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[ Abstract] Objective To study the absorption of ilaprazole enteric-coated tablet in Chinese healthy volunteer using UPLC-
MS/MS. Methods A randomized crossover self-controlled trial was designed, in which sixteen subjects were randomly divided into 4
groups. Then ilaprazole enteric-coated table or ilaprazole sodium were given to each group by oral or intravenous injection. The drug
concentrations were determined by UPLC-MS/MS and pharmacokinetic parameters were calculated using WinNonlin (V6.1) software

with non-compartmental model. Results The pharmacokinetic parameters of ilaprazole sodium (10 mg) for injection were as follows ;

C,. Was (834.3£101.2) ng/mL t,,, was (3.4£0.9) h. Vz was (14.0+2.2) L. AUC,, was (3520.9+£915.3) ng-h/mL. CL was (3.0%

max

0.9) L/h. The pharmacokinetic parameters of ilaprazole enteric-coated table ( 10 mg) were as follows: Cmax was (347.9+176.3)
ng/mL. t,,, was (3.5£0.8) h. Vz was (29.1+12.2) L. AUC,, was (1970.2+834.7) ng-h/mL. CL was (5.9+2.5) L/h. Compared
with ilaprazole sodium, the mean ahsolute bioavailability of ilaprazole enteric-coated table was (55.2+13.9)%. Conclusion Ilaprazole
enteric-coated tablet has good bioavailability and is suitable for development.
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99. 7%H1 98. 3% , 115t FH 3L Fr e 4, BLAS - 10 mg
(AR ) /3, #1452 130401 5 338 Hr ke fizg %5
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0. 08% KM 10mM L FRE KA (55:45,V/V,
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PRFUN 200 WL (1 ZHE-75 0. 08%Z /K 10 mM £ iR
BRI (55:45, V/V) MIBE W E % 5, B 3 pL
HERE
1.2.4 FRUEVEIRECH]  J3 2 YORS B AR B s
Paifedh 10. 03 mg, ARG H: R4 2 10 mL A EIEH, H &
& .10 mM ZIREKIEI (55:45,V/V ,pH=10.0) ¥
WIRERZBZE, LR AH AW o 0 FH 5 e i b 1
il 26 RN P R A, B 77 T — 80 °C UK AR 45 . A i
28 AR STD1 (100 pg/mL) : HU 1 mg/mL bRAERE 5
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LRSI (55:45,V/V , pH=10. 0) I IR E 25
B0 T AR T A o i 2 i AT
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=10.0) MR ER ZZ05 . I TAEWR A T EL il i
WFFERES AT - 80 C VKA 45 1 . K B RN
Fr 10. 04 mg, R G R 2 1 mL BEIE A, INAGE &
MG 10 mM TR K WL (55 :45,V/V,pH=10.0)
MR IR G E A 220, 195 1 mg/mL % &, i
FEF-80 CUKAR& . WP R 100 pg/mL PIFR TAE
WAL . B 1 mg/mL NFRIEE IR 1.0 mL, =
10mL LA, FHZME 10 mM 2 PR % 7K 3
(55:45,V/V,pH=10.0) WA R EH 22 8, 67
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SR, IR IR S RS 2 h SRR R 3 K
(-80°C & 25°C), ABhFEFEAR (4 °C) HUE 24 h,
-80 C il 180 d SR Fa E . HiAf %5 WK 7E - 80 °C Jik
B 346 d FasE bk RAF, ABFFEbRE M2 e B o 1 ~
1000 ng/mL, 73] 1.2.10.,50 100,250,500, 1000
ng/mL, 7E 1~1000 ng/mL (5 Fl N, SCERime 5 py
PRIEET R LU S 25 W vk B B R AP 2tk X &
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e 8 B S At P A JE] 1) 28 S R A< 15% ., %71
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MR UL 1, 1R R Bk e S 35 o e i 56 1 32
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R 2G5, C FI AUC 557 5 5 30 0 2 1 )
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TR 7 X6 S e i % o R B AT 25 A Bl ) 2
ZHORTER, A3 AR AR T #E KR 1 IR 45 2 )5 1 24
I 27 T AR, T 5 S s 1 2 ) A W R
9 (55.2+13.9) %,
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BRI (h) 3.420.9 3.520.8

TR KM 2 B B[] () 0.8=0. 1 3.8z1.1

FARIMZGHE (ng/mL) 834.3+101.2  347.9+176.3

0 £ IZ50T i F i 61 3520.9+915.3  1970.2+834.7

(ng+-h/mL)

0 $lon 25T 2% T i 1 3562.6+947.8  1984.2+836. 6

(ng-h/mL)

T HRAER(L) 14.0£2.2 29.1£12.2

M2 ERRR (L/h) 3.0+0.9 5.942.5
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