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Efficacy and Safety of Sanhuangtangshenkang( =#i## 5 ) Combined with Dapagliflozin
in Treatment of Early Diabetes Nephropathy with Qi Deficiency and Blood Stasis

XU Jie,ZHOU Shuang, XIE Danhong
(Taizhou Hospital of Traditional Chinese Medicine, Taizhou 318000 , Zhejiang, China)

Abstract; Objective To investigate the efficacy and safety of Sanhuangtangshenkang( = Z B} ) combined with Dapagli-
flozin in the treatment of Qi deficiency and blood stasis type of early diabetic nephropathy ( DN). Methods A randomized,
double — blind and placebo — controlled clinical trial was conducted involving 120 patients from the Endocrinology and Nephrology
Departments at Taizhou Hospital of Traditional Chinese Medicine from June 2021 to June 2023. The participants were allocated
into two groups. The experimental group(60 patients) received standard care augmented with Sanhuangtangshenkang and Dapa-
gliflozin , while the control group(60 patients) was treated with standard care plus placebo granules and Dapagliflozin. The dura-
tion of treatment was 12 weeks. The primary endpoints included the efficacy of treatment, the renal function,the inflammatory
markers , the enhancement of traditional Chinese medicine( TCM) syndromes,and the frequency of adverse events. Results A total
of 117 patients were successfully enrolled,59 in the experimental group and 58 in the control group. The experimental group
showed a significantly higher overall effective rate compared to the control group(98.30% versus 70.68% ,P <0.05). Biochem-
ical indicators such as the urine albumin — to — creatinine ratio( UACR) ,24 — hour urinary microalbumin( UMA) and 24 - hour
urinary protein were significantly improved in the experimental group compared to those in the control group after 12 weeks of
treatment( P <0. 05). Inflammatory markers including serum amyloid A (SAA) ,interleukin — 6 (IL - 6) , C — reactive protein
(CRP) and homocysteine( Hey) also showed more significant reductions in the experimental group,especially after 12 weeks of
treatment( P < 0.05). The improvements in renal function and other biochemical indicators, such as glycated hemoglobin
(HbAlc) ,estimated glomerular filtration rate (eGFR) and total cholesterol (TC) , were also notably better in the experimental
group( P <0.05). TCM symptom scores further confirmed the improvement in various indicators in the experimental group after
treatment( P <0.05). Although there was no statistically significant difference in the incidence of adverse reactions between the
two groups( P >0.05). The experimental group exhibited a lower rate of adverse reactions(3.38% ) compared to the control
group(8.62% ). Conclusion The combination of Sanhuangtangshenkang with Dapagliflozin is highly effective and safe for impro-

ving renal function, glycemic control and TCM syndromes in patients with early — stage DN characterized by Qi deficiency and

blood stasis , demonstrating both enhanced safety and superior efficacy.
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F2 WAAR MBI DN BFIRY7ATIE 1Y UACR 24 hUMA 24 h JREFE = (v +5)

