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2017 ChP-USP Drug Packaging and Excipients Workshop Topics
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Packaging Workshop
B AR (EHT D
Topics from China (Being Updated)
L EHEM G & XK FIFFHAE
Bundling Review and Approval Reform for Drug Packaging Materials and Systems
2NF @ 5 AR KT REN
Guideline for Compatibility Study of Chemical Drug and Packaging Materials
3P E A AT R R R TR &
System Establishment and Progress for the Drug Packaging Standard of
Chinese Pharmacopoeia
4. 25 A AR R M R B AR
Stability Study and Exploration for Technique of Drug Packaging Material
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Synchronous Development of Inhalation Preparation and Packaging System
6.2 Fl iR Z R B R 7 — LA A
Matching Study Between Extractable and Formula for Elastomer
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Risk Management for Drug Packaging System used in High Risk Drugs
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Topics from USP (Being Updated)
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Partl: USP Strategy and Standards for the Selection and Qualification of
Packaging and Delivery Systems: The Starting Point
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Part2: Physicochemical Characterization Testing—Application of Compendia Tests
2B # T A (CCHM R34 R

Latest Development on Container Closure System Integrity (CCI)
3.8 1 BAGADIA - SREFIT. BAREE TTAR AR 78 BN A L i
Partl: Physicochemical Characterization Testing—Designing and
Performing Extraction, Simulation and Leachable Studies
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Part2: Physicochemical Characterization Studies: Identifying and
Quantifying Unknowns
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Partl: Toxicological Evaluation of Chemical Compounds—Use of

Thresholds and Literature Studies
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Part2: Design and Evaluation of Biological Reactivity Studies
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Baseline Standards for Elastomeric Components used in Injectable
Pharmaceutical Packaging/Delivery Systems: Physicochemical and

Functionality Testing
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Excipients Workshop
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Topics from China (Being Updated)
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Development Direction of Pharmaceutical Excipients Administration in China
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ChP Excipient Standard System Establishment and Working Focus in Future
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Evaluation and Measurement Establishment for Functionality of Excipients
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How to Implement Research and Selection of Pharmaceutical Excipients for Formulation
5. 78 P 1 57 72 8 5 249 B S AL 1Y K VE

Key Points of Selection for Pharmaceutical Excipients used in High Risk

Drug Formulation
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Safety Evaluation Study for Pharmaceutical Excipients
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Quality Control and Consideration Points for Animal-Derived
Pharmaceutical Excipients
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Novel Pharmaceutical Excipients Research and Application Progress
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Quality Control and Application of Excipients for Injection and
Ophthalmic Drugs Used
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Classified Management and Technique Requirements on the Excipients for

Injection Used
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Topics from USP (Being Updated)
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An Introduction to Pharmaceutical Excipients and USPs Standards
Setting Process

2.2 FARVE Z SN B B AR R - USP 28 AR RHAE 8E<1059>H9 128
Improved Excipient Characterization beyond the USP Monographs -

Introduction to Excipient Performance <1059>
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Emerging Topics with Respect to Excipients: Novel and Coprocessed
Excipients—Enabling New Therapies and New Products for Patients;
Contributing to the Success of Continuous Manufacturing
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Elemental Impurity on Excipients
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Challenges to Updating Excipient Monographs: How to Set

Meaningful Specifications for Excipients? The Importance of Stakeholder
Engagement with USP
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USP EXC-IVP Program
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How to Operate a Chemical Plant to Meet All the Regulatory

Requirements for Food, DS, Excipient Ingredients All at the Same Time
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