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a—7 4 v IEE
T A e e ey e
e R e i 2 e e
i HIE e i 2 e e
B —PE e i 2 e e
100.0 100.3 99.3 99.4
& (%) 100.1 99.4 99.5 99.4
99.4 100.2 100.2 99.9
lgey b n=3 3uvvykh
PRE M+ 40°C. 75%RH
TR T (K ) DL A
AR
B I 2 7 Ak 47 Ak 6 71 A4
PEAR HEOZAM L sl s L Sl L
a—F 4 VI
TR e e e e
Sl R e e e e
VL e e e e
U — P e 2 e e
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@7 LuyvrvEE25mg [TCK]
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et | RBEA Bt — — - —
BrlAf g 1 & A 2 & A 31 A
HED 7 4 VL HED 7 4L L
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— $E — b7
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40%2° . . . .
o (kg) (%)
1 JEE
. o | FHEEET |30 2R, 7590
SR (%) (B~ A1) 90.4~95.1 | 84.9~91.7 | 85.0~96.8 | 80.4~85.3
R
0% 93.0%~107.0% 100.2 98.8 99.5 98.5
0
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—T HE -7 674
25+1°C TR L 1 2.0kg LAk s 66 60 53
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Brlfig (%) (/M ~ i K A1) ' ' ' ' ' ' ' '
m3
0% 93.0%~107.0% 100.2 99.2 99.0 98.4
0
B FEER
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REHR | B | 459, 70%LLE 904~95.4 | 84.9~95.6|88.5~94.2 | 80.5~91.1
(%) (/M ~F A fE) ' ' ' ' ' ' ' '
E 3
0 93.0%~107.0% 99.8 98.7 99.0 98.7
Htb DEFRA D HaDHEFRA Y
JEIN 74NV L 7 4NV L 2l | Btk l | 2kl
a—F 4 v I a—7 4 VI
25+1°C
75+ 5%RH wE 2.0kg DL 14.1 7.3 6.6 6.5
me| t (kg) (%) ' ' ' '
B X L R 90.4~95.4 81.4~90.0 | 89.0~94.5 | 88.7~91.5
" (%) | G~ R S hites Rttt il
E 3
0 93.0%~107.0% 99.8 99.6 99.4 98.5
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*2 n=6

%3 n=3 DA




7. AEERVBREOREM

N

8. bl & DECAZE( (WEFEL)

AU ER R L

9. AHM

<AHEEHICEITIRAFME>

@7 L1y VEE25mg [TCK]
FFERIE S D AP [R5

AERA A B 74 v (RIEEFEFRS 786 5. 2001 £ 5 H 31 H) I«

T am P vEE2.5mg [TCK) GREREIF) & 7 AN x 788 2.5mg (FEHERIF]) & oiRH
ZBE) DO 1T o 724558, 2 CoORHRBEFIcE O CRSEEABRT A F 7 4 v oiRHZEE)

D[R 2P D HITEFEHE I THE A L 72,

iR

OpH 1.2 (4343 50 [9li5), pH4.0 (7843 50 [9ldin) . pH 6.8 (F5:43 50 [oliin, 4543 100 []#5), 7K

(7843 50 [Al4E)

AR B S O HERIH A I 1T 15 7 ANIC 85% LA ETH - 72,

10

TFHEEBE (%)
5 A PR HE D
VB " 7 LYV EE 2.5mg N
(73) J VoA T HE 2.5mg 7 (%)
[TCK |
pH1.2 | 50 [al#E/45) 15 92.8 92.7 iR P
pH4.0 | 50 [AldE/5) 15 96.0 89.0 i
pH 6.8 | 50 [aldE/5) 15 90.5 93.5 iR P
7K 50 (1455 15 97.4 95.0 i A
pH 6.8 | 100 [El¥iz/5y 15 89.5 87.8 iR P
(n=12)
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pH 1.2 (453 50 [H14x)

