60

9.7.1.7. BERERHEEME
fiRATIE E (2 7 = YA

. ) WBC, RBC. Hb, Ht, PLT,
MRS IR AR
F L ER Sy (NEUTRO, EOSINO, BASO, MONO, LYMPHO)
‘ i TP, Alb, LDH, AST., ALT, Al-p. LAP. y-GTP, T-Bil, D-Bil, GLU,
ML SRR
BUN, CRE. UA, TC. TG, CK. Na. K. Cl. Ca. CRP
P R— APTT.PT. 747U J &
U4 %ﬁf RAR N N .
L, 747V ) F RS ) — = THERO L
- FREL pH, BEF CBEEMs, va ey =S EY LA F R
) AR WL, PhyE
R B>, {EPER

EREARHTIE B OBHEAEIC OV T, FHERRIC BT D BRI E R RO T,
Fie, ERMHTERA 0N T T VEIZOWT, FRIER RIS IS 5 5 B O ok S E 5
B aElEz RO,

9.7.1.8. ZFEHFERIFHEIEE OFEH

FNFMBTRGEA LR E LT, UTOMITERIZOWT, BEH T & ICERERER
BRI DB EEZ RD T,

Fl, AT v 7 360mg FRE SNPEREITBVTL, ZHEREEBROIKREIT o7,

t-PAT 1%

TTAI T EME

TA4TV T

PIC

t-PA-PAI-1 A&

D-# A <=—

op-P1

FDP

9.7.19. XRAHE®LHNEDEYHKRLY

RPHELOV B R ORAT E ORI OB 2Bk O, REIE U CTEREMEOE
R-BiEx22EL L, T XEENE CIOIRE L, BIERAE ZIXBRIMEC OV T,
fEREO—BERIZITBE T 505, BT &R & OEF D b ITBR LT,

9.7.2. WEREHORE
38 41

49



25797 1,2,4,5:86 Gt4 25 v )
AT w7 3:6

[RREmRiL)
ETREER I NE TR SN TE L HERARRELZE L UEFERZRE LT,

9.8. AREBOEMXILFHEIN-EBTICETIER
9.8.1. ABRERHEOEE

TRREMFEEOPIRIL 2013 4 12 A 16 BIZ/ER SN (BB 1.0k, 201441 A 78 (5
11AR). 2014461 A 290 (B 1200, 20144E 4 B 11 BIZE&ETSh (B 1360,

9.82. BMEEINER

AIBBROMENTEHEIE L, 2014457 A 25 BB &7z (BB 1.0,

2%, 120 mg &5 & 180 mg HE CMBFRENRRBE CH o), FEIN TV
240 mg DT GIFITHOIT . 240 mg TTFE I N TWIARITIZEM L7227z,
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10. ARG REERE

10.1. fRERE DAER

FRATRTRAER OWERZ B 10112 IR O58 T & it Bl oL 2% 10.1 1077,
30 PIOREERSE L. AT v THICEi Lk A7 Y —= 2 R 5 OV ABE B ORE
TIRBREE (SriH) ERIAARBICEE) &l Lk, AT v 71 60 mg#E 6 6l, A7 >
7'2120mg B 6 B, AT v 7 360mg (RIEDOFE) B 6fl. A7 v 4180 mg # 6 i,
7T AREE 6 PINIRBRIER G S NTe, AT v 7 1~4 F TOLTOWPRENIEREZET L,
TR R U e R iRV 2 b o 7,
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REMEHERER

N=30
SHREREHR EHRABEHEBREY
N=0

RT v F1 60mg: N=6

A5 w72 120mg: N=6

5w 3 60mg: N=6

ATy 74 180mg: N=6

TSR 1 N=6

REMBITIRERARBRER

REMBTNERERTRATRER

A5 v F1 60mg: N=6

5w 71 60mg: N=0

25w F2 120mg: N=6

ATy 72 120mg: N=0

A5 w73 60mg: N=6

AT 73 60mg: N=0

A5 74 180mg: N=6

5w 4 180mg: N=0

TR N=6

TSR N=0

ENFHETAREEAERENR

ENEMTHREATRRAERER

25w 1 60mg: N=6

25971 60mg: N=0

T F2 120mg: N=6

RXF w72 120mg: N=0

25w 3 60mg: N=6

5w 73 60mg: N=0

ATy T4 180mg: N=6

AT v F4 180mg: N=0

TSR 1 N=6

TSR N=0

101 FENTRISREM OHNER
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F 101 JRBROSET & PR B OMEEERE (RVERYT G ER)
AFyTl RFvT2 RFvIF3 RFv T4 TR &t
NER 60mg 120mg 60mg 180mg
n (%) n () n % n %) n (%) n (%)

