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[ Abstract ] Objective; To systematically evaluate the efficacy and safety of the adjuvant therapy with
traditional Chinese medicines ( TCM ) in treating perimenopausal insomnia. Method: The PubMed, Cochrane
Library, OVID, EMbase, CNKI, WanFang Data and VIP databases between 2010 and December 2014 were
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searched through computer to collect all RCTs on the comparison of the combined therapy of TCM and western
medicines and the simple therapy of western medicines in treating perimenopausal insomnia. The data extraction
form was designed. Two researchers independently screened the littérateurs, extracted data and evaluated the
literature bias risk according to the inclusion standards. The Meta-analysis was operated by using RevMan 5. 2.6
software. Result: A total of 21 RCTs involving 1 608 patients were included. The result of Meta-analysis indicated
that the TCM adjuvant therapy group was superior to the control group in terms of clinical effectiveness [ OR =3.26,
95% CI (2.50, 4.26), P <0.000 01], recurrence rate [ OR =4.21, 95% CI (2.46, 7.22), P <0.000 01] and
total scale of PSQI [MD = -2.28, 95%CI ( -2.78, -1.78)]. With respect to the sleep improvement, the TCM
adjuvant therapy group was also better than the control group in quality of sleep [MD = -0.40, 95%

CI (-0.73, -0.06) ], time of sleeping [ MD = - 0.54, 95% CI ( — 0.91, -0.16)], hour of sleep
[MD= -0.41, 95%CI ( -0.60, -0.22)], efficiency of sleep [MD = -0.38, 95% CI ( -0.56, -0.20)],
disorders of sleep [ MD = -0.37, 95% CI ( -0.55, -0.19) ], application of hypnotic drugs [ MD = -0.32,
95%CI ( -0.47, -0.18)], daytime dysfunction [ MD = -0.29, 95% CI ( -0.47, -0.10)] and scale of
Kupperman [MD = -5.48, 95%CI ( -9.87, -1.09), P=0.01].
the TCM adjuvant therapy group showed a better effect than the conventional treatment group in relieving patients’
hot flash and sweating [ MD = - 1.65, 95% CI ( - 1.84, - 1.45)], irritability [ MD = - 0.99, 95%
CI ( -1.13, -0.85)], dizziness and palpitation [ MD = -2.18, 95% CI ( -=2.92, -1.43)] and mental
burnout [MD = -1.89, 95% CI ( -2.07, -1.72)].
therapy group can better improve the estradiol (E,) level [ MD =17.70, 95% CI (1.89, 33.52) ] and reduce
[MD = -11.51, 95% CI ( -20.49, -2.53)], but with no
[MD = -5.85, 95%CI ( -13.01, 1.30)].

No serious or frequent adverse effect was reported for the two groups. Conclusion; The Meta-analysis suggests that

With respect to the syndrome evaluation,

At the level of endocrine hormone, the TCM adjuvant

the level of follicle-stimulating hormone ( FSH)

statistical significance in difference in luteinizing hormone ( LH)

the adjuvant intervention with TCM can improve patients’ sleep disorders, enhance the quality of sleep, with less
adverse effect. However, there are only a few research methodologies and reports in a low quality. The above
results shall be further proved by well-designed large-sample-size studies.

[ Key words | perimenopausal insomnia; systematic evaluation; Meta analysis; randomizd controlled trial

