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AR S 2% 7 il BRI 7 R PR e B A s Hh
I FRTIE 2  40 15)
T S R AT R AT A R AR 5

LR OEFR?, FR, REKX', a8, 250, R4, Fk4gt 2R, HBERX

Lok R ERE, AFETRKZXPIARM3895, 050011; 2. FEFERAGE 2T EREEERE; 3. MACERREE =B ;
4. PALERIR 2 —E R

[(FE] BB sP0ARai & o s RR B IR & A 7 3 e & 3 09 I R 7 ORI Tl . AiE R
A %P B, RE . ZAA FAT ARG KR IR, B 9046 48 R B R 9% P B de B E B o A R
LR 464 . BT A4, LAY R A F AT ERBRE T, BT M IRAL B & Ty, A R A e R AR B &y &
RA, R 1A, MAFRHYH24R., LLH/EAETNE 24N EKEEGEZE (24h-UTP), oGk a
(Alb)., #imirE G (HbAlc), ®MUEF (Scr); REIAARABFTAGERAKEL (ET-1), —&ALR (NO),
R EAEKATF (VEGF) KPR & EIEEIFS, &GN T EIEEST R E R RIT L, CRBFA
ERBER Pk S FHE AT, R BT MEIT)E 24 h-UTP, ET-1, VEGFR-FHE& 7T HEK (P<
0.05), Alb, NOKR-FFZ (P<0.05), KA. IEJR. Pk FTASMAARKRA, 0B, & E XA R A
Fa ikt 2 B AEAR AR ARG T AT AR (P<<0.05). MTRBAET A e S MR ZFH AL FEL (P>
0.05)., LBk, &s7 M85 /524 h-UTP. ET-1. VEGF K -F &A%, Alb. NOKFHZH (P<0.05),
KIP, BR . FERBRAREFRE AR KT HRA (P<0.05). %74 F EIEEEA LR
59.00% (26/44), 706 KB A A F45.45% (20/44); 3T A A 15.22% (7/46) % 8.70% (4/46), &
FAHETRA (P<0.05), MAEHFELARRFHTHR, £2FRGETFEL, HITHNEHETLE
FHEE, GBI EBREFAETAMLE, ARG T AdE— 3 BARKE KR B R R P A e R E B KR
B, REBREIR, ERIF TS HrahE A REAAX,

[E4IA] 48 fom B IER B, e, B % T &8k, 0 MRk, MAUKTRIXE

B DR B 9% (diabetes kidney disease , DKD)
DURFSEPEER F R AT /N sk B R (GFR) #EATHET
R EREREL, JEREIRN R WL B UM T ARE . A
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HRLVE B IG YT LA Al R AR RE 45 7 1 IRGA
I7, B WIEHr A 25 751697 DKD H S il ik &
H GRS, FFREAMAHLE . rE it
A R B R 2R A0 PR L 23 W A (AL HfES : HBZY2020-
KY-075-01),

1 IEERZER

1.1 #Witrs

DKD YR i2ibnifE S I8 OBl PR B I 127R &
FALPU) 1 FEHEBR I 5t PR 3500 0 1 B s
HIEER, B PRIS A B 1 B R el R R
FIAR, [ G IR B AL BB AR . o AR S
HRQ2 % 95 N Pl B 1297 J5 58)", DKD R
FEE KR 1A R R FLER FTHEER >200 pg/min)
BE MR (REEME >500 mg24 h), A5 /N ek
JEE % (eGFR) =60 ml/ (min+1.73 m®).

W BRI W S HEIERR S IR (22 4%k 95 4N
PP 2y J758) 12 W T TR B MAFE : 1)
SENLHRE, BN ; 2) B, oiiiE; 3)
UK IS s 4) DSH 5, SUEmT . BB, &%
ko 2k . BAs 1 TR L2 .