UACR/(mg/g) 24 hUMA/ (mg/L) 24/h JREHER/(2)
A5 1%k
RITHT WIT4AR R 12A RYTHT RIF4AR AT I12 RYTHT YT 4 RIT 12
Nl 58 28.02£0.62 27.33:0.43 23.62:0.28 22.28+2.41 17.72:1.33 13.62+1.28 2.98x0.31 2.45+0.28  1.74x0.21
R i) 50 28.17+0.65 25.92:0.29 21.41+0.19 22.91+2.33 15.47+1.29 7.36+0.11 3.01+0.33 2.14+0.21  1.11+0.17
¢ 1.276 20.826 50.032 1.437 9.288 37.428 0.506 6.782 17.849
P 0.204 0.000 0.000 0.153 0.000 0.000 0.613 0.000 0.003
3 PIALAR MR T R DN 5 R Y7 TG 9 SAA (IL -6 .CRP Hey 7K LA (x = 5)
SAA/(mg/L) IL-6/(ng/L) CRP/(mg/L) Hey/(pmol/L)
am R
TR WT4R WA TRITHI B4R TR TR WT4R WFRA RITH R4 RIT 121
WAL S8 M3x439 1756033 9.62:137  T.48:131  6.45:0.89 5.74:0.38  8.02:0.59 7.3:0.47  6.62:0.28 22985431 19.45:3.28  15.74£0.21
WRA 059 41843 447:2.08  418:0.51  T.41:133 5145047 301£0.15  $.17:0.58  6.92£0.7 5.20:0.13 2B.01:4.3 18.14£3.20  1211£0.17
1 0.062 7.050 28.555 0.286 9.979 19,39 1.386 5.797 3.031 0.037 2183 102849
Pl 0.950 0.000 0.000 0.774 0.000 0.003 0.168 0.000 0.000 0.970 0.031 0.000
F4  WIAR MR RI DN B# 671G HbAlc eGFR J TC H#R (v £5)
eGFR HbAle/ (%) HbAle/ (%)
415 Tk
BT WEAR WERM Wi WA WFRE Wi Wi wrp
X IR 58 127.58+12.63102.94£10.32 86.67+9.21 9.56+1.34 8.52+1.29 7.66+1.18 7.84+0.97 6.54£0.76  5.23+0.29
N 50 127.62+12.57 78.71+8.45 44.51+4.11 9.52+1.31 7.01+0.87 5.41£0.41 7.79+0.96 5.13+0.45  3.21+0.15
Ll 0.017 13.905 32.065 0.163 7.434 13.822 0.280 12.235 47.438
P{E 0.986 0.000 0.000 0.870 0.000 0.000 0.779 0.000 0.000
S5 OBAIAHE MBI DN B # AT T R IR A L (x £ 5) BN 5y
BRZT R AN e e 87 REWE A1
4151 fil%k
Wl T2 Wl WTRER  WRn T RA BT #7124
X IR 58 5.60£0.38  3.34+0.76  5.33+0.36  3.24+0.79  2.57+0.24  1.97%0.13  2.45+0.25 1.55 +0.43
R4 59 5.65 +0.31 2.17+0.82  5.28+0.33 1.73+0.19  2.60+0.18  0.82+0.14  2.48+0.26 0.89 £0.11
Ll 0.780 8.001 0.783 14.268 0.765 46.022 0.636 11.416
P{f 0.436 0.000 0.435 0.000 0.445 0.000 0.526 0.000
TR PRI A A T e R Jik4n 53
4151 %K
bEyigil] HY7 12 A RYTHT YT 12 A RYTHT YT 12 A
IR 58 1.92 +0.29 0.73 +0.07 1.77 +0.12 0.97 +0.11 0.98 £0.32 0.47 +0.10
e 59 1.94+0.28 0.52£0.05 1.71 £0. 14 0.320.13 0.97 0.28 0.21£0.03
¢ 0.379 18.607 2.487 29.171 0.179 19.116
Py 0.705 0. 000 0.412 0.000 0.857 0.000
0.05) ,IAI A S L ERN 3.38% ARF X IR 8. 62% TR B, T I A VAR PR AN , B AR S A, T LA EOR
W6, TR RS B 1 & R o AU R BRI A B DRI T,
6 PIUIMBE R DN (R BN R 2B AR HEHT 185, FEOR TR A . FEVEIRIE B, SO T BB R 2L
AL B (% ) B IEDIRERFAR , TR G U FHEBR s A 2 oK . K
aAm B kR o EWERE T RRER SR AN BRI 5 R UL AE e A2 , 328 T 52 Ml IS AT 28 , T B
A 58 1(1.72)  1(L.72)  2(3.44) 1(L.72) 5(8.62) M AT e 20CE Wk R g PR RS, i — 25 Jn 2 55 A 45t
Re4l 59 0(0) 1(1.69) 1(1.69)  0(0)  2(3.38) i ZHEME BRI TGP EIIEH A ME TR Eir=i, =
XM 1.422 BRI SR IS R i 8 DN, 2% 259 38 a0 #h 7 <
P 0.232 WO I IR AE FR D 98 B N SE LR AR A B BT g, IR s
3 itk PORIIHERE 1 IS — B IR PR R 25, R T

AU ML L DN & —Fh i BRI WL &, 5 12 i AR <
KA K R TR PR AN 0 5 PR B R H: S o X MR B 25 5
B DU REIE T T M S A AT BT e A s R R
PPRAT AT BER DA 5T I DR AR AR, RS iR
I7, ] RE e BE— A5 0 B A, 9o LA S ) KU, P R )
BH TR A AT P, R S SO B 1

SGLT2 A 7128 , i ok fte HEAH R S8 119 RO HE T oA e (0K ot i
IKOF [t A B F ot R S R B D RE . S
B 5 BB 2 BT 5 5 AT RETFREIR YT DN AT iR A% o

AT R BTG DGR SR R I 7 R0 2 JE R ook BE LA EE, T
AZ B IR AL7E 2 A SR b B R B TR ik
B2 A S B IA 3 98.30% , it i T Xf IRZH 19 70. 68% X
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I BRIV 2, ARG ROV AT, AT LA SR AL A
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e IR TEEIN O RN IKER PSR (SRR SV X 11 O

T MUFAEIR 5 PEAL I PR , FINRIE B, A7 B I BRI 58

Ao R TR AR 99 0025 RS U0 W) T = R B R A IO R A R A

ARGCFIAE I 5T 4t 7 T VS ZE RO o 33X n] BB 5 HAE TR iR <

P CE AT R RN SR LA RE ) 7 A A G TR
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