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BB, JEES. B, Bb. BEETCICYROERRUEREERLE, 28
FRTNITR L2V

() BBEITBROBMEHEHBL, FFr > AN—XeHEL LS TVWLIEE) « &
fo. TaEANY F =g AOEFHRER Y A5 FIRRICT DM REt L2
X b2,

F1: 8RFA THA 7 NVEHRICDR 28E7 v A OBRBEREL T
e REe =Y S RT ADEA

=A%

Bt is

RIRARE

B DRSS

BROLHMEREL
THERSh LRSS

| R ROBS O
BmTITENH DO

MEZRBEUCERIN
AEETn ARV
wWEOE=HY T
1. WECRBITAE
BRBNE DRESLIT AL
bhb,

R A= VT o T
DEOFE=FY 7
i, BETatRAD
BEMHERE R OEE~
ROEIZHEETHZ
EOFENLRBER
52455,

BER PR T—NVT

o TEBORIBD

AT, BB
A X HICBRT 5
ETCHIBES,

FETERETO
BETEEE R IRAE L
BOET ~&E 58
ERET D T-DIT,
fET a2 DOBEB
HERER O L i E O
S B IS o n
HHoIcRES N
VAT ABERAIN
RTHIER LR,

—B., AENKTL
Th. BEMERRD
Iolke=)20
IXRBRAE T & THERE
L2 niE7z bR
W, TR H DG
Wkt 2L R EE
DS, BAREFIZHEV
feE L CEL D ALRT
X b7,

3.2.2

- BERAEIT, EE.

RIERHE R T E(CAPA) S AT b

WRORAHE. FEES. BN, Bi. BE. YR0ESERUEHEE

IZAONWTDREBEL CICRE S 0+ 2 OBEMEER OEBREDOET=2 Y 7 b OHER

WEET 3. REEBRUOTHHBELERT DDV AT heF ERTFNITELI2V,

¥7-. MAKMBEREZRET S ENT, AES 2R ToEELSNBYEABH

S WhHRhRThIER BV, ICHQUZERRENTWA K H Iz, AEDFH., EXSRTX

EHEOLAIUE, U R Y LUV BRI LRITHIE: B2V, CAPAD IR, Bk
Vg 0¥ ADHEELOICESEROEETRO LV EVWEBBICEODRITHIERD
A AN
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350

361
352

353
354
355
356

357

358
359

360
361

362

363
364

365
366
367
368
369
370
371

372
373
374

F1 : BETA 79 A 2 VEHRIC DR 3R ERBERCTHEE Y X T LOw#E

B BB AR GE Ly BLE DRSS
BRI RS THD | CAPA 1X7 «— /3| CAPA AWV L/ | CAPA 1IIBIGKHR
BETTEEREPRET | v . 74— K74 | FRZRLP E72, | bt s hizd i
5. CAPA FIERIL. | U— FROMSEMY | MONHEBOAS | 2RV, FHHICE
REHBROTYE | B0EMR VAT b | BATESAETN | 2HE~OFBRV
BRARENRRHE | L LTHERTEXE | 3R, BELZ A0
VEEOTakE Rz | b, BRA~DEEIZ OV
WY AENBEAE THLEELATMT
FRTHD, BRBIRY,

323 EEYRXIAV N AT A

£ N—a v, RS, BE T o ROBBHERVCEEREDOE=FY IO
7 h 7y FRUCAPARE R £ T 5, ThbOEELENCTML, ARL, RO
EHTH-DI., BRRESHRERERIAY FVRT AERIRITNIERLRN,
RO, BOIOEERELN L EEREA~OLERSBEOBHET TRO OB L
N B EEMEL LTI, EECXTA L N TR AOERSITHERD B,

