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Clinical Efficacy of Tiandan Tongluo Capsule Against Cerebral Infarction in

Convalescence Corresponding to Stoke Due to Wind-Phlegm-Static Blood Obstructing Vessels

JIN Ze, CHEN lJing', HOU Xin-lei, AN Wei, LI Zhao-xian, JIANG Shan-shan, WEI Ning
(Second Affiliated Hospital of Heilongjiang University of Chinese Medicine, Haerbin 150000, China)

[Abstract] Objective: To evaluate the safety and effectiveness of Tiandan Tongluo capsule in the
treatment of cerebral infarction (CI) in convalescence (stoke involving meridians and collaterals due to wind-
phlegm-static blood obstructing vessels) , with Naoshuantong capsule as a control. Method: A total of 352
convalescent patients with CI differentiated into stoke involving meridians and collaterals due to wind-phlegm-
static blood obstructing vessels in traditional Chinese medicine (TCM) were included in this multi-center,

randomized, double-blind, single-simulated, Naoshuantong capsule-controlled clinical trial, which lasted from
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28 December, 2016 to 12 April, 2019. After being randomized into an experimental group and a control group at
a ratio of 3: 1, patients in the experimental group were provided with oral Tiandan Tongluo capsule, five
capsules per time, three times per day, whereas those in the control group received both Naoshuantong capsule
simulator, two capsules per time, three times per day, and Naoshuantong capsule, three capsules per time,
three times per day, for 12 successive weeks. The patients were followed up until 180 days after onset. The
Barthel activities of daily living (ADL) index (BI) score was used as the primary outcome, and the secondary
outcomes included neurological deficit score [assessed with National Institutes of Health Stroke Scale
(NIHSS) ], modified Rankin scale (mRS), TCM syndrome score, and proportion of patients with new vascular
events. The changes in laboratory indexes and the incidence of adverse reactions during treatment were observed.
Result: Among the 389 cases enrolled, 30 dropped out, with the drop-out rate being 7.71%. There were 374
cases included in the full analysis set and 377 in the safety set. The comparison with the control group revealed
that the total BI score and the percentage of BI score > 75 in the experimental group were increased, but the
difference was not statistically significant. The percentage of mRS score < 2 within 180 days after onset in the
experimental group obviously elevated in contrast to that of the control group (P<0.05). As demonstrated by
TCM syndrome score analysis, the markedly effective rate in the experimental group was significantly higher
than that in the control group (P<0.05). During the trial, the incidence rates of new vascular events in the
experimental group and the control group were 0.00% and 1.09% (one case) , respectively, exhibiting no

statistically significant difference between the two groups. Conclusion: Tiandan Tongluo capsule and
Naoshuantong capsule both produce definite therapeutic effects in the treatment of CI in convalescence (stoke
involving meridians and collaterals due to wind-phlegm-static blood obstructing vessels). Compared with
Naoshuantong capsule, Tiandan Tongluo capsule better alleviates neurological deficit, promotes neural
functional recovery, and improves TCM syndrome score, without inducing severe adverse reactions.
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Table 5 Influence on clinical curative effect of traditional Chinese medcine syndrome integral
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A B N A B i AR A, T 25 8 K 2
AE M I 22 558, o KR YT i R e 2y, ik 2y
A RE T I AR i R 0T 2 2 IE AT P R BE 8 i K
I AP AR E % 2 1 LR 10 BREY , D) RE TG
IMLE 2% SR XA IR , 3K IEAS B AR, B AN £ 1E o
BACZY BEAF SRS, B4 0 2 i B & 1
AW SRR TR, B I R A o i A
Az BB 1 AT P A I A A L O ] B
A 7S ok 1L 2L AR B Y 3 T B S BN A5 D
22 Uy e YR 17, I8 B3R 7 SR IR I 2 R T Ak
AR A7 %1 25188 1 F 5 3 2 4 vh A ol i 4 98 1
0 45 S, B B R 1 24 BRLAE T 5 LA AT JR % 06 3R
AR T R LR S R AR T
0 2% 25 B 22 AT 52 ) B A 25 e R S I AR R
LA R A R PR 22 0 T 28 R Y L s 1t i S X
eIl PR AR R AT R . PSSR
o 2 A i s S R R S A ke L/ R R R A
W58 KRR 2836 7 il 0L P8 il 26 op 22 SR 38 T 9 AR
BB 58 B, % bR 38wl ol i e E e 0 T2 2 B 3Rk
A ] K & 1R ~F JbE 28 19 /K fi% 1l ( Caspase ) 41 5 1Y
M2 TTACT, MOTTT A3 e PRI 2 rp o 7 T N R
MT AT gy, B8-S A K ZE ik R
R AEWBE =R KR AIRE H
HE TR I KNI AL 2 oy, B2 B SR S 0 &
B A PUIAR PO RO LA S
PUAAL VBN B D PR DU 7 S 2 MR,
WAE g AL B TR T R R 2 R SR
o AR A Ty b RO U RS B R
. 63 .
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