—— 7 L0 EER2.5mg
[TCK]
—o0— /LN R 7 $E2.5mg

(J L L J
0 15 30 45
BHER (9)
(n=12)
pH 6.8 (15} 50 [A]¥x)
i —— 7 LAY EEE2.5mg
[TCK]
—0— / LN 7 §E2.5mg
(J L L J
0 15 30 45
BHEERE ()
(n=12)
pH 6.8 (%543 100 [A]Hiz)
—— 7 LAY EEE2.5mg
[TCKJ
—0— / ILINR U $82.5mg
(J L L J
0 15 30 45

AR (9)

(n=12)
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—— 7 LAY EE2.5mg
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—0— /LN T §E2.5mg
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BB (9)
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K (FE5y 50 [AlHiE)

—e— 7 LAYV EE25mg
[TCKJ
—0— / IL/NR T §E2.5mg

15 30 45
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BFEI S D BV LR EEER T A ¥ 7 4 v (BEEEFS 786 5. 2001 45 H 31 H) I
VT 2w Ve Smg [TCK | GRERRIAD) & 7 AN 2 27§ Smg (BEHERLH]) & iR H%EH)
DI E T - 745 R, 2T oBEHHBREF T THEERBEA A F 74 v oiREEE O
S D HE HAEIHE S L 72,

FEE

OpH 1.2 (4343 50 [B]#5). pH4.0 (7343 50 [0#5), pH6.8 (343 50 [Hl#x, %343 100 [A]H5), 7K
(4843 50 [A#E)

AR B S OBEHERIH o A I 1T 15 0 ANIC 85% LA ETH - 72,

FHEERE (%)
o I 5E g - PEREHE D
R - 7 Loy e Smg ,
(41) J VN R 2§ Smg # (%)
[TCK |
pH1.2 | 50 [al#E/45 15 93.8 91.9 iR P
pH4.0 | 50 [AldE/45) 15 93.7 89.0 i
pH6.8 | 50 [aldE/5) 15 92.1 99.2 iR P
7K 50 (1455 15 93.5 96.8 i A
pH 6.8 | 100 [El¥iz/5y 15 86.1 91.2 iR P
(n=12)
pH 1.2 (#843 50 [Al¥x) pH 4.0 (#43 50 [A]#z)
120 120
100 100 |
% 80 w80 1
6o Higo |
% —e— 7 LRV iE5mg % —e— 7 LAY iE5mg
~40 [TCK]J ~40 [TCK]
3/13/20 —O—/}l//\\\x7ﬁ5mg DZO/ZO —o—/}l//\“27$f£5mg
O O L L | 0 O L L |
0 15 30 45 0 15 30 45
BHER () AHEE (D)
(n=12) (n=12)
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pH 6.8 (453 50 [H]4x) K (57 50 [Al6R)

120 120
100 | ——— —o 100 _
1 ¥y T C S — —0 e S i —.
w80 T % 80
& e H
= o0 —— 7 LnY L 5Rdmg = °0 —— 7 LOYE ViREmg
40 [TCK]J 40 [TCKJ
% —O— /WA 7 5E5mE % —o— /LR 35 mg
<~ 20 ~— 20
0 CJ L L Il O (J L L Il
0 15 30 45 0 15 30 45
AR () BEHER (4)
(n=12) (n=12)
pH 6.8 (4543 100 [A]Hiz)
120 -
100 |
B80T
Hoeo L
= —o— 7 LAY EVEEbmg
~40 [TCK]
% 20 —0— /LN X 7 §E5mg
00 ‘ ‘ ‘ == AHE 85%

0 15 30 45
AR (9)

(n=12)

10. Asr - &
(1) FEPVELRSR - A&, AEDERLDSR - AEICET 215K
M ER R L
(2) a%
<7 LmYEVvEE2S5mg [TCK] >
100 $& (10%& (PTP) X 10)
50088 (N7, KUY TFLURER)
<7LuYvvEiEsSmg [TCK] >
100 $8 (10 §& (PTP) x10)
5008 (N7, KUY ZFLVURERER)
(3) FHEE
LD

13



(4) REEDOME

(LRSI ME

R Fav'L v 7 4L

PTP ©l2& . .
TNI=T L
KT F L VRS

- "

