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curve of nimodipine after a single oral dose
(100 mg) of tablet A and tablet B in ten
volunteers. ©—© Tablet A; = —= Tablet B.

AUGC) -1

AUCO—* L Cmax s °

Tb 1 Pharmacokinetic parameters of nimodipine after a single oral dose of 100 mg in volurteers (x £s, n=10)

Ti/s T/ ka k Coax

Tablet
avle /h /h /h!

/nge® ml~!

T max CL/F
/h /Leh!

AUGC) -9
/ng*he ml” !

AUC) - «
/ng*he ml” !

0.29+0.07
0.3410.07

0.50 £0 .44
0.52%0.33

A 2.54%0.74
B 2.17 %0 .48

54 .35 %19 .05
56 .87 £14 .41

238 .83 £62.57
233 .40 £58 .45

445 83 £117.09 227 .54%*16.76
455 .88 £125 .21 223 .72 %56 .41

1.60£0.77
1.70 £0.80

6]

H s

, 1 mol*L°! NaOH .

1 Krol GJ, Noe AJ, Yeh SC. GC and liquid chromatographic
analyses of nimodipine calcium antagonist in blood plasma
and cerebrospinal fluid.
1984 .,305:105

2 Jain R, Jain CL.

intravenous

] Chromatogr Biomed Appl,

Microquantification of nimodipine in

infusions using high  speed  liquid
chromatography . Indian Drugs , 1990 ,28: 154
3 , > )

,1995,15: 3

,1997 ,32: 708

5 Jakobsen P, Mikkelsen EO. Determination of nimodipine
by gas chromatography using electrom capture detection;
external factors influencing nimodipine concentrations during
intravenous administration. J Chromatogr Biomed Appl,
1986 ,374: 383

6 ) ,

,1991 ,11: 81



138 - Acta Pharmaceutica Sinica 1999 ,34(2): 135 ~138

DETERMINATION OF NI MODIPINE AND I'TS PHARMACOKINETICS
IN HUMAN PLASMA BY CAPILLARY GAS
CHROMATOGRAPHY USING ELECTRON CAPTURE DETECTION

Ding Li( Ding L) , Gao Ling( Gao L)' , Wang Guangji( Wang GJ)' ,
Zhang Zhengxing( Zhang ZX) and An Dengkui ( An DK)

( Depart ment of Pharmaceutical Anulysis , "Research Center of Pharmacokinetics ,
China Pharmaceutical University, Nanjing 210009)

ABSTRACT AIM: To develope a capillary GC ECD method for the study of phamacokinetics and relative
bicavailability of nimodipine tablet in human body . METHODS: Chromatography was performed on a 25 m x
0.2 mm ID 0.2 pm film thickness OV101 fusedsilica capillary column coupled with a > Ni electrorr capture
detector. The carrier gas was highly pure nitrogen. The flow rate of carrier gas in the capillary column was 1.8
mle min” ' . The split ratio was 1: 33 . The flow rate of make-up gas was 17 ml* min~ ' The te mperatures of the
column, injector and detector were 260°C, 270 °C and 300 C, respectively. The internal standard was
nitrendipine . After making alkaline with 1 mol*L™' NaOH solution, the plasma was extracted with mr hexane —
ethyl acetate (1: 1) . RESULTS: A good linearity was obtained from 2.0 ng* ml° ' t0150.0 ng* ml” " of
nimodipine in human plasma with a correlation ceefficient of 0.99989. The detection limit of nimodipine in
human plasma was 0.1 ng* ml™' . The extraction recovery was more than 80 %. The pharmacokinetics of
nimodipine was determined by this GC ECD method following a single oral dose of 100 mg of two kinds of
domestic nimodipine tablets given toeach of 10 volunteers in an open randomized t wo way crossover design. The
results showed that the plasma concentratiomrtime courses of the two kinds of tablets conformed to one
compart ment model . There was no significant difference between the two formulations in the AUG) - o , Cpax
and Ty, . CONCLUSION: The established GG ECD method was found to be a good method for determination
of nimodipine in human plasma. The results of statistical analysis showed that the two formulations of
nimodipine were biologically equivalent . The relative bioavailability of tablet A was 102. 0 % compared with that
of tablet B.
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