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Pharmacokinetics, Safety and Efficacy of Aildenafil Citrate in the Treatment of Erectile Dysfunction
WU You-liang(Dept. of Pharmacy, No. 324 Hospital of PLA, Chongqing 400020, China)

ABSTRACT OBIJECTIVE: To study pharmacokinetics, safety and efficacy of aildenafil citrate in the treatment of erectile dys-
function. METHODS: 180 patients with erectile dysfunction were studied and randomized into 3 groups with 60 patients in each
group, i.e. oral administration of aildenafil citrate 30 mg group, oral administration of aildenafil citrate 60 mg group and placebo
group. After therapy, the clinical index were compared among 3 groups. RESULTS: There were significant different in cCuax, Coa/
dose, Cwin, tiz, AUCo2in, AUCo50, AUC,-.. and AUC,-./dose between aildenfil citrate 30 mg group and 60 mg group (P<<0.05).
There was no significant different in score of LIEF-EF, SEP-Q2 and SEP-Q3 among 3 groups before treatment (P>0.05). Howev-
er, there were significant different in score of LIEF-EF, SEP-Q2 and SEP-Q3 in aildenafil citrate 30 mg group and 60 mg group,
after 4 weeks comared with before treatment (P<<0.05) ; meanwhile, there were significant different in score of LIEF-EF, SEP-Q2
and SEP-Q3 between 60 mg group and 30 mg group (P<<0.05). There was no significant different in the incidence of adverse drug
reaction among 3 groups (P>0.05). CONCLUSION: The clinical efficacy of aildenafil citrate 60 mg is better than that of aildena-
fil citrate 30 mg in the treatment of erectile dysfunction.

KEY WORDS  Erectile dysfunction; Aildenafil citrate; Pharmacokinetics; Safety; Efficacy
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Fig 1 Structure of aildenafil citrate
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Tab 1 Baseline information of patients in 3 groups(x+s)
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mmHg  mmHg  YW/min  mmol/L

TRFAL 4874119 6834125 1648+118 1313+13.1 8254102 723485 6414 52%35
0mghl 4824124 6914121 16364116 13184126 83.6+116 72.9+81 6.6+18 51438
60mghl 4844123 6884126 16614112 13124123 81.9+121 71.6+98 6217 57439
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Tab 2 Comparison of pharmacokinetic indicators among

aildenafil citrate treatment groups(x*s)

il 30 mgl 60 mgl Pl
Coyig/ml 247311089 938.5+421.6 <0.05
€/ dose,ng*ml/mg 87131 159173 <0.05
Canyg/ml 3528 138269 <0.05
tush 1306 1708 >0.05
tin,h 47207 36205 <0.05
AUCy-221,ngh/ml 136831617.7 59384131127 <0.05
AUCys61,ng*h/ml 1408.61649.3 60473133294 <0.05
AUCy-,ng+h/ml 1421.81652.9 60632133293 <0.05
AUCU,;/dose,ng'h/(ml-mg) 4681223 1013557 <0.05
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Tab 3 Comparison of LIEF-EF, SEP-Q2 and SEP-Q3
among 3 groups before and after treatment(x+s)
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trate 30 mg group: P<<0.05
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Monitoring of Free Adefovir in Human Plasma by Ultrafiltration Coupled with LC-MS/MS Method

XIE Zhan-xiong', CHEN Gui-hong’, PENG Qiao-hua', WU Tie-song', WEN Zhong-ming’ (1.Shenzhen Longhua
New District Guanlan People’s Hospital, Guangdong Shenzhen 518110, China;2.Shenzhen Bao’an District Xixi-
ang People’s Hospital , Guangdong Shenzhen 518102, China;3.Shenzhen Guangming New District People’s Hospi-
tal, Guangdong Shenzhen 518106, China)

ABSTRACT OBJECTIVE: To establish a fast, accurate, sensitive and specific, method for the determination of free adefovir in
human plasma. METHODS: Using PMPA as the internal standard, ultrafiltration was adopted for sample process and coupled with
LC-MS/MS. The detection condition was as followe: positive ion mode detection, MRM mode scan and detection channels m/z
274.2—226.1 and m/z 288.4—176.2 for adefovir and PMPA, respectively. RESULTS: The retention time of adefovir and PMPA
were 3.78 min and 3.54 min, respectively. The linear ranges of adefovir were 0.25-50.00 ng/ml, and limit of quantification was
0.25 ng/ml. The average recoveries were 92.2%-93.2% , and RSD of intra-day and inter-day were less than 109%. RSD of stability
test were all less than 109%. CONCLUSIONS: The analysis time of the method is short and the method has high specificity, accura-
cy. It can be used for plasma concentration monitoring of adefovir.

KEY WORDS Adefovir; LC-MS/MS; Ultrafiltration; Free; Plasma concentration
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