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Abstract; Objective

capsules combined with finasteride tablet in the treatment of benign

To analyze the effect of urapidil sustained release

prostatic hyperplasia with lower urinary tract symptoms. Methods Patients
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with benign prostatic hyperplasia accompanied by lower urinary tract symptoms were included and randomly divided into
treatment group and control group. Both groups received basic treatment with finasteride tablets, 5 mg each time, once
daily, orally. The treatment group was treated with urapidil sustained release capsules, with an initial dose of 30 mg
per day. If the patient’s clinical symptoms did not improve within 1 —2 weeks, the dose could be gradually increased
to 60 mg per day, with a maximum dose not exceeding 60 mg per day, twice a day, orally. Control group did not
receive additional treatment. Compare the improvement of symptoms, quality of life, urodynamic indicators, laboratory
indicators, clinical efficacy and evaluate safety between two groups. Results A total of 45 patients in treatment group
and control group were included respectively. Ten patients withdrew from the study due to lost to follow — up or personal
factors during the study, 5 patients in each groups. Finally, a total of 80 patients completed the study, 40 patients in
treatment group and 40 patients in control group. The total effective rate of treatment group was 95.00% (38 cases/
40 cases) , while that of control group was 80. 00% (32 cases/40 cases) , which was statistically significantly higher in
treatment group than in control group (P <0.05). After treatment, the international prostate symptom score (IPSS) of
treatment group and control group were (10.52 £0.98) and (13.79 £1.05) points; the prostate quality of life score
(QoL) were (2.01 £0.77) and (2.51 +£0.52) points, above indicators in treatment group were statistically
significantly lower than those in control group (all P <0.05). After treatment, post — void residual urine volume
(PVR) levels of treatment group and control group were (31.60 £3.75) and (35.79 +3.24) mL, respectively; the
average urinary flow rates (AER) were (16.88 £1.46) and (14.37 £1.22) mL - s~
urinary flow rates ( Qmax) were (24.09 £2.03) and (21.96 £2.77) mL + s™'

treatment group was statistically significantly lower than that in control group, while the AER and Qmax levels were

1 . .
, respectively; the maximum

, respectively. The PVR level in

statistically significantly higher than those in the control group (all P <0.05). After treatment, the prostate — specific
antigen (PSA) levels in treatment group and control group were (0.51 +0.09) and (0.74 +0.10) ng - L™,
respectively; the numbers of red blood cells in urine sediment were (37.41 £3.06) and (40.25 +3.22) cells per
HP, respectively, and the above indicators in treatment group were statistically significantly lower than those in control
group (all P <0.05). After treatment,the testosterone (T) levels in treatment group and control group were (974. 05
+16.87) and (929.78 +16.77) ng - mL™", respectively; the estradiol (E2) levels were (136.47 +10.55) and
(127.58 £10.35) pg + mL™", respectively. The above indicators in treatment group were significantly higher than
those in control group (all P <0.05). The main adverse drug reactions in both groups were gastrointestinal discomfort
headache, etc. The incidence of adverse drug reactions in treatment group was 12. 50% (5 cases/40 cases) , while in
control group was 5.00% (2 cases/40 cases). There was no statistically significant difference between the two groups
(P>0.05). Conclusion

were treated with combination therapy of urapidil sustained — release capsules and finasteride tablet, which improved

Patients with benign prostatic hyperplasia accompanied by lower urinary tract symptoms

their urodynamic indicators and clinical symptoms, restored their sex hormone levels, improved their treatment efficacy
and quality of life.
Key words; urapidil sustained release capsule; finasteride tablet; benign prostatic hyperplasia; lower urinary tract