1.2 ARk

1) 54 DKD S W S uE B uEbn i ; 2)
Ry 18~70 %, TEAIARKE; 3) &BEMHAYT E 1L
M2 8 H (HbAle) <7% (4% > 65 %/ & v il 55 &
8.5%); 4) LFEHIAYT 57K K <80 mmHg (4F
% >65 % B F A S 2 90 mmHg) ; 5) % B AT
[ A5
1.3 Herkirg

1) IR, RS AL 2) GIF0
o S g P G s 3) AN D RE RS 0 vk
BLAoEE ;s 4) SRR TS, 5) A
LT 1A H P S A R
1.4 FLEATE

1) A7 I 1] A 4 0 i 245 ) sl o Hie B2k 2
B 2) AfTERIBI A,

1.5 —A%4

AWFFEHA 202141 A 1 H E 20224 12 A 31
Habiz b b . bR R 5 — B B
Tl B B85 = B e ) DKD H 8 i ik 222 90
B, BEHLI AIGIT A 4461, XTREZ 464, JRIT7 4
SRS 31~68 %, JHE 1~58 1 5 X IR 4% 33~66
%, ERE3~62 A . RN, PIHIEL TR
ERIG IR (P>0.05), HAW M,

R PRI B B b 30 IR £ 5 BE PR UL
Table 1  Comparison of baseline data between the two groups
of patients with mid-stage blood stasis syndrome
in diabetic kidney disease

ARt MR (4601)  JRITAL (448)  WfE PIE
B (%) 22 (47.83) 24 (54.55) 0.41 0.52
EWRIY, ks 52.02+10.24  50.72x12.46 0.56  0.58
SR, xes 28. 11x17. 36 24.91+15. 08 0.93 0.35

2 FHik
2.1 FFREIF

FHZ P BEILNE « L RREA T BRI IR
FoEiit. FEARME . ARG, BT

XML 150 B0, DUREE &N R 2T
fabs, MR AT BT TSGR JF S AL

BRI PRI G A B3 202K s
(z,,a + zl,ﬁ,)2 x (a2 + a?)
(e =8)

nfCRBHAEARGE; o [ B4R, BUE N
0.05, 1-BNKIAE, BWUENO0.9; o fLEF—
GUIARAELS , BUEH 11.37; o, ANFEE 4l R
ZEPUE R 9. 67; SACFEA IR LK FREE
14.5, e fRFRMA M IR 2ZEBUE N 21. 51, fEA
AR, HRARHE 396, R AT AT B
GO, FRATI TSR 15%, RIFLFR98A R
90,

BEBL TS S E T SR TSR REbLAL 43,
11 SAS 9. 4 B HIBENLIL B2, XA I R IR 56
T HEFTREALIGSR 5, R A RS aiA B ik
FTRABLA L7 RO IR 2 P AR U B 4
M2 KM AE | JEAR . H 5E e A IR
WY LR, MR S A XA YT A AR
. BIRAGEE SR 2B 0, TR
el o 76 A B A B f 32 B O AR B
TR B AR B G, %4 BB 4 & e ) ik
B BFFERH B L, AR IR B it
TR 6, WHBEILECTE IO R L] 43EL
WG TG T R IEH . RS
2.2 BRI E

WL B A ALRT 2 A e AR, e %%
BERNAYT Y BEIRWIKE; BHERBAESS ¢;
BHEABAE<0.8g (kg-d); MBS
e, MRS SRR T AR 255 Pt
(= N ERLIAS = WY N =1 g | WA e o1 N E e B 59

n =
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HAbFp R 2G5 DI TRENG . P/ MR
. BEIRIR . FIRAFZIUIRIETRYT

VMR 58 BUG TR TT AL AR FE R R B i FH A%
WA TR, AL FEZ315 ¢ (5 1094073), )1
12 (L5 1101473), HiE 10 ¢ (L5 1106103),
JKIE6 ¢ (415 1110473), 42156 g (5 1108243) .
Xof REZH 7R FE R AT TR v 2 22l 3R, et
WAL 45 5 SIRIE ) 1 2 9 Fu iR A i i ok
NS BN T AR — T il 25 PR wl i

