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Study on the correlation of in vitro release and in vivo absorption of nicardipine hydrochloride sustained release
pellets

Liu Shankui( Liu SK) ,Sun Qirong( Sun QR) ,Zhong Yanqiang( Zhong YQ) , et al( General Hospital of Jinan Region , Jinan
250033)

ABSTACT OBJECTIVE :To study the correlation between the in vitro dissolution of nicardipine sustained release pellets( NCSR) and the in
vivo absorption of healthy volunteers . METHODS :The dissolution test was proceeded on Chp 95( II') ,method I .The drug levels in human
plasma were determined by RP - HPLC with diazepam as internal standard . The linear concentration range for this method was 5.0 ~ 200 .Ong/
ml ,with the correlation coefficient of 0 .9996 ,the average recovery was 96 .94 % ,the RSD of intra - day and intra - day was 5 .35 % and 7.
47 % respectively . The method is simple and accurate . RESULTS :The in vitro/ in vivo regression equation was f= - 6.1403 +1 .2780( r=0.
9681 ,n=10,P <0.01) .CONCLUSION :A good correlativity was showed between in vivo absorption and in vitro dissolution of NCSR.
KEY WORDS nicardipine hydrochloride ,sustained - release pellets , HPLC ,in vitro/ in vivo correlation
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( ) ; Waters 486 -4°C
(510 486 ,810 ) ( Waters ) :80 2.2.1 [3-6l 1.5ml 15ml
-2 ) s 0.5ml(80ng) 0.5ml(0.
( ) s s 1mol/L NaAc+0.1mol/L HO 1:1) s s 10min,
0.5ml 2mol/ L NaOH Sml Smin,
2 5min( 30001/ rpm) , ,40 C N
2.1 , 1001 , , 20pl .
1995 , 222 SYMG - Cg(25 % 0.5cm) 10pm(
(37 £0.5) C, 100 £1rpm, 2h ); 2(5%0.5cm) RP - G
pH1 .2 s pH 6.8 s 10pm( ) - - 0.
10h, . 240nm 21 02mol/ L KH,PO,(35:30: 25) pH 4.2; :1 .0ml/ min ;
:240nm ; :0 .02 AUFS ; s
2 ~16ng/ ml,pH 1.2 , 8 .83min 13 .68min.
A=2.5508 x 103 +0.04667 C(r=0.9999 , n = 5.0 ~200 .0ng/ ml,
6) . pH 6.8 A=4.2288%x10"°+0. R c :R=0
04586 C(r=0.9999 ,n=6) . 05893 +0.01237 C(r=0.9996 ,11=6) , 2 .5ng/
2.2 ml, 96,94 % , 5.
6 (22.3 %1 86) 35%  7.27%(n=3).
(63 .5 12 .43)kg, , , 3
12h, 6 NCSR 1
40 mg , 200 ml 3P87 s
2h 4ml( ; 2,
), s (3000rpm) 10 min , 1.5ml,
1 (40 mg)
Time/ h
0.5 1.0 2.0 3.0 4.0 5.0 6.0 8.0 10.0 12.0
1 3.24 10 38 17 .21 21 .81 28 .66 25 11 20 .39 16 31 8.59 5.14
2 5.36 13 .80 20 .16 25 .86 29 .65 24 .48 18 .30 13.20 7 .41 4.93
3 2.41 987 15 11 17 .64 22.72 2585 19 .48 11.95 6.90 5.56
4 1.94 11.25 18 .06 21 .95 27 31 20 .43 18 .74 14 .05 7.63 6.02
5 5.28 9.27 17.58 22.09 30 .81 24 .59 21 .06 15 .64 8.32 6 .41
6 6 .60 11 .64 20 .43 24 .91 31.13 26 .84 22 .57 17 .52 10 33 7.26
x 4.14 11.04 18,09 22 .39 28 38 24 .55 20.09 14.75 8 .20 5.89
s 1.87 1.61 1.98 2.88 3.1 2.20 1.59 2.11 1.21 0.87
2
Ke Ka Tiag t/2Ka t2ke T, Ciax AUC MRT
/1+h! /1°h"! /h! /h! /h! /h! / ng* mg” /ng* mg” /h!
1 0.27 0.34 0 .40 2.01 2.60 3.68 24 .73 205 .37 6 .36
2 0.24 0.48 0.31 1 .44 2.83 3.17 25 .66 208 .74 6.29
3 0.23 0 .40 0 .40 1.74 3.06 3.69 20 .99 187 .87 6.97
4 0.26 0 .40 0 .40 1.72 2.66 3.47 23 .62 205 .32 7.10
5 0.22 0 .40 0.33 1.74 3.12 3.65 24 .26 221 .93 7.02
6 0.21 0.42 0.27 1.67 3 .34 3 .61 26 .39 248 .84 7.20
x 0.24 0.41 0.35 1.72 2.93 3.54 24 27 213 .01 6 .82
s 0.02 0.04 0.05 0.18 0.29 0.20 1.89 20 .65 0 .40
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