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FE: B 0 APHEURLRE T S O 22 AR 00 1196 78 PR Jl 6 e 22 0
A% (Diabetic Peripheral Neuropathy, DPN)JZj%, 1 2008 43k [E 5K 25 i R 24 4t~k 45,
HIBONaA0E I, @%b, 1 DPN SHERWIE N SIBkaE A ZE5E (Diabetic lower
extremity arteriosclerosis obliterans, DLASO) [ EiiALAHEL, H DLASO IR R I LA 4
RN, 1IN EAETE MALHS, JEE bR KR B R RE B, HENACHT Rk
1677 DLASO W] REAFAE & ST &L, it — BHRUTARS R )T DLASO ZImRyT &L, it
KIWEFL. T % ¥ 47 4] DLASO BFRHL > NG 4 31 BRI R4 16 4], PAER
B B R PUILMICREE . BCER T ORI IR ST IBEAE b, VRIT A DIRORSHRRL, )
MR D ARIEZE K by, PRALIIIRZG DY A, DU o s S 20967 IS Im AR IEAR AR 73 K7 280, FPG.
2hPG. TG. CHOL. HDL-C. LDL-C. 4M&iE. BAMME MABHREEL . LAiffa £/, Fib.
BUT BB bk A A% B LR AR P R AR AB O, ARG BEATHERL I Ge Tt oAb Bl . &6 R 1R}
RURLALEA R T7.41%, EEERK T H A RN 68.75%, 2 X2 Kk, P>0.05, L4iit#
Z5t. 258 BIRITRIMLLP4IEYT/E TG. CHOL. HDL-C. LDL-C. FPG. 2hPG. 4:ifi
RGEE . BAHIME MARGE . Fib XU AT SR S22 T8 3K PR P A3 M L 970 e 1 3ok 52 W) Y 5
P<<0.05, Z A Giit 7= . 3. IR YT Ja XU I Kk P 478 R L i e 13k 52 L %%, P<0.05,
ZRA G E R S HEMARIT AT R EAR LU B A E G T E R (P<0.05) I B A
WITRNERSRITII A EZERA X, 4 10 LERITIERLA APHERLIG T S0 M55
DLASO I RI7 AR, oA R TIA 77.41%, 59677 DLASO [ 7125938 2 ik b7 30/
24, AT EIARFHBURA A 1697 DLASO HIImPKIIRL . 2 ARFHBUR AT feidid g . PR A
KGEE, W Fib. S MLmiE A2, ¥ ok A SR A A R0 SRt i, s 207677 DLASO
H.

BRI BEIRIE: RSN P ZESE s RPN IR RS AU M 2

The clinical trial research about DLASO.

WANG Ning, YU Shi-jia, LIU Yang
(Liaoning Hospital of Traditional Chinese Medicine,Shenyang 110032,Liaoning,China)

Abstracts Objective: As an effective Chinese patent medicine, which was developed from
Professor Yu Shijia for diabetic peripheral neuropathy(DPN), Mudan granules(MDG) had
obtained the batch production certificate from State Food and Drug Administration (SFDA) in
2008. It has the function of supplementing Qi, promoting blood circulation, dredging meridian and
relieving pain.DLASO has the similar clinical manifestations and principles of treatment like DPN.
According to the theory of TCM, which indicates that treating different diseases with the same
method, we can infer that MDG may be has effect on the treatment of DLASO. So we designed
this clinical trial in order to observe the efficacy of MDG for DLASO.

Methods: 47 patients were randomly assigned to the treatment group and the control group. The
former with 31 patients took MDG, while the latter with 16 patients took Tongsemai tablets(TSMT)
on the basic therapy of hypoglycemic, hypotensive, regulating blood lipids, anti-platelet
aggregation and therapeutic apparatus. After four weeks, the integration and efficacy of clinical



symptom as well as the parameters were observed, which including FPG, 2hPG, TG, CHOL,
LDL-C, HDL-C, whole blood viscosity, plasma viscosity of blood capillary, hematocrit(HCT),
fibrinogen(Fib), and blood dynamics of lower limbs. The results were treated statistically.
Results:1. MDG group reaches the total efficiency as high as 77.41%, while in TSMT group the
total effective rate is 68.75%. Chi-square(X?) analysis gives the result of P>0. 05, without
significant difference. 2. After treatment, the statistical comparison of TG, CHOL, LDL-C,
HDL-C, FPG, 2hPG, whole blood viscosity, plasma viscosity of blood capillary, HCT, Fib, the
inner diameter as well as peak velocity of blood flow of bilateral dorsalis pedis and anterior tibial
artery between before and after treatment showed that P<<0.05, which had Statistically significant
differences.3. After treatment, P<0.05 showed the significant differences between two groups in
the inner diameter and peak velocity of blood flow of bilateral posterior tibial artery, however we
found that the diversity had already existed before therapy.

