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Abstract: Objective To evaluate the efficacy and safety of Xuesaitong Injection (lyophilization) in treatment of cerebral infarction
recovery period (blood stasis syndrome). Methods The study was a block randomized, blinded, positive medicine/placebo parallel
control, multi-center clinical research, controlled with Dengzhan Xixin Injection, placebo and low dosage of Xuesaitong Injection
(lyophilization). The study was divided into four groups: there were 105 patients in high dosage of Xuesaitong Injection
(lyophilization), and they were iv administered with Xuesaitong Injection (lyophilization), 400 mg/d. There were 36 patients in
Dengzhan Xixin group, and they were iv administered with Dengzhan Xixin Injection, 40 mL/d. There were 70 patients in placebo
control group, and they were iv administered with 0.9% sodium chloride injection, 250 mL/d. There were 71 patients in low dosage of
Xuesaitong Injection (lyophilization), and they were iv administered with Xuesaitong Injection (lyophilization), 200 mg/d. The course
of treatment was 15 d. The changes of NIHSS score, modified Rankin score, TCM syndrome integration, and Barthel index in four
groups were compared. Results The high dosage of Xuesaitong Injection (lyophilization) group has advantages in Chinese medicine
syndrome, found in the lower limb, askew mouth, tongue Jian strong words or not language, partial body numbness, dizziness, oral dark
purple, limb pain than Dengzhan Xixin Injection, and there were differences between two groups (P < 0.008 3). The high dosage of
Xuesaitong Injection (lyophilization) group has advantages in NIHSS score improvement, Chinese medicine syndrome, found in the
lower limb, tongue Jian strong words or not language, partial body numbness, oral dark purple than the low dosage Xuesaitong
Injection (lyophilization), and and there were differences between two groups (P < 0.008 3). Conclusion Xuesaitong Injection

(lyophilization) shows defined efficacy and safety for the treatment of cerebral infarction recovery period (blood stasis syndrome) with

clinical safety.
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Table 1 Comparison on NIHSS curative effect of four groups

415 /(%) AT (%)  BEILMI(%)  HEDMHI(%)  TEELAN(%) T (%)
4 el 70(100.0) 0(0.00) 28(40.00) 24(34.29) 18(25.71) 0(0.00)
SRS 36(100.0) 0(0.00) 15(41.67) 18(50.00) 3(8.33) 0(0.00)
Il 381G 7 71(100.0) 0(0.00) 27(38.02) 41(57.75) 3(4.23) 0(0.00)
1l ZE 3 = 7 105(100.0) 6(5.71) 56(53.33) 38(36.19) 5(4.76) 0(0.00)
%2 44{E¥R Rankin 8FI1FH L
Table 2 Comparison on modified Rankin scale score of four groups
21 5 n/B(%) 0 /BI(%) 1 HBMWI(%)  28B1(%)  3UBI(%) 4 FBl(%) 5 BI(%)
9Bl 70(100.00) 0(0.00) 19(26.76) 27(38.03) 23(32.39) 2(2.82) 0(0.00)
EEIRE 36(100.00) 0(0.00) 8(22.22) 13(36.11) 15(41.67) 0(0.00) 0(0.00)
I FE TR 1 71(100.00) 0(0.00) 16(22.86) 27(38.57) 24(34.29) 3(4.29) 0(0.00)
I FE T = 7 105(100.00) 4(3.81) 27(25.71) 41(39.05) 28(26.67) 5(4.76) 0(0.00)
%3 4EPEIEETHLE
Table 3 Comparison on syndrome curative effect of traditional Chinese medicine of four groups

415 n/Bl(%) I A2 T8/ 810 (%) BABI(%) H 551(%) Tes1 (%)
LRI 70(100.00) 1(1.43) 4(5.71) 16(22.86) 49(70.00)
KT R 36(100.00) 0(0.00) 3(8.33) 24(66.67) 9(25.00)

I ZE IR 1k 71(100.00) 0(0.00) 23(32.40) 30(42.25) 18(25.35)

Il ZE 38 p A 105(100.00) 7(6.67) 50(47.62) 38(36.19) 10(9.52)
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Table 4 Comparison on Complexion dark of four groups

2kl n/Bil(%) e A2 /451 BRUBI(%) A 5B1(%) LR (%)
3 el 42(100.00) 28(66.67) 0(0.00) 2(4.76) 12(28.57)
AE-ER2 27(100.00) 8(29.63) 0(0.00) 8(29.63) 11(40.74)
1l ZE AR T 43(100.00) 28(65.12) 0(0.00) 2(4.65) 13(30.23)
1l 258 v A 72(100.00) 58(80.56) 0(0.00) 3(4.17) 11(15.28)

RS 4HEETEER

Table 5 Comparison on Found in Upper limb of four groups

Zibill n/Bl(%) I PRZE 2/ 4511 (%) BRUBI(%) 1 551(%) JERLB(%)
el 70(100.00) 33(47.14) 0(0.00) 10(14.29) 27(38.57)
RS 36(100.00) 3(8.33) 0(0.00) 18(50.00) 15(41.67)
I FE AR = 70(100.00) 7(10.00) 5(7.14) 22(31.43) 36(51.43)
I FE3 5 ) 105(100.00) 15(14.29) 1(0.95) 51(48.57) 38(36.19)

