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1 (40 mg), (0 h) s 1(0.5~10 ng'mL'l):R
5 mL. = -0.002635 +0.01298 C,y =0.997; 2
s 7:30 1930 1 (40 mg), (10~100 ng°mL'1):R=-0.01474+0.01477C,Y
7d,d3~6 5 mL, =0.999, 0.5 ng*mL" "',
d7 0.25,0.5,1,2,4,5,6,8, 3
10,12 ,24 36 h 5 mL. 0.5,10,50
4C , -20C ng*mL™'  Nic , 100 ng,
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[ G min ] , Tab1 Recovery and precision of nicardipine from
(G, AUCYT , FI = human plasma by GG ECD (n=5, x £ 5s)
Gs(max) = Gs(miny/ G » Added/  Determined/  Recovery/ RSD/ %
ng* mL~ ! ng* mL~ ! % Within day Bet weemr day
0.5 0.4310.02 86.0 3.60 3.85
10 9.57%£0.39 95.7 3.82 6.30
50 45 .60£2.53 91 .2 2.98 4 .24
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Fig 1 Chromatograms of nicardipine in human Fig 2 Profile of mean concentrations versus time

plasma by GC

A. Blank plasma; B. Blank plasma spiked with

nicardipine and internal standard ( barnidipine) ; C.

Plasma sample after

nicardipine . 1 .

oral administration of

Nicardipine ; 2. Internal standard

after a single (40 mg, the lower curves) and
multiple (40 mg bidx 7 d, the upper curves) oral
doses of sustained release capsules of nicardipine in
12 healthy volunteers ( x £s)

= —= Test nicardipine ; ©—© Reference nicardipine
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Tab 2  Pharmacokinetic parameters after a single
(40 mg) and multiple (40 mg bid x 7 d) oral doses
of swstained release capsules of nicardipine in 12
healthy volunteers ( x T s)

Parameter Test nicardipine Reference nicardipine

Single dose

Tax 1/ h 0.79 %0 .45 0.67 %0 .25

Tax 2/ h 5.08 £0.79 5.33+0 .65

Chax1/ ng* mL™! 1428 2 145226

Chax 2/ ng* mL™! 16.9+5.8 16.0%7.0

Ti/axe/ 0 5.49 £2 .53 5.61 £2.98

MRT/ h 7.74 %2 36 7.84%2 11

AUC, -4/ ng*h* mL"! 97.9 £24 .8 101 .4 £30.7
Multiple dose

Cu( mayy/ ng® mL™" 36.9 6.1 37.9%5 .4

Cu( miny/ ng* mL™" 7.3%1.6 7.0%1.8

C./ng*mL"" 19.1 £3 .2 19.8 %3 4

FI 1.56 £0.26 1.58%0.15
AUC-36/ng*hemL"" 341 .4%48 5 347.6 £65 .1

Nic s
, .
) >
(2]

Nic s

[6]

0.5

ng°mL'1 s .

12 po
NiC 5

1:3 ,

[7] [8]
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DETERMINATION OF NICARDIPINE IN PLASMA BY GG ECD AND
STUDY ON ITS PHARMACOKINETICS IN HEALTHY VOLUNTEERS

CHEN Hui' , WU Wenrzhong’ , ZHANG Qing-hua’ , GU Shi-fen' , XIAO Zhou' , ZENG Farr dian’

(1. Institute of Clinical PharmaCOZOgy, Tongji Medical University , Wuhan 430030 , China ;
2. Institute of Hydrobiol()gy, Chinese Acade my of Sciences , Wuhan 430072 , China)

ABSTRACT': AIM A gas chromatographic method was developed for the determination of nicardipine in
human plasma and its pharmacokinetics in healthy volunteers. METHODS Nicardipine in plasma was extracted
with toluene and barnidipine was used as internal standard. Chromatography was performed on a 25 m x 0. 32
mm ID fusedsilica capillary column by splitless injection with an electromrcapture detector. RESULTS The
calibration curve was linear in the range of 0.5 ~100 ng* mL" ! , the minimal detectable concentration in plas ma
was 0.5 ngemL"'. The precisions ( RSD) of withirday and betweerr days were less than 4% and 7 %
respectively. The extraction recoveries for the concentrations of 0.5, 10 and 50 ng* mL ' were 86.0 %,
95.7 % and 91. 2 %, respectively . The plas ma concentratiorr time curves and the pharmacokinetic characteristics
of nicardipine sustained release capsules after a single and multiple oral doses in 12 healthy volunteers were
studied by the GC ECD method. CONCLUSION The established method was shown to be sensitive , accurate
and simple for the determination of nicardipine levels in human plasma. It is suitable for its pharmacokinetic
study and therapeutic drug monitoring .

KEY WORDS: nicardipine ; GC ECD; pharmacokinetics





