BFEEICIAHGREDX
ERERL, EHLREETHIL. '

BT, B TIROBRHEHE, WE TROAYF — o FiE, i TR TRE B TE,
R OB 0 BB IR D RIER SIS SCBLL, BT BIL. T, B BE TRITES
BREDBBMEIER T 700, NUVF —ay, TREBHER RS TRICE S s ERs 1T
Z(L, RETHIL.

3.1. 4 REVRI<FT A b ,

BEAT DZYRS 7 RO M RYIAS., WAEmEY, T NN 75, BYIRBADRS
LEZDE®D BT L. VAR A NIERVEREE, TR 05, BRI B RIETHIE
DHHT R OFHBIARBY AT w AR WY AS ERED T B DB SIEARBY A7 2 ha— LD
HEETIL. |

3.1.5 %%":E“‘{t? AR PEREALG
AT S i SRS R C B 9B UG RR A, e UM N B 3 2 B B (i 0 T A 13T
&= DL, E7z, BHAERFARI CHASERBORT BRI 0T IR RET B

3. 1. 6 BUSIRELEEAERIMN : ,

RREELMERBORRERMOREL, RELBREC b B IETMZ ERE 528,
HTe, W E O ZREERBORT AR T 0 s TR CBREE =4 I ERETS
k. ' ‘

3.1.7 ?'@UB’J/\JT»—/a/&UI&%f_ﬂi@E%BBﬁ ;

WROEHE I EELRIELIZECOTEREUITSI LOU\’C%@UE’}/\)T gl a&;‘z)
Tl Eh, RELEIRER 0S5 AT, TRE f_ﬂi@ﬁ:’ﬁﬁagﬁjliﬁg%’]fiﬁz\)?“ Tav
- THEETBIL. '

3. 1. 8 BB ANYT —ay

EHRRBE )T —2 3O EICIL, FRIBANYF — /a/TU*XI\&b—X’?U-—X}\“ﬁ/f/
MMEESNIBE, FNEEE LRI [ExE iz e,
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3. 1. 9 BE LD
BRI ORE TR T CORRFEREZIAZIIGCTEDDHIL.

3.1.10 H#RF-HE

FENRUBEREIC VT, SELFOBEEISC OFRLEEOT 1/ F02RET
Bk WEISOIINT, BAMMEEORELZBLCRETIIL. BEEOREREND, T
DAESHEC SV TIRT DT .

3.1.11 BhEe ;
R ERRBERTY, BAICIDIEREN L5720, B REBE T 52 L.

3. 1. 12 JE#FElO#k ABhHR
JER Sk oD 4 T R 3R L B K~ D A B b AR e LB S U OIS - IR E FIEE R EL,
VEEE DA RICLIWED R R OFHIARF BT HFREHLDHIL.

3. 1. 13 IRB DR LBk .
TRBIC L DME EERIOE IR~ DA DORFLIALZ BT 572D DHF REHELHTL. B
BOEKRFIRLIBROBMREARELTHIL. ’

3.1. 14 EHEH :
%Eﬁiﬁ%ﬁ@?@ﬁmcﬁ%ﬁ%ﬁim\:&@ﬂ%é@mm%‘:ﬁm@:f%:k. EHEDOERIZE
WTCH, BRI R O I F — 2 a TRIBEN R WI LR T2 LEbIT, VAT R

P

AUMTEEDE, WRER ROYAZ b — )V E L ECTRRSTA—FERELATIZL.

3.1. 15 ®IE

M ERBIC BT EE-CRIE TR CORERER, BRI T A 2281,
BRERMCHERZEDE 70y I 0EMEL, EMTHIL. B0, AIEEHEE ORKIRE TR
TRWAETORM EE - oW, BELROBMIChH-T-RIET0s Shk 545
Zk BEREHRD, O U ED SN EOHF AN DRI LB TE, Y%k
BB, BIE O ELEIC Y %585 AV TSN R 0O BB ~OF B AL, HE
BTHZE. WEOFELL L, Fl2IE, FTEORENBICEES N R Es 5L 8%, F
EEHRE Lo THBREHR TR T SIS ICRARBRE LT, EOH EATRT5H
ERFTOND. AEOKE, BREMHRINEAIEV L, FIEORBEZRDZL.
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3. 1..16 73T AN wZYY—2R
PG AN IV —RE AT AEAICIE, 2EBHALESRTAIL.