symptoms
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R IPSS PFor B IRAER R S QoL P FESE 17 | R 24URE IR
SRS B L (B P >0.05) 3697 )5, BRI 4 E/J Table 1 Comparison of general information in two groups
IPSS PE43 (AT BARFRAN QoL WA AHLL TR BRZH 4 . Tiem Control (n=40) Treatment (n =40)
ERRAG(H P <0.05) , 032, Age (year,x +s) 67.49 6. 52 67.49 £6.52
s N Disease duration ( years,& s 5.80 £0.59 5.77 £0. 63
3 2 EBRERDHLIEIROLR e
TAITRT,2 AR IR Sl 128 K B8, TR Grade 11 19(47.50) 18(45.00)
PP LR RS E L () P >0.05) iSF R, Gedell (250 2(55.00
iit%\?ﬂﬂ’\] PVR ZKSF‘]A_UAX‘J' HEQH ttﬁi%‘ﬁk’f& AER ﬂ] Hyperglycemia(n,% ) 21(52.50) 22(55.00)
= o Hypertension (n, % ) 23(57.50) 22(55.00)
Qmax 7KF- 5% A L3 W3 &, TEGL T2 vaerlipidemia(n %) 18(45.00) 16(40. 00)
SYESRITFEE (¥ P<0.05), BFE3, BMI(kg - m™2,% +5) 23.54 £1.69 23.44 £1.53
4 2 ﬂ%%%—gﬁéh’l‘mﬁ"]ttiﬁ SBP(mmHg,x +5) 102. 14 +3. 58 102.23 £3.69
. s , N DBP( mmHg, % # s 71.19 £2.58 71.52£2.44
I, 2 AL 5 B SRR I B s 29
HR(beat + min~" % = 5) 81.25 +4.58 81.54 £4.05

ZESFRTGEI AL (P >0.05) 3697 )5, 54 i
3 A L TR S

zﬂ ttiﬁ( ’ <lit L A E{/J PSA ﬂ:ﬂ )]?'(UL {g 2L éﬂf] ﬂ@ ﬂ& i’{]ﬁ ] Ig% pressure; HR: Heart rate; Control group: Finasteride tablets 5 mg ¢d;

{EE T ﬂéu E 7J(_Ti2j:/gﬁ %ﬂ 1=, T%i_"%ii%%igﬁ% Treatment group: Finasteride tablets 5 mg gd + urapidil sustained — release

T["nl'ﬁX( ilj P <0.05 ) JI_L],%% 4, capsules 30 —60 mg bid.

BMI; Body mass index; SBP; Systolic blood pressure; DBP: Diastolic blood

®2 2 HEHEPRATI IR IESS (TPSS) (FTEI BR ARG i 1 LR (v £ 5)

Table 2 Comparison of international prostate symptom score( IPSS) , prostate volume and quality of life between two groups(x +s)

IPSS score ( points) Prostate volume (ml.) QoL score ( points)
Group
Before treatment After treatment Before treatment After treatment Before treatment After treatment
Control (n =40) 19.37 £1.40 13.79 £1.05* 48.46 £4.40 40.89 £3.12* 4.66 +0. 32 2.51£0.52*
Treatment(n =40) 19.16 £1.77 10.52 +0.98 * 2 47.78 £4.55 40. 46 +3.06* 2 4.71 £0.29 2.01+0.77*%

QoL Quality of life score;Compared with before treatment in the same group, * P <0.05; Compared with control group at the same time, 2P <0. 05.

R3 2HBEIRNIAIEARI R (2 £5)

Table 3 Comparison of urodynamic indexes between two groups(x +s)

PVR(mL) AER(mL - s7!) Qmax(mL + s~ 1)
Group
Before treatment After treatment Before treatment After treatment Before treatment After treatment
Control (n =40) 45.28 4. 14 35.79 £3.24 " 12.59 £1.40 14.37 £1.22* 17.40 £1. 40 21.96 £2.77*
Treatment(n =40) 45.77 +4.05 31.60 +3.75 2 12. 13 £1. 14 16.88 £1.46* % 17.06 £1.52 24.09 £2.53*4

PVR : Post — void residual urine volume ; AER ; Average urinary flow rate ; Qmax ; Maximum urinaryflow rate ; Compared with before treatment in the same group,

* P <0.05; Compared with the control group at the same time, © P <0. 05.

