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ABSTRACT: AIM To investigate the clinical effects of Gongdu Xuming Decoction on patients with painful
diabetic peripheral neuropathy due to Yang Deficiency and Cold Coagulation Pattern. METHODS One hundred
and twenty-eight patients were randomly assigned into control group (64 cases) for 30-day intervention of both
Pregabalin Capsules and basic treatment, and observation group (64 cases) for 30-day intervention of Gongdu
Xuming Decoction, Pregabalin Capsules and basic treatment. The changes in TCM syndrome effects, analgesic
effects, TCM syndrome scores, VAS score, TCSS score, MCV, SCV, oxidative stress indices ( GSH, MDA,
SOD) , inflammatory factors (IL.-6, TNF-a, IL-17A) , blood glucose and blood lipid indices (FPG, TC, HDL-C,
LDL-C), safety indices and incidence of adverse reactions were detected. RESULTS The observation group
demonstrated higher total effective rates of TCM syndromes and analgesia than the control group (P<0.05). After
the treatment, the observation group exhibited decreased TCM syndrome scores ( P<0.05) , which were lower than
those in the control group (P <0.05); the two groups displayed decreased TCSS score, VAS score, MDA,
inflammatory factors, FPG, TC, LDL-C (P<0.05), and increased MCV, SCV, GSH, SOD, HDL-C (P<0.05),
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especially for the observation group (P<0.05). Normal safety indices were observable in the two groups without

serious adverse events. No significant difference in incidence of adverse reactions was found between the two groups
(P>0.05). CONCLUSION For the patients with painful diabetic peripheral neuropathy due to Yang Deficiency

and Cold Coagulation Pattern, Gongdu Xuming Decoction can safely and effectively alleviate pain, and improve

nerve conduction velocity, whose mechanisms may contribute to the regulation of oxidative stress and inflammatory

factors.

KEY WORDS: Gongdu Xuming Decoction; Pregabalin Capsules; painful diabetic peripheral neuropathy; Yang

Deficiency and Cold Coagulation; oxidative stress; inflammatory factors
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Tab.1 Comparison of general data between the two groups [x+s, M (P,, P,), n=60]

a5 ; HAVLHI(%) ] B THER % BT AT
X BEZH 41(68.3) 19(31.7) 65.23+7. 69 12.00(10. 00,18.75)
WL LH 39(65.0) 21(35.0) 66. 08+6. 77 14.00( 10. 00,20. 00)
20 51 3475 A%/ (mmol - 1L71) SRR M 2T 26 /% R BKBES/ [ (% ) ]

X HEZH 9.40(8. 80,10.08) 8.36(7.16,10.43) 55(91.70)
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Kig; TR RILLE R SRR, AR
GO AE SR TR HL R A Mann-Whitney U A 56,
P<0.05 FREFEAGIH R,

2 #R
2.1 PEIEEST K WA P EEE B SUR
TXIELH (P<0.05), W2,
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Tab.2 Comparison of TCM syndrome effects between the
two groups (n=60)

4 AR B R AR JEs B SRR %

o 0 5 23 32 46. 67
WML 1 23 33 3 95.00 *

W XA, © P<0.05,
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Tab.3 Comparison of TCM symptom scores between the two groups [score, M (P,;, P,), n=60]

g3 LTINS R TR AR A
AT T AT T T ST T
X HRZH 5(4,6) 4(4,6) 4(4,6) 4(2,4)* 4(4,6) 2(2,4) "
WMEELH 6(4,6) 2(0,2) ** 6(4,6) 2(2,2) ** 6(4,6) 2(2,2) **
31 ‘ iz ph 2 ‘
AT TR AT T
Xt HR 4 38.00(32.63,41.33) 40. 65(34. 63,43.48) * 36.40(32.13,40.78) 39.40(34.43,43.08) *
ML 38.15(34.15,41.78) 43.20(38.53,46.15) ** 38.65(34.65,41.85) 42.60(38.65,45.60) **
4131 JILIR FH At \ PRI = ‘ WENEZ T3
AT TR AT TR AT TR
X R ZH 1(0,1) 1(0,1) 1.5(1,2) 1(0,2) * 2.5(2,3) 2(1,2) "
WAL 1(0,1) 0(0,1)** 2(1,2) 0(0,0) ** 3(2,3) 0(0,1) **

0. SRIARIFRTEEL, * P<0.05; S5XHBAIAIF)E 4L, * P<0. 05,
Fz4 2EERITHLE (n=60)

Tab.4 Comparison of analgesic effects between the two

2.4 TCSS #4%. VAS iF4% 18475, 2 4H TCSS
PE4Y . VAS T4 FEE (P<0.05), LIUWLELA B i

groups (n=60) (P<0.05), W5,

it IR 25 35 0 58.33 o ’ )
Wl P 38 6 90,00 ¢ (P<0.05), LIWLERAHEME (P<0.05), W3

. X L, © P<0.05, 6~7,
x5 24 TCSSFES, VASIERLEE [, M (Py, Pys), n=60]
Tab.5 Comparison of TCSS scores and VAS scores between the two groups [score, M (P, P,), n=60]

5 ‘ VAS P53/ 4% ‘ TCSS 143/ 4%
TRITHT BIT R TRITHT RIT IR
Xof A 6.70(6.10,7.35) 4.35(3.40,4.98) * 10.00(9.00,11.75) 8.00(7.00,9.00) *
WEZ4H 6.80(6.23,7.48) 3.45(2.90,4.68) ** 10. 00(9. 00,11.00) 5.50(4.00,6.00) **

