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AFEEHY, BEHEEEMROIESOREER R CEFER B ICERMERITICE T3R5
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FIER R BEHARCGMPES 1 EV3.), BHIYBILOBAEIC L AERBELME, K
Heet L FELLE D, LS TRIMRIMT S0 I L VLR 0 BB MRS A B AT E
VTR, —BICARSHOR T FIEOE AT RO AL O T,

FBOEFR TR
2. 1 TAY L —HF(solator): BEEER OB OEIEN ALY BIICESIC RSN - B R
RIREATHRE TH> T, BMPELERI HEPA 7415 — 3k ULPA 7405 — (ultra low
penetration air filter) {IZL0 5B LI BREHGE L, AL RENSOBEROMBEBEMEETHE 75
BLTERTAZLE TELLEEB L V).

2. 2 FeARBIR YT AT A (RABS: Restricted Access Barrier System) : 2 =—7%{§ % 7=/
— R LR E O ERA 2 ERE L HEPA 74V A 2 L THG SIS —F IR, Mg
HEAVATAEEFEERBERLTAN—NEY VMRS U EHRERR (BEERE) 25T
BUARF LED.

2. 3 —F & (unidirectional airflow): IRE TR T, — 88 E THRAAIDICHES
NTELHE D,

2. 4 HERSEHRMETLH(0OQ: operational qualification): IEMTT ISR B L84, /7&7.&5{
VIEREN, FEL BRI CER LU ISR AL AR L B TR L,

2.5 =7 ayZir lock): WHl, BRHEROBEREL~NVEFTHHMELCHBORMEHE
FIHzezBrIELT, AL B - SN RELO/INSREEE . %%%ﬁ%’ﬁﬁdbl“)’uy{?
i, L VS B Kb RSB A LR IS, BB UADIER
WTHAEEN B L @V EBIORREERRALRN IS T ez AL TS,

2. 6 = Fh%i i (endotoxin): F I ALIEEEOABERERTAVREETHY, BEVEEFIIL
HEHIEWIEER S T 5.

2. 7 Fe-r-X LB (overkill sterilization): BB S HICEET A AF/3—F L
B W B RT3 T AR L IR BEIR RS, 1070 BUF OB MAREE AR DN BL D &MITE
WCIRERITHZ LRV, #F, DIEX 1.0 BEDAIFalnAror—25 B, ek
10 @ 12 (12D} B ER DIZE LNEEREERND,

2. 8 {LEMBEERE ST — & —F(MSDS: Material Safety Data Sheet): THEFED, (LM HE
I OEER T UBEEL OXRH T 5 L IR T2 2 DL EYE S O R R OB B
@“5‘?%?&%‘5"3%?,1/7‘:%@* W, T E DRE~OHFHEDIRIRE R OB HOHEOR

BT REE T, BSTEDLIE-BEECTYE, FEEFLFREROINGE
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Bl EORE (TFBE/BEYEE ) ITOVT, MSDS #1442 LABB LS TN,

2.9 HRZANZ—(gas filter): BERICEBER U MBI T AR RO BB EEM R O
PRI F AR BT B DI RN A5 A B ISAEN BRI DT A BN

2. 10 BREMEAREARMERTEE(PQ: performance qualification): #EICBEET A, RF ALY
FREREDS, ARSI REFE R ORI E SR, PR HHERMEL L EL LR
L3E{b+azL.

2.11 JWEE=FY 7 71T Aenvironmental monitoring program): VEEFFOBENE(LE
FHNCIBE TR O R ERERE RT3 220, RUSERBSEEL ~
VOB LR B M S N B E R IO RA RO BEEAFTH L BRILLT,
B2 R U R MR RS O R B ERSNDEEEL RS T 2701 LB,
DPLEHITOVWTHEZEEL, EfTHILEV.

2. 12 ZEROEHEL Ul {cleanliness level): {EEFTOLEEOEES 1n® ¥i-vioS ok
B 05 um PLEOHR FHOBRRFREICL>THELELDZVY, F— AL LD E
TOABMENLIRS.

2. 13 ZRATAMHVAC system): ZROBE UTBEORE, RELHEEALIITHH
ks,

2. 14 HAEHE@ (alert level): B=F U I SHBRMOE (AEM OB SIS TR 125
LTRELERET, FRSHWARBEAY BIICSETaER Y.

