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USP General Chapter <643> Total Organic Carbon (TOC) is official and it has been adopted by other pharmacopoeias
as the primary method for the determination of organic impurities in Purified Water and Water for
Injection. USP <643> Total Organic Carbon is one of the two primary chemical limit tests (USP <645> Water
Conductivity is the other for ionic impurities) to determine that there is sufficient control/reduction of chemicals in the
water purification system. This webinar will explain the purpose of this test, the instrumentation requirements,
calibration requirements, the value of on-line and off-line measurements, and the test limit requirements for various
pharmaceutical waters.
Upon completion of this course, you will be able to:

¢ Identify the basic principles of the TOC method.
Identify where TOC impurities come from and how they are controlled.
List the instrumentation requirements of <643>.
Identify the differences between on-line and off-line measurements and requirements.
Describe the test limits for various bulk and sterile waters for USP and their comparison with other
pharmacopoeias
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Analytical chemists, QA/QC managers, Compliance managers, Water system engineers and owners, Lab managers,
Production managers, Regulatory affairs specialists
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Antonio Hernandez-Cardoso, Senior Principal Scientist General Chapters, USP
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Since July 2005, Antonio has worked at USP providing general scientific support within the Global Science and
Standards Division (GSSD), specifically in the General Chapters Department, coordinating the volunteer experts
works for the development and revision of general chapters by supporting Expert Panels and Subcommittees of the
Physical Analysis, Chemical Analysis, Dosage Forms, and Measurement and Data Quality Expert Committees,
assisting in the development and revision of general chapters and responding to internal and external queries related
to USP-NF. Specific areas of expertise include impurities in drug substances and drug products and water for
pharmaceutical and analytical purposes. He is member of the AAPS and the USP liaison to the ISPE. Antonio brought
fourteen years’ experience in pharmacopeial issues working for the Mexican Pharmacopeia developing the Allopathic,
Homeopathic, and Herbal Pharmacopeias, and special publications for medical devices and drugstores. Also, Antonio
has taught compendial topics to the pharmaceutical industry and general pharmaceutical topics at the National
Autonomous University of Mexico for over twelve years.
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Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript—
whichever occurs first.

B2 Fee: 250 st AT/ A RMB 250/attendee
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2. REEAIHL: MR SR I R%E e-Invoice is available by email after successful registration.
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