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“Fundamentals behind Pharmaceutical Specification and Evaluation of Certificate of Analysis”
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Pharmaceutical specifications 101
- What is specification and certificate of analysis?
- Understanding drug monographs e.g. Ph. Eur., USP, BP, International Pharmacopoeia
- Implementation of ICH guideline on drug specifications

- Non-official and in-house specifications
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Understand the science of drug substances and drug products specification
- Significance and necessity of universal tests
- Comprehensive guide on impurities (i.e. organic impurities, heavy metals, residual
solvents and genotoxic impurities)
- Do we really need impurities in drug specification?
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13.30 - 16.45 .

Understand the science of drug substances and drug products specification (Continued)
- Specific tests: basic and application. Highlight on frequently disputed issues
- How to effectively set specific tests base on chemistry and dosage form
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09.00 - 10.00 Y. | Understand the science of drug substances and drug products specification
(Continued)
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10.00 - 12.00 Y. | Drug stability issues
- Accelerate stability, long-term stability, and on-going stability
- Scored tablet
- Stability after reconstitution
- Extemporaneous preparation
- In-used stability
- Repacking and dispensing concerns
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13.00 - 16.00 Y. | Round table on quality drug procurement
- What should be in specification vs. What should be in price performance?
- Effectively use price performance in drug procurement
- Can do or Cannot do in TOR
- Case-based discussion on challenge of drug procurement
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