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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.
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Validation, Verification and Transfer of Analytical Procedures

PREH Y Date:

2024 45 H 27-28 H HHEAHM
May 27-28, 2024 Suzhou, China
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As an enhanced course, “Validation, Verification and Transfer of Analytical Procedures” covers a family of General Chapters
devoted to providing guidance for the quality of data-acquisition process.

It reviews parameters for validating analytical procedures for small molecules based on the USP General Chapter <1225> and
ICH guideline. General Chapter <1226> Verification of Compendial Procedures and General Chapter <1224> Method Transfer
will be discussed. It summarizes the types of transfers that may occur, including the possibility of waiver, and outline the
components of a transfer process. In addition, it will cover the new General Chapter <1224> Method Transfer developed to provide
a framework for analytical method transfer, examine different strategies, and discuss key factors that would influence the transfer
of analytical methods from one site to another. Course will also limit to chromatographic methods for analysis of small molecules.
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This course will benefit lab manager, analytical chemists, investigator or compliance staffs in QA/QC, R&D, project management,
manufacturing, technical liaison, who are involved in the validation, verification and transfer of analytical procedures. You must
have at least 2 years’ experience in pharmaceutical industry to get the full benefit of this course.
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WEER. #FHES Language:
LN IRFE Offline
R (AUEBIEYEX)  Chinese (bilingual printed teaching material)

RN E Detailed Course Outline:

. EEAHBPEHIRE—ERW  USP Documentary Standards — Structure

o ENNBHFZSE Definition and Validation Parameters

« USPiEN|<1225>A1 ICH Q2 (R1) tk#  Comparison of USP <1225> and ICH Q2 (R1)

. LJEHE Specificity

- ¥EE Precision

. @ Accuracy

. SRMEATEE ~ Linearity and Range

. MR /EEM Detection/Quantification Limit

. M=t Robustness

. BN <621> il — RGFEAME  USP <621> Chromatography — System Suitability
o EN <1226> R FERIFIN USP <1226> Verification of Compendial Procedures

o BN <1224> 3 TTEERE USP <1224> Transfer of Analytical Procedures

o BEIFTHEBKMS  Understand concepts of Method Transfer
o BW<1224>EEBAIBER  Purpose of Chapter <1224> Method Transfer
o HEEBMAH  Types of Method transfers
o BEBHBBRMMNA  Application of Transfer waiver
o WMTLEAEREM <1224>, <1225>. <1226>
How <1224>, <1225> and <1226> work together for analytical procedure
o HEEBHEE  Thetransfer protocol
o HEEBWREMXMHF  Transfer Report and Documentation
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H#&E Agenda:
i E] Time E/& Topic
8:30-9:00 | %3 Registration
EEAHPHEFE— &1 USP Documentary Standards — Structure
9:00-12:00 | & XFEIESH Definition and Validation Parameters
USP @M|<1225>F1 ICH Q2 (R1) H.# | Comparison of USP <1225> and ICH Q2 (R1)
12:00-13:00 | 7& Lunch
xR LRt Specificity
Day 1 REE Precision
M Accuracy
1004700 LHEMEE Linearity and Range
BHR / &R Detection/Quantification Limit
ity 3% 14 Robustness
17:00-17:30 | & Q&A
B <621> i — RLSERM US_P _§621> Chromatography — System
9:00-12:00 igléabltti/226> Verification of Compendial
B <1226> BRI IERITI Procedures
12:00-13:00 | 7#& Lunch
BRI RIS Understand concepts of Method Transfer
. BN<1224> R E R Purpose of Chapter <1224> Method Transfer
?;yjz% Yiprs g eSS Types of Method transfers
13:00-16:30 R RRINA Application of Transfer waiver
e 456 BB NI <1224> . <1225>. | How <1224>, <1225> and <1226> work together
<1226> for analytical procedure
HEHEBR TR The transfer protocol
FEEEHRE 8 Transfer Report and Documentation
16:30-17:00 | & Q&A
This agenda is subject to change. UtF# XS, ALk H FELIT LR FE it
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I3 Fee: 2,500 tARM/A RMB 2,500/attendee

de 1 WHESEN. R, HRERTR IR, et BB,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F—nF]/BALEYR 3 AL E ARSI RESN, B = NERTEZ 20%4740.
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZK RGEEIIR, F5Z 20%4740.

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

# 4 7R Register Procedures:

1. fEZR#R44. 449 Bk 2024 45 H 20 D
EREXE GRERA) ETELRMRA

USP-China A R kK F*:  USP-China account (RMB)

WA :  REHFRETFRFEARS (L) FRAH
SR 6841 12464 120

BT  RESITHERAT LESMT

Make online registration and payment by May. 20, 2024.

2. REEGHL: WRJE AL TR SRR S LA

E-invoice will be sent by email after the course.
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