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(www. chictr. org. cn) 56 A i M ( & W =
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1 IEERZER
1.1 #¥rtrAk

PO BE2 Wi bn i 2 0 (ICD-10 5 i 5 4Ty b 75
) RS B R HRGE 2 Wi bR . 1) FFEE
JE AW PRIME , B D A R AR, ol R B AR TR
F; 2) XFPIEIR AL 20 kA 3 YOS 1
AL 3) BREEFRI, o0 KRS
Sy BB S5 /a8 e AN Tl S R T B A
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o 1A KL T fE

S KPR ES IR ORI RS kR
WE) YT S A7) ) 2 AREE, 45
AR SEPRFEUE AR IE . EAE: RIR (AZA
e/ 71 AN 52/ 22 I oy T/ P 5 AN B PR ), P = 7 5
UOIE . WEER, W, OREE, oMz
B HIREM, K. B&A EIEHRIE=1
U, WKAF G R AT HAIE
1.2 #AAARAE

1) fFE P EZ W LHHEARE; 2) Fik 45~
75 % 5 3) VL& ERRENR & £ PE (Pittsburgh sleep
quality index, PSQIFF4r) " >541; 4) Zik#E A
JE A2 B A R 1S
1.3 HmArk

1) T TAER R MRS A 2) bk
PRSI (5 HAA TG A SCE 5 A B RHR ) B3
BEPEMEAR MG 55 3) PUBWMARE R (1750)
BB =174, DUEEAERER ™ L =14
g5e 4) 1R Al LA A YT 2R BIRAE 1) 25 K v il
2y ol AR FE AU B IR 25 LA S BT AR . iR IE 25
s 5) A ) HOE AR SEAT BT /MR YT A
6) MR . WFLW O, 7) BAE R AN
Oy BFL Bl B IR ZR GO B N A A 1 7 R
s 8) MREERLHAWORS . 29 e L 9) o
BOARTT, QnxtmRhe L 2l et fo o, sl
EVHI AR ZG B s 10) 32 34 H NS inad 1
24l PRI 50 7
1.4 BLEAFAE

D) BHEATRL; 2) KU
1.5 Blikirk

1) WAJG RIARTT A NARRE, 45 & HEBR
PRUERIERIA A 5 2) BEBLIL IS AR IR i — A
2 3) BENULIE TTAEMIAEIC & 4) €l
P A R I 2 s iR R 25 SR
1.6 —fFH

T E R AR P SEEE B (124]) « B T
BB (MION T B s g, 24 1)) o I3 T T AP IS
(72)) . BV B R 2= IR EBE (24 41) |
2R H s 2 K50 — MBI e (56 41) . mafHTT
B (40f)) . MMTT PP LS A E R (1214]) |
TP EERE (326]) . B ER AR AL 5t
HEERE (1661) 9 FKEEBEMTRIZ A<M UE 1 2R R
fE B E, 288, yhyT Al 216 T B 754, L&
141 1] 5 4F % 35.00~76.80 % , F 1 (59.12+
7.93) % WOl JE I J155 sh3 69 4], 1k J155 s
70610, HAth 776, XF R 72 R 196, 453
il 5 AE#% 44.50 ~74.00 %, FH (59.09+7.58)
%5 WOl JE Ik 7155 sh & 229, K195 sh3 28 i,
Hofh 22 451

ARG A 2H 288 45, RYTAH 216 ], XfHRZH
T2, ¥HEZ T B VKIRYTY, ARt A ek
BT 4E  (safety-analysis-set, SS). 777 4 4 1 K 4F
BATE A ANARRHESIBR, BOURITAL 21261, Xf R4
72 B AE A R IR YT RN A e B4 (full-
analysis-set, FAS). JGITAL A 156 HA7iR i 5
Kyi, aBlEEGIFHZ S, SHIRTER & Ui
W SERCRE T 5 X B2 5 A S B AT IR Bk U
2B SIS, 3 BIARLERLE UL P 58
BB, FZRITAL 1851, XtHRAL 62 ik AFF &
Fr R4 (per-protocol-set, PPS)., F1/~, FASEE K
PPSHE T, JAYT A Loxt IR AL fE O 1 — B R oA 22
SWHGHEE L (P>0.05), HAA M.
2 FHiE
2.1 MAZHHE

FRIT A S AL plEE 31, Wa=
0.025 (Bfil), B=0.20, fsaktk S AEH15%, A
7 A R 75.00%, X IR B A R RN
39.70% o ARACHEIAI P ST AR ARSI R A FEA
AR

|
|
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Za /77'0(1 —wc)(i+—) + 7B |

