FES 2021618 B52% B2 ChineseTraditional and Herbal Drugs 2021 January Vol. 52 No. 2 ©483 -

BB RS B4 7 A BB TE RIS R P R R 2 1 R T4 A GRADE iEfR
2

R

Zapay !, ANFRD, MR, b, 284, F9s 5 s

1 dbsi R RERETERE, b5 100700
2. b HEZ K, dbi 100029

 E. B RSITMIKINERIEE T S KFESE (acute cerebral infarction, ACI) FRIIGHRIT 2 2241k, LA ACI I
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gr MR )5 (fibrinogen, FIB) KA R R BAF4h RfabniliAT Meta 74T, 12 GRADE (grading of recommendations,
assessment, development and evaluation) RZX KEELS RFa bR PHEYE R E RS IHAT AR BRI 19 FH,

Meta M5 R EoR: (1) BRI EE+ TU B & HUE T $E MR A B8 [RRymss=1.17, 95% CI (1.07, 1.28), P=0.000 8;
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Abstract: Objective To systematically evaluate the efficacy and safety of Maixuekang Capsule (KI5 /iX%£) in the treatment of acute
cerebral infarction (ACI). Methods Randomized controlled trials (RCT) were retrieved from seven databases. The methodological

quality of the included studies was evaluated by using the Cochrane 5.1.0 bias tool. Meta-analysis was performed to analyze the result
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indexes of clinical effective rate, neurological function score, fibrinogen (FIB), and adverse drug reaction using RevMan5.3 software.
The evidence quality was evaluated according to the GRADE profile. Results A total of 19 articles were included. The results of Meta
analysis showed that MXK + western medicine treatment (WMT) could significantly improve the clinical efficacy [RRyss = 1.17, 95%
CI[1.07, 1.28], P = 0.000 8; RRxps = 1.24, 95% CI [1.14, 1.34], P < 0.000 01; RR jinical symptoms = 1.55, 95%CI [1.20, 2.00], P = 0.000 7],
neurological function [MDgeyere stroke = —6.24, 95%CI [-6.86, —5.62], P < 0.000 01; MDyoderate stroke = —1.97, 95% CI [-2.91, —=1.03], P <
0.000 1; MDyps = —5.11, 95%CI [-7.36, —2.85], P < 0.000 01], and decrease plasma fibrinogen content [MD = —0.86, 95% CI [-1.13,
—0.59], P <0.000 01]. In terms of adverse reaction rate, there was no statistic difference between the combination of MXK + WMT and
WMT [RR = 0.58, 95% CI [0.29, 1.18], P = 0.13]. MXK + arterial thrombolysis + WMT could improve the clinical efficacy evaluated
by clinical nerve deficiency scale (NDS) [RRyps = 1.30, 95% CI [1.14, 1.47], P < 0.000 1] and neurological function. In terms of
improving the clinical efficacy evaluated by NIHSS and decreasing the plasma fibrinogen content and adverse reaction rate, there was no
statistic difference between the combination of MXK + arterial thrombolysis + WMT and arterial thrombolysis + WMT [MD = —0.16,
95% CI [-0.33, —0.00], P = 0.05; RRymss = 1.15, 95% CI [0.97, 1.37], P = 0.11]. MXK + rt-PA + WMT could improve neurological
function and decrease plasma fibrinogen content with a statistically significant difference between the two groups (P < 0.05).
Conclusion In treating ACI, MXK + WMT could improve the clinical efficiency, neurological function, plasma fibrinogen content
decrease, and the adverse reaction rate was low. MXK + arterial thrombolysis + WMT could improve the clinical efficiency evaluated by
NDS and neurological function. MXK + rt-PA + WMT could improve the neurological function and plasma fibrinogen content decrease.
However, considering the limited quality of the literature included and low level of evidence in the study, more well-designed,
high-quality and large-sample research are still needed to increase the level of evidence.
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Table 1 Basic characteristics of included study of Maixuekang Capsule in treatment of ACI
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PR AP 54/54 30124 32/22 38~81 35~79 ¥ MXK+WMT ~ WMT 14 1.3
FamREY 67/67  37/30  36/31 56.91+£8.01 56.79+7.91 ¥ MXK+WMT  WMT 14 1.2.5.6
SpEell 5555 W MXK+WMT  WMT 286 2.5
TkZE! 44/44 ¥ MXK+WMT ~ WMT 14 1
Mrgs£E3l 100/80 ¥ MXK+WMT  WMT 28 1
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Table 2 Methodology quality of included study of Maixuekang Capsule in treatment of ACI
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WK IMLERETT + H a7 IR Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total  Weight/% M-H, Fixed, 95% CI M-H, Fixed, 95% CI
1.1.1 NIHSS
KR 2017 34 37 27 37 22.7 1.26[1.01, 1.57] —
ik %2017 41 45 35 45 29.4 1.17[0.98, 1.40] ——
FHHxK 2019 64 67 57 67 47.9 1.12[1.00, 1.26] i
Subtotal (95% CI) 149 149 100.0 1.17[1.07, 1.28] *
Total events 139 119