Conclusion: 1. MDG showed obvious efficacy in the treatment of DLASO with the syndrome of
Qi deficiency and blood stasis on the basic therapy. MDG has the efficacy of treating DLASO
because of it had similarly total efficiency as TSMT which is specially used on DLASO’s
therapy. 2. The effective mechanism of MDG may not only contain regulating blood lipids,
reducing whole blood viscosity, plasma viscosity of blood capillary, dissolving Fib, but also
conclude accelerating blood flow and dilating blood vessels. All of these are useful to reach the
therapeutic purpose of improving the blood supply of lower limbs.

Keywords: diabetes mellitus(DM); lower extremity arteriosclerosis obliterans(LASO); Mudan
granules(MDG); clinical trials; Qi deficiency and blood stasis
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7.1 —RBURME
YRITHL 31151, 55 24 45, £ 7 5, 4FE 48~75(62.8748.50) % , Kl R i f% 1~30(11.5247.48)
F, BMI 18.59-30.44 (25.5243.01) kg/m’, BMI>24 kg/m’# 22 {51(70.97%), 75 WA 52 & 16 4l
(51.61%), AL 13 111(49.94%), A IFmEIMER#E 17 ] (54.84%), & Hd i 9 #l
(29.03%), & IFMflgSHHIEH 26 5] (83.87%), J£& DPN # 13 B (41.94%), FHRHEIR
J5 'Bf 9% (Diabetic nephropathy, DN)#& 7 i (22.58% ), 3 & ¥ FX 9% #U W fiE£ 955 22 (Diabetic
retinopathy, DR)# 9 %] (29.03%), Ry7ZHiGRITHIA 7> 6-33 (16.4536.87) 73 %I HE4 16 i,
B 12 B, 4 4 B, FER 48-75(63.4448.25) % , M K IF i FE 1-25(10.6346.55) 4F
BMI:20.01-30.76(24.8042.77) kg/m*, BMI>24 kg/m*#& 9 1(56.25%), 5 WHH 52 8 151(50%),
U 7 51(43.75%), SRR 6 51 (37.50%), & FEOR#E 6 B (37.50%), &
I P 5w 12 B (75%), K DPN # 4 5] (25%), Jf& DN & 3 i (18.75%), Jf
% DR % 6 1 (37.50%), XFHRALIAITRIFN > 4~28 (14.6947.49) 4. Widl &ttt 47 o),
BRI HIRE R LASO i . W4LBZEMA. HifE. Fik. BMIL BJRL ., oEs. &
FERE K RS — MRS T4 T 3 25 % (P>0.05), B ATEutE. —REBOR M g 1.



* 2. WA BEFIRITAINAR FPG. 2hPG /KPR Z R (P>0.05) EAATLLH:, 04T I
% 3.

R PULBEER. B BMIL BITRIBU L (XaS)

i H EITAH Xt e 2H P{H
FER () 62.8748.50 63.4448.25 0.414
AR (5F) 11.5247.48 10.6346.55 0.345
BMI(kg/m®) 25.5243.01 24.8042.77 0.214
WITHIAS; (43)  16.4546.87 14.6947.49 0.212

R2 LA TG sy RO Je A I FE LE AL

it H BITAH CAHH%) WTHRZH CH 3 50%) PE
PR (B 77.42/22.58 75/25 0.427
WA s 51.61 50.00 0.459
TR SR 41.94 43.75 0.452
e I 975 54.84 37.50 0.130
ek 07 29.03 37.50 0.278
I8 S 8 RE 83.87 75.00 0.232
DN 22.58 18.75 0.381
DPN 41.94 25.00 0.126
DR 29.03 37.50 0.278

2 3 W BHZIGIT AT NG FPG. 2hPG HLi

HiH HIT4 XA P{H
FPG (mmol/L) 7.0740.31 6.8840.59 0.410A
2hPG (mmol/L) 9.59:40.55 9.7440.42 0.467A

