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HWE B8 8T8 %8 B 8748 ksm K 9% (DKD) M 7 B R FLRKASE B 6916 R 7 3L, ik 4h
ANFEFEHAFRZETER 2022 F 1 A—2024 5 4 AWKE 6 85 Bl 458 55 B A KAZIES DKD
B RRRNECFT R R A AT 42 ) (KA b7 ) Fe it T 43 Bl (A7 + B X B R R%97T),
YRE P 20 % B G T AT G e AR AEAR (FIB —4 F5 80 4B RS Rt A8 K 38 AR [ 4B 4 & & (HbAlc) | &2 B 5%
(TC) HH =8 (TC) . HFEMEE (HDL-C) KFEMEG (LDL-C) ] B ad547[24 h &4
(24h UTP) B 3kiEit & (eGFR) (2 JUEF(Ser) ke ZE R (BUN) kB (UA) | Rz AW te, &%, F
T2 BJE e e R A2 E A 90.7% (39/43) , 25 3 T3 B4 64.3% (27/42) , £ A %t
FEL(P<0.01), BHFAFEIEEFS>BERIL(P <0.01), M xTIRLLFE 5 KA AR, 12 2 F L%
FEEXL(P>0.05), B EMMAEF FIB -4 3BH ¥ TFTH(P<0.05,P<0.01),%7 4 FIB -4 35
R EFRA R T RBA(P<0.05), 274 TC.LDL-C 2F FTH(P<0.01),TCHAR FTH(P<
0.05),HDL-C R%AKE 22 F AL FENL(P>0.05); % BATCHEFHE(P<0.05),TG,
HDL-C.IDL-C 2 FTH¥ 22 FHA4TFEL(P>0.05), %7745 % HbAlc 34FA R T K
(P<0.05) ;%40 % % HbAlc R LA Z KX E(P>0.05), B %5 % eGFR 5479 2 LH (P <
0.05) ,24h UTP Scr . UA 3 4R 2 FTH% (P <0.05),BUN K AW 2 & & (P >0.05); 5 B2 8 % 89
24h UTP.eGFR .Scr . BUN UA R A AT & 12 2 F A% HFENL(P>0.05), . BEXBEF TR
BEME R 5 E ARMRASE DKD %469 FIB -4 3880 WA AR 15 AR 2K 2h s 548 K 16 IR 35 47, B F R
AR AR = 0 09 B AR AR I £ 440 09 T | 7B B RETh Ak 3E 5 R R A b | L% AP RO
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B PRI B 9% ( Diabetic kidney disease , DKD) f&—Ff
DU RS gt PR EE 1 ST M T e R R S E I
PRI AR PRSI I 8 T i . 7E 2 AUBE BRE ( Type

A O A A RFIIESE R ORI R
H RS- R IET 24 AL J3E 5 D AR 5%, PRI 2T 24 AL e
TR B R U AH G . FIB — 4 J& —Fh JC A4l i

2 diabetes mellitus, T2DM ) H 35+ | S BRAR G4 T JE 27
HeARY BB 2 P 65, 04% X R B A

KR EE.2024 -09 -04  f&[E HH:2025 - 12 -09

ELTE . [HEK G RBAR LI H (82074407) 3 & #6 TAE & JRBHIFG 15
TiUH (F & 2024 -2 -4165) 5t [ v BERLA B R A BT T
FRHOCHTH (C12021A01204) 5 55 Tt Az BRIl R 75 A
AWHEITH (B2 NZRR (2021271 45)

