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Pharmacokinetic Comparison of Lamisil Tablet and Muzonal Tablet
Containing Terbinafine HCI in Healthy Volunteers
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Abstract — Financial standing of National Health Insurance has been experiencing a grave deterioration during the last
4~5 years, and the yearly amount paid by the insurance for drug expense rose up to 4 trillion won recently. Furthermore,
the ratio of drug expenses in the total expenditure of the insurance reached about 25%, showing the tendency to be levelled
off. As a measure to improve the financial deterioration of the insurance and to encourage generic substitution among the
health professionals, we compared pharmacokinetic parameters of brand name drug (Lamisil) and generic drug (Muzonal)
containing terbinafine HCI in healthy volunteers. The area under the curve (AUC) of the two drugs showed 2220.4+784.7
and 2143.1+861.6hr - ng/m/ in the corresponding order and no statistically significant difference was identified. The peak
concentration (C,,) of the generic drug demonstrated 566.6+246.2 ng/m/ compared to 550.8+204.0 of brand name drug,
which was not significantly different either. Time to reach peak concentration showed about 6 minutes difference between
the drugs, which has no clinical significance to the treatment of dermatomycosis and dermatophytosis.
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Table I - Demographics of volunteers participated in the pharmaco-
kinetic study

Age Body weight (kg)

Total volunteers 23.9+3.54 64.5+7.98
male volunteers 23.8+3.97 68.2+6.32
female volunteers 24.0+2.45 55.4+1.90

Sex male=70.8%, female=29.2%
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Fig. 2 - HPLC chromatogram of terbinafine (3.4 min) and internal
standard (5.2 min) in human plasma.
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Table II - Summary of pharmacokinetic parameters of Lamisil
tablet and Muzonal tablet

AUCq, (hrxngm) C., (ng/ml) T, (hr)

2220.4+784.7 550.8+204.0 1.3+0.4
2143.1+861.6 566.6+246.2 1.4%0.5

Lamisil tablet
Muzonal tablet
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Fig. 3 —Mean plasma concentration-time profile for terbinafine
given in a single oral dose (125 mg) of Lamisil tablet and
Muzonal tdblet (n=24, mean+SD). :
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Table III - Pharmacokinetic parameters of Lamisil tablet and Muzonal tablet in each volunteer

\oluntcer AUCqyy, (hr - ng/ml) Conax (ng/ml) Tyee ()
ontee Lamisil tablet Muzonal tablet Lamisil tablet Muzonal tablet Lamisil tablet Muzonal tablet
Al 2508.6 2297.2 541.9 419.1 15 1
A2 3384.7 2980.3 760.6 822.7 1.5 1
A3 2192.1 1583.6 453.8 413.2 15 1.5
Ad 1451.1 1504.1 499 4774 05 1
A5 2585.7 1821.1 580.9 470.9 15 1.5
A6 1943.7 2269.8 455.2 563.0 2 3
A7 2811.9 1066.6 350.3 364.1 1 1
A8 1883.5 844.8 3254 195.6 . 1 15
A9 3428.1 2549.5 6789 563 1.5 15
A10 1702.9 1801.5 434.2 505.8 1.5 1
All - 16173 1298.9 498.2 534.7 1 1
Al12 2069.2 1975.5 496.9 563 1 15
Bl 8404 1097.7 349.3 317.1 1.5 1
B2 3058.9 2920.8 841 844.7 1 2
B3 1430.5 1524.6 352.4 345.8 1 1
B4 3140.6 3140.1 702.5 703.9 1 15
B5 1598.4 21325 683.7 923.7 15 1
B6 24781 1939.9 556.6 512.7 1 1.5
B7 969.5 1411.7 3575 332.5 2 1.5
B8 2700.9 3194.8 570 674.1 2 2
B9 2853.2 2926.3 4979 419.5 1.5 1.5
B10 2901.5 3119.7 751 671.3 1 1.5
Bl11 2846.2 4522.4 1192.1 1378.4 1 1
B12 893.3 1510.5 290.4 342.3 1 1.5
mean 2220.4 2143.1 550.8 566.6 13 14
SD 784.7 861.6 204.0 246.2 04 0.5
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Table IV - Ratio of drug expenses in the total expenditure of the
National Health Insurance

Year 2000 2001 2002 2003

Total expenditure (trillion won) 10.74 14.11 1480 1597
Drug expenses (trillion won) 085 341 363 396
Ratio* 791 2417 2453 24.80

*Ratio of drug expenses in the total expenditure of National
Health Insurance.
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