Q1 Q2 v Q1 Q2
g A 2020 4F 4 [ 28 H % 202148 6 H 18 H stz N — Y P
1 BRI G — MOk s
— FAS 4 PPS 4
RITA (21241) XHRAL (724)) P wIrd (185 4i) XTHEZH (6214)) P{E
SERYI ) T 59.33+7. 50 59.09+7. 57 0. 88 59.31+7. 56 59.00+7. 28 0.79
PRI (%) % 75 (35.38) 19 (26.39) 0.16 66 (35.68) 16 (25.80) 0.15
% 137 (64.62) 53 (73.61) 119 (64.32) 46 (74.19)
GIBIRME (%) H 99 (46.70) 32 (44.44) 0.74 89 (48.10) 27 (43.54) 0.53
x 113 (53.30) 40 (55.56) 96 (51.89) 35 (56.45)
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K Zoo, ZB R br e IE 250 A 1Y BLIG FAE, w1,
w2 43 S A 2H A R L A BHAEER , e PR
AR, me=Q1w1+Q2w2, Q1 F1Q2 WEEA [
1, Ql=nl1/N, Q2=n2/N, d=ml-m2, A NILELIER
. HARXMES T =172, n2=58, HRIFEAL
2305, 7% )8 20% B v 5, ATEREAS & 288 fil
AP EMTTREA IR P AL 216 61, X HRZH 7241,
2.2 AT

AMWFFER 2 XA BENL 7, BEALS BC St
Mg (AEatmb R A BRA FD) &k
Geit N G B SAS 9. 2 $RFAE LA A, XK B i
SEN 4, AU, BEALG RS A RS P BT 1~9
SN 9B, HERHENLIEIN SR, REASRENL SRS B X
REARR 1 XK R . dBIER . POy, Jf
Te A& AH N FE R i VR 25 6. AR S EIRE R W
BEALILE 2o BE R AR ot PO iise &
Yz B s SRy, FHHLES RS TIPS .
2.3 REMEK
2.3.1 &EHH AHRRHNERIT, —HiK
B, BIKEEE 4208 ot N ) HLA 4 22 5
GRIGA . xFRad) . BEYLIEII RS IG, BIK 3
o BELGR S AR AT 2 S BER B
R, HAAFSEEE T LA Y 259 8 #1545 1
AR IE A B . PPA R RS2 R TR
SRR N7 N UTSkA i 1S
2.3.2 pARHEREBE NAGH: 5%
B (4336 FH 24 350 ARG 7 1) 2 B s 1, Y
PR RS2 R AR B Ao, R AR N 25 11
RIS 25 R AR IR oy, iz 5
AR 25 1E, AELERPAIRRE . 75 R B ATEN
(G EA R FA), mFsE AR TRR . — 2R
Be, 2T 32 R R A, e R e 1 Ak B
9 R IR R R SR e Bl e v . T
SUE AR 0 25 TR Bt 4 4 26 — Rl DA
IR HE AT,
2.3.3 BEAL RH—-UIEENIE, Yl
G R RABIRE, JFasE. Zd. BAW
G, BRsSUE, mIORE RIS TEAN G H1TE
B, gt (sl i 4R A RA H)
A PIGE T F L A B AT ENL, 5 8dE SR
a, H#T8ar.
2.4 BRI E

W BES TR EZ. 1) MR TAHT

MEAR AR 224 . R ELs, B E L0 AE, B
RN LERE . HERRIEE AR R, G S 1T A
E- I iy F ] e P A B S A E AN
W, U/ RN A BERTAIRK . 2) KRR
PHTHE R, VB R R, SRR S R T M | 4
BA AR

WITAL T L AL (B ILE 50 mg, 4
W =BT 17 mg, HRN R 2 B 6000
33 mg. mEA L2 RA R A, HfESCS
[ 24 57 220050712) .

Xof HRZH 265 7 A 2 AUBEAD] (AL EE 50 mg.
A =Mt 1.22 mg, WHEZE0.12 mg.
R 6000 48. 66 mg. 2 1 4Ll 254 R F
A, HAMIAE SIRIT A ZiMIRE, EE5RNS
LR LA, (R EA 2550 .