VEERIA BHERE (1999 - ), &, W-LAF 50, EENF P E BRI
B IR I PRI 5T

*BIEEE XIMEE (1977 - ), L Wit FALEIN, A 00, 2

1o R 2 B VA 18 1 B S I R 9T

IR 4 AL A2 B B 45 45, 762 4F T2DM & FIB - 4
TR I 5518 1% B R Y & e 28RN E e % U1 AR O,
FIB — 448 5500 57 B 5 ol & A R Ry, 3X 7T e 5 1 HR 4k
AT LA BRI AR DR 285 AR AR A8 o AR R A oY
FEL A e L4 ol %) 50 L | IR 55 2 DKD 13 XU [
G [E0 R o [ B 50737 B NN B s Bl
T2 IS HEhIGY T MERE R Ze e HRTE BRI &
BELLFE I MM | R RRBE | I A A ) XU R 2R g
Hl s E 7 REIRA SCLT -2 2825 Wy nt IR 1 KT
LT LA 25 4 A 4, R4S X T S 28 9 0 1)
H—EMVER B 5= R M A R, S—IR P A
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257697 DKD HA ML 28 8 ZiR7E W
T, 5Ly A i A S M IG R ARCE, Bk
PP ST DR 28 AR TR A L R B T
ZINFFIE A ARSI b R s [ R
P T HEBE SR R A BE2 Ak, SR T i 9t , Ak
Pt A 30T | RS AT A LS, | AR A 2R, TR0 1 4%
g, FET RS RS T L Em LR T
FRO BRIT S R BIE R T A& —a xR 'S
DI = F S 1 BUIGA e e o i NN i U =
B 20k IR R B R AR AL AR
FHEG I RE , SE 1M AEZE DKD (3, ASHFFE 008 i ™%
8 B AL 6 B G 3 3, WEAR 2 06 05 8 X R B IR YT
DKD MG RIT 2, WA T5 197 DKD $ 4t 5 o 2 1 1
UEBE 25 R
1 #EME5RHE
11—k

VEPE v [ o S B2 B 2R e B B 2022 A 1 H—
2024 4 4 JUIE ) 85 4 rh B BEIE &8 T M8 E T R
FHZK{5:1 DKD 5 il it Blb L 2 o 4o iRy r il
43 BiFT R 42 B, JR97 A T 32 B, k1 B,
SEIJAERS (62.72 +11.65) %, B IR 5 %k 72 (8. 89 +
3.57) 4 X FR AL Bk 28 i, &k 14 5, S 2 4 i
(61.52£12.81) %, WEIR M 72 (8. 88 +3.34) 4,
WA B E LR ZR LRITFE L (P>0.05) , B
A AT, A ZE IR i B R B B R B A
Ze i 2t (WIEC - KT -2023 - 036 — P002)

1.2 2WitrifE

2 RUBEPRIGIZWIbR IR ] 2020 4F¢ [ 2 RUHE IR
WRBTIGTEEE) A T2DM S REE AR AT A LR AR
13, OFENLMAE =11. 1 mmol/L; @ =5 & Il 4 =
7.0 mmol/L; @OGTT 55,2 h A =11. 1 mmol/L;
@ LINLIE 1 =6.5%

B PR B IS990 12 Wb o R FH 2021 4R b [ A bR
B RERBA S REE) P, E A T2DM 1A B 4 1
3 DRI R HE S Al D PR 5 | Ak 0 W s 1 0L T, /0 L
% T4 1 A2 Wk DKD, OHEBR IR TN R K
O 78 3 N H Z AN 3 IOk 2 2> 2 KR
fofim A FULEF HE ( Albumin Creatinine Ratio, ACR) =
30 mg/gik 24 h JREE FIHEMESE =30 mg/24 h; Q5
IINERJIE 1R ((estimate glomerular filtration rate,eGFR) <
60 mL/min $54E 3 ™ H UL ;@B KT A DKD 199%
R AS

B I2 bR AR 3 2002 4 2438 245 I PRAJF

SEHE SN (VAT ) ) O R L AR R, R K
15E, FAE R = IR K, WS, B/ DR,
IR . UIE : I RS, RS, IR 2 | Jhe fE
i, AR SE, H RIS, A R, B IOHE st
SRR W, T 24 R B LA BT B | 7
JEFREFE A 3 T, UOEAT I L, b AR RS
WK% 5y BTN AT 512
1.3 AR

OFF G LR s PRI KR PRI B E S 112 Wb v ;
QAFHE 30 ~85 2 ; DL, YL 4 FE 90 ~ 150 mmHg, £F
7K 60 ~90 mmHg; @eGFR =25 mL/min ; &% & A1
Al & 45, nT Rt bt
1.4 HEBRARAE