EEwXV AL M UAT AL, BSEORESER. FRTbND 2 L RHEICT S,

ZFhiE. EEICLDERLARAVERICE LRV &R EEICRIE LT T bR,

FEREIXTAL PR TF AL, BBIIGLITA TV A I NVOKBEREICOWTUTDOZ &
PEEiTniE s

(@) BBV A7 <X A Y PP REEINEZEREFET 272 DICRA SN RT TR D
20, EHBOE AR RER S D L-UI Y R 7 O L~ LIS L2TE R 72w

(b) RESNEEEE, RSN TVBERIT YA L AR— AW,/ UTRHON
BROMETRENEMS S, ABEIE L OBRIC I Il S LTt b7z
VW, EEREAOEEREBOBEMT TR BTV B ERET 5D D%
bR b2, ICH QS TR SR TVA L HIT, FHA v R_—ANTD
Vetix (ERERBNEOBANHIT) TELIIREShEY, LnLendb, BE
BREEY AT AORMNDIE. FTRTCOEERLEOEREwFUAY FYRT A
X0 S SR AU R B AR ;

() BEShIZEF X, FESBHMMNICESLEND L2 RFET 57 HIC, BETD
S (B ERAER, S RE EEROEF) »bH. BYREMBHNATM
HCEBT AEMREF — L XV FHES N RTNER L2V, BRESHIERICSH
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375

376
377

378
379

380
381

382
383
384
385
386

387
388

389
390
391
392
393
394
395
396
397

398

T A TRBEEHREENED bR T iR 57220 ;

() ZERERS N %Ic, T BNAER S-S L RORNERE~BERBORNT
L RRET B0, EEOFENERS W hig7e bau,

EI : WES A 79 A 2 ASHEIchl BEEvX DAL b V2T ADBA

= BA%E

B

RILAERE

B OHFE

EEIBEEO S u
AHEHEOBSTH
D, XERHEILLESH
i bl
ERERXVANT
ot ADENRIIEL.
= 3K 5 BHSE DB P
BEELRTHERS
2V

ERRVAV MY
AT AL, BB
ORI ET vk R
st LTiThh i
BOEHE L CERLE

PREELRTHRIE 2

BV,

ERXRERETRIA
v R URT ADBEE
AETERBINRIT
Nk sy, g
I K AR
BB OY R 70 E
3 < EE 72 FEAm DR
FEERAE L 2 i
B,

R DOEFER DD
RAHERE LB RE
FeRXTPAVMVR
T BERRT TR
BV,

324 BESE AOBEMERVCBBSEDRTA Y PV Ea—

CRVAV ML 2 BET v ROBRBERROCRERENRT A 7Y 71D
EVEBENTHWAZ EHFEIELRTRIER LR, BEOFBEREMSITIS LT,
TEFIA L a—id, FxORBOBREBIZLS —EDOL E2—ThHbH I LHTHE
T, B AERELY LY 2 — DIl EREEREA~ LT 5, B THEIREBERIGER
LBt 225 ERTFHIERLR,

(@) THXVRAL L Ea— Y AT AIUTOZ L 2EERTIERL 2

(1) YEOERKROIERHEE, BEE I OO FHM O R OB S BIcx L
Tithbivizaly bAV b .
Q) UTFToZ 280 EHN2mE L Ea—:
() HSESBECETIEBRUENO LS 2BEEmHEEDOFE ;
(i) WEToEROBRBEERVORGHGEDE=F ) 7 ORE®R ;
(i) REHBROFHEELOELIERL BT, HET 0 ARUVERED
EEDHEHE,
B) BEIDTRI AL L Ea—nb0bbWwd 7 +ru—7 v THE,

() vXTAL PLEa—Y AT AR, UTFOX 5 RENRHEELEE LT ERD
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399