Heterogeneity: Chi>= 0.93, df =2 (P = 0.63); ’=0
Test for overall effect: Z=3.34 (P <0.000 8)

1.1.2NDS

5K &% 2015 39 44 32 44 15.1 1.22[0.99, 1.50] ——
ZEHR IR 2013 48 54 38 54 17.9 1.26[1.04, 1.54] —_—
el 2011 102 112 72 98 36.2 1.24[1.09, 1.42] -
M ZE2012 91 100 59 80 30.9 1.23[1.07, 1.43] ——
Subtotal (95% CI) 310 276 100.0 1.24[1.14, 1.34] L g
Total events 280 201

Heterogeneity: Chi?= 0.06, df =3 (P = 1.00); ’=0
Test for overall effect: Z=15.20 (P <0.000 01)

1.1.3 I RRERFOARAE 25 3%

B 52018 45 50 29 50 100.0 1.55[1.20, 2.00] t
Subtotal (95% CI) 50 50 100.0 1.55[1.20, 2.00]
Total events 45 29

Heterogeneity:Not applicable
Test for overall effect: Z=3.40 (P < 0.000 7)

05 07 1 15 2
FIRATT  BkLRERTT+ R G

4 KB BEHE Meta 547 (BKILREE +EIETT vs BAIATT)
Fig. 4 Meta analysis of clinical total effective rate (Maixuekang Capsule + conventional treatment Vs conventional

treatment)
Tk R B RA IR SRR AT Risk Ratio Risk Ratio
Study or Subgroup Events Total Events  Total ~ Weight/% M-H, Fixed, 95% CI M-H, Fixed, 95% CI
2.1.1 NIHSS
S i 2014 45 50 39 50 100.0 1.15[0.97, 1.37] t
Subtotal (95% CI) 50 50 100.0 1.15[0.97, 1.37]
Total events 45 39

Heterogeneity: Not applicable
Test for overall effect: Z=1.61 (P <0.11)

2.1.2NDS

Airiher 2015 57 62 44 62 51.1 1.30[1.09, 1.54] —a—
FER R 2017 56 61 41 58 48.9 1.30[1.08, 1.56] —i—
Subtotal (95% CI) 123 120 100.0 1.30[1.14, 1.47] S
Total events 113 85

Heterogeneity: Chi®=0.00, df =1 (P =0.98); =0
Test for overall effect: Z=4.04 (P <0.000 1)
Test for subgroup differences: Chi’= 1.14, df = 1 (P =0.29); * = 12.2%

4 i I L

05 07 1 15 2
Sk ARE AT BRI SRR A
HALBTT

Bl 5 ImAKSHEWE Meta 5347 (BKILRELE +RBKBEERAR +EIIETT vs BIAREAR +EIIETT)
Fig. 5 Meta analysis of clinical total effective rate (Maixuekang Capsule + arterial thrombolytic therapy + conventional

treatment vS arterial thrombolytic therapy + conventional treatment)

77, HEFRAGIHFE L (P<0.05). TIF 7C &5 SR 42 2 WYk o e i 3 + B0 s A R - R
T I B 2 0 O K LR R 4 S GE R+ IRITESGE R A D RE U7 1AL T S BKVE AR R+ H AR

WA MBI AR+ AT, RPN 2B J7, EREAZIEE X (P<0.05).

