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Carbamazepine is an anticonvulsant drug that has been shown to be as effective as phenytoin or
phenobarbital in treatment of grand mal and complex partial seizures and is also approved as the
drug of choice for treatment of the pain associated with trigerminal neuralgia. And the therapeutic or
toxic effects of carbamazepine are better related to plasma concentration than to dosage, which can
be attributed to interindividual variability in the pharmacokinetics. A slow rate of carbamazepine
dissolution in the gastrointestinal tract is believed to be the cause of its relatively slow and erratic
rate of absorption. For these reasons pharmacokinetic evaluation of newly formulated carbamazepine
is neccessary. In this study, the bioequivalence in carbamazepine between the Tegretol™ CR tablet
(Geigy Co.) and Carmazepine™ CR tablet (Myung In Co.) was evaluated. 12 normal volunteers
(age 21~27 years old) was divided into two groups, and a randomized cross-over study was empl-
oyed. The pharmacokinetic parameters (C,,, Tmx and AUC) obtained of oral administration of each
formulatim of carbamazepine 400 mg were evaluated and ANOVA was utilized for the statistical
analysis of parameters. C,,, is 8.26+3.1 pg/ml (C.V. 37.3%) in Tegretol™ and 9.3942.9 pg/ml (C.
V. 30.5%) in Carmazepine™, T, is 28.045.9 hrs (C.V. 21.1%) in Tegretol™ and 24.047.2 hrs
(C.V. 30.2%) in Carmazepine™ and AUC is 786.4+360.5 jig-hr/ml (C.V. 45.8%) in Tegretol™
and 792.8+228.6 g -hr/ml (C.V. 28.8%) in Carmazepine™, respectively. As the result of the data,
two formulations are bioequvalent, and the lower C.V. of Carmazepine™ in every individual can be
merit. (Kor. J. Clin. Pharm. 1996; 6(2): 19-23)
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Table 2. 7} 7)Y of2-FelskH siztvle.
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Ty (hrs) Coux (Mg/ml) AUC (ug-ht/ml)
Tegretol™ FlalA ™ Tegretol™ FhulA =A™ Tegretol™ FhabAA™

1 24 24 7.037 10.836 962.6 748.7

2 36 24 10.427 8.782 1395.1 763.5

4 36 24 6.572 6.024 629.7 -594.6

5 24 36 5.685 8.388 374.4 696.0

6 24 24 3.262 9.209 2773 680.0

7 36 24 4,908 7.395 393.9 596.1

8 24 12 11.108 5.539 979.2 450.5

9 24 24 11.994 9.521 1026.6 931.1

10 24 12 12.856 14.623 1231.2 1061.9

11 24 24 6.701 14.618 570.2 901.1

12 36 24 11.165 9.728 999.1 795.8

13 24 36 7.349 8.027 597.3 1294.1

Mean 28.0 24.0 8.26 9.39 786.4 792.8

SD 5.9 7.2 3.1 29 360.5 228.6

C.V (%) 21.1 30.2 373 30.5 45.8 28.8
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