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[ Abstract] Objective To evaluate the efficacy and safety of Relinging granules in the treatment of
acute uncomplicated urinary tract infection (damp heat in the lower jiao pattern) in females. Methods A
multicenter, randomized, double-blind, double-dummy, positive-drug parallel-controlled, non-inferiority clinical
trial was conducted. Female patients with acute uncomplicated urinary tract infection (damp heat in the lower
jiao pattern) admitted to nine centers between June 30, 2017, and August 6, 2018, were enrolled and randomly
assigned to the experimental group (Relinging granules + ciprofloxacin hydrochloride tablets simulant) or the
control group (Relinqing granules simulant + ciprofloxacin hydrochloride tablets). Treatment lasted for 5 days,
followed by a 4-week follow-up period. The cure rate served as the primary efficacy outcome. Other efficacy
outcomes included bacterial clearance rate, comprehensive recovery rate, and recurrence rate. Safety was assessed
by monitoring the occurrence of adverse reactions. Results A total of 191 patients were enrolled, with 97
patients in the experimental group and 94 patients in the control group. The cure rates were 71.88% (69/96) in the
experimental group and 76.34% (71/93) in the control group, with no statistically significant differences (P=0.377).
The non-inferiority test showed that the lower limit of the 95% confidence interval (CI) for the difference in
clinical cure rates between the experimental and control groups was -16.94%, which did not meet the pre-
specified non-inferiority margin of -10%. Among patients with moderate severity, the cure rates were 70.45%
(31/44) in the experimental group and 51.52% (17/33) in the control group, showing no statistically significant
difference (P=0.090); however, the non-inferiority test supported the non-inferiority of the experimental group
(lower limit of 95% CI: -2.80%>-10%). No statistically significant differences were observed between the two
groups in bacterial clearance rate, comprehensive recovery rate, or recurrence rate of clinical outcomes (P>0.05).
The incidences of adverse drug reactions were 3.13% (3/96) in the experimental group and 5.38% (5/93) in the
control group, with no statistically significant difference (P=0.684). No serious adverse reactions occurred in the
experimental group. Conclusion Based on the full analysis set analysis which is closer to clinical practice, the
clinical cure rate of Relinqing granules in the treatment of female acute uncomplicated urinary tract infection
(damp heat in the lower jiao pattern) was similar to that of ciprofloxacin hydrochloride tablets, but did not reach
the preset non-inferiority standard. In patients with moderate disease, the clinical cure rate of Relinging granules
was higher than that of ciprofloxacin hydrochloride tablets, and showed a non-inferior trend. Relinqing Granules
have good safety, low incidence of adverse reactions, and no serious adverse reactions occur, and the risk is

controllable.

[Keywords] Relinging granules; Uncomplicated urinary tract infection; Damp heat in the lower jiao
pattern; Ciprofloxacin hydrochloride; Randomized controlled trial; Non-inferiority clinical trial
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Figure 1. Flowchart of the formation of analysis data sets for the two groups of subject

https://ywlxbx.whuznhmedj.com/



1368

Chin J Pharmacoepidemiol, Dec. 2025, Vol. 34, No.12

R 2HBEMIFELLE (FAS) [Xxts, n(%)]
Table 1. Comparison of general characteristics between the two groups of patients (FAS) [x £, 1 (%)]

Bz LD RG] (n=96) XFRAA] (n=93) thy’ P
A (%) 34.49 +7.94 35.01+823 -0.350 0.727
K& (kg) 55.93+5.89 56.03 +7.10 -0.170 0.865
B (em) 161.81 +3.63 161.86 +3.94 -0.305 0.758
593 0.480 0.492

DU 96 (100.00) 92 (98.92)

oAb 0 (0.00) 1 (1.08)
iR (°C) 36.65 +0.31 36.61 +0.30 1.000 0.317
it (h) 33.29 +16.16 30.68 + 15.87 1.170 0.245
e B AR 3.880 0.172

Lz3iy 51 (53.13) 59 (63.44)

O 44 (45.83) 33 (35.48)

Gl 1(1.04) 1(1.08)

222 AN FHAIE

FAS AT 45 R BoR . JRIT AT, R4 A e b
FEBHPER K 19.35% (18/93) , *f MR 2H 41 14 15 3%
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I 25 G E L (=1.07, P=0.301) .
K HEAT BOW A I R BN, MR EUT
FAS, FAS 5 PPS Wig4hf—ak,

