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Comparison of the clinical pharmacodynamics of domestic and imported propofol by target-controlled infu-
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[Abstract] Objective To compare the clinical pharmacodynamics of domestic and imported propofol by
target-controlled infusion.Methods This was a prospective, randomized , double-blind, cross-over study. Eighteen
ASA I or I patients aged 45-55 yr undergoing substitute valve operation for severe deep venous were randomly
divided into sequential I and II , in sequence I ,the imported propofol was applied in the first stage of surgery
and then domestic propofol in the second stage surgery, while in sequence ]I the order was reversed. The target
plasma concentration of propofol was initially set at 0.5 pg/ml, followed by increments of 0.5 pg/ml when the ef-
fect-site concentration and plasma concentrations was balanced, until the predicted effect-site concentrations reached
3.5 pg/ml. BIS value, RR, Sp0, and hemodynamics were recorded at 0,0.5,1.0,1.5,2.0,2.5,3.0 and 3.5 pg/
ml effect-site concentration level, the predicted effect-site concentrations and the BIS value at loss of consciousness
in5%, 50% and 95% of the patients were calculated. Adverse reactions were recorded during the trial period.
Results Under the same effect-site concentration, there was no significant difference in BIS value, RR, SpO, and
hemodynamic monitoring indicators between the two drugs( P > 0.05) . There was no significant difference in pre-
dicted effect-site concentrations of propofol, the BIS value at loss of consciousness in 5% , 50% and 95% of the
patients and the incidence of adverse reaction between the two drugs ( P > 0.05). Conclusion The domestic
propofol and imported propofol have clinical bioequivalence .
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A BRI, MR ER N 2 B, E S 45 ~ 55
% REHEB18.5~22.9 kg/m” , ASA PR T KT 4R,

GE1TANARBEBR R R4, R BT
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5 :BX809, ) B KRB WRBARAE) ARET,
RZAWEIL,

ARETH MR, BRBERT 30 min BBk E AR
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0 44 5 2 SR (Cp) 0.5 pg/ml FRAG , i 3 ¥k BB FO 3K
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FHuBE ;AR CeHMERNZHRBEBRRAESR

MBBOTHTZON, T BRNLERA ¢ RE,
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HEMME LK, AT RAB/ERE BIS {E.RR.
HR .MAP.CI #l LCWI B (P <0.05); #[" Ce B} &
FMBH N ¥FBERRRERAERITEBEX(P >
0.05); 5% 50% & 95% % & BRI K Bf BIS.Ce M
FABHAELBRERLHEIITEEZEX(P>0.05), 1
F£1~4,
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BIS 18
&%y
A 0.5 pg/ml 1.0 pg/ml 2.0 pg/ml 2.5 pg/ml 3.0 pg/ml 3.5 pg/ml
B 95+4 9018 80 + 8° 53+ 10 44 3 9° 36 + 8° 36 + 8°
A 94+ 6 91 +8 827 55+0° 46 + 7° 35+ 9° 34+8°
Sp0, (%)
%Yy
e 0.5 pg/ml 1.0 pg/ml 2.0 pg/ml 2.5 pg/mi 3.0 pg/ml 3.5 pg/ml
98.0+1.6 98.5+1.5 98.5+ 0.6 9.5+ 1.8 97.0+1.2 97.1+1.5 96.8+2.2
A 97.9+2.0 98.2+1.8 98.1+1.4 95.912.1 97.3+0.8 96.5+£2.0 97.1x1.4
RR(¥/min)
%Y
R 0.5 pg/ml 1.0 pg/ml 1.5 pg/ml 2.0 pg/ml 2.5 pg/ml 3.0 pg/ml 3.5 pg/ml
19.5+2.5 19.6+2.5 18.5£3.1 17.1£2.9 17.8+3.4 17.0£ 2.4 16.9+£2.8° 16.8£2.1°
19.8+2.0 19.2x2.1 17.9+2.2 18.2+2.6 17.1+2.8 17.8x1.9 16.9+3.5* 16.2x2.7°

