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1. —FhE R IR, 45724 0. bmg #E —FEFIZ) 0. 25mg JEAE AR | LL K 2 /b—Fhm] 25
A TEFH o

2. MRAEACRIESK 1 5028, Sorb BTl (19550 280 3]

3. MRAEACHIESK 1 8% 2 (5718, Horh prik e — i M — KSRz .

4. AR AT IRAUR B SRAT— TR A 8, rp Bk s — i KRl 24 FH R K T K
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R IR A B, SEP0E CUIRGG 253 h 20 21 K,
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7. WRIEBCRIE SR 5 8L 6 R Tn, PRI E O 28 Bk 28 5 EL.
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9. MRPEAHNEL K 4-8 E—I 2L BT, A Brid A e o 2 i S,
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F T HRT ROARAR 57 = AY R O AR 552

ARG

[0001] AR BH¥S K —Fh F 33 2407 V2 CHRTO I RRA SR 37 8 o SRy S, A B
F—F 52 0. 5mg #E (455 8 “E27) FIZ) 0. 25mg f MR E (455 R “DRSP”) L LA f2 &7
—hra] 2 F IR A 500 0 [ 44 T IRGRI 2R . VA B2 T DRSP 5 & ARG , 4 NIt i b & IR = EL A7) 1)
A B A AL L SEBR E N AT . BRI, A S BRI R B AT B P AR 4ERF HRT B8
=4 HRT JHUG I W] A H

[0002] R 5

[0003]  MEWER, HAFHI & B2 AT AT TRy MES R s =20, R I %8 &7 4
o PR ZL 2 d B LT A IR B 4 28 Il PR IR , 52 K2 6% B 4848 J5 4 % (Sterns
et al.Lancet 2002;360;1851-1861). HABKIZEL PIREREFEIE L5 AL R AT AL 1
e fanG BIRAR A o P 20 AR A B G I 5 B 26 22 1) W IR B AT BRI o0 . 48
2 HPER T | EAE MR, S5 40 AT 52 ) 22 A I 7™ B 31 A LA i 0 2 R ARG i . 14
22 ST VA U ) EE TR D 92 3 R 0 ) AU, 48 A B B A E XU (Slemenda et
al.Epidemiology of Osteoporisis. In:Treatment of the Postmenopausal Woman Basic
and Clinical Aspects. Raven Press.New York. 1994, %% 161-168 71)., HAuJ, fEEEA
114000 e ta L H)LSFH P —2F k63 5 DL E (Warren et al.Clin Obstet Gynecol
2004;47(2) ;450-470) . H T HUYIAF s fr 25 0, K280 2440 =70 2 — W IR fE4E
2 e,

[0004]  ELARMRIE AR SONAE VR TT BRI EE B2 F) 6, 2448, BRI B2 5l &2 EE N,
JiTid B2 50 & NS v T R s B YERR IR TT

[0005]  FEEIPRZR, H 5 0E B2 BARAIAA T & A7 O, 045 M8 £ iR PRI A 78 2 1 it
b, BX K28 i@ M. BRA 000, IR WIAa ) B s 477 700 N 2 b R AF I 52 o
[0006] Notelovitz et al. (Obstet Gynecol 2000:95(5):726-731) ¥¥fh T H THEFE
TRT T R E ML R A0 IR R 48 28 0 2 PE R IR G AR 1) — FR A ) B2 502, BATH BT
LR 2 PRAR ) S AR 4R 57 o B8 HLAAE, Notelovitz et al. HEAT T —ABEHLALE -
RIS IR 12 FIFE, e rp B b 7 sl PG 2169 333 7 4848 00 e /- B 0. 25mg
£2.0.5mg E2.1mg E2.2mg E2 BRZ R (LIRZG ZDIRTT o R RIC KA ZL IR BRI B
.

[0007] Notelovitz et al. &I T B2 55 A0 & & 4aiE Ry 2 TR) 1) ol 25 28 1 51 5 —
VoK B, LI A 2 T ARG AT KR DA R B A1 T LA oy AT VAL . AEPITIR 12 4
FIVRTT M BESE SR, A5 LE 22 REFRIZH , 7E 0. Smg. 1mg 1 2mg 2 H PR 21 1) IR B0 LA A Pl 21453 J&]
IIRLAZ 73 b B35 S e B, AE58 4 ], X 1mg A1 2mg L BoR T 5 2 R A EL ) B3
M.

[0008]  [Alt,Notelovitz et al. #EWT Img B2 J&H TAEZ LS 0 iqyT vh 8 R B 4028
WIREAR T RIS IR57) 2. HRIE Notelovitz et al. FEARAYF G2 5 2 1 [ (0. bmg
E2) B0 8 B 42 5 A2 A4S Y A RE R U 2 HRPREAR 22 At e Jo 28 €0. 25mg E2) 0 AH S, B =i
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2mg B2 FEAPIEARGMEA R (H 2 H 5 I ESE A A R SR %

[0009] 4R, HIE Wi & fd BB (Women” s Health Initiative, WHI) FTomif T, 7538 7
B R B AR E2 55 B - I R 4 hE (17697 o e i, F5 0 R R 2R
SEARTR & E2 50 84 F T IV ST 4a0E 1R3R 7, H AT PRt B AT 52 i 2%, 1 BRI A T 243
RRITIETTLAN B AT A, hthagE % FH & 5 il & B2 B BYRIER TR YT o

[0010] X tH 7 FDA fi5 B 4w, o B ih 3 58 AW 90500 & 07 RN 25 W) ik AR &R, 5K
WLy R I B B Al A] B8 1 %% % (Guidance for Industry:Estrogen and Estrogen/

Progestin Drug Products to Treat Vasomotor Symptoms and Vulvar and Vaginal

Atrophy Symptoms—Recommendations for Clinical Evaluation;U.S.Department of
Health and Human Services;Food and Drug Administration;CDER; January 2003).
[0011] A7 E2 I DRSP &5 & W58 L84 102 T WO 01/52857 JVEILHI & 1K E2 57 TE
X EBEAEWO 01/52857 KA TFN A, SR P R LB B B2 5184 Img.

