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BR L OB F R S ERER O 72 D OFRRBIEE AT 5RF%8) MET L,
e HRET SN2 2 L b, WETHRA RV LET, ¥B05E L LTH
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B3 O FH) S ERER D7D OB HRBRIEE AT 5058
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1. Fim

AIEEHT, MR IR O RIS ER & O F AR BRI A clRE S o
2 38 O BETE M ARFEIZ B 2 EEAR M 728 X 7 e OBUEE B OBHY 2R, JEHE EIE O &
BEMRTHIEE HINET 5.

AR OFET, FAIEL THEHFIZ S SREL TR LI O THEA, o & AN
W CTELLDILHFIHEL G A TND. 7235, RIS L OEIEHI L ORGEE B OEE
O REHEIZEIT 580 CERL6EEATBETHL795) (LT, TGMPATIEW)), HiiilX
JRDHOIEREI LD ERFHELSME, AFREERIZELL Lo, T A BRI LS tho
TR IR O SWE DHER SN DB AT TE, —BICAIEFNIR T koM E2 RO 58
DTIE72.

2

2. REEERUIHHA
2. 1 Ee&EY 17V (operating cycle) : H B filfHIEEE (C Lo THBI SNZIEFFIZE > TEIES LD
T atADSERILA AR,

2. 2 EERFREAIEFL(0OQ: operational qualification) : JE17 Xk B L7-7%1i, v AT A
SUTEEED, THILEEEEE CEXU-IEE 52 b e s L sCE (LT 52 L.

2. 3 =UFRRF¥ v (endotoxin) : 7T LR VER DAMEZHERL T AV RZIETHY, BEGEMEAZ T
DL MR E R T 5.

2.4 F—_—F LR HE (overkill sterilization): JE IR FIZHEET DA 3—F -0k
HABE OO Y 5% IR B 1 k9 23 HT M S 13 BIAR722<, 106 LU F O MEE MR FE K HE(SAL: sterility
assurance leveD) 3MFHAILL R B W TREEITHZEZ V). @, DE2 1.0 L ED 14 m
DHNA LDl —5E A, FEEEE 10 O 12 FLh FBD SEDITELORE &R,

2. 5 BEMREEKMFE(PQ: performance qualification) : FH ALIZ BHE I D5% 0, AT L X
I E A, KERENT BIE H1E R OHARIC DX, 2RI OB BMEL SRR LIS A T LA R
LCET L.

2. 6 BEE=%VU 771l Fh(environmental monitoring program): {EZFTDEREE DAL,
ZHEANCHE T 228G O MBI EN R STEa BT 528, R ONEUREEEL
AL O BRI L0 8 BB M DM R GES U T B T R 3K I AR DB S O BUE 24T L2 B &L
T, BEZE M SRR M O AR S O R & ERSNDIEEE L~ VIR D720 I3
RBOPLFIHIZOWTCEEAREL, FEhTHILa1).
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2. 7 BROBEEL ~L(cleanliness level) : fFZEFTOZERK D M EZ 1 m3 Y 7-0IZE L DhL
£ 0.5pum LU EDOBR F 3D KEF RIS > THRELIZLDE W), L —F A B 7L—FK D
FTOABEMEINH25.

2. 8 EHEEE alert level) : =V 7 GO B EM OB 1TM BTG T TH) 1T L
TRELIZAET, PASNOMBERZ RHIE ST 5EE).

2.9 I A P —H(CI: chemical indicator) : IR E TREOEHIZ, XITFOHEEELTHE
HAENDLDTH-TC, WE LARICRTE T AL I0A AL XTI FRR) 72 22 AR L,
HENUD EDHILT-— D XITEE O E B R R Z T AL D5 ).

2. 10 ®IE(calibration): —ED M F T, HEEHLWILHIE S AT A (FHIFFEIZBWTL),
FLERIESS, K OVHIEZHC LV RENDIEH DWIEHIE T OIS Z Ukt i3 D3 1E 7oA e
2 DBEROE L DI Z N T D — DO EEZ V). TORIERE RO Z E DO TR
L.

2. 11 TH#EFA—H(process parameter): TFED B EE K245 & ¢ A5 EZ ).

2. 12 HE#&PREE(terminal sterilization) : Pk SNDW N AE R 5 AT EEE T D BTk
FEIZIBUWTITVY, YELIE % OBAEY O Sk % & BRI ZE IR TEA IR E 20 ).
B, 106 LU FOEE MK HECAL) B ELNL LM IZB W T 1.

2. 13 Z2lRAM(dummy load or reference load): JKE DK A FEFR T 57O L DY
VIR TR 3L A5 FH O F gl .

2. 14 £ TA-BAZL<Kig(filling and closure area): £ CA « FZ TREZEBWT, &as, JFE
LR E D, REITRESNORIEMFEXKIN THD. ZORMEIZITR AR ~D /X —Y DH
FALT, Hfb E s,

2. 15 EERXIR(critical area): EEE{EXI (critical processing area) EH\ V). JkE I/
B R OB N IO L BT DM BRIR IR SN A LS EE 2T RES N X
D, ZERDTEEEL~UX, BT A S I —RASUI CRL EET 5. 72721,
BASBE LA HE T 556 12E, LT LbIBESN RS EMEL AW b 5.

2. 16 EENFA—H(critical parameters) : AFREHIIBWTE, A SILDIE TRRIZHMAT
HHRTA—REERL, E=HU T PEREIND.
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2. 17 fi#%(specification) : FEMI72 R FIHZ HE KRS NI 3CGE.

