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Abstract; Objective

duloxetine hydrochloride enteric — coated capsules combined with

To observe the clinical efficacy and safety of

Bifidobacterium quadruple live bacteria tablets in patients with depression
accompanied by gastrointestinal disorders. Methods According to the

treatment method, patients with depression and gastrointestinal
dysfunction were divided into control group and treatment group. The
control group took 30 mg duloxetine hydrochloride enteric — coated
capsules once a day after breakfast, and adjusted to 60 mg once a day
week. The 1.5 ¢

Bifidobacterium quadruple viable tablets, 3 times a day. Both groups

after 1 treatment group was combined with

were treated for 8 weeks. The clinical therapeutic effects, and intestinal



13466

v T R 25 PR gk R

AL 24 3] 2025 4F 12 7 (B 446 1))

microbiota composition of the two groups of patients were compared, and safety evaluation was conducted. Results A
total of 76 patients were enrolled, 32 patients were included in the control group and 44 patients in the treatment group.
After treatment, the total effective rate of the treatment group was 84. 09% (37 cases /44 cases) , and that of control
group was 62. 50% (20 cases/32 cases) , and the difference was statistically significant (P <0.05). After treatment,
the Lactobacillus of treatment group and control group were (7.14 +1.14) and (6.54 +1.24) lg CFU - g™,
respectively ; Staphylococcus were (3.73 £0.73) and (4. 12 +0.74) lg CFU - g™', respectively; Bifidobacterium were
(8.39 + 1.44) and (7.69+1.34) Ig CFU - ¢!
(7.52+0.81) lg CFU - g™", respectively; Enterococcus faecalis were (5.95 £0.76) and (6.50 £0.84) lg CFU - g™,

respectively. The above indicators of treatment group were compared with those of the control group, and the differences

, respectively; Escherichia coli were (7.08 + 0.93) and

were statistically significant (all P <0.05). The adverse drug reactions in the treatment group mainly included nausea,
dry mouth, constipation, insomnia and dizziness. The adverse drug reactions in the control group mainly included
palpitations , nausea, dry mouth, constipation, insomnia and dizziness. The total incidence of adverse drug reactions in
the treatment group and the control group were 15.91% (7 cases /44 cases) and 40.63% (13 cases /32 cases) ,
respectively, with no statistically significant different (P <0.05). Conclusion Duloxetine hydrochloride enteric —
coated capsules combined with Bifidobacterium quadruflora live bacteria tablets have a good clinical efficacy in patients
with depression accompanied by gastrointestinal disorders. They can improve the intestinal flora of patients and reduce

the occurrence of adverse drug reactions.

Key words: duloxetine enteric — coated capsule; Bifidobacterium quadruple viable tablet; depression; gastrointestinal

disorders; intestinal flora
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Table 1 Comparison of fundamental information between the two

groups

Ttem Control (n =32) Treatment (n =44)
Gender ( male/female) 17/15 18/26
Age(year,x +5) 39.75+£8.76  39.23 £10.17
Body mass index(kg + m~%,x +5) 21.77+1.83  21.84 +1.82
Duration of gastrointestinal disorders 2 03 £0.82 1,98 +0.82
(months,x +5)

Heart rate( beats + min = | x +5) 76.25 +5.92  75.86 +5.73

130.94 +12.52 129.82 +12. 86
75.66 £10.93  77.39 £10.21

Systolic blood pressure( mmHg,x +s)

Diastolic blood pressure( mmHg,x +s)

Control group: Took 30 mg duloxetine hydrochloride enteric — coated cap-
sules once a day after breakfast, and adjusted to 60 mg once a day after 1
week ; Treatment group: Combined with 1. 5g bifidobacterium quadruple vi-

able tablets, 3 times a day.
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Table 2 Comparison of depressive symptoms and gastrointestinal symptoms between two groups (score, x +s)

Control (n =32) Treatment(n =44)
Item
Before treatment After treatment Before treatment After treatment