VE: RIS LR, AP>0.01, RFEITRIPIAFPG. 2hPGLIHEZE 7.
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BITH 16.451:6.87 11.741.6.25 * 0.000
X B ZH 14.691:7.49 11.19+:7.41 * 0.000

W S5VRITHTERES,  * P<0.01

PIALALAR T AR O RS L2 A &, * P<0.01, A4t #E X, #RiaIT
AR AT AT ST RO . AR R AL B BCESi it 2 2 R, P>0.05, RHIMAHIGYT
JETT AR -
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HITH 0 0 8 2580 16 5161 7 2258 7741

XA 0 0 5 3125 6 375 5 3125 6875

H136 5 Al VG T Y697 5 2 305 T7.41%, % HR24H 28 A 2% H 68.75%, 4 X244 56 P>0.05,
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7.2.3 WA EEIRIT G IPETE M ELE LR 6.

X6 WMAEE FPG. 2hPG J5I7 1 G &ML b

H 5 FPG (mmol/L) 2hPG(mmol/L)
TBITHT BIT =PRI EPEgE
HITAH 7.074.31 6.56140.44 * 9.5940.55 8.5340.96 *
X HEZH 6.884#.59 6.2340.73 * 9.7440.42 8.6840.90 *

e S5IRITETERER,  * P<0.01

M 6 AT AL B FIR YT )5 1) FPG. 2hPG ZK-FRUGIT AT IR T 1%, ZRBEA 40t
EE N WHBFEIRITIEN FPG. 2hPG /K-F BT £ 5, HEGIH = Lo
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EPEAN X A

5 e \ e ‘
HH BT T BT TR

CHOL(mmol/L) 5.44#1.17 4.32+1.20 * 4.8740.99 3.8440.94 *
TG(mmol/L) 1.81+1.03 1.30+1.06 * 1.68+.11 1.14+1.06 *

LDL(mmol/L)  3.59#1.10 2.82+1.14 * 3.0840.82 2.25340.75 *
HDL(mmol/L) 1.2740.29 1.3540.32 * 1.1740.24 1.3140.39 *

W S5VRITHTERES,  * P<0.01

H2 7 T A2 BB V697 S5 1 CHOL. TG. LDL 7K PGy Bt a i T %, 1 HDL
KRR RIBE 2 A &, P 3)<<0.01, ZRAGii2EE . WA & 6T )F CHOL. TG. LDL.
HDL /K EIgH Z5, HIEHES %R .

7.25  PIAEFE RTINS MR AR S E L L AULER 8.

R 8 WAL AT R Ja MR AL 1 DL LE AL

BITH X REZH
Iﬁi E N/AY e NVAYS NAY e NVAYS
MERRR] VP HITH VEP D
SR EY) 3.9840.55  3.340.78 * 4.1140.86  3.4940.94 *
(mPa.s)
ARSI Y)  4.924058  4.2540.64 * 5.28+41.05  4.5840.92 *
(mPa.s)
S MRSFEAGY)  9.194.39  7.59+41.54 * 9.10+1.66  7.74+1.38 *
(mPa.s)
IR BE 1.35#0.15  1.2820.09 * 1.3640.05  1.2940.07 *
(mPa.s)
YNEFR 47.0043.09 45.6332.78 *  46.2843.24  45.7943.26
(%)
Fib 2.9640.62  2.3340.71 * 3.0040.84  2.4240.89 *
(g/L)

H: 5IRJTETAEL,  * P<0.01

H13& 8 FIRIPIAL VR YT A WA IURG BE U] s A URS B2 b UL A IURG REAR D)« ILHORS B2
Fib 7K1 A a7 A0 R AR BT AT A I R B, ZRA gt A8 3, xR 42 4n i
FERREGRIT AT B2 R . WALEE AT E _BIR MR 2 vh & e br B A 2 5, HES
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7.26  PIALEEIRTTRTEXUT SRR th 7= 2 05 3 i i 5h 1 S5 DL LU
7.2.6.1 WALEE IR YT JE XUT BBk AR L LK 9.

