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16.1 MARE

16.1.1 BERS5E
RN ABYELI6HIC T ¥y 707 x v G b)Y A5E60mg % HlAE G- Lz L 25,
BRI S N, A iE e F Y 7a 7 oy GREUE) D1, trans-OHE (ifitk
YD) ORITHAE L7z, R Mg IC8ET 2T n ¥y 707 x v TH30
55 trans-OHETRIS07 T D PRI VTS R 1R 155 Tdh - 722,

UFy a7 rd b )y A5E60mgE HIAKE O G BROFEWEE ST A -5

gg| Cmax | Tmax tiz AUC WL SRR | T ek 2 2
(pg/mL)| (hr) (hr) | (ug-hr/ml) (hr?) (hr)
, . . . . J1=404£093
nFy7u7x7(16 |504+027045+003|1.22+0.07| 670026 |11.21+1.82
12=059%0.04
_ 21=099+0.07
trans-OHfE | 16 [ 0.850.02 [0.79£0.02|131£005| 202£005 | 356+0.21 -
12=054%002
mean = SE
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17.1.1 —EERILKHER

(BEERY v F DM % - $47%)

(1) EREIHERER
BRI ) Y FRE AR E L2 ZHERABRICB T, 1 ¥ FA¥ ¥ v 75mg/H%
FEFEL LCaFy 7a7 25 b)Y A180mg/ H A6 EBHES Lz, vF Y 7o
72 v F b)Y AT ORI O 112232% (22/9561) . Rl Rk
55.8% (53/950l) TH o7z REIMEMIL, BF v 70725 b)Y ARETISNG (17/
11061) 2B 5, T b O HHE36% (4/11060). 5895 - K9527% (3/11061) T
Ho70,

(ERAEBIEEDH % - $578)

(2) EME MRS
ZIHERIEEEE 2R e LA HERARICBWC, Y2707 =72 75mg/H % iR
FELLTuXy7u7cyF b)Y A180me/ H 2 4EMI%S LR, oxy 707
YF b)Y A TORM G EEOYFED F1361.8% (68/11061) . L #EDL X
87.3% (96/11061) TaH -7 HIFEHIZ, nXy 7O 72y F b v ABTIT9% (22/
12360) IZRBO B, Ehboidl - EHATIE6S% (8/12361) . Hiii4.1% (5/123M1)
Tho

(EERAEDH K - $478)

(3) EPsE MHHRER
S RE G A R L L D EEMRRBRICB VT, 4 7707 2 900mg/ H & % IR -
Lcufyyu7 .y M)y A180mg/H % 28 MikG LcfR, u¥vy a7 r)
MUY A TORMBEBYEE OYEL F1362.7% (52/8361) . LU HL LoE &1k
77.1% (64/8361) Th -7z0 BWEHIE, oXy7a 74 h) v ABHTI65% (16/97
B) RSN, £ DO - EEATKS2% (5/976) . HHE3.1% (3/97#)) T
%Ofﬂk
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(4) EREIERER
TE B E P 25 - SURBUEREERE 20 R e LA EERRBRICBW T, 1 77072
900mg/Hx#MIEHEEL LCcuFxy7Furc 4 b))y AlSOmg/El %Zifﬂﬁ:ﬁ SENBYAL N
U¥y 77y b)Yy A TONR BB E O RS SEE oYL R
574% (35/61%1). <Ltk 11285.2% (52/6161) F 7= SR WAL 5 HF (8 O ik 4xfix
SEE O ELL F1361.9% (39/6361) ., gLl F1x88.9% (56/63%1) THh -7z, #l
fEE. vy 7072 rF b)) ARETI26% (18/1436)) 2D 6N, E4 b0
. PR - & < A35% (5/14301) - JEEAPLE2.8% (4/143f1) TaH o729,

(Filitk - SHBH O - HRK)

(5) EPEEMAHER
FAlite s L OIMEZROPMZ B 2B X 2R E L EERABRICB T, X7«
F AFEEI000mg/ H A ML LTu Xy 7a 7 2 ) b)) w7 A180mg/H % 3H &S L
TR, FROER 2 BB L BHICBT 50Xy 707 22 F M) 7 ATORKSE
Ml FE O DL F1E79.19% (53/6781) . il 11394.0% (63/6781) . AME D%
WERBLAEFIIBI 20Xy 707 20 F M) Y A TORMEEMRYEIE O L
1271.4% (30/420) . R XU LA 11397.6% (41/4281) Tdr o720 EIERIZ, oF v 7
07>y ) ARETA2% (5/11981) (2B S, FE, B, MfE, HFVRD
R ELBITd - 7210,

