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Preparation and evaluation of enteric-coated and taste masking
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Abstract: The study is to prepare taste masking and enteric-coated clarithromycin granules by melting and
fluid bed coating technology. Clarithromycin and matrix materials were melted at a certain temperature, and
then made into particles by fluidized bed coating. X-ray powder diffraction and scanning electron microscopy
were used to identify the crystal and morphology of drug loading granules. In vitro dissolution method was
used for the observation of the drug release behavior. The results showed that the drug particles size range
was 0.2 — 0.6 mm; the crystal form of clarithromycin in the granule did not change; enteric-coated granules
accumulated release in 0.1 mol-L™" hydrochloric acid in 2 h was less than 10%, while in pH 6.8 phosphate buffer

in 1 h was more than 80%. The taste masking and enteric-coated clarithromycin granules not only have good

taste masking effect, but also have a good release behavior.

It is expected to have better clinical application.
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Figure 2 X-ray diffraction patterns of clarithromycin (CAM)
(a), glycerin behenate (b) and Eudragit L100 (c); molten matter
composed of them (d); their physical mixture (e)
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Figure 1 SEM image of granules. A: Granule without heat treatment; B: Granule after heat treatment; C: Enteric-coated granule. (x150)
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Figure 3 The cumulative release profiles of granules in 0.1
mol-L™" hydrochloric acid (A) and pH 6.8 phosphate buffer (B).
n=6, xts
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Table 1 The release kinetics equations of the drug and correlation
coefficients

Mathematical model Equation r
Zero-order kinetics 0,=1.4438 ¢t + 17.002 0.936 3
First-order kinetics lg (1-0,)=-0.018 7¢+2.023 2 0.992 1
Higuchi kinetics 0,=1521+7-17.923 0.978 5
Weibull model In[1/(1-0)]=1.283 8Inr—4.1979  0.989 6
Hixson-Crowell model Q,"* =—0.038 4 ¢+ 2.036 1 0.8749
Ritger-Peppas model  1g O, =0.903 3 Igr + 0.460 6 0.960 0
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Figure 4 Effect of Eudragit L100 on the release of drug in
pH 6.8 phosphate buffer. n=6, x=*s
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Figure 5 The effect of diameter of CAM on drug release

behavior. n=6, x*s
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Figure 6 The effect of diameter of enteric-coated granules on

drug release. n=6, x+s
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Figure 7 Influence of the different melting temperature on the
drug cumulative release.
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