2. 18 MERE¥EH (action level) : JllTE R W DO GUIE X S NEM THLHG AT O TN
S CTEOR) IZK L TR ELTZEHEM TH-o T, ZOMICZELIESGEICB W CUIE BICH
THEAT, HEGEC TR IEHTEEZRDREL0OE).

2. 19 jHFE (disinfection) : "R I3 LT AWM Z 2 &~V ETHD S8 IR ET 5
;k-

2. 20 EEXig(clean area) : HH)>UD T8O ST AL+ M O AR DIGE EL ~ L D Hk
WAL, BIHY K O AEYTE YO B IS BTV RIEZ W) . REgSHZ BT, [T
e DK 2 [ 2 38 5 (AR A B S O AEZEPT | LRI EGERIIZE > T,

2. 21 B (manufacture) : TR 4EL B A4S (LUF TEABH LN, ) OFTENOINT, w3E2#%
THRAHEEL TE T T0ETO, EEMOREIIRLETOMREEEZND.

2. 22 BI¥EEEE (manufacturer): 1iE TREOHIHO— TFETH £l 54k Z2 .

2. 23 BFEXIk (processing area) : 554, fliHH S, FUBHT &, Fas - 2O PEs - vl B,
HANOFIRL - T TAAEE, BIEL, BEEOIEEEITIEIT, KOEREITHIGIZ).

2. 24 & (product) : JFUkE, HRELE, HofkBlina & T R OB

2. 25 FAHR(loading pattern) :JRE T DM OB N TORE, &, B, BliE, 77
N OWTHUE LTS R DO,

2. 26 FREFRFEKIEIMM(DQ: design qualification): ik, A7 A X IFXEE DRI, B
ETDHBRICHEY THH L E MR L LB THI L.

2. 27 RIERATREEEFE(Q: installation qualification) : HEfT T 3 1dek B L7-5% 1, > A
TOMNTEEED, KRBEZT TG R ORIE R OHEIR L ST 22 e 2B L S k22 8.

2. 28 i (cleaning): /K, TEAREEZ AW TRO TELAOWILER T A IOV ERREET
SERMIHIEYERETHI L.
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2. 29 #EFHdosimeter) : 52 HALT-E T ORI A E T 570 DR C, BURHFRZIG
ZL, WIE IR CRBMEOH oM

2. 30 HEHIET AT A(dosimetry system): #REF, HIEMER N OZNOIZEE T H 5 IRE
N NZ S AT LOHARFNAN SR D WINAR B AR TE T DT DU AT A

2. 31 #REH 7 (dose mapping): i EINT=F:M T CHRESNT-WE F O ED /540 b OV
BEflEdo2e.

2. 32 FOMDOXE R (indirect support areas) PR T OB 5L e VB DS BR BRI TR R S
NDBLENEREAATO X IR A ). UG08 2, Bl ST T 5 XKINE) LS.

2. 33 EHEEXEXIE (direct support area): HE Xk Z sz T B Te Xk 2 ). 2850
BHEL U, Z—F BEEREAZ 7L —R A TEHTL5E) T CEAsns.

2. 34 R AN 7Y —R(dosimetric release): /ST AR 7)) — 2D —FE CHUHBRIEEIZE
DR E RO ERE R D IR FE SO TR O B M AR FEL P EATTH 2 L.

2. 35 NAF/N—7F(bioburden) : PR AT O JFUEL e OV A 55 (Z A AF 4 DB O R LRk 2
).

2. 36 NAFaThNAPr—H(BI biological indicator):JkE LEEOEFIZ, IZFDFE
BELELTHERHENDLDTHST, —EDOSFME FIZBWT, FeEDOWE LI _%TL“CEE%D@TKH
P2 RTHDEN).
2. 37 7XF AN 7YY —R(parametric release) : # /i V> 7 L O MEEREREE LI ES T, HOM
U EDTE I H (ST A= L DI TREOE BLORE RIS W TR O $E R M RFEL,
HHEZTTHIZ L.

2. 38 NYF — g (validation) : BUEFT O E R I N TNE, TEEZ O Mo FEE P L O
SR EEO FIENR SN R E 52 DB MGEL, 2B LEETHIIEEN).

2. 39 #4AW (microorganism) :ilH, ME, BHE, Jih, VANV RAELRHET LD THLA,
AFEEHIBWTTME K NEFEETET.

2. 40 EERBVEFIEE FIEE(SOP: standard operating procedure) : H i > BLEE B K N
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HEHITBRDFIAICET5XETHo TURRBEZ T I2bOZWN) . FrE DR SUTEMITERD
FNRIZBIT2LEDITD, —fRBVRFER (BT, IEEFOBFE, MRE L ONEL, )T
—ar, EIMOFEE LR OCREE R, o7V 7, B O RBRE) OERIZEAL TRXT 2720
DICEFENINUCETEND.

2. 41 BV AT A(quality system): R EE 2 E I BIL CRUE AT O & BREL R A A THT2 0 D
RREND.

2. 42 FavARF %L VT AL X (PCD: process challenge device) : #ii & TRE DM REZ A
FTHEDICHWLRDOHE. Bl2IX, ZRRESKREEZH I/ 4ar A2 —4(BI)
RTINNAL T —52(CD) ZFAL, AROREIERELZ MR T 5.