] 2 226 01 2 MR, AL 4 0 2 DI 4 2 10 BB s 5, 4
L VT 4 2 VRIS B0 B B R 6 2R 9 5 0 IR 11 9
HOHH DARHE S O R 5B O R 2 S A
i P R 2 AT TR R T DL b B R
SRR BB 245 0 A e 6 T SRS G 5 AR 25 W0 1A T 4R R T
W BB 24 T AT 4 S A T AR R WSS (R R 0 R
0 LA R o Y I O SR 1 P 4 2 3] 2k
W B 3 97 07 1T, o IS 25 50 B VA 9T K 1R 2 U A SR, T
KIS 2 IR T HREA B R /N SCHR T B LR 5% . Ak
Bt A A T AR S 25RO Lok R 4 2 1 S
T BEALXT BB 5 SCTR 36 4T Meta 43 BT, H SC Tk 3R 4 3T 4 249 1L
R A Jadad YF4: bR, B R X op B 25 5 o 400G 25 4 1L AT,
A AN, K B PSQL B4 25 4 56 AL A AR IT M s A B 52
EEA AP E LA P2 (h P RS A ) o IR gk 235
[l 4 22 30 JC iR 1) RCT W 5% , R Cochrane & 4 iF-A F Mt 5. 1
XA B RCT H i (25 KU 36 AT b 1 0 9 , 37 40 42 35 1l IR A5
RO g R IC 2 1 B IR RE R B (PSQL) T 4 4% 4k i AE
A, W B2 (E,) |, 1 9600 802 (FSH) B 8 A4 i (LH) 4 43
W KT I A5 3T 45 45 T SR AR HEAT Meta 4347, B 18

- 196 -

Xof v I 2 0 Bl A T R 4G 40 0 R R B4 T 9 R AT R ST A, DA
hy v PG [ 4 A e BB 4 2 301 K IR S T R A N B AR AR I S 2
UEHE

1 #R5HE
L1 g AFRHE
1.1.1 Bzl
LI S
L2 AF5en % A2l Hom gk I8 Pk i B 4F % BRI
A W12 T b UE : 55 — 12 W D BB 45 22 000, e IR B S 0] 2 TR
Crp VRS 5 4 28 T2 Wibr e (55 3 i) ) (CCMD-3) , i &
HRCPEIR B AT 5 [ S0 [T B 4 25 ) 5 5 % 0 ot o 1 4 2%
Kz Wiks i (1CD-10) , 5 € 35 B RS #h e 13 2 28 R 48 (56 4
Ji) ) (DSM-4) , 5 v 24 37 24 W6 DR iF 5 4 5 D D) ), s8]
PO TA I B 48 26 1A 2 R 4 12 WA o, I R B3R O i 6 0
JF DI RE R 4 .2 B PR BRSO B

L1.3 THEME Bl 4% H b B 2450 T B G (455
F B FUF 2 AR S 32 R B BRI ), BLTC A T 2
(iR 56 21 55 %) BR A %) 74 25 7 5] — AF 9 v & 250 TR) ) 5 %o AR 41
R ZEVE 253897 (2R ERER ) .

BEMLXT BRI B (RCTs) , HIE AR, i Fl



21 B 18 1)
201549 H

HEREAFFERE

Chinese Journal of Experimental Traditional Medical Formulae

Vol. 21,No. 18
Sep. ,2015

1.1.4 ZiR$Ehs  Z005 PSQI T4 ( LLHEARIE 435k DL
AL TR IR ) AR R YT AR RN RS R
R AR 1 I, R S R AR AR A ORI A R
FEBR 9 I 25 4 (B % ), Kupperman 33, E, , FSH, LH
5 LT P9 20 A BB KR 5 B I E LI RE IR e PR A
ch PSQI VY 4 AR X W20 1 V7 45 5, 7% 3L W U1
2. JET PSQIRAMA % 55 4R ST ik JT
Ho= [ R PSQL R AF - 97 5 PSQL & J0) /38 97 I
PSQI 53 ] x 100% 5 I K % i - B R B0l 2> = 80% , 12
A RRBUN WD = 60% i B R BUr > =30% ,
SRS <30% o BA R EE R R
S Ak BIAE SR TESS P4 L R A ]R3 1
AE B HE#

1.2 flEBptri DLk LR e % LS k554 RCT O
5T s @3 Wi B | 24 B 2 w25 X 3 J1 25 008 50 A5 I I R 3K 5 A
FE 3 QI R R SCHK s @ 0 B AL X IR 5 op B2 245 R [R5 4 2
IF) % B Y 1