400
401
402
403
404
405

406

407

408
409

410

411
412

413

414
415

416
417
418
419
420

VAR

(1) B~ ot R K O ~DUE ;
Q) BRORME, IHERV/ IBERE ;
() FHOEER Mk,

EIV : &7 o AOBEMERCRLBEDTRVA L L E2—0
BLE 5 ¢ 794 2 LB b 55

EIREBAFE BHfiin ML B DIAE

RO ALU LR | vRUAY LA | vRTUAVMLEa |[TRUAY RLE
—OEE. ARG | —ofEE. BERS | —idkRO L HI0E | 2 —ik. BEOLKE
BWEIoE RORH | LEERERERUCRES EMéntvx?A'E%%&&E@%
DEEMELTEERS | DB ADEAERY | THY ., MENERE | BREOFEEEZS
DETBHEDICER | — L TOREEPRE | 2XFLRTNER | SR ThITRD R
SNhE5s. BbHOETBEBIC | BA, v,

| wwansT LR
B7RVY,

4. EZDE AT bHORKGERICGE
KETE, ERSSEL AT AP EELHENICSET 5 DI ER SR TIERS
RWEEsh R IR L TWB,
41 EEFBRBIATLADIRXI AV U Ea—
ﬁ%@m\E%%%EVZ?A%E%%KVE;—Tékbmmﬁﬁfntx%%tﬁ
ThiZeb2, LE2—iZUTOIE2E80L_ETHD
@)E%%&EVX?A®H%®EmK%76ﬁﬁ;
w)E%%%EVZ?AWKﬁﬁéfntx@ﬁ@ﬁ%%:?—?étbﬂ%wBhé\
T DX 5 7 A TERE O FFM
(1) &1, i, CAPA RUEREVXI AL M TaER
() NBEFEEELDOT 41— F N7
G)UX&fo%V%‘FVVF%ﬁ&UEE%ﬁUEEﬂﬁfﬂtX;
(@) YROEER CHEHEET NCEEERE L L OO,
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421
422

423
424
425
426
427

428

429
430

431
432
433
434
435
436

437

438
439
440
441
442
443

444
445

446
447
448

449

42 EERSES AT ANCEBEYEZ ZRHRUNNEROE=FY 7
REMENE=Z —T BZERICIIUTREENES
() EERBEL AT MCEBEEXBERM. T4 5 ARCHERBEOHE ;
(b) EXRBEY AT LEEBTEA ) ~—Va ‘
(c) EVRRDBRBERVBEROER ;
(d) BEFEHEOER,

43 TRIVALVIMLEa—RBE=FY VT ORE

EREL LY X7 AL CICHRIRUSEROE=F Y ZIZONTOTRI A P
E“:L**UDE}‘Z%GC{;&("F?&S‘%‘E%L?%%) : '

(a) EESHEL RT AR UEET S 70" A~0UE ;

(b) EROELE L IXHEBRC/ IIABDOII ;

(c) EFEEORE BEEDOWET ;

(d) BEIRREE R EE~ ERT B L xEl, TRV AL D LE2—DOFRERDT
B 1 B9 A SCESTHI ONCE R CEMN R ERIEE, ‘

5. H

ICHR ISODEBNFIET D HAITIX, ICHQIOIZBW T HENLDERPHVLNT
W5, “EREE’ . “EREE (B 7 I NE LWIEPISONERICHEN
5EATH, ICH QIODBRJIZRBWV T, TN HITHRREGZ LT LORBRT 5 DT
B, EEROBBIT, EEOD L DOEMNICHRI N TV 5, EYRICHXIIISOD E#E
IR DIZDOWTIE, ICH QIODEREMDER ST,

2

%% 1 & 2 DFE S (Capability of a Process) :

WERI B OEREEA G- TR ERTIRES 2 A0S, L& (process
capability) DIEAIE, FEABICBWTHEZENES, (SO 9000:2005)

EH -~ Y A2 H(Change Management) :
ZFEFREL, FEL. ARL., BL. ROLE=—T FRORY A%,  (ICHQL0)
iz i)tk Z(Continual Improvement) :

EREEAE-THEAZEDA-DICEVRLITOIA1EE),  (ISO 9000:2005)
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450

451
452
453
454

455

456
457
458

459

460
461

462
463
464
465
466

467
468

469
470

471
472
473

474
475

476
477
478

479

S EREIE (Control Strategy) :

