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Abstract: Objective  To explore the clinical efficacy and safety of
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different doses of buspirone hydrochloride tablets combined with venlafaxine hydrochloride sustained — release tablets in
the treatment of elderly patients with generalized anxiety disorder ( GAD) accompanied by depression. Methods
Elderly patients with GAD accompanied by depression were taken as the research subjects. The control group was given
oral treatment with venlafaxine hydrochloride sustained — release tablets (75 mg + d ', once daily) and buspirone
hydrochloride tablets (the initial dose was 5 mg each time, and it was increased by 5 to 10 mg every 2 to 3 days
according to the patient’ s tolerance, and then increased to 10 mg each time, twice daily after 2 weeks). The treatment
group was treated with venlafaxine hydrochloride sustained — release tablets on the basis of the control group. Different
doses of buspirone hydrochloride tablets were given orally for treatment ( the initial dose was 5 mg each time, and it was
increased by 5 to 10 mg every 2 to 3 days according to the patient’ s tolerance, and then increased to 20 mg each time,
twice a day after 2 weeks). Both groups were treated continuously for 8 weeks. The clinical efficacy, Hamilton anxiety
scale ( HAMA ) scores, anxiety and depression scores, sleep conditions, levels of neurotransmitters for mood
regulation, neurological function levels and endocrine metabolic levels of the two groups of patients were compared, and
the safety was evaluated. Results A total of 100 cases were screened, and 95 cases were enrolled, including 49 cases
in the control group and 46 cases in the treatment group. In the control group, 3 cases dropped out due to loss to follow —
up, and eventually 46 cases were included in the statistical analysis. There were no patients with dropout in the
treatment group. Eventually, 46 cases were included in the statistical analysis. After 8 weeks of treatment, the HAMA
scores of the treatment group and the control group were (17.93 £2.85) and (19.51 +2.96) points, respectively;
the Hamilton depression scale scores were (18.85 3. 11) and (20. 37 £3.08) points, respectively; the scores of the
Beck despair scale were (4.64 +1.44) and (5.37 +1.53) points, respectively; the scores of the Chinese version of
the self — rating scale for constrained neurosis were (25.63 £4.17) and (27.73 £4.31) points, respectively; the
scores of melatonin were (38.83 +5.78) and (36.24 +5.27) pg - mL™", respectively; the cortisol levels were
(109.36 £11.92) and (115.41 £12.17) ng + mL™", respectively; and the Pittshurgh sleep quality index scores were
(8.28 £2.35) and (9.48 £2.46) points, respectively; the values of substance P were (112.17 +10.66) and
(117.61 = 11.37) ng - L', respectively; and those of y — aminobutyric acid were (5.65 = 0.65) and
(5.31 £0.67) pmol - L™", respectively; the glutamic acid were (25.02 £3.22) and (26.75 +3.28) mg - L',
respectively; the brain — derived neurotrophic factor were (14.33 +1.56) and (13.54 +1.46) ng - mL™',
respectively ; the glial cell — derived neurotrophic factor were (556.41 +62.12) and (525.57 +64.72) pg - mL™",
respectively; and the glial fibrillary acidic protein were (2.51 0.28) and (2.67 +0.35) ng - mL™", respectively;
the free thyroxine were (13.33 +1.96) and (12.41 £1.85) pmol + L', respectively; and the 25 — hydroxyvitamin
D, was (33.46 +4.39) and (31.57 +3.14) ng - mL™", respectively; the prolactin levels were (22.56 +3.94) and
(24.59 + 3.78) ng - mL™", respectively. The differences in the above indicators of the treatment group were
statistically significant with control group (all P <0.05). Two groups of patients experienced adverse drug reactions
such as dizziness, headache, nausea and vomiting, constipation and dry mouth. The total effective rates of the
treatment group and the control group were 82.61% and 73.91% , respectively, and the total incidences of adverse
drug reactions were 15.22% and 13.04% , respectively. There were no statistically significant differences between the
two group (all P >0.05). Conclusion The application of 20 mg buconspirone tablets combined with venlafaxine
tablets in the treatment of elderly patients with GAD and depression can improve sleep conditions and clinical
symptoms, regulate neurological function and endocrine metabolism, and has certain safety.
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TS NEERE £S5 “International statistical
classification of diseases and relatedhealth problems. v.10”""
HOCT GAD FHMARE 2 WibrifE. O >60 %
QBH KR IEEBEMERET
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B A QA Y O R E DS 5 H
257 s O 4y BUE R AEWIF ; ©F 7 HE H
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210317 it 305 B 25 1fE 5 H20070269 , 3848 5 5L 24
M AE B AT BR s w AR 77 5 SRR T RN R, HEAS - B
A5 mg, 4t 5. DL20080, it #E 3¢ 5. [H 24 i F
H19991024 , VL.75 ALl e fn A BIR 2 W) A6 7 5 LT
J AT 4E R k25 H (glial fibrillary acidic protein, GFAP) |
P ¥ it ( cortisol, SP) . & % g ( glutamic acid, Glu) |
v — @& T R (y — aminobutyric acid, GABA) |25 — ¥35&
41 D, 25 — Hydvosyvitamin D, 25(OH)D, | i
28 2 A -F (brain derived neurotrophic factor, BDNF) |
HB 222 (melatonin, MT) | 7 i I ( cortisol , Cor ) FI i it
AT 228 37 N T (glial cell line — derived neuro-
trophic factor, GDNF') i 0 72 W ff2: ( enzyme — linked
immunosorbnent assay, ELISA ) i3] &, ¥ i | ¥l B¢
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210 mg B H 2 K, 54 % 20 mg, & H 2 K,
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8 JE B, F L8R IR Wi 411 AR 5 ¢ ( Hamilton depression
scale , HAMD ) PPl i E AR FLE , B3 0 ~ 51 73, 704K
SR R B B R AR G, T DL v 4 B2 B K ( Beck
hopelessness scale, BHS ) ¥ {5 8 & 48 B 12 )&, @ i3
20 45 HEAT VAN, Wil 2 20 3, vE B B2 e R AL
( Cronbach’ s alpha coefficient, Cronbach’s o) 47 0. 85,
AR 0. 62, 3 08 W 150 B 4 B AR B K .
FH Ff SRR P 28 i 9 28 B IF 3t 3% (self — rating scale
of stagnation in neurosis, SSTN ) P¥ A4l £ & 19 K5 #f 8
HERFGHRE, ZERH 1 ~4 V0 (A2
FE7 R RXAET ), BB R UL I R
AR

