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Pre-formulation Objectives
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Pre-formulation Study Goals %) /ol
Establish Physico- Determine Kinetic Establish Choose Correct
chemical Rate Profile Compatibility with Form of Drug
Parameters Analyze the rate at which Excipients Substance

the drug substance reacts

Determine the physical and Assess how well the drug Select the most suitable
chemical properties of the molecule interacts with form of the drug substance
drug molecule common excipients for formulation
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Physical Form Characterization
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Different crystalline
forms with distinct
properties

Ability to absorb
moisture from the
atmosphere

Salt Formation

Improving solubility and

stability
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Degree of order within a
solid material

Particle Size and
Shape

Influence on flowability
and dissolution rate

Solvates and
Hydrates

Effects on stability and
solubility
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Techniques for Particle Size and Shape Characterization
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ASSESMENTS

1.pKa of a drug helps in determining its:

+o% color
')
% lonization and Solubility

Odor

22 Density
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Which chemical property indicates lipophilicity?

1 ~rnhicry
Polymorphism

Relates to crystal structure, not

lipophilicity.
”’_ﬁ\.\
™.
\A\
Particle size \
S \
Affects dissolution rate, not \ \
lipophilicity. \
Partition coefficient
| ’ (Log P)
/ g /
/ 1 Quantifies lipophilicity by
/ ‘,/ measuring distribution between
/"' water and oil.
/
/
Hygroscopicity

Measures water absorption, not
lipophilicity.
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Hydrolysis is the degradation of
drugs in the presence of

Light ——> Q& Oxygen

\ 0
Water %\ " ¢——— Metal lons
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Oxidation of Drugs can be
prevented by using

o

Antioxidants Disintegrants Lubricants
Surfactants can help Antioxidants are Disintegrants assist Lubricants reduce
prevent drug effective in in breaking down friction, but do not
oxidation. preventing drug drugs, but don't prevent drug
oxidation. prevent oxidation. oxidation.
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Studying Drug-Excipient Compatibility is important to
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