3.2 AREHRM | \ :

) EFEERLLEKET, CRERELEEL, BEMENTAL S ERT AL

9) EEEERMEFKEOERE NEEIC OV TIE, EHNH L ERICEL,
T RS TR R L OV B LR TR Bk, |

3 BWERIOPRIRGAD A/ S—F L DEEKER O A/ — 7 h T B FIREED
B |

0 RGN F L e A ESERE USRS AR T RS A ET AL

5) NUF—lar CRIELEZIREE n/ I 0E T8,

6 TREROEHBEELEMNRE T — o b BT,

EL

o

3.3 N5 —igy .

BRI LA EEERR O SEL, WSR2 O — Ry =7 LR EFECEE
(2EBY T T =T ORI IV S5, RS TR ELEAS M ETAL - BUESR ERS ESTAT & TR
VF—a Tk, FOEELEERRICBITARELT TR, A8, BTA B RUERE
WEREOBEE TR, MEEREOHEREMHR, 4 ENEROME- BECMETRICBITS
B A7 ERVENIARTEL, 15D EREE R AL ERDS. TNbNBEETROAYF —
20, SN B SN D FRTEL R UV DBk P ORI RED B O IS E D B LD
. | | |
RYF = a CHRIES NI BIE Pl TR STA—F TG TRPEETAIENER
HIRER ThD. BEEITIBAITIL, RBRLRD TR TA—FITOWTRIEMIZY RS < R IR
UINEERL, BB TERROR AT —sa 2EML, TELLRT RS,

3. 4 fmrvtiE
g, B, BERBORE, EEREFIEEOREL, BFEH, VAITEAAN, RES
BV T EEDRE B é‘ngyx?A&zﬁiﬁgi‘S_VX?A%ﬁEp, P TS| N g i L N

4. WEE _ ' ’

NEE, B2, RN, R T S OVEYRY AV IRLTR BT, BACIRE A D
BUEITRBEHEFNIC B Th, ADATEIRIDIEROY RS ETHRR D724, Thick-T,
MNRET BB, FBELRDREDRELRT LN EETHS. BB RANRD
B G OBEIREF T BRI, TOEBEITIDIBEREXS, ROEROEENEIC
B B FIEIC OV TRDBELEEIIREITOZLICLY, ZOEINR AR TH2L.
¥k, BEEEERTOMBICHLT, TOEBOMRE, BIELRIELE, BEBIRBOBRS
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ERUHER - R T IRIC BT 28F IS EITOZ L.

4. 1 BB OZEE IR

D

2)

3)

B (2 P OB B AR <2 T, FIRBICERL, TER e R B L, 2L
T, TORBITOENMEEHERROTET 5L, ZOFIEEIL, ThB A RS RIED o
FREFIEE BRI AL, BT, S A F AR E TR E BT R
XTSI RS, B OARAEERRLT - BIRADIAZRHHDT, FRMREOEHE
RUSBHDOERENRET DT OBEON ANCHL I+ EET2LERH.
B A PR B 00 BN I C ORI HEE T AIEIT, MK BT AIEEDONER
HSFETE I BT A EE PR R M E LRI AL, MR LR TA <R
B TR ST AMEOHEIEIIL, D7 EbkDEIEB 2 ETere.

o AR BRERO

o PAEMZERERT BTN L D

« FERFIE

o WEOWARE

o RIEVEMEIT - BIIOFREI A

o RE, HERUREKIROER - HE

o URBUHIOWELMAMTERICIOEE

o BEEICRT M

o T BBAIRE O IR R A

o SRS EEOMELIEE, BIENIE

o BEOESREETER R ORAIO A —F E

o JREEE LIS OB RO SRR R RS - SR

THEDEEIL, TELSN I E SV TERT 2L,

ﬁ%ﬂﬁ%%ﬁﬂ@z’khEﬁf@f’ﬁ%kﬁé%ff%ﬁ%&%@E?&ﬁ@k‘:bf %«&MT@%

EAHBEIRT L.