(T DERE - HE)

(6) EMSE MR
i e, EMOFB L BB EFRE LAZEERABRICBWC, 272+ 48
500mg/H #%R#E L LTcoFxy 7072+ Y A60mgd L < 12120mg/H % #% 5
L7zfER, o% v 7a7 x4 1) 260mg/HEETOAMEDOH L EI3882% (75/
85(9) . RN L1398.8% (84/85f1), ¥V 707 =¥ G k) 7 A120mg/ HEET
DAMEDA R F1291.4% (85/9361) . LA MELEI395.7% (89/93B1) Td - 720
HERE, oy 707 yF M)y ABET39% (7/17961) (CBo b, £ boid
IR51L7% (3/17981) T o 7210,

(RMLITER (BMRE E‘Zﬁzéﬁév SMEREREEE) DOFEH - H1E)

™. ENE I

AEEREREELNRE LZZEERRBRICB VT, 417707 = »600mg/H % &

EH%& Lcu*yFu7xrF b7 A180mg/H #5H M#G LR, udy 7n
7 =¥ F MU A TORMEMRYEEREOYELL FI13765% (62/8161) . BEELUHLL X
90.1% (73/81B1) TaH - 720 BEMIZ, OF V70722 F MU AT LURHLH
RO 5T,

(8) EIF9EE M AHEER
PMERSERBE AR E LA ZEERARICBNT, 4 7787 = »600mg/ H % &
gL Lcaxy a7y 9 Y A180mg/ HAZSHHELG LzE. u¥yy 7o
7z v F M) A TORMERGEREOUELL EI1X61.6% (69/11261) . L0t kik
85.7% (96/11261) Td-7z0 BEMIE. B¥ Y T0 72 2F )7 A8T62% (8/130
) 12RO T b O LEEE2.3% (3/13061) . PRI, RAL5% (2/130
) TdHo713,

9) EIW%M*EEﬁEﬁ
M EREREEENRE LA EERARICBVWC, v¥ vy Ta s YA
60mg/H, b L{FuFy o7 =9 )7 4120mg/H % BEES Lo#R, o
V707 v b)) 7 A60mg/ HEETOMEKROUYELL FIZ758% (25/3361) , HREE
2L E12100% (33/3361). vy 707 x ) b v A120mg/ H T OGN RED
DL EI375.9% (22/2961) . REELLH DL E1389.7% (26/2961) Tdh -7z, FIEMILRE
DO iV,

17.1.2 —RRERAREAER
— BRI R ERSI0BI D ERR A OME X R D L B Y TdH 210 15 20,

s R %) FHBLL AL
i) v~ F 65/233 (279) 132/233 (56.7)
TN B B e 95/154 (61.7) 129/154 (838)
S 96/127 (756) 112/127 (882)
CLENELEPS 7/14 (500) 9/14 (64.3)
SR Wi (o5 1 15/24 (625) 20/24 (833)
FAlits - hMBt4 4/4 (100.0) 4/4 (100.0)
hkitk 124/177 (70.1) 170/177 (96.0)
S Rl % 64/97 (66.0) 93/97 (959)
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18.1 1EF#EF
0¥y 707 xyd by ARHPEREIHRG Sz b & BRIEREEH O g5 k%
UEOF THALE L VRSN, ZOBRERPIZTORSY 7T 2T v EEEIHITERO
FROIE AP trans-OHfR (SRSELAL) ISR SN THEM T %, Y70t F 7 F—F
B E LT 0 RS 75 0D VEEEEMEIEIIC L0 . 3 CNZBUR - PURIE -
B AR L. BT DS0)) Th 8- 29,

18.2 $AEIERA

1821 T¥ v 7u 7>y M) AKAWE T v NI L7z & &, Randall-Selitto
B (JERIEE) 2BV CEDsof120.13mg/kgTH Y. ¥ h7a 7>y, F7uxt
UL AYRAS Y TR, 10~20f5 0 5RGEUR R & R L7230 3D,

1822 uXv7u7xyF M LAKMWE T v MIROERS Lz &, BIEMEER
HEIZB W TIDsfI10.76me/kg TH V) . F7uF Ly L%, r v Fa7ey AV F
ALY 2 Y O3~5REDHYHIEH R L7230 3D,

1823 OF v 7u7xryF M) T AKNME T v MIROHES Lk & 18R 4%
FEIZ BV CEDsofE120.53mg/kg & MWEURIER 2R L, 1 ¥ K2 v ¥ 70
Ty, F7uXtr O4~6fEOEYRIER 2R L7230,
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