R4 2YBHELEEIEAR LB (v £5)

Table 4 Comparison of laboratory indexes between the two groups (x )

PSA(ng - L°") Red blood cell counts in urine sediment ( per HP)
Group
Before treatment After treatment Before treatment After treatment
Control (n =40) 2.29 £0.41 0.74 £0.10* 49.22 +4. 14 40.25 £3.22°*
Treatment(n =40) 2.27 £0.45 0.51+0.09*% 49.87 +4.05 37.41 £3.06* 2
T(ng - mL™") E,(pg - mL™")
Group
Before treatment After treatment Before treatment After treatment
Control (n =40) 812.44 £10.78 929.78 +16.77 * 42.41 £3.40 127.58 £10.35*
Treatment(n =40) 811.04 £10.58 974.05 +16.87 * 2 42.06 £3.55 136.47 £10.55* 2

PSA : Prostate — specificantigen ; T ; Testosterone ; E, : Estradiol; Compared with before treatment in the same group, * P <0. 05; Compared with control group at

the same time, 2 P <0. 05.



Chin J Clin Pharmacol

Vol. 41 No. 16 August 2025 ( Serial No. 438)

5 2 ABRENIGKRTIEN

TG Y S ROR I R TR IR (P <0.05)
WS,
6 ZE=MEIFM

XML E AR L O B ImiE A IS 1], 5
WA R R A5 5. 00% (2 41/40 1) 5 i3 4
et ka2 ) SR 1B I AE 1] G 1,
SIS BN R HE 2R 12..50% (5 f3il/40 441) ,2 41
xRS B2 G4 (P >0.05) .

RS 2HBERKI TR LE (n, % )

Table 5  Comparison of clinical effects between the two groups
(n,%)

Ttem Control (n=40) Treatment (n =40)
Significant effect 17(42.50) 20(50.00)
Effective 15(37.50) 18(45.00)
Invalid 8(20.00) 2(5.00)

Total efficiency 32(80.00) 38(95.00) 2

Compared with control group, “P <0. 05.

o

KPR R 3 A T IR S RE R 0 & R RS
AL R BT b Bz AH AR 2R AL W8 B 2 i e
ST IN B A R L AR e Al BH T 52
BEAR Ry R SE T ) 3 i, R AT A N OBU S SE T 11 2 38
W/ INAT SRR AARFR SR BRYT R BT S RIS A 1 T IR i
RERAORCR T S F RS HR IR, RS IR
H: BBE A PRI RIS R KO IR AR 5, 2B IR I Re i
IT , IR BN J125 3605 K 1PSS WEAr 75 8 il 3% , 5 ABESE
WS AL o (R AR M B T6 9T B T 90 B 398 26 T IR
BEAEARES 7 R X B, B B2 AN R RN 1) &
AR SRR I RS AL

AT LI, IRTT e, IR ALY B 850K 5 IR
ZHAH bE 2 T, TPSS PE 43 R, 3R S5 AR
AR HEREIRTT LU, S /R 6 A R AR e e 5 A B Tk
35 B R R G R IR S0RN IR Hh T 25 I ACRE IR, 8 T I
IRIT R 1BIT G .2 dLanH IR B (L FE e 2 2%
SIG2FE X, FE A Sy SR b /R v BH W 2 i )5
ol Z, BEARANEBE ), - REIE 5 - Bl - 1o
SZ AR B I L A R T R S ORI L
SR LA, VR L VR A A, R PR R A AR AR R R
JR B R R A 1 e B B 4, G R e R i
B B BE A FBCE T PR RE AR T AR 4 /N AT 5 R R

TR B RS R W, R MR 2 — R A sk
M2 M 55 1k KL PR D8 B AR R IR ME AR 25, 5
AHEIE—E

PR 3R A S A i 47 iR 48 A BB 3 HE PR T RE 1Y
HET B, PVRAER F1 Q,, S5 48R F e 8 & 9 HE IR
PERFIE L. ASBFRE R, 5T AT X L, 69T 5,2 4
SBE Y PVR ZKOF L 2 T R, AER Fl Qmax 7K P34l 3
Ther, R T EA R AH L F 3 253R 7 4 Bh T ucE 1
HHIREN 1438 bR o AR e Jie BEA ) 715 51 iR 4 22 1)
AR, 2 ifk HE DR TR S5 R, DT 688 26 5 1) R By
JIZAERRG B i R AT LR BRI Ak
VWL ol A2 A 3% LAY, ARG PR B
71, I 25 BB LA 1 R 3h 1 2 38 bR K P o R
L3R b I A BE A ] iy 5 B A 5 R AR L 8P ) ol A2
A BEACRT S R SK 1, B OO AR, 7 B+ 2l iR
FI R 12