. BECHBOREE BRLTBAERE, A, (LIETEIETS. B, BHT I
FV—HITE A LRI

o WA, FIEBICHLFIEZEFL, B EEIAIORNLT TA - BEETORIE
DIEYER/NETHEATETHIL.

o EREOME, TUREREEELRD, B, KR OEREORTICRLER Sz L2
AN ‘

© BMBERAOWEPOITA - LR R THARIL, THERRYS
g N

o JU—F A/B KENEETHHA, FAIEL CEEREEIC L EEERR oS
(BT BRSO B HEL BT L, |
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4)
5)

6)

7).

EEIRT, ERTHEBEXEL, HEDRLTMT L. ,
LR DR IEZLTIMEL, LROEFINGEELZ T, TOVELITHETHEBEICD
WTREZEITAIL. £TOEB IOV TORERETLTOARVWIEER, 20ORTLE
HENRIE U EERNANTF R ENSbDThHEZ L.
BB RAIDOTRN LT TA - BIEL DRI, Bidhd\ LR % OASENES, R
ENBKIRIZ— B HADTALERHBMOME (BEE, QAIQC BRE, Rren
FEED)IL, ERFIER S ZEIR COTEICSOWTOEEALLT, Aidid )IHEIZ
SNTHE IEEZTHIL.
BAEERHIORRN ST TA - BIESETOREE, BilhoV LIRE % O SN EE,
BESND R A~DAEBHR LR EE, UUKIRICAESEROIL. ThEDENR,
MR OB L uw%omeo\i@zgz@mam Y KO EREAEOTF L
ZBIL. T, ThBOBENSHKESIC AZLCOBEIE, AEEHE S OB M XIR
5Tk :
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HE=F) T THAEDR S 5E1E, THEWER GEIE) O& R TR 5. THEWEEAS
BHESNIBE, MEOEEECET AR BEHEL, WS E2ITIZE.
5) FTA-BERSOEREM

FETA BAEKEBRANTHEET RS, FHEEICRE T \AE TV EBDOT-DIZ,
NCHEEHDVIHEBESINEER, H, —"—a—X, FH{, TN, w205 E BT
z.
6) FTh-HEKRMEL VB SRRSO TEATSHEPA 745~ OHEEREIL,

B2k B CEMT BT |

A2. 3 NAFNR—F L DEH
) BERREO A4 —F 3 <1 CFU/ 5% BEEL 5.
2) BRMEZBASE, MPVWEE GHL) 0F B2HRT5. MRAEEIRHSNES, *
DI OWTERBEETUMERBREITY, EEMERIIKHEN 100 LL T THAZLEHERRT5.
3) BEETEEONAF =T 0L, FEHFER (13, 2. 1), BRI 3L m R
EERBRE | OMITF KM EIC LA L.
Q) BENEGRD A A S—F AT, 0y MEIE=FY T E2ITY, 7Y/ 1318, 1
AT U ZYTIHED.
5) R THEMER CGEIR) OREIFIERBIT, 13, 2. 412685, XL, BIFOFEICLS.
® mfﬁﬁ'&xva:‘/ﬁ‘?ﬁtﬁ:ﬁ%ﬁ%ﬁ?&%ﬁk@Hjéhf:%ﬁ@k@ﬁﬁﬁ%%bb@f%f:&)@x ‘
V== 7 %ATH. WY IR AR R VT, FREBEASYE, FRRBRE T
ERAY
FFIASRBTRIC OV T, FIZIRREIRE XUI R R E RERERODED 1 40y
THIRE) BT 2EHGEL %R, THEVEEZFERRT 5.
@ DIEAIE: OORBROMER, MEEENBRERER D OB RLU-HBA1E, ISO
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11138 1ZHEWy, WENRE UFEBEDSREILSWT, DIERRIET 2. 2L, BEHIT
AANS 2 FNTHIV. ;
A2. 4 BEESEHORESL _ ,
ABITTRFAN—T P A2V, A S VR BT LRI MBI, B F02fEiR
DB AR T BT L.
D BIONAFGOINALTr—8) XA —F P
BI &LTH, &4, Bacillus subtilis “5230", ATCC 35021 72 EIEESMER AHOBERE
BIRT5.
2 HRALFNS—T YR
WRE YO MEREN SRS R E+ B\ 3 H ¥ Th3. Bacillus subtilis
“52307, ATCC 35021 1ZE DIHEMERE R ROMNSRVEAIZIX, BB Bacillus oleronius
ATCC 700005 X0HTHEAEIMENZ L2 TR L7235, Bacillus oleronius % FiVCIRE TIRD
AN T — gl R ERLUTH IV,

