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Tab 1 Recovery and RSD of the method (x £s,n=5)

Amount added Withimr day Betweemr day
. Amount determined  Recovery RSD Amount determined Recovery RSD
/ ng'mL /ng* mL" I % % /ng* mL" I % %
20 18.9 1 .1 94.5  5.82 19.3%1.5 9.5  7.77
100 102.9%2.8 102.9 2.43 104 .8 £4 .2 104 .8 4.01
500 500 .8 £8 .9 1002 1.78 485 .2 %5 3 97.2  1.09
10 %, 94.5% ~104.8 %,
2.1 10% ETO 5ng*mL™ ",
( 100,200 400 mg=kg ') , . . ,
- 2, ,
, 0.25 h q00f
, 0.5 h 4
: 76.6,146.2  341.4 = 300( |
; E 1
emL™! B
ng* m . gﬂ
2.2 ETO 2 2007
,  3P97 E 1
g
] g 100'
&) E
5 2 ° s f\ \I—I I
> ( Cmax) 0 b ;
- ( AUC) 0 1 8 12 16 20 2
: 0.9986  0.9999 Time/h
’ Fig 2 Mean serum concentratiomrtime curve of
HPLC . etofesalamide in rat after single external application of
10 ~500 ng* mL"! s etofesalamide oint ment( x s, ng* mL™ ") (n=5).
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Tab 2 Pharmacokinetic parameters of etofe ng* mL~ b ETO
salamide oint ment after a single external application
of 100, 200 and 400 mg* kg™ ' in rats

Parameter 100 mg-kg ' 200 mgekg ' 400 mg kg '
Cax/ ng® mL"! 77 .4 142.7 305 .4 ’ ’
AUC/ ngeh*mL"! 182.7 362 .7 732.7 >
Ti2e/ h 1.56 1.71 1.61
Ke/ h™! 0.4433 0.4064 0.4313 1
Ka/ h-! 46 .38 59 .25 63.17 100,200 400 mg* kg™ " 3
Tpeak/ h 0.50 0.50 0.50 Cooe AUC
CL/ Lekg '*h™! 547 .4 551 .4 575.9
Vd/ Lekg™! 1234 .7 1356 .7 1265 .7 s T >
, [5]
1 , ,
, [ N(4 )-2- ]
1987 ,22: 312

2 , , , .
, / , ) ,1985,2:19
o s 3 s s .

ETO 0.25h s 0.5 h . , 1986 ,3: 33
4 . 53
’ ’ ETO , 1986 ,19: 33
400 mgkg ' 5 ’ .
305.4 , 1984 .10

DETERMINATION OF ETOFESALAMIDE AND
ITS PHARMACOKINETICS IN RATS
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ABSTRACT AIM: To develop an HPLC method for the determination of etofesalamide in serum, and to
study the pharmacokinetics of etofesalamide ointment ( ETO) in rats. METHODS: A Shimadzu LC6A high
performance liquid chromatograph equipped with a constant te mperature oven set at 40 C was used. The UV
absorbance detector was set at 290 nm, and a 250 mm x 4.6 mm( Lx ID) column packed with G witha 10 pm
particle size was used. The mobile phase consisted of methanot water(0.05 % H; PO,) =63: 37 with a flow rate
of 1.1 mL* min"' . Ketoprofen was used as the internal standard. The above HPLC method was used to
determine the level of etofesalamide in rat serum. The main pharmacokinetic parameters were obtained by 3P97
program. RESULTS: A good linearity was obtained from 10 ~ 500 ng® mL ' of etofesalamide in rat serum with
v=0.9998 . The detection limit was 5 ng* mL™' . The recovery was more than 94 %. The relative standard
deviation of withirr day and bet weemr day in the level of 20,100 and 500 ng* mL" ' was 5. 82 %,2.43%,1.78 %
and 7.77 %, 4.01 %, 1.09 %, respectively. The main pharmacokinetic parameters of ETO after a single
external application to rat are shown in table 3. There was good correlation between Cpax, AUC and doses,
with the correlation coefficient (¥) 0.9986 and 0.9999 , respectively. CONCLUSION: The established HPLC
method was a simple and accurate method for the determination of etofesalamide in serum. The results of the
pharmacokinetic study of ETO showed that it exhibited first order kinetic characteristics .
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