Rz6 4HLBLILE

Table 6 Comparison on cephalalgia of four groups

#1 /(%) I A2 5451 (%) BRUBI(%) HRU1(%) TR (%)
el 48(100.00) 8(16.67) 0(0.00) 12(25.00) 28(58.33)
SRS 27(100.00) 2(7.41) 0(0.00) 5(18.52) 20(74.07)
11 FE S AR A 48(100.00) 6(12.50) 0(0.00) 9(18.75) 33(68.75)
I FE3 5 ) 74(100.00) 15(20.27) 0(0.00) 12(16.22) 47(63.51)
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Table 7 Comparison on Found in lower limb of four groups
417 n/Bl(%) e PR R0 (%) BRU1(%) A 31(%) TRN(%)
g el 69(100.00) 33(47.83) 0(0.00) 9(13.04) 27(39.13)
IR 36(100.00) 2(5.55) 0(0.00) 23(63.89) 11(30.56)
1 FE WAL &= 71(100.00) 7(9.86) 4(5.63) 23(32.39) 37(52.13)
11 ZE 30 =y 71 105(100.00) 48(45.72) 2(1.90) 29(27.62) 26(24.76)
# 8 4HOFERYTHLE
Table 8 Comparison on breath skewed of four groups
415 n/Bl(%) AR (%) BRUB(%) A 5UB(%) LR (%)
el 65(100.00) 6(9.23) 1(1.54) 6(9.23) 52(50.49)
1T 40 35(100.00) 9(25.71) 1(2.86) 8(22.86) 17(48.57)
1 FE AL &= 66(100.00) 43(65.15) 0(0.00) 8(25.81) 15(14.56)
11 ZE 30 =y 71 102(100.00) 74(72.55) 0(0.00) 9(8.82) 19(18.63)
F9 4EFRETERTIBTHLE
Table 9 Comparison on tongue Jian or not language effect of four groups
415 n/Hl(%) IR R/ BI(%)  BE1(%) AHEUB)(%) TRUB (%)
ZRIFA 53(100.00) 8(15.09) 0(0.00) 2(3.77) 43(81.13)
IR 26(100.00) 10(38.46) 1(3.85) 2(7.69) 13(50.00)
1M ZE AR A 1 4 48(100.00) 31(64.58) 0(0.00) 2(4.17) 15(31.25)
11 230 ey 7)1 4 80(100.00) 68(85.00) 0(0.00) 2(2.50) 10(12.50)

TR, Zrr kgt s (P>0.008 3); Ifil
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Table 10 Comparison on hemianesthesia of four groups
415 n/Bl(%) KR @/ B(%) WA B(%) A 3/ (%) Te kM (%)
R 60(100.00) 15(25.00) 0(0.00) 5(8.33) 40(66.67)
S EIES 31(100.00) 16(51.61) 0(0.00) 5(16.13) 10(32.26)
I ZE AT 4 63(100.00) 45(71.43) 0(0.00) 3(4.76) 15(23.81)
. 388 1y 711 92(100.00) 81(88.04) 0(0.00) 0(0.00) 11(11.96)
F 11 4BELSFTHE
Table 11 Comparison on dizzy of four groups
5 n/1(%) I A Y2 /4511 (%) WA (%) A RU11(%) FRUBN(%)
TR 60(100.00) 17(28.33) 0(0.00) 2(3.33) 41(68.33)
11 A= 30(100.00) 12(40.00) 0(0.00) 6(20.00) 12(40.00)
I ZE AT 61(100.00) 47(77.05) 0(0.00) 0(0.00) 14(22.95)
Ifi FEH w1 84(100.00) 71(84.52) 0(0.00) 3(3.57) 10(11.90)
F 12 4 ABRIRERITILR
Table 12 Comparison on limb pain of four groups
# n/1(%) I A2 T8/ 810 (%) BRI (%) A RU11(%) FRUB(%)
R 44(100.00) 11(25.00) 0(0.00) 2(4.55) 31(70.45)
IT =40 21(100.00) 7(33.33) 0(0.00) 6(28.57) 8(38.10)
Il ZE TG 40(100.00) 22(67.50) 0(0.00) 5(12.50) 8(20.00)
I FE 3 = 5 69(100.00) 58(84.06) 0(0.00) 3(4.35) 8(11.59)
F 13 4HOBERTHILE
Table 13 Comparison on oral dark purple of four groups
2 n/1(%) WGIRKE R (%) R n/l(%) R nBl(%) ToRL n/5)(%)
7 43(100.00) 4(9.30) 0(0.00) 3(6.98) 36(83.72)
IR 26(100.00) 9(34.62) 0(0.00) 4(15.38) 13(50.00)
I FE AT 1k 41(100.00) 22(53.66) 0(0.00) 5(12.20) 14(34.15)
I ZE 38 = A 68(100.00) 57(83.82) 0(0.00) 2(2.94) 9(13.24)
% 14 4 ‘A Barthel 550778 LLER
Table 14 Comparison on Barthel index of four groups
5] UGN B hrtE ) SRR B/AME, BKE
2R 70(0) 78.50(820.58) 85 5.00,100.00
e K RE 36(0) 80.97(11.76) 85 60.00,100.00
Il ZE T AR A 71(0) 81.27(14.87) 70 25.00,100.00
11 2388 1 71 105(0) 82.58(17.87) 85 30.00,100.00
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Table 15 Comparison on adverse event rate of four groups
21531 nBl(%)  HG/BI(%) Ta/1(%)
IR 70(0) 0(0.00) 70(100.00)
K RE 36(0) 1(2.78) 35(97.22)
Il ZE T ARA 1 71(0) 1(1.41) 70(98.59)
I ZE 18 A 105(0) 5(4.76) 100(95.24)
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