FEABIFEH IRYT S5 541 PSA Fl R UTIE 2140 i
B B E R, T A E, KO3 B T m . Shr iR
A ERE TG, 0T 43 R 0 RERE S LA R A2
A PRV P AR AL, 400 4 TR A PR i A
I PR BB e, TN ks PSA R FR UL 1 40 i 50K
oo AW RIL, BEATRYT A BT OGE KA RS R
AT IR ECRE R B P K. JERIENE 5 1
PR A IR YT AT 5% ik 1 500 R 398 25 5 | 1 HE R T R
FEEREHREIR , 190 741 i 2710 i 388 A= 118 2 A, DT K i 271 i
X RE MR, A BRI R E R
ﬁ%[l6—l7] .

AHIFFE R I 2H A0t B2 Y B 25 IR BN HE
BLIEGE F22 R RG24 3, (B ] 42 3] 56
HEE LR SR OFEYA BN R AR A B
R, A3 BT FL R AT BE - 2 b R ARt 4 1 A
Ko B, FEA S R BB AR AR IE IR YT R 1 A
B Jig 3 A AR DR I R R R I, T A i, R AR Ak
O, KBTI TT T % BRI BB O F A R
VLI K

AWFFEHETN SRR 5% B e R 106 A AR A e
55 80 PR AR TR M g AR L, v LA G b A0 PR Bl ) 2R 4
P 55 RAE IR, O 4 b 4 o NG B T R AR T
i, A il o (HAHE 5T A REAS B A X A2,
AR XT IR A A — R sg i, T5 I R i — 20 Y
AR A5 B 4 T 14 I R A58 o

SEM:

[ 1] ZRefif 558 0004, 5 . ZRIRGE RIS R 45 85 XU L 1) A L5
BRARIGYT B 51 I8 A A ROV 2 4 A R ST A



2274

v T R 25 PR gk R

Al 16 8] 2025 4E 8 H (A 438 1)

MetaZ3#fr[J]. BE2F5811,2021,31(2) :100—114. S EE Bl R 24,2022 ,19(4) :178—180.

[2] Ry, B9l mESR, 5 . EERYOET S IR BB AR AT ) [11] JEHE, MR, 2L, 55 . & AR WORLIB 5 A IR e V2 97
PERTS IS AR P 2 DRI P8 R 09 22 R B S LT ] RLPERTS BRI A A Al RO E [T ], BURZ S PR , 2023 ,38
ARICARE B 5 R , 2023 ,30(2) :223—227,236. (10) :2568—2572.

[3] AN]J, SONGY, KIM S, et al. Alteration of gut microbes in benign [12]  FHZ% b BeyE, 4 . JEARMERE T HT 5 IR 3 A 5 5 28 bR IE R
prostatic hyperplasia model and finasteride treatment model [ J]. Int B Ik O8I B AR 5 IR 36 7 48 b B IPSS TE4r RS2 [ ]
J Mol Sct, 2023 ,24(6) :5904. KB =24 51 R , 2023 ,20(22) :3279—3281,3286.

[ 4] BARE ¥, DRHURBGE RYERTH IR 4 88 T IRIEE [13]  HARE, FIFZE . SRIHU/REGE R RIS IR A4 3 T IR B A
IRIGARAETAL : RGN B2 Meta 4387 [ 1], AR B RIS IRAE, BREGAE RS : RGN & meta S0 [ )], AR RL R,
2023,29(6) :538—542. 2023,29(6) :538—542.

[5] FEglr. fifrik2007 b B MERTHIRIG E 2B HEmC]// [14]  Z0, TR0 . ARA0MERNS K B R A5 B A O R B AE IR
H/\R AR EE AR S VORI . 2007 :23—26. MR B VR P AL (], BE 2% i PR BF 58, 2025, 42 (6) :

[ 6] s, IMRER,ZORAE . REHTS MRS A RE A A T i i 1011—1014,1018.

