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Clinical trial of agomelatine combined with paroxetine in the treatment of patients
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Abstract; Objective

agomelatine combined with paroxetine tablets in patients with depression

To observe the clinical efficacy and safety of

and insomnia, and its effects on neurotransmitter levels and sleep.
Methods

control group and treatment group, according to random number table.

The patients with depression and insomnia were divided into

Control group was treated with paroxetine tablets 20 mg, oral , treatment
course was 8 weeks. Treatment group was treated with agomelatine 25 mg
and paroxetine tablets 20 mg,once a day, treatment course was 8 weeks.
The Hamilton depression rating scale ( HAMD ), Montreal cognitive
assessment scale ( MoCA ) , neurotransmitters [ norepinephrine ( NE ),

5 — hydroxytryptamine (5 — HT ), dopamine ( DA) ], Pittsburgh sleep
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quality index (PSQI) and incidence of adverse drug reactions between two groups were compared. Results Treatment

group was enrolled 60 cases; control group was enrolled 60 cases. After 8 weeks of treatment,the HAMD in treatment
group and control group were (17.33 + 1.54) and (21.19 + 1.87) scores; MoCA were (29.01 +0.19) and
(28.52 £0.21) scores; NE levels were (65.56 +4.63) and (53.74 +4.52) ng - mL™'; 5 — HT levels were
(165.82 +7.17) and (149.63 +8.48) ng - mL ™" ; DA levels were (582.73 +17.52) and (543.85 +20.38)ng - mL ™",
sleep latency were (1.09 £0.12) and (1.53 £0. 15) scores; sleep efficiency were (1.12 £0.17) and (1.58 £0.20)
scores ; hypnotic drug were (1.01 £0.13) and (1.42 £0.15) scores; subjective sleep quality were (1.14 £0.10) and
(1.62 £0. 16) scorse; sleep persistence were (1.16 £0.11) and (1.55 £0. 13) scores; the score for sleep disorders were
(1.07 £0.14) and (1.52 £0.17) scores; daytime functional disorders were (0.99 £0.16) and (1.51 £0. 18) scores, all
with statistically significant difference (all P <0.05). The adverse drug reactions in treatment group and control group
were 11. 67% and 8.33% , with no statistically significant differences (P >0.05). Conclusion Administration of
agomelatine and paroxetine tablets to patients with depression and insomnia can improve depressive symptoms , cognitive

function,sleep conditions,regulate the expression of neurotransmitters such as NE and 5 — HT,and has good safety.
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Table 1 Comparison of general information in two groups

Item Control(n =60) Treatment(n =60)
Sex(M/F) 31/29 28/32

Age (year,x +s) 41.57 £3.89 41.94 £4.12
Course of disease (month,x +s) 26.17 £1.35 25.88 +1.29
Marital status(unmarried/ married ) 20/40 17/43

Control group: Paroxetine tablets 20 mg; Treatment group: Agomelatine

25 mg and paroxetine tablets 20 mg.

R2 2 HBHDUE/RWHNAL R (HAMD) F5E4F A RIS 2 (MoCA) fY HLEZ (% £5)

Table 2 Comparison of Hamilton depression rating scale (HAMD) and Montreal cognitive assessment scale (MoCA) in two groups (x %)

Control (n =60)

Treatment(n =60)

Item
Before treatment

After treatment

Before treatment After treatment

32.65£3.71
27.14 +0. 36

HAMD (score)
MoCA (score)

21.19+1.87"
28.52 +0.21 "

17.33 +1.54*#
29.01 +0. 19 *#

32.55 £3.68
27.21 £0.32

Compared with before treatment in the same group, * P <0. 05; Compared with control group at the same time,* P <0. 05.

K3 2HABEMEE UK R (2 £5)

Table 3 Comparison of neurotransmitters in two groups (x £s)

Control (n =60)

Treatment(n =60)

frem Before treatment After treatment Before treatment After treatment
NE(ng + mL.™") 40.22 +3. 67 53.74 +4.52* 39.87 +3.51 65.56 +4.63 **
5-HT(ng - mL™!) 126.38 +7. 89 149.63 +8.48* 125.73 +£8.22 165.82+7.17**%
DA(ng - mL™") 487. 12 +25. 69 543.85 +20.38* 486.68 +27.93 582.73 +17.52**%

NE: Norepinephrine ; 5 — HT: 5 — hydroxytryptamine; DA : Dopamine ; Compared with before treatment in the same group, * P <0. 05; Compared with control

group at the same time,*P <0. 05.
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Table 4 Comparison of Pittsburgh Sleep Quality Index( PSQI)in two groups (x *s)

Control(n =60)

Treatment(n =60)

ltem
Before treatment

After treatment Before treatment After treatment

Sleep latency period ( minute) 2.23 £0.19
Sleep efficiency ( point) 2.31 +0.21
Hypnosis drugs ( divided) 2.26 +0.24
Subjective sleep quality (score) 2.36 +0.20
Sleep persistence ( score) 2.38 £0.13
Sleep disorders ( score ) 2.37 +0. 14
Daytime functional disorder ( score) 2.41 0. 16

1.53+0.15"° 2.30 £0. 21 1.09 £0. 12"
1.58 £0.20" 2.29 £0. 18 1.12+0.17 "
1.42£0.15* 2.31£0.22 1.01 £0.13 "
1.62+0.16 " 2.33+0.18 1.14+0.10"
1.55+0.13~ 2.34 £0.12 .16 0. 11"
1.52+£0.17 " 2.34£0.15 1.07 £0. 14"
1.51 £0.18" 2.38 0. 15 0.99 0. 16 "

Compared with before treatment in the same group, *

4 2 HBE PSQIALLER

IRITHT,2 4L PSQL Y 7 MNHEREVE M TE S T+
BRI P>0.05) 53R77 8 A,
2 KA YERE PSQI B AL, I HaX 5 21 PSQI 1Y
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HR(11.67% ) SXT IR (8. 33% ) HLHR, e 4L it 2%
FIGI AR (P>0.05) , ]WH*KS,

RS 2HBEAWA RN (n, %)

Table 5  Comparison of adverse drug reactions in two groups
(n,%)
Ttem Control(n =60) Treatment(n =60)
Anxiety 1(1.67) 2(3.33)
Sweating 1(1.67) 1(1.67)
Dizziness 3(5.00) 4(6.67)
Total incidence rate 5(8.33) 7(11.67)
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P <0.05; Compared with control group at the same time,*P <0. 05.
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