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Introduction to quality in pharmaceutical registration
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Structure and outline of ACTD quality part
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Overview of
51-57,
P1-P9

11.00 - 12.00 wu.

Understand drug substances manufacturing: significance of synthesis route
- Emphasis on manufacturing of drug substances and synthesis
route
- Elucidation and characterization of drug substances
- Impuirities profiling in drug substances
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Highlighting on
51-53
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13.00 - 16.00 wu.

Drug product manufacturing
- Emphasis on pharmaceutical development, manufacturing
process & process control, and process validation
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Highlighting on
P1-P3

16.00 - 16.45 wu.

Container Closure System
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Highlighting on
se6, P7
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All about chemistry and control
- Control of drug substance, excipient and drug product emphasis
on specification, analytical procedures, method validation, COA and
batch analysis, and justification of specification
- Reference standards and materials
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Highlighting on
54-S5, P4-P6

12.15 - 13.15 u.
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All about chemistry and control (Continued)

- Control of drug substance, excipient and drug product emphasis
on specification, analytical procedures, method validation, COA and
batch analysis, and justification of specification

- Reference standards and materials
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Highlighting on
54-S5, P4-P6

15.00 - 16.15 wu.

Drug substances and drug product stability
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Highlighting on
57, P8
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Common flaws and issues in quality part
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