Home A T HIHR

") b gy gk

China Journal of Chinese Materia Medica

I *hIChRAE

B S T R B i T S e e D A R DA m

HLA I

SURASC: SR ENS AEAZ PR AR P 5 BRI T8 T 20b B iR DL B e 75 W 0 R0 7 0 I R AL
S PHAETE AR JEAT SN S AT 852 KR T et e R T A PR AR [ [ 2482, 2011,36(20): 2789,

DO, 104268/Gicmm20112008

JaNiAlE ey

N >

SRIIE5Y

(2 pgmu

MNGM‘EI A

2011-08-06 7 {T-4iifH
Q@ @mzm#a“ '

2 Ak K HC 545

AT R 149

¥ e
‘Mc PR i b E-mail
#
¢ |Institute of Basic Research in Clinical Tridl, China
B |WE Xu /Academy of Chinese Medical Sciences, Beijing
200700, China
LI Xiaogin Posl;doctofa Salion“qf China Academy of Chinese
W Medical Sciences, Beijing 100700, China
BE |XIE Institute of Basic Researchin Clinical Trial, China
o Yanmin Academy of Chinese Medical Sciences, Beijing zhinanb2010@yahoo.com.cn
- e 100700, China
sz i s gopr e Affiliated D Hospital of Bejing University
;1 ZOU Yihuai |55 55so—=——— |of Traditional Chinese Medicine, Beijing 100007,
- EEEEEEEEE— China
BiE |[ZHAO <% |Affiliated Beijing Tiantan Hospital of Capital Medical
E Xingquan University, Beijing 100050, China
"The Second Affiliated Hospital of Tianjin University
L 4
w HAN RHPEAA SR of Traditional Chinese Medicine, Tianjin 300150,
e Janhua o
— — China
WANG b The First Affiliated Hospital of Henan College of
Xinzhi = |Traditional Chinese Medicine, Zhengzhou 450003,

China
. [TheFirst Affiliated Hospital of Henan College of

1
41 & = | Traditional Chinese Medicine, Zhengzhou 450003,
= China

e Affiliated Anzhen Hospital of Capital Medical
— University, Beijing 100029, China

”}/F—»‘ Xingtal Renmin Hospital, Xingtai 054031, China
bl Affiliated Hospital of Changchun University of

E Faiun Traditional Chinese Medicine, Changchun 130021,
= =auan China

fiE |CAO W The Second Affiliated Hospital of Shandong

:T Som o7 asooo - [Universiy of Traditional Chinese Medicine, Jnen

250001, China

. |The Second Affiliated Hospital of Guangzhou
~ |University of Traditional Chinese Medicine, Fuzhou
510120, China

. |The Second Affiliated Hospital of Fujian University

= |of Traditional Chinese Medicine, Fuzhou 350003,
China

CHEN
Hongxia

WANG
Shizhong

=k |[YAN Breptich Affiliated Hospital of Shanxi College of Traditional
i Rongmei iy i 712000 Chinese Medicine, Xianyang 712000, China
EH [HAN B b R e, BEPE 76 |Chinese Medicine Hospital of Shanxi Province, Xi‘an
W |Zucheng |4 710003 710003, China
St V1 Danhui AR giitzpe,  [Statistical Institute of Renmin University of China,
i — [k 100872 Beijing 100872, China
WANG QEECIE ¢ PPEIEA [Ingtitute of Basic Research in Clinical Trial, China
Yongyan K AT AE s Academy of Chinese Medical Sciences, Beijing

100700 100700, China

T2 6" R T K4 75 (2009ZX 00502-030); [ 55 i 1 A9 Ak Ji2 1121 (8633 1) 51 [ (2007AA02Z4B2); 1 ] 1
1 3 BB 5 05 H (20133)