G2, o 1 gL NIHSS P4 T g IR Tt 30 A K LA 2+ rt-PA. BRI A+

B, 1 TPl NDS PP ThRE BT, 2 5 HHIAYT AT r-PA IR AR +H R IT IR | R
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ik L6 7 + 8 a7 HRRIT Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD  Total  Weight/% IV, Fixed, 95% CI 1V, Fixed, 95% CI
1.2.1 FEAARYTHTIE/>20
TREAE 2014 860 1.6 40 152 280 40 38.1 ~6.60[~7.60, —5.60] -
KA 2017 853  2.02 37 1528 3.19 37 25.7 —6.75[-7.97,-5.53] -
5K 482017 7.03 2.01 45 1253 287 45 36.3 —5.50[—6.52, —4.48] -
Subtotal (95% CI) 122 122 100.0  —6.24[-6.86, -5.62] ¢
Heterogeneity: Chi>=3.18, df =2 (P = 0.20); *=37%
Test for overall effect: Z=19.84 (P < 0.000 8)
Total (95% CI) 122 122 100.0  —6.24[6.86, —5.62] ¢
Heterogeneity: Chi>=3.18, df =2 (P = 0.20); ’=37% ' } } '
Test for overall effect: Z=19.84 (P < 0.000 01) =10 =5 0 5 10

Test for subgroup differences: Not applicable

ik i B E T+ R RE T EET

6 LANIHSS ¥IZEEEZEHMAINEEITS Meta 57 BKILRERE +ERIETT vs BEHIETT)

Fig. 6 Meta analysis of neurological function score of severe stroke determined by NIHSS (Maixuekang Capsule +

conventional treatment VS conventional treatment)

ik ML JE VR 97+ RUR T HRRIT Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD  Total  Weight/% IV, Fixed, 95% CI 1V, Fixed, 95% CI
122 R RTE <15
#2017 1.97 222 31 356 245 32 20.5 —1.59[-2.74, —0.44] ——
REE 2013 392 238 55 482 252 55 23.1 —0.90[—1.82, —0.02] -
F Ak 2019 597  1.03 67 796 145 67 28.0 ~1.99[-2.42, ~1.56] -
i 522018 3.15  0.76 50 625 1.07 50 28.4 —3.10[-3.46, —2.74] +
Subtotal (95% CT) 203 204 100.0 ~1.97[-2.91, -1.03] &
Heterogeneity: Tau’= 0.77; Chi*=29.87, df =3 (P=0.000 01); = 90%
Test for overall effect: Z=4.12 (P <0.000 1)
Total (95% CI) 203 204 100.0 -1.97[-2.91, -1.03] L 2
Heterogeneity: Tau’= 0.77; Chi’= 29.87, df = 3 (P = 0.000 01); =90% " : ' '
Test for overall effect: Z=4.12 (P <0.000 1) -10 -5 0 5 10

Test for subgroup differences: Not applicable

BRI RERTT+EINRTT  HRRTT

7 LA NIHSS #IEH P EZERMETNEEITS Meta 47 BKILRARE +EMIATT vs BRUATT)

Fig. 7 Meta analysis of neurological function score of moderate stroke determined by NIHSS (Maixuekang Capsule +

conventional treatment VS conventional treatment)