[0012]  fIGFRIE KA E2 BIF) 244123 T WO 2006,/048261

[0018]  —Ff HRT /=, Angeliq®, i & Img E2 Ml 0. 5mg DRSP, £48 75 35 [ e HL vk 1
e

RZIAAE
[0014] AU B Al N o B0, XTS5 A A iR E2 )&, a0 R PTiRAK B2 7 &
B FIE 1K) DRSP 454, W20 2 A 3 A0t oy B 4 5 82 0 /8 6 A4 i R PR 7 e ) 2 At
Ao WA SCHR L) S BH 2 H IR, A NSt 18 b & 30 vy L 491 110 S rb B 4 o B TG 210 1
{1 e N AL S ARSI [ B2 (2 0. Bmg) — 4 5 {KFIE K DRSP (£ 0. 25mg) &5 &I
[0 ] A IRV B IRVR T
[0015] [, Brad A B O AL T LR VG YT P 48 228 ) 0 2o R AR o0 v B2 22 FE A 1
PR ——FR A P R T R A —— 0 R R o BT IR AR T & 1R 5 80 mT R e
TR s R B AT VEEE T N YERRIRTT o BEAN, AR B AR ARC T R R 5 R s H i AT
<o, FLRRALC S Mt I K A e G I P22 i R AR 2D o
[oo16]  [AIth, 7E55—NJ7 1, AR B X — PPl 5 29 0. 5mg E2 F1£Y 0. 25mg DRSP\ LA & &2
/b —irm] 245 FH R S50 1 [T 4 1 R 2
[0017]  ZEZE = ANT5 T, AR B3V S — ol b 5 T 7 A 2 1 ELsp ] 88 ) 1 A e B 11 ]
1 R 20 2 R 28 B8, T IR 2 25 30004 2220 21 K.
[0018] £ 55— ANT7 1M, A B B FIAE 25500 () A i BH PR ] A 11 R 284 o
[0019] 76X —ANJ7 [, AR B F 1 TR « ¥ 77 BB 10 £ (1) 1005 &7 A e R 1 A & B
Fy ] 4 11 R 3 7R
[0020] £ 55— ANT7 1, AR B K T BEA I Lo R S 1t I, P A3 256 s 0 Pl 422 1) HH B
BRI AR R Y IR A 1 RG2S
[0021] 75X —ANT7 1, AR I B—F T 07« 9697 B8 I Lo i) I 8 67 A et i 7
2 BT T 5 A FE A AR S W IR A 1 RRGRI Y 45 2 22 5 B i 22
[0022]  7E S —T7 [, A% K W18 Kb T B AR I 2 R S 1 Hh I PR A3 26 s G hn DA 48 1)
HER AR () 7775 il 77 1 AR AR e WA ] 44 11 IR 2B 25 24 2 /s B i Lo
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BEKiEAR
[0023] A HIET XS —FAL 20 0. 5mg E2 125 0. 25mg DRSP LA K &2 /b—Fia] 25 I 511
e 4 1 AR

