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Clinical effects of Tongluo Gushi Pills on stage I and I femoral head
osteonecrosis patients due to Phlegm Stagnation and Blood Stasis

GUO Zhong-hua', DU Shuai-gang'*,  ZHANG Zhong-bo', =~ WAN Xiao-guan,  DONG Sheng-jun’
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ABSTRACT: AIM To investigate the clinical effects of Tongluo Gushi Pills on stage I and Il femoral head osteo-
necrosis patients due to Phlegm Stagnation and Blood Stasis. METHODS One hundred and sixty patients (233
hips) were randomly divided into control group for 1-year intervention of diclofenac sodium and Xianling Gubao
Capsules, and observation group for 1-year intervention of Tongluo Gushi Pills, 80 cases in each group. Subse-
quently, the changes in clinical symptom scores ( Harris, FPS-R, JOA, TCM syndromes) , blood viscosity indices
(whole blood high-shear, medium-shear, low-shear viscosities, plasma viscosity) , serum bone metabolic markers
(BMP2, ALP, TGF-B1, BGP), femoral head collapse area, total effective rate, recurrence rate, and occurrence
rate of adverse reactions were detected. RESULTS Compared with the control group, the observation group dem-
onstrated significantly increased total effective rate ( P<0.05) , markedly decreased recurrence rate and occurrence
rate of adverse reactions (P<0.05), obviously improved clinical symptom scores, blood viscosity indices, serum
bone metabolic markers, and femoral head collapse area ( P<0.05). CONCLUSION For the stage I and I femo-
ral head osteonecrosis patients due to Phlegm Stagnation and Blood Stasis, Tongluo Gushi Pills exhibit good clinical
efficacy with low recurrence rate and occurrence rate of adverse reactions.

KEY WORDS: Tongluo Gushi Pills; stage I and Il femoral head osteonecrosis; Phlegm Stagnation and
Blood Stasis
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Tab.1 Comparison of general data between the two groups (x=s)

4531/ 51 ARCO 431/
My T BB AR TR/ Tte/ TR/ AR
5l 7 % WE B WS PHER/S WA TR AT T YT 3
X} A 21 34 37 102 16.4~58.7 38.6%6.8 5.3~15.5 8.7+2.6 25 58 19
pUEZSA| 35 39 109 15.7~59.8 39.5+6.5 5.7~17.8 9.6+2.3 27 61 21

1.2 #uiArk PEERZKIS I Mont 261 il 2 A AR
AR QORE 2 ol B B O T R . AT
EHEATIE; @QMRT f# T2W1 H IR, ®X
SRR R i Sk 2 O AE | G T [RIBR AR A
WIS (P ERIE IS W7 br ey T v i B
HRIRFE PSR B A R, R AR . R U
#OE, RIEN T RO LS. M, O
1%, WIKENE FIRL s A BE, &R Bk,
H A& & BIEA 2 WOKIE, 4565 & kg ]
W,

1.3 #AdrE OfFF “127 T F2HRiiniE;
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R BEfe 2 G i, FRGE AN R R
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BE, BIRR, ST EEAR ., WEEEITE
PIREE; QI EL, L T, BIRE A2
JRE R R, QMIRY, WILWEE, @/
FRTT . PR 55 N 20 WA 9 B 4 B MR FR A . L
ARE . XTI Z | IR ZE | iR il | B

BN BE
1.5 %%
1.5. 1 XFREZl AR BUE IS R BN 2% F% (I e 18

IRy A BRA A, B2y H20067776 ),
50 mg/Wk, 2/d, EM T A, FekIRAL R B
P (5N A UF a2 A R A R, B2

720025337), 3 R/, 2 /d, PR 1 AR,
1.5.2 W4l DMREZEhAL (246 F
720130006) , HITHIN IR 15 g, HilHELy
10 g, AN 15 g, WA 12 g, HAT 12 g, HH
K15g, g3 g. WH9g, HIE15g, HIEIS g,
MM 15 g, WA 2 5% ZRAT 12 g, FLAF 9 g, I
AE15 g, 2B 10g, HE10g, U LHHRAH
TR Th R BERLZS B il iz 2y, 1 7l/d, 2 R/d,
R 7 d, PRI, e A b B B R E R
IR e, IR E AL (254 - E=5:1),
BAL6 g, 1 /WK, 2/d, JFfE 1 4E,
1.6 FAFmm
1.6.1 J7%  @Harris PE4Y , ALFE AT I shiE
Bl (5747) . TR (44 90) . WIE (4 70).
8l (47 4r), 100 43, =90 4, #4F 80 ~
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FER e @FPS-R 4%, 448 A, B, C. D
¢, Hr A g0, 104 B AR, Wl
PLZZ, I 1~3 43 C9U&Mmem H & AR,
4~64r; D RITRMZL, RNEEE %, 11 7~10 47
GJOA P4, AR TR (40 43) . TE Bl
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(&Y, thy), RUIREEE | KRR .

