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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

2 H 3 Date:
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November 18-19, 2024 Shanghai, 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. ®FIES Language:
28 N2 In-person Classroom
FC (BUEPBTEVE ) Chinese (bilingual printed teaching material)

{EFR4NE Detailed Course Outline:

. FEEZMPEIRME—%H  USP Documentary Standards — Structure

. EXFMHIESH  Definition and Validation Parameters

. USPiENI<1225571 ICH Q2 (R1) tkE  Comparison of USP <1225> and ICH Q2 (R1)

. LB Specificity

. KEHE Precision

. WEMPE  Accuracy

. SMEFYEE  Linearity and Range

. MR /2B  Detection/Quantification Limit

. T3t Robustness

o BN <621> il — RGEAM  USP <621> Chromatography — System Suitability
o JBN <1226> R FERIFIAL  USP <1226> Verification of Compendial Procedures

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

o BETEHBEMS  Understand concepts of Method Transfer
o WEM<122a>5 8B ER  Purpose of Chapter <1224> Method Transfer
o HEHERMAER  Types of Method transfers
o HBHARMMA  Application of Transfer waiver
o IfTLEEERIEN<1224>. <1225>. <1226>
How <1224>, <1225> and <1226> work together for analytical procedure
o HHEBHE  The transfer protocol
o HHEBMEMICH  Transfer Report and Documentation
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H#E Agenda:
f 1] Time F 8 Topic
8:30-9:00 | &3 Registration
ZEAHPHERE— S0 USP Documentary Standards — Structure
9:00-12:00 | & XFBUESH Definition and Validation Parameters
USP i |<1225>F1 ICH Q2 (R1) E£# | Comparison of USP <1225> and ICH Q2 (R1)
12:00-13:00 | F& Lunch
e TRk Specificity
Day 1 FEEE Precision
13:00-17:00 Galllis Accuracy
LG Linearity and Range
R / e B R Detection/Quantification Limit
iy 32 P Robustness
17:00-17:30 | A& Q&A
TN <621> 53 — REuE M US.P f621> Chromatography — System
9:00-12:00 Sultabllity e .
T <1226> B3 F B gfolzed::::6> Verification of Compendial
12:00-13:00 | 7& Lunch
LN R = S 4] v Understand concepts of Method Transfer
R BN <1224>T7 8B K B K Purpose of Chapter <1224> Method Transfer
Da_y 2 TIEEER 25 Types of Method transfers
13:00-16:30 R RN A Application of Transfer waiver
W 454 B B M <1224>. <1225>. | How <1224>, <1225> and <1226> work together
<1226> for analytical procedure
TEHEB TR The transfer protocol
TR A Transfer Report and Documentation
16:30-17:00 | A& Q&A
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By Location:

F¥EEITH EMBRAMEE InterContinental Shanghai Pudong

Hiht: EWTTRAHX Ik 777 5 bk 2/4/6/9 Sk, L KIE 12 510, BATZ 10 08 R
FLiE: 021 58356666

(#7F: TFNRAG LN, 15 TR TS )

B9 %% FH Fee: 2,500 T ART/A RMB 2,500/attendee

de 1. RHAESE . TR, HEEPRANERYE: HERH A,
Including training, teaching materials, and food indicated in the agenda only.
2. AR AR /BALEIR 3 AL EAN GBS I EEII, HE = A Z5Z 20%4740.
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZR RGERIERS, =52 20%4 40,

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

# 4 5= Register Procedures:

1. LR A. 93 GRuEH: 2024 411 A 12 H)  Make online registration and payment by Nov. 12, 2024.
BERTXE (REREL) #ITELRE

USP-China AR Mgk /*:  USP-China account (RMB)

WA : RAHBEFRFERRS (28 FRAA
ISER 6841 12464 120

W7  REGTERAFE LEST
2. REFOHL: WRIERIEH TR SR A S GUIRA

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