FIEEAGEHI 6 6 6 6 6 30
BHEBREY 6 6 6 6 6 30
BEICEL N o TEHIH - - - - - -
REUBITHREE
%A 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) 30 (100.0)
TR 0 0.0 0 (0.0 0 (0.0 0 (0.0 0 (0.0 0 (0.0
FE NPT R
£ 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) 30 (100.0)
THEA 0 (0.0) 0 (0.0 0 (0.0 0 (0.0 0 (0.0 0 (0.0

10.2. RERERIEENSORER
TGS EMESHE D & M U 7= EF %3 14.1-4 15577,
BRI A B S - BRE 12 B T GCP ER 2 b N IRBR EHEEHE > b OBl 72 )

27,
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11. EWENEE, ZENZEOFTE
11.1. L7 —2tvb

FRNT R BREMDONREEK 14.1-1 ITRTS

FEZRAEL. BRELZBRELEERED I B, BAZOHEAPMRBRERG% 1 Rl E
THIE SN RE 2RV RER & U, HRERRE S, mEFREERE D
U < R HFREAIRE ORI DRI S 1L 5RE & BBt &M & Lz, g
REMRAT AT R4 M 12 24 61 [60 mg B 6 5, 60 mg (RFDEE) E 6 1. 120 mg & 6 #1, 180 mg
BFE6Bl], BAFMATIISER T 30 61 (60 mg & 6 Fl, 60mg (REDEE) B 64, 120 mg
Feofl, 180mgE# 6B, T EREEG6HI] ThHote,

11.2. NO#EEH2HE

BEVEFT R BER O N D20 EZ R 111 IR T, REMEMITSERIcR Y
5 RERSROER, &k, BML, FE, BIEE. a0HELZEF & U TRERIICESI L,
T — & OWEIZE CTRE  (Kruskal-Wallis #RE. Fisher OIEFEKRE) AV, BEHE O
ROV THEBARERM 15%%2BZE L TR Lz, ZOBER. WIFhoR5EIck
WTHIRY IR N7z,
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99

# 111 AOKEZORME (e sER)
5w 71 60mg X 5w 72 120mg A5 73 60mg Z 5w T4 180mg TS5+R BRERE
LR B RETE
BEF N=26 N=§6 N=¢6 N=6 N=6 = 6 pl&

BEERSHER - &

WERE R 6 6 6 6 6

TE 24,5 31.3 30.8 32.0 25.8

EERE 3.02 8.26 8.80 7.80 5.18 5.3

R, B/ME. BAE 24.5, 21, 29 29.5, 21, 43 28.5, 22, 43 310, 21, 43 24.5, 20 35 0. 260
HE - om

WEREH 6 6 6 6 6

T¥{E 172.08 170. 80 171.55 170. 63 171.88

ZERE 9.172 4,803 5.936 6.539 6.525 0.1

hRfE, &/ME. |RAfE  169.70. 163.2, 186.7 169.80, 164.8, 178.1 172.30, 163.9. 179.1 169. 45, 162.5, 178.7 171.75. 164.3. 181.3 0. 999
BMI

WERER 6 6 6 6 6

TE 21.37 22.00 22.00 21.13 21.73

EERE 1. 252 1.128 2.167 1.419 2.479 1.1

R, R/ME. BXHE 21.50, 19.5. 23.1 21.85, 20.5, 23.5 21.85, 19.9, 24.3 20,75, 19.6. 23.8 22.50, 18.5, 24.6 0. 890
HE - ke

WEREH 6 6 . 6 6 6

FifE 63. 30 64. 23 64. 45 61.50 64. 15

EERE 6.274 4,325 2.788 5. 037 7.414 1.0

hit{l, |/ME. BXE 64,95, 54.9. 70.3 64.75, 57.7, 68.4 64.45, 61.3. 68.0 62.35, 54.2, 67.9 62.65. 53.3. 74.3 0.913
BEHEE n(h)