[0024]  4n b SCHTIA, e NVAX FIGGRI S G T ) S B A N .
[0025]  UASCERALISE B BTN, BF 9 T = A E A s— B — 52 0. 3mg B2
(ANE DRSP) Y5 —¥R97 4L f— M2 0. 5mgE2 454 0. 25mg  DRSP 155 Va7 4. sk
it 18 A BT T B R T A R 1, 7R SR YR AL B N L E BEE S — IR AL
Wi 1 250 H DA S AE 22 R A (i i 5 B s . SRS b, fE S IR AL o N R
1528 L] =ik 62. 7%,
[0026] T4 iR 55— 16T AU 2 RN AR LL E2CRT DRSPOF &S N, 558 —a77
SR 22 BRI ZH P B e Y 50 AR EE S 97 2P S R R 8 A B PSS AR
(B, A N2 24 5 Angeliq©xt LL I 55 — a7 40P (9w B 3% 40 H L BTk Angelig®
FrH 1) E2 1 DRSP FI &2 4% % B (57 8L ik E2 R DRSP S & [ £
[0027] Rk A3 JA v 52 Amageliq® 0500 fry HRT B 137 35 40 H 42, 4 AR, Y
E2 1 DRSP (58 BH1K 50% Ghbe T Angeliq© 179 B2 A1 DRSP (5008 1, Wi 1 3% %k
HRAPRACRALT 50%. 25 b, Han B3SO, 7858 G 7 41 g e B 3 1R 52 187 LAl ey
5 62. T%.
[0028]  [Alth, #E2Y 0. bmg FIE K E2 £55 2 0. 25mg 57| 5 () DRSP I, 54 5 & W% 57 & 1)
R e T4 T AR AL A X L I S BT A7 A B RN
[0020] kAT, L5 HRT 7= 5t — 1 lot Amgeliq ™ — )55 S45 257 56 B i DL Il R0 S ok 1 1t
(R o AR B A BN O R IRAS e B ARAIC TR & (0050 24 5 A 5 s B2 SR ¥ HRT 7 i AH
Lb, R Lorb, RERIAE LA 22 S5 48 Lo, 51 5 /0 1R B T H
[0030]  AXSCAYE FH AT “ o . i SO AE SR 4 FERR R ) v B 22 R R 21 ek /b (5 2
RAHLE) = 2. 7. HAESE 12 FIRFRIG P R 2 5 A 20 p b (5 FEZRAH T = 5. 8 1iE &,
[0031]  ASCH, TR ARTE “E27 (B“#E ") BAER R B2 i LR 17-a -E2 B 17- B -E2
. PLikHh, ik B2 J2 17- B -E2 BB, T RE“E2” (B 2" ki a5 B2 1)
KRG FRA R B2 B K AW N BEE, A SCEE R TR B2 =T 2 TTK B2,
b, WRAE A E2 (KG9, a0 E2 521 7K G400, TU)ER K B A 0 U A8 T 5 TR K B2 19 Pk 77
R BRI o 910, W25 Sy M vk 55 0. 5mg JJo/K B2 RFRIEAH 4 T 0. 5x1. 033mg=0. 52mg
(1) B2 oK G E . TR ARIE“E2” (Bk“HE R I BLHE B2 [#)n] 25 B, 9 an B2 K/
FRNEEY B2 CBREE, F il & E2 JLIREE »
[0032] PR ARIE “29 0. 5mg E2” B AER 7R ] DUEHI B AK T 5i& & T 0. 5mg [57=:, 41
WILE 0. 45-0. 55mg 70 B PN 1) E2 718, 5140 0. 48-0. 52mg. E2 5|5 ) HAA S £9. 55 0. 45mg.
0. 46mg.0. 47mg.0. 48mg.0. 49mg.0. 50mg. 0. 51mg.0. 52mg.0. 53mg.0. 54mg F1 0. 55mg. 1L i
[¥) B2 FIFE A 0. 50mg. W4 HEAR 1T, W DAASE AR AL I A Bl RS = 771 B 1) B2 12K & 4 AN
E2 [ym] 2 B
[0033]  [RIFEHL, Tk RTE“Z 0. 25mg DRSP” 5 7 2 7~ 0 7] LIAE F IS AIR T 500% 55 T 0. 25mg
5
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F 3 &, B 404 0. 20-0. 30mg i [l A Y DRSP 713, 451 41 0. 23-0. 27mg. E2 73 [ B AR 5241
£, §5 0. 20mg.0. 21mg.0. 22mg. 0. 23mg.0. 24mg.0. 25mg.0. 26mg.0. 27mg.0. 28mg. 0. 29mg F/
0. 30mg. LIEI1) DRSP 5| &4 0. 25mg.
[0034]  DRSP s HAT HUlE [ MG M A2 000R, 485 B2 S G IT & T HRT, JF HAG i
185 HRT 7= # (Angeligq®, 2 WATSOMIHSS o DRSP ({15552 AbSELE T 2535 V%, ik 25
A 5 by 2 A4 FH R A PR P A TSR ) 24 B A 1 DA LG B R b P U A TR A
Ko AEHRT 7 it HF 45 A\ DRSP i) =22 Jg AL DRSP 4P 15 W I A T E2 BOAS RS2
[0035]  IfiL 55 &P AR E R AL FR (AR AN R TG4 BT X di (sweating attack) 9 Wiyl
O FITIA LS B AahE R AT LU G FDA $i5 g (AT SCH 1R E SR “ B i rp R "Bk “ B,
PRI, EAC HAE R 30, RTE R A ST 4R B8 SO “AH PR, B T R
T R IR SPAEAEIR 7 € SO A PR B T (ER BB AR g B 7 s HRTE “ EZ M
EETARREAR” 108 SR “H R HIT, 1 s s k.
[0036]  MEHZR B = 00 R AR AL FEAELR AN PR T R HRAE BA B FCAt B AR 190« 3212 ) 22
IRFAF D IEEE AL A S PR ARPRAR A LU th iR 2 ) HE DA H W€ VR 0 AT 3K g 2>
S (irritability) ) FI9En &K AE (erying spells). IRGEIRAIVE YT B AR ] 500 20 1
#4122 1] (perimenopausal) [ LA 22 2 JEAH G, A INAEZ GRS — BN TAIAR SR . P A &
AR 70 A3 i T A Bl 28 22 S B AR 4 0 0 26 22 I B P TR BB EIR DL R At A 38
REAR o LB AN, 01 SR P HE IR o 2 ) i Rt 1 i ) Bl AR e ) i i i 1 B Sy e vy, D)
SR R HPREAR AT AR A o AEAS I B 5 — AN S T SR, AN B 3R B 1 TR iR
I ECURAR HE 3R R = KT A S o 7K A M) 0, 455 B PR AR A5 i R A T 2 25 40 L5 22 4
DB I BRI AT A B R R BT B IR GL I AR A A S BRARE o Wb PR AL TEAR 25
247 LA K 5 FORH DG IR D045 an B T3 S BRI pH 3800 B A B IS B A AR AL, 803 SR 2545
PR A A9 a7 (4 S AR ALK 5 P T R W 2R R S T 4t e L AR sl AR S A
IR B FIRT 16T SRR M AH S HIRER o B4, AR BT IR LS A A 5 A ) 5
PHER O 22 AH R A PR AE TR 28 D528 R VB0 AR k2D | A0 RE AR AL B T A ek D L LR AT TR AR
D BB ER BT 7 % 2R R BRI AT TR AR K DA ¢ o 25 7 A S B Ik 71 284 ] 93 )y %
FIVA ST A A 5% Y TSR IS £ R] i B 3 B 52 451477 BB G R DA, A 4nv8s H kR L 9
PR FHAT T N X o
[0037]  jhAb, PRERBCYLAIREE L 5 FRAR KT ERER A AR ORI HoAth H WAEAR o AR W i L
At SE i 77 S ALAE BT L VAT BRI MEER R 2 AH S IR B AR AR AL, 491 40 B SR DL AR AL L
RO ATHIZA B IE LIPS B S R AMAE . BEAh, B R A R D |
INGEAR R, ML/ BB 2 R A B A BB AR T B I A R R AR R . B AAE
TR PEVR T e A B BT I SR R N O-TE BRI R R Y o AR B — N Re ) AR
FY ST 77 G TR o 2D DL REAR B3 5 AP L RREE IR TR A/ s SRR A - A2 CRE ) 2
SR NS T EARN RS - (NI LN o NV 2 e S AN E S OB O oA AV B S S N
15 O3 PEBRRRAR T B AR TR R sl b WK kD L 5 268 B PR AE TR 25 4 L D 2R i
OB TR B R 3T B R T B BRI AR AN R R A E CEL B UG AE Y 7
850, 5 5 25 Y T 21 HVT R AR O BREBRCIR VG 155 285 20 A L s 22 i AL £ T8 WA IR AT 2%
SR TG, LS TR AE A TR 5 BE o AR B 6 5 — N4 N ST I S e 7 2241k
6
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TR 3677 B A 21 Y R AE S O | BERAICR O 175 28 284k L st it B AR 8 e 2 T 22
e FAT O PEBRRIBOR T B AT G Tk D s IR 98 B A8 I IR AR T AR R A S 2
i O IV B R A AR A T R R P B2 R AR AL Ay SBUsA E CELEE i BB IE 1
TR » B S35 B2 G L T R AE O B AIRR I 175 26 722 4 i 28 ok 80 £ 8 i IR 2B
BRI E A, UL TUBRAAIE 1 T B 2
[0038] 4 4 BEAE 1K), A A B B i 5 B G L2 A AR b S8 K s Il BRI 4R VR 97 'R )
F 77 « v 7 Bs e R 22 T A i A8 R A R A an ARG 41 B, AR R BH P 3R B mT AR
YUY, WA L RFAIE O 401 7T 8 S R RR 1 HRT 77 450 Amgeliq @7 )
e BN A SRR HRT 77 & o
[0039]  7E—AMLLE St 7 &, IR A R I VAT I Id A A4 fa td 2
[0040]  JT 3R AR TE “JH 4 28 7“4 a0 7 R “ 4 g Jn 7 DL 0 R SOAE A 0 dn,
“Menopause Practice:A Clinicians’ s Guide”, ¥ = fit,2007, The North American
Menopause Society (NAMS) ™ A #0535 LY. S8 ELARME, Pk R “4a 22 37 N IR 5 5 s
K ER GREFEFED HE . Ho f—FF H2 MO 0 D Re R G i 45 5L . a2 32
FH B S 93D FL P PR B S A A R 1 AR T S EUW . A0 A B AR T3 — B{E R,
O S AN AR i A IRV AN PR R . TR AR B IR B AT, i [ 4 28 B B DAY
JE A7 A5 AN KA IR B A R B 4 T e BAE 42 )P Ja 45 0R . 2 b BL i 45
A AEA I RE 1 — BN R S N . B R AR AL I G R 2R T B B .
[0041]  HRHE A K IR IETT I8 L] LR B A U1 R (R 8 5 AR DI R (08 oo AEAR W]
(R — A2 NV IR SE Tt 77 S 70, IR A R B 167 I I 202 1 8 R B VTBR IR 30 2, el a2
T ERPEVIR AL EEH L.
[0042]  FEVIBAEFERIIEIRR. 27 EUIBRAREVIREFEMEI. M2 V5%
ARV 5 B8k (WHN 53 (supra—cervical ). FE VIR ARR] bt 5
5B MR B BRI AD o AT 5N ST A2 Lotk % (female castration). #%
2N A B9 A OF S ) R A (U5 000 51 5L, R 1D 145 DI AR IR 8 2 O R FLI R AR i
(RIS 7, LGV Z B R AR . &7 BRI 10 & B 5 B HDh Bt i 2o vk
A E S AL DIBR 5 DL A i 8 ) f Lo ik e B 1K HL D Rtk ) oS o BRI, FEAR KR
B BRSO BT ARE “ R DI B BE L Frif R 2 T e sl o T E VIR AR EH L, H
“REEVIRFE R L fa i Bea B2 se 2 B B PIBR AR &
[0043]  4IRET STV, AR B BT 7 B9k e A AR b SO S e L BRI AR ¥R 9T e )
F T 9B7 « v 7 s A2 20 B A i A8 R AR A an A 410 PRI, A8 — A4 A ORI ST
T7 R, ARG R 25 25 22 R IR iH L, Bk i oo R e B MR VR T, B B TR
HEZMEB RGBT « ARG — DN RER LT i, ARG 42T
WA L, Pkt Lo Jear C 2 MER R VR T, B B AT IE R MEEER VAT Rl 2 H P B2 [
FFRE 257 & 0. bmg [FIHEEZ VAT .
[0044]  FEAREH bR 3T, Bk AT 1R B RS0 2 T8 Fe A F ) (B R ASAT A i
83t A, 5 R L 49 T2 20 B B3 L RO 311) s S AORE () B850 RH AR BRI, AR e B ()71 28
A LR R ) I FER B TE v (geleap) MUk B2 BRI X o FEA R B B — MLk SE
77 G, B ) 8 on sl e e ) () 8 =X e 2 B Rz 2