2. 43 EF&H (change control): GMPA G5 145K ESNIZ (5 21TH2 %0,

2. 44 @EETRT A (packaging system) : Ji # % O HE B L 5L O M VA (R T D720 D EHE
KAWL

2. 45 fIfn#RKR (saturated steam): EfE & 7838 O M CTEHRRBEIZH DK KA

2. 46 f&5F(maintenance): H LT 56 DR Z O BRI HEREE R DI RRBICHERFL
TR0 5 e 2 BT & TORAMRI DL IUATHE T D E BE B O AE 2.

2. 47 EHi(sterile) : LB ATREAR A INEAE LN 2.

2. 48 EHEMARFEAKHE(SAL: sterility assurance level) : i U)72 i TR KBS i 7- 5
tin DTG YL D i RAEAFREHR AN, 10 TREND.

2. 49 P (sterilization) : & COFEHDOIMAEMAZ IR L, IIREL, &L+ a8ohic4e
B AREZ A DN B FIEL W IRREZ 1S5 2 L2 0).

2. 50 PV A7V (sterilization cycle) : B S IVZIRE T o /N—N TR EITE U CTEET D
5, 2T aa=r 7, WEANEN, BEA~O &R, BERIOFREF)NDIR% —HO ML,

2. 51 PEH(sterilizing agent): [RESNT-F:M F CREMEZER T D072 R EEELFFO
B UL PR E T DR AE D
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2. 52 fEE#IE(aseptic processing) : SEW) o OB -2 7F L ~IUVIZHIE 9572912, BEG
THZER, B OVE M, s i I QN B 298 BRU 7 BRI N ISR W THE B R 38 L 2 FR D Y
rn D BETE 7 CAZ DMDIEZEEITHIZEZ ).

2. 53 D fE(D value): AEMOIIRFE R ITMT, HRMED D 90%E LIS, FAIFFE
1/10 (MK T 2D B3 DR ST A B E A ).

2. 54 Fofl(Fo value): 7w ADMAEMEIEETH- T, 10°CD z [HEFFHSHEMIZHONT,
121.1°C DIRE 272 B[] (43) TEINLA.

2. 55 HEPA 74 Z— (EtERE=T 7 4 /v % —) (high efficiency particulate air filter): —
DREZOWRL % —TEDRNRTRRETHIEE H BN G SR e 7 L2 — %00,
Kigg 0.3um LA EORKi+% /D 7a< bt 99.97% DR THItE 222 EA A 742 —% ).

2. 56 zfli(z value):D 7S 10 2 b9 DDV EL R

3. WEVAT A
E'%k/ﬁl{£f;@Lﬁ“éﬁ-Eiuu IRDEVE Y AT AL, GMPE S H EH—H GER) &
B — 1 (HEE TR 2= 3 i 0 B A f%&@&%fﬁfﬁ) DBUEZETL, 2 RAVRME Y AT LD
’i@-ﬁﬁﬁ, LEACEAT, Fhis X OHERF T 5720 D ERFHTHD.

3.1 WETAT LA —REREIH
3.1.1 &%

AR EEIC LV B 2 S § S 8UEFT O SVE AT MR, MR, FIE, TR, B0
137>, ARFEEFCTHUE T DB IE I ARD BN~ DB G A IRFET DT O IT L B2 ZEF T DU T
HRIRETHIL.

HEMZ D MBI EEZ KT LODRTOREGEZRMIZL, XFET 528, REBEIEIC
FORIEZATHORIERTIX, WSO H Yz [BLEES 272D DL B B HEZ R E L, WU
SEEVEH b RN

M E VAT ML, BASRE B EO AR RS TR B CORE DI AELIZLEOF AT A
ThL, EEE - PRRE S Y ERORGES AT LG,

3. 1. 2 HEHA®A

B ASR A LD B 52 38 5 O BUE A1 7O LS P CORLE 2RI RO D B AT AT H
T5. BARBY7ZREI LT, BREEE B K OV B L 5 oD SV R A B, SR R R M OV R
AT BT AE KT T TROEE, N7 —ay, Eb, ZREEREOREEHLE
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ng B.éfﬁqé

3.1.3 X(HEEH

HEBE RIS O MEEVEARGET 2720, K ORIEH&HALEH AN A ICBE T2 3CELL T, 14
TE B HRFO ST —2a 2T 5 30E, EHERIEFIEE (SOP), 1HIE X4, FAE -
TR B - P A - RS O ENRRIN, ARV AT DM, SRR, FosRE, GNUE R, AHEE KL
OB /MRS B, IEFLER, BREET=2Y 7508, vl 7 v, BRI L DRtk o3¢
EaAERL, EEALREEZT DL

R, B TREORRFHAEHL, WA LRON) T —a FE, W Lo TRE P TIE,
B ORI % D BLSE H IAR D FIRZ A SCEAL L, PRE D28, Fio, Bl TRICRD
FERED H B AFEGR T 5720, NUF —Tay, TREH TR OUEE TR BT HE A
FL, RET DL

.4 BBHIRT2RTAS

WE Y AT DTV AT = XD A N R IA T, ARG, T R o ihYs, SR ADR;
IEIZDED DL, VAT~ RV A NI BEEMELRGE, = R G, BB % LT 5 FIE
DT OGN AR DY AT T R AR NEY R [EIRED 7 RO G INEAfRDI AT S a— L D

AEEE T L.

