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Study on Bioequivalence of Ibuprofen Sustained-Release Suspension in Fasting and Fed

ZHU Lei-lei', ZHANG Yi-fan’, DAI Xiao-jian’, ZHONG Da-fang”, QIU Fu-rong', ZHAO Tong-fang', YE Yu-jie',
YUAN Wei-an', XIE Jia-shun®’, ZHU Rui-zhang’, JIANG Jian' (1. Shuguang Hospital Affiliated to Shanghai Uni-
versity of Traditional Chinese Medicine, Shanghai 201203, China; 2. Shanghai Center for Drug Metabolism and
Pharmacokinetics Research, Shanghai 201203, China; 3. Yangzhou No.3 Pharmaceutical Co., Ltd., Jiangsu
Yangzhou 225231, China)

ABSTRACT OBIJECTIVE: To evaluate the bioequivalence of Ibuprofen Sustained-Release Suspension test preparation and refer-
ence preparation after single oral dose in fasting and fed. METHODS: This study included two randomized, open and , cross-over-
double-cycle and single dose trails, 24 healthy subjects in each group, were single oral administered 600 mg (20 ml) Ibuprofen
Sustained-Release Suspension in fasting or fed respectively, plasma concentration of ibuprofen was determined by LC-MS/MS. RE-
SULTS: The #.. of test and reference preparation in fasting administration was (4.27 + 1.42) and (3.87 + 1.03) h, fu. was (3.42 £
0.72) and (3.29+0.93) h, cuwx was(27.4+4.33) and (28.2 +4.65) pg/ml, AUC,,was (167 +30.1) and (172 +28.8) pg-h/ml, re-
spectively; the relative bioavailability of test preparation was (97.4+9.7) %. the ¢, of test and reference preparation in fed adminis-
tration was (2.53 +0.46) and (2.64 +0.53) h, tu was (3.63+0.99) and (3.44+1.15) h, cux was (25.0 +4.12) and (27.0 +4.60)
pg/ml, AUC,-, was (172 +33.4) and (184 +30.2) pg-h/ml, respectively; the relative bioavailability of test preparation was (93.1 +
5.7) % . There were 90% CI of test preparation and reference preparation AUC,, and cy.. geometric mean ratio falled between
80% -125% both in two administration condition. CONCLUSIONS: Ibuprofen Sustained-Release Suspension test preparation bio-
equivalent to reference preparation both in fasting and fed.

KEYWORDS Ibuprofen; Sustained-Release Suspension; LC-MS/MS; Bioequivalence
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Figl MRM chromatographic

A. blank plasma; B. blank plasma and internal standard (2.50 pg/ml d3-
ibuprofen) solution ; C. blank plasma added ibuprofen 0.200 pug/ml and
internal standard (2.50 pg/ml d;-ibuprofen) solution; D. blank plasma
added 3.00 pg/ml ibuprofen and internal standard (2.50 pug/ml d;-ibupro-
fen) solution; E. No.l subject’s fasting plasma sample 2.5 h after oral
ibuprofen. . ibuprofen; II. di-ibuprofen)
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Fig 2 Mean plasma concentration-time after a single oral
dose of 600 mg ibuprofen sustained-release suspen-
sion test preparation vs. reference preparation

A. Fasting; B. Fed
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Tab 1 Main pharmacokinetic parameters of ibuprofen sus-
tained-release suspension test preparation vs. reference
preparation after single oral dose of 600 mg(x+s)
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Cony o g /ml 274+433 25.0+4.12 2821465 27.0+4.60
AUC, pg+h/ml 167+£30.1 172+334 172 +£28.8 184 +£30.2
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Tab 2 Results of bioequivalence evaluation of ibuprofen sus-
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tained-release suspension test preparation vs. refer-
ence preparation

JUTHIEL, %

90%ClI, %

AHEER T % S B
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AUC, 96.93 92.96 93.81~100.15 90.99~94.97

Cox 96.97 92.56
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