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BEHAE 5 HE Course Outline & Agenda:

9:00-12:00 cGMPs KifaEHRKER  cGMPs of Stability Testing Requirements
o ZiiREtEMEZ/EH  Critical Role of Drug Stability
e 21 CFR 211 - Sl 4 cGMP Rt 152 14 52 i
Impact of Part 211 - cGMP Practices for Finished Pharmaceuticals on stability
e ICHZ:KY5 Q1A(R2) ICH process and Q1A(R2)
o FTAIREFEIRAMAAEEMA TSR Stability protocol for global submission
Rt ENE Stability Indicating Test Methods
e ICH Q2(R2) X4 iE Fr EE 5K ICH Q2(R2) on Validation
o USP#II<1225>777k56UE  USP <1225> Validation
e USPifill|<1226>777:Hiik  Method verification based on USP<1226>
o FREMESEARMA VL Stability-indicating test methods

12:00-13:00 4~#t Noon Break

13:00-16:30 FEKFREHERIES ¥ Critical Stability Operations
o FREMEFIEMICE IR Critical steps of Stability Process
o JHFELAIESELMFILIRLE  Reduce testing with bracketing and matrixing
o JHFELAIESEMMLER S Benefits and drawbacks of bracketing and matrixing
o FREMEIEITAL Stability Data Evaluation

FaE M4 BN OOSAE  Conduct Out-of-Spec investigation for Stability Results
e FDA OOS #5551 FDA & 18F FDA draft guidance on OOS and FDA Guides to inspection
o MRS LAE OOS A F It Analyst's and supervisor's roles in OOS investigation
o FHEMEHUE OOT  Out-of-Trend for Stability Data
o T IEFE /TG 5 Determine Corrective Actions/Preventive Actions

16:30-17:00 HZ Q&A
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