2.15 l'?‘i)f])lﬂ(?/“/”}“**ﬁ?(CI: chemical indicator): KB TBROEEZ, XIIFOMEEILTHE
FISRALD TH-T, PWE TR T 57 LI LD E LB 2 UL B 2 LA R R LT,
HEM LD ED DAL — D XS OWE TRIZGED T A—F O BTG 5L 0%\ 5,

2.16 LR/TA—H(process parameter): TROEBIERLRERE T2HMEE .

2. 17 =o=—RLEAI(efu: colony forming unit): BE— MiTEOMEENLRE U 1MAEY
DEEEE S, - ‘

2. 18 FHPEE (terminal sterilization): JREEN AN EICA LR VLA IR D BIoKEE
WRBUNTITV, MZBEE OM AN O FTERE B B ICEIE LA C&2 158825, &
#l, 1078 LT O B R EEAENELNA ST BVTH.

2.19 {EZEL 7 Mworking shift): FICHE idHBIT L TSN B — O MEE I3 M2 nh R
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BVS RS, 17N 12 BN THS.

2. 20 YoF—ial /Y mgeP—ial (sanitation/sanitization) : I3 - R S0 Lo TR
HERNCT DL, Fe, RKETER - RFERETLIE.

2. 21 MAEREHEEaction level): BIEEHOH AESSENBEL THABEAITB VLTI
VIS TEORENC L TR E LI EEE Th-oC, COEICEBLEEAITENTRELK
REEIT, BEEUTREEERZESEZLOE WS,

2. 22 BEE(critical area): Egﬁé?%{?[{ﬁ{criﬂcal processing area) &b\ VA, B Xh
SELOCEM TN NLEEEE TIERREINRESNAI LSRRI TR ES N K
WS EROBEEREL UL, S —RARERENS.

2. 23 BEE I {critical processing): MEOHEIZRITTEED XN TERELS.

2. 24 {EF(disinfection): FBEMORE M B L MESEE SR~V E TR S IE
EFHIE. ' '

2, 25 % (decontamination): ﬁﬁ'ﬁ@%%ﬁﬂﬂliUﬁﬁ?ﬁﬁﬁi%%ﬁ%ﬁb, XixHBehUnhEE
S~V E TR SIS BIEE N,

2. 26 {EIEEI(clean area): BHHHLHEDEILIHO T B (A M AR S 1 L~ L0
EWEAL, RITER K OB AEMTE RO LSRR TOE KR, AHSHIB T,
(i v XA s 2 T P IR R AR AL O VR EERR ) SR BB - T3,

2. 27 WRETERERMHEEMEDQ: design qualification): 3%, AT ANILEEORES, Bagl
TAHRRICET CHAZ SRR L LB TAIE.

2. 28 F{EREFTEREREREMIQ: installation qualification): BT VITH B L2, AT
LAITEEED, AREPSZIT R R UREEE ORI B TAZ LB LIBT3,

2. 29 FOMOFFERXE (ndirect support areas): BMEEINEILS R UEH RNBIBITIRES
NAHBLEEREEITHRIEAE VY, BRI FERE 75888, BEE SR T4 KESEnhi 5.

2. 30 HEHEFERKE (direct support area): BERIRD w7790 R L s KRR, DK
BB TEREELMBRAMSEPRECEBRESNAZLR V., B8 0OBEEL~LT,
Fe— B REAEENA,

2. 31 DJED value): EDOLNIZERMET T, HBRICAWAMASED 50 %ETEHE LT a0



E4 AT EE.

2. 32 RAF—F (bioburden): EEATO R R EM S I AT AR OB EEY
AL

2. 33 AAFuThAL P —H2Bl: biological indicator): BE LROGEIC, X itsoigiE
ELTHERAZNBLOTH- T, —EORMGTFIZEWT, BEORE TEICH LTI
ZRTHOEND,

2. 34 HEREM(cuiture condition): MEMORER B RIETHILE B 0L, B
HF, BRIRE, BHEC OV TEDDNEEORE LN,

2. 35 AUF(barrier): ZU—lb—ARBEAICBWTERBOEEN ALHIET 3L, B
B EIDBES T2 b DERE S LD,

2. 36 AW (microorganism): BF, FHE, HE, FR, JOLRERRIRTBLOTHLE,
FEH BN TIRMEBE R CEEYET.