WZHBF R H LR, P2 bk, 2k
TRIT 24 JH
2.3 MIRIRARE T ik
2.3.1 EZ4AF 24hREHERE (24 h-UTP):
16T A5 430 B4 B 24 h BRI B B SR FH U4 DR 75 K
. HbAle, IMLAZEM (Alb) . MALEF (Ser): iR
ST RTIG 0 5 B BUR A 25 I il I B BRI . HbA 1e R
SRR A s kI, mAEA (Alb) SRR
H By e A, M AILE (Ser) R WLE R S AL
A
2.3.2 REHAF D M—FLAE (NO). HEERI]
(ET-1). MmN EAKET (VEGF): 1GITFHifE >
S BA IR AR 25 I I 6 — A o R4 Lb 8 A NO
ELISA A6 ET-1, VEGF, 2) HEIFEHAS: 3T
SrbRES B (2R 25 Im R 5T 48 T IR ) (3t
1) YU, FIRTTRTIE XK T B Rk
M. MR . UK SRR . DS, &
EREECAR  BRAIEIEERIZ IR TE . &L h, &
Srito. 10 20 348 (G kG i 7 €8 ) 228 A sl
SRR R, IR IR G R I R A T X 43 ) .
3) KA FMLEAEHN: KSFIHE eGFR<60
ml/ (min-1.73 m*) . I ALEFFH& 1A S DL, 5
JET,
2.3.3 wAMWEN 1) DRI ETEARE . M
JE. DR PRI 2) i0SEATTRTR I AN
MLFEMA . M/, A, NEREASFERE . ]
KRR AN . IRECAIM . fEV I . O FL SO 5
3) ICEARFEFRARE, HKE (YRR R
NWEERARRE) IR R B SR AR
A E R
2.3.4 FROFMATAE  PEIFRTRC: SRR E
S (PERRUEZWT PR " . WAL PR
FVANE R A O, RN =50%; 4734
FEARFRAE 455, TEAE AL 08> =30% (H <50%;
Tesk: R TCECESOINE, IR <30%.

PRI IRIT 88 I S IR 224> % 0l 95
ARFP RIS T R) e . WAL IRE
W =50%; AR WREFERB/D=30%, H<
50%; JoAL: ARIKE| ARG RBRIERS
2.4 %itFHE

K HI SPSS 26. 0 4t i 8 4 % B4l i 47 Be 1t
B, T TR A T IS 4 A R S B A o 22
(xxs) Hidk, EWERAPAE (WUAAED [MQ,,
Q) ] ik FBEETE LIS Ry ZF M, A
[i] B A R M ST FEAS ¢ K56, 2 P T B R L
XF o K06, 75 WA R) BG 55 SRe FH A 0 ST R AR B A
5, HNETE LLECR AT S B g . THE0RORER
FHAREC (FRCE) Fid, PRALR] e PEoRER
XCHREH, SRR P FEAR R RIG5G . YR
FHRUMRG 56, A5 K E o A 0. 05 X7 R R
BT IR, e e e ORI B FL A LS
B bR R G5 7 53T o
3 H#R

G R HIRYT A 4 6] . XF BRAH 549113 BRUAS g
U AR 25 5 R R Y, B & SE IR YT 8141,
IRITUL406], XFHEZH 4141,
3.1 WAEE T EEEST L

L2278, IRIT AP BRI B RE R 59. 09%,
XTHRAA R 15.22%, JRI7 A T R4, ZRA S
23 L (P<0.05).
=2 PHLDREIRS B A o 0 I R v BRI T A% LA
Table 2 Comparison of TCM syndrome efficacy between the

two groups of patients with mid-stage blood stasis syndrome

(6] (%) ]
400 %k AL AR Josk BAEN

BT 44 7 (15.91) 19 (43.18) 18 (40.91) 26 (59.09)
YRR 46 2 (4.35) 5 (10.87) 39 (84.78) 7 (15.22)

in diabetic kidney disease

3.2 PR RIA GRS HOLE

B3R IR TR AR RS RCR N 45. 45%,
XFHRA N 8.70% , IBITAE TRIRA, ZRAG
FE (P<0.05),

3 LREDR BSOS U MU UE S B I AR Ak LA
Table 3  Comparison of clinical disease efficacy between the
two groups of patients with mid-stage blood stasis syndrome
[ (%) ]
g P B AR FeRL AR
WITAL 44 4 (9.09) 16 (36.36) 24 (54.55) 20 (45.45)
XTHEZL 46 1 (2.18) 3 (6.52) 42 (91.30) 4 (8.70)

in diabetic kidney disease
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3.3 BmULEZLFTANE
Ser 7K b