F. SRY4AITHTHES, © P<0.05; S5XTIRALIAITIS i, ¥ P<0. 05,
#z6 2HAMCVELE [m/s, M (P, P,), n=60]
Tab.6 Comparison of MCV between the two groups [m/s, M (P,, P,;), n=60]

g3 ‘ £ e S 22 A e A 2
TRITHT BITIE TRITHT BITIE
X R4 34.40(31. 15,39. 88) 36.80(32.65,41.75) * 37.95(32.30,40. 83) 39.20(34.48,42.08) *
WLEELH 35.65(30.38,41.00) 40.10(34.50,44. 70) **# 38.60(34.60,41.65) 41.70(38.60,45.78) **
0] ‘ ey ey \ LR
TRITHT BITIE IRITHT BITIE
X R4 38.00(32. 63,41.33) 40.65(34.63,43.48) 36.40(32. 13,40.78) 39.40(34.43,43.08)
WEEAL 38.15(34.15,41.78) 43.20(38.53,46.15) ** 38.65(34.65,41.85) 42.60(38. 65,45.60) **

. SR4LAITHTHE, © P<0.05; 5XFIRALIAYT IR Hgk, # P<0. 05,
Fz7 2HSCVEEE [m/s, M (Py, Ps;), n=60]
Tab.7 Comparison of SCV between the two groups [m/s, M (P,;, P,;), n=60]

g1l 1 JHEJ i 22 ‘ eI i 22
JRITHI BITIE ey gl BITIE
X R ZH 36.00(31.43,38.98) 39.00(34.00,41.98) * 37.00(31.43,39. 43) 39.80(34.00,42.43) *
LA 34.05(32.50,39. 43) 39.85(37.60,43.75) ** 34.40(32.13,38.98) 39.85(37.90,43.60) **
g1l ‘ Fi et 28 L e 2
JRITHI BITE IRYTHT BITE
Xf R ZH 37.00(31.13,39.50) 39.95(33.73,42.15) 37.15(31.20,39. 65) 40. 16(34. 00,42. 40) *
A2 34.80(31.50,39. 18) 40.35(36.44,43.95) ** 35.30(31.53,39. 38) 41.50(37.60,44.70) **

. SIR4UAYT TSR, © P<0.05; 54 ALAYT IR K, *P<0. 05,
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2.6 AMmgAsAE RIS, 2 41 GSH, SOD /K
IR, MDA KFEFEAL (P<0.05), DAWEERA
Bl (P<0.05), W#% 8.,

2.7 KRMHREFKF

BIT)E, 2 4H 1L-6, TNF-o,
IL-17A K FEREAR (P<0.05), LAWLES4] o5 0 i
(P<0.05), W#9,

=8 2HSNEHIEIRILE [M (P, Ps), n=60]

Tab.8 Comparison of oxidative stress indices between the two groups [M (P,, P,;), n=60]

-1
a1 GSH/ ( pmol <L™")

MDA/ ( pmol - L")

SOD/(U-mL™")

Tl TR T

hyr)e YT IT)E

STIRZEL 2.47(2.00,3.00) 3.81(3.34,4.34) % 19.51(14.44,33.69) 16.83(11.76,31.01) * 54.66(51.61,59.04) 59. 10(56.06,63.49) *
WIEELE 2.39(1.31,3.10) 4.61(3.43,5.22) ** 19.59(14.71,37.06) 14.24(9.36,25.68) ** 52.94(50.02,58.41) 64. 17(60. 48,68.59) **

. SEAAITRTILES, * P<0.05; 5% B41IEY7 5 AL, *P<0. 05,

F9 2AHAKRMEFKELE (x£5, n=60)

Tab.9 Comparison of inflammatory factor levels between the two groups (x+s, n=60)

IL-6/(pg-mL™")

TNF-o/ (pg-mL™")

IL-17A/ (pg-mL™")

205 I - eSS - T— -
JRYT I BIT IS IRYT BITIE JRIT I BT R
X A 7.33£1.54 3.62+1.43" 14.74+3.91 12.80+3.26* 4.17+0.90 3.37+0.74 "
WL 7.12£1.72 3.62+1.43 %% 13.95+4.74 8.93£3.10%% 4.31x1.04 2.31£0.38**

W SRMIBITRTIE, * P<0.05; S IR4HIAY7 G L, * P<0. 05,

2.8 mAEhfEIEIFILE BT, 2 4 FPG, TC,
LDL-C 7K &M% (P<0.05), HDL-C /KTt

(P<0.05), UMEHAFEHE (P<0.05), W
10,

F=10 2 AMPEMBEEFRILE (M (P, P,s), n=60]
Tab. 10 Comparison of blood glucose and blood lipid indices between the two groups [M (P, P,), n=60]

FPG/(mmol-L7")

TC/(mmol - L")

JRITHI BITIE TRYTHT BITE
X HRZH 9.40(8.80,10.08) 8.00(7.60,8.68) * 4.74(4.03,5.63) 3.73(3.21,4.34) "
MEEH 9.00(8.70,9.80) 7.00(6.70,7.50) ** 4.61(4.05,5.15) 2.70(2.13,3.50) **
431 : HDL-C/(mmol - L) LDL-C/( mmol-L™!)

ey gil BITIE IRITHT BITIE
X HEZH 1.05(0.89,1.30) 1.25(1.11,1.44) * 2.94(2.23,3.73) 2.67(2.25,3.12) "
WEEH 1.02(0.85,1.27) 1.47(1.30,1.68) **# 2.91(2.35,3.42) 2.29(1.82,2.60) **

0. SRIAIFRTILES, * P<0.05; S5XHBAIAIF)E L, *P<0. 05,
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