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USP-China sincerely invites you to attend the following USP Education course.
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Stability Program of Pharmaceutical Products
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2025410 H24H +HE-+L#E
October 24, 2025 Shanghai, 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 pharmaceutical products. It will cover regulations,
operations, testing and investigations. For regulations, cGMP, USP, FDA and ICH 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:

QCor T i /AP /. QANGE, VARSI, AR, o EOR . Rt i it . CMCHRSE H % i,
PASTHR RN T AR AH SCFDAVE AN LCHAR B LAEST. L St A BAR 58 1 7 S sl A N B

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.
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WMABEER USP SWEHINPCFE, RIriXE GRERS) ELHL RELEUEH: 20254 10 A 17 H)

REHRZ R PHEXEE USP-China Empowering a healthy tomorrow
RE R RTINS 999 54 22 E brokE B HE 801-804 25 (200137)

Tel: (86) 21-68619800, Fax: (86) 21-68619810

E-mail: uspcn@usp.org, Website: www.usp.org


mailto:uspcn@usp.org
http://www.usp.org/
https://www.usp-edu.org/

USP Education

A

AR EYMRAR

Stability Program of Pharmaceutical Products
202510824 Lif

#IRiES Language:
IR (RUEREYE L) Chinese (bilingual printed teaching material)

BEME 5 HE Course Outline & Agenda:

9:00-12:00 cGMPs HifaEtiRKER  cGMPs of Stability Testing Requirements
o ZipfasEtERIEE/EH  Critical Role of Drug Stability
e 21 CFR 211 - il 254 cGMP Fiya s e PEs2 i
Impact of Part 211 - cGMP Practices for Finished Pharmaceuticals on stability
e ICHZ:k5 Q1A(R2) ICH process and Q1A(R2)
o HTAERHBERZMEEMMF TSR Stability protocol for global submission
REERRTENA Stability Indicating Test Methods
e ICH Q2(R2) »5uiFHI 2k ICH Q2(R2) on Validation
o USPil<1225>ik400uE USSP <1225> Validation
e USPiENI<1226>4:fiik  Method verification based on USP<1226>
o FREMAERMAR 7% Stability-indicating test methods
12:00-13:00 4#t Noon Break

13:00-16:30 MR EEERIES: Critical Stability Operations
o FREMIEMICEES IR Critical steps of Stability Process
o JHEFEVEAFESLRIMI4L AL Reduce testing with bracketing and matrixing
o HPFEVEMFE SIERIPLER 5 Benefits and drawbacks of bracketing and matrixing
o FEMEHEIEAS  Stability Data Evaluation

et 2K 0O0SiHE  Conduct Out-of-Spec investigation for Stability Results
e FDA OOS {5 %Ml FDA &5 #8% FDA draft guidance on OOS and FDA Guides to inspection
o MRS LA OOS &M Analyst's and supervisor's roles in OOS investigation
o FaEMEE OOT  Out-of-Trend for Stability Data
o TEL IEE /Tl 5 Determine Corrective Actions/Preventive Actions

16:30-17:00 H%Z& Q&A

This agenda is subject to change. A k7 FELUBILG /R A H itk
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)i /5 Location:

EEHAGHBRSFEXEE USP-China

Hodik: VTV 458 X NS 999 5 2% 2% [H bR K B #: 801-804 =
(Hu%k 6 52k, MR 1 SH 0, EEHKH 1.4 ABRLEH)

Hif: 021-68619800 * 8892

wiE: TR GAG— ZHET, TER AT %

¥I%%F Fee: 1,800 t ARM/A RMB 1,800/attendee

de 1 WHESEN. R, HRERTIRINER Y, et ER,
Including training, teaching materials, and catering indicated in the agenda only.
2. AR AF/BALEIR 3 AL EAN RSN IEII, B = AR E5Z 20%474.
The 3™ and more people from the SAME COMPANY can get 20% discount.
3. BUNZIR RASFHIRRR, 52 20%740.

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

#4773\ Register Procedures:

1. fELR4. %% (BubH: 20254 10 H 17 H)  Make online registration and payment by Oct. 17, 2025.
WREXE GRERS) #ITHELRA
USP-China A [R TiYakK f*:  USP-China account (RMB)

KRN :  FEHHBRETFRFEARSE (L) FRAF
SER 6841 12464 120
BT XEBRITHERAT LEMT

2. REGHL: RJERIEH TR EE S R

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