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Abstract: OBJECTIVE To investigate the phamacokinetics and bioequivalence of L imonene cepaules in healthy wolunteers
M ETHODS A randomized crosover design was performed in 24 healthy male wlunteers In the wo study periods, a singleQ 3 g
dose of either test or reference preparation was administered o each wlunteer L imonene concentration in plasnawas detected by GC -
M'S The experiment datawere calculated by DA Sprogran. The resultswere analyzed by ANOVA and to one - way test RESUL TS
The relative bioavailability of L imonene in the testwas 105 8% =52 8%. AUC, ., of L monene of test and reference preparations
were 394 74 +143 73 ng h ml™*,395 60+139 60 ng h ml"*. AUC, . were394 74 +143 73,395 60 £139 60 ng h mI™*. T,
werel 97 +Q 80,2 03+1 24 h G, Were 124 04 +73 63,116 21 +64 03 ng mI"". CONCL USION B ioequivalent evaluation
of wo preparations by analyzingwith o one - way test and rank aum test shows that the o preparations are bioequivalent
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CLC number: R969 Document code A Article ID:1006 - 0103 (2009) 02 - 0165 - 03
Citrus reticulata B lanco 060329) ; ; (
' 1- ; )
-4- (1- ) (CwoHis) 1 070513132) ; ;
12
2] GC-MS 121 24 18 27,
, 19 24, “
! 122
11 , 24
Agilent Technologies 7683 series ( A B 6
) ( : , (
, : 070501) ; ),
( , : 20070303) ; 7 , 03g
( , 16-15-9); (T (R), :
( , : 02505075115225346 812h,
(1983-), , Email: laiyan_blue@163 cam

* (Correppondent author) , Email: jxh1013@vip. 163 cam



166

24

4ml , - 24
2 h
; 5h ; 10
h
123 HP-5UVS (30 m x
250U m xQ 254 m); 50 , 2 min,
45 -mint 150 3min; Q 8mt
min *: : 250
m/z=93, m/z=138
124 Q 5ml
, 10 ml , 25
[V ( ), 1
ml , 3min, 3 5x10° r min*
10 min, , 10 ml
, 0 5ml , 5min ,3 5x
10° r min"* 10 min, ,
, 1pl, “ 123
(As)
(AIS)1
125 “ 123" ,
/ ( )
12 ,
( )
126
CfT]aX TmaX
;AUC ;
DAS
t 7 Thax
127
‘ A B
J*
dla .Ji-‘ ‘iL:uLLL%‘“.‘ ‘7'7"'T'LJ”‘.‘.;“
1 (A) (B)

Figl Themass gectra of Imonene( A) and decahydronaphtha-

lene( B)

7
limonen

 —

3

;== limonenc
)

2 (A) / (B) (C)

Fig2 Chranatograms of blank(A), lmonene + decahydronaph-
thalene + blank vicar ious plasna slution ( B) and sample
lution(C)

100 ml ) )
510 64 g ml’ 1 525

Wognl (-20 )

, , 8
8 10ml , Q0 5ml
: 254 1 8 ,
2 091 5 229
13 071 32 678 81 697 202 24 382 959 510 600
“124 , ,

As /A ) C
, SPSS As/As C

ng ml*

: As/Ag =0 02582 C +0Q 02(r=

Q 998) , 20 , 2 091
510 600 ng ml™*  As /A ,

2091 ngml!
128 254 |
4 ,
254 | , 0 5ml

1p | ,

( ) Q 5ml

25 |
4
, 382 959 32 678 13 071 5 229 ng ml*
4 , {3

25“ In , 1 1. 2 411 ,

=78 4% |,
=83 3%

129 0 5ml

u124n ,



102 1% +4 2%
102 9% £2 6% 99 7% *4 6% 105 5% +13 2%

RSD 4 2% 11 0% 2 6% 6 8%,
RSD 7 2% 10 2% 7. 0% 9 8% ( n=5)
1210

, “ l 2 4” ,
12 h ,
(-20 ) 14 d, 3
, , 12 h
1211 127"
3 , “ l 2 411
) 26
, 18 64%,
14 73%
1212 ,
3 105 8% =52 8%
DAS 24
(1 Thax
;o IPAUG, .., INAUG, ., InG, ,
(P>005) 2
: Thax (P>005);
100
- T {ikmiH

- R ZLLHIH

-1
3

o

C/ng. ml

Table3 Plasna concentration - time relationship cuvres of Imo-

nene observed after adm nistration

167
1
Tablel Pharmacok inetic parametersof the two preparations
) 1 AUCy ¢/ AUCq_eo/
Preparations ~ Cpa¢/ Ng ml Tmax/h nghml -1 nghmi-1
Test 124047363 107+Q80 350 08%138 59  oa 2%
Reference 116 21464 03  203%124 362 78+12796 o0 &0
2
Table2 Bioequivalent consguence of the two preparations
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