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[ Abstract] Objective To evaluate the safety and efficacy of Relinging granules in
real-world clinical settings and to provide data-based guidance for optimizing clinical dosing
regimens and improving rational drug use. Methods Open and phase IV clinical trials were
conducted in 51 hospitals, with participants suffering from simple or complex urinary tract
infections(UTI) caused by dampness and heat in the lower energizer. Patients with simple
UTI were given 8 g of Relinging granules three times a day for 5 days. Patients with complex
UTI were given 8 g of Relinging granules three times a day, in combination with quinolone
antibiotics, for a course of 7~14 days. The outcome indicators were clinical efficacy, traditional
Chinese medicine syndrome efficacy, bacterial clearance rate, and safety. Results A total of
2 009 subjects were included, of which 11 patients were lost to follow-up and dropped out. A
total of 1 998 cases were included in the full analysis set, including 1 532 patients with simple
UTTI and 466 patients with complex UTI. The clinical cure rate was 68.57%, with 74.41% and
49.36% for patients with simple and complex UTI, respectively. The cure rate of traditional
Chinese medicine syndrome was 72.22%, with 75.13% and 62.66% for patients with simple
and complex UTI, respectively. The bacterial conversion rate of patients with positive bacterial
culture and bacterial clearance rate in simple UTI were 57.75% and 58.02%, respectively; The
bacterial conversion rate of patients with positive bacterial culture in complex UTI was 45.59%,
and the bacterial clearance rate was 43.92%. There were 24 cases of drug-related adverse
reactions, including 17 cases of simple UTT and 7 cases of complex UTI. Conclusion Relinging
granules have good effectiveness and safety in treating simple UTI, and can also improve the

traditional Chinese medicine syndrome of damp heat syndrome in the lower energizer.

[Keywords ] Relinging granules; Urinary tract infection; Phase IV clinical trial;
Clinical efficacy; Safety
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Table 1. Traditional Chinese Medicine symptom grading and quantification scale

AEIR PSR

A

FRA5 0=TE: 2=/MEVHIMIN, 45 FREES 100 4=/ MEVHOHAN, 45 10~15%;
6=/IMEYCEINN, 45 H 15U L

R 0=75; 2=/MEZE, TR 4=/MEZH, (CTRHAZ); 6=/MERf, BARE

PRI KRR 0=T5; 2=/MERTRIEFAEAER , AU 4=/ IMERTRIEMET, HIRARAE;
6=/IMEI IRAAHNEZ,

Y

PREA 0=T5; 1=PRERIHE; 2=PRELRE; 3=PREHK

AN SEEST 0=J5; 1=Kl 2=IWTBL, APRATEE; 3=HRgthin, HELZZ

i 0=JC; 1=MERKARE, A Jf; 2=IERRTE, FEDUAR]; 3=IERAE 2

SEIER A 0=Tt; 2=

yxxz.whuznhmedj.com



EZFE 2024 £ 7 A% 34 £5 7 H] New Medicine, Jul. 2024, Vol.34, No.7 789

Bk OIGRKREER: HZE5H)E 7 d BT
FERFMAAE, FZ545H05 4 FRRE s HERAAAE
W QANPE2AEE R HZGZ505 7 d BV 40
WG, 2R EEIRITIE 4 FEREUTIE, fE5 )
() HEA T 8 DR A 7728 W D s DR B e AR SR B
1.4.2  ZAWIEAF

WG 25 5 AN BB N i 2 A 4 2 o
P R R A RN R AR DR R
H BRI L PRI I 100 LA B A Bt FH 245 25 1 1
WATLEG T, FESEGL . Kt Ak
ANiES, VSRR Z2=IGYTIE 4 A, HEMHE, 1]
ATRBAHOG . ATREAH G MEG A R RN . AR
N FEAY F AR Z: 5 1 R 9 237 B U B DL R
HASFIIMBEATEA,, St RN EA R,
1.5 Git=anHh

K H] SAS 9.4 BAFHATEAE /b, BELeEAr
B BAbREZE (x5 ) Fon, AT E
R E o3 (n, %) 2. WS
4. O M4 (full analysis set, FAS) :
SR BB R AT & B2 R IR YT T U Y BRAR 2 3K
. QRS ITE4E (per protocol set, PPS) : 7&
G315 J7 22 0 461 B BT 7 A R A 5
B MEREE (safety analysis set, SS) : J
T B2 A 5 T 2 PRV i 1) A2 33 4R
AR TB Y 7 TN v a R E T e e o e
o WRIGAFE = KGR EERE/ 5K
PRIA AL FE A5 W2 BB x 100%; I R 36 A%
4 95%CI 715252 K : p=In(odds)=In[X/(n-X)],
SE(p)=SE[In(odds)l= \/1/X + 1/(n—X) » X,
n HPAS 5K AR ML B AL, X Mk
RIGABE RGO, p MIGIKIGRR, SE (p)