BEIRIER DRI TRITRTIBIT 4 & 8 A
I, FH VG 2 £ B HIR 51 4% 45 % ( Pittsburgh sleep quality
index , PSQI) P4/ (B 25 BEARAF O , B4 21 43, 73 40 i
B 5T 3 AH 5C 5 T ELISA ¥E 4 I A8 2% A1 J& 1 MT #1
Cor /K-

BEBATHEER HERNERERN DB BEKTF

THRITHT JRYT 4 J b 8 JR, RAE R

# ki 3 mL, A3 000 r + min "' B0 10 min, # 5
B, IET — 80 C A T IRAFRFAS , ] ELISA i 461
B 3 i SP. Glu, GABA . BDNF , GDNF ., GFAP #l
25(OH) Dy /K- FHAR2A A G S8 2 IV 1) 25
HUIRIRZR (free thyroxine, FT, ) 7K ¥, FIHCH S s 12 U
JE S M BIHEFL AR (prolactin, PRL) KK

EARTTRAE  LADUE /K £5 JE 1 3% (Hamilton
anxiety scale, HAMA) S0 5 EA -7 AR, 40 0 8
MO =T75% ) AR (I3 T4% ~50% ) KTt
ROWIr3 <50% ) o BARE = (BB + AN

QYOS 188
ZEMITN  TIRTHIENE R ENAY AR
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FH SPSS 26. 0 B A AT S o0 1o 11 R
X+ 53N, 2 A LR ¢ K58, R ALE Y7 RIS
AEFHBCNS ¢ K50 o AN ) A ) o5, 2 A2 000 o 1) i 0 o
MR 5 25 500, %07 B8 53 A s 1] 3258007 43 41
TR LA S ) 8] 5 43 20 1 38 B o A BRI A 36
2 ¥ ] Greenhouse — Geisser 3K IE . 438 H.AINE
S B2 AT TR BN 43 A, IR AN [ B[]
SR LC ] Bonferront 33847 Z2 5 LA IE . I
BORBAR (% ) Fom , LB X8 Fisher ¥5:56;