3. 1. 5 BUAEFEERERAIETAM
49 T [ SR S Xl O 9 2 LI R i, M OV [ SR 2 B 2 R B R i 0D i KR M BT
iz 324528, £z, WM LSRG DORST SR T 1 s T L AR ETHIL.

3. 1. 6 BEBREERAIEFAMN

T 5 K L IR OO BRI S DRR B L, 3% B LT ERBE IS B b 2 i kM R 2 i 9= 2 L.
F7o, BESPEREAL I B D S 42 R B R DR SF SR T 0 T A R OB =XV VR IET D
ZE.

3. 1. 7 FHPNYF —var FOTESHED EHRE

BT DO BEE P B RIT LD TO LREE THICOWTTFRIF AT —2a il g ) d
ZE FE RELETREEHE 07003, TEREHOEHRAE LEMNRH AT —ar
THGEETHZ L.

3. 1. 8 EHINLENN)T —av

EMRREA)T =g ORI, TR T — g T — AN — AR — AR AV
"I ESNT-GE, TNEEBB LI-REED FIEEZEZDHT L.

10 /52



3. 1. 9 #BE LD
IR OIRE TR E COR KRR ZVAZIIG U TEDHI L.

3. 1. 10 & 4%

FEN R OBEER OV, BEEMOBEBEE IS TEMEEFEDO T S T LR ET
LTl HEI T TAE, EAIMEE OB AEEZZE L CRETDHIE. BREEOMAR 0D, £
DENEC SN TEHIT 5 L.

3.1.11 BFHEH
e oA e R RS AT, B RIS KAV YRS I3 5720, i tl7elh A B A o L.

3. 1. 12 JFA RO A Bz
JEURA Rk 0D JHE 15 52 34 o B3 X Ik ~ D il A Z B 2B & A B IS U OV B - DR FIEA 3R EL,
VEREE A~ I DAY K OB OFBIA L& AR 5 7 R a % 52 L.

3. 1. 13 BB DFEKLER
ik B LA B 2 3K L R XAk ~ DI AE Y O FF B IAAZ BT 720 D TR EZFHF LA L. Kk
BOFKFIELE B OB AR5 L.

3.1.14 £HEHE

IR SR O BEE MR | IR A . 2 P E DR EAARILE BRI A2 8. B RO EMICE
WU, B RPEREAM KO8 SUI AN T — 2 a TR RN SRR T DL BT, VA TR
AUNCHESE, AHERIRVY A2 b — L& LT EC TR ATA— R ELATIZE.

3.1.15 BE

b BRI WD o AT e OB iE TR COREMRS, MAREES-CFHHIE T A 27021,
RIEE IS E A D=7 0 T 0 BEL, T HZl. KR, RIGEHRFA ORI IRE Tz
THWH R TOR - ZEE - BRI OV T, BB LROFHECH ST AIET 0T T DA T D
Ze BERHERD, HOMUDED LA EOFFRFEANLEBUI-HA IRV T, Uikt
Bl &%, RiEIORIELIREIC Y &t da AV TGS R OB ~ DR BE2 AL, HIE
EZATHZE. MEOFEEL UL, FIZIE, BiEORIELEICRES N IARD BB %, 1IE
WIRFHERE D o CYRLAH 2R CHR T REBUR IR ORBIRAEZI TV, MO A AR50
BT ONS. AEOHE, BEPHERSNIZHAICEO T, FTEOf BRI
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3. 1. 16 NTANyZ7YU—2R
NIAN V=2 R D5 E120E, ZEFHRAIZSRTLHIL.

3.2 HEEHEM

1) MERE PR S ROE OIE, ERIEEAE L, REMAEM T TR E T HI L.

2) R RLE IR O E i M VSRR OV, EHARH ATV BERHCE L, 5REL
7o RS BR B A /- L QWD Z e TR DT L.

3) W ATO TR DO NAF =T U OFHKYE R OASAFN—FT U TE T HFIAZED
HZE.

4) TRV T — L 3 NS SERE LR AR T 0 T LR E T A .

5) NUF—ial THAEL: TEREH Y 0/ 7053 id DIl

6) TREEHOEMBE TEMAREANYT —ar e EET5HILl.

8.3 NUF—vay
RPN C LD M R 35 O SV Y, BERR 72 OB FEN—RD =7 LB EF IR B
IZEDY TRy =T DA IZEVIENZENnS. % (5 B 0 A P AT - SR AR 0 R PR A & AR
V7 —a T, ZOEEGEGE R mnE 72T TR, A, BT Eﬁ%<&()\%%’&
W72 DEEE TR, ;@Lfﬁziﬁ@‘(ﬁ@fﬁﬁ FE A pE LG P O RIS - B OIS LRI
1YY A %RV LRNIRAEL, 15 Y DR (RAET 2L E A D5, _M%ODEEI&@/\)T 2
a0, SN O R E VD FRA B K OV OBk O PR ENERES B U I EH O DML B
2.
/*‘U%“w‘/ay‘?*ﬁ%ﬁéhf:‘ﬁﬁﬁ?}k%@iﬁI%%/\"?%H/}'T\‘@iﬁiﬁs%ﬁé"ﬁﬁézkﬁ%ﬂx
HIRERTHD. BREITOGEITL, KBE/2D TR NTA—FIZOW TR IR R A
UhEEREL, M LWLT%EH#@QNU%‘F“/EJV%%F@L, CEALL AT U B0,