PIEH Y H 3, B 6L, WJE k. Pidl
JPRE A AT BT RN A VIUR I, R
TIvEAs, HIWTZ i e B AR T, 5 gkelik
5, WRICRIRH S5, 43 & B AUl JE 2
Vs BLOERES, T B E R g R

HIEHZ . 1) WEIRIBRALE X80 2551,
A8 A A AT R ARAE A S&IR T FB s ARkl
FHA W8 BE RV FH A A 25 Y5 2) WG ™ 5,
BETEEZ, RVEIMAEIC TR R, A Bk
HR O, AT WEEHERTRA, =45
% H<65%FHHIRT. 5mg, =654 FH K3, 75 mg;
XA VE SE Rk BB AR e s 3) X HAB A IR TEAR
SRS 25 T R MR E R T, AT AR
i FH2Y , (HALZAE R (914 4 2 i sk 25 ) 38 1 44 5
HAbyFiE4 . Ha o AR L OE R B[]
S5, DU G5 EE Lo FiR s
2.5 MERIEAFE G &

AT K LG MR R VAL, BoRTA R &
PEAL 7 p @) 5 AT B0 B LA B 5 50 H B AR DG )
M NFHEIT (ERFFEH) Mo sl 5 A 5L
PR RENS, SIS EA
2.5.1 BEART R M DR 2% BR E IR i i
(PSQD) " PFHr, P 2500 75 0 00 R I o7 o . R AEG
AR MEARESMR] S EAR AR . MEAR ZE AL
F.OMEIRNHZYIEOL . HIEThREZ L, B
i 1940 HPE RS S A PE R B A%, Horp g
19 350 [ PF[a) 8 & S A PF ) AN 43, 4% 1843t
Gy BRI T AT, BETAR R £ 2 40T 43 2
Witsy, BAFETF0~34r, BrRmRm0~214r, H
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3B R 28 B ARG () A 7™ o, i RV PAR AR IR YT A
Ja & AT 1R
2.5.2 JRorARE RS EEREER (Fatigue
severity scale , FSS) "SRy, it { BV TEAL
PN HH TGRSR, H 9N Rl By, AR 1 ~
741, AT 9~6341, Sy EBEE 0T M U L &
TSR S AT 1R
2.5.3 wAddeAs AR SR A TN
Gk, ANRRVATEANGERER . 58 A AT IRIE K&
MFF. FFOiae. BoEe. JREM . O EERA
KEgGAE AR S0 o A ARIE BOE L. IFThaE . B
RE . PRE L. O PSR AE BAEIR YT AT S & AR 1
U, BRI A T AR IR AN IS AR A sl
o A A R FAFRRZIUA i HE T P SRR A
H5YRM S, IR AR B R, &
P Ml e PR 5 i 2 24 Uifiie T A 350 25 i /N R S oy W %
DRI (1994 4 i) " I E AN B S
AEE
2.6 J7EF|EARE

S ORI CIESREEJIREE) P ERIT H S
(A7) )™ FF45E PSQLE R I/ IE , IRIKIA
A IRYTE PSQIER BIT <547 WA RITE
PSQI & R B3V >54r, HIn % =50%; A5 :
1RYT G PSQL & R B4 >54r, HIk 5% =30%
A <50%; Jex/INeE: 697 )5 PSQIE R B4 >5
gy, HIE R <30% £ & PSQIPEr M hn . A 5%
R= (I R IR A5+ 8 5B 8+ R0 1]
Bx100% . I35 Z =167 i 5 SRR o3 25 (8 1 28 % i/
IRIT TR X100% .
2.7 %itFEHE

HBNETEM BT R FH FAS 4 B2 PPS 4341 42
VTR bR L SSEEHEAT 40T B IT 25T e AL
PR et A g, SO AR A I FH 24 R SS
LT, XA I HBIIR 2590k H FAS 48 J PPS 4E
AT AP0 — MR LL FAS 46 )2 PPS 2 HE4T 3 #T .
A AN AR e AR, RS 07 e b 4 SR
NG RIATEETT o3 Wiy i 1) L B4k 25
BCBE AR R — W B SRR bR 2 R e N I
KL AT R 8T BIBR IR B ES Y Rkt 153
Br, HRDEZ VRGBT, BA R0 RE 4l
H, SIS RN 8T

K SPSS (v20.0) Seit #4748 it o bt
K K E R 0. 05, THE BRI & IE A& R FH
Baebrifiz (vxs) Fon, RARE, ARFEIES

gy R IR AL g (W frEleE) (Mo (Q,, Q) ]
For, RMESBRMER; THEFORER 8L
(M) 2o, SR K56 % Fisher A IHER
3 H#R

3.1 MBI R

FAS % . 36 97 41 212 9] A 1l IR 36 A 84 4l
(39.62%) , W& 324 (15.10%) , £ %4 47 1
(22.17%) , TR 49 6] (23.11%) , WA %%
163 ] (76.89%) . XF H& 41 72 i 43 % Ky 8 f
(11.11%) . 34 (4.17%). 9% (12.50%) . 5214
(72.22%) R 2010 (27.78%) . 1GI7 41 A S0% e
TXMEL ()’=56.56, P<<0.0001).

