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hyperuricemic nephropathy at CKD stages 3-4

FMEAR

Interventional study

TR HTRAIRARIRE

New Treatment Measure Clinical Study

BRI, Bl WE. LRFIRIGARAZ, BB KRB R RAEELPRER T B CKD3-45557T TPAOIRART R, IESC AR, AR
BIPEERER S BET B RN E PRBR I B RCKD 3- 48BN S IR, TEHNEKMEIHHE, RSBEEETRE, WESHRE, BOREMTEH
iB. HEAESRRREERTERTHR, NPERSTREMBRCKD3-48REHEEERKIE.

Through prospective, randomized, double-blind, placebo-controlled study, the clinical efficacy of Jiangniaosuan formulation in
the treatment of phlegm-turbid and stasis-type hyperuricemic nephropathy at CKD stages 3-4 will be confirmed, and the effect
of "resolving phlegm and removing dampness, promoting blood circulation and removing blood stasis" will be confirmed.
Jiangniaosuan formulation can effectively improve the renal function of hyperuricemic nephropathy at CKD stages 3-4 patients,
delay the progression of end-stage renal disease, improve the patient's quality of life, reduce kidney damage, and reduce the
burden on family and society. In addition, we look forward to forming an effective TCM method to treat hyperuricemic
nephropathy and provide evidence-based medicine for TCM in the treatment of hyperuricemic nephropathy at CKD stages 3-4.

BB TR
Parallel

1. AARBIE SRR TELRSMNE, 2.5018-755F, BIMM{TAKNE, WA, 3.5/\kEd®: 15ml/min<eGFRCKD-EPI-
ASIA<60ml/min; 4. FKTERENIRT; S5.EEHNERARMBRES.

1. Meet the diagnostic criteria for uric acid nephropathy and TCM syndromes; 2. Age 18-75 years old, with independent
behavior ability, no gender limitation; 3. Glomerular filtration rate: 15ml/min<=eGFRCKD-EPI-ASIA<60mI/min; 4. No renal
replacement therapy; 5. Sign the informed consent to enter the clinical research.

1.3HAI0E5Y). SORGYISHSIRARE, 2 RIS IAZERE,; 3 AhEREE (ALTHASTEIERELR2ERLLL) | 4.8
2, OME., B, K. ADWMENRASTERLIEER, BmEaE,; S5 EESMEMIRRENNE,; 6. XNr2EAREZEERNSaT
&, 7 REMESRHEOR (BER> 19/d) SHERREEETSIHRREE.

1. Those with allergies or allergic constitution to the test drugs and control drugs; 2. Pregnant or lactating female patients; 3.
Patients with abnormal liver function (ALT or AST exceeds the upper limit of normal by 2 times or more); 4. Combined with
serious primary diseases such as nervous, cardiovascular, digestive, urinary, endocrine and hematopoietic systems, mental
patients; 5. Those who are participating in other clinical drug trials; 6. Those who have received similar treatment within 2
weeks before the trial; 7. Patients with uric acid nephropathy with proteinuria (proteinuria>1g/d) or diabetes or hereditary
kidney disease.
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Be):
Institution Shuguang Hosgltal A.fﬂ“ated Level of the .
hospital- to Shanghai University of institution: Tertiary A
pitat: Traditional Chinese Medicine ’
Mtk - — —pe s, —
WEER:  jgirenyg:  REA R OREER
Outcomes:
Outcome: Blood urea nitrogen Type: Secondary indicator
MEMES:  0,4,12,24/ WETFE:
Measure Measure
time point of 0,4,12,24 weeks R
method:
outcome:
BirPE: —&HE bisimeSicH IREHSIR
Outcome: Nitric oxide Type: Secondary indicator
MERSES: 0,243 T
Measure Measure
time point of 0,24 weeks
method:
outcome:
IR 24/)NITERERER islaeSicH REHER
Outcome: 24-hour urine uric acid Type: Secondary indicator
WERNES: 0,12,24F METE:
Measure Measure
time point of 0,12,24 weeks K
method:
outcome:
EBirPXE:  24/)\REEER EisimeSicH RESER
Outcome: 24-hour urinary protein quantity Type: Secondary indicator
MERESR:  0,12,24F WETTE:
Measure Measure
time point of 0,12,24 weeks
method:
outcome:
RPN E: RMEBEENELL fizla=SicH IREHETR
Outcome: Urinary microalbumin-creatinine ratio Type: Secondary indicator
MERNES:  0,12,24F WEFE:
Measure Measure
time point of 0,,12,24 weeks
method:
outcome:
BirPE:  RINERESER bislmeSicH IREHSIR
Outcome: Urinary retinol binding protein Type: Secondary indicator
WERtES:  0,12,24/F WEFE:
Measure Measure
time point of 0,,12,24 weeks
. method:
outcome:
BIRE:  RB2-HEER EisimeSicH FEIER
Outcome: Urinary B2-microglobulin Type: Primary indicator
WERNER: 0,12,24F METE:
Measure Measure
time point of 0,12,24 weeks K
. method:
outcome:
BirRE:  RN-ZB-B-D-aEEEEES SleSicR FEIER
Outcome: Urinary N-acetyl-B-D-glucosaminidase Type: Primary indicator
MERESR:  0,12,24F) WEFFE:
Measure Measure
time point of 0,12,24 weeks
method:
outcome:
BirPE: MEHR fEHmREL: EIEFRETR
Outcome: Blood routine examination Type: Adverse events
MERNES:  0,12,24F WE75E:
Measure Measure
time point of 0,12,24 weeks
method:
outcome:
BirhXE: BRESE istrSicH B EFREHR
Outcome: Alanine aminotransferase Type: Adverse events
WERtES:  0,12,245F WEFE:
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Measure