3. 4 ErtE
W, G, R REOHE, mERETIEEDO REL, BEEH, VAT EAA N, LOE=
BT EDFERINSSVE S AT LR OGS 27 A2 RIEL, kR EZ a2 5L,

4. WE
NIE, B, T RR s, BRI T« B OIEY) ARSI %70, B IR 551 D
BRI AR D BIEFTNC B TH, ADNTEICLDIEYDY RS % AR IR D 72K L, ZHUcE-TC,
NTEET 215G, RMEE L0 EORELZYRT DT ENEETHD. IR E AR
R OREEEETIMEICIE, ZOEBEITOIDICBEREZ T, ROEROEENEIC
RIS FIEIC SV TR L BB A1 TH L0 k0, ZOETN R OREN &R 52 L.
F7-, WA E R T BB LT, ZOMREEORE, Ktk LHiE 7k, BEIR O
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15 M OWERY - R TEICBE 28 H Ala1To L.

4.1 BBOHEE I

1)

2)

3)

RUEMEE R OB ANESF T _EATENE, FIEFICRREL, BEIXnABEIT 32528, 2L

T, TORITOFZNEEHER L OFM 528, 2O FIEEIL, B A 2 REERE 25T

TAREFEAL BEMISRIET 228, g, A3 =T I E SRR T 5= R

XL AN RS, R OVREVERRL - « BB A DV AT 38 50T, HfE L5 o & B

B OB #% OIIKEN RFETHTIT ORE O AL UL+ EF T 20 ERHD.

I TR LA D BLE X3k COME IR T DIE T, Y KIBIC BT ELEONE KD

BESTERIEIC B I A HE IS A M Y2 F L0 52 b, SR LI T A B KDY

PR TREA Y T 20 B OBEFRIZIL, Db ROIIREHEE T L.

o IRAM T HAEN I

o WAEMITENT DRI v O

o HARTFIA

o B OHEEH

o RUEVERCRI -« B DI HEV RS

o EEE, B N OMGERIROE T - 1K #

o CUREHRIAIDOMEE LEMIG G L DR

o JREIEICET B

o S DR KRB U7 15 D I P & B TR P R GIE RE

o R HEE SR LE B O LR, BUETTIE

o IR RTORERE B TR K OBAN D S AN —F L4 B

o AR B E S E ORBNIRAE DO BEAR T VR K OHERF - SR 715

ZNDHOEE I, SCE LS ENCE SV THEMT L.

i A DR B B O & IR C ORI T DB O EAITEIEL T, DK Eb UL FoH
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@ WENVT —2arZ{IC % 7o TS, AARIER T BB E M HACIREE 3K 5 0 5
PEARGE ] B OKRFE S CED DIRE )T —ar DEEZBR LT, W \UF —ar%
Fhil 106 LLF D SAL 2B FRZGE CEDNRTA—FZWRETHZ L.

@ BEHP AN OB CEEREOEBIZIY — R EIRE DMK F LSS E2EEL,
TFARSIVDIRE S GREE, Ref728) &, FMMBD SR DN TH YT —hL TR E
NEFELU.

3) HEEMICRHITHEER

@ WEE, £, W2, WY A7 B L RETEERSTA—FEED, TOFREH)
% & SCE LT o2 L.

@ TN =TT ANEITV, F i " —DRN AR T DL,

@ W TR R O TREE BT 5V AT A (EREZER, 2RR, KE%) OHERHE BRICE 9
DRLERAEERY, HEEHT 5T L.

@ EEREOBHBIZIVBEY A7 NV OB C—REICIRERE MR F LGS, T
U7 — RS CHAVUZFFMEL TR A 7V Eikii T 5 2 ERFFR SIS,

4)  WBEHOHFHIEICBIT A EA
IRZ ANy 7YY — A TOIRE A EATHE T 5561, FRC TRiD S AR+ 528,
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O BEIIECTRAEGUEDO SRS O BRI TH TWH e, FEIC OV T,
13 NAFAN=FT L RBRIEE S RO L.

@ WEETR SO AAFN=F b, W AT —al THOLIIRE TR AL Lo
TREARFUEDR SO AEM DRSNS & 1R, BRSO D EEES, o
B PR L, S5 RO WA SIS O RIS S W THIBT 5 FIEZ B0 52 L.

A2. BRAISEOREERF O EEHELRAE
A2.1 Fim

K- EMEDORE, ERHERF OO DRBHRBIARROAHRE, FTCE RS EIC L DEN
T2\ X T DAL, ZL<OBENHEIBTHHESCHFRET, OO EEORESITIL,
IR NAMTIFAE T DRI IR E D ARy & AL Ui /e & O REFERFIN AL TN,
FRERIE, ZLOAERKSDEENTWSDIZ, FER EVEET BB U 2
FRFIZZE OF T AR T D2 NN B2 Z oD, D3 ETITH RN #E o & 2 105
SN, EBRFETR, K, 7 /BRI E L OMFITEE S\ KRR BERAI S E I E L TRE
T 5. Fiz, Bl TIEAE AR ORTEERIEARO T Z8% BIE LI Sy 7% MUK BR S T
%.

