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A PROCESS FOR PREPARING AN ORALLY DISINTEGRATING TABLET FOR HUMAN USE, AN
ORALLY DISINTEGRATING TABLET THUS OBTAINED AND A PACKAGE CONTAINING THE
ORALLY DISINTEGRATING TABLET
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The present invention pertains to a process for the preparation of an orally disintegrating tablet for
administration to a human subject, the tablet containing a medicinal substance to treat a disorder of the
human subject, comprising the steps of providing a fluid formulation comprising the medicinal substance,
providing a solid element having formed therein at least one cavity, cooling the solid element to a temperature
below a freezing temperature of the formulation, filling the cavity with the fluid formulation, solidifying the
formulation while present in the cavity by extracting heat from the formulation through a cavity wall by

conduction, to form a solid pellet comprising the medicinal substance without actively shaping the entire
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surface of the pellet, taking the pellet out of the cavity, and drying the pellet in a vacuum to obtain the tablet.

The invention also pertains to the tablet itself and a package comprising such a tablet.
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A process for preparing an orally disintegrating tablet for human use, an orally
disintegrating tablet thus obtained and a package containing the orally disintegrating

tablet
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The present invention pertains to a process for the preparation of an orally disintegrating
tablet for administration to a human subject, the tablet containing a medicinal substance
to treat a disorder of the human subject, comprising the steps of providing a fluid
formulation comprising the medicinal substance, providing a solid element having
formed therein at least one cavity, cooling the solid element to a temperature below a
freezing temperature of the formulation, filling the cavity with the fluid formulation,
solidifying the formulation while present in the cavity by extracting heat from the
formulation through a cavity wall by conduction, to form a solid pellet comprising the
medicinal substance without actively shaping the entire surface of the pellet, taking the
pellet out of the cavity, and drying the pellet in a vacuum to obtain the tablet. The

invention also pertains to the tablet itself and a package comprising such a tablet.
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Friability and Abrasion Tester- Hfi v E B K F EE B #
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(E E %) (EE %)

Sol P1 4 3 93

Sol P2 4 6 90

Sol P3 4 9 87

Sol P4 8 3 89

Sol P5 8 6 86

Sol P6 8 9 83

Sol P7 12 3 85

Sol P8 12 6 82
® Sol P9 12 9 79

% F F§ Llyod Instruments LRSK¥ 38 ¥ 2 #% 7 15 5% B
CERBER EAATHEZEMGERN - £ BEEZ
%o BERBTRER (FOBRH) B> AFEmMELRES
WY  ERERBIBRAATHEERARE - 8 BB A E
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B -

AP FHRBREBEE (N)
Sol P1 0.71
Sol P2 1.81
Sol P3 2.39
Sol P4 4.11
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Sol P7 5.89
Sol P8 4.45
Sol P9 4.19
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