L3 B R RIS R b E A Y B SOk RO R
(CBM) , 43w SCH) T B 12 (VIP) | o ] 39 ) 4 SC80H
(CNKI) , J3 77 W F] %0 3% 2 ( Wan Fang Data) Fil The Cochrane
Library ,PubMed,OVID , Embase ¢ #i& J& . SCk 4 2 1 b BIR il
S, KR I BR ¥ O 2010 4E—2014 4F 11 A . Bl E
YR 7B R FBBE N AR i 2, SRR R
Pl s 28 07 % BIRG L1B) 246 28 30) G AR LB ARE I 2R IR D R 4
BE 2y, d& 3B R K & 1A perimenopausal sleep
disorders, perimenopausal insomnia, menopausal insomnia,
integrative medicine, Chinese herbal medicine, 3k i i i 72
HERWE L,

N

N>
e

H— KRR HeBRSCHR: n=341
n=769 ERICER:n=341
2
W4 R
(Level 1) HEBR SCHR: n=375
n=428 R B 402 {1 R AR ST :n=46
YR n=139
TR EZ+F P E R
Jr:n=128
3 RCTs: n=62
BABEATC (Level I1)
n=53 HeBRSCHR:n=32
REFE NI n=12
4RI AT A AR E R n=5
T AR n=7
BRI RA EH:n=6
28
R fﬁ;rﬁk MR E AN F 2 B n=2

Bl X#HEERESER

Fig.1 Flow chart of search and study selection process
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Fig.2 Meta-analysis on comparison in clinical effective rate between TCM adjuvant therapy group and control group after treatment
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Fig.3 Meta-analysis on comparison in drug withdrawal success rate between TCM adjuvant therapy group and control group after treatment
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8.33 243 67 10.17 2.57 66 34.4% -1.84[-2.69,-0.99] —=

6.97 3.57 28 8.6 3.83 26 6.4% -1.63[-3.61,0.35] B

8.13 2.77 50 11.42 3.56 48 155% -3.29[-4.56,-2.02] — =

5.86 2.62 30 7.96 4.31 30 7.6% -2.10[-3.90, -0.30] D

712 33 33 967 3.71 33 8.7% -2.55[-4.24,-0.86]

6.78 2.16 43 9.12 2.84 43 21.9% -2.34[-3.41,-1.27] B

281 276 100.0% -2.28 [-2.78, -1.78] ‘

Heterogeneity: Chi? = 4.11, df = 6 (P = 0.66); 1> = 0%
Test for overall effect: Z = 8.97 (P < 0.00001)
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Fig.4 Meta-analysis on comparison in PSQI total scores between TCM adjuvant therapy group and control group after treatment

TGiit 2 Btk (F =0% , P =0.82) , R JH [ & %% 0 A5 0

T Meta 43 B , 45 5 75 v S 245 0l Dl 201 Ll F B8 201 W 0 /0 i

W25 9y fifi i, B 2% S A i it 3 L [MD = - 0.32, 95%

CI( -0.47,-0.18) ],

2.4.4.7 HIEAERERILE 3 MFRIRE T E
AT P 4 22 30 2 W 14 HI W) I B W 5 O AT 4L & BT
FoLE P TGt R FRE (P =0% , P =0.54) , 5% AT & 3%

o A5 T HEAT Meta 3BT, 45 5 8 7R v S 24 il Bl 4 46 B X
AR EHRDIRE, X R A HIT¥E XIMD = -0.29,
95% CI( -0.47, -0.10) ],

0 4

P

2.4.5 Kupperman PF43 L8 2 AW HRGE T Hh B 25 4 )
7 B 4 22 W] 2 IR 9 Kupperman ¥ 48" 0 & BF 53 45 5 [7)
G E R (F =80% , P =0.03) , R HI Bl HL &k 0 A% 5
PEAT Meta S0 #2551 8 7% v IS 24 i 1D 4 4 Lb XoF 1 4 T I 1K
I Kupperman 345, H 22 B A G it 24 3 X [MD = - 5.48,
959% CI( -9.87, -1.09), P=0.01], WK 5,