I PRI AR b
2 R

21 SWEESE

AT £ AR PR (SRR B 2 009 5],
rh Bl PR BRI 1 539 ], A2 4 R I UK
Yu R 470 1], HEA FAS ZMHTEE 1998 {5, P4l
PEIR IR GY 7 BRI 2 R B e 4 51 £ R 5
W% s AT TR I Z i A PPS Zrfr, 3t
1581 1, HEWLFE 2.
2.2 N\ARGIERSFIE

FAS B4 46 b, A4 & & P 3 1 550 6l
(27.53% ) , Lkl 448 #) (72.47% ) , 4F ik
(48.10+£16.04) %, K (61.22+9.58) kg, &
(16329 +7.00 ) em, ABEARIR(36.55 £0.32) °C,
89 4l 4.46% )3z ik L L FEE, 1599 4411 80.15% )
JE AR, 396 ] (19.85% ) R Kbl
R 13250 (66.32% ) , ¥ 628 i
(31.43% ) , FJZ 456 (2.25% ) . 424 ] (21.23% )
FENATT 48 h WA B E R, 538 ] (26.94% )
A H AT 56T, WAk 3.

F2 SMHEEBEGIL

Table 2. Number of patients in analysis datasets

PR LA FAS () PPS (f]) SS (f)

HalifE (n=1539) 1532 1297 1532

KMk (n=470) 466 284 466
WEbRpE2H 79 43 79
HIA R 2H 78 57 78
Y 2 WAL H 173 96 173
HoAth 136 88 136

®3 NARGIEKFFIER (n, %)

Table 3. Basic characteristics of enrolled patients (1, %)

FHIE LR IR Y (n=1532) BHMEIR G (n=466) &t (n=1998)
PERI

% 391 (25.52) 159 (34.12) 550 (27.53)

7 1141 (74.48) 307 (65.88) 1448 (72.47)
Y (%) 7 46.99 = 15.78 51.74 £ 16.35 48.10 + 16.04
HE (kg) 60.80 + 9.43 62.60 +9.92 61.22 +9.58
B (em) " 163.11 £ 6.97 163.88 +7.05 163.29 + 7.00
ABifki (°C) 36.56 + 0.29 36.54 +0.41 36.55 +0.32
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Table 4. Results of clinical efficacy in patients with UTI

PR YA (7SRO 4 I RYA AR (95%Cl)
Atk (n=1532) 1140 74.41% (72.16%, 76.66% )
B (n=466) ° 230 49.36% (44.71%, 54.01% )
BEIRSEL (n=79) 37 46.84% (35.39%, 58.29% )
HIZIRRpRA (n=78) 43 55.13% (43.63%, 66.63% )
WAL A (n=173) 89 51.45% (43.75%, 59.15% )
FAAiPE+ S ek (n=1998 ) 1370 68.57% (66.52%, 70.62% )
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Table 5. Results of bacterial culture and therapeutic effects in subgroup patients with
complex UTI (n, %)

25 WHIRIRAL (n=63) ISR (n=62) A Z AL (n=129)
IRY T G R4
[H-P4: 36 (57.14) 50 (80.65) 62 (48.06)
PFH 27 (42.86) 12 (19.35) 67 (51.94)
IRIT G AN RS TR
5B 7 (25.93) 8 (66.67) 32 (47.76)
AL 20 (74.07) 4 (33.33) 35 (52.24)
2T
THBE 7 (25.93) 8 (66.67) 32 (47.76)
RIER 7 (25.93) 1(833) 11 (16.42)
B AR BR 12 (44.44) 3 (25.00) 22 (32.84)
BRI IERR 0 (0.00) 0 (0.00) 0 (0.00)
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Table 6. Traditional Chinese Medicine syndrome efficacy in patients with UTI (r, %)

PR YA e RS A+ 285 e PR A+ S8+ A 4K T

HpaibE (n=1532) 1151 (75.13) 1340 (87.47) 192 (12.53)

B (n=466) ° 292 (62.66) 377 (80.90) 89 (19.10)
WEPRIRA (n=79) 46 (58.23) 61 (77.22) 18 (22.78)
AIFIARBR AL (n=78) 50 (64.10) 66 (84.62) 12 (15.38)
AL H (n=173) 108 (62.43) 140 (80.92) 33 (19.08)

PaaipE A 22 (n=1998 ) 1443 (72.22)

1717 (85.94) 281 (14.06)
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Table 7. Results of recurrence in patients with

UTl(n, %)
PR LA 7 =¥, 3 KEK
Haitt (n=1059) 18 (1.70) 1041 (98.30)
BME (n=209) ° 8 (3.83) 201 (96.17)
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Table 8. Numbers of adverse reaction in
patients with UTI
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