USP Education

ESRAURRRSH

Analysis of Elemental Impurities
2018 426 H Lig

#FRIES Language:
3C (PRt SRR, XGEFTH SO
English (provide Chinese Interpretation and bilingual printed teaching material)

WIEHNE Detailed Course Outline:
8:30-9:00 43| Registration

9:00-12:00 USP. FDA Mifz#Ef&iT#EF  USP, FDA and the standard setting process
BN <231>BRAREFER B USP General Chapter <231> Background and issues
BN <232> BEBIUEEA—MRE  <232> Elemental Impurities -Limits
WREL ] Exercises
EN<2232> ERHNTAFHRIESBITEIGY <2232> Elemental Contaminants in Dietary Supplements
12:00-13:00 ## Lunch

13:00-16:30 EM<233> E&BIUERER—HE  <233> Elemental Impurities — Procedures
- X /MHF Definitions/Appendix
-  FEWYE®  Sample Preparation
- ##FEk  Compendial Procedures (ICP-OES, ICP-MS)
- NF (RE/EESTHE)  Validation (Limit / Quantitative Procedures)
-  ETFEN <1226> 2 FEFHNREIL  Comment on Method Verification per <1226>

FDA #2<#8rd FDA Guidance (Elemental Impurities in Drug Products Guidance for Industry)
HERITRARMZEMA  Harmonization
MSSENSEHiR  Implementation Plans

16:30-17:00 HZ Q&A

This agenda is subject to change. stF#X 2%, AlkHFELURERA S
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Tel: (86) 21-68619800, Fax: (86) 21-68619810

E-mail: uspcn@usp.org, Website: www.usp.org
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