+2632+ H3BBH 12 2021412 AH AR &GwHA  Drugs & Clinic Vol. 36 No. 12 December 2021

WERFERTTRAM RN TR (TEEHR. SIAMEILE) WIVEA
& PRH5E

& Wl REH2 RELS B A4 B FES, TNHFE R T LRSS ot EWO magk 10
K HE L, AR, Thak

REFEAKFZHE ZMIRER, KE 300250

FBHE SRR — IR ERE, M F§FH 473000
BRI EEERRE, 117G &3 044000
JLETHE - ARERE, 5t/ JLE 556000

KT ARERE, BT KpE 163000

Bept b R4 K428 It JE Rk, BRpE RBH 712021
MPAFF AL, R FEPH 473065

M RVET HIRERE, HRIT WA/RIE 150076
HPHTH P EERE, BRI 4FHT 157000
ARG LR AR B ANREERE, i R 810800
HiFEZBER, HiF /T 810001

- RNEFER AR IEAR, B2 5Pl 550018

© © N o 0k~ wDdRE

R
N P O

B E:. B8 IR I ABERYT SR B R IR M e AR e . AR BUE L TP 2 OIRR
RICIANFFEARER) 2 100 BB . TR IRHE, 3 kiR, 3ik/d, HZi14d, 20, 7. 14 KiFATHEV, =R 1. Ti
M2y Vith 3. WIS EEITRL BT AN IBhR A R R AL SR IR LR P R 4l T IR
PR BRI E s R BRI BRI SRS JRID R R AR S A PR IE R R 4 B R i ek
SEAER, ELBAE 250 MK, VRTT ORI T . A BT A AR R AR, SR e iR TR (1A R B R .
VRS 0T, RSH S KT EEHMBEELA, (7 FREE RN SHN LS ZERIETLHIHE L. NEEERAKE,
WA RFEXT OB, FFEThE T R, R EANR RN, NRFFRERN3.29%. 40 WARERST NERK.
AT R B PR T D), RIS AR, Ak, (AR HE— D R .

KA RN MR SFAPIEIE; SRl R R VOAGR; R (40 B R

FESES: RI83 XHEkRERS: A YEHS: 1674 - 5515(2021)12 - 2632 - 07

DOI: 10.7501/j.issn.1674-5515.2021.12.033

Phase IV clinical study of Shuangdong Capsules in treatment of acute simple
lower urinary tract infection (damp-heat in lower coke and Qi-yin deficiency
pattern)
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Abstract: Objective To further evaluate the safety and effectiveness of Shuangdong Capsules in treatment of acute simple lower
urinary tract infection in a wide range of people. Methods A single-arm, open, multicenter clinical trial enrolled 2 100 patients who
met the criteria. The patients were po administered with Shuangdong Capsules, for 14 d. The patients were followed up on day 0, 7,
and 14, which were classified as visit 1, visit 2, and visit 3. Main efficacy, secondary efficacy, safety evaluation indexes and adverse
events were observed. Results Shuangdong Capsules could significantly reduce the total score of main symptoms of simple lower
urinary tract infection. It can significantly improve the main symptoms of urinary tract infection (frequent urination, urgent urination,
urination pain) and the local and systemic symptoms of lower coke dampness-heat and deficiency of gi and Yin, and the therapeutic
effect gradually increases with the prolongation of medication time. Shuangdong Capsules can effectively reduce the number of urine
white blood cells and significantly improve the rate of urine white blood cells turning negative. By age subgroup analysis, the total
score of the unmarried group was lower than that of the matrimonial group and menopause group, but there was no statistically
significant difference at the end of the treatment course. By age subgroup analysis, the total score of unmarried group was lower than
that of marriage-bearing group and menopausal group, but at the end of the course of treatment, there was no statistically significant
difference in the total score among all groups, indicating that Shuangdong Capsules was widely used for treatment and there was no
obvious group selection. Safety studies showed that Shuangdong Capsules had no significant effect on electrocardiogram, liver and
kidney function, and no serious adverse reactions were observed. The incidence of adverse events was 3.29%. Conclusion
Shuangdong Capsule has a definite curative effect in the treatment of lower urinary tract infection with deficiency of dampness-heat
of lower coke and Qi and Yin, and can be applied to a wide range of people, which is clinically safe and worthy of further clinical
application.

