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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

strength, quality, purity, and bioavailability 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. Building on your basic understanding of USP’s approach to dissolution, this

course provides a foundation for developing and validating dissolution methods used for batch release and stability

testing.

Upon completion of this course, you will be able to:

* Describe development of dissolution and drug release testing methods based on physicochemical
characterization of drug substances

* Identify physiological considerations when setting up tests

*  List dissolution testing conditions, such as instruments and media, etc.

. Describe automation, validation and interpretation of dissolution test results

*  Describe performance verification tests
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Scientists, Chemists who perform dissolution testing, Lab managers, Quality control staff, Product/formulation
development, Regulatory professionals.
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JEiE (FhCE3E)  English (with Chinese subtitles)
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HHIFA4E Instructor:

Erika S. Stippler {1, USPZj3E M, ATUSPHFIM: AR = 8 i

Erika S. Stippler, Ph.D., USP Qualified Education Faculty, Ex-Director, Dosage Form Performance
Laboratory, USP
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Dr. Stippler has more than 25 years of experience in the pharmaceutical industry, including ex-director of USP Dosage
Form Performance Laboratory and serving at various contract research organizations in Germany and Switzerland.
Her scientific interest is focused on IVIVC-based dissolution method development for various dosage forms and on
the characterization and standardization of dissolution apparatus and dissolution methods for performance evaluation
of pharmaceutical products. Dr. Stippler's career at USP began in 2007, and she supported the Dosage Forms
Performance Laboratory. Dr. Stippler is also a member for American Association of Pharmaceutical Scientists and
Association for International Pharmaceutical Technology.
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This course will only be available to you for 14 days from the day of successful registration or until you mark it

‘Complete’ in your transcript— whichever occurs first.

B3 B Fee: 2000 st A/ AN RMB 2000/attendee
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