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Clinical Study on Improvement of Lower Limb Circulatory Disorders of Diabetic Foot by Mailuo
Shutong Pill( k#5478 AL) Based on Theory of “Dampness - Heat and Blood Stasis Obstruction”

ZHAO Chen, YANG Fuming, TAN Chang, CHEN Jing, LI Xiujuan, LI Linna
(Harbin First Hospital , Harbin 150010, Heilongjiang, China )

Abstract ; Objective Based on the theory of “dampness — heat and blood stasis obstruction” in traditional Chinese medicine,
to investigate the improvement of blood supply of the lower limbs of the patients with diabetic foot combined with lower limb arte-
rial occlusive disease and the effect on the healing of ulcerated surfaces by Mailuo Shutong Pill ( ik 2& &7 ). Methods One
hundred and twenty patients with diabetic foot combined with lower limb arterial occlusive disease who were treated in Harbin
First Hospital from July 2023 to June 2024 were selected as the study subjects, and were randomly divided into the treatment
group and the control group with 60 cases in each group. The control group received conventional western medical treatment, and
the treatment group added Mailuo Shutong Pill on the basis of the control group. The treatment effects,blood glucose levels| fast-
ing plasma glucose( FPG) ,2 h postprandial blood glucose(2 h PG) ], elycated haemoglobin ( HbAlc) levels, lipid levels | total
cholesterol (TC) , triglyceride (TG ) , low density lipoprotein cholesterol (LDL — C) , high density lipoprotein cholesterol ( HDL —
C) 1,blood flow in the foot,sensory nerve conduction velocities and changes in the trauma area before and after the treatment in
both groups were compared. Results The total effective rate of the treatment group was 96.67% (58/60) ,which was significantly
higher than that (83.33% ,50/60) of the control group(y* =5.926,P <0.05). The levels of FPG,2 h PG,HbAlc,TC,TG and
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LDL - C decreased and HDL — C levels increased in both groups after treatment( P <0. 05) ,but the differences in blood glucose

and lipid indexes between the two groups before and after treatment were not statistically significant. (P >0.05). After treat-

ment , the internal diameter of the lumen of the dorsalis pedis artery increased, the blood flow increased, the peak arterial blood

flow decreased in both groups,and the improvement of the treatment group was better than that of the control group(P <0.05).

After treatment,the sensory nerve conduction velocity( SNCV) of the sural nerve increased and the foot trauma area decreased in

both groups,and the improvement of the treatment group was better than that of the control group( P <0.05). There was no ap-

parentt difference in rate of adverse events between the treatment group and the control group( P >0.05). Conclusion Mailuo

Shutong Pill can significantly improve the treatment efficiency of the patients with diabetic foot combined with lower limb arterial

occlusive disease,relieve the lower limb circulatory disorders, promote the restoration of nerve conduction velocity and wound

healing,,and has a good safety profile.

Keywords : damp — heat and blood stasis obstruction; Mailuo Shutong Pill ( ik %% & 38 AL ) ; arterial occlusion ; diabetic foot ;

therapeutic effect
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- el AR WEREREY BIRR O BIRRE Wagey
Bk (%) (kym?) /() R/ (E) (1/1)
WITA 60 31729 62.74£8.52 23.64+2.86 13.75+1.82 1.90+0.62 22/38
VR4 60 35/25 63.15+7.81 23.82+3.07 14.21+1.96 1.79+0.56 19/41
‘/XZ 1 0.539 0.275 0.332 1.332 1.020 0.333
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i, 530 AL AR TER . AL AR FAAE T 2%, R T
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Roche Ltd) il & P52 58 2 1) =5 {5 1L B (fasting plasma glucose,
FPG) & J5 2 h 14 (2 h postprandial blood glucose ,2hPG) K f#
Ak 14T % 4 ( hemoglobin Alc, HbAlc) 7K,
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JBHE ph 2 /% F 3 ) (sensory nerve conduction velocity, SNCV) |
I 2 ER B T T AR
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FANA AR LY N TSRS ST N2 X e A g
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2 #R
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ST AL B A RN 96. 67% , Wi i T %F BAL B 10

83.33% (P <0.05), W3 2,
2.2 R E A AR
BTG, AL B 1 FPG . 2hPG K HbAlc /K24 T R
(P<0.05) {HIRIT HI I YT 5 WO 4L M A8 b L A 22 R g it
HREYL(P>0.05), 043,
2 PLDBEIRNG G I T Bl Ik A ZEAE R TR T RO LR
AL A5 (% )

Hhn o B AL HI TR BA
BIT4L 60 40(66.67) 18(30.00) 2(3.33)  58(96.67)
YTHEZL 60  29(48.33) 21(35.00) 10(16.67) 50(83.33)
Naki: ! 5.926
P H 0.015
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FHIRELL(P<0.05) , LS,
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il L (P>0.05) . IGIT G, P4 E HER i 4 SNCV T
=, HIRYT A S X IR (P <0.05) s P2 3 e A sk /)
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F3 PIUURIRN A T T ISl kP JE 0 B MUK T AR Al L (o £ 5)

FPG/(mmol - L°")

2hPG/(mmol + L.71)

HbAle/ (%)

4151 %
VRITHI BITIE TRYTHT BITIE TRYTHIT BT e
BITAH 60 9.54 +1.61 7.54+1.12" 12.83 +2.25 8.26+1.32" 9.68 £2.17 8.25+1.37"
papickiel 60 9.76 +1.55 7.75£1.21* 12.64 +2.18 8.43+1.65" 9.75 £2.24 8.44 +1.52*
i 0.763 0.987 0.470 0.623 0.174 0.719
P1{H 0.447 0.326 0.639 0.534 0.862 0.473
1 = HRHBTETE, P <0. 05,
T4 ARG LA IR T BB A ZERE BB AR /K25 1k HL A (& £5) AL ; mmol/L,
TC TG LDL-C HDL - C
Hul s
IBITHI BITIE VRITHI BITIE TBITHI BITIE TRYTHT BITIE
BIYH 60 6.52£0.94  5.3420.85* 2.41£0.56 1.84+0.55* 4.39£0.75 3.310.62* 1.04£0.29 1.5320.26"
R4 60 6.39+0.96 5.53+0.82* 2.32+0.58 1.92+0.51* 4.51+0.72 3.17+0.68* 1.08+0.25 1.46+0.29*
i 0.749 1.246 0.865 0.826 0.894 1.178 0.809 1.392
P{H 0.455 0.215 0.389 0.410 0.373 0.241 0.420 0.167

T = SRR AL, P <0. 05,
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K5 PIAIEPR R 3 IF T BshVk PA ZEE A R BRI DL A AR (£ 5)

5 - SR BIKE N AE/ (mm) SR BB ML/ (ml/s) SR FBK LA (m/s)
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t{H 0.706 11.579 1.287 5.913 0.729 4.839

P1{E 0.481 <0.001 0.201 <0.001 0.468 <0.001
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MEM 25 SNCV/ (m/s) JE O T 1 A (mm?)
A5 %
TRITH RIT G VBT HT RITIE
AP 60 34.64 +3.19 43.84 +3.23* 452.91 £52.48 127.73 £10.65 "
X HRZH 60 35.27 £3.52 40.59 +3.56 " 457.86 +54.34 196.56 +21.32*
Ll 1.027 5.237 0.508 22.371
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B ML IR PR BB, A5 B DX LA, B 2 T2 Bt 7 6 R IR
PR J 14 B AN O BRI B R I ik PR R
KO B 20 R B SR R DL Y 22 F AL B A
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