Tl 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) -

HY 0 (0.0 0 (0.0 0 (0.0) 0 (0.0 0 (0.0 0 (0.0 -
EHHE n(%)

L 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) 6 (100.0) -

HY 0 (0.0 0 (0.0 0 (0.0 0 (0.0 0 (0.0) 0 (0.0 -

- AERSEER, 58, KE. BMiIKruskal-Wal | isiRE. BRfEME. AUHEEFisher D EMBEERA V=,
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11.3. AEOERKTEDAE
ETOWREICB VT, IBRENERERAEE M > TEOICEESNZZ 2T
Z YU THER L,

11.4. EYEhRE. EBHZICETHEMHERE T —4
11.4.1. EYENEE, FEHZOREN
11.4.1.1. EYEREDREM

M8 TMS5509 RELIRIBEIX. AT v 7 1~4 [ZB W TG 1.5~6 BRI T Cumx I2FEL
Too D%, 9.9~23.0 BE D t), THEHBITHA L, 27 v 7 1(60mg) IZBNTS 6 flEE
TEETREE (1 ng/mL) LA EDORENAIE Sz, CLF i 0.521~2.07Lh £720 | Tox

By, & HICEGEEOEIMCME > BENIR® b o 7o, 5% 180 mg D Chpax AUC)24p.

AUCqugn. AUCqpas PIEIL 120 mg L RIS DEZR LI EMD, BE5EN 120 mg PLETIX
AERFERIRO NI T,

BEOFERR T, To (THEETERETEE 28 ThH oDl L, BEBEFEE T
¥ 4.0 BERE & 72 0 BIET A M DFERD BB, Cpa K AUCo1q CIHIZIERZDETH -
722 ehb, RECLDIAFOBRBE~OZEITRVEHWT LT,

RABKFELZEEE 60~180 mg TR LIFHER, REETHE L7 Cux KU AUCopg
DA D FHEDZED I0%EEX L W TH b EREEL T2 72 h 272, 72, Coaxs
AUC4 BN AUCq 0 & X 2 58 & OBMRL L EREIRSIT EITV. B bz EF=X
DOYR D SS%ERREEZEL LEKER, WThoRT X —24 SS%EBERMITEr 28
otz Z B, Chaxe AUCqon R TN AUC s & 58 & ORICHREBMRIZR O b2 ds
27,

F7r, RIEROFITHRBR TEONTREE 1~30 mg DRFERZ O, 1~180 mg THERK
FHEEZBE Lz, BEETHIE L7z Cpuw KT AUC) 100 DFEIE D FEEHMEDZED 90%EHEX
Bld, Wb HEEEER K-S hofe, LML, ZOZEEIENTHY . —F. Coae
AUCo4n. AUCqugh X TN AUCquae & ST DR G E & OBFREN LEREIRSFTZITV. &5
L EIRR O D 95%E KB 2B H U7/ R, 1~120 mg D#EH TWHFHoRT A —X
b BUEBERMEIZE e 2ERATZ L2 b, 1~120 mg OFIF T 5 E & ORISR R
O.bNT L HIET LT,

11.4.12. EBHEOBEHR

HARRITHGERICRBIT D tPA &, 7T A FUiEE. 7407V 747>, PIC,
t-PA-PAL-1 AR, D-Z4 ~—, a,-PI, FDP OFIEREHABIOEHEOHER 2K 14.42-3 12,
B ERBGN ORI EEZ R 1442-1 ROK 144221077, £, REEOMEMOHE
B EE 14.42-1 FTOE 14422 1R T, SREFICBWCEAFHEB IICEERELHIIRD
Lo T,
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F 77, 60 mg BEIC IS 1 D ZEfEE &R DL A 3R 14.4.2-3 KON 14.4.2-4 (2779, TM5509
60 mg [ZBWCTRIFOMBL IR Uiz b 2 A, 2 - o G, ShFEE IS
IREEIRRD SR T,