AT N I ATUEF 35 15 BB A 5 @ B 50U 2
KBz s @I PARE R A O WIUESE | 2k K ER A AE S5 ™
FHARMAE FAF; @B FH B IR RGP 5™ &
P 3 QPR AR AT O 38 sORS #0 95 AS BB TEC A5 56 BN 5
©4b 1 e H sl il 2L 30 B Bt 1) 21 2 s D 2% 1 I & oAt
BN, T AT B SR A B2 B @ T AT B AT e B R
1.5 ATk
1.5.1 FERiayT

PRI FEE 437 2021 4R b DR RIS B RS B
T ) HILRE A VY SRV BOIRT TR, (1) [ I - AR
it £ A I AR A RUBS: | B I B R AE AT
Ak, TR 2 AT e 42— F XU BT < e B ks %1
7 BERRVIARFNTT 5 e 5 0 1 & R 5 R 30, H A ik
SF ., (2) B . o B 45 i 7E < 150/90 mmHg, Il
FEAN TR R s o AR A8 5 2 i | AT T 52155 0 45 A T A 1Ak
P, v AP IH R R 2 T A AR T 3R
MR EFEIE IR FhIR R PIEER , (3) BRI AR AR i 45 r 4
15, A EE RS 2, mT BE BT FC AR VT 45 R | Ji &7 1%
T8 R AR, (4) HABXTREVRYT A O L8 E
W6 3733, T A FH T ] DS I DR i v 5 T A P A 56
G ARTR T
1.5.2 XjHR4]

UL L FEmba 7 Ir % 1697 12 )8,
1.5.3 JRITAH

TE_ERIERIA T T R HEA b 4T 486 il X
B HIRIT AT I 30 g, KF 220 ¢, ¥ 20 ¢,
Bici15 g, AR 15 g, BiK 15 o, 184t 3 g, 4T 15 g, FF
%30 g, M 15 o, V5 15 g, INZE BT 15 g, 46 15 g,
BA 10 g B N HAE INAE T, A0 4 55 5 K2 2Ein B 7,
JEE ARG, M2 45 o Ot B ik e, e ik BTN
it 400 mL, 43 2 WA, 1 5)/d, 3697 12 4,
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1.6 WUERFE bR BT 7 30 R bR
1.6.1 Jradsts

SHRMIhRUE D A S 3 B 7 RAR b N 4 R
H FIB -4 TRER, WEITRHER A 24 h IR
AP EIEEST R, B8 FIB -4 T =40% ;
24 h JREA THE=40% ,IEEER RIRE =50% , A
. FIB -4 FI20% ~40% ;24 h JREH T 20% ~
40% ,IEMETE AR % 30% ~49% . oA FIB -4 F
% <20% ;24 h JREE T FE<20% , UEMGEPE 53 FEIRR <
30% , AR bR Rk sk B LA EE bR i, A
ESUS it aw vy ¢ EPQV € S teg ANl st a8 RS R
BB RCE = (BRUBIE + A RUBE) /R BB x
100% .
1.6.2 RIS

WEERIT R E B E NP EIE GRS, S H (P&
T I PROTHY ) e s G % b E B0,
2.4.6 4r KAEFEIOE % b H it 0.1.2.3 47,
FIERST 0 ~30 43, UAE K7 0 ~ 15 43, WEfsE B R 4y
0 ~45 3 BB AR B IR
1.6.3 FIB -4 $5%k

MG FIB — 4 F850A K, 5 B EIRITRIG T T4 &
PR S FE R Il (AST) I/ I8 TN IR 2 e 7 Tl
(ALT) Z5&4F #4795, FIB -4 = 4E#8 (%) x AST
(U/L)/1f/M340(10° /1) x ALT(U/L) FIE 5 HE
1.6.4  FERRACHHAHCHE bR

KA 0 JARGRYT 12 A5 R A ki, 43
B , R A4 H 3 AR AR SOR: I A IR B B (TC) | H il
=HBR(TG) =% IR M (HDL - C) % s 85 H
(LDL - C) BEfLIMLT & 1 (HbALe) 7K,
1.6.5 'BFUifgssts