# R

1 —fgs

AHIF 5T G 2 100 i, A4 95 i, Hov xif B 4
49 1], iRER A 46 i, XoF BEAL PR S Vi IR e 3 B, A
LA 46 BINAGETH M s IR T v e, i XA
46 B AGE T 43 H o 2 4L BB AR B AR IS R
SRR, G EEF RS E (8
P>0.05) , ZH[EHBA A ik, ik 1,
2 2 ABREERMMEITES R L

HAMA P43 () B B) 235007 2. 3% (P < 0. 001) , 41 [7]
FRN R E (P <0.01) , 8 HEYMNEES I L2 5F
TG4 X (P >0.05) , HAMD B4 i st 18] 5500
W (P <0.001) , 41 i) F 8500 8% (P <0.01) , 58 H.
FRMAEG 2 E 2R LG FEL(P>0.05),
BHS 14314 Bif 8] 32 %500 2. 3% (P < 0.001 ) , 41 [a] 5%
N (P <0.01) , 8 H ERNAEGE 2% b 22 7 T80

R1 2 4UBERBORAY LR (x £5)

Table 1 Comparison of general information in two groups(x s)

Item Control (n =46) Treatment(n =46)
Sex (‘male/female) 22/24 20/26
Age (year) 66.33 +4.19 67.76 +4. 89
Weight (kg) 60. 67 £10. 86 61.83 £10. 67
BMI (kg - m~2) 22.51 £2.54 23.02 £2. 86
HR(beat » min~") 71.46 +7. 82 72.76 £7.39
SBP( mmHg) 125. 13 £10. 68 128.46 +£11.99
DBP( mmHg) 80.46 +8. 82 83.09 +8. 13
Hypertension(n, % ) 7(15.22) 4(8.70)
Diabetes(n, % ) 4(8.70) 3(6.52)
Hyperlipidemia(n, % ) 5(10.87) 4(8.70)

BMI: Body mass index; HR: Heart rate; SBP: Systolic blood pressure;
DBP: Diastolic blood pressure; Control group: Venlafaxine hydrochloride
sustained — release tablets combined with buspirone hydrochloride tablets
10 mg; Treatment group: Venlafaxine hydrochloride sustained — release

tablets combined with buspirone hydrochloride tablets 20 mg.

T2 (P >0.05) , SSTN TE43 1 B i) 3 %5007 i %
(P<0.001) , ZH (8] 500 2 3% (P <0.01) , 22 H.F 4%
N (P <0.05), G¥7 /5,2 481 HAMA |
HAMD .BHS F1 SSTN $#E435 8 2 F & (¥ P <0.05) ,
RELHIRYT 4 F1 8 JE 5 25 V143 280 0 25 IR T % R4
(#P<0.05), %2,
3 2HABEERBERLLE

MT [ ] =400 2 2% (P < 0. 001 ), 2H [] = 4400 i
F(P<0.05), 28 H ER0W ik % (P <0.05) . Cor [1H}
[] =500 2 3 (P < 0.001) , 2H [B] ERON AEGE 2% b 2%
FILGE I L (P >0.05), 52 B F 3N 8
(P<0.05), PSQI [ h[a] R0 2 & (P <0.001) , 4]
] 3 2L N 2 3% (P < 0.001), 52 H F RN 8 &
(P<0.001), JAY7)5,2 LB 1) MT K753 BTt
Cor 7KF-F1 PSQI P43 B 2 TR (1 P <0.05) 3097 4
8 JElJG i I AL MT 7K P35 4 2 5 F% R AT, Cor 7K
S PSQI PR B I T XHIRL (¥P <0.05) , L3 3,
4 2HABEFHPTHEEFKEHLE

SP (yHsf ) T %00 B 2 (P < 0. 001 ) , 2 [) 32 %
WE(P<0.05) , &2 H £ fEg 2= LR ST
2 X (P >0.05), GABA [y B [a] 3 &% 0y 2 %
(P <0.001) ,2H (8] =440 2 (P <0.05) , 28 B F3%
MAEGE I L 22 R g1 2 (P >0.05) , Glu [y
I 1] 3 20 @ 2% (P < 0.001 ), 2H (8] 3= 280 0y i 3%
(P<0.05) , s H £ 8.3 (P <0.05), #I7)E,
2 A SP RN Glu KP4 8 35 T [, GABA JK-F- 1

