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HZEEF O AR L OFHRBEE | HEREEVCESHEO | W, TTHICH 58
wWEOT=FY T | 5255, FmF Y 7R | IR A e B E

BHHGICERE S
AT ADBEAIN
T ERE B,

B BRBEEILIZIE,
fikfe L THER B RT
TR B2,

3.2.2

- RIERE R OTFRHHEE(CAPA) Y AT A

RISK ey HE, WRAARK, FEEAS. BN, &, BE, YR0EER IR EER
WCOWTOFRELT IS 7 0 2 OBEMERELE AR EDOE=F U 7 b OER
WCERET S, REHBEONTH#EBELZ ERT A7 0ODV AT LERH I RITNIEERL 0D,

Fio. RAWREERET S BHIT,
WHRNZITHIEZR 5720, ICHQUZHE R 5N TWVWDH L H I,

FE T 1 2T S EE L SR A
WMEDT . EXSKROX

EEEOLAYLIE, U RS LUV BRI LT TR B eV, CAPAD FIEEIEL. B
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B IR TRO | CAPA 137 4 — KN | CAPA BAHWV LA | CAPA TR ERH%
EERREMEAET | v 7. 74— F7a | Fhdhb$ $. | b S Rd g
%, CAPA JFiEdhiE. | 7 — FRUMEGHIY | RONHBOED | b, HHIcRE
BEEHBROTHE | #0FD2 27 A | ERFHHSN2TN | 2RE~DOEERY
BAREMREREHE | & LCHERTEE | IER5h0, BEBLZIELMO
VRO Ta¥w R | A, YL ~D BT DN
BYIAENDHEIT THHBE LT R
ERTHD, 2B,

323 BHEHRIAY
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A ) _—a v, fERRE, ST o A0BBERELVCEGREDE=FY D
TR Ty NEUOCAPAIZEE A HWET D, 2NOOEF A EUNIFHMEL., AR L, kO
EWTAH7DIC, REITEPDHRERETRI AL AT LAEE I RITNITR LR,
— R, BV EBRFELRIE . BEHBFA~OLERZBOBELET CROONDZ L
DHHFEERFER L TIL, BEESRVAL P ADQEXSITHERD D,
BERIA L FURT AT, ERERNER ., AiTbis Z L 2 HEICT 5,
FRE. BEICEIDVERLULAWERICRS2WVWI &2 EEICHRIE LZ2TIER 520,
BHERIA L P AT AT, BBEIOS U TA TV A I NVDBEERICOWTETOZ &
TEERITIE R BV

(@) BV AT =R PA L "RRBEEISNERE X T 2 720ICHA ST nide b
720, FMEOH DR RER I D LT ) 27 O L-UL RIS LR T UL H7avy;

(b) BESNELEEIL, BTSN TOBBERT VA v A= AW I/ TR FTOR
RO TROBES S, ARFE & OISV TEHE S 2 hiE7e 57k
W, WEEE~AODEENZBOBEMET TRO LN TNENERET D OO %
FhRFIE2 5720, ICHQSTRERINTWVS LI, FHFA L AR—ZANTOH
VEZEIT GEEHFNEDOBANLIT) BEEEALZINBY, LLRE DL, EFR
BB AT ADBRBMMALIL, TRTCOERBGEOER X AL P RT AIZ
L0 SR ST AUT AR D AR

(c) MESNLEEIT., BESHEIFHICESLEND Z EZRIET D720, BHET D
B (B BB, M BB, BERVES 206, @YREFMENMN AT
HMTERTAHEMAFTF— AL LV FMBEINRITIER G2, BESNIEERICH
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397

398

15 PRI AER T DNRT TR 520

(d) BEAEMS nI%IC, ZBEANIGER SN D L RORERE~EREORN T
L ARERT D120, EROTFMAER S e hidie bR,

F : WA 7 A 7 NVEHBIChlZ3EE~X A h AT LD

= 3R i B 5 IR FASEAERE B DRERE
ERIIFHBEO ok | BEvR VAL by | EXBRERER VA | B OKEEEZ DOV
RITEDESGTH | AT A, BWBE | » FAT LAPREE | RH5EFELBEYIRE

n. XEEHELIN
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EHERIALVNT
o ADOIER ST,
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BELRTNITIRD
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OFICRE T R
WX LT T 723
BEOEI L ER R
ERAL LT
BV,