1.6.3 PBfiYF XHAA. BRUREITT 6 A~ ARV,
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1.6.4 MM RIGL A RN RS FE
WA PRI, AR R0 20 A v B 23N R
B,

1.7 sacA 2 B ChBEWIE 2 BT AU
WEY TR, AR OA A, WO B AR M R AN

RERERFIEATY O, X BFER 0 /R B i Sk R A0 I 35 o 2
AR QWAk, BRI R, X Hip
TN Sk YR A B 3 B DX 4 0N, B R R
% QAR WOCTHIIRIAE, B IE S EA
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SLIRFE Koy B A A BTkt s @JEak, HEOC 1T IR
TCUGE, TE SR Z B, X SR B B kIR
FEFFL NN,

1.8 %t 4547 it SPSS 17. 0 F AT 3,
TFERRLL (x+s) Fom, 4L R ¢ K50
THECRCRE L E R KR, 4l ) AR F A DDA %
KKK, LA P<0.05 FRERFALITFEL,

2 #R

2.1 RBAE, ARFE WHEADHABREES
TR (P<0.05), KV 6 MH G UERAH R K%
WEMR TR (P<0.05), W2,

R2 2ARAHE, ERERER
Tab.2 Comparison of total effective rates and recurrence rates between the two groups
251 SR iR/ B B A1) TR BEREE/ (%) ] ZRAF/[N(%) ]
popiiHi:] 102 16 36 32 18 84(82.35) 12(23.08)
EZH 109 33 51 21 4 105(96.33) * 6(7.14) "

e SXT AL LA, * P<0. 05
2.2 WREKR JRITE, WMEY Harris PF4 1 3%
Tt (P<0.05), FPS-R, JOA, "1 EEiFEME P4 i

FHTRRE (P<0.05), JFHBXBAFEIHE (P<
0.05), W33,

%3 2AKKERLEE (x25, &)

Tab.3 Comparison of clinical symptoms between the two groups (x+s, score)

20531 P 1] SHRAL Harris ¥£53 FPS-R {14 JOA P43 B ERE T4
XEREH WRYTTET 102 72.23+13. 47 6.37+2.32 89. 57+26. 38 59.35+18.29
BIT G 102 84.38+8.49* 2.35+1.62" 65.37£17.51" 58.37+2.48
ML JRITHT 109 71.46+12.73 6.41£2.32 89. 72+25. 36 57.64+16.72
BIT I 109 97.63+7.48*# 0.74+0.45** 43.85+12.29 ** 32.48+2.43**
T S FHIRIT AT LLEL, © P<0. 05; S HERALIRYT IS LAk, * P<0. 05

2.3 mFEEIEAE RITIE, WAL MAL TR bR T
EZRRIR (P<0.05), JFHEXTHAFHE (P<

0.05), W4,

Fa4 2HAMFBEIBIRIEE (X5, mPa - s)

Tab.4 Comparison of blood viscosity indices between the two groups (x+s, mPa - s)

g3 i S SRRk ESIILRIE: EIR(zIE s W ETE (np)
(200/s) (30/s) (3/s)
XF REZH TRYTHT 102 8.79+1.63 9.81+1.43 13.29+3. 16 2.39+0. 54
BITIE 86 7.61+1.52°* 8. 14+1.25* 10.53+1.81* 1.81+0.39 "
WL b=y Egi] 87 8.81+1.54 9.68+1.35 12. 67+3.26 2.41+0. 63
RITIE 87 6.37+1.06** 7.05+1.03*# 8.76+1.61** 1. 12+0.26 **

T SRILUATTHT AL, * P<0. 05 ;5 % BRA1IAYT 5 i, * P<0. 05
2.4 hFEARMIEAF O RITE, WA ERIEE
bRt E T E (P<0.05), Jf H & XF I 41 5 0 &
(P<0.05), WFEs5,
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x5 2HMBFBEREGEIRILER (xx5)

Tab.5 Comparison of serum bone metabolic indices between the two groups (x=s)

255 Fisf 1] SRR/ BMP2/ (pg-L7") BGP/(pg-mL™") TGF-B1/(pg-mL™") ALP/(pg-mL™")
XTEZH  JRYTHT 102 11.47+1.51 27.84%1.77 19.45+1.33 0.530. 67
BITIE 102 16.62+1.76* 31.26+1.94* 25.39+1.42* 0.74+0.34 "
WA IRYTTD 109 11.83+1.93 27.35+1.57 19. 58+1. 68 0.48+0. 27
BITIE 109 25.62+1.82%* 40.41+1.63** 33.52+1.46** 0.92+0.25**

i SR RT L, * P<0. 05 53 BMAIGY7 5 He#g, * P<0. 05

®6 2HBERBTKBERIEBLLE (6] (%) ]

Tab. 6 Comparison of femoral head collapse areas between the two groups [case (%) ]

ZH 5] 5[] B 0 mm <2 mm 2~4 mm >4 mm
X} i 2H JRYTHT 102 0(0) 41(40.2) 61(59.8) 0(0.0)
BITIE 102 0(0) 43(42.1) 57(55.9) 2(2.0)
WA YT H 109 0(0) 42(38.5) 67(61.5) 0(0.0)
BRI e 109 2(1.8) 54(49.5) ** 53(48.6) ** 0(0.0)
S RIEIFRT LA, * P<0. 05 5% LAIGYT G HL#k, * P<0. 05
2.6 RRRE  MEAANRRNAEEREEIRT X4 (P<0.05), k7,

RT 2HFRRREEEZRER [H (%) ]

Tab.7 Comparison of occurrence rates of adverse reactions between the two groups [case (%) ]

24 5] % B Sl K PRI ER O JE IR IS 18 I o4
X} e 2 71 3(4.2)  6(8.4) 1(1.4) 2(2.8) 3(4.2) 0(0.0) 15(21)
g =2%) 74 1(1.4) 1(1.4) 0(0.0) 1(1.4) 1(1.4) 0(0.0) 4(5.6)
S XA g, ¢ P<0. 05
3 it B, WE L AT, A A, DiROR
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