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21 REN ORI LBBUEOBEREEO H 5 B E

22 F7 Y FREH T Z0HEMLEY BAIE7aLy ) R
VEOANT + T I FFHEAR) SRS 2 \EUEOBEEE O
H5HEE

2.3 MR L CW A REE O H 5t [95 2]

2.4 WELRITHREREDD L EH (031 2]

2.5 MR BFH X ILENEF (921 2]

26 AMFEEDSHEE [922 2]

27 KB OF N T L - ) T LADHS AL TW SR
F KT MY adfsE, AKh ) 7 A UESE O EFE 0 = 2
L3 BEFNHH 5] (912, 1117, 11115 &)

28 7UAXL v G oERFESE (72720, MoEER
FEriToTChaBMEOTY ba—LHE LLABDOEES
<) [101 =]

29 FAETL Y UEEREEKMY (BB BEELRIC X
LEMBER) 2GR oRE (101 2]

3. ARk - MR
3.1 HR
Wiz, aH Lk FEASE oL REASE
LD [HET] HD [HET]
14 LgErh
Yy Hh) L atrvy ) A
b 50mg 100mg
AR e T
vioszouF7YF | eRozoodyYR
125mg 125mg
LAY, SR VO — 2, BTNV T 7 —IbT
A yfy\x%TugﬁyﬁivﬁA\ziuxu—
A A, bFraFyroeieia—A, BIbFsy o,
JvFoNary
3.2 BFOMHIR
754, oY FRLEE oYLk PR EE
’ LD [HEET] HD [HET]
#19 MIEOT A VL3 =T A FEHTBO 7 4 v b T —
- T T4 VT
3 =g
s () G
AR i? S
A = =
EAE (mm) 89 135%x77
JE& (mm) 41 49
H= (mg) 255 410
B R oL K
ENE TN LD HD
HEET HEET
wHEa—F @855 @854

4. REEXIIFHR
= I FEAE

5. ZEERIIHRICEHETY 3FF
WML N OB ZNENDH D . AH 2w O 5 — 5~
HLLBWI L,

6. RERUVAE
BZIZTHLELSE (s »h)wn e karysnudyy
F& LC50mg/125mg X ix100mg/125mg) % &A% 57 %,
ARANIESMEEREDOHE—EPEE L L THW v,

7. BERUHEICEET 3EE
FHIE LT, advg v o A50mg CRIRAT 5 Aga1cn
vy ) ya /e Ruszoad 7Y e LT50mg/12.5mgh
B %, adr vy oh ) A100mgizatrvy vy A e
Fozoos 7Y K& LT50meg/125mg TRIFEAT I Rgaica
Ny AL e FasaaF 7Y e LT100mg/12.5mg
DY ERFET A L, [81 ]

8. EELEAKEE

8.1 ARANITH I E v A1) 7 A50mgdh 5\ 1d100mge b K s o
057 Y F25mgDEAHITH Y, atrvsy s h) v abe b
yauaF 7Y FRHFORWERPERT 2BZ2N0H 0. #EYIIE
HloH a5 2 &, [7. 28]

8.2 —WMEDIMEMT (¥ a v ZiER, Eakide. P RSS2 1
) BRITBENDSDLOT, REFGHIXENN F5-5iE
W 2E 8, LER C ALRIREE) ICMEDE=% Y v 7% E
Wid s &,

83 AHIOW Sy THA FarzaaF 7Y FIdEH ) v A lME %
ST IEDRHOLENT WS, Oy A A e FayzaaF
7Y K& L T50mg/12.5mgh x5 S L7z EINERR BRI BTl
Mg A7) 7 AMEITETEmAZ R L. F 720 1) 7 L MEO FEBUE
FIEmA ) 7 AMAEL Y b E,o70 L > T, Kh ) Al
SEOFEN L YV BREINLIOT, MiEH) V2 EOE=FY) > 7
ZEMMICER L, BligEx 1512979 2 & [912. 1117 2]

84 AKIOW S Thsr FuzuuF 7Y FidERERInAG % 53 &
EDBENNDH L DT, KEFG-HIZEI R G IRERE O € =
ST RERL, BlgE o) 2. [918 BiiE]

85 AKOWSFTHL e FuruuF 7Y FIRIMEEE FEE L <1
PERBEETEIL DO BZNDH L DT, BlEE+51247) 2 &,
(918 =]

8.6 AHKIOWSTHL L NuruuF 7Y FIZEEZ MR E % 5%
WS BENHHLOT, BMWIIHEY ET 5 % SHE
F432479 2 ko [11.1.10 28]

8.7 BEFEMERICE DS DTV, SA6D2XNHOLDNDLIEDRH LD
T, EPTEE. BEIHOERSE R A LD B A HRIET 2 I
HEESELI &,

8.8 TAMTHIAMIIHG- LAV EDEE L v, 7oy VFTF Iy
T ZFRFETA G R O BE X, ML OFaRficLr=r - 7>
VAT U ROMEWERIC L AEEARIMERT 2RI TEEN
D %o

