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ABSTRACT

Famotidine, a new histamine H,-receptor antagonist, is currently used for
the treatment of peptnc ulcers. Besides of an original product Pepcidine, several
pharmaceutical firms have made their own brand name product available in Thai-
land. Moreover, either some imported products or lma]ly made products are gen-
erally cheaper than the original product. Famotidine is also the case. The price
of the original product (Pepcidine) is at least 2 times higher than the locally made
product (Fadine), which is 6-8 baht. There are no available data on the bicavail-
ability of famotidine tablets marketed in Thailand. The present study aims to
compare both the in vitro and in vivo qualities of the four brands of famotidine
tablets marketed in Thailand. Ultra-violet spectrophotometric analysis have
shown that the contents of active ingredients were 100.11 £ 0.97, 105.75 £3.73,



00.18 + 1.43 and 100.32 + 2.97% of the labelled amount for Pepcidine, Fadine,

Ulcofam a-nd Ulceran, respectively. The mean percent dissolution at 30 minutes
of Pepcidine, Fadine, Ulcofam and Ulceran were 104.87 £ 0.79, 10847 + 5.71,
104.84 + 2.04 and 102.96 + 2.04 % of the labelled amount, respectively. In in
vitro studies indicated that all brands complied with the requircment of the USP
XXII for the active ingredient content (90-110% of the labelled amount) and the
dissolution test (not less than 75% of the labelled amount of famotidine must
be dissolved at 30 minutes). In in vivo studies, a single oral administration of
four 20 mg tablets of famotidine were given to 8 healthy Thai volunteers, four
males and four fc;llales, in the moming after an overnight fast. Blood samples
were drawn at 0, 0.5, 1.0, 1.5, 2.0, 2.5, 3.0, 4.0, 6.0, 8.0 and 10.0 hours after in-
gestion of the drag. The plasma concentration of each sample was determined
by HPLC technique and then pharmacokinetic parameters were calculated from

the plasma concentration-time curves. There were found that Tpax Was 2.10-

2.63 hours, t,, was 2.97-3.61 hours, K, was 0.64-0.76 per hour and K, was

0.26-0.36 per hour. These pharmacokinetic parameters are not significantly dif-

ferent in 4 brands (p>0.05) end in both sexes (p>0.05). The C__, AUC, 101

and AUC, . of famotidine in females are significant lower than those found in
males (187.78 £ 64.74 vs 277.59 1+ 47.50, 764.55 + 193.48 vs 1083,33 + 302.10
and 918.90 + 243.21 vs 1395,15 + 508.88 ) (p<0.01), respectively. The results
from bioavailability study show no significant differences (p>0.05) among the
3 tested brands of famotidine tablets. Therefore, the imported product (Uleofam)
and locally manufactured product (Fadine) may be used interchangeably with
the original product (Pepcidine).
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