AEFETER I NT
Xz o2z, AE
BRI K AR,
BER Y 272
-3 < 72 FHAE O B
SEATRAL L 22T
IR BIRY,

XA PR
T A BRI T
2N AN

324 HET v XOBEMEREEOCREBEORZI A L E2—

TAIAL P a—iT, BET o 2OBEMERCRESER T A T A 7D
TOEHINTNDZ EEHRELRITIER D22, BEOBMREOEMEIITE T T,
TRVA M Ea—L, EaxOBRBOREHICEIS —HEDOLE2—ThHd Z LIHEE
T, WY RERMEY L E 20Ol LRREEAS BT S, #EFCTHEDRBREER
CERFaER2E5ERTNTRERWN,

() X DAL L Ea— VAT ARUTOZ EE2EERFIUER SR

(1) ¥ROBELEEOCIERMEFE, BEEW M OFEMORE R ONCHEBI S Bizxr L
Tifrbhimza Iy b AV b
Q) UToZ x5 EMNRRE L Ea—:
() HESEICET A EE R OERO X 5 @i e E O ;
(i) WEFoEROBBIEREROEGESEDT=5Y V7 OfEH ;
(i) BREHBROTHHEBNLAULIERE L2 ETe, BET oA RUELED
B DA I,
B) HIEDO=FXI A L Ea—0b0bbLwad 7 ru—7 v FHE,

(b) RV AL P L Ea—Y AT A, LTOXS REUREFELZRFEL2TNERE
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ASTANE

(1) BT 72RO ~DRE ;

(2) EROEME, FIBRE O SGIHELE ;

(3) AFDES K MeHk.

FIV : WE T o ROBEHEELRCRGRED YRV A L E2—D
BBRS L 79 A 7 VA bi- 588

I L B g i PEE Lt 8,5 D Kk
T RZUAL Lo | eRxTALR LY 2 < HRIAL ML E 2 v XA RLE
—OREE. LD | —ofEE, BRE | -k bRo Xk 5ol | =ik, BRoRE
WS ot 2 ORE | MR ROREEY | SISk AT A | EPRELE DT
OEIMEEHEE RS | B AOELEERY | ThY, MFENkE | BhlboEELZE

DEFTDHDITER
éh?%éo

—/VTCOREE X SR
b EF BT
EHE &R IT TR
572U,

R LT TR
57V,

ERiTNE RS 7%

VY,

4. EIRSME T AT L ORI UE

ARETIE, ERMHSNE AT 5% ER LUANRINICSET 20l E S R iThide b

IRVEEN A FRIR LTV A,

4.1

R, ERGSE AT AR EMPIILE 2 —T 50D ERRT 0¥ R 2 /-7
LE 22— I TFOZ L E2ETRRETHD

DR A EC AT AN

EHEMWWE VAT LOYFRY A L Ea—

(a) BERGLE T AT A0 BHOERICET 25 ;

(b) EERBHME AT ANIZBIT AT mERADENIMEEE=F—FHDICHVLND,

LAIT D & 9 72 HERH R AR OFHM -

(1) EiE. B, CAPAROERE RV A N FatR

Q) NEBEFENEED T 4 —F w7
B) VAIZTERAL I,

(4) BROEZER CHEHFEI I EE LR £ OAEOFHE,
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424
425
426
427

429
430

431
432
433
434
435
436

437

. 438

439
440
441
442
443

444
445

446
447
448

449

42 EELGEIAT DIIEELLE2 DR EROE=2 Y 7
RREEAE =2 —FT DERIITLUTAEENGED ¢

(a) EERBE VAT MIEBEEZBLORM. TA 57 A ROCBEREOHEA ;

(b) EERMWEV AT LB T LA /X~ a

(c) EVRADRER VEROER ;

(d) BEprarEDLER,
43 TRVAUPLEa—ROE=FY U TORRE
EIME Y AT AW RO BROE=F J T2V TOYRI AL b
B a—OFRIZIZT R E ENGED

(a) EERRBLE T AT LR UBEET 5 7 0t A~DUE ;

(b) BIRDOELHE L IIFEERG/ SUIANB DB ;

(c) WEFEHROTE BIEDOKET ; ,

(d) #EEI R % EREEHA~ERT A2 28T, v R UA L P L E2a— ORI

FEE I BT B SCEFTERIE QNS R C R 2 IR,

5. HIEE

ICHF: ISOD EHBENDIFAET AT, ICHQIOZCBW T HLEFNHLDERBVBHNWSRT
W5, “ERITIE” | “BEREHE (EHED) 7 T DET LW OFEENISODERIZEI
HEATH,. ICH QLoD HENZIRBW T, ZNHITRHEIEHZ 0T LR 5 6 DO TiX
2, EREOHMI, BB EOFIMNICHTE I TWA, BYZRICHXISOD ERE
BIRNH DI HOWVWTIE, ICH QIODEREPTERR Sz,