ik L6 7 + 8 E T RS Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD  Total Weight% IV, Random, 95% CI 1V, Random, 95% CI
Bk 2011 825 212 112 1005 323 98 20.9 —-1.80[-2.55, -1.05] +
I 522018 1021  2.18 50 1435 224 50 20.7 —4.14[-5.01, -3.27] -
ZEHR AR 2013 8.93 581 54 1401 623 54 17.6 —5.08[-7.35,-2.81] —
JRAET 2012 9.80  2.40 120 1530 3.10 120 20.9 —5.50[~6.20, —4.80] *
X %% 2016 7.10 230 50 1630 420 50 19.9 —9.20[-10.53, -7.87] -
Subtotal (95% CI) 386 372 100.0 =5.11[-7.36, —2.85] <
Heterogeneity: Tau’= 6.20; Chi*>= 106.48, df = 4 (P =0.000 01); = 96% — ‘ '
Test for overall effect: Z=4.44 (P <0.000 01) -10 =5 0 5 10

ki BEIR T+ NG ST AT

8 LA NDS ¥EHHEZINEERIRITS Meta 75047 (BRILRAL T +EHIETT vs EMIATT)

Fig. 8 Meta analysis of neurologic function score determined by NDS (Maixuekang Capsule + conventional treatment vs

conventional treatment)

P2, LB R A NIHSS SEN 2 DhRs s, BT
5 LTI EIGEHE +re-PA. I + RO 1
P LD RE BT O T ri-PA BB K2+ 4
7, ZEARAGIIFEIL (P<0.05).

2.3.3 FIB ?I"])\E"Ji@(ﬁ 10 Iﬁﬁﬁﬁ[8,10-11,15,20,22—26]
HR’IE 7 FIB &L, AR T Tde it AN 7] 73 24T 18
T it o ) R K LR R+ FE T A AR T

SN 6 BaRF B0 2 QR GG, S5RE
7R P<<0.000 01, F=92%, W5 AEE—E St
WCR FHBEAUSN ARSI AT T, Z3BFR T 70k

KRR REE MD K 95% CIit8E, AR SR8
ARAZ BALF A, 25 SRRk IR 3+ a7
FEIK FIB 4 HIAL T #G 7 [MD=-0.86, 95% CI
(-1.13, —0.59), P<<0.00001], WK 9.
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TP Tt 23 ) A LR S+ Bh kv AR R +
HUR 7 BB AR+ R, LA 3 Bt
TR HEAT B RVERLG, 45 5B R P=0.88, F=0,
BfF 5 1a) [R5 14 R4, R FH 8] e 208 A 28 R AT 43
Mr, G5 R R Rk I RR i 3 + Sh ki A AR + 5 a7
EFEAK FIB 75 HMEIT ZR LGRS
[MD=-0.16, 95% CI (—0.33, —0.00), P=0.05],
DL 10,

- P it 43 90 D ik I R A BE + rt-PAL IR
¥+ 5 MG T A rt-PA R KSR+ 5 LR T SR
N 1 ESHIT R, g5 B S IR Ik I M E + rt-PA #lbk
VB + 5 PG T E RS FIB J7 1A T rt-PA F# kA
e +EETT, HER BRI E L (P<0.05).

234 ARRRB PANRISCHRIES 4 50024
AR, 42 A F] BT s o 2 2K

- T Tt 43 T3l A Mk I R Je B+ i B YA T R
MIRTT IR 3 ALY, 2R, P=
0.22, F=34%, BT R REE, SR e s
SRR AT 73 b, 45 R S Rk ot B s 3+ BV
JYAEA RN R A2 T7 5 5 PR IT 2 7 B4t
2% X [RR=0.58, 95% CI(0.29, 1.18), P=0.13],
DLBE 116 - F0UHE it 23 ) g Ik i Jie 3 + Bl ik Vs A
AR+ 5B IT ) KRR 8 R T L9 1 T
IO, o L R Bk ot R P B - Bl kv A R+
TBITEAN R B AR 2277 1 5 3 Bk I A R + & R
BT R LG EE X (P=0.50).

