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CQA (Critical Quality Attribute) I&
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B K3 (Text):10IEH
B {78k (Appendix) : 55 (Example)
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. Introduction

. Scope

. Manufacturing Process Development

. Description of Manufacturing Process and

Process Contro

. Control Strategy

. Starting Material

. Process Validation/Evaluation

. Submission of Manufacturing Process

Development and Related Information in
CTD format

Lifecycle Management

10.Appendix (Examples @)
11.Glossary
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QLIAALSA DIER
B K3 (Text):10IEH
B {78k (Appendix) : 55 (Example)
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2. Scope(ARTALSA 2 D &)

B ICH Q6A(new chemical entity : FifiEZE )

B ICH Q6B (biotechnological/biological products)
(EMERZNAXTO/BO—CRAEER/EYPERBEEER>)

A (Text) TlE. HEICESERTHDID
B {EREZEIZDUVTIL. Tnew chemical entity | TIE
#<., Fchemical entity &R EE

B N\AFREFEICDNTIE,
[biotechnological/biological productsj&z& it

| Q11iE. CTDDBETHY . CTDIZ DL\ Tl E e (Regional Issue) |
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5. Starting Materials (B & &)
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HEMEIL. SERICEE D TonT:

B ERRE BHRSNTHY. Ba-HFEN+0ICEfIsn TS,
HEMNEIHL T EEGR ZHEITOIYVWETHS. BEIL.
BEHIEORENVETHY . HEVEICHXT 27 HMEZ
DEDOIETRRIZEWLWTTHRDICEIETESZE

FERERE WEY. BYVBERORMEEFALTEFERT D

BEIE. CNoDMEY. BV LS

IR RALER A=K 3T

M, EFERIIETOEREPRIAD

\EAASL DRI

BRI DGEIE. ENEHEYME LT HEMNTTHE
B N\(FRE :QSA.B.DORREI—EILN\DESTHRDIE
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7/ .Process Validation/Evaluation

B ICH Q7% BEEL TL\AHAY, Continuous Process
Verification (CPV)IZDULV T3 BA5E

B EYELIZONTHEREE

O.Lifecycle Management
B Hffifgens, SLERREERELEIZTDOLNTE, Lifecycle@ sz
ST, —OOD%DE&"*’:IH(KnowIedge Management) &
LTEYHKWN. RRREELTO—EHEZROEZCH
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10.Appendix (§l7)

BIRIE. QLIOAVETFERREELH LD ET D,

B IR 1: [RE CQAICHTH. MERMEEIIENTA—
SOEFRME (ERkm)
B fIR 2: SATHAVILIROAVMIBITERE)RIT

2UARDIER
B IR 3: BARETHAORR=R(I\(FTH /80—
i)

B BIR 4 @Y HEYE OFER ERm)
B IR 5: BEEEIELCQAOME LA/ \ (AT /8
U—Hm)
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