TEO B KIRYT 12 il JE , RAE B E BN 24 h IR
T K 7S L L, 388 2o S SR e R A 24 h R EE A
(UTP) & i R A 4 B sl A A AN 2 43 85 1M 5 A AR
A4 LU (Ser) JRZFE A (BUN) SRR (UA) ZKF-, HR 45
CKD - EPL A G5 B /NskiE i # (eGFR)
1.6.6 “Z2VEFEFR

RIS 7 /I FRGE L8 R DR L P IhE O
Bl E Tl sk AR BN &AL
1.7 SEitsrtr

AHFFE R SPSS 26. 0 A AT 484347, it
Shapiro — Wilk 67 56 S 56 T A 19 1F 250 A 1 1L DO
ANFF A IE 2 50 A 1 B R o A (a7 400
[M( P, ,P,s) [ i3k, 41 8] e 38 2R H Wilcoxon Bk F1 A
B 456 IE A0 B 340 £ R 2 (x 2 5) 1R,

A LCRH ¢ e, THECRORHR R O7 R e SR e
Jrkr s, LVE G b SRR . BT A gt e ok
SNBSS, P <0.05 2 FA G0 L,
2 H#R
2.1 PR IR T A LA

N 1 PR, 8L B TA SR T T 12
Jo IBIT A 17 A%, 22 B R, 4 BITERL, B R
R 90.7% (39/43) s FERAYT T8 12 Jil s, X 4
w8 il Ak, 19 B A B, 1S B Rk, B SRR
64.3% (27/42) . RITHIT M TR A, ZR A%
B X (P <0.01),
R 1 FARESE FEKEIE DKD BEIGKRT LS (5)

20 53] kA AL L Jeak BHRCR/ %
AT 43 17 22 4 90. 7**
X HEZH 42 8 19 15 64.3

. SR g, 7 P <0. 01,

2.2 WIABE Th BRI e
PIZH BB IR YT H P BRI 25 o ge i ae s X

(P>0.05), B0 Lk, 8% E Y I Ba 5 ainsT
T 12 J 5 BEEAEE E REAR (P < 0. 01) , iYL
FERIARIT T UG  BA TR (A 22 R TSI F 2
X(P>0.05), W2,

R2 WHARSTSE FFEKEIE DKD 2E&THE

FREIERES LS (2 )
4151 kA it i) TR 5
EREEE 43 HITHT 17.77 4. 14
BITIE 13.16 +3.61 "~
ot B 41 4 HIFHT 17.74 £4.31
BITIE 16.19 +3.08

F L S RYRITRTEEE, * * P <0.01,

2.3 WL FIB -4 $8 8L
PIZH R B VRITHI FIB -4 IR B 7 (P >

0.05) , BA A Hek, 16I7 4408 %00 B 7 B4 SL
RIF T2 J8)5 FIB -4 $8 50 % TR (P <0.01)
TR 2B IA YT 12 J)S FIB -4 550t i B F &
(P <0.05) ;{HEAE X BIRYT IR 19 FIB -4 $850K
SERCRIH AL TSR T TS (P <0.05) . W33,

*3 WHERESE FEKAEIE DKD BE BTG

FIB -4 38818 (x +5)

20 531 %k s 1] FIB -4
IBITAH 43 IRITHI 1.813 +0.20
BITIE 1.097 £0.28* **
X R 42 IRITHI 1.772 £0.21
BITIE 1.314 £0.30*

0 HREHIBITRT RS, " P <0.05,* " P <0.01; 5 4RI G
4, #*P <0.05,
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2.4 PRZBE ARG OCHE AR LA

R 4 frs, RIF R PI4L 1 TC . TG HDL -
C.LDL-C B Z R TLSit#E L (P >0.05), K
AR, LS B IREA EANG YT T 12 A,
RITAEE TC DL - C B3 TR (P <0.01),TG B

L RFE(P <0.05) i HDL - C BWgA 00 H2E R T
Giil2FE L (P >0.05) s (IEREIEYT T 12 FiJa , X I
BE TCHEAR I W R (P <0.05), 1 TG .HDL - C
LDL - C BT T 1% B2 R B T2 2 L (P >
0.05),

