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Validation, Verification and Transfer of Analytical Procedures
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H#& Agenda:
B} (8] Time X8 Topic
8:30-9:00 | &3 Registration
ZEZAHBHEAE— S0 USP Documentary Standards — Structure
9:00-12:00 | E UFIRHIESH Definition and Validation Parameters
USP i |<1225>F1 ICH Q2 (R1) £ | Comparison of USP <1225> and ICH Q2 (R1)
12:00-13:00 | F& Lunch
B—R LB Specificity
Day 1 FEEE Precision
13:00-17:00 it Accuracy
LMV Linearity and Range
R / e B R Detection/Quantification Limit
iy 32 Robustness
17:00-17:30 | A& Q&A
TN <621> 53 — REuE M US.P f621> Chromatography — System
9:00-12:00 Sultabllity e .
TN <1226> P53 7 B IR gfolzed::::6> Verification of Compendial
12:00-13:00 | 7& Lunch
L R = S 4] Understand concepts of Method Transfer
=R BN <1224>T73: 8B K B K Purpose of Chapter <1224> Method Transfer
Da_y 2 TIEEER 25 Types of Method transfers
13:00-16:30 BB RN A Application of Transfer waiver
W 454 R RSB N <1224>. <1225>. | How <1224>, <1225> and <1226> work together
<1226> for analytical procedure
TEHEB TR The transfer protocol
TR S Transfer Report and Documentation
16:30-17:00 | A& Q&A
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