2. 37 Va7 AF—Ah(pure steam) : FHEAKSUIFNLLEOSEOAKE VT A X687 88
BRTHSTC, TOEEKPES HAOHREEETALDENS,

2. 38 FEEBIEFIRE(SOP: standard operating procedure): S ROBEIESER B S HE
WARDFIEIC BT A F Cho TRREZI b OZ WS, HEOBE UTEMITE5FIEIC S
THXEDIED, —REREES (BLY, EBREOHRE, BHREERUESL, NUF —ay,
RAOER LR UBREER, Vo707, BRARE) ORBICELTHRRTA b o Es
BIVNTEEND.

2. 39 abEH VAT Aquality system): BERFE BB L CREROEEBEERTI OO
HEEVD.

2. 40 TAng—0O5e2MRAER (integrity test for filters): 7/L&—33, MEBAIREEL T,
DO IR E L DT e IER A R F iR LR T 5B A V.

2. 41 TetEAYIal—ial (B TAE) (process simulation/media fills): 4B EREL:
WD BEESN AR RO BB S RITUISTRICT OWT, BERHL S RV CRIETA
PRYF gL D SR,

2. 42 ZEHEEM(change control): EIE - EEBMARCGMPESEI4ALITEEINE 25
FHm L%,
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2. 43 HEPA 7 A& (BEgE 7 7 4 1% ) (high efficiency particulate air filter): —TED K
EXOWBTH —EOTRECRETAILE BTSN B0 TR 7 4 — 20, K
0.3 um B EOBCRI T2 e b 99.9T% D E TR T AW BTN Z—51NS,

2. 44 BEH(sterile): A FTRELMAMMNELELRZNIEZ NS,

2. 45 M F CTAlaseptic filling): EEREMCRWNT, BEEERSICEAREY, BE LY
FRITHRTAL, SRABEITRLUNITIEET2ETOEERS, BEREO—ETh5,

2. 46 BEEMEIRIFAKNESAL: sterility assurance level): SEEIAIRE TRRICI VBB - E,
DTSR DR RATERERE VD, 10" TREND,

2. 47 EWERE(aseptic processing): HAEM & UORL T2 35 BL ~VUITHIEIT D7cdic,
T DER, FRIRUEN, BERBEOCCBEZEHLABE T IO TERNERSIES
BB DR T CAE DO VEEEFTHZ LA,

2. 48 JEBEIRIEEI® (APA: aseptic processing area): WA B OO F R AL~ LL T
55T, HIETH22R, BB R UM, s i o @é’fi’“‘“’]f#h%iﬁbt%fm%
VO, SEETERER Y, SR EBE RS EE TR LTS TLRA.

2. 49 W (sterilization): 2 TOREOWMAESHZ B, XITREL, fEl3+3Ho i
B AR AR S EELURWIREER B AL RN,

2. 50 BB 4 H—(sterilizing filter): HEMUHEDIFME T COF 2L PF AMZBWNT
—EOBMOIER AR T A EE TAEKME B KD T 4 A — T, B, TLE
P30.20 um XX 0.22 pm DHODENS,

2. 51 HBOFEMHKE(ntegrity test for containers): HEEBLOFIT OV, %ﬁ»ﬁ(ﬁ?
By, BENLERICELE COMMEDIB R T AL CEAILPRITEIDICE
T DB,

2, 52 W—2@Bk(eak test): HEMERMNELTAME - UE FEFERAZILBVT, BhE
BHEEEUT THAZLEBRETAHBRL NS,

3. MBI AT A

BEBEECHETIEEEREMLICHRIGE AT AL, GMP 48 _E85—H B E
CEZH (BHEELONEETRR UOGEATE) ORELETL, RN BEL AT LOE
- FENL, SCELEITV, BREOMRTOROOBEREETHD.
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3. 1 ME VAT L—iRBEREIE

1)

2)

4)

5)

6)

7)

£

SE VAT MOIIERAER, FIE, TR, BFEOM, KRS THETAEEREECEEE
FKERET D OEMICEES T A EBEELRIET AN ERERR S T ONAD
L.