F4on, WABREIRITITA TS LB 2= R oSt
R (P>0.05) . SAARITHILE, BT
HIRIT IR 24 h-UTPACEREIR . AIb BT (P<
0.05), HbAlcHFlSer/K¥-2H5 TGt #E L (P>
0.05). XA KRR IAIT TG LB 22 R8T
éﬁfr%ax (P>0.05) . PIALIRYT 5 M) LA,
IGIT 4 24 h-UTPZK-PAR TXF BT, Alb 7K P TXF
M4 (P<<0.05). RITHIRITHIIG 24 h-UTP 3§ />
{H. AbI LML XA (P<0.05), TfiHbAlc
M SerifYT TR ZE I EZE R ¥R IT¥E L (P>
0.05),
3.4 WMEHEFIEET-1. NO. VEGF APt

K5, PAIBITRI& TR IR LR 22 5 T ge 1+
HEX (P>0.05). 5ARMIBIFRTHES, WRIT4A
J7JR ET-1, VEGF K FFEAK, NOTHE (P<<0.05).
XA AR A E LR Z R LG i E X
(P>0.05). PALIRIT e dllml tbds, JRIT4ET-1.
VEGF 7KK X5 BB 40, NO /& T4 FRZH (P<<0.05) .
RITHIRITHTS ET-1 08/ . NOB Z{H . VEGF
WME R T X IR (P<<0.05).

24 h-UTP. HbAlc. Alb.

3.5 WARFETANE T EIEERS LK

Fon, PRI AT BRI E R iR 22 ¢
BRG i #m  (P>0.05). I AIGI7 e K
JER . UK FRAS B RRAR . R 20ms . 35 (B 50y
SRR AR BB T RTAAA R REL (P<
0.05), i If {4 28 RS i i AR IR T NS 22 R 4
e Y (P>0.05) . X BEAIGYT AT E 45 o BEIE
R L 22 R G 2F B X (P>0.05). iR
JPALIRITE A . MR . (SR IS S R bk 4
PR BE T XTI ZH (P<<0.05), 17 T {5 2 SR 5%
Mg . WU RS SOBARIRRAR . DS SRR 22 R
Git2FE L (P>0.05),
3.6 MABFLEFHLARALE ZALIFNER

IRIT R AR & AR DR E R e T

#%aﬁ%#ﬂ IR T NS AN (A == N (1
M. IMER . TNEREIEFERERE . 14 2R 20
PRECAMML, EWE L, O R WS 25 P AH G HL
HA R AR

P IR AEAR R 7 B XTERAL3 vk (2
B AE T ANIE . 1 BICEL), RAERG6.52%; ik
P 4 BEIUCE.S . THIRIETE), E4R
9.09%. ZXIEIRIT AN BN AR, 25 ] hg

T4 PRLINE PRI B R O IR FR IR YT S 24 h-UTP. HbAlc. Alb. Ser/KY-LbE

Table 4 Comparison of 24 h-UTP, HbAlc, Alb, and Ser levels before and after treatment between the two groups of patients

with mid-stage blood stasis syndrome in diabetic kidney disease (x+s)

20 51 15} [i] 15185 24 h-UTP/g-d™ HbA lc/% Alb/g- L™ Ser/wmol - L™
RITA IRYTHT 40 4.21+1.99 6.26+0. 62 32.29+5. 16 87.03x19. 47
BIT A 40 2.97+1. 429" 6. 18+0. 57 36. 11+4. 99" 85.34x20. 12

IRITHTE A 40 —1.24+0. 92" -0. 08+0. 34 3.82+1.27" ~1. 68+5. 86
popilskEl IRYTHT 41 4.28+2.07 6.22+0.73 33.11+3. 89 86. 89+17. 48
BITIE 41 4.08+2. 05 6.25+0.76 33.034. 56 85.49+17.53

RITRIG 25(H 41 -0. 30+0. 53 0. 030. 30 -0. 08+2. 65 —1.41%5.28

e 24h-UTP, 24/NEFRIEEFE R ; HbAle, BHLMZEH; Alb, MHAZEH; Ser, MALEF.
a) SAAIEIFATHE, P<0.05; b) Sxiia4lbir, P<0.05.