89 KA ELT T vy IS REETRIEG P
TUCHREOEERIFEEDD H bz OHEDND b HHEEE
M FERT 5% L, BlgEE 5TV, BREFRO NG
WG % ik d 5 % S R LiEEIT) &

8.10 KA DG L YW FRIFEVZWICH O bNL I LD H DD
T, BIRELM, BKICHIEET L L,



811 K DREAHH LI EHIIEL, HHEOFRE BT 2 720,
FHEIHIIHEG 2 2 EE L,

9. HENERZEIHBEIHETIER

9.1 AHHE - BEEENH 2 8E

ag AN BEREEOH 2 BEXIIFECEHREEDH 38
BELERTEELZVEH SN EEKRE, HHIZETS S
&o BT R DR AR IR A BE DT I & ) S HE%
HALSEDLBENLDD 5,

912 MiFEHY I LEBREDEE
BHr Uy AMELIXEI Y7 LAMEZEZTBENDLH S,
[27. 83. 913, 11.1.7 ]

9.1.3 BH U LMEDEE

HELERLTEELZVEHMENLSEEKRE, FHIZETSL
Lo RRNOESTHLOY LY »h ) ald. B T A
WEXELBZNDDH D,
F /o, BHEREREE, v PO — VR R OBERIFEIC L D G )
Y AEDE L R ) RTWEETIE, B Y AMESERT 5B
ZNDHAHOT, MEH ) 7 2MEDE=S ) ¥ 7 % EM RIS E
L. B8 +510479 2 &, (912, 1117 &)

9.1.4 BMEBEDHEE
WEORESMITAEZER L, REXELIELB8Z21M0H
ZQ)O

9.1.5 BEEFEILTVWIEE (KHMEROF+HoEEE. BE
DFETELTVWBEE)
—HEOMERT 2RI T8I0 DH 5. (1115 2]

9.1.6 BIEEEFDEE
BF MUY AMEEARITBENDD Do FFI. FEE 2 Rk
FOBRETIE, —HEOIMERKTEZ2RIITBZENTD 5,
[11.15, 11.1.15 Z:HE]

9.1.7 EEL BRI X (L RBEIRTELIEED & % BE
BWBRRIRE D HbNE, Bl Emiid . MG % R
L. MEERIELFHRTLBZNDND 5,

9.1.8 AARIIMEHR. RHIEE. BREDH 3 E8E. RUERE
MEDH 5 EE
T VRERIIRE . w5 IUHEE 2 3% L. il AR O B L B Lo B
FNDH B, [84. 85 BH]

91.9 TH. EBHOH 3 BE
EIRERADLD S5bNIEBENDEDH 5,

9.1.10 EAI 7 LG, BIFIRIREEETTEED » 2 BE
MEHI NV T L% LA SEDEBENDH 5,

9.1.11 ZEMBUIREOERE
AHNOBEEERDSBR SN DL BENDDH 5,

9.2 BigEERE

921 ERDBEIIEIFEE
B LenwI kb, [25 ]

922 2MBEEENEE
KH LW b, BHELTHICENLAZISLIBZENLEH S, (26
Z ]

923 BHEEEEERE (MBEY L 7FZfE 2.0mg/dLiB)
HEELERTERRVEHM SN A EZRE ., FHITEHTS S
Lo vebozuooF 7Y FIZL)FMREIMKTF L, aivy »
A1) L&) BFE R ESTE LT A BTN D B,

924 BHEEETHEEZ MBI/ L 7F=fE 1.5~2.0mg/dL)
KA P G- eI M 7 L7 F = Ul K OIS PR R o) & =
y) T ERERL, BIEET0I124T) 2L, MiE7 LT F= U H
LA CIMERBELAOBZNEH 5,

9.3 FFifgeEERE

931 HELREEEZEDHZEE
#HLew b, [24, 932 2]

932 FREEEEZORENDHZRE (L. EELTHEE

BEEOHBEBEEERL)
SHENC BT, B - S EO 7 Va3 — VEIFEZEHIC T L 5
Y1) 7 A50mg % RO G-9 5 &, BERA L IRl o
PV F v OWELIEEDSRIE L . TV Y VRO VR Y BRI
BB N N NG R ORI LA T A2 Lo s
Wk, 72, e FazunF 7Y FFEEREZFRTL2B8FN0
Wdbo [931 ]

9.4 XEJEREEEFT2HE

9.41 WFHIRY BFREMDH 2%
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N7 » I 7y v MRS H 2R L. /R - ralE
ORE (B4, HE -l - BoREAE, 1S FNROLN
7B SN TWAD. 2,

KA OPF B RBEOF IS S EE L TR G- O3
P2 HEICHET L. G LB SRESEREE RS &HE S
DBHECOREGTDH I L, T2, WEPRELRGEIITROE
BERIEICEE T L, (95 BHH]

(1) AHFGFIATIHER L T & 2 MERT 5 2 &0 AR
Gd | HIRL TW w2 L2 ISR 5 2 Lo G
IR L 723801 20d, B G-2dkd 56 2 &

(2) KOHBIHIZOWT, KAFGHMBEICEE BT 5 Lo &
7oy BHHRLLBEIIS LHMT L L.