A ARDERBGHZIBWTRE BERANT, 3R G- RICH A OB A L7 Th i 5T
HIENROHOHIL, KD FWELR THAEIN TS, BITROBIAMENSEEHAINTWDT
DI, RO BURAE ANE AT 2 5B HPED @A RO B TS,

RO IHREFRB LSO ERFIHEICE DI/ Z AT 572018, DSEIC R D T
FORFERANT, WECHODEMERCREEBRBEN DD AN F N —=F AW TRES I
TR EIRBE S TIRE SV TS, — 5T, BUEREL T, REFREORE D780 TR HE
RAULESINTEY, E¥EE OB E KIA~ON NIRRT DT, SAEWTBEYDOV AT E/MET 5
RUEE B IR (BB R AL REZBRA ORISR TE, BRI L o7
PR DL E OBV EZ R 3R 2R L2 W BGE R R A fEIR L, AW ONAAN—F B
Db EEEMEARFET DI EN IR B 2 L7205,

A2. 2 RIERE
1) FETh - PAZERIROD ZE Ry liE ks 1- 045 B

ZELRDTEFEL ~UE, FEEERICIT ISO 5 7= bDed 5. FCTA - FAZEXIRIZZ L —
RADZEZ H MG T HZ L CRESNRITIUTRB20 .
2)  FTh-HZERIEOMAEDE B

ZOKIEOMAEY) (A, REMEMEY) OE=2V71F, 8. 3 £ 2. AEME R
(ARDERIEE =XV T OB R O 3. BREMAEM ORI HEWEER) O L —R A ITHEILL
TEMTHIEEIEALTD.

7B, BEMAMOT=2) 7 &, TP, W OTEYI RS SR TR O/ S A F 8
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— 7 VI ST UNIRETHIEH TED.

HE=H) T TSNS AL, THEWER GEI) OF AR5, MHEWERE 2
s E, ORISR RML, #U xS A 7oz L.
3) BLHE SCHE I D 22 Ok - D BE

FEAEHEREDZEZDOIFEHEL ~LiE, IS0 T &= 9 bDeL, MEHERFTRFGY A ITHS
&, MUNCRRET DI L.
4) R KOS B

ZOXIEOMAEY (Y, REMEMREY) OFT=2)71F, 8. 3 £ 2. MAEmEH
(ARDEREEE =XV T OB R O 3. BREMAEM O R LETEER) DL —R B ICHELL
TERT DL,

7B, BEMAMOE=2) 7 &, PR, W OTEYI AT SR E TR O S A F N
— T VRIS T UNIRE T DL TED.

BE=H) T TR NSNS E1E, THEWER GEI) OfF AR5, THEWERE 2
SN E, ORISR EETNL, #U)exE A 7oz L.
5)  FECA - PHIEXIE D WA EM

FET A FAZLS KN TEET 25818, THFEICRE S Te A A N—=T LV E DT, T
NI EH DT B SNIAEELR, ¥, A — = a—X, TR/, I—7 ), ~20E5(ATD
zE.
6) FETA BB IKI K& OVE#Z 3R KIg I B W T T2 HEPA 7 4 V2 —DOPERERER I,

W7 071 B CERT L.

A2. 3 RAFN—T L DOER
1) WEEAEOASAANN—FT 13 <1 CFU/fih % B EE 5.
2) BEEZEBX G, TMEVER GEla) OfF 2RI 5. MEWEE SR Shv56, £
DR DT HHUHERIR ATV, BEEMERGEK DN 106 L F THLZ L& MR T 5.
3)  WE AT O NAF =T 0T, AR (13, 2. 1), B ARG AEDR
FERBRTE | ORI R AE T HEL D2 b
4)  BWEAT SO ASAFR—=FT AZDNT, By MEIZE=ZV T 2T, U7V 71313, 1
INAFIN—F U B = B TITHED.
5) AR L7-MMEME B CGERE) OB IRPTIERERIE, 13, 2. 412065, X, BLFOHIEICLS.
O MHEMEARZY — =2 7 308 PR R B L ST R L OB A el 3 5720 D A
IV == 7 EATH . WO IEIRIE R A T, SRR RS, SRR A T
5.
SERVRIBIL IO T, B2 I ZIRE IRE TSR E GREFEEE ODIES 1 /0 IcHEY
THURE) IZBITHE B &R, MEME 2R3 5.
@ DfERE : OOFRBROME R, MWL 2N AR B 2L EOMNEEZ R U561, ISO
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11138 1266V, BERE UIMEEDOSIREICOWT, DEEHETS. 72721, BARFEIT
FANSZEFNTH L.
A2. 4 WHEFHOREL
ABITTRT =T P AL, ==X EZE T 52N R WG AT, DL O 2
DRSS T 22 L.
1) BIOAABYINAL DI —5) LS F 3 —F Ak
BI LU CIZ, @6, Bacillus subtilis “5230”, ATCC 35021 72 E i IKHIE N A MO Fk %z
BN 5.
2) MR NAFN—T R
IR E L HE RE DR SN kMWL E 2 WD H1ETH 5. Bacillus subtilis
“5230”7, ATCC 35021 |FE DIHEERE S oM BRW AL, BiHE D Bacillus oleronius
ATCC 700005 EZ0HIMEMEIMENZ L2 MERR LMD, Bacillus oleronius % FVNTIE TFED
AR )T = a B EMLThHI.

A2, 5 NAAaPINAL Tl —4 (BI)
BI IX, Bacillus subtilis “56230”, ATCC 35021 <° Bacillus oleronius ATCC 700005 72X
FHRGIER DO R RZRINT 52 L.

