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Clinical effects of Guling Tongbi Pills combined with Diclofenac Sodium Enteric-
coated Tablets on steroid-induced osteonecrosis of femoral head patients due to
Kidney Deficiency and Blood Stasis Pattern
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ABSTRACT : AIM To explore the clinical effects of Guling Tongbi Pills combined with Diclofenac Sodium Enter-
ic-coated Tablets on steroid-induced osteonecrosis of femoral head patients due to Kidney Deficiency and Blood Sta-
sis Pattern. METHODS One hundred and forty-seven patients (217 hips) randomly assigned to the groups, 49
cases in each group, for the respective 2-month intervention of Guling Tongbi Pills, or Diclofenac Sodium Enteric-
coated Tablets, or the combination therapy, were assessed with Harris and SF-36 scores, scale of hip joint pain, X-
ray film, bone density, TCM syndrome integrals, and their reduction in values of whole blood viscosity at high-
shear (BHRV) and low-shear rates (BLRV) , plasma viscosity ( PV), hematocrit (HCT) , superoxide dismutase
(SOD), C-reactive protein ( CRP), nitric oxide (NO) and interleukin-13 (IL-18) by biomarkers were deter-
mined. The cross-sectional comparison of total effective rates, recurrence rates and adverse reaction incidence rates

were made among the three groups. RESULTS Compared with the other two groups, the combination group dem-
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onstrated significantly higher total effective rate (P <0.05), in addition to markedly better improvement in Harris
and SF-36 scores, hip joint pain scale, X-ray film, bone density, TCM syndrome integrals, and BHRV, BLRV,
PV, HCT, SOD, CRP, NO, IL-1B (P <0.05). The sequence of adverse reaction incidence rates in various
groups was the Guling Tongbi Pills group < the combination group < the Diclofenac Sodium Enteric-coated Tablets
group, that of recurrence rates was the combination group < the Guling Tongbi Pills group < the Diclofenac Sodium
Enteric-coated Tablets group. All the differences were statistically significant (P <0.05). CONCLUSION For
patients with steroid-induced osteonecrosis of femoral head due to Kidney Deficiency and Blood Stasis, the combina-
tion use of Guling Tongbi Pills and Diclofenac Sodium Enteric-coated Tablets exhibits efficacy enhancing and toxici-
ty reducing effect.

KEY WORDS:; Guling Tongbi Pills; Diclofenac Sodium Enteric-coated Tablets; steroid-induced osteonecrosis of
femoral head; Kidney Deficiency and Blood Stasis Pattern
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Tab.1 Comparison of general data among the various groups (x £s)

531/ 11 ARCO 731/ #i
2H 5 — AR %/ AR IS/ Y TR
H 5 ¥ 4 AW AR/ PR/ R/ TR/ AR i 0 ]
S LA 27 21 71  43.8~65.9 52.9+83  6.8~16.7 9.7+2.4 19 39 13
WHESRAE R 24 19 62  41.5~62.8 53.9%8.6 6.1~15.8 8.9+2.7 16 34 12
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Tab.2 Comparison of clinical efficacy and recurrence rates among the various groups

20 5 g BRI RRUEE O BRUE TR BERCR/ (% )] ERF/[(#(%) ]
HA I AL 71 12 24 21 14 57(80.28) 10(27.78)
XA SRRV Fr 4l 62 11 22 18 11 51(82.26) 14(42.42)
Beadl 68 21 32 14 1 67(98.53) " 3(5.671)*

S EESE AL LEL, * P <0. 053 XU MR I 1 4L L, P <0. 05
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Tab.3 Comparison of Harris scores among the various groups (x +s, score)

W AR ﬁ%ﬁﬁﬂéﬂ(ﬂ ) _ 13‘%(773?@&%%%)#@(62‘@) : 15 2H (68 HHi) _
IRITHI HITE IRITHT BT TRITTH wITE
B3 17.6 4.8 23.4+5.3" 18.2 £4.7 24.3+5.2" 19.7 +4.2 39.6 £6.3 %4
FAIhfE 8.3+1.9 9.3+3.1 8.5+2.1 13.5£2.7" 8.9+1.8 14.7 £3.5*%
xXAEsh 1.9+£0.7 2.4=+1.1 1.8+0.9 2.7+0.9 1.9+1.1 3.6+1.3%%
TERE 13.6 £3.5 27.7 +4.6 13.9+3.2 20.1£5.1" 12.2 £3.5 29.7 6.7 %
RIS 41.4+10.9 62.8+14.1" 42.4+10.9 60.6+13.9" 42.7+10.6 87.6 £17.8 *#4

TE RIALARIT RIS LA, © P <0. 05 5 B2 ALALIAY TR LU, ¥ P <0. 05 5 5 RUEUR RN i 35 41697 LLie, P <0. 05
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Tab.4 Comparison of SF-36 scores among the various groups (X +s, score)

