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Efficacy and safety analysis of Wuling capsules combined with fluoxetine in the treatment of adolescents
with first-episode moderate-to-severe depressive disorder accompanied by insomnia

HE Lian', SHU Yanping”, YUN Yuan', MO Yun’, ZHANG Qian' (1. Dept. of Clinical Pharmacy, the Second
People’ s Hospital of Guizhou Province, Guiyang 550004, China; 2. Dept. of General Psychiatry, the Second
People’s Hospital of Guizhou Province, Guiyang 550004, China)

ABSTRACT OBJECTIVE To investigate the efficacy and safety of Wuling capsules combined with fluoxetine in the treatment of
adolescents with first-episode moderate-to-severe depressive disorder accompanied by insomnia. METHODS The clinical data of
476 adolescents with first-episode moderate-to-severe depression accompanied by insomnia admitted to our hospital from June 2022
to May 2025, were retrospectively collected. According to the initial treatment regimen, patients were divided into a control group
(241 cases, treated with fluoxetine alone) and an observation group (235 cases, treated with Wuling capsules combined with
fluoxetine). The depression severity (Hamilton Depression Rating Scale-17 Item and the Self-Rating Depression Scale scores) ,
sleep quality (Pittsburgh Sleep Quality Index score, sleep latency, wake after sleep onset, total sleep time, sleep efficiency) ,
serum neuroendocrine indicator (cortisol) and inflammatory markers (C-reactive protein, interleukin-6) were compared between the
two groups before treatment and at 4th and 8th weeks of treatment. The effective rate at 8th weeks and the occurrence of adverse
drug reactions (ADRs) were also compared between the two groups. RESULTS Before treatment, there were no significant
differences in depression severity, sleep quality, serum neuroendocrine indicator, and inflammatory markers between the two

groups (P>0.05). At 4th and 8th weeks, both groups showed significant improvement in these indicators compared to those before

treatment, with the observation Tou demonstratin
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0.05). The incidence of nausea, headache, fatigue, dry mouth, and palpitations, as well as the total incidence of ADRs, did not

differ significantly between the two groups (P>0.05). CONCLUSIONS Wuling capsules combined with fluoxetine can

significantly improve the effective rate in adolescents with first-episode moderate-to-severe depression accompanied by insomnia,

accelerate the relief of depressive symptoms, improve sleep quality, and reduce serum neuroendocrine indicator and inflammatory

markers, with a favorable safety profile.
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