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

MR EEMRE R
Stability Program of Pharmaceutical Products

i E] /#5 Time/Location:
20194 8 A 16 H WL B
August 16, 2019 Hangzhou, China
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Stability program plays a pivotal role in pharmaceutical development, thus a sustainable stability program is critical
not only to new product registration but also to support marketing program for pharmaceutical products. This course
presents a comprehensive overview of stability program for small-molecule pharmaceutical products. It will cover
regulations, operations, testing and investigations. For regulations, GMP, USP, FDA, ICH and WHO stability
requirements for pharmaceutical products applied in designing stability programs to establish expiration dating and
label storage will be discussed. Technical and regulatory aspects to design a global stability program which is cost
effective and in compliance will be discussed in depth as well as the needs for stability-indicating methods to monitor

product quality throughout its shelf life. Reduced testing will also be reviewed through matrixing and bracketing
options. Stability data evaluation and Investigation of Out-of-Specifications will also be addressed.

Z X% Who Should Attend:
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Quality Control (QC) analyst, managers, directors, Quality Assurance (QA), Regulatory Affairs, Investigators,
Analytical Scientists, Stability Study Coordinators, CMC submission and review scientists. Because of its
comprehensive content, this course will prove most valuable to those involved in conducting and managing stability

testing or program. This includes those whose job responsibilities require an in-depth knowledge of FDA regulations
and ICH guidelines as applied to establishing stability programs and conducting stability testing.

WIf Instructor:
USP %245 #5511 45885 58 The USP Professional Education Faculty.
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FRIES Language:
H13C (Chinese)

WBEMNE 5 HE%HE Course Outline & Agenda:
9:00-9:30 #3F| Registration

9:30-12:00 T fi# cGMPs Wf2EEMRER Understanding cGMPs of Stability Testing Requirements
ke M EE(ER  Critical Role of Drug Stability
HH[E GMP A1 21 CFR 211 X252 PRSI Impact of Chinese GMPs and 21CFR211 on Stability
ICH 777%F1 Q1AR2 ICH process and Q1AR2
T EEReiERC e st 7% Stability protocol for global submission
REERRTENA Stability Indicating Test Methods

e ICH Q2 A/B XEIEHER  ICH Q2 A/B on Validation

o USPidl<1225>77:401F  USP <1225> Validation

e USPilill|<1226>75i%4fiihk  Method verification based on USP<1226>

o FREMESERMIATVE  Stability-indicating test methods
12:00-13:30 4#& Lunch

13:30-16:00 EBAIFEE M IE Critical Stability Operations

FRsE e ko< DR  Critical steps of Stability Process

R REVE ARG 5941 itk 5 Reduce testing with bracketing and matrixing
FEPREAHE S VAL S i Benefits and drawbacks of bracketing and matrixing
e EEUEIEL  Stability Data Evaluation

et B A OOSHE  Conduct Out-of-Spec investigation for Stability Results
e FDA OOS {5 %Ml FDA i8R FDA draft guidance on OOS and FDA Guides to inspection
o MRS EZE OOS AEH M Analyst’s and supervisor's roles in OOS investigation
o FaEMEE OOT  Out-of-Trend for Stability Data
o AL/ Determine Corrective Actions/Preventive Actions

16:00-16:30 & Q&A

This agenda is subject to change. stF# K HtZ%, AlkHFELURERA S
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¥VII%%F Fee: 1,800 5t AR/ A RMB1,800/attendee

{1 RHAESE I, RS, HEEPRAER T, e e,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F— 2w/ BALEYR 3 AL ENRASINRESN, BB = NERTEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BURZiE RARAHBIRL, 52 20%874.

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

# 4 5 R Register Procedures:

1. R4, 2% (BukH: 201948 H9 H)  Make online registration and payment by Aug. 9™, 2019.
BREXE RERS) #ITELRSA
USP-China itk F*:  USP-China account
WGKRA Beneficiary: EZBEIRETI R EARRS (L ARAF
5 Account No.: 6841 12464 120
#3447 Bank: EEBTHERAF LEHT

2. REGHL: IR RZERIN U sRE tRI% SR

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