ESOMAR RS TROBEM) HENN S, g7 0t 2 OBBMEER R E & Rt
THRESNEREO—K, FEIL, JEER R OMBIFI DT B R GBI BET 537 A
— Z RO, RIBERUEEOEGREM, TREE, SRAHERUEETE=F) 7
BN EFBROFERVEELE #4525, (ICHQIL0)

R IEH8 (Corrective Action) :

RN éntmﬁémﬂm@%ﬁi L RWRIROEBEREYBRETZHE, 1 THHEEIIRLEZ
%mﬁétbmﬁuBhéwmﬂb\%E%ﬁﬂﬁ%%%m?éka%BEhéo(BO
9000:2005)

S A L R ~2— A (Design Space) :

REEHRT 52 LPLE SN TOBANER (FROWERLY) L TRATA—FDER
Bk AEhE S FEEM, (ICHQS)

%&@t@@iﬁmmmﬂ:

BEZERT 2 DDOFERPRMETHFENTT e A, (ICHQI0)

54— Kw 7 /7 4— K7 % U— F(Feedback / Feedforward) :

T4 — KRy FORAREVAT %, TOBRXIPHRICL>TEEL., XXEERT
5Tk,

T 4= RTFT—F: FakwREk, ZOHESNZFRUIHEEZAVTEEL, ITEE
427 L (Oxford®EzEEEE  Oxford KZFHFR 20034EhR)

74—Fﬂy7/74—F7¢U—Fm\fntxwﬁﬂﬁﬁmﬁbfﬁﬁﬁﬂ\it;%
Bei Ay Mot LOHBAMICERT 5 Z 8 T& 5, (ICHQI0)

A ) ~X—3/3 »(Innovation) :
PRI FEROEA,  (ICHQL0)
035 % # (Knowledge Management) :

UR BT O AR UHEREMOEREBER L, S L. REL. RUEBEETIZHOK
ZHYER Y #8%4, (ICH Q10)

SR EEVEZE (Outsourced Activities) :

FHE L OXELEN-AEEEDO T T, ZHFICLVETESNSEE,  (CHQLO)
HEETF5EZE (Performance Indicators) :

W S rEANUTIY AT AOBBMEREY RO, REREOERMICAV LR EE
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480
481

482
483

484

485
486
487

488

489
490

491
492
493
494
495
496

497

498

499
500

501
502

503
504
505

506

507
508

FEE/MET. B % Husk i3 THEHS]E 2 ¥ (performance metrics)] & FEiXH 5, (ICHQI0)
B 2K 5 5 H o X T b (Pharmaceutical Quality System (PQS)) :

SETIZE L TR ¥ S EER OB ET 5 R AV RV AT A, (IS0 9000:200512 23 <
ICH Q10D E ) ‘

F-Bh#i & (Preventive Action) :

I VEZRESUIMBOEE L 2WEZ VESRADEREKRET 2#HE, I ZEH
BIIER AT A7 0ICE U LR A DI L, FHHEBIIRBELLETDHZOICEL bR
3, (ISO 9000:2005)

45,225 (Product Realisation) :

BERVEEREEDO=— AL CICHHLR ERFEAOETEIL. ) RUONHBEEOE
REEY - TENRRESE LA T RAEOEN, (ICHQL0)

dn E (Quality) :
LB 25 AT TR D AL E DA S ENEREEL I TRE, (ICHQ9)
fHE < = 2 7 /V(Quality Manual) :
HBORE~X VAL N RT LAERETHXE, (IS0 9000:2005)
&H'E B = (Quality Objectives) :
FVE SR R MRS & R E TR R IE BN E BT B DFE,  (ICHQL0)
&8 2HE (Quality Planning) :

REREARRET B2 LN ORE BELERT S DIChER, EHEOT O ERAR
OEET 2ERERET S Z LICEREEDELGR X VAL FO—H, (SO 9000:2005)

s B 7 8H(Quality Policy) :

e X ERICER I, &Ea:s&a‘%%ﬂm@éﬁtﬂ’atﬁ%ﬁ&tﬁﬁm (1SO
9000:2005)

Y A Y <R AL MQuality Risk Management) :

