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ABSTRACT: AIM  To evaluate the bioequivalence evaluation of marketed products and modified coated
dropping pills of Yanlishuang Oral Dripping Pills. METHODS Eighteen rabbits were randomly divided into
2 groups and given oral mucosal administration of marketed products and modified coated dropping pills (21. 81
mg/kg) , respectively, after which blood collection was made at 0. 083, 0. 167, 0.25, 0.5, 0.75, 1, 1.5, 2, 4,
6 h, GC-MS was adopted in the plasma concentration determination of borneol, menthol and camphor, and main
pharmacokinetic parameters were calculated. RESULTS  Three volatile components demonstrated the ¢, of
0.96-2.28 h, T of0.5-0.58 h, C, of 89.39-1 186. 14 ng/mL, AUC,, of 125. 85-1 359. 40 ng/mL - h, and
AUC, . of 145.64-1 386.02 ng/mL - h, whose 90% confidence intervals of C, , AUC,, and AUC,, fell within
the ranges of 80% - 125%. CONCLUSION The marketed products and modified coated dropping pills of

Yanlishuang Oral Dripping Pills exhibit bioequivalence, which can provide basis for the clinical application of this
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preparation and quality control of its coated pills.
KEY WORDS: Yanlishuang Oral Dripping Pills;

bioequivalence ; pharmacokinetics; GC-MS
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Tab.1 Mass spectrometry parameters for various

constituents
)% HrEF m/z ZHEF1Im/z SHEF2m/z
e fikg 95. 00 81. 00 108. 00
g 81. 00 71. 00 95.00
T figi 95.00 110. 00 41.00
2 128. 00 127. 00 129. 00
2.2 i &
2.2.1 XHESSW RS AREOR N . BN v ey

Mt IR SE E, BT 10 mL ST, 4R OERE R
I B R 2, W& =& 1,022, 1.005,
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2.2.2 WA RS RECZEXT ISR, BT
10 mL S, LB A EMITES, 195
WM 1,269 mg/mL MGfATH, WRHGE &, ik
% 317.25 ng/mL, B, 1E-20 C FRAT.
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Fig.1 Typical SRM chromatograms of various volatile components
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2.7.3  MERRPE. REWEEE RN, AN, ek

FEfii  Y=0.162 0X-0.240 6 0.999 7 6.03~452.25 6.03
MR Y=0.296 3X-0.385 8 0.999 0 6. 05~456. 30 6.05
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Tab.3 Main pharmacokinetic parameters for various volatile components (x+s, n=18)

2% Wp W 7 3 11 2 S AL TH S i W 7 3 11 2 T ALl R AT AL
- Je i A i TG Jie i AT i T i
L1 h 1.09 2.05 1.02 1.04 2.28 0.96
T s h 0.50 0.50 0.50 0.58 0. 56 0.58
C ng-mlL ! 1 145.55 95. 65 107. 65 1 186. 14 89. 39 110.79
AUC,_, ng-mL’1 -h 1 359. 40 129. 64 145.73 1357.99 125. 85 142. 11
AUC,_., ng'm[fl -h 1 386.02 147.43 157. 67 1 382.54 145. 64 151. 45
1500 - Xt 2 il C,.. . AUC,.,. AUC,_, 1Tk
5 - 1% B, THEHA AR, 453K 4, mn]
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Tab.4 Relative bioavailabilites of main pharmacokinetic
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DIk
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Fig. 2 Plasma concentration-time curves for various

volatile components (xxs, n=18)

parameters (n=18)

A LRI L/ %

HERVERSY  Con(T/R)/ AUC,_(T/R)/  AUC,_, (T/R)/
(ng-mL™") (ng-mL™"'-h) (ng-mL™"'-h)
e Mk 104. 93 100. 64 100. 61
THEAT il 94. 63 97.43 100. 04
i fig 103. 13 98. 32 97.50
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Tab.5 Results for bioequivalence analysis of main pharmacokinetic parameters

¢ fH

PH

RIS 2K = = XA A T /% 90% & 175 IX [/ %
HRAERS e SRR, SRR, SRR P GERL e, TR 6 B DI/ %
y Al 1nCmax 10. 30 8.47 <0.000 1 <0.000 1 103.7 97.0~110. 8
InAUC,_, 6.53 6. 68 <0.000 1 <0.000 1 99.7 94.0~105.8
InAUC,_ ,, 6. 15 6. 38 <0.000 1 <0.000 1 99.6 93.6~106.0
W T InC,, . 6.05 9.13 <0.000 1 <0.000 1 93.0 85.7~101.0
InAUC,_, 9. 68 12. 61 <0.000 1 <0.000 1 97.1 93.8~100. 6
InAUC,_ ,, 5.46 6. 10 <0.000 1 <0.000 1 98.8 92.3~105.6
15 lnCmaX 18.45 16.01 <0.000 1 <0.000 1 102. 6 98.9~106. 4
lnAUC0~[ 7.22 9.08 <0.000 1 <0.000 1 97.5 92.9~102.3
InAUC,_ 5.35 7.57 <0.000 1 <0.000 1 96. 2 90.6~102.2
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