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Introduction Strategy

Febuxostat (FEB) is an active pharmaceutical ingredient (API), poorly / \/C \
water-soluble and therefore poorly bioavailable. FEB is used for the e N on

treatment of hyperuricemia in gout, as inhibitor of xanthine oxidase, to Tromethamine

reduce uric acid production. With the aim of improving the aqueous Salt: Tro1

solubility, we investigated the crystallization process of the FEB - I . ﬁ Sovents: »2-ethoxyethanr

tromethamine salt (Trol). In addition, we were able to grow crystals of ﬁ,g W

the most stable polymorph of FEB, designated as form A in the literature. » Fariin £ - @il o dehTest: el aakieTah o 60
The crystallization process development of the Trol and form A was Febuxostat St 2yt

performed in a controlled manner using the Crystal16™. \ [Honone) /

The crystallization process parameters were established by determining
the Meta-stable Zone Width (MSZW) while performing two thermal cycles
in a suitable solvent system (2-ethoxyethanol) using a broad temperature
range (5 - 90°C) and different concentrations. The formation of Trol and

Crystal©

form A was evidenced by X-ray powder diffraction. We can conclude that Solubility of Preplaration off 4 3 Transmission
: : : : : : solutions o Performed heating sensor — Clear and
Trol can be reliably crystallized in 2-ethoxyethanol by using high starting Form A / Tro1 different cooling cycles cldud point
concentrations (> 200 mg/mL). Furthermore, crystals of form A were e —
successfully grown in the same solvent at concentrations above
100 mg/mlL. Crystal structure determination of form A will be attempted
in a future work.
[ ] u u u ™
Characterization Crystallization using Crystal16
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