Jik it R B+ R T HRRIT Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD  Total Weight/% IV, Random, 95% CI 1V, Random, 95% CI
REHE 2013 145 0.87 55 290 0.54 55 16.2 -1.45[-1.72, -1.18] -
K& 2017 3.04 023 37 3.68 027 37 18.7 —0.65[—0.76, —0.54] -
#2012 221 093 66 357 1.09 68 14.7 -1.36[-1.70, —1.02] —_
W44 2015 289 047 41 324 071 41 16.4 —0.35[—0.61, —0.09] -
#2019 475 092 67 568 1.02 67 15.0 -0.93[—1.26, —0.60] -
B 2011 3.15  0.34 112 371 038 98 18.9 —0.56[—0.66, —0.46] -
Subtotal (95% CI) 378 366 100.0 —0.86[—1.13, —0.59] <+
Heterogeneity: Tau’= 0.10; Chi*= 60.60, df = 5 (P=0.000 01); = 92% f —t

Test for overall effect: Z=6.30 (P <0.000 01)

2 21 0 1 2
Rk i BERSFE+R MIRTT B RIT

9 FIB i Meta 2347 (BKILERBR T +EHIATT vs BMIATT)
Fig. 9 Meta analysis of FIB (Maixuekang Capsule + conventional treatment vS conventional treatment)

ik i R+ B AR AR+ BT DKER A HRTT Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD  Total Weight/% 1V, Fixed, 95% CI 1V, Fixed, 95% CI
fiTidZe 2015 2.66 0.88 62 288 072 62 33.5 -0.22[-0.50, —0.06] ——
FER 4R 2017 270 0.66 61 285 0.87 58 34.6 —0.15[—0.43, —0.13] —a
XL 2014 268 0.77 50 280 071 50 31.9 —0.12[-0.41,-0.17] ——
ubtotal (95% CI) 173 170 100.0 -0.16[-0.33, —0.00] <>
Heterogeneity: Chi*=0.25, df =2 (P =0.88); =0 = = t =
Test for overall effect: Z=1.96 (P < 0.05) -1 05 0 05 1
PERAEIGET Ok AR
HRST

10 FIB B Meta 534 (BKILERARE +BNBKIEEAR +ERUATT vs BifkiEte R+ B IET)
Fig. 10 Meta analysis of FIB (Maixuekang Capsule + arterial thrombolytic therapy + conventional treatment Vs arterial

thrombolytic therapy + conventional treatment)

ik It B e B+ YR T R IT Risk Ratio Risk Ratio
Study or Subgroup Events Total Events  Total Weight/% M-H, Fixed, 95% CI M-H, Fixed, 95% CI
k7R 2017 3 37 4 37 21.1 0.75[0.18, 3.12] e
5k #2017 3 45 11 45 57.9 0.27[0.08, 0.91] ——
FE &K 2019 5 67 4 67 21.1 1.25[0.35, 4.45] — .
Subtotal (95% CI) 149 149 100.0 0.58[0.29, 1.18] &
Total events 11 19
Heterogeneity: Chi®=3.03, df =2 (P = 0.22); I’'=34% , , , ,
Test for overall effect: Z=1.51 (P <0.13) 0.001 0.1 1 10 1000
Bk FEAS B+ E AR ERRYT

11 RNRKE Meta 534 (BKIERAZ % +EMIETT vs BRIATT)

Fig. 11 Meta analysis of adverse reactions (Maixuekang Capsule + conventional treatment Vs conventional treatment)
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AW T 4G5 JR FR AR T AN 70 A KT 7 4R
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KIUEHE, ASREHERRE B AT FAPER AR SCHR,  dmT RE
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ARG SOMTEST, WO AL TE R R 1 i 25

2.5 GRADE iEFEFREIFMN

X} L SR R AR 4T GRADE IE4E B 1A
Hilm R e 80k, =EAR P WA IR R RiE
W, AR A DR AR R . PR R
NN FAFAE— € R R B (RN 72
AP — R R, SEOEEZBES, W
*3.

