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Pharmacokinetics of Compound Yumameifen Sustained-release Tablets in healthy
volunteers

ZHANG Cai-xia, XU Xu
Tianjin Institute of Pharmaceutical Research, Tianjin 300193, China

Abstract: Objective To evaluate the pharmacokinetics of Compound Yumameifen Sustained-release Tablets in healthy volunteer.
Methods In a randomized crossover trial, 12 healthy subjects received a single oral dose or multiple oral doses of either test tablets
Compound Yumameifen Sustained-release Tablets or reference tablet. The concentrations of guaifenesin, pseudoephedrin,
dextromethorphan, and O-dextrorphan in plasma were determined by LC/MS/MS method. Pharmacokinetic parameters were obtained
using DAS program. Results After single oral administration of test tablets, the mean pharmacokinetic parameters of guaifenesin,
pseudoephedrin, dextromethorphan, and O-dextrorphan were as follows: #,,,, were 1.09 = 0.42, 3.68 = 1.62, 5.05+2.29,3.82 + 1.25 h;
tip were 3.32 £3.54,6.20 £ 0.97, 12.2 + 3.1, 7.60 £ 0.97 h; C,0x were 499 £ 159, 96.1 +£12.9, 1.82 £ 1.18, 142 + 34 ng/mL; AUC,: 2
363 + 529, 1 359 + 284, 31.4 + 23.6, 1 504 + 242 ng-h/mL; AUC., were 2 554 + 639, 1 395 + 303, 38.4 + 28.4, 1 563 + 248
ng-h/mL. After multiple oral administration of test tablets, the mean pharmacokinetic parameters of guaifenesin, pseudoephedrin,
dextromethorphan, and O-dextrorphan were as follows: Cy,,x were 709 £ 298, 169 + 27, 9.64 + 6.36, 314 + 96 ng/mL; Cp;, were
48.9 £25.4,50.8 £ 13.9, 5.45 £ 5.53, 110 + 45 ng/mL; t,,,x were 8.27 £ 5.71, 7.64 £ 4.99, 8.27 £ 6.57, 7.55 + 5.99 h; AUC,, were 5
277 +2212,2 741 £ 508, 199 + 198, 4 964 + 1 387 ng-h/mL; AUC,.,, were 5 718 + 2 176, 2 750 + 511, 220 £ 226, 5 196 = 1 506
ng-h/mL. Conclusion The components in Compound Yumameifen Sustained-release Tablets have the characteristic of slow releasing
properties.
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Fig.1 Plasma concentration -time curves of guaifenesin (A), pseudoephedrin (B), dextromethorphan (C), and O-dextrorphan

(D) after subjects received a single administration
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Table 1 Pharmacokinetic parameters of various components of healthy volunteers after single administration ( X£s,n=11)

P o S H DR VEESIE: S O-E WA R IF

Sdkbln st =i S ullnn SmGn s SR
Inax h 1.09+0.42 0.53£032 3.68+1.62 0.89£044 5.05£229 2.18+0.81 3.82+1.25 1.86+0.67
Cmax  ngmL™ 499159 1960561 96.1£129 167+£20 1.82£1.18 5.17£438 142£34 275+73
AUCy, nghmL™ 2363+£529 2619£518 13594284 12104210 31.4+23.6 4844531 1504+242 16934285
AUC,., nghmL™ 2554+639 2622+518 13954303 12184213 38.4+284 57.3+71.9 1563+248 17294287
tin h 3324354 0.77£0.05 6.20£0.97 4.90+0.65 122+3.1  9.50£4.75 7.60£0.97 6.81+1.77
F % 90.9+14.2 113.3+21.9 123.5+120.7 91.74+243
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Fig. 2 Plasma concentration -time curves of guaifenesin (A), pseudoephedrin (B), dextromethorphan (C), and O-dextrorphan

(D) after subjects received multiple administration

R2 FREESLRBSAERBREERANBEHNZESE ( x5, n=11)
Table 2 Pharmacokinetics parameters of volunteers administrated for 5 days ( X£s,n=11)

- i AT g PR, AR O-EPAHRIIF

ZWAH SHul S SHEH Wl SR WlER S HR
tmax h 8271571 0.39+0.14 7.64+499 0.85+0.37 827+6.57 12.3+81 7.55+599 3.55+3.31
Cinax ng'mL™" 7094298 7074193 169+27 148430 9.64+6.36 12.7£7.6 314196 264174
Chin ng'mL™! 489+254 642%106 50.8+13.9 4254155 5454553 870%5.85 110+45 86.31+47.4
C ng'mL™" 220492 135440 99.4+17.3 85.0%11.5 596*5.64 892+6.33 162+45 128429
AUC,, nghmL™"' 527742212 32324969 2386415 20404277 143+135 2144152 389%4+1086 3 069+706
AUC,, nghmL™"' 527742212 32324969 2741508 24194313 1994198 3424259 49641387 4005+989
AUCy., nghmL™" 5718+2176 32661959 2750511 24304315 2204226 405+340 519621506 4366+1329
tin h 3.94+3.02 1244045 4.45+040 4.72+0.54 10.7+43 124+43 9.10+5.14 10.8+6.2
DF 2.97+0.37 5.10%£1.03 1.20%+0.26 1.254+0.17 1.38%+1.73 0.64+0.60 1.27+0.39 1.46+0.73
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