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[ Abstract] Objective To assess the safety, pharmacokinetics (PK) and pharmacodynamics (PD) of injectable bupivacaine
and meloxicam extended-release formulation ( Bumi formulation) in patients after unilateral inguinal hernia surgery. Methods Forty
patients undergoing unilateral inguinal hernia surgery were selected. The patients were divided into a group A and a group C by using
random number table method and 3:1 block group randomisation method. After the patch was fixed, the group A was treated with bupi-
vacaine preparation. The group C was treated with 0.25% bupivacaine hydrochloride injection. The group A was further divided into
five subgroups with a dose escalation design ( bupivacaine/meloxicam) ; 80 mg/2.4 mg (A1), 60 mg/4.8 mg (A2), 240 mg/7.2 mg
(A3), 360 mg/9.6 mg (A4) and 400 mg/12 mg (AS5). The patients were followed up for 27 days. Adverse events ( AEs) were re-
corded. Data from 20 blood collection points were monitored for 120 hours after administration to assess PK parameters. AUC,,,, of
NRS scores were calculated for initial evaluation of PD at rest and during exercise. Results No severe AE was observed in the group

A, and AE occurred without dose-dependence. PK results showed that the differences in T, and T,,, were significant (P<0.01) in

max

between the group A3 and group C was not statistically significant (P>

max

the group A compared with the group C. The difference in C
0.05). Plasma drug concentration was positively correlated with dose increase in the group A. In term of PD, the NRS-AUC,,,, was
significantly lower than that of the group C (P<0.05). Conclusions Bumi formulation shows favorable safety profiles and significant
sustained-release characteristics with single escalating-dose administration. It is expected to become an effective choice for postoperative
incision analgesia.
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