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1.1 ARFNI SERRAEHOAICAWVWS Z &, £, &5

FTA5QEUED T TITI Z &, 590 THBEFHRRAES L
EHEOBRKRRIR T, SUHBESIREL APrHEINQT
W3, [11.1.1, 14.3.1 BEE]
(EMERICL35HIVY Y LIE)
1.2 EHID I LMEICKBBHAEREZBIET 5725, BikA
BAMICK 2 DBENOEEEBRE L oot o eiRaES:
ToLETHRETSEE, [11.1.2 BEE]

2. B2 (kOBEICEFBELEWVWIE)

1 AFHIOB XAIMBDO E AR AR A — FREHNK L, 8@
FEDMRED B 5 BH
2.2 MR L TV B etk B 5 k(9.5 BHE]

WENY ZRLWE F7z I FWEo HRAEEEER UL HE
7 NS (5%) &3y IR T4 % 100mL (2L
Bh535628.09.2.1, 14.2.3 2]

3. #ARL - MR
3.1 #8
i V'L R R RGEFHE 4mg/100mL /¥ v 77 [NK |

173y 7 100mL H

% VL Fa YERKAY  4.264mg
(VL Farvigl LT 40mg)
AL MY 7 4 890mg
ANl 7 T VBT B 2K 24.0mg

pH FHERA ik

3.2 WA OERK

g VU R\ 2R EEEHE 4mg/100mL 2N v &7 [NK
PR WA D
pH 57~63
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4. FHEERIIRNE
OBMEEICE2E5HIVY Y LINE
OZRMUEBIEICL 2BRERVEREEGRICL2ERE

6. RERVHAE

(BHERICL 280V 7 AIE)
W, BAIZIE 14 (VL Forie LC4dmg) % 15500 B
CRGHEHIRNA S5 50 2. FHRGDPLE RS E &, I
TGN & B POG 2T 720124 < &b 1 HB o5 bR
rBLZE,

(SRMEEHEICL P BERERVEMETERICL 2BRE)
WE, WA 14 (VL FeryBe LTC4amg) % 15500 E»
VF T 3~4 IR T R RIRNECS- T B o

7. BERUHEBICEET 23S

(EMEEICL 52EHIVY Y LIEE)

7.0 BE (MERHIE 7 v > 2l 12mg/dL Kii) O AN T 4
I B Tl HIIC & 2 BRI AT 5 THREIR DY A S
NV ERAOHEGPULEE AR SN2 YLEIEET52 L.

7.2 A Z TGS 846, MRS L AR 4mg % AR
BH5T5HZ &,

HAN T 4mg M8 2 /- HE OS5 L O 3 [P Lo 5 o ffiH
REBRDS T2\

(SRMBHEICL 2 BRELVERERGEICL 32 BRE)

7.3 BFRERERE B T, ARSI 2 O T, BHEEOK
TS U THET LI Lo WEICHzo TR, FRIRLEBE

JVTFoVr BEREO 0 |RETEO 720 B RF O
V7T YA W E A ARA N A2 A H A | (mg/
(mL/%) O (mL) FRECHG #3130 |100mL)
BT v G
i 5%) O
(mL)
> 60 TR TR 4.0
50~60 12.0 12.0 3.5
40~49 18.0 18.0 3.3
30~39 25.0 25.0 3.0

7.4 LD B W IZ G IHEE S OFURD L DS 5 2 &8
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8. EELEANEE

(hEEHE)

8.1 DAMBIICT 3% ek - BERZFHOEMO D & T AH Ol
AN L HWT S N BRI OVTORET B L,

8.2 A O FHPL LRI E R BEMA (I~ L7 F =, BUN %)
BITH Tk, F7o. AFIIEEZITEIINICEEERE (52 L
T7F =, BUN%) 2479 2 &, REFEGHITEREISE/LL
AR, 5 ERIET AR EBEY RMEEZIT) L,
[9.2.2, 11.1.1 K]

8.3 AAPEGMHIE, MFEMIEI VST AL, Vo, 72T A,
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X B EWRERCFEIEREGERIC X 2EWREEZAT S BB L
Tid, BDEKGLTAHANVYTLARTEY I VD 2HMiBsE5 X
HfgET LI L, [11.1.3 BR]

8.4 EAKRAFI— FREHNZ L BBEMEZZITTVLEFIZEN
T, SEEEIC - HEEHMEN D SbNDL I DD b, WihShi:
FEBI D% ST S5 O FHAT \ R 5 % R IR 2 gAML i <2 Je i I
PATHLGELCHERBILTWwS, YAZRTE LT, BEEE, 1k
S, M HAEBRES, IV Fa 27 a4 FiR#E., RO
B OEORE A, WEHLE O BEASESM SN TV 5,

KA OG- BIIARTHE I EN OBEPREE 2 /R L. LEIDS LT,
BT Ll 2 A 2 20 R 2 B RHLE 2 T X B R
DIFFTETHBL LT B Z o RASG I H R L E AS
PR o 72ATIE, TE B R RN iR LE % 20 5 X
IRET LI L,

