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H#&E Agenda:
A (8] Time E/ Topic
EEAHHPEIFE—E1 USP Documentary Standards — Structure
9:00-12:00 | & RIS Definition and Validation Parameters
USP 3@ N <1225>F1 ICH Q2 (R1) Eb# | Comparison of USP <1225> and ICH Q2 (R1)
12:00-13:00 | F#k Noon Break
£—X LRt Specificity
Day 1 b Precision
Sep. 21 | 13:00-17:00 e Accuracy
LR E Linearity and Range
R/ e R Detection/Quantification Limit
ity 5% 4 Robustness
17:00-17:30 | % Q&A
B <621> il RGEFIME US_P _5621> Chromatography — System
9:00-12:00 igléablllti/226> Verification of Compendial
BN <1226> 52 FFEERIRIA Procedures
12:00-13:00 | /£ Noon Break
HE TR BN Understand concepts of Method Transfer
BIX B <1224> R H B Purpose of Chapter <1224> Method Transfer
Day 2 FEER IR Types of Method transfers
Sep. 22 | 13:00-17:00 R RRINA Application of Transfer waiver
WL A BLAEM <1224>, <1225>, | How <1224>, <1225> and <1226> work together
<1226> for analytical procedure
FE#EB TR The transfer protocol
FEEEHRE Transfer Report and Documentation
17:00-17:30 | & Q&A
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