A2. 5 NAFalhArPr—E (BI)
Bl 3, Bacillus subtilis “5230", ATCC 85021 X2 Bacillus o]erozzzus ATCC 700005 7R E
EIETUER A M OERE EIRTAZ L.

A3. BEFMREHE
LT a)~DDW o JFikicky, %%5%0)4311;@ W&ﬂﬂﬁ%é}{%&'é‘éyk
a) N—TV AUk
b) A N—F Lk
©) BI b =T R
d) A F ST Uk

a) N—TV AT

F e N—F LT T O—F O —FEThB. FIHEE 108 CFU 2F 753140 A —
5% B> PCD W ULIREE BN TROBE HEBITICREL, A4 aP b D —4
PECTERT DI 2 (5 ORMAIREI R B HIEThB. 4 — \—% A 12 DO
FRERBLTAOICKLT, N—T P AINETIL, 14 D~16 D ORREIZRENHET5. 7]
B 108 CFU 24 T2/ MA0IBNALDr—FOEBERESIT, 7T DT 10%, 8 DT 1%
RBDT, (TD~8D)x 2=14 D~16 D&725. /\~—74M&M£ci = LRE R LT
1301 J@Uﬁﬁﬁ%&%@“é

b) A——F )Lk
A S REOERRIREZ TN, VAT T B (ERRHES, ERE, A BT O
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PEIZ B D ERARE FFEE ISO/MTS 11139 12H DI, "HE DS AF N \—F L ERI%LL E
DIEFHED BB AAA R INAL D —ZZFHUT, D7 et 12 3FhaxtEisid (SLR) 25 2.5
ZEDFEASN TUWSHE LR (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) TH5. Fiebb, A= 3—FELT, 100 D
BEMEIREEKHE (SAL) TR TORESMLL T 12D OREZ R ETIHIETHS. FHELE
(ZEAYD BLICOWTHEERRAE TR A1 DISIZEDLN TN S.

= A1 BTERE TRICER T Bl 0K

. L . i CERBERRT
BEE BEO F Ak BEEE BTEAE o
TNV LT T eRIRE
Bacillus Geobacillus Bacillus Geobacillus
FelEE atrophaeus stearothermophilus atrophaeus stearothermophilus
- ATCC9372 % ATCC7953 & ATCC9372 % ATCCT7953 &
E 1.0 % 106 CFU LAk | 1.0 x 105 CFU LAk | 1.0 x 108 CFU LAk | 1.0 x 105 CFU LAk
) 5 53 EILL B (54°C) . . . , .
DiE 1543 LA £ (121°C) |2.645FILL L (160°C) | 6 43fELL L (60°C)
12. 54rFMLAE(B0°C) |
21E — 6°CLLE 20°CLL L —
1SO ##& ISO 11138-1, 2 ISO 11138-1, 8 ISO 111381, 4 ISO 11138-1, 5

