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BlET57-DIlH L oNHDICR L., REFERERZBLETAEDIZELLNS, (SO
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FHA L A ~2— R (Design Space) :

EEHIRT DI EMBMGES N TV A ANER (FEOWERY) L THRATA-FDE5T
H7RAE A DY L FHAEMEM,  (ICH QS8)

BERR O 7. 8 O F{L(Enabler) :
AIEZENT 2D DFELRET LFETT a2, (ICHQL0)
74— KRy 2”7 /74— N7 47— F(Feedback / Feedforward) :

T4—F Ry Tt AIV AT bE, TORBRIHRICL > TEEL., UIEHET

HZ &,

T4 —RT7%U—F:7FukvRxd, FOHEINZFERUIZELZANTEEL, IEHE
425 Z & (Oxford#57EEEE  Oxford KFHRR 20034h)

T4 — KRy 7 /T 4= RF7xT— RiZ, Vot AOEFHEIRIC S L TEINIZ, £, &
Bw3xP A Mot UTHESRICERTA 2 03 CTx 5, (ICHQI0)

A / ~<—3a (Innovation) :
FH N I EROE A,  (ICH Q10)
7% % # (Knowledge Management) :

Ui, BET o ARUEREM OBEREER/L, 2L, RE L. RMEHET 200K
RHJELY #74, (ICHQ10)

SR EFEVEZE(Outsourced Activities) :
FHELOXELSNEEFHEHDOT T, XLV TS H1ER,  (ICHQIL0)
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R L TREAEAREROERTA XU AL P AT A, (IS0 9000-2005(2 55 <
ICH Q0D EE)

T B #EE (Preventive Action) :

BEZOVBDIAEE IO LE L RWVE I VELRIROBRZ AT 2B, & B
EXHEEMIET 272DICEEONDDIC L, PHHEBIIRERZBIET27-DI2E 000
%, (ISO 9000:2005)
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BEROCEREFEDO=— AW CICHHL R RRFEOBTFEED, ) RONTEEDE
REHE L7 E G 20 SVE R % A 5 B DR, (ICH Q10) -

ih'E (Quality) :

B, AT DU TRICR B ANEIEE DA A D RN EREIH £ 772 3 RE, (ICH Qo)
in'E ~ = = 7 /1(Quality Manual) :

B OME YRR F AT DEBETHCE,  (1SO 9000:2005)

fn'E H#Z(Quality Objectives) :

an B 7 B R OV & ) E BT REZR TR B S AT 572 O F B, (ICH Q10)

st B 71 # (Quality Planning) :

EBEARETAHZ LN e E B ERT D OICKLER, ERE0 ot 2Kk
VBEET2EREZBETSH = L %ﬁ%ébﬁk%%?%yf/F@mﬂJBO%mzmﬁ

an'E 75 #H(Quality Policy) :

ERREERIC L) EXICEH SN, BEICET AEBO KM ABERE SR, (SO
9000:2005)

dnE U A7 <X A2 MQuality Risk Management) :

RETATHA 7NV EBLC, ERHDOBEIFEDLY AZIZONTOTERA AL b, a2 K
H—Jb, Ala=7—valr, LEa—nbRRaR%KIE->7-7ut X, (ICHQ9)

4% & f#i(Senior Management) :

BEIREY A Mo LT, 2O TS b@éﬁ%@%#éﬁﬁkﬁﬁﬁéﬁa
EREm LV THEEL, ROERT DA (%) . (ISO 9000:200517 E5 45 H1 \2#-3<ICH Q107
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BREDETORBETA 7V A TNV EHN—LTD, Z0OPQS L, KARIZRT X H1c&4
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