RS PLBERRIR SRR TP A R AT RIS ET-1. NO. VEGF ZKF s

Table 5 Comparison of ET-1, NO, and VEGF levels before and after treatment between the two groups of patients

with mid-stage blood stasis syndrome in diabetic kidney disease (x+s)
20571 Hif 1] 1% ET-1/pg*ml™ NO/pwmol - L™ VEGF/pg-ml™
RIT AL AT R 40 39.46+11.73 35.36+9. 41 96. 42+26. 65
RIT IR 40 23.95+10. 57" 51.70+10. 30" 73.51+25. 05" "
RITRTIG 221 40 -15.51+12. 38" 16. 34+7. 25" -22.91+11. 12
X B2 JRITRT 41 40. 25+12. 21 35.05+7. 05 94. 85+30. 40
WY A 41 38.87x11.45 36. 10+7. 35 93. 74+32. 02
R HTE 250 41 -1.38+5. 16 1.05+3. 20 -1.12+6.31

. ET-1, WIZZE-1; NO, —%fb%&; VEGF, MW AERKKT,
) SARANAITRIILE, P<<0.05; b) S5XFHR41E, P<0.05,
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Ko PILLBE IR B MELO P RS IE IR T RIS T PEIERERU ) HE

Table 6 Comparison of TCM syndrome scores before and after treatment between the two groups of patients

with mid-stage blood stasis syndrome in diabetic kidney disease (M (Q,, Q) ]
K i S
A B — - ZMa P1E — — ZMa P{E
7 A {EEEgE) gl {EEEgE)
IRITH 40  2.00 (2.00, 2.00) 1.00 (1.00, 2.00) -3.989 <<0.001 2.00 (1.00, 3.00) 1.00 (0, 1.00) -4.042 <0.001

I HREH 41 2.00 (1.00, 2.00) 2.00 (1.00, 2.00) -1.069

0.285 2.00 (1.00, 3.00) 2.00 (1.00, 2.00) -1.460  0.144

VAL -0.210 -2.324 -0. 155 -3.224
PE 0.834 0. 020 0.877 0. 001
q B _ Lﬁéﬁ%ﬁﬁﬁﬂﬁ& _ i i _ Hilfiiﬂq%%az&ﬁimf ; i P
TRYTHI BT TRITHI BT
WIFZH 40 1.00 (0, 1.00) 1.00 (0, 1.00) -1.387  0.166 1.00 (0.75, 2.00) 1.00 (0, 1.00) -2.711  0.007
WA 41 1.00 (0, 1.00) 1.00 (0, 1.00) -0.277  0.782 1.00 (1.00, 2.00) 1.00 (1.00, 1.00) -0.474  0.635
VA -0.264 -0. 464 -0. 165 -1.832
PE 0.791 0. 642 0. 869 0. 067
s i A
wal s — RS — 7t P cggfé%%ﬁﬁ%i‘A 7 P
TRYT RIT A 1RYT RIT A
VBITHL 40 1.00 (0, 1.00) 1.00 (0, 1.00) -2.140  0.032 2.50 (2.00, 3.00) 2.00 (1.00, 2.00) -4.625 <0.001
XTHR4L 41 1.00 (0, 1.50) 1.00 (0, 1.00) -2.209  0.835 2.00 (2.00, 3.00) 2.00 (2.00, 3.00) -1.147  0.251
VAl -0. 149 -1. 468 -0. 608 -3.569
PA 0. 882 0.142 0.543 <0. 001
. . ik &4t v
Ayl g p— = Z{H PH
WIY4L 40 2.00 (2.00, 3.00) 1.00 (1.00, 2.00) -5.040 <0.001
XHHR4L 41 2.00 (2.00, 3.00) 2.00 (2.00, 3.00) -1.265  0.206

