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1.3 WEIEHR

B 14 REZ 1R WA REE R, WEIHRIT T
Jei E BRar AR VE 2 (T-PSS) . KRR 148
by RIS HE FRAERS AR 36 R R 52 m, DL AR
SRR SAAE T FI IR B A 7 SR A IR AR
WIEWELL s B IIRE R AT REH LA RV,
RNWTE:YNE JiRedey i
1.4 TF EFRE

BRI Rt WAL, IT R BOR IR R =
3mL/s, o I-PSS PForFEAE=60%; AL, 097K
KIRAHME =3 mL/s, 3¢ 1-PSS P4 4K =30%;
TR, RIEAT bR

HBE RS T RObRiE: IRPREE ], UEEER k> =

90%; AN, 60% < UEZEA M <90%; L, 30%<
EFERV M <60%; TR WEER MR <30%.
1.5 GitFEasE
HARLLx £5 %om, WHEREERI o K056, 4
i) LL IR ¢ A
2 H#R
2.1 BARTTHELER
I3RS &5 B o, R R 18 i, f7
94, ToRL 6 B, MR 94.9%; X IRALE K
9 i, Ak 93 B, Tk 15 B, MENEK 87.2%,
P ZE R G L (P>0.05), 48R W% 1.
I HAIGIARIRE 45 R o, I dl w3 46 #1,
HR219 1, TRk 59 B, BARCR 81.73%; X
MR8 H, AR 102 41, ToR 42 i, BARCE
74.07%, WA ZERALE (P>0.05), 450K 2.
I PRIR G 25 R o, RG24 25 B, f1
W38 4, TR 11 9, A RE 84.72%; B4l
S, AR 26 1, TaRk 47 B, A R 36.11%,
PILH 2= AR W (P<<0.001), 455 0% 3.
2.2 I-PSSiEH L LEER
T W RG4S o, iR 4R TR AL i

1 1 HIERIRIE RBTTH LR
Table 1 Comparison on efficacy in phase II clinical trials

between two groups

i sy —eX 3% TR R
LB 1% B % B % Ry

1490 94 80.00 6 5.10 94.90
7.70 93 79.50 15 12.80 87.20

W 118 18
o117 9

=2 N HIEARIXIE AT L
Table 2 Comparison on efficacy in phase III clinical trials

between two groups

yi) g — 2 A e AL
I I% B % B % 3 gy

59 18.26 81.73
42 2593 74.07

e 324 46 1424 219 67.49
W 162 18 11.11 102 62.96

x3 TR AT
Table 3 Comparison on efficacy in additional clinical trials

between two groups

am g — A 3% T MR
LB % B % B % %y,

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

R4 TTP<0.001
""P<0.001 vs placebo group
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I-PSS B HAAGIT AT VIR 227 B3 (P<<0.001),
TR S e P ET ICEEXT T-PSS R A st A
M, WA 22 2 (P>0.05), WK 4.

I HAIGARREG &5 S o, RIS AR A i3
I-PSS Bl A4 G AT i = = 3% (P<<0.001),

FEU IR I L PR HCHEXT 1-PSS B34 st
L, PR CROE B3 2% 7 (P>0.05), W3 5.

A A IARIRES &5 B, 1R 2 R 22 Jt ) 41 A
T PSS B SRRt R EREE (P<
0.001), HPR4 )2 5783 (P<0.001), 45 W3 6.

F4 UHAIRKIKEME -PSS LI (X +5)
Table 4 Comparison on I-PSS in phase II clinical trials between two groups (x +s)

L - I-PSS
il 151 R N —— =
VAT T VAIT SR 2 B HITH 4 4 bEb Al e
R 118 16.2+4.11 13.90+3.74"# 11.21+£3.95 8.74+4.33"
X} B 117 15.9+3.73 13.21+3.28" 10.38+3.30" 8.5+3.73"
Shglasrarts: " p<0.001
###P<0.001 vs pretreatment of same group
Fz5 I HIGRIRIERLE I-PSS LbEL (x+5)
Table 5 Comparison on I-PSS in phase III clinical trials between two groups (x +s)
4l s — — LSS :
YRITHI WITH 2 8 EIT R 4 T HIT A
R 324 20.96+5.46 17.45+4.59"* 14.43 £ 4.62" 11.80+4.89"#
Xl R 162 20.31+5.17 17.59+4.21%# 14.59+4.32% 11.76 £4.52%%

SAALRIT T P P<0.001
#p<0.001 vs pretreatment of same group

Fz6 FhFEIGRIRIERLE I-PSS LEEL (X +5)

Table 6 Comparison on I-PSS in additional clinical trials between two groups (x +5s)

7 L-PSS
S| % — — - .
17 A IHI7 5 2 4 G755 4 V]
R 74 19.8945.36 16.664.94" 13.54 522" 10.91£5.89"
L 74 18.27+4.53 16.88 +4.44" 15.66+4.41" 15.10+4.60"

SAMBITHE: *P<0.05 #P<001 "P<0.001; SEBFI4ILE: “P<001 TP<0001, F#F

#p<0.05s Mp<o.01

23 HMEBIBRT LR

IT 3 T R RIS 45 SR s, 1S 2 Rt
YEF KRR AT AR, TR IR E S A
BRI AT L B B 2 (P<0.0D), R
JI B 5 0 PR S BE R 45 P b P S0 3 A I IR S
HPRH YT A TG 22 5 L (P>0.05). 1T I
PRIRGG &5 5 W2 7, T 30 ARG &5 S W& 8.