BRS A THA I NEBLT, EERDOHEIBRB IV AZIZONTDTERA L b, 2 b
g—l, ala=k—al, LEa—»PLRB3FHIE-o7rEX, (ICHQY)

- #%#% E f#i(Senior Management) :

LR IREY A MR LT, FOLEIRET A FOBRYBETIRELEREZFD,
EEL~LTHEL, RUEETHA (£) ., (SO 9000:2005ZE5HIZ -5 < ICH Q10E
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509 %)
510 BT X 72 {KEE(State of Control) :

511 %ﬁ@%ﬂ&ébﬁr)%ﬁ?é%ﬁfuJzz@ﬁ@_‘t&ﬁ%&(ﬁ?&%ﬁu&Ea:omr'r_ﬁ_ﬁ'ﬁ’af:ﬁ%m
512 Mt 5iREE,  (ICHQI10)

513
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514
515
516
517
518

519

MHBE1
RSB RY 27 I ESCEELDT 70 —F 5 LXE 5% RATh HHES

HE
DB D7 11 RIFABTREEN D,

ZOMBER. FHOTo A 2R EIEISERAENOIBRETT, B

1

S®%RBAENDHBS

1. GMP ¢t DHEE

T —BURHERF

2. BBV RV A MNRAIOEZR
ERZ2ED. DIRMREEMAESRT
ADESE (] : ICH Q9 & ICHQ10),

UTFT~DHE -
o UBDEBRIIBWTY RZICESER
DIEAHDOEREE KT B,

3. BBV RI7wRT A2 MRRIOEZB
RIERZEY, 8RO E TROER
DFESE (B : ICHQS & ICH Q9),

LT~

o B ED L EESMOLEFHE A EE
75 ’

o TUEARNYF— g ~DEHHL
BB EEREE TS ;

o UTNEAALYY—RADMLEHEAHZFEL
¥ 5,

4. BBV RI7<3xTPA MOKRAIOFEH

EH. hRRERLLE AT L
R HRRCRETROBEMOEE
(f5] : ICH Q8. ICHQ9 & ICHQI10),

LIF~D% - _

o HFOERIIBWTY RA7IEIIM
DHADEREERT D ;

o RRICES BRSO LEIMERE
5

o BERVY RIIZESARBBRERS
nt R eHElL, 1/ X—vark
UHEBEISED D E LN AR R EHEK
45 ;

o TubRNYF—Ta r ~OEHFHL
B ML ERREE TS ;

o UTNEA LYY — RO ZRESL
T 5,
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520
521
522

523
524

525
526
5217
528
929
530
531
532
533
534
535
536
537
538

539

540

HEE 2
ICH Q10 EXGMNE T AT LET NVOKMR

10 EERRES

= OEfEIF.ICH Q10 PEKFERE v AT APQS)ET VDO EBERHFHEZRRLILLDOTSH
%, ZOPQSIE. BN LBICTYT X Yic, EREMR, SINBE,. MREERTRMLO
BREDETORRETA THA I VeI A= LTS, O PQS L, BBIIRT &L 5 ICEHE
O GMP 28T %, $i-. ZOREIT, FEO GMP BIEREORBICLERSnDZ L
ZRLTWVD,

WOKERL, B2 ECHBEINAREEOBELER T A 7HA 7 NVDETOEREIZE
CEETHBILERLTVS, TOTOHML, PQS EF VIV TEERFEERT
IEAEERREL AT AERERY A PLTWS, ZhDOERIT. MEAZEEIC DM
ANBEBET AR ERBLENRS, T4 TV A 7 VOEEBIZEN»S$V 5oL
~TEBAERRTIIER DRV,

—ETFTO—EOMRIT., T4 THA I NOFEPEICO ) BRSNS ERDTZDDFIE,
FTROLEHERLBEY R vRTRAL FERLTVND, ZNLDERDTZHDFIEIL,
PQS DESEROER, THTE IREORE R OHER I CNTHERISEORE L VD |

" PQS DEMEVHE— T B,
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