F72, OENZERZICES L, Skt L2352
&\ R R AR A O] & SRR R I LR R A iR
WEIZTELM) BT A L E2 BB T3 L., BER
D HNHAITIE BEHICHE - ORI 2225 5 £ ) ICRE
THIE,[11.1.5 ]

8.5 UARAFRA— MRFEHZMHA L TV EEITBWT, 4L HE
BHRPEHL2 L 0HMEXRH L, S OMETIE, Hojgg
MBI L TR L7EMDROONLZ L9 5. HRH %k,
HiR. BWSEORERIW S a3, BHREER2%335 X9
BET5 2k, [11.1.6 BR]

8.6 EARAFRA— MRFEH ZRMHBH L T2 BHICBWT,
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NoOME T, EETFIHIHEZ 5 FEM 25 By Ariic KRR
BB, AR, BIBEEEE I BV CHIBREATRD SN TV B HED b
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8.7 KK ZMBENG- T2 HE . G MICEREREDD L BH T
I, M2 L7 F = 0SS EA S 1.0mg/dL DLk, B EEREDS
EFZBETIE ME 2 LT F = v 253 55iA 5 0.5mg/dL Bl
FERLZEAIE, &5 2 hIE$ 5 % Sy 2 0E E2 179
Lo [11.1.1 M)
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9.2.1 BEENHZ8E
258 IR & R E R O EER SR L 2B WL R A
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9.2.2 EELBEEDHIEE
REZBE L 2P OEEIRS T L, BREINELTSE
ENHD Do LR L OCEBESEREE TG 2 LT
F = 5 3.0mg/dL Db EUERESC X 280 v vy A fERE
TG 7 L7 F = )% 4.5mg/dL Pl BE TO 55 2
ERDs7ev, [8.2, 11.1.1 ]
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11.1.7 KEREEHFT. EMAREERH. AMREEHMWEDI
EREHR FEAD])
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13. BEHRS
AHEOEEFL G2 XY FHRE AV > AMUE % 8 23 0 REE
DBHbe TOX)BIERDD L ONIAITIE, ANVT T 2HK %
595 E, MY RUEZIT) L,

14. BALOEE
14.1 2R EEE
ﬁi T 2RDHEE (OFD) KWL DHITZ L, Flo
W L7 Mb%@&k&vﬁﬁnwﬁmt&éb%n#%
5oit\ﬁuﬁ*ﬁﬁmﬁbﬂtwé&m:to
142%ﬂmiﬁwﬁa
14.21 SMRICRE ZBD - BEIIZEHLZVWI &,
1422ﬂW/ﬁA&077%/ﬁA%aﬁT%ﬁﬁmmkmnL
&lz‘x__ ao
14.2.3 W LRG58 % &, ABULEIMo i & ]
BELnwZ b, [7.3 ]
14.2 .4 FBBIZIHR S T ERPIHHT L2 &,
WA L wiaid, 2~8C THRAF L. 24 BRI LIP3
THZE, T2 BT AENCERICE L T2 OMHT5 2 L,
14.3 EFIRE5HFOEE
14.3.1 15 BP0 L TRl IR NS5 5 2 &0 [1.1 2]
14.3.2 RO HEV ZHZE LTHT A Z &,
14.3.3 BRIBIEMHH L2 w2 &,

16. EMENEE

16.1 Mg
EVEE AT EE IS L Fa VR dmg % 15 5 MEIRNES Lz
&, BYFENSSTS A —FIIUTOEBYTHo72 (n=10) Yo

M . Cmax AUCo-24n
JHk - i (ng/mL) (ng * h/mL)
4mgl5 5 e 5 426 =101 576 =130
16.5 Heitt

VL RO YBRIGEIRNR S L7 L & 13 A S E 2T 3ICEERE
N5, BT REEE (OB) ROEMEEEICE S8 VY7 A
MIEEA (19 61) 12V L Fa YR dmg & 15 5 HERNE S L7z & &,
W 5-1% 24 T £ CICIR G50 32.6% B U8 16.0% AR Lk & L
THRIPISHEIE S 7203,

17. BERRELIE

171 FHIHROREMICET 255

(BHEEICLBEHIVD ) LIIE)

17.1.1 EIRNE I HHER
EVERESS I X DA v Y AUERE & bR & LR R I IR
IZBWT, VL e VB dmg BIHFHEIC L D, EEEHOEE Th 51
510 HH £ COIMERIE» V¥ 7 MEOIEFILZIE, 84.0% (25 6
H21B) AR L7, 2B, VL RO v BS54 10 B B F Gl ir
ATy AED10.8mg/dL L FICIK T35 2 L 2 ERILE &L
~4)
BIVE AL X, 84.6% (22/26 Bl) T -7z (MO W %
atr)e 20 b IHRMAMER 13 50.0% (13 6]) 2D S5z, Tk
BRRAEIRIE. F82453.8% (14 #1). &V Y EERILSE 11.5% (3H1). K7
U AMIE7.7% Q2 B1) %CTHotze Tz BERREERFOELRD
DIZ, M) YERYEIRA 26.9% (7H1). JRih fe-I a7 v
15.4% @B, i s 280 7.7% 261 &ETHo725,