7
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[0045]  AJ W R)55I 2L e LLEORE SR B I R Fe {0 e AT A FH IR, ARG “ U ” R
F bl (B RARE PIRNE R, 2428 JiAE 900m] 7K B 900m1 0. IN HC1 Fh7E 37° € F1#
FH USP XXTIT 33 11 LA 50rpm R4 18 B R AR I HY SEER I, FL 48 /D 70% 11 30 738 N %
o 7E— MR ST Zrh, 2 /0 —Fh  BROLE RS TR 2, 24 b SCRETR 1% H 5K
By, 2o 4D 80% 7E 30 7B NV H o A8 — AN BEINALIE I SE i 7 S8, 22 /b — i B P i
TR AY MR I ESCHEIR IS L SEER N, 22D 90% 7E 30 A Bh N H o

[0046] BT 2 1) il 28 AT AN SR AT AT o 52000 H R M 1) 25 A DR 22 1 — Rk
0K T Remington’ s Pharmaceutical Sciences, 5 18 i, 1990, %5 31 &, % 591-595
Lo 5 20, 3o 8 5 20 ] 38 ok AR AORE A T 2 ¥ PR R 23 i 5 48 T AE WO 01/52857 H
FR o B, W PR R AT IR T M 28 AR DR (%) 2 1 —— 18] Gl ok A 0 () WL
TP AR S R R A3 LR S BT O T TR R A3 W R T T O s R A A Ok 1 3 i ——, 91 A
WO 01/52857 IR AEA J—NEACTT S8, ORI 2 w] 18 I 7557 2 i 8 A2 i %
51 ) £, B W AE WO 01/52857 H R 1. A3 B4R 5 W % 351 by 3% T 475 PR 5710, 49 4 ey WO
2006/128907 [ 5 VUEE 5 AT 2258 7 DUAS A 4T H2 W A8 o 71 3K L0 3% 1h vy PR 57 v, Ude bR v
FIALEEES, e A 5 DAL 80, WkE X AR B CAN, L AL BR LRI AR Tween®
T o BN X — AT 8, OB B m] 3l i 4 T s T X 03 2 s 2 1 ) 2% » 461 40 8 WO
2009/138224 FRHEER K]

[0047]  HAEAST AT IR, ARTE“TIORLAL” 7R 75 1 573 HA T SO EOCAT S I 2 Rk
43 A5 :90% [k B < 20 um I E4%, H 50% 0k BA < 10 um B2, EIE<5um.
N SR, B IR AR TE: “HoRidl ™ 3 R 7R EEOGRT I I E BIREAE 73 AT 443 90% BTk B3 K T
0. L umFEAL, LIE KT 0. 2 1 me I HOCHTHF AR EI E ] LAEH Sympatec HELIOS,
7E 1-4bar )T (BHEO #lEH#T.

