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ᾣ ⅎ  

 Analysis of Elemental Impurities   

 
 

 Course Duration :   5  5 hours   

 
׃  Course Description  and Objectives :    

ᵬҹҙ ῏ ӊѿ̆ ῖ ↕ľ<232>ᾝ - Ŀ ľ<233>ᾝ

- Ŀḱ ₄ᶛ(General Notices) ԍ USP- NF ֟ Ȃ ׃ ԅ USP

↕<232>ҍ<233> ΐᵣ ȁ ῒ ҍ ‰Ȃ ̆ FDA ῏ Ӟ ԍ

ѿ Ȃ 

ӟ̆ ῖ ↕<232> <233>Ҭ ̕ ԍ ̕

ᵥ ‰̕ ‰ ̔  vs. ̕ ת ̂

ICP- OESȁICP- MSȁXRF GFAÃ̕ └ ̕ ȁ ⅞ ѿҩ ⱳ Ȃ 
 

 

 

This course discusses revisions made to USP–NF General Chapters <232> and <233>. In addition to presenting and 
discussing the necessary changes, a brief description of methods and how limits apply to products will be addressed 
in the course. The guidance published by the Food and Drug Administration (FDA) in June 2016 and the 
implementation timeline that has led to the current standards will be discussed along with risk-based approach. 
Upon completion of this course, you will be able to: 

 Explain the scope and changes in the requirements of USP–NF General Chapters <232> and <233> 

 Describe the risk-based approach 

 Explain how to set appropriate specifications 

 Describe accuracy and precision: limit tests vs. quantitative impurity tests 

 Identify the appropriate instruments for testing (e.g., ICP-OES, ICP-MS, XRF or GFAA) 

 Describe proper sample preparation 

 Discuss, plan and implement a successful method validation 

 

 

 Who Should Attend:  

№ ̆QA/QCֲ ̆ ̆ ̆ ֟ ̆ ֲ ץ̆ ῒז ICP- OES

ICP- MS ԍ APIȁ Ҭ № ῐ ҙֲ Ȃ 
Analytical chemists, QA/QC, compliance managers, lab managers, production managers, Regulatory professionals, 

and individuals in the pharmaceutical industry with an interest in the application of ICP-OES and ICP-MS to the 

analysis of metals in APIs, excipients, and drugs. 

 
 Language:  

̂ Ҭ ̃  English (with Chinese subtitles) 

 
USPᴪ ҍ Ҭ ̆ ₯ ̂ ̃ Ȃ 
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׃  Instructor : 

Nancy Lewen , ῖ ᴪ № Ғ ᴪҺ ̂2020̃   

Nancy Lewen , Chair of USP Chemical Analysis Expert Committee  (2020) 
 

    Nancy Lewen 30 └ ҙ Ȃ ᴡӊ ̆ ᴋԅ Analytical R&D ᾣ

ֲѿ ȂNancy ᵬҹ USPҒ 10 ̆ ᴋᾝ Ғ Һ

↕<191> ≢ Һ Ȃ 2020 USP № Ғ ᴪҺ ȂNancy └ ᾣ

ᵬ̆ ֓Һ Ȃ  
 

Ms. Nancy Lewen has over thirty years of experience in the pharmaceutical industry and recently retired as the 
supervisor of the Atomic Spectroscopy Laboratory in Analytical R&D. Nancy has served as a USP volunteer for over 
10 years, having chaired the Elemental Impurities Advisory Panel and the <191>—Identity Tests sub-committee.  She 
was the chair of the Chemical Analysis Expert Committee (2020). Nancy has written papers and lectured on the 
subject of pharmaceutical applications of atomic spectroscopy and has taught several short courses on the subject. 

 
 Access Deadline:    

̔ ⱳ ̆14 ῤ ̆ ꜚ῏ Ȃ 

̂ ⱳ ᴪ ⌠ Ḥ ᴆ̃ 
 

This course will be only available to you for 14 days from the day of successful registration or until you mark it 
‘Complete’ in your transcript– whichever occurs first. 

 
Fee  1500ᾝֲ /ֲ    RMB 1500/attendee 

 
 Register Procedures  

1.  ₯ ̂ ̃ Ȃ  
 

USP-China ̔ USP-China account  

ֲ Beneficiary ̔ ῖ ‰ Ⱶ̂҉ ̃ Ὲ   

Account No. ̔  6841 12464 120 

Bank̔         Ὲ ҉ №  

 

2. ̔ / ᶫ       Invoice is available after registration. 
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