#*3 BKIRELFIATT ACI B GRADE JEERE TN
Table 3 Evidential quality evaluation of GRADE in treatment of ACI with Maixuekang Capsule

I EEELA TG RCTHE WENE A3 MEE SEfE KRG RO IR R &
I PR A 2% (NIHSS) MXK+WMT 3 s} AEE - OREE S ANEE I RR=1.17, 95% 1
vs WMT CI (1.07, 1.28)
IEARSARE (NDS) MXK+WMT 4 frE ANPE OAME AR k. RR=124, 95% &
vs WMT CI (1.14, 134)
LT EE (NTHSS sesr) MXK+WMT 3 e AEE OREE NEE x MD=-6.24, 95% 1
vs WMT CI (-6.86, —5.62)
ML TEE (NIHSS ) MXK+WMT 4 s} eE S ORmE O ANEE 7 MD=-197, 95% %k
vs WMT CI (=291, -1.03)
3 g Meta ZMrés 5 R: (1) E¥RIT ACI J5iH,

ACT A& WL I 5 B R SR R D e
i P ) 20 A A DA B 2 ik s o A 3 20 LA
I A BEAN AR 5E BEHR DL R 0o YR e 1 0 T B 44 B
M A2, Skl ARG A b R R0 o
i L EAL, SEVRYT B R E DGR i
MEEPEZ N T PRIV IR 5+«
W R, BRI IR T B2 SR IS ML AL R (i
2"k,

Fik I R P2 5 (1 2 2 S MK ) e A
SRR, EEIRTEYI AR KIE RN, £
JRERANMLE 5K KIER LS ML T EiRfy
R B I B 70, EL AT AR S
[LEYS @A R ol WYV 1IRANTE & SN 30 1R
B BRI AR Bk, KEEERA
EER G NEAR 2 (S I 231 IR 2311 1R2 3 S A 1
LA AR T RS R AK I 5 R 7o K 30 I B
5k L A Ao R I T 1, RGBT . T
IKEER 7 TR, BICREZIE R AR, T 4
b7 1k P LA T R B R, KIE R B
BRI/ AE T, R ARt o P 175 7 £ 1)
A5 e L 445 DA /MR R AL AN SR £R o i PR AR
FOR I I i M 2 g S 25 BAIR FIB LML/ NS4,
PRI YR R, R R AT AT RS 3 PR A
TR I S,

FK I R HE + H BUA T 5 S Al e T AR L, TR
1 ACL IRIRA RCR, BoE e haety, Rz
fRFIB &%, H2AANRKMKEKERERTLGIF
B X. (2) fELL NDS J¥7 RO e britE i R B A
RCRITIH, DKL HE AL 2+ BBV AR 4 H R TT 0
Tk AR+ F AT s £ L NIHSS 57 RF €
PR AE Rl PR A R T, D L R 3 + bk i A
AR 456 TT 5 BGEAR AR 4 5 G 7 A B
TGt m o AR o BRI R FE +-
KRR 4 AT IR T B b ke R -+ H A
J7 o FIB AR SARAEART T kil FEie 58+ 20
Fik ¥ R R+ R T 5 SRR AR R + R T A
HZE e guvh 3 o (3) KILFREIR 2 +rt-PA # ik
R+ G T AR O F 2 T REVE 2> M AR FIB J7
T rt-PA B K A2 + AT

ABEFERA —ERRMRE: (1D PINHIBETE T
REE RN, 3B 1 XU 2 2518 1R 35
Sk (20 ABEFORFURE. BUl/ R, BRI, FERE.
M2 LRI TSR T A D9 P8 B2 R I BUE T4t
PR M % BT 5E A T Tt 7 1A AE — R R R R R
Phs (3) FrAMABETCIIREARRA KR, £ ERE L
SOMART IR AL RE s (4D FTag NBIT ST TE M PR 1)y o 93,
PRl LT REAFAE — e REFE MTE MR B (s (5D Pl
NSCHRII SRR b = KRGV (60 FrgI At
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