2.4.6 N EKT R

2.4.6.1 E, tb#5 3 NHFSCHGE T P E 2 BhIR YT B4 &

W R IR YT B S B4 03 B, OF 9 As e B s gh
S G S M (17 =95% , P <0..000 01) R I BEALAL
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rhBE 254 h 4L L L Mean Difference Mean Difference
% Cl V. % Cl
Liu XJ 2013 18.47 5.03 30 21.67 6.35 30 49.1% -3.20 [-6.10, -0.30] =
Bai H 2014 11.02 5.91 45 18.7 6.85 45 50.9% -7.68[-10.32, -5.04] B
Total (95% CI) 75 75 100.0%  -5.48 [-9.87, -1.09] —l——
Heterogeneity: Tau? = 8.03; Chiz = 5.01, df = 1 (P = 0.03); I = 80% F a— z s =

Test for overall effect: Z = 2.45 (P = 0.01)

5 BITEDEZHBAS A Kupperman i 4 Lb 5 B Meta 4347

FavoursH £ 24 8h41  FavoursHL4lipg 2541

Fig.5 Meta-analysis of treatment effect of integrative medicine group VS control group on on Kupperman scores changes

7 PR EAT Meta 43 A, 45 3R 7% vP B2 24 il B 41 M1 He X 18 21
A L E, K, 2 RA S X [MD =17.70,
959% C1(1.89, 33.52) ],

2.4.6.2 FSH IL# 3 A-WF0HE T o = 25 5 B iR o7 [ 4
SR IRIBIT TS B 3 0% FSH /K E iy A8 46 ) & mF
FAERBG R ER T (P =79% , P=0.009) % fkiHL
AN AR AT Meta 43 A7, 45 SR 5 7w v 5 24 46 Bl 41 A HE xR
Al B AR B H M FSH K ¥, HZR A ST % E XL
[MD= -11.51, 95% CI( —20.49, -2.53) ],

2.4.6.3 LH b 2 MRSl 1 o B 255 BhiR Y 40 4
W1 ISR YT BTG AR 3 s LH KT as 4k &g 4
RE G2 F B (P =0% , P =0.96) , % i [ & 5 0 4
RIHEAT Meta 230 BT, 45 5 07w o B 24 4 Bh 240 5 %) 8 20 7 B AT
BEME LH KF rm e, HER LG H 2B X
[MD = -5.85,95% CI( -13.01,1.30) ],

2.4.7 i RAEIRBCE PR HLBR
2.4.7.1 WIPITZIOr LR 3 WFRARGE T B 25 i

67 Bl 440 22 3 2 IS HC 0 P TT 22 0 0k O T L AR L &
Fe 45 R A G it 2 STk (P =85% , P =0.001) , %KL
BB L HEAT Meta 437, 45 5 5% o B2 25 %l B 4 16 ) $0T
L7 WM T M T OO B A, Ko R S B X
[MD= -1.65,95%CI( -1.84, -1.45) ],

2.4.7.2 BUERSRITHLE 3 ASBFFMRGE T E 2 B
AT P 4 22 39 R HL 00 R B AR O T LR A
FoLE R A Geit 2 STk (F =81% , P =0.005) , 5% KL
SRR AT Meta 4387, 45 5 5% o B2 24 %l B 4 16 J0 Bk 5
&7 WOV T o B, % RO gt B X
[MD= -0.99, 95% CI( -1.13,-0.85) ],

2.4.7.3  SEROEIH LK 3 ABRFRE T b EE 2 H B
TR T T 4 26 30 G R FG Sk 0 B R Oy T LT L &
FE 45 R4 G it 2 R FRAE (F =99% , P <0.000 01) , % b
MLRG O 4B TR E AT Meta 43 A1, 85 3 5 7% o [ 25 il Bh 41 Sk &
O 5 I PE T R MR, R R A g ¥ B X
[MD=-2.18, 95% CI( -2.92, -1.43) ],