*F4 WARETSE FREKEIE DKD £&i8¥THIE TC.TG . HDL - C.LDL - C b3 (x +5,mmol/L)

g pis BdE TC TG HDL - C LDL -C

WITH 43 AU 4.48 £1.27 2.11 £0.94 1.14+0.23 2.62 £0.90
BITIE 3.75+0.87" " 1.52+0.61" 1.19 £0.21 2.04+0.67" "

XA 42 JRITED 3.97 +0.94 1.77 +0.53 1.25+0.35 2.38 £0.82
RITIE 3.59+0.80" 1.56 £0.45 1.16 £0.28 2.28 £0.88

7 SRR R, * P <0.05, " * P <0.01,
2.5 PHALEE MR E O LR

Wk 5 Frn IRITRTPIALER S 19 HbAle L322 5
RGIFEL (P >0.05), WRy74 T 12 )5 &
# HbAlc F8ARHIE TRE(P <0.05) s X BEHIAYT 12 J
J5 B HbAle KRB M3 (P >0.05)

x5 WARETSERMAKEIE DKD BFEFEE

HbAlc BEBR (% £5,%)

21531 15155 Fisf ] HbAlc
bEyigtl 43 VRITHI 7.35+1.25
BITIE 6.75£0.70 *
papiie| 42 VAYTHT 7.53 +2.02
WRITE 7.61 £2.19

T SRAAITRT L, © P <0.05,

2.6 WPHBEBEIRELE

PIZL B EIRIT R B DhRe e br b 22 R g1t
R (P>0.05) , AR M, RIrdliayry 12 M)E
BH eGFR $5 PR W2 - F+H (P <0.05),24h UTP Ser,
UA $58FR B 8 FRE (P <0.05), BUN KA B g ik 3%
(P>0.05) ; % BALIG YT 12 J8 5 o8 45 100 B A BT el
H HERTGIEE (P >0.05), k6,
2.7 WHEELZEVERR IR

POZH BB R YT TS B IR R PR E DR dE
b o L LR L S AR B AR OC 1) 5 A8 1k, R S
TRIT LTI AN R,

Fo MARETEREKEIE DKD BE BTG ENEEISIRER (v +5)

250 B A 24h UTP/ (mg/24 h) eGFR/ (mL/min) Ser/ (pmol/L) UA/ (umol/L) BUN/ (mmol/L)
WITH 43 BT 773.70 +511.60 65.43 £19.90 105.30 +28.01 364.90 +87.85 7.17 +2.89
BTE 454.80 +317.00* 75.21 £22.58 * 92.58 +23.88 * 320.30 +71.53* 7.91 £3.57
XML 42 IBYTRT 849.20 +688.30 67.17 £29.70 108. 80 +45.75 342.10 £74.15 9.24 +4.57
WA 696. 60 +627.40 69.27 £31.64 108.10 +44. 12 355.30 +109.30 8.95 +6.20

TE: SR4IRTRTILES, * P <0.05,
3 Wi

DKD 7E 2 ZBE bR B Th B R 3208 40% , H.
AR B R R PR 0 R A A A AR ZR LS
R HA ARG 3 i 3l ) 2 U RAE M AR AR
WM S LR 4eqh S — Bk B AR H g
I SO AT 4R R AR A, 2 AT IR R LT
T B,

LIRS R BRI FI ] 7 b S
W 5 LIS 7 i A A Rl B S 2R 1 5
AB D A1 B RE A, T O BRIE , NGO Z5 44 R & o
Br, B /R Al A Iz v SR R T BE S
LI AHE s NI RE AT, BT A AV,
BHERG A ERRE 5« 2O MRS < RO TR AL

J& DKD A% HIL, T8 V8 R 35 A RS s o K o HE
B N2 ANZE30 , 5 R Z I i 2 ) S
PR S R XKL R, 2R 2K 3%, & GRS
FHUSD, S H T ek 5, B R BH R, RS R i A R
B, XML AR o B 5 DOBE PR iE ' 2 DKD £
A, LA 0] 35 0 B LT e AL AW A B AT 4
A R IR FRE .25 1 | 5 20RO i 3k
AIPGAIL TP EE ARG, A ZEANE T AR AL, IR IR
AT ST 2 ] LA i s 4 v IR T R
IR B AR =y W HE AL A 2 AR, B 35 R AR
DKD S ERE A, $E I IRT 3L