[0048]  fu1 b SCHRE KLY, A & W 500 LA 3 S BT T e 0 OB o 3 St Sl R AT AR )
PR (%) i AN 1) D0 A 2 CAASE T Ik 3% 2 7 RE 8 DR MRS T8 o i AR I TR) S 4 A28 /N T 10 43
Bh, EARENT 5 4%, WIHRIESE[E 2580 (USP 27 545 <701> 2) A48 F B A w2 (1. 76—
ANEE NI I S 22, R AR TR) /N T 4 3%, Bl N 3 2Bk, Bt N T 2 3B

[0049] AT “ AW FE” SRIRAE RS 24 J Al WRBCdE A B3 98 1) DRSP B85 E2 ) &
H IR 5F K (. ov. ) 25 T AHREE A RS 2 523 5 A7 T8 B 9 0 () 2 AH L i o2
WA FERTIN5E Ky AUC, oy (IIRZE 20D /AUC, oy (FRAKZEZ9) HIELHI,

[0050]  Ln{EAF4n WO 2006/048261 FHHEIAIT, & A K E K E2 (172 0] 7 —LeUE 71 (1)
AEAE T AR AT SE » BRI E A 1 7 v ) 40 A8 A 0 K T BRI T 28 4t
W BE i (PVP) o BRI, PR3 BT iR W FIAE AR i W B b i AN I e BRI, AR O I — A4
N B SE 7 B FEH A PVP AT E2 Z (R E Lo 10: 1 kBRI DA 5L, A
REFIZCIE RS /N T 5mg PVP, 4412 4mgPVP,

[0051]  RiE“H LG LEl]” @ “PVP”) Rom HAH LK X (CHNO), FIEH K 2,500 £
3,000, 000 [{17>F & HEEA FHZM |- L8258 -2- nbms el 2k A A & g & 4. e
i, B 5 PVP AHIR KRR XS T E2 BRI 7 18 A RO 70 0028 A R 53k B3 A i B P 3 28 o DA
AR EATH . FTiR AR 26 7] A2 SR AER o =5 DA 4 11 R 5] 84 1 XA B
PVP HAT Z AL EI DI BE, 191 20 78 =5 A A0 78 24 tH B3 30, SV 1) « 78 2 B )
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PLE 78 s & 5ill. Eokh, PVP 55 i B /K PR 256440 FH UL s BRAE 7T BAR 2B SR i
HRTLE B VR P R BT IR TS Y 2 ) OB D B
[0052]  hy 4C3E AE A R BH IR 50 B0 H A7 A8 B0 R 8 43 R 2 A M, ARLRE I A2 B2 W] 5 B8
e 5.
[0053]  Rif “E2- MRS 597 80 SMBIRS 261 E2” B AE3R7R E2 FIERRIRS 2 (B
BEY, Hodh B2 431 22 /0343 it A\ RIS 20+ B o B2 FIERIRE 2 18] (1) B /R Le g ]
TR TFE M. EARR R —4 N RVE R SEE 77 274, B2 FIERRIRS 2 W) 1) R R B
BIRNL) 2:1 2 110, UL 101 2 125, Sy 101 2 123, 49040 101 8% 1: 2, Re 2 1:2,
BEAR, B2 2301 203045 e N B PR A B 2 AN FORDRE 2 7R T 49 s — 1) B2 4]
FENBN A TR 2 1A LAS 31 B2 FIMORS 2 18] 122 [ Lefl . AU, Tk R &Y s
Z T AN 2D Ml AN B3 — RS 70 P i B2 735, B an A B2 23] DL & /b
Sy MR B B — R 7 T AR B B2 FERRIRS 2 0] 2: 1 B L. B2 FERRIRS 2 MR
E AT AU O 5 1538A4F, BN {E US 5, 798, 338 FTEP 1 353 700 H ik,
[0054]  ARiE “DRSP- MWIKEE A4 8L “ SHBINEE 411 DRSP” 5 754K 7~ DRSP IR
Z IR R A4, Horp BTiA DRSP 431 22 /D3 43 Mg N BIPRRIDRS 73 F IS . DRSP AR RS
Z TR EE IR L B AT B T B . 7EA R B — A4 A ORE I St 77 27, DRSP
WRIAE Z M BE AR LU £ 2:1 22 1010, ARIEZ) 1:1 & 1:5, S 1:1 2 1:3, Fr A2
1:30 Bt DRSP 731 1] 22/ 43 Mgl N 21 P9 A~ BRCSE 2 AN BRI 23 7 (R s v, 461 dn B — 14
DRSP 43 1] 3 A\ B IS 21 7 LAAS 21 DRSP AERRIDRG 2 18] 1:2 50 1:3 [, AR
i, TR B 5T AE L2 T— A2 D E 3 Hudi N B 38— 80K 21+ 16 DRSP 43+, il
PR~ DRSP 73 1] 22 /D343 Hluds A\ 21 55— ERORIRS 73 1 7 LAAS 21 DRSP ARG 2 18] 2: 1 [ L
11 o DRSP FHERRIING 2 18] () 52 A ml FH AU O 0 19 733K 15, B an4E US 6, 610, 670 FlH 2
7 SCRR R
[0055]  AE“FIMIKE” B 7L R R FOMIRS BT AL P UL S PO ERRIRS VR S 4 25 P RIRS
TR A UL RS P RRS FI AT AR R G . MBI ATIE o — FRMIKS . B - 3R
BIKS v — RS R AT B . FRARIE B — IOWDRG o FROMIDRS m Bl oM A R IR A R A ak
PRFEFE R — Lo By A S A BT BRIEAL o 3 e R I 1) UOPE 7 V0 AR AT K B AR 22 A T
AN BT 2 1RO AR R T . 9, PRI RS 1 — S B AR T A O-R 2R EK
0-C(0) R FEFIBAR, Horb R AR IEMEUR Y C L eIk ATEHEEUCIY Cog K HE AT 1 BUAT
[F) Cyog BRIE IR BUAC I DS FE B S5 L IE A . IR, R AT DUJE S, 206 93k T 3k Rt
B IS, B 0-C(0) -R AT LUJE SRR o IRk, BTk 3228 m] DIMNAE R — T a4 R4k
428 B RAL AL B R I EAL, B 1.2.3.4.5 B 6 PMEREW RS KT EL. [ARH, &
FLIE T DU AE KA — T B A e AL B WAL, 9 14 R AL B A 2L, B Bess ik
ERWEAL ) i AR EEA B Z WAL, B 123,45 B 6 AN R ul ke R Ab BiBkAL , 49t FR AL B 2
WEAY. . T8 A FH B ERRIDRE A AR Ik — B — BOMIDRE . DIMEB. RAMEB RS St Je A0 BEEAHIHG , 91 4
T T EEBERMRS (LR bR Captisol B ). BIRFRBIR — 524 K35 M B o S i % 18, 1
2, IR AL, PEA R B — AN STt 77 227, AN B R B IR o
[0056]  FEANKH] L H3CH, Rif“C Fidk” B AR RHA — 275 RIE 1 1) B B S R
(RIS , 8 PR 2 L SR VTN (N IE N R S N 28D T (e T 28 7 T2 T
9
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FERBCT 55 B (B an 1E Jes 5 SR AUET S BL R OB (N IE R 7 O 2. [RIFE
Hh, RTE “Cpy 2k ” BIER N A — 2 DY/ J5 1 1) B B BE LR 2 B, i R 2L &
SEVNEE (I UNEN R R N ED T B AN IE T 23 57 T 28 A T ZEREUT 2.,

