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I IR RIS &5 R W, I3k 18 9, 1
094 B, a6 B, SAREE 94.9%; KRR Ak
9 %, R 93 B, TRk 15 %], BANCE 87.2%,
P ZE R g F R X (P>0.05), 48R WNE 1.

I i pRiREG &5 R s, IRk 46 Hi,
AL 219 B, ToRk 59 B, BANE 81.73%; X
W18 i, A%k 102 %1, Josk 42 B, BANE
74.07%, WAZERARE (P>0.05), ZiHRILE 2,

GRS 25 R B, IR E 3% 25 %,
38 i, AL 11 B, AR 84.72%; R4
ST, AR 26 1, ToRk 47 B, A R 36.11%,
P 2= AR B (P<<0.001), 45 L 3.
2.2 I-PSS TR TLLLER

I W IR 45 W, RIS AR AL i

F1 I HIRKIRERBTTH LR
Table 1 Comparison on efficacy in phase II clinical trials

between two groups

25 2 2 BT
g % Amﬁz ﬁ K Afxﬁl B

LB % B % B % %y,
e 118 18 1490 94 80.00 6 5.10 94.90
W 117 9 770 93 79.50 15 12.80 87.20

F2 I HAIRARIRIE R 4R TT AL LA
Table 2 Comparison on efficacy in phase III clinical trials

between two groups

WA 153 i34
I % B % B %

AR
E /%

4L HiI%

R 324 46 1424 219 67.49
ST 162 18 11.11 102 62.96

59 18.26 81.73
42 2593  74.07

*3 A FEERIRIEFHATHELR
Table 3 Comparison on efficacy in additional clinical trials

between two groups

Bk ARk Tk AR
LB % B I% B % %k,

4o ik

R 74 25 3333 38 5139 11 1528 84.72"
ZEF 74 1 139 26 3472 47 63.89 36.11

LAl T P<0.001
"P<0.001 vs placebo group
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I-PSS o SAM G AR 257 B3 (P<<0.001),
RO NI S A RT ISZEXT 1-PSS BN BB
M, PIAIRLLETEGH#E L (P>0.05), W 4.

I ARG S5 SR o, RIS 2R I 4
I-PSS B0 S ALLIG T T Ebic e 7 i % (P<<0.001),

FEUF B IR IE 50 AT S HEXT 1-PSS U340 B
s WALRT B 23 % v (P>0.05), WL 5.

W FRMEARRIE 5 R s, R AUR e {2 i
T PSS Bl HAARIT R EREZE (P<
0.001), H P42 5753 (P<0.001), 45 HL3% 6.

£ 4 I HAIGRIXIGHLE I-PSS LLE (X +5)

Table 4 Comparison on I-PSS in phase II clinical trials between two groups (x +s)

" I-PSS
A5 VIE — — — —

BT I TBIT R 2 BIT S 4 8 BT G
k5 118 16.2+4.11 13.9043.74%# 11.2143.95%# 8.7+4.33%
pogi 117 15.943.73 13.21£3.28"* 10.38+3.30" 8.543.73"

SAkdlaT AT #¥p<0.001
##p<0.001 vs pretreatment of same group
5 MIAIGRIRIGFLE 1-PSS BLE (X +5)
Table 5 Comparison on I-PSS in phase III clinical trials between two groups (x £s)
41 ) e — S PSS :

BT I WY 2 8 BIT S 4 8 BT )G
R 324 20.96+5.46 17.45+4.59" 14.43+4.62"* 11.80+4.89%##
Pt 162 203145.17 17.59+4.21%# 14.59 4432 11.76 £4.52%

Shglayrats: " p<0.001

##p<0.001 vs pretreatment of same group

T 6 HFEIGKIXEHLE I-PSS LEEL (X +5)

Table 6 Comparison on I-PSS in additional clinical trials between two groups (x +s)

ul 5l {51 S — LPSS :
YBIT BITH 2 JE BITH 4 BIT )G
R 74 19.89+5.36 16.66+4.94%# 13.54 4520 10.9145.89%#*
il 74 18.2744.53 16.88 +4.44%# 15.66+4.41% 15.10+4.60%#

SAMRIT R P<005 Pp<o01 "P<0001; HaEAILLE: TP<001 “'P<0.001, F#[E
#p<0.05 #p<0.01 **p<0.001 vs pretreatment of same group; P<<0.01 “"P<0.001 vs placebo group, same as below
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PRAREG &5 L 7, T I AR B 45 SR L4 8.