PPS £E . 3597 41 185 B Il IR 36 A 82 4
(44.32%) , W% 31 B (16.76%) , H &4 44 f
(23.78%) , JoR/meE 28 4 (15.14%), EA R
157 1 (84.86%) ; XI M 41 62 i 43 % Ky 7 44
(11.29%) . 315 (4.84%). 9% (14.52%) . 431
(69.35%) K 194 (30.65%). )74 SAHSCEEH
WETRIEA (=66.65, P<<0.0001),

3.2 WAEBEEITTATE PSQLE A FH AR

FooRn, MEFASHEF, WA EFIGIT AT PSQI
mERWIER LG EE L (=1.34, P=0.18),
P2 IR YT JE PSQLIT A BRI RI T (JRYY
2. 1=24.71, P<<0.0001; XfHE4. 1=7.72, P<
0.0001); HIRYTISIRITALH S FEAL B B BEAIR (1=
-6.86, P<<0.0001); Y7 4LIRY7 TG 22 HE 0 ]
HAME B (1=-8.56, P<<0.0001). 7£PPSHEr,
P2 R IR T A PSQLE R IF /3 22 LG8 X
(t=1.11, P=0.27), W4lBHEIRITGE PSQI T4
BGITHT FRE GRJT4L: 1=28.80, P<<0.0001; XI
MEZH . =7.81, P<<0.0001); HIAIFIEIAYTFLHEXT
WEZH B B I (1=—8. 63, P<<0.0001); JAI7 414
I T Z B A LB B (1=8.56, P<
0.0001)

3.3 WAERFETAG FSSE AT ILEK

F2/R, EFASHEY, WA BFEIRITHIFSS &
TR ER LG L (1=1.27, P=0.21). B
HIRETEIRIT I FSS i BV BRIT A TR (3R
ST 4H . 1=24.94, P<<0.0001; XF M4 . =7.70,
P<0.0001); HIAYTJEIATT L HNT FEZH W]t A1
(1=-3.56, P<<0.0001); A7 4LIRYT I G 22 (A0
W2 A B 3% (1=5.59, P<<0.0001), fEPPS4E
PR IAYT R FSS R IEr 22 F LG i # 7
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F2 PHRIRTBIEBF RIS PSQI S FSS RT3 i (5F, xs)
415 i ] - FASTE - - PSR -
PSQLIF4y FSS T4 PSQI 4> FSS P4
RITH IRYTHT 13.472. 42 (212) 32.33+10.86 (212) 13.38+2.35 (185) 32.00+11.20 (185)
BIT R 7.08+3.60” " (212) 19.97+10. 07" " (212) 6.33+2.86" " (185) 19. 04+9. 96" * (185)
IRITHIG 218 6.39+3.777 (212) 12. 14+7.09° (212) 7.05+3.33” (185) 12.9626. 317 (185)
XTHRA VRYTHD 13.03+2. 36 (72) 31.29+10. 34 (72) 13.00£2. 40 (62) 31.23210.59 (62)
BITIE 10. 35+3. 16" (72) 24.53+10. 09 (72) 10. 03+2. 98" (62) 24.77+10. 17" (62)
TRITHNG 218 2.68+2.94 (72) 6.59+7.08 (72) 2.97+2.98 (62) 6.45+7.11 (62)

e FAS: 4@40WrdE, PPS: FFA%E4E; PSQI: VU2ZMRMEMR AR, FSS: Mo EERE; O WABIEL
a) SAR4UAIFATLE:, P<0.0001; b) SXFREAAITE I, P<0.0001; o) SXFRAGRIFITE22(EH LA, P<0.0001.