S B e AT AT 4 28 48 TR I B el ) o
B2 B B 77 R LRI IR, e AR Z RO B 4%, 12 5 =
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ML 2 e ATk F i =R ARG R
TRZAL ., F L | LA AN B RS
B IR OREE, R TR RN LA B HCSUREHS , TK 2 75 1
S IIHA5 245 Z SRR A J 5 5 1605 45 BB K, #b
MG AR, S b as BRI L, B B,
TR S ERZ B TR Z 8, SR Al i 5 i
Aiv, DA SE WO, 0l X SR SR A, e
KB ILEE D AL, SR = MR e 2 R, A
o L R TS, TR JC 6 WA, A A M I 55 s e 2l
B TR HOR AT X LU S B sh 2R, Bl
N5 2a R DR Y= RPR S = 1 IRTIi = IE7R
IEREA, 20T X, A =6 FNE E | g
BRI T 1 e R N T R O A A LIRS
BEIR I B 1Y FIB - 4 48 BUZ AR B IR W B A 1Y
1.6 1520 %8 50T B e ) JHF JOE £ 2k AL R B 15 2 1 IR
MSr AR S DKD Ay a2 > ARiFs il
S B E IR YT S (0 27 2 A AU b s il i
AR BT REE AR, PRALEREIRYTY 12 JEJE I FIB -4
F6%0 .24h UTP Y80 2 TR, HIR YT 4097 300 AL T-XF
HEZH, T B o AR AE G 1 IRURS: PR 3R (SRR YT ) 7E R
R I 2T 24 A DR ) ) i — 5 A b e T i
A , T 7E At 05638 2 Bk nT R
AR 2 PR R DR s £ T ALk 1 U3 1 R i IR A A5 31
WG PR LT 2 AR 13 PR 9E B2 8 ik T el 2, IRl iR
TR B it A BE o A I B ARG , A R T A GO A
AR | R AR IO B B I BRI A A 2 B
H A RO B RS A IR BLerdifb | e se iy 45
ZAMER A ST 2 I F A A b 4 S A
JEAY A BRTATZHEY o — SMA 25 1 R 1k & FE BT AT 4R AL fE
A B NLRP3 il Caspase — 1 25 FH &Rkl 2
E SR, T s B ELF AL ST 4L HbAlc
B LR B, 0 IR H % HbATe R WLBH W e, l LAE
WG X R B Iriadra A R T < B EAR Y
R, LR E PR TS 254 5 Re I AE
290 X A 25 P BRI R T 0O 3 LR B g s 4
INH AR S R FERE AR I, VAT 4l
3 TC LDL - C HDL - C TG Mt 35 % I8 4 i 3%
B B X B T S aE AL D g 7 4
b1 1Y KA AR T LR N HE R R A A b B , 2 T
BEERRICH .« 59t — B A 20 B A RO o Y
Mk 2 8 R 25 T 3 A A 4 Al A R DG R i
JF-4H LR 10 A5 U2 B I B Ik B S e i ] e
O I I B AP AT RS R O IRIT AR
B Rk W LT R AL, Al L B RIT e

