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USP-China sincerely invites you to attend the following USP Pharmacopeial Education course.

A B 73 VAR T & ANBEE

Development and Validation of Dissolution Procedures

I E] /b5 Time/Location:
2018 % 12 A 10-11 H FEH B
December 10-11, 2018 Shanghai, China
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A=) A REAE L P 0 ) 24 B R i AR RO AN e D PR I E o AE N E BHRAE, W H X )
JREE. ROz E LN EENER . W N E A T R 2 HRR (iR, RFE IRESR. I R
FEFAED AR REI R, 56 25 3023 SR 2R 1K) 3 HH B D7 ik BT R ANERUE 7 URAE 9 AH OG0 I kAT it 84T A
o E PRS- LA D7 T R AN B AIEEER,  JFEIHR S Z AR IR R AT VG M SR B IR .

VRV B S IR, H BEUR USP BB L 5ORMEHIR . R4 2015 4F 8 H 1 HIENAZ R4 USP 38 - NF
33 B IR U <1092> L ORABIT BER, AR A B 1 AT . AEA 21 35 [ 25 M R K i 2
fili b, URARRVEANEDARE T APT BLJEVERVE B SR T R . AR RE . 3 AR )
B TR E R ARE . AT AR IR . VA TR RIE S N A . GBI IR NN S R0 A, DR B AR
TGRSV BT VETT R AR A B, I s R T 52 b AR
Dissolution tests are in vitro performance tests for most dosage forms, such as tablets, capsules, suspensions,
transdermal patches, suppositories, etc. They are important components of the specifications that establish the
quality, efficacy, and safety of a drug product. This course has been entirely revised in order to reflect the content of
the complete overhaul of USP General Chapter <1092> published in USP 38—-NF 33 First Supplement with the official
date of August 1, 2015. The new USP course provides a foundation for developing and validating dissolution methods
used for batch release and stability testing, and also provides an overview on the general considerations and current
practices for development and validation of dissolution methods.

After providing an overview of the subject, this course will cover development of dissolution and drug release testing

based on the physico-chemical characterization of API, physiological considerations, selection of dissolution testing
conditions, setting acceptance criteria, validation of dissolution procedures, etc.
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This course will benefit scientists, chemists, and technicians who perform dissolution testing; lab managers; quality
control staff; and product development professionals. You must have at least 2 years’ experience in pharmaceutical
industry to get the full benefit of this course.

HEIM Instructor:
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Erika S. Stippler, Ph.D., Principal Scientist, Dosage Form Performance Laboratory, USP
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M4 Introduction
o EEHHPHIFNI  USP’s dosage form taxonomy
o SV EEIZTRETSH S I N AR A B A 2
Physiology of the human body relevant to dissolution/ drug release
o  SYEHEIZAYIBATIRA I Z5 L@ Relevant compendial general chapters

P JERE A Evaluating filter compatibility
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Determining solubility and stability evaluation of the drug substance
o WHAFRAMAEEMEE  Selection of dissolution medium and volume
o EEMESE  Selection of apparatus

O Preliminary Assessment
O
O

< BHIRETEF R Development of dissolution test methods
WHAFMRS  De-aeration of dissolution medium

o VLPEE  Sinkers
o THAHEEE Agitation
o BRI (EKFfAIs. WEREE R, BUFESE)  Study design
% BHAFEST Analytical Finish
o FEMALFE  Sample processing B8 Centrifugation
o ifyEds Filters o ZMi/7¥E Analytical procedure

< HIBEHRS Automation

(@)
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o ¥HAFHI%  Medium preparation

o FESCRFAIAINAIE  Sample introduction and timing
o HUREANEJE  Sampling and filtration

o J&¥E Cleaning

< KRS Validation
o kJ&M  Specificity F52 % Precision
o ZM5VEE Linearity and range o MMM Robustness
o  #EFAEE/ IR Accuracy/ recovery
o BRI IR EYE  Stability of standard and sample solution

O

% A]EZbRE Acceptance Criteria
o WiERME  Setting specifications
o ICHQ6A— M #7 ICH Q6A — Decision Tree #7
o ZiiiffaTEEaZzirME  Compendial acceptance criteria
o ERY IRFE ZZFEHIF  Immediate/ Delayed/ Extended release dosage forms
o Z/AVEHINKX Multiple dissolution test

% MEEEBIANR  Performance Verification Test
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BHES Language:
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English with Chinese interpretation (provide bilingual printed teaching material)

H# Agenda:
A (8] Time F & Topic
8:30-9:00 | &3 Registration
N Introduction
9:00-12:00 | Coffee Break
F-X e Preliminary Assessment
Day 1 12:00-13:00 | 74 Lunch
Dec. 10 B GEFF R Development of dissolution test methods
13:00-17:00 | #4f Coffee Break
BHGEST Analytical Finish
17:00-17:30 | % Q&A
9:00-12:00 BB H RS Automation
Y Coffee Break
& —% IOIE Y HY ST Validation
Day 2 12:00-13:00 | & Lunch
GIE: 35203 Acceptance Criteria
Dec. 11 13:00-17:00 | &1 Coffee Break
RN Performance Verification Test
17:00-17:30 | % Q&A

This agenda is subject to change. MFZ KIS, AMkHFELURGRAAMHE
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REYIZRF Fee: 2,500 st A M/ A RMB 2,500/attendee

{1 RHAESE I, RS, HERPRAER T, HERH e,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F— 2w/ BALEYR 3 AL ENRAS I RESN, BB = NERTEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BURZiE RARAHIBIRL, 52 20%8T40.

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

4% 5 Register Procedures:

1. L4, 242t (BukH: 2018412 H 3 H)  Make online registration and payment by Dec. 3™, 2018.
WRETXE GREHRSL) #HITELRA
USP-China i " :  USP-China account

WK Beneficiary: EHHIREF KBRS (L) HRAF
K5 Account No.: 6841 12464 120

4T Bank: XERITHERAF LT
2. RGO UREE R RN, B 5 P fit

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