HAMD 26.19 +3.96 20.22 +2, 22 25.27 +3.56 18.64 +2, 80 **#
Abdominal pain 2.63 +£0.49 1. 63 +0. 49"# 2.50 +£0.51 1.36 0. 75 **##
Frequency of abdominal pain 2.16 £0.77 1.50 £0. 51%* 2.09 £0.91 1.16 0. 64 * *###
Frequency of defecation 2.56 £0.72 1.84 £0.57* 2.61 £0.58 1.52 £0. 82 % *##
Fecal trait 0.63 £0.49 0.22 +0. 42%# 0.59 £0. 50 0.05 +0. 21 *#*#

HAMD ; Hamilton depression scale ; Compared with control group at the same time, “P <0.05, ** P <0.01; Compared with before treatment in the same

group, ¥ P <0.001

R3 2 4UBH PR EE T R R (2 £ 5)

Table 3 Comparison of levels of monoamine neurotransmitters between two groups (x +s)

Control (n =32) Treatment(n =44)
Item
Before treatment After treatment Before treatment After treatment
NE(ng - mL™") 37.57 +4.26 54.11 7. 61" 38.98 £5.29 58.21 +7.97 *##
5-HT(ng+ mL™") 131.24 +24. 41 245. 76 +35. 06™* 129.73 +22.27 266. 12 +46. 22 *
DA(pg - mL™") 59.68 +9. 69 94.57 +13, 10** 62.51 +9. 89 104. 64 +20. 35 * **

NE: Norepinephrine; 5 — HT: 5 — hydroxytryptamine; DA : Dopamine; Compared with the control group at the same time, * P <0.05; Compared with before

treatment in the same group, **P <0. 001.

F4 2 HBE B (x £5)

Table 4 Comparison of gastrointestinal hormone levels in two groups (x +s)

Control (n =32) Treatment(n =44)
ltem
Before treatment After treatment Before treatment After treatment
MTL(pg * mL™") 57.36 +£10.98 83. 11 =11. 05%# 57.68 £11. 80 90. 19 +15. 12 *
SS(pg - mL™1) 38.17 £6.23 25.77 +5. 69%## 37.95 +£8. 80 22.00 £4. 55" *##
GAS(ng - L") 98.02 £ 16. 63 87.81 =12. 11" 99.26 £19.78 82.63 9. 5] *###

MTL: Motilin; SS; Somatostatin; GAS; Gastrin; Compared with the control group at the same time, * P <0.05, ** P <0.01; Compared with before treat-

ment in the same group, **P <0. 001.

£S5 2 4UBEEREEA RN ILE (g CFU - g7 x =)

Table 5 Comparison of intestinal microbiota composition between two groups (lg CFU - g7, x +5)

Control (n =32) Treatment(n =44)
Item
Before treatment After treatment Before treatment After treatment

Lactobacillus 4.11£0.73 6.54 +1. 24" 4.17 0. 95 7.14 £ 1. 14 %%
Staphylococcus 6.01 £0.99 4.12 0. 74" 5.91+1.02 3.73 £0. 73
Bifidobacterium 5.59 +1.11 7.69 +1. 34" 5.62 +£0.98 8.39 + 1. 44 *###
Escherichia coli 8.50 £1.20 7.52 0. 81%# 8.20 £0.92 7.08 +£0. 93 *###
Enterococcus faecalis 7.83£1.27 6.50 £0. 84*# 7.80 £1. 11 5.95£0.76* ***

Compared with control group at the same group, * P <0.05, ** P <0.01; Compared with before treatment in the same group, P <0. 001.
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Table 6
groups(n, %)

Comparison of therapeutic outcomes between the two

Item Control (n =32) Treatment(n =44)
Cure 1(3.13) 5(11.36)
Excellence 8(25.00) 13(29.55)
Effective 11(34.38) 19(43.18)
Invalid 12(37.50) 7(15.91)
Total effective rate 20(62.50) 37(84.09) *

Compared with the control group, * P <0. 05.
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