11.4.2. #fiat-fEtT LD =
1142.1. £EERICELDAE
LR X BT T o e,

11422, BREXILRBEDEFKL
B2 ST R BB OBV ML 9.7.1.9 1R LTz,

11423, REBHARVT—E2EZSYY
ARIRBRCILE L o7z,

11.42.4. ZHEERFERERER
AJRERIL. HERR COEMBDT=D , figh% 5 B U= B OFERHENT X ER L0 o7,

11425 2EHE-ZEMH
AIEER CrIZ EMEORIEIER L b o7,

11.42.6. HEREDOIHEMETMOIT LR I1DOFER
DAk acE

11427, AISHERT T EEBELEEABREALHE
BT

11.4.2.8. BHEROEE
IR TIIM o EHA ORI T T,

11.4.3. B RGT—2DER
BARow

11.4.4. ZEFOHE. EMRERUVEFNLED RGEDE R
11.4.1.1 28
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11.4.5 EY—ZYRUVEY—HEBREOHBEEIER
AIGBRCIIER L ed o1,

11.4.6. HEEEZLDERTR
8 2 OIMENRE D FRITHE B2 (1465 16.2.5 12, AT —F 2418k 162.10 I[ZHAFT Lz,

11.4.7. EYEhRe. EHZOKEHR

Mgt TM5509 REGEBEIX. AT v 7 1~4 [ZB O THEREHE 1.5~6 BT Cpu (3EL
77 TDH, 9.9~23.0 BFREID t), THREICHEAD L. AT v 7 1(60mg) 2B\ T 6 fI&B
TEETRIEE (1ng/ml) LLEDRENAIE ST, Coa LVAUC 1X, 120 mg £ CTHERK
TR ER Uiz, BE5 2 180 mg D Cpp LTNAUC OE 120 mg & RS OEERLIZZ &5
b, BHEEN 120 mg U ETRARBKEEREIIRD N2 o7, BEOBERRTIE, To
ITHERETEETEY 28K Th o720z L, BBRELS TEE 4.0 KR L 720 BET A
FINFRD BINTZN, Crax KNAUC TIRIFIERIZEDETH -T2 E b, BREICISZEH D
IREE~DOEEIR2EHMT LT,

ISR BREMICBT D +PA B, 7T A FUEE, 74070 772, PIC,
t-PA-PAI-1 &K, D-Z A =—_ a,-PI, FDP O\ OE B2V T H TM5509 60 mg~180
mg BEIZ L A2BEEREENIRRD bhvieh o7z, F2, TM5509 60 mg IZBWTREORE
EREILZE A, FEREBBOBREM T, ENFEACEEZREIRD bR, oT,
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12. REMO T

121, RERENESIN-HBRER. SR RUVEE

ATy THICE LT A 7 ) — =2 TR e B ONCARE H ORAIC CTIRBREE () E
Bl DS ASTABRI 60 & T U729k (X5 v 7 160 mg #E 6 B, A7 v 72 120 mg #E 6 f3il,
AT w7 360mg (RFEORKE) I 64, 27 v 74180 mgHE 6 i, 77 ARHE 6 B] (2in
BRIEASHEE 5 STz, BGIRILO—TE % (1% 16.2.5 \2HfF Lz,

122. HEEZR
12.2.1. EESBROERGTEY

AT w71, 2, 4 KOAT v 73 OFEFZOENELR 121 KUK 122 170, EE
DB % R 14.3.1-3 LR 14.3.1-4 127”7,

AR CHIEBRIER 51212 6 B 8 tFOFEF LD bivlz, AEFZOANFUL, 120 mg
BE2 M 4{F, 180mgBE3 GBI, 7T ERBEIHI1IHTHY, 60mg RV 60mg (BFED
M) BERO LN, AEELO ) HEWEMAIL 180 mg # 2 & 1 Th ol
T, BERAEREEROFIEICE > - HERSORBIIR D -T2,
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LL

R 121 FEFROEN (AT v 71, 2, 4) (Rt E4ER)

