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(Enhanced Approach) ? BA&filz7~1 , #il24 F
LN IO AR T > TEK BRI R
FHlT AL ERIREESH D, ZNHHHATOEA
DRI E BT _REERBFIRShIUE, hEiC
SUCIIFTEAT O bR L mAEOERESR
RIS, HH M BICHL I Enb0O—BOR
PR FHm A FTREI 2 BT LA HIRFEI D, FER
LT, ERLBARSIMOEN., AL OENE
DIETREIT2 D,

SEEIIMEEOARGHEORR L)

ICH Q8-10 FEfifF3H2 (Q-IWG) DIREHRILL
e A DRRND, FEEIEORHI IS
FUAVERL., SIHTIEBRFEEFE~D Quality by
Design (QbD) =2 &7 MBI DV TIRETEAT
VY, A TGMP I TEAIZ BT AN F —
B FHE | ~ DA RSB, ElBAEFIELT,
THRIMRIN AR V% (NIR) DRIAI TR E B~
DOWEFHEFIFGE, VT L ZA L)Y —2RER
(RTRT:Real Time Release Testing) {2351} B3l
¥J—+£ (Uniformity of Dosage Units : UDU) o>
TeDDORY T N A X (Large-N) (RS- H]
TEHHE, RTRT AR OGRS (AF:
Application Form) DFE#NEA LV 72 QbD &
TNOEEERG T DD OT—< IRV
e,

FHREREHIZED BHYIL, QoD 77 e —F kb
BRFEL 7RSI L ¢, /T AT A7V E@T
T TR IV VN H D REDEBRETHIEIC
H5b, ICHQ-IWG @ ICH BB 2H AR T4
v Ehaf A B E - H (Points to Consider: PtC)
MCH {2 &> THAGES - ICH Q8/Q9/Q10 D it
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NVEBBEC BT A LD, BB BRI D 7
7259, PV SEEISH T, BSRT A7 AV 5
CTEDII R EEB BN BN EZ DL
DEFEIZANL72bDERD, 705, QIWG D
Q&A ZFRHEZHL TV 5 “Lifecycle of process
validation” &1, BT ATV A7 AL THT
B TarANRYT — gy (PV) DT TV A7
NT Ta—FEEZDIB,

PV OFATHAINT T a—F|ZOWTIE,
FDA Guidance for Industry[3]<°, EMA Guideline
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HEEISRFZEZL VL L TEERM BT
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¥ ARFNEE GMP FE{TRENCIITS
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QbD 7 7 —F DS HTHE~DBA D BHITIK
DERVTHD, BRI BANSE DTEE AR
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LCH0, ICH Q8 HARF AL TREN TS QbD
2T M AT AIEN TEREEZILND, 7
FHEDBRFEEPE) D QbD =7 M VWAL
X, DFEOMREICEEY R TRTFOREL
BRI BT AR L B S HTIED B
V\ZDIRDIB, Fle, IHTEDRTE KR OERZED
TERBSNDHTR SN S EO 72
BEOREPEIRFSND, . TERITOIVTERR
BRIZE DWW BRI TEERRIC L DR WA RR72 T
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AT SRR R AR FTREE 75, RRMNERY
EMAEAS (EFPIA) S KEMEREE T ¥4
(PARMA) %, 23475~ QbD =7 NEfIC
BRI ar~— " — 61280, BEMDD
BRI EHCEITA QbD X358 2L2D
AU ERRL TS, RV Tar R—R—DH
TiL, Fii-Zobal L <, Mo B SNE Y
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RS 5, 2PEO BET a7 7 EL T, B
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ATP) DEEPREINTND, IHIZ, 2D ATP
DFERLA DB E | SHEDBEFERE K OSERIZ
BWCEHEIN R, WO BET 0 2D
EREITH &SN, SO UG,
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SEEDOHIETIL, BKTHRITL T
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BOEBIL, LTOLERYTHS, NIR DLH73E
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HAREHELEEC OV TRFTT A2 BROEL
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-1 EEEIKOBLSIEIL GMP fEf @R
FBINYF—va EHE)
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- 102 —