ARG 25 SR o, RIS B KR
. ATHIIRARL, BRAR PR AR ALVR YT AT R

WEER (P<0.01); HBEdmibis, HkR
MEAREER (P<0.01), MRETHIIRAAT Kk
IREWZE LGt X (P>0.05), 4RI 9.
24 ZEMRARKMN

76 11 3 RS 5 290 A R RO, 3
B 15 4, FEONHEDhaer Mg (8 4], 6.78%)
FAFEIEI . ZR . IRSTEN I ESAE (3 4,
2.54%), MAMILE A RESAE (4 F1, 3.39%),
W /O B, TR A o X R IR 17 AN

x7 NHERREFATIHERUR (X£5)

Table 7 Observation on some indexes in phase II clinical trials between two groups (x +s)

UL KR / (mL-s™) HIZIM AR / mL BEARIRE /mL

RITH BT 2 R RITHT BT 2 YBYT T BRI 2 A
(A5 118 11.40+5.61 14.00+3.73"% 372042331  33.20+18.26" 3840+63.37  27.00%+55.56"
X IR 117 1120+£3.04  13.70+3.01%  38.40+24.69 34.00+20.71% 30.60+£45.89  18.70433.76"
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Table 8 Observation on some indexes in phase III clinical trials between two groups (x +s)
wm TRJRIE [ (mLs™) HIZUBRARFR / mL BEA R/ mL
RITHT BITH 2 R RITHT BITH 2 F RITHT BITER 2 A
RE 324 10.98+4.44 14.69+545%" 434842520 39.84+24.69% 40.44+46.03 26.07+28.81%
S 162 10462296 13.60+4.45%  45.40+23.79 41.94+24.79* 37.59+32.16 31.57+35.06%
Fz9 HFEIGKIRIEHEAITDERAE (X5)
Table 9 Observation on some indexes in additional clinical trials between two groups (x +s)
Wy BORJRIE /(mLs™) A ZI IR AARR / mL B IRE /mL
YRITHT I 2 A RITHT BRI 2 A TRITHT BITEH 2
WK 74 1075283 15.51%£5.52""  37.16+16.55 34.90415.99" 26.47+45.09 14.00+35.71%
S 74 11.88%3.56 13.20%4.15"  33.56+11.50 32.154+13.69" 18.60+21.78 12.79 +£20.22"

RN, FERINHE IR ALT. BUN, SCr #%
FERAE (7491, 5.98%), HFIEANE (561, 427%),
WoBL M RAEREE, B, /MR
TIEHAE (1B, 0.85%), WhKZARGHBUIRZ, A IR
HAii (1, 0.9%), BAASKIE. DA X
B (% 161, 0.9%).

75 T ARG I 254 mT ey O ak T 5E
PIAS B Jse . 54, iR BG4 18 1, %k ALT.BUN,
Scr BEEHIATPETIE (7 B, 2.16%), R4,
PRI (4 B, 1.23%), LRGN 5875
JERK . BEEAIE (501, 1.54%), DOMILE RGOEIR A
BRI ANE . AT AR B (2 1), 0.62%). XHRAIATfE
52547 A R ST 13 41, 3 ERIN ALT.
BUN. SCr#2E 48 (741, 4.32%), MRy IR
KA RN (261, 1.23%), M FHh R0
SRR R (1, 0.6%), THALRIUER
BEAGE . RMEREE 2. D GBIl 1.9%).

fedb iR E T, WA A 6 Bl LY
PRI BT REC T BEIIAN R VY, RILH ALT 4255
B (141, 1.35%) BB R EE 5 (3 4], 4.05% )+
SRk (161, 1.35%), LM WBC. RBC. HGB /¥
TR Q1 H, 1.35%). REFIA I 12 A B F44,
FHEE ALT 7% (18], 1.4%), DIE RGKER
w3, 4.1%), MUFHRERT 46, 5.4%),
PRI, KA. AR, R4
JREASE G, 41%), FEK (6], 1.4%).
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