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H. ERIICT7E (F180mL) DK (Xid¥ 2 )
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EIICEBTHIE, KFORAZEN-EEIZ. BH
WC1sERAT 22 &,

8. EEREAXRNEE

8.1 LEHEMLEICET 2RIEASRESNhTVWADT, Th
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VU LERBANL. AROWIREY TSI &EDH 5D T,
RAEAZZ X CIRASE A2 &, [10.2, 11.1.68H]

83 EAKRAFRK— MREAICXDIBEEZRZITTVHEEFIC
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TECHLEEEN S B EE
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TEREEZE(LSEI2BENFH 5, [11.1.15H]
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(2) ENOEEBRT -y RXN— 2 EHVEEREEICB L
Ty BHEBEOBREICE AR AR I — b REHR % FHH
L7-BHREBREREDS 5, BIZ. BEZBHRERE
B# (eGFRA30mL/min/1.73m2kiH) T, BHEEN
EHEOBREEHEB L TEALY T LME (FHIEME Y
V¥ AMEA8mMg/ALANR) OV X7 BHEMLEZED
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16. EWENRE
16.1 MRE
16.1.1 BERS

B2 A 6M1IC 3 ) R Oy BkRI42me ik
S6mg % 2RI BERE R 5 U7 & & O bR
(LIRBEED /S5 A — & B O 54 48K 1 % T D IRshA
ZLABRERIE FRO E B0 TH 52,

ER Tmax | Cmax AUCo- tiz |RPHREER
=1 () | (ng/mL) | (ng - hr/mL) (hr) (%)
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AUCo.48 Cmax Tmax ti2
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EBIETL. BERABICHERT S EPRERSN

Tzo
s R BB EE [ELR] Rz
412 1E50mgH 58 | 1 H 1 1 mg#k 58+
5123855 3'30?216?;“5;02% 3.77(7;0?‘.1%())70%
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550381 6.46(22"_(')?).{;)“?58% 6.76(72i0?).;”§33%
e 3 ) 6.46(121(')?&4)167% 6.73(();03.{;390%

%1

X2) 552 H% ISR G IR O R

%3) REMMBITTR228F]0D > 5 BIEBE IS (BA&EHTiR3%]) <

Holz
%4

EREEEE LCIHIBSY BRICAL Y7L E L TO610mgKk T
v'4 3 »D3& LT400IUERZEO#S

R RHR233FID S & BHEBEIX2FTH -7z

o6sloos




LRI R & % - 7222861FF3061 (13.2%) (ZH
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BoMEFHEER (BH) BEhZTN10.4%.
24.0%THH (Y A 7EASRS9%). IR
U THERRBHPLEMRIER S N (Log-rank
M 1 p<0.0001).

Img®HIF | 77 R
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3FEH32%TH o 7z. 3FEMBEEIC K S ImgBH| B
(56%1) DOEHFEHEREOLLR L EERFZEIX
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s 77V VBARERZEEET 512 (in
vitro &) .
s Y FHEHREEERICBVL T, BB RS S
#2513 (in vitro #E%) .
18.2 ZFIF{ERA
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#) : https://www.pmda.go.jp/files/
000249186.pdf

2) MR - BEIROCREROKRGHE (VALK VEE
50mg/AK /7 4§E50mg : 201 1E7A 1 HAR. HEE
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4) (R BREEPNER | AR RS
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§850mg/+ ) 7 44850mg : 201 147 H 1 H&R, Bz
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6) MEFZE fth 0 B &R, 2008 5 18(Suppl.1)
S5215-225

7) WMEHEE
S151-161
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2011 7H 1 HARR. HFEERIZ2.7.6.4)

9) ERRICBET 2ER (VY ALK UEESOmg/ K ) T % 8
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12) BFl—H fth : B3 E K. 2008 5 18(Suppl.1) : S7-
18
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14) s fih @ 3 EEEFR. 2008 5 18(Suppl.1) : S19-32
15) Tanaka, M. et al. : Bone. 2008 ; 43(5) : 894-900
16) v FONEBHEEHEBREET T - EEEH (YVAHLEY
$E50mg/R /) T4 $E50mg - 201 1EE7H 1 HA&ARR., HEE
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17) Mori, H. et al. : Bone. 2008 ; 43(5) : 840-848
18) Fifash fih : B L FEK. 2008 ; 18(Suppl.1) : S75-85
19) FFiF—a fth : BEEE LK. 2008 5 18(Suppl.1) : S65-
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