RIFIBIREL TS PAT ZERITBVTEESN
TEEIE AV REETNE RV EFIEL TR
FER OIS BIFBEREER T VT —
IREAMEHEHERE AW ERIEL TRAY
—PEDIEEE =2V IR R LT, ZhHm
NIR A/ R%EREOFERZ AL THREL | EBRIC
IBoh-mRARC, FER T [17~19]3F
WIZHARTA (20, 21] BB EICTHILET,
NIR AV ROREE, HifriE )T —a O %ES
TEEE Uz, Eio, SHTIEEEETIC, £
RIFIRGET 1 — 2 FE | BfEHIIINIR &2 VT
HIFLEDY ALY PMEIT B 572 B F DR EAT
=77,

RTRT (ZB1T58 B —MRHID 7= DR
L FHM (Large-N) Tid, 1T UDU BRI,
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ZOEZEBRIIMETHY, FRISERT 57
DICEET &AL, FHO—y  NATh %
ISEBRETDHZLETHD, EHETIL, BHO—Ey
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MNBINTA—ZRR M, A T aERa ta—
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BLIERTED GMP ORGSR FOERTHD

iR R RROEERIRIEN B ELTD,

BIKIBAZE ClL., BIFREREDBADY A FHIE T
B R LHIEENTZb DI SN T, BlET A
DBIR (FHP A AR—ADERES) 2R TIAY
T R TERWIRIREBETSHDIZD
VTR, RICEERERE (RS TROT Ay
A= ZADBAFETZ 1T Ta< IPC =° Continuous
Process Verification GREfcHY TIERERS . CPV) &5
DI=F=RY T R OE=ZY T NEDEIEA~D
HEILL TORARREE) OBRFEZRTIIIA
2% T BEAEICRT AL OEIEETS (P
IFREDHEHH 2), T2EL, FTY AL AL~
ELEEEIEO—BR THHILE QS EWG HHZ
IEFERL TRV, BlE TR O S ERERIE DB
FITIEE > TOAZEITBELRITIUIRB20,

2. BIRS A 7Y A 7 NMIBITH T oA YT
—a LB TR

EERERIT . WABRROFIELEbSTEY,
HUFIBE % D Fk1Z, minimal approach & QbD

approach 25£05%, BFIFHRTARTANAEST
BRL-GE, M7 7 A7 V& @8L CiE
PRAETAMENAELHZEND, PV ORET A7
YAINEDEEEER T DUEDN DD,

PN/ SY T — a2 (Traditional validation) 1,
% Qualification DAT Y 7 &A% T, HALBPE TS
SOFEFITITEAERET 3 my MERORIET
BRI, VWDbIETEV AN — a7 ThY,
BRI CIERE 3 oy MOFHEIOES 3, D
B DOBANBERE 21X TR ORI T
DEUmIIIE T Lz Z li725 (K 3),

UL, ®ET AT A7 N8 TR EERR
FTHEVIFT BRI AT, BICER: 3 moh
DFEETENT T, BRBEBRIETELDNEN)
MIREIZ Y 5, KE FDA 1X, ZHICHL T,
Guidance for Industry T, ®EET A7V A7V %0
UC Process Verification #1 TORE& % EZE LT, Al
% | Stage 1 (Process Design) . Stage 2 ( Process
Qualification ) , Stage3 ( Continued Process
Verification) T#5, ICH Q-IWG X[FEARIZ, Bl
FATHAT KT S PV OEWEAE QA T
T, %725 PV EORETA T A7/,
TRT VA, TIEROBEEERER, B ErIE

PRI KBTI DI TOD IR 4 1R T,

FAT— (AETILICH CTEZRL-G T 4
THA TN HEB LT PV DFATHAINT S
m—F D% B4 FDA Guidance for Industry {272
HoTAT—V LT %) TEMT HIELITFITLL
TTh5,

TRET ¥ BAIRRROBRME (& atx
DEIFENHE RS OB AR T, FAFARET
RGO MBI A ZAET5)

