CHAPTER 1

INTRODUCTION
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hepatic cytochrom% P-450 the mixed function oxidative enzyme
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biotransformation of meny drugs (4, By B2, Renitidine, with a
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be fivel to eight times more potent as a specific competitive
Hz—blocking agent than cimetidine (7, 8) but binds
cytochrome P-450 with a much lower affinity (10 times) and
in a different fashion than does cimetidine (8). Because of
the advantages of more potency and fewer side effects,

ranitidine appears to be more available use in the treatment




of peptic ulcer and allied diseases and has been substituted

for cimetidine in patients intolerant of cimetidine.
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Figure 1 21 formul&wef ranitidine (A) and

Renitidin ablet and injection

dosage form. In brands of 150 mg
ranitidine tablets ié the innovator's
product, with highe and the others are
locally manufactured. :; -he forn latioﬂ and broducbion of

the drug may _-availability, the

bioequivalence of producte 18 /be evaluated (9).

ﬁEFd to provide the
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the plasaa concentration and the degree of acid suppression

Hence, the presI&t

M0, 11, 12, 13). Therefore, the information on ranitidine
pharmacokfnetics after oral and intravenous administration
in healthy volunteers could be useful - in determining an

optimum concentration of ranitidine in plasma.




Objectives

1. To determine the absolute bioavailaebility of
ranitidine tablets commercially available in Thailand.

2., To compare the‘ bidabailability of ranitidine

tablets commercially =& Thailand.

3+ “Te inves_‘ cokineticsiof ranitidine
after single or txﬂg‘ﬂg administration of
ranitidine tablet # 2ot ions. Thai healthy male
volunteers.

4, To iny | 'l,wg s  '".,ion of disintegration,
dissolution

parameters.

significantly an
information abo B llr bioavailability of
ranitidine tsblebs.

2. ﬂhﬁu Bﬂmy%%{ﬁMﬂ?mecokinetlcs of

ranitidine ai-hea hy volunteers. The information
obtainq WW ﬂwmﬁmﬁwﬁqﬁﬁr conducted
in otheq countﬁ{ '
3. ' The informetion on ranitidine kinetic and
‘bioavailability would be very useful in selecting +the
cheapest product, which is bioequivalent to the innovator's

product, and determining an optimum dosage regimen.
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