RY) 7L vFyy S

1. BIERHEINDEME
L

12. T Dty
HLTTR T L

14



V. BEICEET BIEH

1. RIBEXITHR
OmMERE
OXRE

2. BEEXIIZIRICEIET ZER

5. MEEXIIHMRICEET 2 EE
AFNZENRIEBRPIEIRT D 5 720, BARIGHREEET 5 A LEPRIEIC ZRRHIFEC
&7,

3. AEKUVHE
(1) AERUVAZEDMER
= I EAE
WE, KA 7Y ey LT25~5mg % 1 H 1 EROES T2, &k, ERCE
U EIER T 2 25, WA 2551 1 H 18 10mg £ THET 22 LA TE %,
WHE, 6 Eo/NRiciE, 7auder e LC2smg % 1 H 1 EREO#®KS T3, &k,
fEfG, RE, RIS X 0 EERIRT 5,
BRIOIE
HWE, BACET7T 2y e LTsmg % 1 H1EROKS 32, &k, ERICSCEE
BRI %,
(2) AERUVAEDRTERE - R
ZMER R L

4, BERVOBEICEET 558
7. BERUVHEEICEEYT 258
6 A LED/NE~DEGICEELTlX, 1 HSmg Z AW &,

5. ERAREXAR
(1) BBRT—&/1 8y 75—
M ER R L
(2) BRPRIRIEHAER
M ER R L
(3) AERIGERAR
M ERR L

15



(4) HRILAYEER
1) BMERVR2MEICET 535
(SIMESE)
EREAE R
TLauYEye LTsmg% 1 H 1 ARG ZIC, IGEAMEL 140mmHg LA | % 7R
THEE 305 6% BT, TAarY ey E LT 10mg Xid 5mg 1 H 1 [A] 8 EH%
H L7 2oUEHIED X —2 7 4 v 56 0Z{tEDFHEIZ, 10mg BT 13.7mmHg
DX, Smg #T 7.0mmHg OIKTTH V., WERICHEITICERERZER A b Lz,
BRI R % & O RIEFH O FIK T, Smg BETIE 3.9% (6/154 ) 1, 10mg FET I
9.9% (15/151 ) 1ICFBD b N7=, EfE (10mg) 5K IEIEDS = WHEE TR 5 1,
10mg #ET33%TH o729, [11.2 BIH]
Toic, kiR e LCHEML ZRMBGFEETTY onyery e LT lomg 2 1 H 1 [H
WEE LT 52 GBS L2ZEE. IUEIHIIE D ~— 2 7 4 v 2> b 2L B O FHfHIZ.
15.6mmHg DX %R~ L 7 6)0
(5) B# - fRAERIEER
ERHEICRIFTEE
BRA % ST EMTERERE 4361 GImUTA25 70U E) 7y LTIHI
0] 2.5~5mg (—FDERFIICIZ 7.5mg T THE) % 12 MG L CORERBICIIZLAL
WEREZ otz T,
(6) REREMA
1) FERARERE (—RERAREREL. FEFERARERET. FARELERT). BERT
BR—2AE, WERFTERBRAROANER
LR L
2) AREHE L CEBFEOARXIEER L 7-AE - AROBYE
ML Rw
(7) =t
FRUER L

16



VI, ZEMIEEI(CEHI SIEHE

1., WEBEZWICEED 2L EYMXITILEYEE
7YY, ALV EVIEBIEEY e Fr v ) Y vk Ca fEHTA

2. FIBEA

(1) YERERL - 1EFRKER

HE I D R AR AT IE A VS 7 L F v v F T RIS L, HIIEN~D Ca2t DA%
WA SRz Lic Xy, EINE L RMME O ViEf % g < ¢ 5,

ANy METIEFHORBUIEIRCH V. FikilTd 2, 7. OIFIERIEF <. ME
BIRERRD LNT WS P9,

(2) EshzEf T 2 HBRAKIE

1) BEE(ER
FHEEIMTEREEF L GEIIEARKIET v b, BESMEAS X) icswT, BEkE
T RO FEERCERBRBEREAECC L2 0 bTH Y| #ER G T b
HOFKIHL AW EBRD LN TS 10,

