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Abstract Objective To establish an UPLC - MS M Sm ethod for the detem nation of nicard p ne hydrochlorile n
hun an plasna M ethods N icardipne hydwchbride and nternal standard were extracted fran plasna w ith methyl
tert— butyl ether and detem inated by UPLC- MS/M S using electrospray bnization( EST" ). The dmgs were detee-
ted on multp le reacton mon itoring mode by the transitions precursor to the product on(m /z 480. 37 314.8 and
m /z 419.2° 343.0).Results Calibraton curvewas linear in the range fran 0. 1- 40. 0 ng® ml.~ "with a cormela
ton coefficient of 0. 9998 The intra— and inter— day precisbns( RSDs)were all kss han 12. 19%. Conclsion
The UPLC-MSMS method for the quantitative detem inatbn of nicard p ne hydrochloride n human plasn a pres-
ented sinple process sensitive detectbn and acceptab le precision Thereforg it can be used for ¢linical pham acok+
netic stud s of nicardipine hydrochlorde in hun an plasma
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Tab 1 Intra- and inter— day precision and accuracy of nicardipine hydrochloride
c (intra— day) ( inter— day)
( quality cntrol) /ng® mL- ! b Rsb b RD
(m en) (n= 3 (accuracy) Mo Pl (mean) (n=5) (acairacy) Mo Pl
(LLOQ) 0.1 0. 107 0.009 107. 4 81 0103 0.012 102 6 12.1
(L) 0.3 0.308 0. 007 102.7 23 Q301 0. 024 100 5 8.0
M) 5.0 5.093 0.278 101.9 55 4 806 0.456 96 1 9.5
(H) 20.0 19.451 0.59 97.3 30 19200 1.212 96 0 6.3
2.8 0.3mL \ 2
2
(0.3 5.0, 20.0 ng* mL- l) 3 Tab 2 M atrix effect of nicardipine hyd rochloride
5, ¢ 7 (matrix efect) 2%
, (the qualiy ¢
contol s pky /ng* mL-! (mean) D (n=5) RSD
3 81. 1% (RSD = (L) 0.3 91.2 50 54
8.9 ), 8. T (RD = 4.3 ), 86. % (RSD = *) >0 1028 39 27
1. 2% ) 9. % (H) 20. 0 102. 3 38 37
(RSD= 6.% ) 5 10
29 3 03 (0.3,5.0, 20.0 ng* mL ') 3
mL 1. 5mL , -
N 3, -80TC \ 0 24 48 72,
o ’ 12Q 24Q 360 h ,
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150 UL , 3mn ’
(0.35.0,20.0ng* mL ') 3 ;
5 (12000 = min"") 10 (01368 24h :
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Tab 3 Stability test of nicardipine hydrochloride
03 ng mL-! 5.0 ng mL-! 20.0 ng* mL~!
( detected) ( detected) ( detected)
( conditim)
(mean)  SD(n= 3) RSD #% (mean) SD(n= 3) RSD #% (mean) P (n=3) RSD Mo
-8°TC 15d
Q0 323 Q015 4.6 5059 0. 179 35 19. 945 1. 062 5.3
(-80°C, 154
24 h
Qa 277 Q018 6.6 4564 0.237 52 18. 230 0. 439 2.4
(~25C & away fran light 24 h)
5
Q 318 0012 3.6 4961 0.236 48 19. 054 0.732 3.8
( five tines freezer— thaw ng)
10 C 24 h
Q0 282 0021 7.5 4678 0.235 50 18. 700 0. 528 2.8
(10C & away fran licht 24 h)
2. 11 4 20 40mg
+
UPLC-MSMS (m ean =5D)
Tab 4 Pham acokinetic param eters of nicardip ine
20 hydrochbride in plasm a of 20 volinteers after
’ 20 ’ a single oral dose of 40 m g(m ean*SD)
( param eters) ( fund value)
: ’ i €yt /rg® mL~ ! 10.98%2.77
1 (40mg), (0 h) "o 045 40,07
0.250.50.75 1234568 10 12 24 36h Cpruz gt ml~ ! 8 64 13. 48
1, 3~ 5mL, T a2/h 53340.65
° +
, , , -80C 4 pre/h 6 45%1. 68
« » AUCy_ o /ng h* mL-! 64 192507
2
MRT,_ o /h 840%1. %4
2
AUCy_ 36/ng h* mL-1 61.85+23 38
( ) ’ MRT,_ 5 /h 72941 2
20 3
1 (40mg) |, -
2
3, 4 [4]
2 2
2 2
C/ng = ml [s) L6l
20 (GC) (HPLC)
2
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o
, —
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Fig 3 Mean phsna concentration— tine curve of nicard ip ne hydrochb- ( 12000 r*
ride afier a sing e ol dose of 40m g min : ) ,
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