Al -0. 080 -3.631
P{E 0.936 <0.001

H5RE25HE, (BREWRTERE, WAASARH
HRERZER TSI E X (P>0.05),
4 itig

H I IRJE DKD B E B ik i 2 fa &R
72 DKD AH SO0 A8 XU i = 22 R0 X, AT
B -1 Rk R R G IEIR AN D R
i 2R AR E A YRYY, (AR
FA RIS Y PEFINY, BIREE T CEE
7 JuE, HIEAFHUA S BAME, Hh SR R
Jewm), BOEAR, JCHriz i s Bk s B

TE I . DKD BRIy R ¥ " I 2E AN g R R
MR R MERZIE . CRPFEETT) & “HHE
W, BN, S, RIAT, HBR
B B ST T 7R MR IR A RO SERD B, BEX
“PR MBS X — 52 DKD S 2 B AZ IR AL, R
Y225t ZAF I RSB B A5 AL RGE 07 . TS
REMAE . MBI, ARSI Z s 15 R0
2Ry, EMASY, RERLAETT, MIZSMATNHT,

SIS M AR Z 0 o KRR 7 T b s
RHFEE TAE, RTATHUES | MAms; 28
BAENE L . WRERLES . W4 R Eha, =
ORI ABE LA, AR e, etk
TAE CRIEER) TS CANPIER AN, &
ARAREWRL, HUARBEZ" . FRTAHG M,
AT A TR, S R 2% TRk A
i ekiE, Winfsis, BREE.

RBFFEEER RN, Al 4% 75 ] LUE P BR IR YT
Seah b, R DRRACEST 24 h-UTP, $ 1 & H
K, B PRI RO AL T X IR AL, RIS E
M IfLERAE AL, SRR AR 265 75 n] LU A
T A w3 AR /N ek o SR iy O O A IR T AR
Mo SUERERE, st 2% 7 ik nl LW I 24038 DKD
O LI AR M T . RCRRRAS | 1 SR
LT 0 I B S R DK G 2 A LSRR, 5
BEAEESE ™ —8. BERIT RS W AR A 25 A
WEATRE SN, R B @
SEREARAH G o TR RRAC e 3 5 s il 2 S % iR 2
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AR 22 IO GE 2R3 S, IR 22 R 3R A o) v 2
R BT — s sgm . (R, IRYrdlh BEUEy T
BT X RALE, U AL T 2% 5 X R I ACE AR
NG E ST I el i S YN Il E- 9
HAHBUSEARRRN, NRFMFLEERSHRA
Je2E 5, UERAARIIEIE 45 7 I R N FH 22 4

ET-1 322 9 B4 i o b, 3238 T 3E O 0E
U EE NPT 288, oA g i Thag o
e LA T LA 3 1 5 PN R A0 i X st A el A o | ke
ET-17KFFHE U7y ET-1 5 JLF B AT B 140 i A |
YER, REEVE B /NERIE ST R A i,
FRE, DAKHEREK . Fa A o o I ORI - 4
PEF S, ImREFZE ™ Won, PRk R Z R A
FEBUAN AT LA/ DA R B R R B R, AESR
BIHE T M. NOJ& i = AR A A ) — S b A A
it 5 B 55 43I A o, EAA P A sk ) . b ke
FGE S A VR 2 FEIER BHEH, NOAR{XAT
PAS IR I3 8h Sy AR, i nT LIS 5o B /RN
B 4NN b 7 A2 Y IR gE Y B
DKD & NO 43 /b, i Tt =5 NO ZKF-ml B 5 Bl
T /> DKD B PREE . VEGF J& N 572 41 i 5 22 1)
G, BAMRE M AR, MHgiyET . 3
P AE B A, HRAAZ B0 EE . B I
BB REZRIN R R ™ GRS 5
7N, 2 B PR HE LTS VEGF K- & T, It
5 DKD Z M A7 X R . e iR T A
VEGF 1 2635 0] DU HF M & A i shg, flim
A NI IR 0 T 5 | /NER R L R /NS ] T 2R
Yefh 227 ARRRGE o, ARRSE L5 AT LATE R A I
ET-1 #1 VEGF (Y [AlE, Fhi& NO, X ] g HIG )T
DKD & R AEFBLE Z —