IERAICAF AR L2 a, IR - BRI T

aJu
AT WBHDH T L,
CIEIRASHIBE L 72 33 B b N B B id. SR A IS R SRR T
%:ao

TR A TS LA, HAEICHKT A 2 L,

9.5 1Tz
R SRR L T AT REE O H A IS IZ S L nwZ & &
A HARASHIBA L 28021, EBICiG 2k d 52 b, 1T
R IA R KR T v U F T v v U BRBERIHER LT U
T vy v I BRI 2 455 SN BE THRKEAE,. B -
BT, HiARORIE, B4, ZliEmie. HEOR
AR O FEAGEAEI & 5 & HER S N2 U oG, HEHE
DFFW. MOARIEREED D S bz L OWMEND L, B, 77
T RREFTIIH AR TAIBICE ) OV E U E, /MR
ESTRITIEND L. /o, FRRIEICED ML,
Mg M. 75 - BEBEMRERI2HobNLEZ LD L,
[23. 941 ZM]

9.6 %Il
BIALLZWZEDPETE L, 7y FoJEEM ROy L
% 717 Almg/kg/day /& FazuouF 7Y F0.25mg/kg/
day~9aH )% > H1) 7 A50mg/kg/day /& FazouaF73Y K
125mg/kg/day & ¥ 5- L72ilRicBWC, ¥y o) 7L
50mg/kg/day /& FuZ taus 7Y F125mg/kg/day# CrE Bk
EORA T OB ORMAMANELR AL NIz, T2, gy
Uy AVERVEBAROE Faoraad 7Y RO RBATHE b R
ENTze RABROER I 2 EH RIS VE v H ) T A
10mg/kg/day/ & Faz oo+ 7Y K25mg/kg/day TdHh - 720
v roszous7 Y Fid, b FRERLRANORBITSHE S Tw
5o

9.7 /IR%E
NS RS b L 72 ERRTABR LI L T vy FLIIEEME N
F VAL TN TV,

9.8 EmE

9.8.1 —fIZAFFEEEAMRT LT\ 5,

9.8.2 —MEIGEEORELEIZTE L AnE SN Twih, NHZESE)
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BT, a vy RO VR VBRI O I R EE S I A L S
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9.8.4 ZWZARIIMAEREORAE R L. Bk, BIMESEIC X 557
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RO & MR % R L. W EE O IMEERIE L% T 5
BENWDH 5D,

9.8.6 1&F MU Y AIGE. KA ) 7 AMIEDD H DO\,
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K ORI B AV E
“HI, ACTHE & 71
U s HEEAE I & 5

Do

7 FN) F B

i 7)) 7 A EOK
ToHsbhd <
%o

7)) F V) F B
KA Y Y A LE %
FEELBTIVE
AT U VIER G| &
ST TENRDH L, L
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KOG 7 L — |5 OCYP3A4ME Vo MEF. A< 2|4
TIN=Y T a—AWERIZ L) AHOH v bEFA, ANEZDVE
OEULHET 2 2 Lo B Th 5 0¥ 2 VNNETIR=S ¢ TN
L D PN Y I Y > SERE N
fUH Y O i v i FE 3 Zoft  [BEE. CKES. @mRBR|5%H, WEEE, Lo
KT 2720, AH| ME . 5, B . BUER (BT A, R
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NLEBINDD %, WAL RS R | D L SEIE. ARAE. .
_ R AR R B PR R [~ 7R Sy AR
1. EIfEA MERB . R BB, |7 0 — LT v o=

ROBWER DS &b b 2 Db HDT, HEE 51247,
HEAFRD LN A IR G 2 Ik 5 7 Sl R LE A 1T )
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11.1 EXEEMEA
111 7FH7145%2— (BHERH)
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ERHELNLEI EDVDH S,
11.1.2 MERE HEAH)
B, VS, WS, TEOEENSSbNLZ EndH b,
11.1.3 SMFRIBEFR (W31 HEARH)
11.1.4 2MBEEE BUZEAH)
1115 Y avy., k@, BEEEX (I BEARH)
WG R, BRI RSE DD S b Ea 1203, BB ICE Y 2R AL
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11.1.6 HEWEBMMEE (FEARH)
WAYE. B, CKLEHA. MR RP I+ 7ue y A%k
B & § BEBERIRRED B & b A 12I%, 52k,
WHRWE 1T Z o Tz, MBUHRREIC X 2 SHBEED S
ECEET S 2 &,
1117 BAHUILME. SHYDLIME (WFn b EERT)