MBE_FAS 73 B 45 5 7R, X) BE A 40 B 1 ik
oA RIBRAR 11101 (91.67% ) . FElmeki 1
1 (8.33% ) ; IXIGALAM R W AR M. KInRA
P 1110 61.11% )., 3 IRFFEERRAT IR 2491 11.11% ).
TCFLBEERE 2 B 11.11% ) FERABRIE 1 151( 5.56% ).
RS 1 (5.56% ) . Wi v AN B 149
(5.56% ) . 5l 1 B8 H ARk 2 Rk,
AT Z T 17 . 25805 R ANV A |
GURVIMR, SLAURER , SkfakaE (OR) L ZER
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2R LG H%EY (P> 005) ; EEREHEA
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RIS ZH I PRIA AT Ny 83.82% (57/68 ) , XFIRZH N
92.54% (62/67) . WO ERIER, dlH %S
HaitrE (P <005) . 4580%E 2,

LR E B~ , L5 X A I R A &
FIHA 95%C1 FRRHK -16.94%, KT eErdE

R2 2AIGKRITIULE [ (%) ]

Table 2. Comparison of clinical efficacy between the two groups [1 (%)]

25 TR X HRZH Ve P
FASHM -0 oy IR IE 0.780 0.377
I YA 69 (71.88) 71 (76.34)
I IRTERL 27 (28.13) 22 (23.66)
Sl () 5.790 0.016
I PRI 38 (74.51) 54 (91.53)
I RIEAL 13 (2549) 5(847)
Joall () 2.880 0.090
I PRI 31 (70.45) 17 (51.52)
I RIEAL 13 (29.55) 16 (48.48)
it () NA NA
I PRI 0 (0.00) 0 (0.00)
I RIEAL 1 (100.00) 1 (100.00)
PPSHM M- R AL IE 4730 0.030
I YA 57 (83.82) 62 (92.54)
i R TERL 11 (16.18) 5(7.46)

E: NARTFHRERE, LA ZLER,
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h35.29% (6/17) , Xf B8 41 %% /L %k 41.67%
(5/12) » HOLREKIER, dRER TG IT+#

1369

B X (P>0.05) . MBE_FAS 7} #7145 % 5 MBE_
PPS 45 R—H, Wk 5.
26 BEEE

FAS 73 Hr &5 R 2 7n, i 56 201 W PR 245 2R fY
2Rk RN 492% (3/61) , A M4l N 1.67%
(1/60) o HORKIESG, 41255 G
B (P>005) , PPS P M4 R 5 FAS —H(,
MBE_FAS 73 Hr&5 R i, 56 20 i R 45 2R 5 K
%4 0.00% (0/7) , XF B4 K 0.00% (0/4) ;
IR AN 2 45 R IR 0.00% (0/8) , X
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&3 2AIGKERMFRIELHERIE (FAS) (%)

Table 3. Non-inferiority test of clinical cure rates between the two groups (FAS) (%)

eSSl S IR it HRZH F2MH (95%CI)
ESITE S X R ZH 71.88 76.34 —4.47 (-16.94, 8.00)
il (2R popiE| 74.51 91.53 -17.02 (-30.93, -3.11)
ils () X REZ 70.45 51.52 18.94 (-2.80, 40.68)

R4 2APMHFTTHELE (MBE_FAS ) [n (%) ]
Table 4 . Comparison of bacteriological efficacy between the two groups (MBE_FAS) [ (%)]

Ei=t7n A (n=17) XHHRZL (n=12) Ve P
kR 8 (47.06) 6 (50.00)

ESTES 4 (23.53) 1(833)

B AR 5(29.41) 5(41.67)

BRI R 0 (0.00) 0 (0.00)

Al 0 (0.00) 0 (0.00)

Tl AN ERE 2.750 0.253

R5 2AEAITHLLE (MBE_FAS ) [n (%) ]
Table 5. Comparison of comprehensive efficacy between the two groups (MBE_FAS) [n (%)]

Fabr W Ed) X HEZH Ve P
LR 6 (3529) 5(41.67)

LER TR 11 (64.71) 7 (5833)

Tt R REE 0.190 0.665

*6 2HERELILRN (%) ]

Table 6. Comparison of recurrence rates between the two groups [# (%)]

Bl R4 Xt HE 21 Ve P
FASHHHT-I RS SR & 0.420 0.519
¥ 58 (95.08) 59 (98.33)
B 3(4.92) 1(1.67)
MBE_FAS/M -l KRGS R 2 K& NA NA
Jc 4 (100.00) 6 (100.00)
EE} 0 (0.00) 0 (0.00)
MBE_FAS/HMT- 4N 2445 2 & NA NA
G 6 (100.00) 8 (100.00)
H 0 (0.00) 0 (0.00)

E: NARTHAZTRRE, REITARLR,
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