[0057]  E SR DRSP Al E2 ()2 FREAMIRG 2G4t E3CHIA, {852 H A fiiiz DRSP A1 E2 #A
SR E G Bk, 72— MR R SE 7 Z2 b, A9 B FR) R AL &5 FRRIRS

[0058]  ANSCAE FHHIARTE “REE 77 H B ER@, W70 AR R LUK 58 5 5 A i e
AR SR B W R IR BB B 4K (secondary aggregates) Ao 2444 FH—Ffr
B EGTE T R R AR A W R 48 1 700 B 7 1R 46 R R, 2 PTdoas AR RIR & 4
IIAK A 70 LA 8 070 e 420 38h R R 2R 0o BRI, KA AR R AL HEAE “ MR o
AH b, 1 )2 78 JURE rh 3 2 1 23 5 R T ) 45 A (30 2R I, RIEG mh i 3t ) % 7 V25 B ek
R KA AR SRR A Y DA e 15 B RO« T2k & R AR AE T “ AR
RGN A 7E ORI SE BT N, F S 7E“HMB” R & 0. PRI, N AR ATE “ W
A7 H8 I AERIURL P30 ) 20 R ELARTE “ AR Fa K 2 R RO A 4 e EAR R BH ) — 264
N B ST &, R A FRIELE “ AR e S B LE “ AR RS AR, Bk
N 5 AR A AR IEVE 5 TR AR MA SR AR R B R A . i — DR AL E
T SRR T /K P AT = At A 38 ¥ 71 S K TR R VR & 4, LB S5 i AR
BRI o X — IR BRI VR A 580 R PR & I B8 A RIS 9 Hh I B 53 LA
28 R R AR R i BB TR T I R 57

[0059]  AGE “ 5 — BRS-GBS 78 0K G R (LA ) BRI IR v I R R e 11 T
2O HHIC BA B REERORE AR PYP JE IR RS & e — s, AR3E “ 58 ik $eh &
) AL FEAE T IR F ) 2% mh DA 458 A0 il 9 4T « Y T PR R At v 7 20 78 20kl & 70 Rkl &
5o HRFAE 2 B b Bl B A BR A e v o sl UK S i B2 S5 58
FERGG T A T U9 W A 8D iy 5 75 il A JBURH BEICER 2 18] (1) 4 o A AN 2880 e gk 2>
SR AR D o BEAh, BT IR A 70038 5 A 3G 0 BT v M Ry s R . 1A R S
TRV AE BT 7 AT I VR TR VAR PR AR 4 S8 2« S U A RS L I IR VS IR L AT A B L TUR I &4k
T AR ER W 55 VR B 1) H R I oK R 1 Ve (9 A0 T oK JE K « B 48R ek  KOKTE
Wy AR BN Z2 TR 4 B 5E A Dk B IR TE N S e R AT R (9 L 22 ZERERIDRSD o
T4y BR 56 A O BRI A TE My £ 4 25 (H9) Tk o 2 44 200 A1 4 2= AT AR ) (9 i R 2 41 4
R CEANRR BNEARR RCETEAR R RNEFEAE LR EA4HEZ LR
HREW.

[0060]  “VE M7 1B % £ n B 4L 5% X (CH0), (H A n K 300-1000)0 H 2 78X
50, 000-160, 000 [f14 5 H L i ELBE UM RS W b 4L, IX P AP ie ki B e T o — R4 0l
BT, VERR BAEMIATRL, FLE R LA 7R R B R BISE RS 7 153 2 2 A A R
RRAR/INBIORE (L2 525 TCK) ITE A7 AE . SR R mT LS [RIAE IR A s A A, HL pl i
ToK D- AR G (EBEE M I SCREVERD) BUR PR ] 0 25 i R SR A . ELREVE By
SRR o —1-4 BB B AR A SR T R S . SCREVERY R AT SCREAT AR
H a-1-6 P EEIER DR B X AR o -1-4 EBNET AN M2 f oo SRR A
Yo AR5 3] HAA 20-30 AN RETR IS .