2) BILEICHES DMEREEANDOIER
BHEZE Dahl 7 v MicT7 v vy % 108D BG4 2 2 Lic X b, g
£ 5 ME AR OIGEEEIR O G IS . 7 4 7Y v ILES O MERZE 230 & iz,
2Eh B RAERIE 7 v MIC 7 Av Py 3mgkg/HZEFKEG T 52 Lick b, IIE
EF WK IEMII R AFRD b Tz,
F 7z, O OFRMEL. B OMTEEBINRAE . SREREEBALE, PRIE S R4 D Rk
b B O 2 i X 7z 112,

3) FURLETEA
it 7 v ORI BT, BN FHERRE O D AREEA 2 AR R, Toarvvy
e 5RO IEERIC L~ COIUE 1 o [ 23 & . SRR Ca?t B oo 23 il &
720 REEN ATP BER 27 L7 F v ) vEEE OEIE b i < . O REER AR E iz,
F 2 M FERH O IC B3 v T, EE dp/dt R OEEDEEHTE KT L, DAfERNEE
BOWAD L7119,

(3) TEFAZIRMER - FEThERE

HUER L

17



VII. EYVBREICEET SIEE

1. MPREDOHD

(1) BELAENALFRE

HRUER L

(2) BRERRBR TR IN-OFRE

1) BEESE
fEFERLA 20 fHlic7T vy ey e LT 10mg ZHEH S L 72RO MAEHIRE D Tmax,
Cmax, AUCo1a U Tinlx. 2220 8.0 Rl (huefi). 5.84ng/mL (CF#ff). 278ng -
hr/mL CFEfE) Ko 35.1 Bl CPF¥EE) <d b, SEA L IR L 728558, FEETH -
71': 15)O

2) RIEHKE
fEEER 6 Bl (CFI4ERT 33.57%) Ic7and e e LT 25mg % 1 H 1[H 14 HEXE
5 LBaoMER 7 o0 Vv VBT, 5 6~8 HRICEFIREBIGEL, UkoE
FEIZFED b o 72 &5 H (14 HH) © Cmax U AUCo~oane 13 % #1% 41 3.5ng/mL
JX X 61.8ng * hr/mL T®H v, Pl 5KF (1.4ng/mL X ¥ 19.3ng * he/mL) DFI 3 f5TH -
7oo Behrpibt, MEHERE MR L. BG5S HE X 0.24ng/mL & 72 5 72 19,

3) EYFHIRFERER
@7 L vy viE25mg [ TCK]
AP ERRIEERER T4 B 7 A4 v (RIEERE 786 5 2001 4E 5 H 31 H)
T LY yEE25mg [TCK] &/ AWANR 78 25mg %, 7@ A4+ —"—KicXhzhn
ZN18E (TLouyeye LT 25mg) @ERABTICHERERORS L iR
ZACAHRREZME L, 50N 3EYBFE T X — % (AUC, Cmax) 2T 90%f55H
X TREGHIRNT 2 17 - 72455, log (0.80) ~log (1.25) D#EIPHHNTH Y . WiFlo4:
YA R S SR X g 17,

HE T A =X BENRT X —X

AUCo-720r Cmax Tmax T

(ng * hr/mL) (ng/mL) (hr) (hr)
VAN =
. 57.96+14.69 1.85+0.34 6.7+0.7 33.29+7.99
#€ 2.5mg [ TCK |
J VN AT EE

64.83+20.53 2.02+0.59 6.9+0.7 35.04+7.12
2.5mg

(Mean£tS.D., n=10)

18



2.0+

- TLAUVEVEE2.5mg [ TCK]
-o- JJLN R $E2.5mg

N
f R |
,

154 -

Mean+S.D.,n=10

et SANPANIAVIn R B = ] =y

0 33812 24 48 H;Fé(hr)

@7 v VEE Smg [TCK

AEYERRI SRR T A B 7 A4 v (RIEEF 786 5 2001 45 H 31 H)
TLuYEvEESmg [TCK) &/ VAR ZEESmg %, 7 B AF—"N—Kick b zhZh
188 (T72omPev e LT 5me) EEERAR T ICHR BRI S L g R 2k
EEANEL, OB YEHE T A —% (AUC, Cmax) IZ2WT 90%f5HH X ik
I THEEHIENT 21T > 72455, log (0.80) ~log (1.25) DHIFHANTH v, WD EWEH
[ S5 D3RR X L7z 19,