X (1=0.48, P=0.63). WA EFIRITIG FSS &%
VBRI R TR GRyTdl: 1=28.83, P<
0.0001; XFHRZH . =7.15, P<<0.0001); HIGIT)E
TRIT AL O BRI R B AIE (1=-3. 90, P<<0.0001);
RITALIRYY T JE 2 R A AL i (1=6. 80,
P<0.0001).
3.4 WHABEEITHIASS R B E L

SSHEH, WBITAHAIF L8161 (37.50%) ,
Horr 70 61286 I8 1697 AR 254, 7191
A B IR 259, 4 GIRRAS T HA e IE 7
2y fli T BhIRZG 9 . XHREZ R 26 ] (36. 11%),
Hr 19 B G I TR 7 HA B 254, 61
AN BhIR 259, 1 B BR A T AR IR Y
5l TR Y, Pl i R g L
(x¥’=0.04, P=0.83),

FASHE, R4 HBhAR 259 11 5, Horp
e vakE 104, #RBR 14, Ei5 7 i
VT vl 4 5], %of R fef FH B IR 254 7 f51), AAc DG e
o, WA TRMEMEI 16, BT O S e A
VE a2, % Fisher B YA 2 LA W 2H 25 5
TGt Em L (P=0.17),

PPS A, JRYT AL VT se B 5 5 W R ZE
i P4V Sk 4 1, SR JH Fisher B U0 HE 28 1 42 M
HERTGITFE L (P=0.16).
3.5 wAMWEN

G XSS . JRIT AL IS Bl E LR
TR RFAE, BEARFMA 156K (WIR
R | WHIR AL A 20K, B8 .
A, MEVS . 25K . WERRSE . LOTIGEERG . B
BRMETR N . MA AR AL S & . RV I FH
P PRECARMI BRSO R AR AR R R 45 1 4
), MEARFA2FK (F0 . k=& 1HIK),
28 LMl PR B i R 25 e T A= BB 24 b A R S v

SO P (1994 4EJR) V) 558 254
ATRETC G, RIRES AT, SHIRA R (WIRA
YL 2 VK, BRI AT I 1 IR . TR IR B R
filg 3 = 2 ik . B 1R 1A R R R L RS
R LK . IR S 1B B I AN TE,
2B (PRIGIMFHME . k%) ARFHZEM; L
FASAL S 3 1Bl Ra e s ek (8% . (EF. 8
15, Z5Rde . MERRNE . LIPORIE YY) FEdr. XTRE
2 33210 kA 3RS R34, 23 5o 45 &k
SRR . MM R R, . N AR A B Y
B LEIKR, BN R, Sl Tlkih R E i
Je 2504 T A2 AN B RO W8 AR B P
P (1994 4R " HlE ¥ 52 EAI TR E G, IR
B 45 RIS PR R e A, AR AT

Zil, WITHARFMF LA RN6.94% (15
WR164)), XFHRH K4 17% (3H1726]), 2%
RN IR, 58 TC I i A Set:, RITPT4LY
KBS 2 YA A R
4 Vg

FATVIR AR EE K IR, KEB 5352 U PRI 1y 28 25
AMUHE B B2 MEAR (PSR, 8 SR k5
W H &GS s7 = 01 . DARE SRRER. A
WEGE 7RI, 95 55 R IR 5 I AR 5 2 A A A A B
MIEFR, TEVRIT JCHIRAT, 75 2 (] B 5 0 e s % 55 IR
o hEESRIRA N AR, (RAK-ETAZ)
N R e R RN PR,
BAKE, WAIE” $REIRI & E S50 T BB
A R (BEREE) il ARz
e, KRR —HSHE, —HIE, —F%RH,
—ERE, —H BN, RS0 e A IR 5 2
WAL BACA =& Y RIS AT R TR,
AZ DAE MR, SMBEFTAY, Bilkg, F
ALK, TCEFR O R BRI, HiR TR E
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AR B R AL R 2 =B SR I A
(RFHNE) P C @=L O =L, B
ABERA MG . s ORI, 1
BT, =M ARy, AR, R
ek, RUMLB TAE, O ATTHETR . HUACIRZS
R, M R TR) R e A Bl B = 0 5 DU 2l 45 3]
A3

ABFFE FAS K PPSTRYT L A BRI B & T
XFRRAL, WL LG T O ARAE R IR HA
IR LR L E B =R
1F (total saponins of Panaxnotoginseng leaves ,tSPNL),
AWFFE ™ R, tSPNL Al USR5 /N BRUG #8 4o 28 1
“HURM T s-BRAM (5-HT) & i, MI{e 2k i
MR ARSLERHEFEA R s, 64 X IR A
PSQUE R X FSS R EGAI Al MR, LIRYT
HTFEEME, HFAS & PPSESAUMIA, &MLt
M FUAT LA R MR AR A IR B o, ] i
BERL TR . BEAEDFTE = I 57 5 3 UL A IR
RN ZR ), 0 RE AR T e 3 T AR 55
REARABURAE , 2 57 AR A0 o P L2 A o I MR
oL, A PSQUIE R o FSS BER P ¥ W
FEo BEAh, AWFFEER Won X A B0 RTS B
PSQIHE K [ FSS ERIE A BIr P, HnlE5 %
REGBONAT S, AT AL, ORI i B2
FAL, 20t fE T —E RO B, O BE YT
SRR MR AR — R R, X BEAE B 5T 4
RS A TIRYT A KO IR O AN
BB A A, SRR 2R AL 2 A RS