F2 2 HBHEERWARTE I L (43, % £5)
Table 2

Comparison of anxiety and depression scores between

two groups(score,x £s)

Ttem Time Control(n =46) Treatment(n =46)
HAMA Before treatment 29.66 £3.49 30.37 £3.54
After 4 w of treatment 23.73 £3.12* 22.32+£3.23*
After 8 w of treatment  19.51 £2.96*  17.93 £2.85"%
HAMD Before treatment 27.52 £3.32 27.15 £3.46
After 4 w of treatment 23.46 £3.21* 21.74 £3.25*
After 8 w of treatment  20.37 +3.08 * 18.85 £3.11*#
BHS Before treatment 10.47 £2.31 11.03 £2.35
After 4 w of treatment ~ 7.72 £2.22* 6.61 £2.15%
After 8 w of treatment  5.37 £1.53 " 4.64 £1.44*%
SSTN Before treatment 47.46 +4.83 46.81 £4.77
After 4 w of treatment  38.46 £4.45* 36.26 £4.33 "
After 8 w of treatment 27.73 £4.31* 25.63 +4.17*%

HAMA : Hamilton anxiety scale; HAMD; Hamilton depression scale; BHS:
Beck hopelessness scale ; SSTN ; Self — rating scale of stagnation in neurosis;
* P <0.05; Compared

Compared with before treatment in the same group,

with control group at the same time,*P <0. 05.
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FE LT P<0.05) 3697 4 F1 8 Ji )5, A5 4l SP
A1 Glu 7K -3 8 IR F X B4, GABA /K- & F
XTHRZAL(#4 P <0.05) , IL3k 4,
5 2HEBEMAZTHREKTRIEEE

BDNF [y i ) R0 2 2 (P <0.001) , 4[] &
BN W % (P <0.05), 52 H £ &% N & F
(P<0.05), GDNF (¢ mf [a] £ % W 8 #
(P<0.001) 41 /H =% B3 (P <0.001),5% K
RN G EERTFEIT#E XL (P >0.05),
GFAP [ [A] 3224 0 58 25 (P < 0. 001 ) , 25 i) FE R
BE(P<0.001), 2 H EMMAEL ¥ EERT
it B L (P>0.05), {Ryr)a,2 &M
BDNF#il GDNF 7K & 2% |- F}, GFAP /K F B % F
F% (¥ P <0.05) ;3677 4 F18 Ji )5 , X504l iy BDNF
F1 GDNF 7K-F- 34 1 3 5 T % B4, GFAP /KPR T

R3 2 YURHMENCE DLH LB (x £5)

Table 3  Comparison of sleep conditions between two groups

(xxs)

ltem Time Control (n =46 ) Treatment(n =46)

MT(pg * mL -1 Before treatment 26.62 +4.25 25.82 +4.32
After 4 w of treatment 30.41 +4.53* 32.68 +4.44*
After 8 w of treatment 36.24 +5.27*  38.83 +5.78 *#

Cor(ng - mL™1) Before treatment ~ 153.85 £15.56  158.52 +16.64

After 4 w of treatment 128.43 +13.71* 122.35+12.77*
After 8 w of treatment 115.41 £12.17* 109.36 +11.92**

PSQI(score) Before treatment 14.82 £3.46 15.29 £3.63
After 4 w of treatment 12.53 £2.85* 11.07 £2.74*
After 8 w of treatment  9.48 +2.46* 8.28 £2.35*#

MT ; Melatonin ; Cor; Cortisol ; PSQI ; Pittsburgh sleep quality index ; Compared
with before treatment in the same group, * P <0. 05 ; Compared with control

group at the same time,*P <0. 05.

