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Four brands of theophylline sustained-release were evaluated. In
vitro studies indicated that all brands met the requirement of the USP XXII
for identification and assay of tablet The dissolution rate constants of
all brands11n simulated gastric and lnﬁeﬁyi 1 fluids ranged from 0.0017 to
0.019 min . The value of brand C showed ﬁépa ically significant (P < 0.05)
higher than those of brands A, 8 and D.

The comparative b@eavallablLity OF aLL-fDur brands of theophylline
sustained-release tablet weze-conduct in 13 healthy Thai subjects using a
multiple dose in a crossove gn. Plasma theophylline concentration-time
profile was analyzed foreTel /phanmacokinetic parameters. Data analysis
revealed that there were stically signifiecant differences (P > 0.05)

-for the C AUG; uctuatlnn values of brands A and C with
those of brand énﬁﬁlle theg Ces were observed (P < 0.05) for t and
% fluctuation values of hen compared with those of brand B fhese
implied that brands A, B a were bip givalent with each other while brand
D was pot. The relative hi ilabi ity ¢ Gf brands A, C and D with respect to
brend B were 98.22, 105.04 and ©3.23 percent, respectlvely.

/ Correlative studi etween the, in vitro and the in vivo data of
all brands indicated that there were no éégﬁlstlcally significant correlation
(P > 0.05) between the two datas THis meaﬁ%ufhat the in vitro data could not
be used to predict the blaavallablllty==af _theophylline sustained-release
tablets. : < .xi“

The dose used.has not therapeutlcally apprﬁeplate however, it can
be adjusted to therapeu; . Tange by =Z3 g with an appropriate number.
The number of subjects “that can be nnrmallzed tu thg?ﬂgeutlc range of brand D
was much less than the Dther brands since its % fluctuation was much higher.
Significant variable amdhg subjects was found, hence, dosage adjustment faor
each individual patient isdrTecommended.
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c =5 degree celcius
mg = milligram
mcg = microgram
' ng = nanogram
g
kg
mcl
ml
L
mcm
mm
cm
ol
min
hr
rpm
M
N
U.5.P; United States Pharmacopoeia
X3 F’HJEJ’J Vanteidl] pamacogont{ | 3
ultraviolet
wwmmmumwmay
year
C_n = peak plasma concentration
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t: - half-life
; K, =, dissolution rate constant
S.D. = standard deviation
S.ENM. = standard'error of the mean
ok 3 B = coefficient of variation
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