ERELZEDHEELAETOEBLZERIRL, XBTH00. EEREE ST
BHEGERTY, TRP COMBOMAENTE LS BT 20 N ERTREELREL, 8
THGERTHABRERHLLEND, REERANSIHELAREY AT LR ETLHIL. &
HRAF LI BEEBEOT RS, ROERER TCOARI B S BRELED
RAEL AT LERTE PR RIE - FEHBOBEE AT LB BT,

1 FH S5 B

EHBEECRETIREMCERL, BEEERORELMRICELARE L AT ACHE
AT%, BEMFILLT REFERCEZMRLOREHRYEE, EERFLBOREY
B, RUF—ay, CELREFEHEREO AT MEENARE TREEL LRSI
FE35.

VEER

BEEESOBEELRIETHD, RORESHE HESANFICEETITELLT, ¥
B EH-EEEONYF —La BT A E, EERIEFRIES (SOP), HigEXAN, K
MELRE - PRIRE - BROBRE, #ELA 7O R, SERNE, S5 REEHE &
FEHMOHRINRETE, WIERS, RET=FIVER, w7 y), sl ta—a—i
AT BT & (GRS AEGRR ) R EOSCERERL, BRI TB L.
YRTZRIAA :

SHE AT DYV RI = RUANERDIAS., BAEMBEY, N BT, BYRAOY
HERDEDBIE. YRZZ R VA MNIEEMERIE, =PV 5, BRICREr BIFT
BIHD S TR R DI R T2 AR MY AZ ERBED R OADMIEDY R 7a b
— ORI E T, |

BB TR B R REAT

EEEEHERGORBEREOREL, RELERECEDAHEKRETMIZERT AL
i, B EESEERBEERBORTART 0l SR VBE =SV VR RE
TAHIE.

ROERR REAS R

T ERESRERECHEA T ARERME, ROEEAS RS T A MER O BRI
A ERTA2L. S, BRI SEREORT ER T T BT AL,

TR YT e RUOTREBROEMEE

B FROERHEIALIETO TRACIT AN EEMER R T AR 2R -5 <HRE E
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BRI CEIT AT A ThANIF a2 BITT5H8, S, RELZTRER
75 MEAF — o CRREET AL,

8) WEMEYF —tar
EHEE VT -l TR ALl — e TS G AR B R R BT ARE
TROEH VT Lol h BT, |

9) HELOFFARER
HBEEELOME ST -, HRHLABEE I EHBRIEL TEDETHERHIITY,
EEEELOMBECESE TR IR ESEGESEL, ARCIFE, TTA, B FETO
BRREFRENOYAZ IR U B KRR EhaZ s,

10) B4 143 |
BN ECEERFIC OV TIIE R ER MR OREFBRBLLME /7050 ET
A& ZO, BREEOHERRLBRIDIIENEEL.

11) Br g '
MEERSEEINY, BABEI LB RESIET5700, MY REBrZE R 2L.

12) AT A BIR _
JEBL A1 B O EREE RS RS~ A EDIER L BIEUCHEE - RE T
NEREREL, (FEE~DOWMARICLABEMORFLIALL BT AERLH L.

13) BB O FR LB
BB LD BEE RS RS KR~ DR EDORBIALF EET Bl DT REHLHLL.
BB OE PRSI B OBRER LT AL

14) BEEH _ '
EENER QBRI AN A R, 5 2 D ORI TAREIC L, BT AL R
L CIREE R - U T —Lal TR THELBIC, URITEAA MIEE D%, T&D
BOYRZ 2 b — NV E L TCOER AT AR ELTEETLIE.

15 K

RERRICBOV AT RE TR TORERE, MERCHBIRIET - SA 208,

B E DT IE T u /S 05, BiT5AL.

3.2 HEEEEHF

1) R R ALE K OB I b AR TR CRELLBE TS S T s T AR E
i i Nt

2) EEEEREKEOBREVEEC YW TIHESMOIVIILERICERL, BEL:E
BLER B LA L OB LR RER TR,

3) WA ST e B SERELRT AR S T o T HTIE.

4) AUF =L CREFL LBEH T 0/ T 2R TAIE.

