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Clarithromycin (CAM) dry syrup is widely used for pediatric infections and nine generic versions of this product are now
available on the Japanese market. The purpose of this study was to compare the pharmaceutical quality and palatability of
the original CAM dry syrup with the nine generic versions. The quality evaluation included assessments of uniformity
based on particle size and dividing methods. The particles of each product were divided into four groups on the basis of
particle size and the mean CAM content of each group was determined. With the original product, the content was almost
100% for every particle size group, but for several of the generic products, the content was not uniform between particle
size groups. Uniformity was lower for products divided by hand than those divided by machine and for many of the generic
products, content uniformity exceeded the evaluation standard (JP XV), especially in the case that they were divided by
hand.

In the evaluation of palatability which included the parameters of bitterness intensity (gustatory sensation test), ease of
suspension and dispersion, and precipitation characteristics, for some generic products, the bitterness intensity increased
over time. It was possible to achieve uniform suspension and dispersion for the original product but not for several of the
generic products. As for precipitation characteristics, one of the generic products exhibited separation over time.

Key words clarithromycin dry syrup, quality, palatability, original product, generic products
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I} 5 10 5@ O EREED 0.5 KimoHes “O7, 0.5
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BWEYYHIZLE CAM KT 4 70y FOFEKET R A
BETH D I EHRB NI,

E, G, JIZEERORERITPE ) HRE@EAZE L <, FFIZ
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DBEHEOE L WA bz, 4RO R ERE
THEE pH &% 2 b N5 BE R COBE LR DOEDE
HMENFLVWERIZLE, © MERRRBRTER LR T A1
MR b/, REHABKE—2DHEATH D, T
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A ‘X7 L LTR LA AGEREM), B, H, Tid#
RLPIH RS ECREEDE S Nz, BB S &
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