HIENNT A =2 SENRT A =R
AUCo-72n0r Cmax Tmax T
(ng * hr/mL) (ng/mL) (hr) (hr)
T LuaYre v
. 127.98+23.55 3.65+0.39 7.0+£1.9 33.92+10.53
#& smg [TCK
J VN AT EE
146.71+£32.83 4.28+1.12 7.0+£1.2 31.25+6.23
Smg
(Mean®=S.D., n=10)
(ng/mL)
504

T

e

4.0

=

0Ly
p_________
,

- 7LUYEUEESmg [TCK]
T -o- JLNRZ$ESmg
Mean+S8.D.,n=10

3.04

204 1/

ek SR AN AN AN IR B E =3

0 =T T T ]
2468 12 24 48 72
B (hr)
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I S NI AUC, Cmax 5D 8T A — &3, #ERE O BN, (A o FREUEEL « RS
S D FRERSIEIC X o TR 2 AREEDR D B,
(3) HEE
EUER L
(4) BE - tRAROFE
1) BEOHE
fEERAICT 20 ey & LT Smg %7 0 AL — "—3kiC X 0 EIER I3 B 1% I
BOKS LB E0RYBE T A -2 CHEERROLNT, 7o vy ORI
KIETHBEOFEIP RV DLEEZLND 19,
2) BtREORE
[VI. 7. HEMEH] oHEESRT L,

2. BEYRERN/NTA—X
(1) R E
ZUER L
(2) RUILREEHK
ZUER L
(3) HEARETEHK
ZUER L
@) 7V75v=2
ZUER L
(5) DTAE
U ER R L
(6) Znfts
U B L

3. BEH (KralL—33v) @
(1) fRI7E
AUk L
(2) "5 X —REEBHER
AU ER R L

4. BRIX
AU ER R L

5575
(1) MR — ABEFT@E
U ER R L
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(2) MKk - BREERIFBE

M ER R L

(3) Fit~BITH

M ER R L

(4) BER~DBITHE

M ER R L

(5) Z DB H~DBITHE

FZUER R L

(6) MIFELMRKEEE

b FMAEER L OREEHEIL 97.1%TH 72 Y,

6.
(1) BB MR SRR
F2RFPREHAI Y e Fr e ) O VRO Lz Y ¥ VvBREKR T Z oL 7 2
JIRTH - 7220,
(2) R#ICBEETZEE (CYPH) OHFE. F5X
AEIORBICIZE L U CRYRETEEE CYP3A4 BRBG LT3 ¢ EZ LN TW3,
(3) MEEEMROEERVNZDEE
EHUER L
(4) REYOEEOEEROEEL., FELE
HUER L

7. BEM

PR

RN 6 flicT v P v & LT 2.5mg Xid 5mg # HEREOES L 72854, Kb i K24k
e L TR I N2 EEINE K WTNoHGRICE W TH IRPRZEUAPRIER 131 5%
24 W E Clc R 5B D 3%, 144 B £ CIcH) 8% TH o7z, 72 25mg % 1 H 1A 14 H
MEREE S L 72856 R P R 13 5 550G 6 HE CIRITEFIREEIGEL, 6 HHUKO 1
H2 72 b oRZACAED RPPEMER T 6.3~74%TH o 7z 10 20,

fREFERRA 2 filic “CHFERR T 2 m P v v 15mg # AR O 5 L 2856, 5 12 HE £ cic#
LHHUHEED 59.3% 3R, 23.4%3FHc PRt S . & 5% 72 K £ CTOIRFBETHED 9%
BRZRCTH o7, Z O 9 ORI 25D b7z 20 GLEANT —X),

B, INOREPICIET LuY ey E Lo CEEERIZZED b Thinwn,

8. FrSvRR—%—IZET 21ER
HUERZR L

21



9. BIFEICL BBRER
LB L

10. HEDERZETHEE
1) FFREEEEE
BRANFEEZE % (Child 7748 A, B) sHlic7 oy b LT 25mg % HEl%E L 72854
D B FEHERSAL NI SRYIBIRE S T X — X 3K DMWY TH 5, @A ICH L, %5 72 I
MkoMHPEEAERICEF L, Tine AUC BePEEERLADEREEIIZD bRkd
2722, [9.3 ]

(ng/mL)
=N o FFiREREIERE (n=5)
o [EHEBA (n=6)
s %p<0.05

Mean=S.E.

