


" ICH Q707 TEANYF-Yay DRRIC,

ICH 08,9, 100&AFEEAATEAR

PIC/S (EEREERTRVERRESRA
A%—L4) GMP HTRS1 L OEBREAEES
ZEREAMICINF—oa  BENBESIT







- BRI
-PVCREN3ON)

‘.aﬁﬁﬁﬁﬁm
Iﬁﬂ:iﬁ% l PV (3ovb3id
i ;{ RELLE)
o




E*ﬁﬁnﬁﬂﬁ (%nnunﬁ@ﬁﬁ)ﬁ/\UT“/E/. : JPN ’
? /S IEH%@I\'JT—*/EV SR

Us

Soseli | Stage2:Process\ ~ Stage3: Continued
Design /  Qualification / Process Verxﬁcaﬂem

Continuous ?mcess Vemﬁcation (CPV) h

lDevelopment \Tradltlona] PV&C - it : Contmued

for Confirmation & '
Lostage  fisifeatont /o  Process Verlﬁcatmn

EU

l‘___l

(RSN
 BABRSEILS

: taged ontmded process

, ~ | process Venﬁcatlont,
— PAT (Process Analvtieal Teohriclogy)




e
< i%ﬁmest,




= 4@’/A =
Stage 1 > Stage 2 > Stage 3

FEEEIE(CH Q10)

= (Iﬁﬂﬂs’mﬁﬂéhtju_ﬂlﬁ
— fmsheER
= -e-u«»w/w/a

ﬁ‘ﬂgﬁiﬁc‘:i@*&ﬁﬂﬁ " —




PPQ
HEFEDPV [cHHK TS
‘PPQICIENYFEDIREIEHYIEBAN,
HERDPV TIEEHINYFEIEL TLVE=







Stage 2

FREAT A