ZE TR, TRV B IR YT SR Akt
T 2575 AT LA — A5 A DKD A3 i 5583E 2 3 R 4
I, BRI R, BAT R 2 4 M R 4K
M, (SRR RDEATHE T, M4 P B Dh ek s vl B
EHAE S Z — o AR —E R E: &
Je, B PRAEARIN B R B — 2 AR E
P, AT BE R 32 A S A R K o A b
PIBERR GRS T AL R, BAREE RS B IhhE N %
FEASE, (IR R B RS R hr.
W, AWFFE A B, AR BN A SR &
Az, ASBEFEA VAR ARSI 45 5 % DKD A 0152
R, ARt R . SRR

JERAR PRI IE KA ], O P B2 25377 DKD 4
PEETE T AL R i Hl

&% 0k
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Forty Cases of Mid-Stage Diabetes Kidney Disease Patients of Blood Stasis Syndrome Treated with Huayu
Tongluo Formula ({¢5%#% 77 ) as an Adjunct Therapy: A Multi-Center, Randomized, Double-Blind, Placebo-
Controlled Trial

MA Yun', WANG Kaishuang®, CAO Shuang', ZHAO Bingwu', BAI Lu’, WU Su’, GAO Yuwei‘, WANG
Xinghua', BIAN Dong', CHEN Zhigiang'

1. Hebei Provincial Hospital of Traditional Chinese Medicine, Shijiazhuang, 050011; 2. Baoding Hospital of Guang’anmen Hospital,
China Academy of Chinese Medical Sciences; 3. The Third Hospital of Hebei Medical University; 4. The First Hospital of Hebei
Medical University

ABSTRACT Objective To evaluate the clinical efficacy of Huayu Tongluo Formula ({£5%i#@%77 , HTF) in patients
with mid-stage diabetic kidney disease of blood stasis syndrome and explore its potential mechanisms. Methods A
multi-center, randomized, double-blind, placebo-controlled clinical trial was conducted. Ninety patients of mid-stage
diabetic kidney disease of blood stasis syndrome were divided into a control group of 46 cases and a treatment group of
44 cases. Both groups received conventional western medicine treatment, the treatment group additionally taking
HTF, while the control group taking a placebo of the formula. The treatment was administered once daily for 24
weeks. The primary outcomes included 24-hour urine total protein (24 h-UTP) , serum albumin (Alb), glycated he-
moglobin (HbAlc), and serum creatinine (Scr). The secondary outcomes included changes in levels of endothelin-1 (ET-
1), nitric oxide (NO), vascular endothelial growth factor (VEGF) , and traditional Chinese medicine (TCM) syn-
drome scores before and after treatment. Clinical efficacy was evaluated based on TCM syndrome scores and overall
disease outcomes. Adverse reactions and endpoint events were recorded. Results In the treatment group after treat-
ment, 24 h-UTP, ET-1, and VEGF levels significantly decreased (P<<0. 05), Alb and NO levels significantly in-
creased (P<<0.05) ; while the TCM syndrome scores for edema, lumbar pain, numbness of limbs, dark purple lips,
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dark purple tongue or purpura, and thin, rough pulse all significantly decreased (P<<0.05). In the control group, no
significant changes were observed in any of the indicators after treatment (P>>0.05). Compared with the control
group, the treatment group showed significant reductions in 24 h-UTP, ET-1, and VEGF levels, and increases in
Alb and NO levels (P<<0.05). The TCM syndrome scores for edema, lumbar pain, dark purple tongue or purpura,
and thin, rough pulse were all lower in the treatment group than in the control group (P<<0.05). The total effective
rate of TCM syndrome in the treatment group was 59. 09% (26/44), and the overall clinical effective rate was 45. 45%
(20/44). In the control group, these rates were 15.22% (7/46) and 8. 7% (4/46) , respectively, with the treatment
group showing significantly better outcomes (P<<0.05). A total of 7 adverse events occurred across both groups, with
no significant difference (P>0.05). No endpoint events occurred during the study. Conclusion On the basis of
conventional treatment of Western medicine, HTF can further reduce urinary protein levels and improve clinical symp-
toms in patients with mid-stage diabetic kidney disease of blood stasis syndrome. The mechanism may be related to its
effects on endothelial function.