ARG AR 25 R R, e 41 B KPR
K AHIIRAAR. R R S ARLLAYT AT L

P<0.001 vs pretreatment of same group; ~ P<<0.01

**P<0.001 vs placebo group, same as below

WEIER (P<0.01); SBAR A, KK
MEAREZER (P<0.01), MR SLiks
JREM ST (P>0.05), iR ILE 9,
24 REMRARRE

76 11 3 RS Hh 5 29900 A R RN, i
A 15 1, FZOAMFE DR (8 i), 6.78%)
MAFEIENK. Z. BEEENREHAE (3 4],
2.54%), EAMILH A AR (4 6, 3.39%),
W /RN B, AT A . X R 17 AN

#7 NHIERIXEMAITIERRE (X£5)

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

éﬂ%u 15”%& ﬁj:ﬁ(?}lli’?(: / (mLsfl)

HIBIBRAERL / mL

PR/ mL

YHITHT WBIT R 2 YHITHT YRIT A 2 JH YRIT R YRITER 2 B
R 118 11.40+5.61 14.00+3.73% 372042331 33.20+18.26% 38.40+63.37  27.00%+55.56%
pagict 117 11.20+3.04 13.70£3.01"  38.40+24.69 34.004+20.71% 30.60+45.89  18.70+33.76"
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#*8 NIHIGKIKIERABAERAE (X£5)
Table 8 Observation on some indexes in phase III clinical trials between two groups (X +s)

BARRE /(mLs™h

HISBRAARL / mL

B4R /mL

Ml I —— —— — ——— — -

VAT IT S 2 )8 YRTTHI YAITE 2 SERAR] YAIT 5 2 8
W 324 10.98+4.44  14.6915.45%" 434842520 39.84424.69% 40.44446.03 26.074+28.81%
pagic) 162 10461296  13.60+4.45"  4540+23.79 41.944+24.79" 37.59+32.16 31.57+35.06™

F9 HEEKRREFHABIETFAR (Xx+5)

Table 9 Observation on some indexes in additional clinical trials between two groups (x +s)

BRIRME /(mLs )

HIBIRAR / mL

FRAXR A/ mL

g Bk — — —
TBITHT BITER 2 A YRIT I BITE 2 BIT RITER 2 A

R 74 10.75+2.83 15.514+5.52""  37.164+16.55 34.90+15.99* 26.47445.09 14.00+35.71%

pagic) 74 11.88+3.56 13.20+4.15" 33.56%+11.50 32.15+13.69* 18.60+21.78 12.79420.22%

RN, RIS DI ALT. BUN. SCr 4%
PEAE (7 41, 5.98%), B IHIEAIE (541, 4.27%),
Wty BEM . KRG, R AR 2, /AR
TFIEHM (11, 0.85%), WK RGBS, G IR
M (1B, 0.9%), BAASKH. AW X
Fadm (#5161, 0.9%).

75 T I ARG B0 25 mT R DG El T e
AN K SN =5, AR K414 18 1], =%k ALT.BUN,
Scr #EH AT (7 B, 2.16%), JRLLNM,
JRIE (4 ], 1.23%), THWRGUEIRAIEIE. 1575,
fEfk. BEEAE (561, 1.54%), DI RGUEIRN
JPIANIE . SRR (2 B, 0.62%). XFHEZ1ATHE
250 R AT 13 49, E 2RI ALT,
BUN. SCr A (761, 4.32%), HuZifa R
KA R (2 B, 1.23%), I Pk 40 i
Sk g R (L, 0.6%), THALRGUER
BEAGE . KMEREE 2. &L G, 1.9%).

bR, A A 6 HIEFHILS
YT REA ORET BRI R R MY, RIA ALT #42
B (14, 1.35%) R pR S el (3 491, 4.05% )+
Rk (141, 1.35%), LM WBC. RBC. HGB %%
R LB, 1.35%). EFIZL I 12 B4 R A,
TEA ALT 55 (16, 1.4%), O RERES
w3, 41%), MUEMRE R (4 4], 5.4%),
PRERIANAE . WRERAIAE. MR AR, R4,
JREARE G, 41%), &K (1 #, 1.4%).
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