B/E T 1 A DOFEJI(Capability of a Process) :

UHAFROBERFEHZW A TRHLAZEHR T2/ E T 0 RO, LHEEE /I (process
capability) DBEAIX, #FHAFBICBWTHLEE S NE S, (IS0 9000:2005)

ZEH < R ¥ A > h(Change Management) :
EEAREL, FHEL. ARL, EHL., ROV E2—FT 53 FFZIYHEA,  (ICHQL0)
#kfE B #E (Continual Improvement) :

BESRBIEZM TR ZEHD D DB VIR LT A1EE, (IS0 9000:2005)
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450

451
452
453
454

455

456
457
458

460
461

462
463
464

465
466

467
468

469
470

471
472
473

474
475

476

477

478

479

& FREEIS(Control Strategy) :

BHORLE KR UORETROBME) L E) NS, BT v 2 OBREMEER O/ mE Z RiL
TAHHBEINEZEBRO—R, FEIT, HERORIAIO BB R O EMICBE T 537 A
— 2 RO SRR OEE OERSE, TREH, SSRBEEAUHEET 2 E=2) v
WNCERDOFIEROHE > &255, (ICHQIL0)

& IE Ry E (Corrective Action) :

BEESNERES MO LE L RVRIROFREZ BRET /B, & THRFEIRESR

BiiEd B dbic# L b B Dkt L, REMBIXAREHETS0Ic#ibns, (SO
9000:2005)

FH A o 22— R (Design Space) :

SEBHART D 2 EAMA STV A ANER (FROWRERE) L TRART A—F DS
B2 RS ® S fBAVEA, (ICH Q8)

BERR D 7= 8 D Fi£(Enabler) :

B AT AT OO FERFRMT H2FEUIT a2 A, (ICHQ10)

T4 — K7 /74— K7 %Y — F(Feedback / Feedforward) :

T 4= KRy s FUEANIEIVAT bk, FOERIZHRIC L > TEIE L, UFEET
5Tk,
T4 R U— R FatRE, FOHEENTRERUIBEEAVTEE L, UIEHR
T5HZ L (Oxford&FEFEE  Oxford KZEHAR 20034FhK)
T4 — RNy 74— P73 U— N, 7t AOEHEMII LTINS, 72, &
B3P A L Mo LTSI ERT 5 2 R T 5, (ICHQIL0)
A J~X—1i 37 (Innovation) :
BT FiksmoE A,  (ICHQL0)
kB B (Knowledge Management) :

Lih, &7 o ﬁx&@“’%ﬁi%ﬁ@%ﬁ&éb’%’% L. L. REL. RMGEETDD0%
FREIELY A, (ICH Q10)
S ERZEFEVEZE (Outsourced Activities) :
FHE L OLE(LENABEFEOT T, ZFEHFICL Y EITShDER,  (ICHQL0)
P FHE (Performance Indicators) :
Mk, TR RAXIV AT AOBREBMEEL RT0IC, SEBEOERE(LIIAV LD HE
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489
490

491
492
493
494
495
496
497

498
499

500

501
502

503

504
505

506

507
508

FIREZRME T, B D HE TIX PHEEERIE B % (performance metrics)] & FEENL %S, (ICH Q10)
EIEALAE 2 A 7 A(Pharmaceutical Quality System (PQS)) :

WEIZE L CRIERSELIREROEHT A RIY AL AT A, (IS0 9000:200512 F-5 <
CH QI0DES)

r—<u

FBh#EE (Preventive Action) :

EZ VG REE IO EFE LI ZWEZ Y Zabkm@}?@%ﬁ%f#é#t%o E . BIEHE
BIXBREZHIETAT-DICE L LNDZDICH L, PHHBIIREZIIETADIZE LN
%, (ISO 9000:2005)

BB (Product Realisation) :

BEROEEREMEEEO =— AT CICHEKILR KREFEOETE ST, ) RONEHEEDOE
REEAZ M- g2 AT 2R 0K, (ICHQ10)

i ’E (Quality) :

B AT AT TRICR D AEIEE OMA GOSN EREA L TE, (ICHQY)
SWE < = 2 7 /L (Quality Manual) :