[0061]  TEA /B (1) B AR S 77 2 hye kit B BA BREEm & &40 10 HiE % 2 40 &
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B % YO A EITER o« T RS KT SR EIE R A OKVER AR RN TERD o
[0062]  {EAK W — NSt 7 S, ek AT AL ) 1-5 & 9 B TR 5511, 10
AR 2-3 T % BOVE N o S8 T DALE ORI P I 1Y s 0 s A (0 7 s A TR
R ARRE AL o St AT AR S ook DL B e e I AT ARSI A H
KI5 4 DRSP E2 A1 A3 /b—ffrn] 28 FEE AR (b ACURIR 40 ORE I, e L 2 R PR R
Ao B, VO RSB B2 e T BSOS, e R K 5-25 % IIVEF N
[0063] AT “TAEIEH” A FU AL TR 7 A2 ol AR AT B 5 AEE AEKIRIAFLE R4k
SER /SRR B 2R e 78 eSS 2 SORSE I B 4 TR IROE A o — LSRR R IR AL VA W]
S AR A O O s A PE RS MRS AR o T8 R PIUB AL BE R 5 5% PRI B BB VE R |
15% FRI30F 2 SCREVE R AT 80% AR BT . PURALTER AT LU LA_ESCRER AL 22 AT/ Bl
BT I B KT o Bk ToRBE R S HeAh S8 R R e m] e PIUBAL , 491 0 ROK B S % S0
[0064]  ARTE “HB > St uEHn A0« PUBALTER D ek ] LI AT HL 15 8 52 St 2 B FiUE
TR SEARRE B A TR AT o 24 01 5 4 U AR Ve A AN RS In ) LI e R P AL
A R 7K AT VR ST A H e A JS TR Bt J 158 ) A e B il 6 o 1 3T HG RIS A T AL
Bl 7 45 2 A 20 TR AL R o

[0065]  ARiE “REIEVER” B AE5E A ESCAEARTE “VEw” T & EIAR I TIEH o

[0066]  ATE “LFYEZATEN” 5 AR ARG 0 7 (0 s ol (0 Ty B Ak RS AT/ B
ST iz AL, T Y= AT BV R AT YE 2 MR/ BAT Yl 3k, i iRk [ sl 2
P R AT 35 Pt AN R (BB I, 8 G RAT e g d 10 MR iR 7, P i iy T8 8165 B 4 ik
JR 7 B . T YERAT YR IS iR P AL AT Yl 200 LA AT Yt RN IR AT i s e
SLFPIEETUE SR P IEETYE R . 2 NSQTERIR B R AR A R T 4R 2 T 22, e i 2 Fe T 2
LA YE AR NI AT Y 5t . RIEARBURH” R AD T 5% HAZ T 16% IR ALl Bk ]
A/ BB AR, 27 YR 2 BT A AR FLAE 2% [RI/K b A3 B HORG FE i EAT 1k 4% . JE
W WA ARG A IR LT 4E R AT A, 4E 2% B s R PTASREBE Y 1 - 20mPas, {L
1 2 - 12mPas, FLLELY 3 - 6mPas. PTRETUE Z ATV F LU AL 0. 5-5 A % [
WAL

[0067]  FEA KIS — > AN IQEE IS Ty 58 P, B N BEET 4 200 A A QIR B2 Y L 21 4k
FHUABTRSAL Y 0. 5-5 Fi % BRI, JLIEAE 1-3 & % M FHW .

[0068]  {EA KIS — MILIE I Sl 7 G BTl & 75105 i PR ke 7 R 22— ol 020 o
SR AT 25 RIS A AE T PR BRI SR AR oo DRI, BT adiokli 5] vl 87 51
W G ) ORI AR R S TR A AT AE B i PR (KR AR 59 B o AER B3I
TREARD G2 (TG DL R, Brdlh & FIO0IE 1L B AR SETER 22 P RERIRG RN R AT 4R 22
AFE AL AT YR 22

[oo60]  [AIutt, B =4 A, £EA A WK — 22 S 7 S b, R B sn A7 48 T AR B, BIAEREIR
ARG ST AR / BRI AEA T HA I S 7 S » BITIdRt & 57047 6 T 4h
FAAF S RICAERURE IR S8 o LEA B B I FLAU I St S 70 BT RSG 5507 48 1 AR R LRGSR
FA

[0070] AR B 500 AL W] A 5 G AR AR o AELIE , H A R W5 8L A0 R FF e i
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YA A TR B R AT I N R AN U6 B2 1R o 7R B0 0 00 PR L A S A7) A 2 Ik L BRVE Ky A AT TR
REEET YR AT IR PVPo BRI, A8 — AU IR STt 77 27 5 A I B TR 301 20 AN 5 88 0 it
Flo

[0071]  ARES i fFT)” 15 76 2 SO DR R AR F2 (1) 50, A bk At P2 50 280 40 R
Hr, A5 T 43 R R R 2 T T AR 22 8 T V0P O DR e v B pRdi R A i . “ IE )
3 A5 1R DL S A1) g B MR S R R VR PR 2R B2V 1 (bentoni t) VHER BEER (veegum) | 4T 4E 5%
R A o) 0 PR R 4 4 20D BHRS  SR B Ve 110 3 R 8 TN BRATT 25400 AR eSC ek i ek
VERD UL 2 MR VE R B G RERT AR (9 an K 2 0 R A ORIRE FIR B o R i ml A7
TET WAHBIME o FEAR B ) — A2 N OUE RSt 7 2270, BT il Jin g sm) 52 Ve 491 R el
PEVE RS TS SE R VR A4 -

[0072]  WIALFETE A B AL A (g S AR T 500 ) 3 A1 16 S48 B, 8 S 78 771 CRESES , 48] G LB
TERE A ERE (dextrose) FIAG BEBHET 2h (dextrate) JHEEE 2L, 40 ZE 0B L (L ZLBEEEFIAR
BHBE 4 ik IR R N IR 3k, 91 Lok PR AT FH B IR 4TS s £T 4 2= , 1) Lok AR 21 4 22 Ak
i AT AR A AT s AR e b IR D, DL () il TR IR EED o