AT v 71 60mg A F w72 120mg AF v 74 180mg TMB500 8% TSR &5t
N=¢6 N=26 N=2§6 N=18 N=26 N =24
B e L T i 5 FE H# Bl iz L 5
EHE n (%) n n (% n n % n n % n n (%) n n %) n
ETOHEER 0 (0.0 0 2 (33.3) 4 3 (50.0) 3 5 (27.8) 7 1 (16.7) 1 6 (25.0) 8
BEY
BE 0 (0.0 0 2 (33.3) 4 3 (50.0) 3 5(27.8) 7 1 (16.7) 1 6 (25.0) 8
hEE 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0(0.0) 0 0 (0.0 0 0 (0.0 0
B 0 (0.0 0 0 (0.0 0 0 (0.0 0 0(0.0) 0 0 (0.0 0 0 (0.0 0
SRERZE L RN
BETES 0 (0.0 0 2 (33.3) 4 1(16.7) 1 3 (16.7) 5 1 (16.7) 1 4 (16.7) 6
BEEHY 0 (0.0 0 0 (0.0) 0 2 (33.3) 2 2 (1.1 2 0 (0.0 0 2 (8.3 2
FHTICE o =R 0 (0.0 0 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0
EELEEER GETHERQ) 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0
hibcEL>-BEEER 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0

DRBEICOVTHE, A—HBREICSVTR—OERSRHEINLEEICE, BEORIEVIOERALELETIHIEAY Y ML,
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¢l

* 122 FHEELHOEN (XTv773) (ReMWMETREH)

A 5w 3 60mg
TR Bk
N=6 N=§
L 3 I s
EH n (n) n n & n
ETOEESR 0 (0.0 0 (0.0) 0
EED
BE 0 (0.0) 0 0 0.0 0
PEE 0 (0.0 0 0.0 0
BE 0 (0.0 0 0.0) 0
SREREE L DEEEM
EETES 0 (0.0 0 0.0) 0
BEEHY 0 (0.0) 0 0.0) 0
FETITE o =) 0 (0.0 0 (0.0) 0
EELEEER HETHERQ 0 (0.0 0 0.0 0
FUICE -~ BEEE 0 (0.0 0 (0.0 0

DREICOVTRE, A—HRBCSVTA—-OERIRRSASEICE, BEORLEVLOERALZETIHIEAD Y ML,
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1222 HEERORT

HEESB L OBRHEROFRIZ. MedDRA/ ver 17.1 W T=— (kL. SOC & PT®
SRRV,

AT v 7124 R ORT v 73 DFEESL% SOC.PT KU EHAICE 123 KUK 124
1z, BHER%#& 125 RO 126 IERT,

AIEBRTIX IRBRIER 51417 6 B 8 FOREEZEIRD b, AEEZONFIL 120 mg
B2 44 (UEARBEOESR 1A& 16, TARTIXVBTI ) N7 AT72T5—
BEMEOT 7=vT 27 NI vRA7 25— PHM 1614 1) . 180 mg B3 613 4 (E8F
2 & 1, RAEPMEBBME LG 1E.), 7R RBE1H 14 (LF7 LT FUrRARTF—F
B ICRED b, 60mg BE U 60mg (REOHE) BICHBDbhiahot, AEER
D 5 HLEIWEAE 180 mg & 2 fil 2 #F (RPMEEME, BR 1 & 1) Tholo,
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L

F 123 AEELHOSOC, PT ROEEERRBMEE (X7 v 7 1, 2, 4) (BE&MEMETNSER) F )

