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5. £9]

5% &4 Ao (Active process Controls)

MY We A AxE FAS] Al 3RS X}E 2
gojo} 2z E ] Al2H¥l F(Architecture), WAUZE, &g
A28, 3] E X 9] & (Feedfoward) 2} ¥ =9 (Feedback) X1]017} EHQ ool

o
r
b

%ol (Disturbances)
Al2="Hlol| =% A

A}
O
g, B4 %) Holus Hos 34 T

Hl| & (Diversion)

AEFY AMxFA E5olA =25 Zde(solated) E 2] (Separated)dt= A=}

=73 33 A (Material Traceability)

AzFY Al AH, AL FHY F Y= 59

29 fX %2 (Model Maintenance)

st SRl HHo=Z wdo HIAME A&HEHoE BHAY £ JEs nd
ol Hee BEsL FA7] fs) AF AF7](product lifecycle) &< A2 =
dH o &5

OAF 54 FA #FE(Multivariate Statistical Process Control)
FAHoz FAAAZE A= HMFE FEsto B34% &4 HolHE EA4si=
O 54 7le<s &% A (Ph. Eur)

¢

A 98 (Process Dynamics)

z
EQE w24 w= AAF A Aste] ATl wedtE U

¥ (Residence Time Distribution (RTD))
2% #7/870/99 224e SR 2o AR AL W A
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X A (Soft Sensors)
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6. 1 EFH

ICH M4Q: The Common Technical Document for The Registration of
Pharmaceuticals for Human Use: Quality

ICH Q1A: Stability Testing of New Drug Substances and Products

ICH Q5C: Quality of Biotechnological Products: Stability Testing of
Biotechnological /Biological Products

ICH Q5E: Comparability of Biotechnological/Biological Products Subject to
Changes in Their Manufacturing Process

ICH Q6A: Specifications: Test Procedures and Acceptance Criteria for New
Drug Substances and New Drug Products: Chemical Substances

ICH Q7: Good Manufacturing Practice Guide for Active Pharmaceutical
Ingredients

ICH Q8: Pharmaceutical Development

ICH Q9: Quality Risk Management

ICH Q10: Pharmaceutical Quality System

ICH Q11: Development and Manufacture of Drug Substances (Chemical
Entities and Biotechnological/Biological Entities)

ICH Q12: Technical and Regulatory Considerations for Pharmaceutical Product
Lifecycle Management

Ph. Eur.: European Pharmacopoeia

Points to Consider: ICH-Endorsed Guide for ICH Q8/Q9/Q10 Implementation
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RE 1. 98oE ALAZTH(EA JtF)
1L AE 2 A N2d AL

o] B2 Jloluglel B r&® et 9F S sntoz §A Az ojoFE

ge Az T @ 7 A AL A2 nozth o] EEolA oA
9 REyel AgEE, e FENe 48T £E Ao

Od 12 dEAxE 2 mAAE e BT EU dBRYFF AxTE S
HoEH o] &85+ A4 & AAE HoF= Zlo] olyt. d&EAl =549
Al T E (Segment)= 2708 &7/ E WHE7I(PFR), 270 4/ F=, A& 243}
2270wyt dE A2V 2 SEAAS F A @Y sHEE FAHAEH. FHA
(Intermediate) 2 &= WIX| A= WAooz FPHM, v|E P 38 33 HF
SAE FYPEY. o] FELZ o] ¥ A5H 24F8 THOE HEH

| Liquid Liquid .-"-Bltl..'h Operations: L‘-_
— Fesder = Feeader H Synthesis of H
LosM-1) & (5M-2 + L, Intermediate  f

| Liquid

| Reagent 1)
/ eaction 1 I-1) [ [*
l.@f e (-2
) T . = Feeder
£ 5 (1-2)
jnlpurJﬁu-] .
Quench &

B Surge
Ligquid-Liquid

Extraction Point 1

T1/D2
@@ _|_ | T 7
£ Reaction 2| \

s“mc l || 1 [PFRj il II_
T Point 2 g& LAk R,
Extraction Ll'lllpurﬂ‘fes
Liguid-Liguid
Distillation Extraction

=™ 1
i J ¢ Batch
il s X 3 - —— i Operations: !
Anti- c""’::ai"c'::;'}““ i _|_ Milling and
Solvent Y ‘;‘Fackaglng'.'
,I | I eRee
Filter/ Drying

T1: PAT

D1-D3: Diversion Points

SM-1, SM-2: Starting Materials 1 & 2
-1, I-2: Intermediates 1 & 2
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