Keywords diabetes kidney disease; blood stasis syndrome; Huayu Tongluo Formula (L3538 4577 ) ; proteinuria;

endothelial function ; randomized controlled trial
2024 -12 -30)
[4#: »F R]

Ol H . 2024 -08 —30; &M H M.

B K AMALE (§ & kh) LBATA

(FEZRE) KERRAFUCR T 19512013 FHIRATH (FEAE) FrEHT (BRFEREABET).
GAEITENDLGRNEE—BXE, MATY RTINS EAEURE, REEETUTHS TH
R’F. BUNEHHARERRIEMNERB. EMTASEMANEXANE, AXETRERTE. BHF, AE

I PESRE. 19511986 FEXERICR 7 B SURE R . Y
| HRathit: ERAREARMT 16 SPEZRGHE, BB ZRA: 100700

L HBiE (010) 64035632 HKEA BHE (BELKENERERMTENEIE)
19511986 FXESIIABE (43KKA) 480 T
19871994 R BAVTABE (13KNKE) 260 T
19952004 EARAVTABE (13KKR) 280 7T
20052013 FAHEAVIARE (13K)E&) 300 T

- B R SR S A S FE Z 553. 5— OhBEZEAEY (1987-1994)

RiMEE (FEEE) A

XY KA FEY CRO IAD EHO

3 s saum e
FREEN W WA W OW N A -7‘:‘_‘3_

IR{ETA RERAR SRFERE DRERE HEH

FAQS & mawE  ms ’ w2 W[ & [T m

B - wmeE [ FR-m Rk x Rowexr e ok ] 5[5 & [F2 m +

& L —

[ - mTESR x| = - | -] T Q*mua iEF/48 & .
() PEZE. 19575081 A BB 7] ® L — ++
% PERGE. 1987503l ] 1. SIS = - T E— S
[ PEZGE. 198751008 2. BB SPHAMXR - — ) 5b o ok
PEZE. 1957F 11 13 BE=ie = T &% : |
&) PESGS. 19671200 D14 stiRepmsing M 10511088 el o
PERE. 1955 01R [ls. MR AT B PR Ay oo vmiee sy turERa o +
(] ®EZGE. 198850280 e #EEERE N 25
PERE. 1905703l []7. e AiE215] —2 >

] PEZFE. 19555041
PEZGE. 19855F05HE
] PEZE. 19555061
PEZGE. 1988F07THE
PEZGE. 195550817

e
[Dls. THPLsMRIER=M A.L:“Mho > &) (rEae) o |
[ . B EILEFSTREES Y
[]10. EiE=A

D] 1. HEEHEFAA

] PEZE. 19555031
PEZGE. 19881085
] PEZE. 1985F 1115
PEZFGE. 1985F 1211
PEZGE. 19895F011)
(] ®EZGE. 198950281
% PEZGE. 19895031
_] PEFGE. 19895041
PEZGE. 19895051
_] PEZGE. 19895061
PEZGE. 19895F0THE
? PEZGE. 19895081
(] PEZE. 19895091
PEZE. 195951005
] PEZFE. 1959F 1115
PEZGE. 1989F 12181

] 12. PEHRESTHIRST BN
[]13. RN SiRiR20)

D] 14. BETTEMTFEIRIAS
2] 15. FRIEFPRISIIETE S 52|
2] 18. 3H/REOZEE A ER
] 17. SBIE RS2 436D PE
[v] 18, PESEBEIAT BB
[ 19. ZFeTRRARIST AE]
[>] 20. SRABXSEF(BELIREHIRA
[l21. FIABSTiET 82 LEFE
[¥] 22. PEGI&ST ) LEREREMA

PERERER

[¥] 23. 181 E IR

[ 2a. )\W!E!ﬂ*ﬁﬂ&!(%‘
B8] #SiEE

Eh

WO O

1967 1968

TEFHAE D)

i 2 EEEE e uﬂl\ldhlo"\lﬂ%l

[T 9 maternet




