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1993 &, EEDTHFERINS (AO
AC) KiBitin, PAT IHSEIRIRH;
2004 & FDA IEZ( /&0 PAT 158[R
), XEHZATIE—NELAE
MMHIESIRN, tr&E PAT IR
NHAANGENE, B, SERE
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TNEE N RS E. ICH & PAT
AN QbD 5 Q13 ELHIIEHESE, E
MA. PMDA R HEBEESR,
FE NMPA TR &AM AISE,
HER PAT R AL TREIZ94 = r0E
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USA
(FDA)

St. Louis Symposium
PATEEE H Y

EMA PAT Team
e PATEIRARELE

Process Analytical Technology (PAT) Development Timeline
HRESMRALZERRE (1999-2026)

EMA Reflection Paper
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FDA cGMP InitiativeFDA Final Guidance
AHEHFGMPEN  PATIEERLENR
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ICH Q8(R2) Final FDA Process Validation
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EMA-FDA Report Chinese Pharmacopoeia
BERSER FEFGEPATIAE

& . China
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ina PAT Policy
FREPATELE
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ICH Q12 Draft
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BIEDHHIAR (Process Analytical Technology, PAT) RHIEERMIAMBEEIER (FDA) fE2004FRHI— 1 RSIER, BE
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Near-Infrared Spectroscopy
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MEtR= CPP/CQA BRGE
LT [RGB R in-line WE. HE Raman, FT-IR, NIR PCA, PLS
L =} Sezseayay on-line . BARYT MS -
ME [R5 in-line REE. KBS ATR-FTIR, FBRM PLS
ELR RS, ER in-line APIZE. RENSH Raman PLS
= WERS in-line ME. NE. APERE &4+, FBRM, Raman PLS
B4R ERHIFI B HT in-line APLKE Raman PLS
ELL FHRIER in-line EHETRIIRE NIR PLS
ELE RIg& on-line APIZE., REBKE NIR-his PLS
Table 1: #x58EidFE 74T (PAT) £E AV 5 24 i A 7 Hh 8 3 182 FH SEA SCHR 31 35
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