BB I BE 9 AEBESH (ISO 17665-1) TiX, BI LT Geobacillus stearo&er@oph]us
ZIRLTWDY, EOMBEEFEILIL, Clostridium sporogenes <° Bacillus coagulans H32R1L
TW5. USP<1035> BIOLOGICAL INDICATORS FOR STERILIZATION {21, ki€ BI
DI Bacillus subtilis bRSN TN, F— =% LEOHE, ERNBILE G
stearothermophilus ZER T HZLIC220, MOBEFH %R ETAEA i, G
stearothermophilus S0 Bl 0K+ 08 e SR BN Do BE L 7= S RO BMEHE B % BI
ELTHEAT I LTz,

USP<1035>C X, G. stearothermophilus® Dio1 DEAKAEZ 1.5 25318, B KER 3.0 /5L
LT3, BlZIE, Dizi = 2.0 5D G stearothermophilus@BI¢ LT 12 SLROEEZTTHE,
2.0x12 = 24 Sy OWEIEHBILETHS. EREEHVEE, DESBIOFRIELYEIRD
ZEHEL, BHIC 12 DOBESHERE T 5 LR B~ DOEENEASNS.

— 75, R EDNETOREREFFTOR LI2XD, M Itk slETEROFEFENREEL,
BRI D [ = 1 HEOEEE 12 logib S5 E 212 HA— N RLL TS
(ISO/TS 17665-2).
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c) Bl &AAF A —F iR

NAFN=FUBIFFFRIEIL, —RRICH —/ S —F Lk IVBATE B2, Mt A A 73—
TARL VBB ED I RATE T AL TEHG A ITEASND. ZOFEIL, BlE SA43
— T AEERAE DY TEREEORIEZITOLOTHY, HE1LHBINEH (&%, DIE, &)
KOS A 73‘/\*-7/75%2%%%7‘:%% EWEMETEZ R T E O DIEE R L TRL.

CZOFEL, N AT ULEDNBER RO DIEXYE Bl O DESEH VLR
&720, B, LTFORICE- %, BEFMERETS.
WEKHE = Dxlog No/ N
D:BI ® Dy &
N: TR B (109)
No: FIHIE K

PEIEEIY, Bk A A= TR T BRI T, TR A —F T Z O
ZD 3EEMATBDHBNL 1 log 2L 2 log DRIBEFFT-RTbDIT/RD. A —r3—F )Lk
M 12 D OBBHRIRBDIHL, 213/ —F 1L Bl Ot BEIL, @1, 6~7 DOBAT
BED. ‘

NAFIS—F L EBIDPERME TR, A4 SA—F U bEBs 7 b RO THEWEE O DIEL DY
BVWDEEE T 3BI%®E (—RIZ C sporogenes, B. coagulans B. subtilis, G.
stearothermophilusz{# ) L, EHEINTZ/ A A /—F U DAETFRHEERN 106 LLFICq5I8%
BT BBENRDD. 1L, SAAN—F U H R IS L TRV BB A bH S, AAF A —
FUDF L, %IRRT A AT L LR, ISO 111381 1286V, A7 dhigiEdh 51

X770 a2 T 47 TBIER (BIFHI4E ) # AW CTHIESNS. F¥L U4 3BlLE, 38
W DR, FXL o P LEBIOBE BT DL R/BONT A~ F L D TEREER DS,
H& T DSAL (ERMEIRFEKIE) ITEL TWAZEAFER T 2.

FILLT, /SAA =T LR REL, PIHIEE GEEE) 2 102 &, 27Y—=7Lb %f\oﬂ’bﬁ.%
BIOTHEMEE D DIED 0.2 5 Thole LRELT 5. 22T, EROWEYF A2 M DIEOHS
372 Bl (D121 = 0.5) & F %LU, 4 log mwwa«*%m%enu#& 1%(354’/.}%5’3 Folirx
Fobro=4xX Diai=4x05=2.0 k725,

Fosro= Diaix (logioA — logio B) DRELE DL logio B =logio A — Fo pro [Dia1 L7329,
MBI THD A = 102, "AF AT UhbBoN D = 0.2(43) AT 5L logio B =
Logi0102 —2/0.2 = —8 &72Y, B1X 108, 0FY, NAFN—F U DAETFRHERIT 108 LU \DFE R
BHEOND. ZOFERND, EEEOREMRITNEER 106 LT O~ VEHRRELTNAI LIRS,

e, SAAN—FUBLPHRAEE, BERAEA—FURERIT, AAFA—F LD
5 B ONHEVE B O BRI DRESE %ﬁésﬁéﬁ IZEMETAMERDD.