2.4.7.4 KitMESOTH I 3 AWFRIRE T A B 25 B
A7 PRl 446 28 30 2 IS HORS o s B MR O T E A L 45
T4 A Gevt 2 STk (F =84% , P =0.002) , % KL
BN AR HEAT Meta 4387, 25 S 1 7 o S 24 %l B 41 76 RS pi #
B EWMIEML T B, HERE % e E L
[MD= -1.89,95%CI( -2.07,-1.72) ],
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2.4.8 REER 1AW g T BT OR R
BB, FG A, A B 2 BT AL B O T 2 B, Sk 2
1], Sk 195 VG S 8 BLVA YT A AL 1T 10 41, B4 R 3
1], S 5 12 ), Sk A 2 ) 5 HEAYIF 98 2 R 4R 38 R BB
3 itig

AR 58 X v B 24l B 3 7 B 4 28 40 2k R e R %
V7 T AT R G VE A, I 45 4 Rev-Man 5.2.6 H{F ¥ 47
Meta 43 B o 49 AHH 6 SCHR I R S 4F e v 17 R 45 45 %F B8 o
40 T 245 94 97 BB 440 22 390 2 R P A 08, 33X ARE T A AIE S 4
BRAE 5 S HEE . ARTIE AR A 21 Wk 2 1 6084 2,
FERR 2 ~ 12 JAR 45 45 e R 5 5 v 16 24 ] 76 A 4 75 25 R 07
f9 Tl b — A0 B R PR A AR, R AR AR PSQIIE 3 5 75 1
B IR AR B3 7 T, o R 24 8 B YA T 4L 76 B R 5 Ak LA B
e ) I B I B G k%6 MG RS A MBI 25 4 . FI 1) ) g
i} Kupperman ¥ 4377 11 I 37 35 0 = % B8 2 5 76 3k 45 °F 4 J7
T, H B 2 B IR T A i R T 2 B S R kR
o RS I B R AR R T LA T 45 7 T 43
WK DT T, o S 25 B 4L i YA T 4L T G o g
M 7E H E, K, BEAK FSH /K {H7E LH KFE L H 225 T
Goitep . bR g B R R R 25 Bl iR T T o B 4
$1 5 MR H 5 1 B B 2 B 0 MR SR 0k, 9 AR 5 b &2 ot
IR 245 300 i) 470 7™ B RS B A T LA B A e T A
WG T e 2 2 A AT AN o 4 0P R T 2 T
AR g8 Lo o BE 2 A T 45T R SRR T ek AL

AT T M 0 a8 HERR o, ELAH G B A th 3 63T
BB ST HEAT SR R 2 S BV A A A T 5 S 5 R A A,
JEPH B BEAE Ty AR R AR R R /D T R K AR S W
F1 S 2 A W DA AR ST RE A B R/ B R
Tt B JOREASTIFGE AT X ke Z 5 @ 4 A SC ik 5 kB A, B BL
B A () BB 7 i S R G £ B R ok Rl P o o i
ST ARt R 5 )77 AR K K L, T B M P b 2R 25 19 e
FH R A X3 AR VRN AL; @8 A BT 58 P LA 3 gt
R T P BT 2, R A B Y B 2 K B, ik R
TR k3% 5 & K £ KO0 58 0 R B RS i 0 K 7F 31 3
WA BIF 20 SR PR 30T M T o B R A 7E A, AR
T FL2 AR B B0 1 R O S MR 47 R Ol A4 5 O A4
i YA A BV XU, T 06 5 A 06 Meta 43 B7 45 S 19
AREVE R R R BB R 2N SR A R AR £ B AR T e
RTEA G WL R AR RCT R T &5 1E s — 4
BT .
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