AFwJ1 60mg  AFv T2 120mg A5 T4 180mg TM5509 8¢ TR s
N=26 N==6 N=286 N=18 N=26 N =24
SogY IE= H# Bl HH HIg H# Hig HH8 HI% & Hl% &
PT? Y n % n n (% n n % n n % n n %) n n (%) n
ETHEESER BE 0 (0.0 0 2 (33.3) 4 3 (50.0) 3 5 (21.8) 7 1 (16.7) 1 6 (25.0) 8
hZEE 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0
BEE 000 0 0 (0.0 0 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0) 0
FEERS LUHEEHERES BE 0 (0.0 0 2 (33.3) 2 0 (0.0 0 2 (1.1 2 0 (0.0 0 2 (8.3) 2
hZEE 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0
BE 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0
P B R i 2 BE 0 (0.0 0 1(16.7) 1 0 (0.0 0 1 (5.6) 1 0 (0.0) 0 i 4.2 1
hEZEE 0 (0.0) 0 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0 0
B5E 0 (0.0 0 0 (0.0 0 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0) 0
HiE gk 0 (0.0) 0 1067 1 0 (0.0 0 1 (5.6) 1 0 (0.0 0 1 4.2 i
fiEE 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0 0 (0.0 0 0 (0.0) 0
BE 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0 0 (0.0 0 0 (0.0) 0
HRREE BE 0 (0.0 0 0 (0.0 0 2 (33.3) 2 2 (1.1 2 0 (0.0 0 2 8.3 2
g 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0
BE 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0
-0 BE 0 (0.0 0 0 (0.0 0 2 (33.3) 2 2 (11 2 0 (0.0 0 2 (8.3) 2
hEE 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0
BE 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0
BRERRE BE 0 (0.0) 0 2 (33.3) 2 1 (16.7) 1 3 (16.7 3 1 (16.7) 1 4 (16.7) 4
hEE 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0
5% 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0
FANSEXUBFTI/ bS5y BE 0 (0.0 0 1 (16.7) 1 0 (0.0) 0 1 (5.6 1 0 (0.0 0 1 4.2 i
27 x5
hEE 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0 0 (0.0) 0
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GL

AF9 T 60mg  AFvF2120mg  RFv 74 180mg THM5509% 75tk Bt

N=¢6 N=6 N=86 N=18 N=6 N =24
S0GY kS L L L4 ik % sk i ok i k- 44
PT® BEY n O n n (b n n n n (W n n () n n (%) n

EE 000 0 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0) 0 0 (0.0 0

FI=ZUFE/ 5U0RT BE 0 0.0 0 1 (16.7 1 0 (0.0 0 1 (5.6) 1 0 (0.0 0 1 4.2 1

Z—EEm
hEE 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0 0 (0.0) 0
BE 000 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0
s L7 FomRAREFt— &EE 0 (0.0) 0 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 1 (16.7) 1 1 4.2 1
B
hEE 0 (0.0 0 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0) 0 0 (0.0) 0
EE 0 (0.0 0 0 (0.0) 0 0 (0.0) 0 0 (0.0) 0 0 (0.0) 0 0 (0.0) 0
R G BE 0 (0.0 0 0 (0.0 0 1 (16.7) 1 1 (5.6) 1 0 (0.0 0 1 4.2 1
hEZEgE 0 (0.0) 0 0 (0.0) 0 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0
EE 0 (0.0 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0

1) SOCE UAPTIZ. MedDRA Ver. 17. 1& L =,
DE—EREICSVWTHEOATERNRBFASALBACE., BEOEVWLOERALLETIHIEAT Y ML,
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9L

® 124 FEEFEZOSOC, PTRUEEERRBHEE (X7 v 7 3) (REMMETEER) Ft)

ATy T3 60mg
THEE B%
N=6 N=6

soch B 5 D 8
pT® FEED n %) n n n
LTOEEER B]E 0 (0.0) 0 (0.0) 0
i pE 0 (0.0) 0 (0.0) 0