d) I SAFNN—F iR ;
BRI ANAAN—TFT RN, BARENT LR, A ENR ;cﬁwiﬁé%)@%* yad ALt
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WEFT DDl TRIROA —/—F )ik, NSAF—F Bl HFREREA TERWESIC
FREND. #HEEY (FAHEEET) ONRNA A R—=F o nbELNEEICHLT, RZ)—=F
T AR GES, 80~100°CT 10~15 5Dt —bravra 52 ) 2EETH2L12LD, BbHiRav
- BVEEERE TS, BRSO AAE =T U OEIRITER, ISO11737-1 ICHEWERET5. #
KERAFN—=F AR, SAFAN=FT OB LNTZ R BB THEWEE O ETFREED 106 LIF
ThBI LA AEETHS. TOFETE, Bl OfE I RLETHS.

FELT, NAZF =T TRONIRGEWTHEAEE O DELEEOBIRAE A- 1R T
BlZpo T2 HRET .

Z OB D Dizy (13, B A1 535 Diar = 10001214115 = 0.25(4) 720, EOMHEER 2
108 235 106 ECHATADICHE: Folliik, UL FORTROHIENTES,

Fo=Di21x (logiod — logio B) ,

ZORIZ A=108, B= 106, Diznn=0.25 X AT3L, Fo=025% (6 + 6) =3.0 L7425,
TITEBN Fo= 3.0 BNRERMERED BEMERDLOTHY, WEELEEZHREL, 2U2E
REEFERLZE, BOBESEERE (35— APRAN) T Fo 23.0 2SI/l T0nAD
EERFERURTERGR V., BEIN TWOAREERR CRBEISNA A4 —F 03, EEICI
108 Z0DH1E BN, BIZIER KD /S3AZ /S —F D 102 THAZEMBFER SN EE, 102
Hob 106 £ CIIRSEAFERIE FolEiE, 0.25 x (2 + 6) = 2.0 2720, EEHERIILLT F
=20 ZUELTBILIARS.

FERRIZIE, 108 HO/NNAFNR—F U %a— VRRAVMIF YL DL, BRI T A2 4T
EHEOREBR THERL, EFEERIEKETHD 106 UITET2HERMZREL, EE{RIrL
119, 2O, FRISNDRARAAZ N =T UL, BIREEEZ BB L BB ERETD
BERDS. :

Fio, NAFN—F AT, NUT —2al BblRN DB AN —FURERITV,
FOBRFUEDRVEIRO LN B AL, BT —al BTN LETHIEELIT,
T I L2 R~ DR B Tl T AL ERHH.

2B, TNBOBERERTHE, T2 b A AT D BB L DI B O R s
DEMIZ Y725 T, 525495 IS0 11737 LV —R&EATALERHS.
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KA1 DIECREEDBR
BELH |
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 products — Biological indicators —
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: Biological indicators for dry heat sterilization processes
5) ISO 11138-,512006 Sterilization of health care products — Biological indicators —
Part 5° Biological indicators for low temperature steam - and formaldehyde
sterilization processes A ' o
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 microorganisms on products
8) ISO 11737-2:2009 Sterilization of medical devices— Microbiological methods—
Tests of éterﬂity performed in the validation of a sterilization process ,
9)  EERVEEIC LA EE EEROMEICBET AR (PR 234E 4 A 20 AT EASBEE
IR A O R AR R R IR SR AR ) '
10) BE/NVT —Ta E¥E Pk 23 42 3 A 30 B FHTEEEERRYE 0330 5 5 BEAFHEE
S A B B A - R B R 1 )
11) TSOMTIS HHHEHL ~ LAy 7 BB OME R ORI B ASHIHS (2011).
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