F4 2 YUREEH B FUKE R LR (v £5)
Table 4 Comparison of neurotransmitter levels for emotion regula-

tion between two groups(x s)

Control (n =46 ) Treatment(n =46)
Before treatment ~ 158.37 +15.26  157.55 +15.78

After 4 w of treatment 133.46 +13.73* 127.29 +12.76*

After 8 w of treatment 117.61 £11.37* 112.17 £10. 66 *#

Ttem Time

SP(ng - L7")

GABA(pmol + L.=")  Before treatment 4.43 +0.51 4.38 +0.49
After 4 w of treatment 4. 81 £0.59 * 5.11 £0.61*
After 8 w of treatment  5.31 +0.67* 5.65+0.65**

Glu(mg + L - Before treatment 35.75 +£3.77 36.25 +3.86
After 4 w of treatment 31.48 £3.46*  29.73 +3.37*
After 8 w of treatment 26.75 £3.28*  25.02 +3.22*#

XFHRAL(#4 P <0.05) , WLk 5,
6 2HABENDDRIFKFERLLE

FT, (R[] 28000 i 3% (P < 0. 001) , 4[] 328500
(P =0.001), 8 HERNEG 2 F2EF TG
FEX(P>0.05), 25(OH) D, 5y} [A] F 200 & %
(P <0.05) 4[] 20 .3 (P <0.05) , 58 H. F R
G2 E 22 RIS IH2EE L (P >0.05) . PRL i}
6] = %N W& (P o< 0.001 ), 2 ] 3 2% 0 W
(P<0.05) , & HERINAEG 2 2R TG4 E
X(P>0.05), IGY7)E,2 HEHW FT,F125(0H) D,
KPR E BT PRL KB FRE(H P <0.05),
RIGIRYT 4 A1 8 JEJE MY FT,F1 25 (OH) Dy /K-
XTRRZH, PRL 7K TR BRAL (3 P <0.05) , WK 6,

RS 2HBEMENREATIILE (2 £5)
Table 5 Comparison of neurological function levels between two

groups(x +5)

Item Time Control (n =46 ) Treatment (n =46)

BDNF(ng - mL™')  Before treatment 8.13 £0. 88 7.84 +£0.83
After 4 w of treatment 10.41 +1.02* 11.03+1.16"
After 8 w of treatment 13.54 £1.46* 14.33 +1.56 *#

GDNF(pg - mL™")  Before treatment ~ 387.55 +44.76  394.66 +47.25

After 4 w of treatment 483.46 +57.63* 511.34 +60.85
After 8 w of treatment 525.57 +64.72* 556.41 +62. 12 **

GFAP(ng - mL™") Before treatment 3.46 £0.41 3.48 +0.45
After 4 w of treatment  3.12 +0.38* 2.92+0.36*
After 8 w of treatment  2.67 +(0.35* 2.51 +0.28 *#

BDNF ; Brain derived neurotrophic factor; GDNF'; Glial cell line - derived
neurotrophic factor; GFAP; Glial fibrillary acidic protein; Compared with
before treatment in the same group, * P <0. 05 ; Compared with control group

at the same time,* P <0. 05.

6 2 AUEH N WM HEL (x £5)
Table 6 Comparison of endocrine and metabolic levels between

two groups(x +s)

Item Time Control(n =46 ) Treatment(n =46)
FT, (pmol - L71) Before treatment 8.24 +1.51 8.52 +1.46
After 4 w of treatment 10.69 +1.74 * 11.65+1.82"
25(0H) D, After 8 w of treatment 12.41 +1.85*  13.33+1.96**
Before treatment 18.75 +3.63 19.19 +3.54
(ng+mL™") ' :
After 4 w of treatment 25.34 £3.87*  27.42+3.91"
After 8 w of treatment 31.57 +3.14*  33.46 £4.39*#
PRL(ng - mL~") Before treatment 34.25 +4.75 35.72 +4. 88
After 4 w of treatment 28.33 £4.32"  26.25 +4.55*
After 8 w of treatment 24.59 £3.78*  22.56 +3.94**

SP: Substance P; GABA: y - aminobutyric acid; Glu: Glutamic acid;
Compared with before treatment in the same group, * P < 0. 05 ; Compared

with control group at the same time,*P <0. 05.

FT, : Free thyroxine ;25 (OH) D5 :25 — Hydroxyvitamin D5 ; PRL: Prolactin;
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 7  Comparison of clinical effect between the two groups

(n, %)

Item Control (n =46) Treatment(n =46)

Obvious 13(28.26) 18(39.13)

Effective 21(45.65) 20(43.48)

Ineffective 12(26.09) 8(17.39)

Total effective rate 34(73.91) 38(82.61)
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