[0073] Y P ISR e 2 v R T 2 5 D B PRk i figd 1T A =5 LR 1K 53 SR K B 2 4
Jr AR FE o B H A7 ) v 00T 27 2 8 1 el P AR 0 B0 2 L da B R it FH e R A 3L g o A
F3 7 1 BT RE BN 2 ST i PRI R A . BRI, FEA R B — AN SR T 2, i ik
s

[0074]  FEA R H] ETF3CH, RIGHETH” K7m 48 AR 46 16 7 52054 DO H 5
RIRE R PRI o 7~ 48] P R A 7)o, 5 i P 405 IR — A RH B PR — 405 WL R4S Tl 4T 4 3R
K AOIRET 4 25 A0 BE R BT 28 RIS R 28 (0 oA el - R0 L U BE  H e Bl L Ly BRH I h e
B A IR R A IR H I I8 i U IR R B L AR AR L 22 ZEBEIDRG L SUAL R L U A | T
WEACTE R I A R RE il . 7E— MR IR B S 5 S b, P AL 2 PR Ve o

[0075]  Jy3RA¢ R RE” IS R SR Pl 5 (0 0 i, AN (RO T o 78— A ORTE I SE
W7 ZEHp S AR I R SR A (R AE 25N A8 120N [R93 [Bl p , fRJE 7 35N 42 90N )3 [l P
FARIELE 40N 22 80N 13 [ 19, 414 T2 80mg E & [ IRIE A 7%« ZEREARN 72 Hh AT A
AR A 7 R ST AR e A1 il A S

[0076]  7E— ML RI ST, Ao B8 5 TP J R e . prid il
BB, 4 ] A, B R B A TR P T 2 TR R AT 4E 2R L B & T RE (macrogo 1)\ I8 A5 & €454
W AR AL R ERL B

[0077] KA Bk 51 B AR 16 AR DA RS R R $@ 3L, Bl R B 038 AN 5 E Ltk Ak O
ML

[0078] G iE “RiRIE A IR v M R A3 FH—Fhak 22 A T2 550 08 ARV G 0 4% 4 722 Al
B3 SRR B ORIAN / BOORE IS () B 3K, IS A 3 - AR T RN T Ek RRIE A
YIRIRIAE o PR n A AR N 52 L0 AR B il B e A8 15T, ALt 18 ik A8 FH 5 38 1 )
RS AN AL IR URCR R AR S90S s AR B A AT

[0079]  ARTE“RIAL” W FEAF A —FRATUMOIN Tt R , A5 A0 5 v Mk 2 0 R T 30 (8 AR 8 40
M ER AR B HA BRI TRk R S CREAR Aok Fl / BORIORE o 75— STt )7 22, DRSP il E2
AR TR0 BRTR ARV 5 ) 5 BOREVBU A OB 3k ORIV A W] A 2Rt 630D B, LA vk oA
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AR TP ESIK o B AR B S8 AR PITdl BORL A R AT G R 71 5 (L 38 0 ] A 1)
ST IR AR K o AE— A SEHETT 22, BT itk AR -S40 450 P R 32 R 1 - 3 1 13
M UTRALIR B %, 5 ORI AR B . G AT, iy B DD R ] AR A AR R A FH o

[0080]  TEAS I ) — A 1 B S 77 S, BT il ki R AL BR3P IR 5 7
Bt i DAF42 10 7% 3K 5 ROk RTINS B N 21 DRSP F1E2 [ ARRIRE W) .

[0081] LAl SC AN 1, AR B 55— 77 BT X B 23T RS AL 25 1 H Sl mT 85 3 1 4% % B
I A% 1 R 28 20 R ) Eu e 2. e, FE e CUIRGE 290 0 2220 21 R PR A2 5 o m] 5 4l
24 1V IR 3Bk 2 24 7 VAR B 7 v i 4% EL AT L, 48 G B v SR B AR sl Bk H I S
FEEHARTE S, ) Wide B R AR A0 6 585 4 R0 DL G0 78w ) B e 1) 3 B S e v
FEEHE AR R T e BB RS B IC . FEAR B —MILER S
77 &, Bk CRes 25 5 FERFEE 28 R, RIZE BRI O i vf B2 A0 25 5 28 Ml A 251 L
BB R . WAR, FEILIE ORI A H 2 28 3R 28 A4, 14 28 1) 2 &2 12 £,
B 28 1) 2 2 6 i,

[0082] AUk BHIE ik AT AR FR il Pk S 9k — 20 28451 Ui BH o

[0083] 5Lty

[0084]  SEZjifs] 1- I RHIFST

[0085]  HJF5TiX1

[0086] PRIl PRI FTAE 2 HH 0o s RUE  BE AL 22 L5 BRI, AINSEFE 12 a7 38
A T AR 48 22 J 4 Lo h 2 At o B 20 B IV 7 A IR 1 RS 25 1) B2 IR A RGT) o
[0087]  ZRIFIAAERIEZE4 Omg B2 (HLAE DRSP) [ FyrlHF4L 12 J.

[0088] AT RIEZ EH 0. 3mg E2 (HASE DRSP) (I FlEra: 12 J&.

[0080] 2§ iRYT AR RILZ & A 0. bmg E2 1 0. 25mg DRSP Y FyllHr4t 12 il

[0090] i3 — 4L #E B A LEARAT T rp B 22 0 B S 20 A3 (1 BE 2 A >4 1P 3 0R1 b £
5

[o091] 2% Ay
[0002]  NERINH TVRIT AL N 3 1 L
[0093]
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e d ZRME F—nRa FoitRa
(0.3 mg E2) (0.5 mg E2/0.25 mg DRSP)
XA EB 176 (100%) 170 (100%) 177 (100%)
w6y L
A o8y BL 129 (73.3% ) 91 (50.8%) 66 (37.3%)
we L 47 (26.7% ) 88 (49.2%) 111 (62.7%)
p-fa Y <0.0001 <0.0001

[0094]  Vp— {E3E I B A /KRS TR A0 LU B ITI (0¥ 9 7 4R 22 BRI 2L i o2
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