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Influence of Food Intake on Pharmacokinetics of Imidol Hydrochloride Tablet in Healthy Subjects

SHI Zheng-yuan' > LI Yang” LI Ke=in® HU Xin®> BI Kai-shun' CHEN Xiao-hui'( 1. Shenyang Pharmaceutical Uni-
versity Shenyang 110016 China; 2. Department of Clinical Pharmacology Beijing Hospital Beijing 100730 China)

ABSTRACT: OBJECTIVE To study the differences of pharmacokinetics of imidol hydrochloride administered with food and in fas—
ted state in healthy Chinese volunteers. METHODS Ten healthy volunteers were given imidol hydrochloride tablet 400 mg with food
or in fasted state by a random crossover study design. The concentration of imidol in human plasma was determined by HPLC-MS/MS.

The main pharmacokinetic parameters were calculated with DAS2. O software. RESULTS The concentration-time profile of imidol fit—
ted to two compartment model and the pharmacokinetic parameters were : p,. (472.59 +455.09) and (1 163.78 +557.67) ng °

mL™" ¢, (1.3+1.1) and (0.73 £0.22) h 1,,(12.02 +7.51) and (7.44 +3.39) h AUC,_,(945.5 +711.44) and
(1636.93 +706.34) ng*mL™" *h™" respectively. p,,. and AUC, _, of imidol administered with food were 40. 61% and 57.75% of
that in fasted state respectively. CONCLUSION Food affects the exposure of imidol. It is suggested that imidol should be taken in

fasted state.

KEY WORDS: imidol hydrochloride; pharmacokinetics; food-drug interactions; HPLC-MS/MS
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o A ° tion of imidol hydrochloride
1 N .n=10 x xs

Tab.1 Recovery matrix effect and precision of imidol. n =10 x £

Added Relative recovery Absolute recovery Matrix effect Precision RSD/%
/ng * mL~! 1% 1% 1% Intra-day Inter-day
0.5 94,00 £9.27 64.39 £7. 00 93.34 £4.96 9.87 7.53
20 93.82 £5.27 81.42 £7.38 98. 86 +4. 40 5.62 5.3
100 90.78 +5. 06 76.35 £3.30 80.71 £2.81 5.57 6.59
400 91.26 £4.09 68.73 +7. 46 83.02+1.92 4.48 7.55
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DAS Administered Administered
Parameter P
— ° in fasted state with food
. ) Poae/ ng *+ mL 1 163.78 £557.67  472.59 £455.09  <0.01
° may/ h 0.73 +0.22 1.3+1.1 >0.05
AUC,~ pra t i,/ h 7.44 £3.39 12.02 £7. 51 >0.05
AUCy,/ng * h * mL~! 1 636.93 £706. 34 945.5 +711. 44 <0.05
( p 0.0M1 0. 004) AUCo, /ng *h*mL~" 1 648.44 £709.33 961.36 +707.73 <0.05
tmux t1/2 4 ( P
0.179  0.055)
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