P H AL (71 ) KT TR ANIA TR R 4162 ) IR 21 (68 #)
JRITHI BITIE TRYTHT RITIE JRITHI RIT IR
AR 39.6 6.8 57.4£9.4" 38.2+7.2 56.9 £10.2* 38.4+7.3 63.7+11.6*
EU 42.8+9.3 54.7+10.2* 41.6+8.9 57.6+9.7" 42.1+8.4 82.6 +10.8 *#4
r IR 36.7 £8.9 49.6 £9.3* 37.8+9.1 51.2+10.2" 37.8 9.5 67.9 £10.7 *#4
Haheh 42.5+10.2 48.3 £10.4 43.7 £8.3 54.3+9.6" 42.9£9.3 71.3 £10.3**
E’,'%L’iﬂ‘jj 41.9 +6.8 59.8+8.6" 42.5+7.6 68.1+8.8* 41.4 8.6 72.9 9.4 **
ARARPE TG 45.7 7.4 67.1+7.4" 44.6 £7.2 66.2+7.8" 45.8 +8.7 86.4 +8.8*#4
i hf e 38.4£7.7 49.3£10.6* 39.6+8.3 48.7 £10.2* 39.2+9.2 74.6 +11.4**
SR AR 47.6 7.2 62.5+7.3" 48.3 6.7 51.8+7.5 47.3+7.6 60.3 £8.2%4
SIS 335.2 +61.3 448.7 £74.2 " 336.3 £62.3 454.8 £75.0" 334.9 £68.6 579.3 +81.2*%A
T FAUAIT RIS L3R, * P <0. 05 552l BALALIRY TR Lik , * P <0. 05 S5 aUS mR s s 413R)7 e LR, 2 P <0. 05
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Tab.5 Comparison of curative effect judging indices among the various groups (x +s, score)
215 i Ji 1%/ 1 LT XOth ERiE s Hp B IR
BRI IBITHT 48 33.76 +3. 81 28.73 +3.81 16.59 £2. 17 62.39 +5.31
BRI R 48 37.42 +4.13* 32.19 £3.93* 20.83 £3.06 82.19 £7.64"
XA SFBREN AT JRITHT 43 33.57 £3.26 29.17 £3.72 17.36 £2. 19 61.82 +4.97
IS 43 36.73 +£3.82 32.81 +4.01 19.37 £3.16* 70.26 £6.95*
BAd JRITHT 45 32.82+3.16 28.24 +3. 41 16.82 £2.49 60.34 £5.18
VITIE 45 41.61 +4,37 **4 36.82 +3.97 **4 24.16 £3.24**4 87,32 +£7.53*%

I A4UGIP RIS gL, © P <0.05;45
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5 UE S TR T F 4R IR) T )R L, 2 P <0. 05
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Tab.6 Comparison of hemorheological indices among the various groups (x +s)

ZH 5 Fisf 18] %/ 1) BHRV/(mPa-s) BLRV/(mPa-s) PV/(mPa-s) HCT/%
BB ALA IBITRT 48 23.16 +1.52 19.83 +2. 14 2.74 £0.32 53.76 +2. 64
BT R 48 19.46 +1.17* 13.27 £1.95* 1.63 +0.26* 51.62 £2.52
WSS RN T Al VAT 43 22.73 +1.76 18.76 +1.97 2.86 +0.35 54.67 +2.37
BT A 43 20.43 +10.9 17.73 £1.76 1.72 +0.31* 53.73 +2.16
i asel YETT T 45 23.24 £1.43 19.18 +2.06 2.77 +0. 31 54.46 +2. 45
EpAS ] 45 13.76 +0. 87 **2 10.07 £1.26 *~ 1.01 £0.23**2 46,28 +2.13* %

T[RRI T RIS LA, © P <0.055

x7T BEGREIERILE (X xs)

Tab.7 Comparison of immunity indices among the various groups (x s)

S AR R A, TP <0. 05 5 XS BRI A Fr 413RT7 G Ui, 4 P <0. 05

25 I Ji %5/ 15 IL-18/(ng-L~") SOD /(nU-mL"") CRP/(mg-L™')  NO /(pmol-L~")
B ALLH BRI 48 36.9+7.2 72.7+£9.6 13.6 4.9 40.6 +8.43
BT R 48 19.06 £5.2* 76.4 £10.5 8.3+3.2" 31.4+7.2*
WSS RN T ] VAT 43 35.8+6.9 72.6 £8.7 12.4 +4.2 39.8 £8.72
BT R 43 18.7 5.6 " 80.6+11.8* 11.5+3.8 37.4 6.9
BAE JRIT R 45 36.2+7.3 73.9 +10.2 13.1+4.5 40.1+7.16
BIT IR 45 10.3 +4.2*#8 95.8 +13.5** 6.7 £2.7*#4 28.2+5.8"2

Ve FAURITRTJR HE, P <0. 053 5-a 2@ B ALALIAYT IR i, P P <0. 05 5 5 BUGEUF R sl i i

$ VAT IR g, A P <0. 05
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Tab.8 Comparison of rates of adverse reaction incidence and organ function damage among the various groups
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Tab.9 Comparison of rates of blood and urine abnormalities among the various groups
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