THREDERE MRS  BAFE SN BE T o 20
EERENE D [RRE) | MERE R RS 5, WG T A7
ATNISTDAT—HDNAEELE X155,

H % #) T2 #E32 (Stage 3 : Continued Process
Verification (ZHHY) : PAZEAEFEL IR ST BRBET,
Q10 ([ZESE=FI T | FERBES 2 EL .
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(IS T B RSB R T T, BERDAEHS
2BV T, BUET o RBBEIL TN
DHEEINDD, GB35 R B IRAE
EBII5 [ EHTEIRDO T, Q10 ELTOTEENIRE
HEEFEDEPELEDLIRNEE X | AT,
ZORETATHAINBEOHDHEEZ T,

—7 ., EMA MOABRS TS Guideline on
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IMAZRILIZ PV DIATHAINT T a—FZD
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during the lifecycle £L"C, FDA HART A [3]73
BT D Stage 3 LRSS RS TD, L
N, ZORTT7HME, £D Scope A Dossier
submission THHZELN O, PV DIATHATNLT
Ta—FEBCIFER TR AT —ar o
HAiramnyie 7 7 a—F OHRE[L2>TND, 1€
., BAED EMA Guideline K77 M 225854,
a7 A7 F AT N DR (54. Continued process
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7a—F ORR (5.1. Traditional process validation,

5.2. Continuous process verification (CPV) , 5.3.

Hybrid approach:Q8) (28043} TR EE T A5

TAZENEETHD

PV DIATHATNT 7 a—F OREhbRI-

BEZIX, 5.4. 220 Continued Process Verification 0

H|ZEM T _EFEMRESNTEBY (LT, Z

AU, FDA R ICH TRAHEE LRI T2,
PV #%ODOPGEARERF DB : PASEARERFIC
BHEIXNIREE (state of control) TihDHZ &%
F=F—15 = “process trends”ZUNLE -5
L. Fi> PV OZAMEHERT DL
(BRI OB DO LA R L TD
TEHARIIZ ongoing process validation > F72%
EReO LB, BEZFHEL, 7 ADH
ROBERT 0w ADRBMERELEEL T
Y ThHIL, (FEAER)EE TS
T at AOBRE RO DT IS E

DO—RELT, Fo TV TRE=ZY T D
MIFEE LT VO FEB NS

CPV O—HEL CTREICRERZEL KT
TETNEHANTOEGEA, £DET LD
TAT AT MBI D FRENERES) R
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{37 7 r—F& CPV |
ATEIZ Al 7= 2912 EMA Guideline K7 MZEE
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(AR TELE 3 Y MO S —ARATICHE
WIND) ZEIZ2B, CPV X PV OH—D2DF
B%[Q8(R2) TiZ. PV D alternative approach & iE 2% ]
THY, BPRE TSI BUTESE 3 =y b
BT2T TR, Whwd Stage 3 12T,
EFERATOIRE=FV 7T HFEERD, fE-5T,
Traditional PV @ 3 my hOBEEREITRIRDHT7275
BESTHY, >0, Q8 (R2) DRAFFEN, AT —
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THHLDTHDHIEMND, ZD PV D alternative
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EERIcftn = X512 CPV O VSN~ TER
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LML NYF R —/UZDWTHE, B3R T
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ZOYLEHEZONTARRSIAA I E R ET
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BOEFNIIRBEN 2B DD FEFIEZ
EBTHY, IRELEZ AU S8, Continued Process
Verification % ICH Q-IWG "Cf# X417~ ongoing
process verification L8 2 TREM TN
TND, Eo, HARTA L DR, AGRHFEH
DHARTGAL THDHIERHHDITONBEH723C
ERBEMNT AL RESILTCND, B RIS D
TATHAINT Fa—FEPCITRER END
23, DRI Q10 DFEM HEEF L 720,
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DABROW, BiEF oADK DL,
B DE=FVT VAT NOEI BRI A M ik
NHIVTUND, BlE S 1t ZDBEIMERE B O,
MEDE=LV T VAT AT, BT A0
e E RN E R CEIREB THAZ LA MR THD
BEHBTHLOT, EEEIIIE DO BHZERK
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BEIL AVARTGA DRI DEBITHS (LT
F1HRFY.,

