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OBJECTIVE microspheres were mixed with glass beads (1 mm) and placed in the USP 4 dissolution cell. 250 ml of PBS 33 - aVortex,n=4
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quantitatively (Q2) equivalent in inactive ingredients but with deviations were reported. g i1
manufacturing differences and to predict in vivo performance of these In Vivo Release Testing: In vivo release testing of the prepared risperidone microspheres and Risperdal® § = ar 4 7 m
microspheres. Consta® was studied using a rabbit model. Briefly, rabbits were randomly assigned to cages and treated S . 1. ¢
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Table 1. Physicochemical properties of the prepared risperidone microspheres. Time (day)

potential to affect microsphere physicochemical characteristics, which In

turn may affect their in vivo performance. Therefore, in order to ensure their Inherent _ Drug Mean Water Figure 3. In vivo release profiles of risperidone microspheres in a rabbit model.
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vitro performance tests, particularly in vitro drug release tests, must be (dL/g) (%) Do ([ wiw) Table 2. Pharmacokinetic parameters of risperidone microspheres (i.m.).
performed. Rg’gﬁsrga%'@) 39.42+1.92 | 104.5+1.06 | 40.79 | 0.173 Sample Mean Cmax | Mean Tmax [ Mean AUCypy |Mean MRT,.| Mean ti
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. . . . . . . 2 30 - . g 8 "W with manufacturing. In addition, this USP apparatus 4 method demonstrated the
p_hys_lco_chemlcal propert_lgs (such as drug loading, particle size and size ks -t o otential to predict the in vivo performance of these microspheres.
distribution, glass transition temperature, morphology, as well as water § 15 -_' L a b ¢ . P P P P

. . . . N . e

content) of the prepared risperidone microspheres were determined. The O lase o d o o0 ACKNOWLEDGEMENTS

physicochemical properties of the commercial product (Risperdal® Consta®)
were also determined.

In Vitro Release Testing: In vitro release testing of the prepared
risperidone microspheres and Risperdal® Consta® was investigated under
“real-time” conditions (37° C) in USP apparatus 4. Briefly, 10 mg of

0 4 8 12 16 20 24 28 32 36 40
_ Time (day)
Figure 1.

Risperdal®

SEM micrographs of
Consta® (A); and
risperidone microsphere formulations
Homogenization (B), and Vortex (C).

Figure 2. In vitro release profiles of Risperdal® Consta®
and the prepared risperidone microspheres in 10 mM
PBS (pH 7.4) at 37° C using USP apparatus 4.
(Mean=std dev; n=3).
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