eGFR UG L SLA A YT B A 2, Ser UA S5 (U1

YAMIFE 2, Ty Z2 80 b 25 Z2 05T LIl i Bt R Bt

AL BT RIS AR R R mT L

TR 1B O LA PN B A FAAER DKD B 14 I T R

[ TN TR S S il = R BTG SR 0 o

IHITALBHE BUN RA BB, A LIS H22

ST S ARG I 1D XA

BARAR G, LA S AU, 8RSk Rl DL

SR BE AR B WDE A X AR, XE

o ABKEIE R IR RS YRR
25 b H URERINA 7 A T AT 27 4 A XU

1) (R EEX BF E D REAT 4, (EL7 280 B 3653 X0 B

AE 2l AP S A W O AR 2R X AR I

LT YRR e Bt I ) RE | SiE 22 53 s 114 E Jie A ol 2L

VEHT, Bz e RAF (A5 Im R H] . (EABIESAF

TEWFFAEA D SRR PR AR B — S5 AR b

ta b — 2D IT e RFEA (22 i i R 36 W53 7 9 7

R, e — L X AT A R AT RIE
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Clinical Study on Tongxuan Qishen Formula in Treating Diabetic Nephropathy
HAN Jiatong, MIAO Beiliang, GAO Mengqi, LIU Shiwei
Department of Nephrology and Endocrinology, Wangjing Hospital, China Academy
of Chinese Medical Sciences, Beijing 100102, China
Abstract Objective: To explore the clinical efficacy of Tongxuan Qishen formula ( clearing Xuan and activating kidney
Therapy) in treating diabetic nephropathy ( DN) patients with spleen and kidney deficiency, blood stasis and water
stagnation syndrome. Methods: A total of 85 patients with diabetic nephropathy who met the criteria of spleen and kidney
deficiency, blood stasis and water stagnation syndrome, admitted to Wangjing Hospital of China Academy of Chinese
Medical Sciences from January 2022 to April 2024, were randomly divided into a control group ( receiving basic
treatment) and an treatment group (receiving basic treatment + clearing Xuan and activating kidney Therapy). The
treatment group consisted of 43 patients, and the control group had 42 patients. The clinical symptoms, FIB —4 index,
glucose and lipid metabolism — related indicators [ glycated hemoglobin (HbAlc) , total cholesterol (TC) , triglycerides
(TG) , high — density lipoprotein cholesterol (HDL - C), and low — density lipoprotein cholesterol (LDL —C) ], renal
function indicators [ 24 — hour urine total protein (24h UTP), estimated glomerular filtration rate (eGFR), serum

creatinine ( Scr), blood urea nitrogen ( BUN), and uric acid (UA) ], and safety indicators were observed and
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compared between the two groups before and after treatment. Results; After 12 weeks of intervention, the clinical
treatment effective rate in the treatment group was 90.7% (39/43) , significantly higher than the 64.3% (27/42) in the
control group (P < 0. 01). The Traditional Chinese Medicine ( TCM ) syndrome scores in the observation group
decreased significantly (P <0.01), while in the control group, although there was a reduction in scores, the difference
was not statistically significant (P >0.05). Following treatment, the FIB —4 index decreased in both groups, but the
improvement in the treatment group was significantly better than that in the control group (P <0.05, P <0.01). The
lipid profile improvement in the treatment group was significantly better than that in the control group (P <0.05).
Specifically, total cholesterol ( TC) and low — density lipoprotein cholesterol ( LDL — C) in the treatment group
decreased significantly (P <0.01), triglycerides (TG) decreased markedly (P <0.05), and high — density lipoprotein
cholesterol (HDL - C) showed slight improvement but the difference was not statistically significant (P >0.05). In the
control group, TC decreased significantly (P <0.05), but the reductions in TG, HDL - C, and LDL — C were not
statistically significant (P >0.05). The HbAlc levels in the treatment group decreased significantly (P <0.05) , while
no significant improvement was observed in the HbAlc levels of the control group (P >0.05). The estimated glomerular
filtration rate (eGFR) in the treatment group increased significantly (P <0.05), while 24 — hour urine total protein
(24h UTP), serum creatinine ( Scr) and uric acid (UA) decreased significantly (P < 0. 05). No significant
improvement was observed in blood urea nitrogen ( BUN) (P >0.05). In the control group, although there were
improvements in 24h UTP, eGFR, Scr, BUN, and UA, the differences were not statistically significant (P >0.05).
Conclusion; Tongxuan Qishen formula can significantly improve the FIB —4 index, renal function, and metabolism —
related clinical indicators in DN patients with spleen — kidney deficiency, blood stasis and water stagnation syndrome. It
reduces the accumulation of metabolic products in the human body and plays an important role in reducing the risk of
liver fibrosis, improving renal function, and delaying disease progression.

Key words Tongxuan Qishen Formula; Spleen — kidney deficiency; Blood stasis and water retention; Diabetic kidney

disease; FIB —4 index; Indicators of glycolipid metabolism