WG SN H—E RGN T]. P E T A5, [15] #E, Fill5 . SR /R SHRIE G o 21 1 e %t im i R 8
2004,21(2) :93—96. 9 DX S IR S RsE e ()] b B 2% K, 2024 ,26

[ 7] 3t B, R = . B IRRE RV 43 46 R A4 T 5 B A6 (11) :1704—1707.

BEP RPN BRI PR ES AT (P 30) ,2024, [16] BUSETTO G M, DEL GIUDICE F, D' AGOSTINO D, et al.
10(11) :67—069. Efficacy and safety of finasteride (5 alpha — reductase inhibitor)

[ 8] ks, Ped, TR, 5. QPG E R ERK SRR Y F 8B monotherapy in patients with benign prostatic hyperplasia; A critical
Wr e AR BB M B B v TT B M R A B A B R R FEE () ]. review of the literature [ J]. Arch Ital Urol Androl, 2020,91(4) .
v [ PR 25 2 2 2022 ,38(19) :2273—2277. 205—210.

(9] BRBHFRE, 1, B, 45 . IR AI & 2R ) 3 X8 T 41 it [17] LAANANI M, WEILL A, JOLLANT F, et al. Suicidal risk
R EBF RN SR E A MR Fnsem [ )], wt associated with finasteride versus dutasteride among men treated for
P E E2Y,2023,34(7) :1663—1666. benign prostatic hyperplasia; Nationwide cohort study [ J]. Sci

[10]  BRapAe, ), MR . ATFBE g ARSI SR TR RAERT Rep, 2023,13(1) :5308.

GURRIG A SRH PRERATE IR K [ B i 97 B IR 3 iy s e [0 ] (YFs B E#A 2025 -05 -07)

A F A

Ubrogepan 7577 k- 9m Ay SR AR : — Ik A BEHL 3 W
PRODROME i 55 1) ¥ 2 Pk Br

5|8 : GOADSBY P J, et al. Ubrogepant for the treatment of migraine prodromal symptoms: An exploratory analysis
from the randomized phase 3 PRODROME trial. Nat Med, 2025,31(7) :2179—2185.

PRODROME #ff57 j& — I PF-fti ubrogepant ( —7Fft S35 22 35 PRI AH DG IR SZ A 55T ) 7 D =k I 17 90K 300 25 25 20CR 1
3 W2 R 0 BEOBUS 38 3L o I WF9E R AT 100 mg 515, 5 7R VA2 24 7 15 BE BT Sk I A& 1 I 1 B i e AR
Eg I RTIRF A LS 5EHE 1 ~6 h PRIEAR R S MAIR & VB, 76 1 087 il 2 53 v 477 fil4) 1
SR AR . S5 R4 25 )5 48 h NR ZTOWEAER : 45245 )5 2 h, ubrogepant 21 122 B 4 HE G AR T 2 %
3 19. 5% F112. 5% [ LA (OR) =1.72,95% EAF X[ (CI) =1.13 ~2.61 | ; 45255 3 h, JZ 555 IR 2k %
SRR 27.3% F116.8% [ OR =1.85(95% CL =1. 17 ~2.92) |, SR T8 2= 2243 71 2 28. 9% F1 15.9% [ OR =
2.04(95%C1 =1.25 ~3.32) | ; 4255 4 h, 2L S R I8 2 3R 4 51 50. 7% #i1 35.8% [ OR =1.97 (95% CI =
1.38 ~2.80) | ;24245 24 h, LA RE R 2 =4 31y 88. 5% F182.3% [ OR =1.82(95% CI =1.00 ~3.30) |, 7E
P55 1 h f16 h, 7B SR EMEN I R B 8. 7% F12. 1% [ OR =4.26(95% Cl =1. 17 ~15. 54) |, B4k i
THAR R H 56. 9% F141. 8% [ OR =2.05(95% Cl =1. 14 ~3.71) ], WFFE R ALERTIR I {# FH ubrogepant J597 1]
MO WLRTIRAER , L AEZR 245 1 h Ro] B RS iR