RO AL RTT AR XU BBk A AR O E R

EPEAN xf HE A

0 e \ e ‘
H BT T BT TR

£ 2.2540.53 2.4840.54 * 2.1940.48 2.5540.46 *
JERT A(mm)
A 2.5640.56 2.8840.60 * 2.3240.45 2.674.38 *

£ 2.278047# 266450 * A 2.0340.36 2.3040.40 *
& J5 A(mm)
A 2.2440.44#  2.5940.39 * A 2.0440.35 2.2840.47 *

i 2.0440.56 2.284).57 * 2.0540.36 2.2140.44 *
S H A(mm)
A 2.1440.48 2.47H).44 * 2.124).44 2.4440.40 *

VE: S5VBITETELE:, * P<0.01; S5xRRZHLELE:, A P<0.05
FHZR 9 WA BB 69T Ja U N IR RT 2k . IR sk &8 sk AR B I6RYT BT 3 A B

BT, P<0.01, ZERALIFEEN. WHEBERTERE. ARG AEZE R85
(P<<0.05), WMIZERTANK M LT BIKA RS 427 . BIBIRTRWALEE . HR)E
Bk AR ZE 5 BB 56T TP AL SR AR R AE ] B 22 R R

7.26.2 P 2EL FB T O I B ik L A AR AL b A LR 10,

10 ALY AT XUT IRl K At s 15 0 L

RITA o REZH
Iﬁ H NV e NVAY N/A e NVANY
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£ 46.55+18.37 61.87420.23 * 42.134+14.32 58.39416.20 *
& | A(cm/s)
4 51.81421.70 63.60+19.46 * 46.184+12.51 59.04415.35 *

& 57.45H15.67#63.07+14.42 * A 46.04418.45 52.04+17.86 *
JEJE A(cm/s)
41 56.26+16.85# 63.50+18.18 * A 47.90+£14.06 55.09+17.65A

& 43.4442057 55.11+19.84 * 38.88+17.76 47.43%17.66 *
£ A(cm/s)
#i 47.63420.49 52.55420.68 * 38.89+14.10 47.38417.80 *

vE: 5IBITETELE,  * P<0.01 5% AP<0.05; S5X[RBZHLLHE:, A P<0.05
H3 10 WA 4L FZ iR T XU IR T sk IRIE k. 2 80 ik I i7g 06 (i3 B e

STRTIA MR BT, ZRG AR . WABEIRIT R 15 Sl bk 70 e {9 i 72
SRS, XTSI K & 2 B SR IR IR St A 2 5 . 0T R AL E 7 AR )RS
UK I AT e T 22 S Y N 25 PR 5 VR T T P AL AR B B A AE W B 22 5 K

ST

1 AFHFRLIETT DLASO HEH W7

DLASO £ 2% g I kB i o Tt SN v Wi S B0 e <k
R BRAIL 1) 32 o 20 5 ML BEL i S AR ik 2% 1B (&) hid B “A0mE NG, ke,
CEETET, AR CENAE, ME A0, Ak s AN, AR, AT IR BT
JEARPNR: BkesrhBE, BHAAMFE T IUR, DUBCR TR, W R e, TR EAKE% 7R,
PO, PEIRELLE, RRIIHBLA, e ] B AR, B AT LS PN N, BRAEIE
s BCAMIKEE A, SAE, BRKIURE TR, AT SRR A, L ISR, VT B
o N2z (NG Fra mz g, B0, %R 2 AR, 1w WE %=
TSN =Z 7y HARIBMTE Sy, AT A, SRR, PR EUURETR, BRADD
Hy AN, PRI RE, RERTE], B IR E CRRE R, A8 A
REBIE B ZE A2,
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A2, FFF 2008 R E 5 24 Ry E 25t e 5, AT DPN A R 24 AL Al g2 il ol
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NS BRI, AT TS SR B L0 A, 9 2

AP TRIURL R R D 8% 32 B0 2 I ML, JE A& 1R IR o 2 B Ry A BT L SEW R (I 1)
=B A IS NE L AR TR, XSS 9 WREy . Ty B AT AR S, HAIE
NN Z 7, IEHREAT IR 20, AP, MEeis B B iR,
BEREN ALK, SCTAT b . “ONIZ I, AT AT, AT YRR =-EfRim sk H
v, HIR S, wWiRARS, AR LT b, AR T TR o X IR AT AT AN L, OR 1R
B ES . FE2. 46, JRAT. TRRE AR MES, AR, A S RIEEIA
W ILIEJR 2 Thal. HIONA P el R B2, BRHIRA M, BT R =71, RERVT, &)
AVRARL, XL T B A MR, BRI ARSI, AT A B AL . Bl A XS
FRETTIR UL K, KR IR R RAR IR AR « 3R i 245 i 9 FH 3R AR B 2 U I, 3@ 4% 1k
A ZARTT IR, A IR, WUPR 2R 7% 2 90 B A e 15 AW B 20
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