A3. BHEFHFREE
LUF a)~d)DWF DO FIEICEY, T MEPERFEKELRFET 5 L.
a) N—THA7Nk
b) A —/—F )Lk
o) BI X A_AANR—F A
d) HMaxf A =Tk

a) N—TH ATk

F—=N—=FNT T u—FO—FThH5S. WIMEE 106 CFU 2 H 3o AF 0l A P —
5 2550 PCD N U 2E [ N Cheb IR R EE2 R G T ISR E L, AT eIV —5
DAETHIET DR O 2 (FOR AR E IR & T2 L THD. A —/3—F LN 12 D OFE[H]
RIS T HDIZRIL T, N—THA2VIETIE, 14 D~16 D OWRFEZERHETS. #)
HFE L 108 CFU 2403231040V A P —HDOAFRMERIX, T DT 10%, 8 DT 1%&
72BDT, (1T D~8 D)X 2=14 D~16 D L72%. /N—TH AV AEE, A— N—F/WEL LT
— XN IR RFRIDNE R 35,

b) A — —F ik
A= =X VLD FEARI725 2 I8, ~NVAr T LG (ERERR, B3R, (KA ZWERE) o
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PP 2 EER U ERSE (ISO/TS 11139) (265401, "B D/ AAF /R —F L [FE L
DEGHED DD SAF T NA D=2 LT, Dlaked 12 TRt EgEA (SLR) # 52 %
ZEDREFHES T 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) ThH5. 3706, A—/N\—F/LiEEE, 106 D
B MERRE K YE (SAL) R 32U SR LT 12D OWRFE A% ETHHIETHSD. K TR
(ZfE 90 BIICOWTHEFRHE TE A-1 DIITEDHN TN,

#F A-1. BFERE LRI 2 BI OFU

s o N . IR L O
WA 5 EO 7 A T B L B A .
FIVLET VT ERE
Bacillus Geobacillus Bacillus Geobacillus
TR atrophaeus stearothermophilus atrophaeus stearothermophilus
ATCC9372 % ATCC7953 % ATCC9372 % ATCC7953 4
[k 1.0 x 106 CFU LA |- | 1.0 x 105 CFU LA |- | 1.0 x 106 CFU L4 |- | 1.0 x 105 CFU A -
5 Il E (54°C)
DfE 1.557 LA 1 (121°C) |2.543 L E(160°C) | 6 Z7fILL 1 (60°C)
12.557[#1 L4 L (30°C)
zfE — 6 CLL L 20°CLL L —
ISO #iks | IS0 111381, 2 ISO 111381, 3 ISO 111381, 4 ISO 111381, 5

T BB | 2 BH 92 [E B (ISO 17665-1) Tl, BI &L T Geobacillus stearothermophilus
ERLTWAMN, ZOFEEICIX, Clostridium sporogenes X° Bacillus coagulans HiERL
TuW%. USP<1035> BIOLOGICAL INDICATORS FOR STERILIZATION 2/, k7t BI
DT Bacillus subtilis 53 REINTWAB. F—RXR—=F )LIEDOEE, EAXKMITIE G
stearothermophilus Z#fEH T 52 L2250, MOWEFMEER ET DL AT, G
stearothermophilus L0 BI 04412385 CROEER 52O 47 B L T2 e iR O BTV B 4 B
ELTHEMT 22810725,

USP<1035>Tl%, G stearothermophilus?® D21 DEcKAEZ 1.5 43[H, f K% 3.0 /3fEE
LCWA. BlZIE, Dioi = 2.0 50D G. stearothermophilus@BIE LT 12 SLROWKEEZTTOE,
2.0x12 = 24 7y OPREKFHEIP L THD. KR E2 W26, DIEABIOZRRDELY &35
ZEH %L, BT 12 DOWE R 2R E T DL /PRI~ DR EPRERIND.

— 05, BRI O EE R E AT O L2 XY, Fo lZ XM TROE A ENFEREL,
HERAIC D2t 1 = 1 HOEEE 12 loglidSELHF =212 A — "—F L EFLLTND
(ISO/TS 17665-2).
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¢) BLEASAFAN—=F A

NAF S =FTUBIJFRER, —MRICH — S —=F LR L0 BRI D 7L, MakE S AF /8 —
T ALEIOB IR BRI 2T DT LN TELLEITRASND. ZOTFIEIZ, BIE/SAA N

— T AL E DY TEEEORIEEITOL DO THY, HOD U BIOE @ (FEEk, Dff, i)
F ONAF =T DG L T e O BT E 2 7R 373 O DI 2 fesd L CR<.
ZOFETE, SAANR=TUNBELNBIRGIEE O DELDS BI O DEDSEWZED TR
70, @, L FORICHESE, JRER 2R ETD.
W R = Dx log Nol N
D:BI ® Do f
N AL B (10°6)
No: I H 2K

HIEEUT, e R A N—=FT AL TLEETHY, P ASA AN —F A HIE OIEAER
D 3EEMZT=HDHHNE 1 log 720 L 2 log DRMEFF-HT-H D725, A —/R—F )Lk
2512 D OBBARTEIZRDDIIKIL, A4/ —F & BI OOFHIENR, @, 6~T7 D OEE LT
=D,