B EAERE
BEZR OATr— ATy TEEIORICES N
DEFRIL, EEEIEASIDICHRETSHET
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PASEAPEERRE
BEHCXIORECOBRBMREERIEL., &
OBETNESHLRETH20I, ik
TR AOBEMRE R OB EDE=H
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BRSNRT 5720,
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Ta—F OREE LTI HEE 5,

EEEENE OB
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TR R B | T R AR BRET
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FRIFRY 72 T — B[R O R0 Z DD F
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BT N OMBGHIE A RFE T D7D D
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BEHEEIKOEE R A
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IR EE~DEE
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+ FAROSHMZEL CERShAE T o
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INODIERN S, BELTA TV A7 VAT BB,
RO PV OFATH ATV T T a—F % BRiERt
TTERTDIER 6 DISNTRBEEZ NS,

Q10 Tid, HANTEER B CELIZEERERIE DB
FEOFREMZIR~NTNDD, EEOHEHNEEL
EREOEBRMICOVWTIL, 5%, BT HINLE
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> (PV) &I, BRIE T A—FNTHE§5 TR,
REHE K OSBRI & U A K
EEOE T DT ORI O BB L HRE T
HZLIZBET A XEITLOMERETH D, |EEHRS
NTND, EIFRIR O AV AR T —
TAZRAL T, 3 EOsEREL CREh L7 S
Y Ne—DDIEEEL THERTRETHD, 1&D
b5, ZOREICL ST, 3 EOAFEN PV
DA—=NDIHNTFDEITEHDN, [T AT A
ROTHRIT, ZNHA 2B %S RECHREIL
TCOBZEEMER T AT EHINNZFEI 352
&o JEBEBINTORBERNDTLEE KD TND,
Q7 IFFIFAKRIIL TWEHDD, T ANY
T —a OREARNBEHERICIR AR TS,

ICH Q8 (R2) (Manufacturing Process
Development 2.3) {21, BGE TR OMRGHE
BUETROUGE, TRAYT —ar, )T
PR (EASNDSR)  ROW B TR
DFlE 72 H_RELDTHD, JEVIEEHED Y,
MBS TRFAROBRE AN T —ar O
\Z72HTEEZET TuVD, Fiz, ICH Q8 (R2) 1Zi&
oA T 2MERR (Continuous process
verification) : & TAROMEREE MG E =4V
LI B, TRRAYT —ia OREE, |
LV HIEE (Glossary 3) 2MB#ES VTS, ZDFE
BRI AR DI, BREEATZ IO ED
N5,

ICH Q10(3.1.2 Tech Transfer) {213, 3HHLTE
oo BAZIE, BGEBIAER T D202, BIREH
P& A EEERFR D [ e OMBE A M EI T AR
I CRLER B OLE 7 e A HREA B E T 5L
TdhD, ZOXMIL, BT o FEE, 7
oy 2N T — L ar DEOEA R OFATL TV
HEBCHISCED FERERTERL T 5, 1E0D, [HHli
5| DEEMZTRIRL TUD,
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WV, TR AFIRE., BEAFO 50k (N E M
EIIIPERSCE) | [EIRSBAFEMIZE, BATBARE

&, MRTA TV AN BT T AN T —
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ICH Q-IWG Tid, Q&A RUPIC 218U, [E5ET
BROVERER kA E =2 7 LEHl 45 ) 5T
ST DWTRREAZ B 72,
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Continued Process Verification:

Documented evidence that the process remains in

a state of control during commercial manufacture.
Continuous Process Verification:

An altemative approach to process validation in

which manufacturing process performance is

continuously  monitored and  evaluated.
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B CERa | [TROEHREZE
A
o EEITROFROUGTET
»  Continuous Process Verification (R¥fgcH) TF2
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2 AN
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MR35zl LEREIINTEEL EM, JLV )it
BT AZEEY, TAT7 A7V, Hliiing
GMP Ois e LTI TEALT,
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53, BRI BRIER 3280 TED, 207
b, FFERHZ BT DBEDORERIL, ERDME %
DMTEND, ATP DLW COFHE
[CEAEBBINAZEITIRDEE Z b,

2. URZTBARANFEEDER
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THIELAIREEE 2 HIVD, MODR &, 53Hrd
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