M A ) 7 2MEDBEZAET L, BB, R, REPRE: A
HobhbZthidhb, [27. 83, 912, 913 BR]
11.1.8 REMR (HEAH)

LE SN DBV OREIRD D S b b T WD D,
11.1.9 GAMIKEA. AR, Mgy (O3 8EERm)
n11%ﬁ$$§ﬁ§m~§MH§m(wfﬂ%ﬁEK%)

(86 =]

11111 BIEEMmMER GEHEEAN)
1u1%Egﬁﬁﬁsﬁxﬁ~%ﬁWW¥ﬁﬁ@ﬁ<wfﬂéﬁ&
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MRERGT 25, MiKIEDSH bbb b, £7°, B Fusn

OF7 Y NI o O Bk i DUA N S 85 B (S

L L OMEDNDH 2 6,

11.1.13 £25MIT VT F—FZADE EEARH)
11.1.14 EmFE GEEEAN)
B, 2R, &, TFoEz ., E£HIMKT, R, EikkE
ENRHOLDONEGEIIE, &G 2Rk L, @R EYIT) 2
o BERFHERTOELETH L bR TV,
11.1.15 &7 MU LI HEA)

B, EAORIR, MEAl. MR, B, EakRES L) K b
)Y AEED D S bNDL 2 ENH D, [27. 916 BI]
11.1.16 AMER. AEBABRE (W3 HEARH)

S (B, BTS2 ED) . HEBARENEDND S b

NBEZENHLDOT, BWEBIIOKTRIRFEEDORE RO S

Ngaicidfxszmib L, #eICRBEOSEZ %5 &

I BEIIRET Lk,
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0.1~5% A Jii ) SH AN
FEHESR (o F v, Bl RA .| HB, RIR, JSESE
HEi
TEBREER  [RIME . R VAR IE | FIAEE GEIRED) . N
S
Hibes Wit - M4 N, THiL A%k,
EARPLE. HEE. G5
i« W&, WA 2%
fER, AR, EHA
PL, 17
JITHe FH ., PR BEREE (AST
5. ALT S, LDHE
F5)
i, BUNLEH., 7L 7F=>
5
B2 & LN AR ZIALRE. oA, #L
REAE. FLBE, # 9 FE. A
W#EAL, FETY 7~
b —F 2

BNP#41 AL IOV A,
L VRF VA, BHINVY
v LURE % B F IR R
WL AR B .
B RBE. I R
I35 BE B et ALl

Iz

W) ety Ay A e farzaoud 7Y FELTI00mg/
125mg. 50mg/12.5mg. 50mg/6.25mg. 25mg/6.25mg % % 5-
L 72 B IR B % & o

12. BRRBRERRICRIETHE
HERIREEE O 2 WEFH OMEPBIZ KT X2 2 LD %,

14, R EDEE

141 ERIZMFEOTE
PTPEEEDOHEFIIPTPY — F 2B L TR % £ 9 45
BT X, PTPY — b DEFRIC X 0 . Tl $ 40 B0 AT ARG s~ A
L. BIZIZZELE BT L Tt RSO EE 2 G BHE L #3585 5
EDH D,

15. ZOMOEE
15.1 ERAR{ERICED <15

WV CER S N/EFIRICBWC, e FaroaF 7Y Fafk
G&N-BE T IR L OEESIEE O U A 7 DSBS %
ERRESNTNBD 8,

16. EYEHE

16.1 MARE

16.1.1 EHZHIFEEMHER
Lt FEASLD [HET] KO7L I 4 MEASLDE, 7 A+ — =ik
D ENENLEE (O Ly v H ) AL LT0mghPe FusouF7 Y FE LT
125mg) MEHERNT PE IS SRR IR S L C b 77 VoK & IR EE i O e R
uuF7Y FRELNEL, BoNEYEIE ST A -4 (AUC, Cmax) IZ2WT
90915 X B 12 TRERTIRT 217 o 7246 R log (0.80) ~log (1.25) OHPFANTHD h |
T A4 R S PE SRR & 729
(xaH vy v o EEEEAHY)

MBI NT A= (DIVER ERIR)

HENT A=Y BENT A=Y
AUCo-21 Cmax Tmax tiz
(ng - hr/mL) (ng/mL) (hr) (hr)
uHL e FEA§E 5+ Qg .
LD THET 342342 +882.74| 511.88+158.60 330+0.72 458 %040
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