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42 BEERRBL AT ACEEL 52 5PNECANEROS=S Y 7
%ﬁ@ﬁ%:&—féﬁﬁmmuTﬁﬁinﬁa-

() ERRARY AT ACHBEELBBHM, HA 5 X RUSEIEOHR
(b) BEEBRES AT DEBRTHA /) =T

(©) EVFRDBERUGABOLE ; -

(d) WRFEROER,

43 TARTPAL P E2—RBE=Z2 Y o TOER

EIESE L AT AW RIC RO EROE=4 1 YR OVWTDTRI AL bl
Ea—ORRCRUTREENED :

(a) EERBE AT ARVEETD 713 TA~DWE ;

(b) BIROESHH L < RERER Y UL ARDIH ;

(©) BEHHRCRE RIEDOHTT ;

(d) FEE 2% EREEEA~ERT L L 28, v A VAL PV E2—DOFBRRW
g B A O R DN Ry TR R ERGE,

5. H

ICHRE CISOD EHAEAET S HAIHE, ICHQIOK BN T b & DEHBAHIT
B, “ELREE | C“ESREIE (B 7 X BB L5 ESISONERICHEN
HEETH, ICH QUUOEMIZEWT, TAOEFEH 24T LH KT 55O Tix
R, EEOHEL, EBOHEOEIMAIIHRREN TV, MERICHX XISODER
B2 DIZONT I, ICH QIODEEMIER Shis,

=

#3E 7 11 & R DEE S (Capability of a Process)

W O EREER G TR P ERTAME S o ADEES, TR (process
capability) DAL, %E‘Jrﬁl BBV TLRERINES, (IS0 9000:2005)

w3 P A 2 M(Change Management) :

EREREL, FHEL, KBL, BEL, ROV Y 2—F SUREAEYD A, (ICHQL0)
AR 0% 3 (Continual Improvement) : 7
EREE X W 2 B0 5 DI 0 3B LIThN 5168, (IS0 9000:2005)
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452
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- 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

B T 58E (Control Strategy) : _
B ORAR CRETROTRD b USRS, BUES 12 2 ORBIEIER MR E &

THHESNEEBO—RK, B, IR OEAO SR CRRE BT 5 <5 2

— R UMHE, BRIBERCEBEOEESN, TREH, TRAAERVBETSE=5) 7
W EBOFERVHEESE 755,  (ICHQ10)

FEIEHE (Corrective Action) :

BASNEFEAIHUOLE L RVRROFH ERET 58, & : FHRBEREL
BT 37D bR D OIK L, REABIEREBLTSZ0CH LN, (SO
9000:2005) |

F A L A2 A (Design Space) :

RERHRT D 2 L BTESHTOBANEYE (FRORERY) L TRAS A—& D45

- HrAaEbE EFHAE/EA, (ICHQR)

BERR D 723 O FiE(Enabler)
B A ZN T 5 bOFRERETATFEIT 2w A,  (ICHQ10)
A Al“'f“:.‘y 2 /74— K7 % U — F(Feedback / Feedforward) :

T 4= FRy 7 . TR ANV AT L%, TORBEXIIHREIC X > TEE L. XIXg8H4
BTk, 7 _
ZA4— K737 —F:7ezRx%, ZOMEFSIHNEFBRIDELANTEE L, XI3EHE
FTAHZ L (OxfordZEFEREE  Oxford HM 20034FERR)

74— Ry s /74— KT U= FiE, T e OB BB L CEINIC, Ek, &
B2 A L MR UCHEANICERTA B8 TE 5, (ICHQL0)

A 73— 7 (Innovation) :

BRI EROBA,  (ICH Q10)

HEkEH (Knowledge Management) :

R BT 0w AR R OB L. L. R L. ROGEET 5ok
%%ﬁbﬁao(mﬁmm '

SR ERZFEIEFE(Outsourced Activities) :

FHE L OLELSNFAHFAOTC. BHEL LV EF SN B3, (CHQIO)
LA IS (Performance Indicators) - -
Wik, 7REAUIL AT AORMIEEL T I, BEBREOEELE AV bR DHE
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7 480
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 -

607
508

PIHEAME T, B B HME TiE THERERIE B ¥ (performance metrics))] & FEIEH A, (ICH Q16)
BRIK 5L 2 X 7 b (Pharmaceuntical Quality System (PQS)) :

BT L TSRS IRERUOEHTH RV AL P AT A, (180 9000:200512 23 <
ICH Q10M i)

PR B (Preventive Action) :

BV EAREASIIMLOZE LS AVED Y BARNOBE Y RETAME, 75 LER
BITEREPBETAEDICELLNADIE L, FHIEEERERHLETAEDICH L LA
%, (IS0 9000:2005) :