6I 112 2]4 48 72 96 " ﬁla E;2(% .
15 R
Tmax Cmax AUCo~ Tin
(hr) (ng/mL) (ng * hr/mL) (hr)
I B R 5 R 7.241.2 1.9+0.2 104.0+15.5 43.0+8.0
R 10 7.3£0.4 1.64+0.07 68.1£5.4 33.342.2
BEEMIE * ns.
Mean = S.E.
2) /NR

EIMEERZFICT 2uy vy e LT 1 H 1.3~20mg % ket s L 72 RHE ISRV EhRERER o
R, 2077 v A CFEfE) X, 6~12 & (34 ffil) < 249L/Mr, 13~17 & (28 fiil) <
27.9L/hr EHEE S, AICEB T 2{EL Rk CTH o7 22 GMEAT — %),

F) NEBEFCEW AR ORI N 1 HEFEHAREIX 2.5mg TH 5,

22



3) =kE
SAEEIMEAE R 6 6 (55 2. & 4, FHAFERE 79.7 ) I 7 v Y v & LT Smg % Hi[Al,
KO8 HIIR GG L 7= 56 OIEYENIEN T A — X 1ZRDOEY) TH 5 Mk E L7554,
FAEERERN (B 6. FHELER 223 %) I L. Cmax. AUC I3 EICHEEE R L 7228,
Tip CHEEEEFRD N d o7z, RIEFREGRICIEFFOMET T v 2 v VREITHA
FEHLDDESHERB L2, 2082 —VIZEEFBICHELTE Y, EEHETEOEMM
BAT B EAIRED bhAar o7 2, [9.8 SIE]

SEE MR AR R RN
Hi[a] 4% 5l FAR 1 G-I Hi[a| % 5.1k RAR 15 5
Cmax (ng/mL) 4.24+0.08" 14.9+2.2% 2.63+0.35 7.5140.32
Tmax (hr) 7.2+0.49 8.0£1.8 6.7+0.42 8.0+0.7
Tiz (hr) 37.5£6.0 47 .4+11.3 27.7+4.6 34.742.7
AUC (ng-hr/mL) | 116.9+8.4> — 63.245.5 —

Mean*S.E.. AUC : 0~48 W:[5]fid
9 p<0.05, » p<0.01 (vsf@HEH)

11, Z D1t
HMER L

23



VIII, &M% (FRL0FE%) (B4 3EE

1, BERA L ZDER
TEINTWR WL

S
Is

2. ERRNBR L ZDERH

2. B2 (ROBEICIIBEE LAV L)
e Fuov )Yy bawicnt UBBUGE DR D » 2 BE

3. MBEXIIZNRICBIET 2 FR & £ DEH
V. BRIcBT 2 A 2232 2 L,

4. MERUVHEICEEY 2 F8 L £ OEH
(V. REcBT 2HH ] 23R 5 2L,

5, BEELREREIE L X DER

8. EELELRWER

8.1 MIEEHICES D EWERHLDNE 2 LD 3 DT, EfEE. HBHE IR
fe b o B 2 BE 3 2 B Ic iR iER S ¢ 5 2 b,

8.2 AHNZIM A IREE A R 5 1 b IR R BN R 03300 541 5 DT, KA
Horp kg ich o B ER 2R T2 & %3, AR IS MBICEET 274 SEEIC
Hh5T5 L,

6. RENERZHIHEBEICEHTIER
(1) &BHHE - IEEZFDH % B8E

9.1 AHHE - BIIEEF D H % 2¥&
9.1.1 BEICMENEWESE
ToICMEFMET T 252N DH 5,

(2) BHEEREESRE

0.2 BiEEREERE
921 EELBRERETOHLBE
BETE IC R B RAE ME T3 2 L 23 2,

(3) FrikpeREEBRE

9.3 FFlREREEERE
BRI IIEEICES T2 2, HE (10mg) KE W THEIWEHORIE N G T 5
BENDED B, AFNFTICHFCRB SN D 720, M HEREE I O IR K& OV
JE — B AR PR (AUC) KT 222 03h 5, [11.2,16.6.1 ]
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(4) £IERER BT HE
WEIN TN
(5) W4

