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1.2
1.3.1
1.3.2
1.3.4
1.3.5
1.3.7
1.3.9
2.1
2.2.1
2.2.3
2.3.1
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2.5
3.1
4.
4.2
4.4
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General information.

Structure formula.
Appearance: Physical form (e.g., powder, crystal) and color.

Solubility

somerism:

Other Relevant Properties...
Manufacturer: (Brief introduction of company)

Pka and Partition Coefficient (log P)

Detailed Synthesis steps (reaction equation)
Description and Control of manufacturing process.
List of materials and their functions (eg; starting material, solvent, catalyst reagent).

Control of critical steps and Intermediates.
Manufacturing Process Development.

Elucidation of Structure and other Characteristics
Control of Drug Substance/AP!.
Analytical Procedures....

Batch Analysis.

Reference Standards or Materials.

Stability.

1.1
1.3

1.3.3.

Hygroscopicity: Equilibrium moisture content at specified RH levels

1.3.6
1.3.8

2.
2.2

2.2.2

2.3

2.4
3.

3.2
4.1
4.3
4.5
b.
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Nomenclature:
General Properties (Physico-chemical properties).

(P11 7. 9)

Melting Point:

Polymorphism

Particle Size Distribution:

Manufacturing Details:

Description of Manufacturing Process and Process Controls.
Flow chart of manufacturing process.

Control of Materials.

Process validation and/or evaluation:
Characterization and Impurities.
Impurities.

Specification:

Validation of Analytical Procedures
Justification of Specification.
Container Closure System.