17.1.2 5ESE I R
BEYRESSIC X B E AV YT AMERZICBIF S8 Fu v+ b
v AESIRE L ZEERILEGABRICBWT, VL M e Y# dmg HH
FHEIC LY. BEFHIEE CTh 2554 10 H H F CTOMEHIED )V ¥
7 MEOIEFEALER L, 88.4% (86 B 76 B1) Z/RL. /3 Fu Vg
F MUY ADOEFEALE 69.7% (99 Bk 69 B1) L ILEKL CTHE
(p<0.001) IZ@Eh o7z B, VL Fu vEkh5% 10 H B F T2
WHIE AV 7 2l 10.8mg/dL LF IR T 95 2 & # IEHIL & 3
Ltemo
RIVEFSEBUEE 13X, V'L PO v dmg % 58T 20.9% (18/86 ) T
Hotze EREEMIE. BET7.0% 66)). AL >y AlAE5.8%
(5B, &Y Y BRIE 3.5% (3BI) %TH o727,

(BRUBRIEICL 2BRERVEREREBICL2BRE)

17.1.3 EINE DR
FIHEBEEICBT L 75 R0 E L R ERE RIS
W, SRE (CHBIEFR - M3, A3 2 ahsibmt. o
xS ARG, BRITE) EHEEAE VL e U dmg B
T30%%RL. 7I9ERED50%E LK LT, A& (p=0.003) 124K
{. V'L N Y 4mg |3 SRE OFEEL 2 #H) L 728,
RIVEZEBUE 1L, V'L Mo U EEGHEC62.3% (71/114 61) THh -
2 (BREMEMORE 2&6t) . E2RMEMIE. 88442.1% (48 B).
M4 13.2% (1561, FARIK13.2% (15 61), BEAE 11.4% (13 %1).
H 8.8% (10 B), BAfHN 7.0% (8BI) S THo7zo F7z. HKMA

REOELZDDEF, R -3 z7uaru7) Y8M6.1% (76]),
B-NT7tFN-D-ZNaHhI=F—E#lN5.3% 6H) HETdh-o79

17.1.4 S{ESE TEHER

(1) A EEERLOLHETHERE BT 25 FO v Y
2 90mg & MR E L ZHEMRILERBRICE W T, SRE FHE A1
VL RO U Amg BT 4%, NI FOyBF bY 7 A Omg BT
46% % 7R L 720D 95%EHHX M D _EIR 3.7% I3 HE L 2 EHt~— v >~
TH5H8%%ETHY, VL FaVEEdmg 383 Fu Y@=+ b)Y 7 A
90mg 1245 5 %\ 2 & DSHEE X 721010

(2) FLHE LR DA O BB i BB BT 5 77 R &5t i
L EERIEGABIZ B VT, RO SRE 23583 5  TOMM
OHIfEIE, VL FE U Aamg HT230 HE/R L. 7R EED 163
HERBELTHRE (p=0.023) IZE<. V'L Fa YE 4mg 13 SRE D%
AR SE7212,

(3) Wi EERBRF BT E T I Re e Lz R e MR
BRICBWT, SRE BBE&1E. VL Fa v 4mg BET33%%2RL. 7
FTERBED 4% LI LTHRE (p=0.021) XKL, VL Fo v
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19. FR 2 ICEY 2IE{EZHIA R
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23. FEXH
1) ENEEESSEERE B 238 (VA ¥ S EE 4mg.

2004 4F 10 H 22 HAKGE, WEFEEBEZA~.3.1. (3))

FNESEERE IR E BT 2EWEE (V2 & miEiiE 4mg.

2004 4 10 A 22 HAKGE, WEEEEBEZA.3.1. (2))

AV T A GE BT S 5 TAHGER (EIPNREE 1201) (V' %

& PIEEHE 4mg. 2004 4F 10 7 22 HKGE, HRE GRS~ 3.2.(1))

Kawada K, et al. : Jpn.J.Clin.Oncol.200535 (1) :28-33

EAV Y AIE RS F G e L ERRER (3) BT v Vv
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6) Major P, et al. : J.Clin.Oncol.2001;19 (2) :558-567
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11) AMFEB L OZ R EEMAEEE 2R E LI Fo Ui
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12) Rosen L.S, et al. : J.Clin.Oncol.2003;21 (16) :3150-3157

13) Saad F, et al. : J.Natl.Cancer Inst.2002;94 (19) :1458-1468
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15) Coxon F.P, et al. : J.Bone Miner.Res.2000;:15 (8) :1467-1476
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FLIERE Amg. 2004 4E 10 H 22 HAAGR. HREEREE R 1.1, (1)

17) in vitro =7 AFHZER A IV ¥ 7 ZEGEEREER (X & Al
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. HEERE R 1.1, (3)

19) 5T2MM HHEE O IRE € 7V & H 725 SRS 5
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