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Ltd 2021

¥rmgy aflen g
LN TSGR R o] - & S Y i
ANEERE ISR - B2 SR LR SHEPT RHY
g - SERECR AR A FEEE SHECH
HIFZBA 2% (Process Development, PD)E[FT - i2
EEBFIR A SR AT RE A PR [E - (HR E 5%

16

A I NF- S B o o i B8 T [ S R 4
RUE MR 47 (Active Pharmaceutical Ingredient,
API or Drug Substance, DS)#E{T DL N E(E © (1)
BB S L B B = ARV S L2 S
1% (Medicinal Chemistry Route)sl & BT



T LB A LLEH - (2) ARCE HZaHi
N HEUFE & 7E (Scale-up Campaign) » (3) £ MK
gEE—HERITER
Experiments, DoE) #E 1T #1 £ #& 7¢ (Process
Characterization, PC) > T T iR EIFZAYE R
i (4 (Edge of Failure) » 57 7E IE & # {F 1 &
(Normal Operational Range, NOR)FIfZEAE(E
2~ (Standard Operational Procedure, SOP) »

(Design of

DItEORBGERVER » RRNmE HHRM: -

KL iE L 8% 7 BE 4% HY A s o AR
(Commercial Process, CP)git 2 {7 1] L A
E - MREREEERAFTIEHEHCHE
FES M o i G #E Rl % (Technology
TT) X T & (Contract
Manufacturing Organization, CMO)#E{ T & e

B LB L&A T#(Pilot Plant)
HEFT 1~10 A THRAVEFELIZAZE SOP F57RHY

Transfer, =5

Figure 2a. BUFERA5H RARIZAIA EBEN -
FEE B MR TR MilliporeSigma HY'E /548
Ik o

DA
Process development/optimization

Kick off Analytical development

request

N Technical transfer*
al I { <
i Vi 0

. Commercial

*on

Scale-up

Process
Development
>20

~10 kg

¥ Non-GMP / GMP ¥ Transportation under
production GMP conditions

> ? ton

kg
Feasibility
Study

~1 ki
200 g
]

g

¥ CoA ¥’ Customer Audit

v TSE/BSE Cert ¥ Regulatory compliancs
support
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~10g
~1g

SEHAHD)
CoA: Certificate of Analysis (2 L RERTHY
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TSE/BSE: Transmissible Spongiform
Encephalopathy/Bovine Serum
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Manufacturing Cost Leaner organisation
process

Post-PoC driver changes
while not losing control
of speed & quality

Prime focus in

the earliest stage Best route
design
Speed Quality

Gradual transition when
approaching PoC

Faster cycle-times Better pipeline

Source: Chemical Process Research and Development in
the 21% Century: Challenges, Strategies, and
Solutions from a Pharmaceutical Industry

Perspective

Acc. Chem. Res. 2009, 42, 5, 671-680
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