RHFEEAFAE—ERRZAL, Gt —y
REEAR, P RZINEFEIEE, B BH R
S UAHBIA 2585 7 RO SR R R 250, e hnia
I RERIIEA B 15 I 1) LA T Aff A 245 0 02 45 47 A6 7T
BB, B MEHE: , - ) 2 B IR 151 25 % WM b, 4
I i 5-HT AFRERRAH OGN -, ATt — 20 £
220 AR Y7 R B AE FHATL AR
) 35 1 52 75 R

ABESE 2 B L 254 BRA ROAORFE AR AL T
TG, aMELHAARAR TAEANRSS T
ESE e . IrAEE R ZAE S X
St BRI RIS SR A R IR AN AE R W PR 1
Bah R S E SRR A rh RN R
[TIRIRGE L2 W b 25 nia 7 HRL R AL RIRE .12

Wi K 259G B g LR (R [J]. e p ek,
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Insomnia with Qi Deficiency Syndrome group Treated with Qiye Shen’an Drop Pill (L #i%iiL): A
Randomized, Double-blind, Parallel-Controlled, Multicenter Clinical Trial
CHEN Wenjie', HE Chunying', CHEN Zhiyan', ZHAN Min', DU Yida', HAN Fuhua', SUN Linjuan',
ZHANG Yunling', ZHANG Yunsheng’, SHI Yunlong’, ZHANG Kai’, HE Zhaoyou’
1. Xiyuan Hospital, China Academy of Chinese Medical Sciences, Beijing, 100091; 2. Yunnan Jingi Pharmaceutical Co. , Ltd
ABSTRACT Objective To investigate the efficacy and safety of Qiye Shen'an Drop Pill (£ #4225 4L) in the
treatment of insomnia with ¢i deficiency syndrome. Methods A multicenter randomized double-blind parallel trial
was designed to include 288 insomnia subjects with ¢z deficiency syndrome from 9 hospitals. The subjects were ran-
domly allocated into intervention group (216 cases) and control group (72 cases) at a ratio of 3 : 1. Routine treat-
ment was given to all the subjects. Besides, the intervention group was orally administered with Qiye Shen'an Drop
Pill, while the control group was given the corresponding placebo, both for 300mg each time, taken after meals, three
times a day, four weeks totally. Pittsburgh Sleep Quality Inventory (PSQI) and Fatigue Severity Scale (FSS) were
used to evaluate the sleep quality and fatigue severity before and after treatment, respectively. The occurrence of ad-
verse events were recorded to evaluate the safety. The clinical effect was judged after treatment. Full analysis set
(FAS) and per protocol set (PPS) were used for effectiveness analysis, while safety set (SS) was used for safety analy-
sis. Results All 288 subjects were included in the SS, and there were 284 subjects in the FAS (212 in the interven-
tion group and 72 in the control group), and 247 subjects in the PPS (185 in the intervention group and 62 in the con-
trol group). FAS analysis: the total clinical effective rate in the intervention group was 76. 89%, significantly higher
than 27.78% in the control group (P<<0.0001). PPS analysis: the total effective rate in the intervention group
(84.86%) was significantly higher than that in the control group (30.65%) (P<<0.0001). PPS and FAS analyses
both showed that PSQI and FSS scores significantly decreased after treatment (P<<0. 0001), and more decreases were
found in the intervention group than in the control group (P<<0.0001) ; and the differences of PSQI scores and FSS
scores were significantly higher in the intervention group than those in the control group (P<<0. 0001). The incidence
of adverse events was 6. 94% in the intervention group (15/216) and 4. 17% in the control group (3/72). All adverse
events were judged to be not relevant to the trial. Conclusion Qiye Shen'an Drop Pill has high efficacy and safety in
treating insomnia with ¢z deficiency syndrome.
Keywords insomnia; ¢i deficiency; sleep quality; fatigue; randomized controlled trial; Qiye Shen’an Drop Pill (£
ML AL )
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