;3 0 (0.0) 0 0 (0.0) 0

BERRE L UHEEHEEES BE 0.0) 0 (0.0) 0
hiEE (0.0) 0 (0. 0) 0

33 (0. 0) 0 (0. 0) 0

TR R AR R BE (0.0 0 (0.0) 0

hiEpE (0. 0) 0 (0. 0) 0

B (0. 0) 0 (0.0) 0

HihE (2354 (0.0) 0 0.0) 0

R (0.0 0 (0. 0) 0

;3 (0. 0) 0 (0.0 0

mEREE BE (0.0) 0 (0.0 0
hERE (0.0 0 (0. 0) 0

BE (0.0) 0 (0. 0) 0

B BE (0.0) 0 (0.0) 0

R (0.0) 0 (0. 0) 0

BE (0. 0) 0 (0.0) 0

BEERIRE B 0.0 0 (0.0) 0
hERE 0. 0) 0 0.0 0

BE (0. 0) 0 (0. 0) 0

FRRSEVBT I/ FSUR Tz S—HH#EM B 0 (0.0) 0 0 (0.0) 0

g 0 (0.0) 0 0 (0.0) 0
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LL

A5y 73 60mg

S0GY 5% a4 1k 4
PT? F2E? n n n () n
B 0.0) 0 0.0) 0

TSZUFR/ SR S5—HEN B 0 (0.0) 0 0 (0.0 0
e 0 (0.0) 0 0 (0.0) 0

BE 0 (0.0 0 0 (0.0 0

My L7 F ok AR F—H#Ehn BE 0 (0.0) 0 0 (0.0 0
hEE 0.0 0 0 (0.0) 0

BE 0.0) 0 (0.0) 0

FR o i fE BE 0.0 0 0.0 0
hEE (0.0 0 0 (0.0 0

BE 0.0 0 0 (0.0 0

1) SOCKRUAPTIL, MedDRA Ver. 17. 1Z Rl =,

DE—HBRE BV TEROEESEZSREINBAICE, BEOEVWLDZFALEETHIEII VML,
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# 12.5 BUER® SOC, PT RUEEERIRBMEE (AT v 71, 2, 4) (ZLMEMiTsaEr)

A5y 71 60mg AFw T2 120mg  XFv 74 180mg TM55098% T5ER
N=26 N=26 N=26 N=18 N=286
SoG" B s gk HH % HH& Blgk HE k- Las

pT® iEE? n () n n (%) n n n n (o n n (%) n n %
ETHEFEER 954 0 (0.0 0 0 (0.0) 0 2 (33.3) 2 2 (. h 0.0 8.3)
hZEE 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0.0 0.0)
BE 0 (0.0 0 0 (0.0) 0 0 (0.0 0 0 (0.0 (0.0) 0.0
HRREE B 0 (0.0 0 0 (0.0 0 1 (16.7) 1 1 5.6) 0.0 4.2
hEE 0 (0.0) 0 0 (0.0 0 0 (0.0 0 0 (0.0 0.0 0.0
B 0 (0.0) 0 0 (0.0 0 0 (0.0) 0 0 (0.0 (0.0) 0.0
BEfE BE 0 (0.0 0 0 (0.0 0 1 (16.7) 1 1 (5.6) 0.0) 4.2
hEE 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0 0.0 0.0)
EE 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0.0) 0.0
FREERE 2924 0 (0.0 0 0 (0.0) 0 1 (16.7) 1 165.6) 0.0) 4.2
hZEE 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0 0.0 0.0)
EE 0 (0.0 0 0 (0.0 0 0 (0.0 0 0 (0.0) 0.0 0.0
PRep IS BE 0 (0.0 0 0 (0.0) 0 1(16.7) 1 1 (5.6) 0.0) 4.2
hEE 0 (0.0 0 0 (0.0) 0 0 (0.0) 0 0 (0.0) 0.0 0.0
BE 0 (0.0) 0 0 (0.0) 0 0 (0.0 0 0 (0.0) 0.0 0.0

1) SOCE UPTIL. MedDRA Ver. 17. 1&L =,
DE—BBREFIEVWTHEEOAEEERSEE SN EEICE, BEOEVLOEERALZETHEAY Y ML,
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&K 12.6 EBIER® SOC, PT RUEEERIKEEE (AT v 7 3) (ZEMMHITEER)

A5y 73 60mg
ERERF B’k
N =6 N=26

soc? Lk B 1%k -5
PT" 22 n (0 n n % n
ETOHESER BE 0 (0.0) 0 0.0 0
hERE 0 0.0 0 (0.0) 0

BE 0 (0.0 0 0.0) 0

HRREE BE 0 (0.0 0 0.0 0
REE 0 (0.0 0 0.0 0

BE 0 (0.0 0 0.0 0

SEYE B®E 0 (0.0 0 0.0 0

R 0 (0.0 0 0.0 0

BE 0 (0.0 0 0.0 0

R E B 0 (0.0) 0 (0.0) 0
FEE 0 (0.0 0 0.0 0

BE 0 (0.0 0 0.0 0

FRep LIS BE 0 (0.0 0 0.0 0

R 0 (0.0 0 0.0 0

BE 0 (0.0 0 (0. 0) 0

1) SOCR UPTIL. MedDRA Ver. 17. 1& L M=,

DA—WRECHBVTEROFERERSRE SNBSS, BEOBEVWLOEZRALELLETIRE IOV ML,
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