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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.
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Analysis of Elemental Impurities

i E] /#5 Time/Location:
2018 4 A 26 H FHE ki
April 26, 2018 Shanghai, China

PRFEM /T Course Description:
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USP General Chapter <232> Elemental Impurities—Limits and <233> Elemental Impurities—Procedures were official on Feb. 1st,
2013, and have been implemented through General Notices with a delayed implementation date of January 1st, 2018. All
references to USP general chapter Heavy Metals <231> have been removed from the monographs in USP37, but requirements
still apply via General Notices. This course will cover the current version of General Chapters <232> and <233>, for analysis of
elemental impurities in pharmaceutical materials. The course addresses the elements and how limits are set. It will explain how
limits apply to products and will give a brief method description. Recent changes will be highlighted, as will the implementation
timeframe. The course introduce USP General Chapter <2232> Elemental Contaminants in Dietary Supplements, also concludes
with descriptions, advantages and disadvantages of three instrumental techniques: Atomic Absorption (AA), ICP-OES and ICP-
MS. In class exercises and case studies will be used to further participants understanding and practical use of the standards.
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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.

HEIM Instructor:

Joseph Eaton, 3 [E 2525 51 2> 2 Il L 58 (USPImASAE NF 54 0T . ¥ HH RE RIRRHE St 0T S5 SR TT R TARS )
Joseph Eaton, the USP Professional Education Faculty (about 15 years of experience at USP in developing standards
in pharmaceutical analysis, dissolution, and reference standards).
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#FRIES Language:
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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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B3k F Fee: 1,800 st AT/ A RMB1,800/attendee

{1 RHAESE I, GRS, HERTRAER T, e e,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F— 2w/ BALEYR 3 AL ENAS I RESN, BB = NETEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZjK REERIIERS, 32 20%440.

20% discount will be offered to applicants from Government Labs and Universities.

# 4 5 R Register Procedures:

1. L4, #%h (BukH: 2018424 H 19 H)  Make online registration and payment by Apr. 19t 2018.
BREXE RERS) #ITELRSA

USP-China itk F*:  USP-China account

WEK A Beneficiary: RGHREFEEARSE (L#E) FRAF
5 Account No.: 6841 12464 120

#3447 Bank: EEBTHERAF LT

2. REGHL: IREEZRZERIN U, sRE tRI% SR

Invoice is available at the Registration Desk of training room or after the course.
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