FBOBRE YR A Y PV RT LEBET 2 UFE, (IS0 9000:2005)

fhE B Z(Quality Objectives) :

SaE B OEEMG 2 I E AT BB 72 IS B A3 272 D FE:,  (ICH Q10)

&i'E 7 (Quality Planning) :

mE BEARETA I T RCFONEEEALERTH-DILER EHEO7nr A K
OBEETAERAHET LI ICESERSLEERE~ R Ay FO—E, (ISO 9000:2005)

5t & 5 #H(Quality Policy) :

bRz L0 ESICER SN, RECETAEBROSERNARERE O HE, (IS0
9000:2005)

SE Y R =R Y A 2 MQuality Risk Management) :

BRTA TV A I NVEZBEL T, EERLOBEIBEDY RZICONVTDTEAA R, 3k
2—J)b, AIa=h—rar, LEa-MOBERBREIE o7 X, (ICHQ9)

R = Bl (Senior Management) :

EEIEEY A M LT, ZOLETIREY A POBFRZEE TIHEELHEREFL,
EEL-ULTHEEL, ROEETBIA (£) ., (IS0 9000:2005i2FHZ -5 < ICH Q10E
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)
PR T X /IR AE(State of Control) :

BEFROMDEDEIET 5 RET 1 2 OBREME
2Rt A0REE,  (JICH Q10)
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514 fHE#E1
515 BEROY A7 CESEF EOT S u—F 2 ESEHE5HRATN DB
516
517 E: ZOMNBEIR, HHoTue2E2MESEL5 B RAENIREERT, ER
518 DOHHI D 7 o RIEWBTHREIND,
% SHAAENDHES
1. GMP L DEA BAF—BLIRAER
2. BBV R7wxT R MNREIOEDH | LT ~OHE -
ERPED. DRNZEERHELRAT | o YRBOERIZBVTY AZCEIIR
LD (F] : ICH Q9 & ICHQI10), DHADFEREZIBKRT D,
3. BV A=A MNEAOEZR | LT~0=
RERLZED, ML OERE TROBEME | o FHRICES ERLEOMEl 2 /28
DFEEFE (] : ICH Q8 & ICH Q9), T5;
o TUEBANYTF— g L ~OEFHIR
- BB ERREE T D
o UTNEALYY—ADMHMAZMESL
75,
4. BV A=V A 2 FOFUOER | LT ~O#E
BED . DROBRERRDE AT AL | o YUBOELBIZBWTY A ZIZHESEH
Oz B R OV TR o0 B oD FEEE DHADEREZHERTD
(] : ICH Q8. ICH Q9 & ICH Q10), -'ﬂik%6<E%%®%EQM%ﬁﬁ
45 ;
e BFERONY RIZIZESSEBBREES
ntRemEbL, A/ X—a Kk
[0 TS & INNSE S 3P (ST IR = AN
4%,
o TUEARNYF— gL ~DHEHR
BYMEAEAREE T 5D ;
o UTINHA LYY —ZADHHAETESL
T 5,
519
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524

525
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527
528
529
530
531
532
533
534
535
536
537
538
539

540

HE%
ICH Q10 35, RF NEF L ORR

ICH Q10 E%nnnngi‘ X:J-'A :

Z ORI ICH Q10 DEIESHE L AT L(PQS)YTT VDO EBRFFEEIUR LD TH
%, ZOPQSIX., BEO EBITRT X DI, ERLER, Hiirkis, MREAERTRRO
BIREDORETORB S A 7H A I NV E I AA— LTS, ZOPQS Ix, KEIIRT L 9 ICKE
® GMP 2 #aT 5, £7-. Z OREIE, SO GMP BIEREOREICbEHSIND L
ARLTWND,

WO, B2 ETHRASNAREEOFLLHR T A 7 A 7 N DOETOEREIZE
TEHECHAILEEZRLTWS, FOTOMIL, PQS ETMZBWTEERPE LT
FEAEERREVATLAEZLZ YR ILTWVS, ZNHOERE, MERREIC D2
BB EETAMEETHMLRN D, T4 7V A 7 VOZBEEICHEN>$ Va1
~ULTCHE A I TR 5w,

—FFTO—HEOMFL., 54 7V A 7 NVOFKERICOE VEASNDERDDDFE,
THROLMBERE BB AT XA PERLTWD, ZILL DERDT-DDFIED
PQS OBMERDER, FHCTEIRE @%4&U%ﬁi0_ﬂ$m&%@ﬁ@&wo‘
PQS D HHZ Y R— hT 5,
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