%&%ﬁ@roduct Realisation) :
BERVIEFRHEFE O — AL NTRAIS R (EKRBEEHOETEEL, ) LOWETEE O

REE AT EY A EREE R T D RAOER.  (CHQL0)

R E (Quality) : | _ _

B, VAT AR DRSS AROHE D% &b A EREE A Wi TR, (ICH Q9)
< = 2.7 M{Quality Manual) : ‘ ' |
WEBORE<RP AL P AT AERRETHXE, (180 9000:2005)

L B 45(Quality Objectives) :

T #H R U & R T e B BT 57w 0 FE,  (ICH Q10)

L ELEHi(Quality Planning) :

B EERRET A LN T DN B A ST B oI SE e, B ED T a2k
CEET SBFEEHES D 2 LICAREADELREYR Y AL FO—H, (IS0 9000:2005)

g %F.{Quaﬁty Policy) :

e Ly ECRB\ Eh =, dn B BT SHRRO R ER BRI AR, (SO

9000:2005)
mE VR 7 <R3P A F(Quality Risk Management) :
@%?47%4&»%@31\E%%@ﬁﬁm%évzﬁwéw107ﬁzﬂyb\:yb
g—j, TIa=bF—val, VEa—MWGRABRKEEoE7eEA, (ICHQ9)
BB FHi(Senior Management) :

AR £ MR LT, ZORETRRENC FOWREZBET S B L RS
BEV-UVTHREL, RUEETIA (£) , (IS0 9000:200512 555 E-3 < ICH Q107
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500 &)
510 EFETE 2R (State of Control) :

511 EEOMBADUSMGT 5 BWE 1+ R ORBIEER CBS R BT T R
512  miRftdHHRE,  (ICHQl0)

513

. \ , 1719




514
515
516
517
518

519

fTRE1 _
HEEOY RJ IESEFLOT7 e —F iR Ls s 5% RATh HHBR

WE: = OHBEL. EHOT oA RALSESARBATN WS R, B

OFE DT 1 RITEMWTRE S D,

EREEh. SRR EERSE AT

i SHRATEN DS
1. GMP & OHEL BT HLRHERF
2. WEY A7 <RV A MRRIOEEN | BT ~OB

o YUROBEBRILBWTIARZIZESIE

ADEFE (] : ICHQY & ICH Q10), DB OEHEERT D,

3. BEY A7 RUAY FNRERIOEDN | BIF~OMS
BEREZESD, BRRUEETROMEM | « RRECESEEROMETMERE
DI (I : ICHQS & ICH Q9). T5;

o FukRAYF— g ~OHEEHR

L BYRARETRETS
o VTAFALYV—ADLEHELERES |
T,

4. @gux;v$9fv%®ﬁ%®ﬁm

D DR ERRSE AT AL
VN B 5 e OV D88 o0 AR OO A
(% : ICH Q8, ICH Q9 & ICH Q10).

PAF~DME -

e YFROBERIZBWTIRZIZEIIE
VLA DOEREHERTS

o RPRICIES ERE O LT R
+5; -

o RFEROVRZICHESAREBERS
oA EHEBELL. A/ —ark
UHES RIS EN B L AFI R EREK
195,

o TRERAYF—iag~DEHFHL
WMYMAHEAREETS

o VTAEA LYY —AOHIS B
T 5, )
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H21 .

522

523
H24

525
526
627
528
h29
530
531
532
b33
534
536
H36
537
538

539

540

FRE 2
ICH Q10 EERRE Y 2T AEFNLORME

EROIO

I DRAEL, ICH Q10 DEIRE S 2 AT APQSYE 7T L OEBERFHARRLIE LD TH
5, ZOPQS I, B LBIZTFT X 5T, BIEMMTR, Hilld, WELERVCERO
BEDETOBGT A 7Y AT AED S S— LTS, IO PQS L, BRI RT L S o4&
D GMP % 43T 5, 7=, ZORMIT. FHO GMP BAIEREOSE LEA ST L
R LTNA, ' '

ORI, BLETHASNIBEEOERLIMR T A 791 7 L DETOEEIZB Y
TERTHDLZLEZR LTS, TOTORRT, PQS EF VB W TERRPHE 2T
ITERERERE VAT LAEREY A FLTVA, ThbDERE, HFkEcomhn
HOFERHET OB ERBLAEEL, 4 71 I VORBBEICETN 08 Stz
~CHEA SRR TR B AR,

—EHTO—HEORHIL, ZA4 731 7AOFEBIChRYEBHINAEROTHOFE,
TROLMBEREGE Y A7 =RV A Y FERLTV D, Zh b OEREO 0 DFRIEL,
PQS OREBROZER, FE T /RBOM R UHER I NS EORE L VWS,

" PQS M BEYE FHE— M B,
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