9.5 #1Hi%
IR X AFHEIR L T 2 ATREVE D & 2 WIRICIR G- 2 56 1 i3, e Lo A mtEdfE
Btz B2 & HET S N2 G5B ICOAEET 5 2 & YT CHIRRIICR S S
% L AR R o iR R M IR R 5 5 © L 8D b T % 2,

(6) &XILIw

9.6 1RILWE
BEEOERRER VAR BEOAREEZER L ZIL oM ik 2532 ¢
Eo B FRAFABITTEZ EAMEINTNE D),

(7) NRE

9.7 /NRZ
AR AR, BT, AR 6 TR DS I 2 IR & L 7= B AREABR (X 9406 L <
W 7R Uy

(8) =inE

9.8 Hin#E
BHE Q5smgH) »o5 2T 2 hCEECKRG TS, —fRIGAE DR
JEZAFE L v & ST 5, RNERERER CM A iREE 23 & < o I B 2 i
BEL R BHAPED HNLTWw3 2, [16.63 SH]

. THEEH

10. HEER
AFN OB 1T T & LTRSS CYP3A4 S E5 L Tw3 ¢E2bNT W3,

(1) HBEZEZ L ZDER
TEIN TN
(2) HEEFELZDER

102 HHAEE (HRBICEET BT L)

HF 4 55 HRARAEIR - $HIE TR bR - fEkRA T
BIEEMZAE T2 | BEFHAPEBRINS S | HACEHZHEBRT 2520035
E 9l ENDD B, %,
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S 4%

HRARAEIR - $HIE TR

W - el T

CYP3A4 FHEH
) I Q= s A
v
NFT L
JyrFEn
=Ly
U bFEN
ArY7a3ry—

Par
IVEE

TV REAL VY RPY
NFTELEDHICX
D AAIO MR E5
L7zt DolEDLH 5,

KA OB FEHNIC AT TN 5
ATREMERE 2 b B,

CYP3A4 FHEHA|
A S SN

ey
=7

AF @ MR FE 2K T S
L5BENDD 5,

KA DAH HMEHE X B " HEME DS
Ezbhd,

L= T7—="

Ya—2A

AF D [ EAF ] 25 B8 58 &
NLEBXZNDD B,

T —T TN —=VICEENDE KD
BARKNOMRH & HEL ., AH oIl
B ER S B AREME DS E 2 5
ns,

YRR RT Y

YYNRRZTF v 80mg (HH
WHREZROEHER) & off
Hickb, v zxz5v
D AUC 23 T1% LR L7 &
DHEDD 5,

W EAHTH 5,

27y LR

HHICX Y2 7m ) LR
DI EA L, B
EEDL 70 ) LRADH|
ERRFHT 2 B2
Hb, KR ICIZZ 70 Y
LADIMHPBEEZE =4
— L, BBERIGLTL 71
VLRAOHEZHET S
&,

Kl zrm ) axix, FLLT
CYP3A4 iC X WM 2720,
I X Y 227 v ) A2 DR#H
HEXh 2[R rE 2 N5,
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8. EIfFR

1. I

ROEWERRH bbb Z BB 5D T, BREZ 7T, BESED ONL-HHICIE
Bh At 23 LEYRIEERTS 2L,

(1) EAAEBIVER & FIHIREIR

1.1 EXBENER

11.1.1 BIEERF2¢ CHEEAEH) . FFikeefeE
AST. ALT. y-GTP @ FFE%M: 5 HHREEELH b bND LD 5,

11.1.2 EEEREKE HEEAEH) . BmBRED (0.1%K0) ., MRS GHEEAH)

MAIEET7AY 7 (0.1%A)
Wk, ®FCFEOYWIERLE B L bNE I Lh3H 5,

11.1.4 R BIARIE (BHEEANHH)
iAE. W&, CK B MR ORT 1A 7o ey ERERD b b5t
CiE, TEERPIEL, Y RLEBEEZTY k. T2, B
EEDOFIEICTER T 5 Z &,