- SEMENE, P<0.05
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F2 WHEYARRE Ce MM MESh ¥ BB LB (n=18,5+s)
HR (K /min)
7y
HEhE 0.5 pg/ml 1.0 pg/ml 1.5 pg/ml 2.0 pg/ml 2.5 pg/ml 3.0 pg/ml 3.5 pg/ml
A 82112 78+ 12 77+ 13 71+ 14° 72%13° 724 12¢ 73+ 12° 73 £ 13°
B 80+ 13 78 £ 12 76 £ 16 72 £ 14° 73 £ 16° 71+ 13° 72£12° 72 £ 14°
MAP(mm Hg)
%y -
E- ] 0.5 pg/ml 1.0 pg/ml 1.5 pg/ml 2.0 pg/ml 2.5 pg/ml 3.0 pg/mi 3.5 pg/ml
A 1002 11 91 £ 13° 89+ 10° 80 £ 10° 71 £ 12° 71 12° 69 + 12° 66 £ 12°
B 100 = 10 90 = 10° 86 12° 78 £ 13° 72 £ 12° 711 12° 70+ 11° 68 £ 10°
CIH{L-min~'+m~?%)
%Y
Bl 0.5 pg/ml 1.0 pg/ml 1.5 pg/ml 2.0 pg/ml 2.5 pg/ml 3.0 pg/ml 3.5 pg/ml
A 2.820.5 2.620.5 2.4£0.5° 2.4+0.4* 2.2£0.4° 2.120.4° 2.1£0.4° 2.3£0.5°
B 2.9£0.5 2.5:0.5° 2.5£0.4° 2.4%0.4° 2.2+0.4% 2.120.4* 2.2+£0.5° 2.3£0.4*
SVRI(dyn's'cm's'm"z)
%Y
A 0.5 pg/mi 1.0 pg/ml 1.5 pg/ml 2.0 pg/ml 2.5 pg/ml 3.0 pg/ml 3.5 pg/ml
A 2670 + 651 2584 + 777 2578 + 868 2472 + 760 2432 + 784 2511 + 828 2395 + 867 2230 £ 737
B 2705 + 6567 2602 + 757 2587 + 866 2465 + 762 2428 + 788 2501 + 840 2353 = 854 2219 + 757
PEP(ms)
7y
ERiE 0.5 pg/ml 1.0 pg/ml 1.5 pg/ml 2.0 pg/ml 2.5 pg/ml 3.0 pg/ml 3.5 pg/ml
A 92+ 23 92+ 22 93+ 19 97 £ 18 98 + 17 99 1 17 98+ 18 97+ 18
B 93 +22 93 +20 921 18 972 16 100 = 18 98 + 18 98 + 18 97 £ 19
LVET(ms)
%y
Rk 0.5 pg/ml 1.0 pg/ml 1.5 pg/ml 2.0 pg/ml 2.5 pg/ml 3.0 pg/ml 3.5 pg/ml
A 309 £ 32 309 + 31 308 £ 31 307 + 26 303 £ 30 300 + 23 299 + 22 294 + 22
B 310134 309 + 31 309 £ 32 309 + 25 302 £ 30 299 + 23 298 + 23 297 £ 21
LCWI{kg'm™'-m~2)
#Y
H R 0.5 pg/ml 1.0 pg/ml 1.5 pg/ml 2.0 pg/mi 2.5 pg/ml 3.0 pg/ml 3.5 pg/ml
A 3.8£0.6 2.9+0.5° 2.2%0.6 2.1+0.5° 1.920.3° 2.0£0.3" 1.920.4° 2.1£0.5°
B 3.7+0.5 2.8+0.5" 2.320.7* 2.0£0.5° 1.91£0.3° 1.92£0.4° 1.920.5° 1.9+£0.4°
H S RERE R, P <0.05 .
£3 5%.50% K 5% BELRABINWEEHBEMHEY Ce. T4 BEBBHANFHMGYHEN Ce WL (n =18,
BISTHRH 95% T f5 X A M EL# (n = 18) Zts)
- Ce (pg/ml) ) Y HE (mg) Ce( pg/ml)
i ECs (5% TIERM)  ECo(95%WHEEH)  ECu (5% TEEE) A 132433 2.9:0.8
A 1.4(1.4~1.8) 2.3(2.2~2.5) 3.3(2.7~3.5) B 125+ 36 2.7£1.0
B 1.3(1.1~1.6) 2.2(2.0~2.5) 3.2(2.8~3.3)
BIS {8 2l it
a0 ECos (SR fREE)  ECo(95%MERMA)  ECs(95% FEKIE)
{5 B; s [l 15 H 3, > L
oS AR oo 0% Ml s 5% i 25 A A B R E K TN, A
A 72.6(71.8~78.7) 57.2(55.5~59.1) 41.6(39.6~43.4)

B

71.5(69.9 ~ 73.6)

55.1(54.1~57.3)

40.1(36.6 ~ 42.5)
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