time point of 0,12,24 weeks Measur?
method:
outcome:
BTN  AEEEE EisimeSicH EIWEFREHR
Outcome: Aspartate aminotransferase Type: Adverse events
MERESR:  0,12,24F) WEFFE:
Measure Measure
time point of 0,12,24 weeks
method:
outcome:
BirRXE: y-ARBEEs $EhmREL: EIEFRER
Outcome: Gamma-glutamyltransferase Type: Adverse events
MERNES:  0,12,24F WETFE:
Measure Measure
time point of 0,12,24 weeks
method:
outcome:
Eirhxg:  LDBRE bisimeSicH B EFREHR
Outcome: Electrocardiogram Type: Adverse events
WERtES:  0,12,24/F WEFE:
Measure Measure
time point of 0,12,24 weeks u
method:
outcome:
BirhE: BEBE EislmeSicH REHEIR
Outcome: Kidney B ultrasound Type: Secondary indicator
pUELNEI= 0,243 T
Measure Measure
time point of 0,24 weeks
method:
outcome:
BIRFE:  REMR EisimeSicH EIWEFREHR
Outcome: Urine routine Type: Adverse events
MERESR:  0,12,247) WET5E:
Measure Measure
time point of 0,12,24 weeks
method:
outcome:
BirPXE:  BfER fEHmREL: EIEFRfETR
Outcome: Electrolyte Type: Adverse events
MERNES:  0,12,24F WE7F5%:
Measure Measure
time point of 0,12,24 weeks
method:
outcome:
BiRPE:  EEER bisimeSicH B EFREHR
Outcome: Stool routine Type: Adverse events
MEMBS:  0,12,24F TS E:
Measure Measure
time point of 0,12,24 weeks R
method:
outcome:
BirE: AESINREEE EisieSitH FEIER
Outcome: Estimated glomerular filtration rate Type: Primary indicator
WEARSES:  0,4,12,24F WETTE: CKD-EPINT,
Measure e .
time point of 0,4,12,24 weeks Measurej Chlromc.Kldney Disease ‘ .
. method: Epidemiology Collaboration equation
outcome:
IBfRRazE: IANET EisimeSicH REHER
Outcome: Serum creatinine Type: Secondary indicator
MERBER:  0,4,12,24FF METE: Egi%
Measure Measure
time point of 0,4,12,24 weeks enzymatic analysis
method:
outcome:
BirPXA: MR fEtmREL: IREHEIR
Outcome: Serum uric acid Type: Secondary indicator
MERTES: 0,4,12,24F METE: %
Measure 0,4,12,24 weeks Measure chemical method of analysis
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time point of method:
outcome:
RPN E: FEIHRRS $EhmREL: IREHETR
Outcome: Chinese medicine clinical symptom score Type: Secondary indicator
MERNES:  0,12,24F WETFE:
Measure Measure
time point of 0,12,24 weeks
method:
outcome:
IRANAS mi& HR:
Sample Name: Blood Tissue
Nt AER EFEHER B8
RENBIFA:  Fate of sample: Destruction after use Note
Collecting sample(s) .
from participants: RS R Pzl
Sample Name: Urine Tissue
ANRtRAER EFEHER iEA
Fate of sample: Destruction after use Note
EEHFRNRER: ERFA ! B\ Min age 18 % years
Recruiting status: Pending Participant age: BK Max age 75 % years
145 BigygEr Gender: Both

WEHFSE (BRBBAARMTATSIE

FEEREINESY)

Randomization Procedure

(please state who generates the The statisticians use SPSS 17.0 software to generate random coded serial numbers, and change the treatment drugs of the

random number sequence and experiment group and the control group into two groups, A and B.

by what method):
UTN(£BKE—IRAIL) :

M ARFSPSS 1708 ERHRERS, XA ST SHREIRTHENA. BRFAES]

B
Blinding:
SRS

Calculated Results ater

the Study Completed:

MRERZREIIRATE

The researchers and subjects are blinded

ARG (ERK) B

Organizer institution (leader

institution):

ety ESISEElvE

Data collection Institution:
Gigay=¢olive

Data management Institution:
BRI

Data analysis Institution:

6M

2023F 12 B AFFRIAEIE

In December 2023, open the raw data

JREAEIRIES, BHRSER, XKFEpiData SoftwarefISPSS

Original data records, case report form, using EpiData Software and SPSS
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