. BE (0.1%AK0)

T RMRRE I X 5 2R

B, KA AEIR

(2) ZzotboEIER

11.2 Z D DEI1ER
0.1~ 1%A =2 0.1%Aiif 2 BHFE AN

JHT- ik ALT, AST D L5, | v-GTP L5, #JH | fEK
FTFEERERE TS, AL-P,
LDH @ L5

B % FEIEED 13T b (B4 | MR, HIAMIGHE. R | PRI
&AL B | E X EE 7wy
B, MEET 7 gk, E

Tt - e R

DEWV - LHDF

MRS, KR, RAF

ST B, AR, $E

S e M

SRR - DHEE R (RAMERAEIR
HALE OEERE. (ER, WE | 1vE, HILAR. T | B

i - 4R, HREREKL
BN, TN, BEER

fizimi, HER

il - R

R, S

BRI, A
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0.1~ 1% =2

0.1% A E 2

W R

WAPR - AEEds

BUN |5

VT F=v bR
BEPR - TFEIAEIR . R
B AL R
P R ER B

EREE ., PEIREE

R 5

e

Mz 25w —
N EFAL CK EAS
B, BEIRIA. PR
7 N o BEGTE

I

IRIMER, ~E /v v
v, BIERD A
HIMBREE I, 255

M/ N A

Z I, LAME,
JEHRABIEUIE

E4i7 1% NI IKEE/N
I i

GEfIC X D) A
e

Lo, B, B
U, S, R
LR I SR,

I EE . PR A
%ﬁﬂ ﬁ .
s v L8

LHE(LALE, B,
B, PRI, f
D SR, B
2t

# 1) 10mg ~DiEE
&2>%ﬁﬁ§uﬁmﬁm%ﬂ%aﬁo

;OHEFLmbghﬁ[D3n11%%]

9. BRINMEERRICKIZY

FTEINTWARWN

BERES

CR-4- 1

i —

13. BEXRE
13.1FER

EHDH D,

L D ARMIME LR IC X

D, vavy ZE&E0ELVIEKET & KEEHERkEiZc 32
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13.2 {LiE
FERM A AEEE I v, AFIREABEERE W20, BITICX 2REIZEH TR
W,
¥ 72, AFIRHERZR ICEER 2 %5 L2560 KO AUC 1 99%4 L. AR 2 K
1% Tl 49%B L 72 & & 2> &, AALEE G R O WIIHILE & U CEHEREE G 23
BRhchdeMEINTN DB 29,

11, BRHEDITE

14. BREDIER
14.1 FEHIZMRDOER
PTP LD #H X PTP > — b 22 LMD WL TR T 2 L 5 $5EF 22 L, PTP > — |
DI X0, BECHIAEE S BRI~ L, FICIIFfL% 3 2 L CHERIFR &R ZE D
HEGRAEZHAT 2D 5,

12. ZDMDEE
(1) BepRfERICED 1B

15.1 Enn%{%ﬁﬁ :%’) <'|IEJ$E
RERBIRIZIA O 2> Tl as, ARANC X 2 A I OffiZE-C A BIR COEMESNnZ &
) BAR LN DWELD 5,

(2) FEEGAREABRICE D CIBER
HKEIN TN
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IX. SEERAREERICEEY 218E

1, R
(1) FEpEmEER (VI E¥sicBis 2IHH 1SR

(2) REMEEHR
FZUER AL

(3) Z DD IEBEHER
FZUER AL

2. HHEAE
(1) HEEx5HMHEER
ZUER L
(2) REEZESSHRER
ZUER L
(3) BEEMRR
ZUER L
(4) AR
ZUER L
(5) 4TEREFURER
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