NAF R =T U EBIOPEETIX, NAF =T bR 0 7 b 5RO TEWE B O DL
mWDMEEH T 5Bl A2 E (— %2 C. sporogenes, B. coagulans, B. subtilis, G.
stearothermophilusz (£ ) L, B H I/ AA /=T U OAELFREZRN 106 LLFIC/eblE%
MR TDMERDD. 12120, A N—=T U HEEWIRIRLL TV 5 bH 5. S A4/ —
T OPUEIR, BB O S A A =T kLR, ISO 11138-1 1276V, AFRHi#REH DU
X777 a2 747 15 TBIER (BIHIi 2 (&) # HOCTHIESND. FrL P34 5BIE, 8
WS 2ET, FrL P LTeBIOEEIRD D DIRONT AR —F o DEAFERDN, B
A& HSAL (R MEARFEAKE) IZEEL TWDZEARE 375,

BIELT, NAFAN—=FT U ZTRAL, PIIEER (HEEE) 23 102 fl, A7) —=27 I iGbn7-fx
HIRWIEWERE D DD 0.2 53 CTholzb gL T 5. 22T, EEROWE A2 DIEOHS
7378 BL(Di21= 0.5) #F xL UL, 4 log WA OFERPELNT-ET DL, I8AEWFH) FofEld,
Fopio=4x Dian=4%x0.5=2.0 L725.

Fopro= Diz1x (logioA — logio B) DAL T 5E logio B=logio A — Fo pro | Dia1 L7220,
PMIFIEE CTHD A = 102, SAA =T b6 Dizn = 0.2(45) ZWAT 5L logio B =
Logio 102 —2/0.2 = —8 £720, B X 108, OFED, NAF /=T U OAELFHERIL 108 )R
PEOND. ZORRND, BEERMEDOHERIZLETR 106 L FOL L2l g L TNDHTEIZR5.

Fo, NAAN=FTUBIPFHIEE, BEBIRASAAN—=FT UFREEZT, A N—FT L DH
B OV A TR D B E D RE A Mk IO L FE i 9~ 240 BED 0 5.

&) MR AT =Tk
Hiskt S S =R, BTN B LB, AR R RO
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WETET DL D7 E TRIR DA — = )Lk, A7 /3—F Bl {%Fﬁifbiiﬁﬁﬁf%fxu\%é\c:
BRSNS, Y EY (R B E G Te) DA F R —F b LR FEICx LT, A7) —=2

T Ak G@fil, 80~100°CT 10~15 sy Db—havrzb.25) 23+ 5281250, Hﬂﬁ@u\mﬁ
BVWMEREARAE T2, WENDLDOAAF =T o OEIFIE, ISO11737-1 IZEWFEi 3 5. f
K NAFIN—=F AL, NAF ST DL RO T O AETF RN 106 LUT
THAHZEZFEATHFIETHS. ZOFIETIE, Bl O HIIARLETHS.

BIELT, NAF =T o THELI RS TROIEWERE O DIELIRE OBIRAK A-1 IR 35
Rl o2 ETS.

ZDOMEVERE D Dot fHIZ, ] A-1 735 Digy= 10°0.1x121+115 = 0, 25(47) £ 720, Z D EWER
106735 106 £ TR THDITHER Fofii, LLFORTRDHILENTEXS.

Fo= D21 x (logioA — logio B)

ZORUT A=108, B=106, Dia1=0.25 ZfRATDHL, Fo=0.25x (6 + 6) =3.0L725.
ZITHELIE Fo= 3.0 BERESEMRED HIEELRDH DO THY, WERIITZREL, 2%
kA T L7 1%, mebIRE KRG (30— VRRAR) T Fo 23.0 Z2+43 dﬁﬁf:b“(b\é_
LEMERLIRT LRG0, FEHEN TO DG IR CBLIHIS IO AF N —T 1%, EERIZ
108 K0H1EBMT 7L, BIZILERRDASAF N—F R 102 THHZEDFEA SN -H4A, 102

D5 106 ETHIRS T DATERIK FofElE, 0.25 X (2 + 6) = 2.0 720, MEMELRAEEL T Fo
=2.0 ZMFELTHI LD,

FEERITIE, 108 HONAFN—=F o Za— LRRAMITF v PL, R T DT L4

EPEORER CHERL, TEMEMFEKYETHD 106 LU FETHMMER M AR EL, HEEMERIEE
179. ZOBE, TRISNDI R ASAFN—=F A HUTKIL, R EEZ E LI LR ET D
VERHD.

iz, AT NN—=T LTI, /*‘U?“w‘/a‘/ﬁ%ﬁ’tﬁé’ﬂbvﬁﬁ%’é INAFNR—T FREEATV,
FOBERHEDO RO E DR RBO LN H AL, BT —2av Tl ENMETHHEEDIT,
T ClICH LB~ %2%%%@@“6%%75%6

E, ZNDOAEMFERIFEL, T/ A N—F D AL V5 N E MO R
DFEMZ B 72> T, 5% 725 180 11737 2V —R %5 H 0B B 5.
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A-1. DEEIREDRILR

BEGR

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

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 sterility performed in the validation of a sterilization process

9) IERHEEEIC I DR S ORUE BT DS CERL 23 £4F 4 A 20 R AR AT A =
SR JR) B AR B R RO SR AR 5084

10) WY T —ar BYECFRL 23 4 3 1 30 HATTREARERRTE 0330 54 5 SR A7 B1E &
A R BE AR RO SRR R s )

11) ISOMIS HRsHEL ~ /L2577 S G DPRE K ORERGE  H ABURE 2> (2011).

52 /52



