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Abstract Objectives To establish an HPLC mehod for the detem ination of paracetanol and tran adol hydroch bride
n human plas a and to evahaite the bioequ ivalence of wo kinds of paracetan 01/ tram ado lhydwch bride preparatons
M ethods The plasna sanplewas liqud— liqui extracted d prophyllinew asused as an intemal standard The chran
atograph ic separation was perfomed on aKranasilCiHg cobmn(250 mm X 4. 6 mm, 5 Hm) using methanol- 0. 3%
fomic acid— 0.05mol L' tetrabutyl anm onium ch bride( 26: 62 12) as mobile phase paracetanol and tranadol n
hunan p hsmawas detem ned sinultaneously with n series of ultraviolet and fluorescence detection. The uliravio let
detectorwavelength was at A= 245 mm, the fluorimetric excitation and em ission w avelength were set at 275 nm and
304 nmm The bioequivalence of 2 k nds of preparationsw as sndied accord ng to the concentrations of paracetamol and
tramadol in hunan plasma va tme Results The bwer limit of quantification was 0. 10 Hg* mL, ' for paracetan o] the
calibration curvew as linear n the range of 0. 1000 M g mL ™" to 10. 00 Hge ml. | the ntra— day RSD was 3 %% -
8. 0%, the nter— day RSD was 5. 3o — 6. P; The bwer Il it of quantificaton was 10.03 ng* mL ™' for tranado] the
calibration cuivewas linear n he range fran 10. 03 ng* mL ™ to 401.0 ng* mL | the ntra- day RSD was 1. 9o —
5. %, the nter— day RSD was 3. 4% — 7. 3% . The relative bioavailability of paracetamol in test preparatbnsw as( 96. 1
+15.0 )%, and hat of ranalol i test preparations was( 93.9 £15.3 )% . Conclusion The method is accurate and cor-

venien] and suitab k for clinical phamacokinetic study the test and reference preparatons are b bequ valent

Key words HPLC; paracetano] tran adol hydwoch lorde b vequivalence
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Fig 1 Chmmatograns of paracetan olw ih ultraviokt detector and tran—

adol with fluorescen ce detecior
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Tab1 Recovery and precisbn of paracetam ol
and tram adol in plasna
RSD M6
(canp-  (alded) (found) (method ( extraction (i (nter—
ntra—
onent) /ng mL~! /ng® mL~! recovery)% recover)% day) day)
ay
200. 1 200. 1 100. 0 70. 40 80 67
(para- 2001 2027 112. 8 63.56 49 55
cetamo)
5002 5415 108. 3 69.52 39 60
20. 05 19.82 98. 90 88.43 59 73
( tram- 80. 20 84 00 104.7 84.24 23 34
adol)
200. 5 207.0 103.2 87.26 .9 35
4.4 ,

0.2001, 2. 001, 5.002 Ug* mL |
20. 03 80.20 200.5 ng* mlL
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Tab 2 The pham acokinetics param e ters of parace tamo 1
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