HORUKT 8 R (LT R AT S 400) a7 B b e PRI TR 2 4k, ik SR & eh
157 RSP BN RS A 6780 S HEAT BHLA 41T 3541343491, 1P 4133501 . T
EIT O I A R B e 9 RP bR 3 2 i 360 i T SRR 4 R O
FEH EFERUR). ARV R B SR S R Ab . AR R . 455 Bl 360 doAT S ALSES
i fvﬁE##Jlﬂ% EEﬁﬁiwﬁEl%lJ TTEAR A T8LT AL IE AR BT 74 P41 (P<0.08); 4y -%*ﬁﬁ%zllw ﬁ%z#ifﬁ?l%mlffﬁ
E?ilzﬁ'l E?i 7»359% klﬁ/HEﬁ WMLH:WIE/H AT AL E‘ 3 k% 40 13%
~ LR
i‘fié}*ﬁmm-)ﬂ'iﬁﬂ\/z'#? E$1¢111?'J ‘7?% f‘tH%%J‘MW TE/X R % 117%*;&
SO A TR AN LA 255 12 R . AT S AL R L3 D) f 5
B D 5P I R LA FITSBIAL T S 7T i 2 A7 e SeR I S 4508 T SR 0T S/ e
TRTT BRI PR AT R 2

%ﬁﬁm%%'{ﬁ&ﬂ((ko 05)
I)uﬁ/x“h?‘é Wi

FP SRR T SR AN AT

4 71 O W

Post-marketed re-evaluation of fleabane injection and Dengzhan Shengmai capsule study on
treatment in patients with ischemic stroke

Abstract:Objective : To verify the efficacy and safety of post-marketed fleabane injection combined with Dengzhan Shengmai capsulesin
the treatment of ischemic stroke (IS). Method : A multicentre, prospective, practical, randomized controlled study was carried out to
compare the efficacy and safety of Dengzhan group (n=343) and western medicine group (n=335), appling "clinical study central stochastic
system”. The treatment of Dengzhan group is using fleabane injection in acute stage and Dengzhan Shengmai capsulesin convalescence. The
primary indexes of effect eval uation are the important outcome events in 360 days' follow-up, including mortality, recurrence, disability and
quality of life to reflect the effect of clinical study. The indexes of safety evaluation involve labx results and incide of
adverse events. Result : After 360 days follow-up, 4 people died of 1S in Dengzhan group, and the morlahly rate of which is 1.17%, while
16 died in Western medicine group (WM group), and the mortality rate is 4.78%, suggesting that the mortality rate of Dengzhan group is
significantly lower than WM group (P<0.05). Eleven cases recurred in Dengzhan group, and the recurrence rate of which is 3.21%, while 12
recurred in WM group, and the recurrence rate is 3.59%, indicating that the recurrence rate of Dengzhan group is slightly lower than WM
group. The disability rate of Dengzhan group is 39.53%, anong which the rate of severely disabled cases are 1.49%, while the disability rate
of WM group is 40.13%, among which the rate of severely disabled cases are 3.13%, suggesting that the disability rate of Dengzhan group is
lower and the severity of disability is also lighter than WM group. In the field of quality of life, the activity ability and the upper limb
function store of stroke patients in Dengzhan group improved far much better than WM group (P<0.05). Analysis of safety suggested that,
adverse events occurred in 11 cases in Dengzhan group, among which 4 cases is related with the drug treatment, the incidence of adverse
events of which is 1.17%, and the main manifestations involve fever and chilling, rash, nausea, dizziness, palpitation, etc. which were all
appeared after the treatment of fleabane injection, and disappeared 1 to 2 days after drug withdrawal. 13 cases occurred abnormal liver




function and 2 cases abnormal kidney function in Dengzhan group. According to the judgment of clinical physicians, 3 case of ALT
abnormality is possibly related to the treatment, the others are all unrelated with the treatment. Conclusion : Fleabane injection and
Dengzhan Shengmai capsules are al safe and effective TCM in the treatment of ischemic stroke.
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