5) EHMMEANIT - el B EETAIL.
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3. 3 YT —gr |

THBRFRCIOBHEEEREEE, S EERERY OB N — Ry =7 L hEEE
REBIISY TN T OREICEIVEREND. BUSTREIEAR M IRE  BEER STEAR MEST A
TEAUTF —va ClET0EEL S TRICE TR 42, itk U EED BRI T
ad, BEA TR, B CABRERY OEHBETRE, 8EBEOES SRS, E4EEFRO
g RE-CRE TR BT AT YA E R RIITIREEL, BROEES RIS A 0NERDS.
INBOERE TROAYF —aid, RS bEESN S EEFRROME, ROE DRSSO
RN RELEUICERICEDANERDD,

ANYF L THREE S AU B I R MGG B 3T A — & TS TR A S B A7 LAWEA
HZREESR T, L EITHESITIY, BB LR BLRDEE AT A—-F DY TROR
MR DHBIC DWW TRENICIRAZ R UAC MR ERL, DEISCCEROE S —
arkREL, TELLRTIERBERN.

4. B8

N BRI R B B OMAEMB LR THHDT, BEREEC LB ER
BBRBOEEFTICROTIE, BEBRECBHEAOMEETERRI AL, FHic kT
MNCERTHEREHR T2 LS EETHS, BEERR I EARAOME I T ABE |
i, FORBETITDICBERELS, ROEBOEENEIC TR S THE I
FITHZLCEY, ZORH R IEI AR TETL,

Fie, FAVV—F, T T i | N DTN LB B L S 5 2 5 4 R
THHAIL, BB LU TEOBB OB AR Y, S BB IEDH R AR
BB YN EEL B L EEE T B

4. 1 BB OZE B
) EEBREEITRAERICE T RIEBEERL, FIERI I E S ERREEIC RS R
RISV TS S IR RIS B
2) BWEEERICRIMREOEEINCEOCERICEST2RBICAL, £IEIE+5R5%
R BRSO T B A A R O BRI LS Bk
3) EEERIEIRIARA IR BT AEE BT, A7 b L FOBIENE ENAL DL A
L I OREEETRERITIMNEIR S, T LARE B EIIC S TR = i
BIL. FONERUERBER, EEONALTNZE DR $508 OIS L TR
DENDLDTHIE.
O BEE: BEEEHIRIRADEEFNICE TEZILEETHIL, AZHICB
TIRBER LTV RNIE, S, (FER, ERADIIEY, $E, ELIER MEE2
(BUF TS 209, ) RIS E BT hOh LY B (W 12528055188, 1
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FUL, BEHE) B EIMHT O s,

@ EREBRERNE

FEEBEERBICBOCEEICEE T, FAULERBERVCEBERRELD

EEORMERIDIL.
MFERESERD, SRELTBENOTIEOHS FUERBIER VAT
BT BT,

BB UL I L TV BB LT (2 20048) It hie S0 L k1
W4 are, B LEOBRITEET AL, '
BERRBANT, SEEO/M ITEMOREICHTHR/INEERTLnwoE,
B AL FEC VT, EEICEETAEICLD, R om),

@ WAEMFORERR M Fak

- @ FEXFR

® @

WAEOREE, WH, RHESICET 2.
WA M OBETE R U TN R o v BRI B2 b
15 I DR RO AN - HE AR BT AT L,

BT ABET ALY FIEIC BT AL,

RIS~ BB BT BRI, FIENE, BK, FREO—EO
HRICETAEE L BT A0, ¥, BESRTNLOHESETSNT
WAL TERIRICRER T AL

BRI B A ENATE Lk B/ MRICL S B nd DI ER FIE -
WTHB YR ER TR |
FERFIEC T ARE RO RIS T, TR R O A R 1 5 e
FOHERTELDLTBIL, MBI BT AR ER LB ORI, WELE
VIRDIE B ER I TS LRV L

BRI T AT YOS RS U B b s k.

MR BRAE IR BUER L B IEE R B AR L, RSO AR TR0
WWABETHESITBNTL, TORELRIBIZOWTEHETIESITIZE. 208
FINRIZIZEAMM OBV BB Tel &, SEEFE IS OO (3218
BEPED. )BAZETIHECROUL, HEAZHLOBAERICITS N,
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