Key words: Shuangdong Capsule; damp-heat in lower coke and Qi-yin deficiency pattern; acute simple lower urinary tract infection;
phase IV clinical study; urine leucocyte turn negative rate
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Table 1 Improvement of single major symptoms
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P 1/ LR A %t P! SR %
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‘ R
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P w1 2 XU A Xt TR S RCEI%
FAS 2075 1760 8 95 212 89.78
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Wk bl R ‘
P w1 2 XU A Xt TR S RRI%
FAS 2048 1763 7 78 200 90.23
PPS 1964 1743 7 66 148 92.46
®2 BIMERSIFSFRIEDH (FAS)
Table 2 Age subgroup analysis of total symptom score in visiting times (FAS)
. FEAR 5
L
RIS BHA A
Tith 1 8.32+253 8.68+2.75 9.05+2.86
Pith 2 3.52+2.62 3.71+282 3.72+3.27
Tith 3 1.15+2.18 0.90+2.19 1.13+2.60
x3 BERBMEMIELAER
Table 3 Urine leucocyte negative conversion conditions of patients
. . ZREE ] JREAH AN
n/f 2% n/f 2%
FAS 1895 1525 80.47 370 19.53
PPS 1881 1515 80.54 366 19.46
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Table 4 TCM syndrome curative effect of patients in visiting times

EIEIE S n/fl DAL [A] 93 1 /151 AU A % ToskB 2%
FAS 2 054 Pith 2 462 252 981 359 34.76
2048 Vith 3 1558 197 216 77 85.69
PPS 2012 ViR 2 453 247 965 347 34.79
2013 Vit 3 1530 193 215 75 85.59
*x5 BEHNEBRIUERTHIER (FAS)
Table 5 Curative effect of single symptom in patients (FAS)
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AME AR 1914 1612 10 86 206 84.74
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TR IR K 1576 1389 2 57 128 88.26
NEMZEH 1681 1548 1 52 80 92.15
P = 1 1702 1403 16 114 169 83.37
L1 1628 1376 6 84 162 84.89
PRECVEM 1806 1416 42 167 181 80.73

24 REMIER
241 AR ARRIGITHT G B AR 0
Wi IR 22 A ot =m0 BRI IR E . WP
Pk ERITIT R R E R LS TR L.
242 ARFHEARRN REFRILE 69 4
BEREANREM, REFN 3.29%, Hom=HEA
RFERA 36, RAEREN 0.14%, MEARFLF
SRR AR . BRRSE% . TRE. &
G RPN, MEARFAYESRABTR. &R
AR B IR WK 6,
KIRARRPNE T, RAEFN 0.33%; 72518
JE9 1Bk, RAZFN 0.047%; JETE 3Bk, K&
2 0.14%;: A+ 161K, KAEZFN0.047%; HI)
S LB, RAEFHN 0.047%; KGR, KAt
A 0.047%; =7 1Bk, KAEZN 0.047%, H
HHOR AN Z TN RAS R RN, AEA5 24 Je VR 2% i -
%7,

*6 BRHTREMHHER

Table 6 Description of adverse events in each system

. AR R AN
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n/l RAEFIY%
TR T AR BRI 6 0.29
FRMERGIETR 4 0.19
MR RS B R 10 0.48
P43k R G5 1 0.05
A B PR I 2 2 B A e 4 0.19
SR ERA RED 1 0.52
TEIR R G 1 0.05
SR ERA (IERD 7 0.33
SIGERA (MERD 17 0.81
S EERAL 19 0.90
TEIR RS 1 0.05




FEIHEFE 128 2021412 H PR XYY 3 Drugs & Clinic Vol. 36 No. 12 December 2021 -« 2637 *
#71 TREMER
Table 7 Details of adverse reactions
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