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ORAY U5 5E 7 48 1 8.3 0 0.0 8 45
IREE 8 5.4 0 0.0 0 0.0 8 45
P 6 41 0 0.0 0 0.0 6 3.4
AR 4 27 0 0.0 0 0.0 4 23
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HER B 14 0 0.0 0 0.0 2 K
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=Ry T 1 07 0 0.0 0 0.0 1 06
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RN 0 0.0 0 0.0 1 56 1 06
SERR 1 07 0 0.0 0 0.0 1 0.6
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B 6 41 0 0.0 0 0.0 6 3.4
ZSEE 4 2.7 0 0.0 0 0.0 4 23
REERZE 4 27 0 0.0 0 0.0 4 23
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BN 1 0.7 0 0.0 0 0.0 1 0.6
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BAERRIEE 1 0.7 0 0.0 0 0.0 1 06
GBI 0 0.0 1 8.3 0 0.0 1 06
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D EIRER 1 07 0 0.0 0 0.0 1 06




SHEEERE
RIENIE 4522 g A R AL R =1
=] (FEREERIENN) n=12 n=18 n=177
n= 147

n % n % n % n %

Rif. BSIUFH
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K EFLEERE 6 4.1 0 0.0 0 0.0 6 34
{LER 14 PAZFIE 0 0.0 0 0.0 1 5.6 1 0.6
FREERIEE 5 3.4 0 0.0 1 5.6 6 3.4
Friae RS 2 1.4 0 0.0 1 5.6 3 1.7
FrEfa 1 0.7 0 0.0 0 0.0 1 0.6
BERRRT 1 0.7 0 0.0 0 0.0 1 0.6
=EEUILE VM 1 0.7 0 0.0 0 0.0 1 0.6
BEERY—T 1 0.7 0 0.0 0 0.0 1 0.6
HEREE 6 4.1 0 0.0 0 0.0 6 34
HRE 2 1.4 0 0.0 0 0.0 2 1.1
FENIEDHFL 1 0.7 0 0.0 0 0.0 1 0.6
GEEE 1 0.7 0 0.0 0 0.0 1 0.6
RERHR 1 0.7 0 0.0 0 0.0 1 0.6
TERER LN REAE IR BE 1 0.7 0 0.0 0 0.0 1 0.6
REEEEES 1 0.7 0 0.0 0 0.0 1 0.6
MBRBITVVINRES 2 1.4 1 8.3 (6] 0.0 3 1.7
YFrRERIR AN E 2 1.4 0 0.0 0 0.0 2 1.1
[EERMIEEKEE D 0 0.0 1 8.3 0 0.0 1 0.6
IDEREE 3 2.0 0 0.0 (0] 0.0 3 1.7
IDEMEERSINGE 2 1.4 0 0.0 0 0.0 2 1.1
DRI 1 0.7 0 0.0 0 0.0 1 0.6
BHKURBES 2 1.4 0 0.0 0 0.0 2 1.1
| g ABTE 1 0.7 0 0.0 0 0.0 1 0.6
B 1 0.7 0 0.0 0 0.0 1 0.6
EERBLUAERES 2 1.4 (6] 0.0 0 0.0 2 1.1
AEFEHI 1 0.7 0 0.0 0 0.0 1 0.6
NS Z S FERE 1 0.7 0 0.0 0 0.0 1 0.6
A5 bEE 0 0.0 1 8.3 0 0.0 1 0.6
BRMERIRERR 0 0.0 1 8.3 0 0.0 1 0.6
IRPEE 1 0.7 0 0.0 0 0.0 1 0.6
=R 1 0.7 0 0.0 0 0.0 1 0.6
RS 1 0.7 0 0.0 0 0.0 1 0.6
NERE 1 0.7 0 0.0 0 0.0 1 0.6
MmEEE 0 0.0 0 0.0 1 5.6 1 0.6
IFTH 0 0.0 0 0.0 1 5.6 1 0.6
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STE T SRAEBIZR (1) 4,625
FIRGIZL (%) 1,595 (34.5)
ElER n % EIER n %
BRES KLUFERE 833 18.0 RAEMRE 5 0.1
LRiERR 245 5.3 7 B B 58 5 0.1
SIFERN 157 3.4 HEE EE R 5 0.1
OHYIFE 68 1.5 MRS 5 0.1
BISER 61 1.3 AERE S 4 0.1
[EZZR 60 1.3 HER 4 0.1
PREGREZ 50 1.1 ARk 4 0.1
R 40 0.9 PEERANILANRZR 4 0.1
OREANJLARZR 35 0.8 ANIVRZRI A )V ARG 4 0.1
AVIWVITVY 33 0.7 BT HEERE 4 0.1
PR 27 0.6 BB 4 0.1
EaR 26 0.6 DA VA E R 4 0.1
BiEX 23 0.5 2ERIR 3 0.1
B2R 20 0.4 MEEE 3 0.1
R 19 0.4 SMEFER 3 0.1
Bk 15 0.3 EEMERENRN 3 0.1
A LA EE RS 13 0.3 REHVIH 3 0.1
EERERE 12 0.3 HEMRISER 3 0.1
A VR B 12 0.3 SR ERE RS 3 0.1
NI ITRE 12 0.3 BERE R 2 0.0
jea) 11 0.2 Fis 2 0.0
LY O IRE M IREER 11 0.2 32 2 0.0
SRS 11 0.2 R 2 0.0
BHERR 10 0.2 B 2 0.0
BEAN)LANRZR 10 0.2 B 1 R 2 0.0
TIRES 10 0.2 EaEER 2 0.0
Bk 9 0.2 BRERXR 2 0.0
FRE M IREE N 9 0.2 KiE 2 0.0
ZHiRE 8 0.2 MRS 2 0.0
HREERN 8 0.2 T ROIRERR 2 0.0
kR 8 0.2 B 2 0.0
HNIZZEEHY IS E 8 0.2 Bk 2 0.0
MO EERRR 8 0.2 HEERERTR 2 0.0
DA ILAEBEBRN 7 0.2 HEM ERERR 2 0.0
SUE R 7 0.2 DA IVAERR 2 0.0
HEEERS 6 0.1 SRR 2 0.0
TRERkE 6 0.1 = 1 0.0
FER 6 0.1 ORERE 1 0.0
HiRE 6 0.1 Bt E 1 0.0
3l 6 0.1 SRS PR 1 0.0
HHEE M PR BRI 6 0.1 HEW 1 0.0
T ROUIRKE R B R 6 0.1 FERIFHR 1 0.0
IR 5 0.1 HEMEEFvUT7— 1 0.0
SER 5 0.1 HHE 1 R 1 0.0
TR 5 0.1 HHER 1 0.0
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AOVIAATREE 1 0.0 S L R 1 0.0
R TR 1 0.0 AT4VIEF - : 00
S EREEN 1 00 INDVEEU AR )
M ER R 1 0.0 BRERERAA LN X 1 0.0
LB 1 0.0 Rit, BB KUSHERED - 07
EENT I ] 00 FEY (BRBLOKU—TESD)
AR 1 0.0 HEZ.EEE 9 0.2
ERERIE 1 0.0 R 5 01
BN 1 0.0 XS /) YA MEBHE 2 0.0
ZUT Ry AR BN 1 0.0 BIPIMERR R4 2 0.0
A VAP BERE 1 0.0 AIILERAE 2 0.0
BEAVUIE 1 0.0 AEE R ! 0.0
B 1 0.0 = 1 0.0
R REE 1 0.0 FRE D EfHREIES 1 0.0
R EERS 1 0.0 RUFIES ! 0.0
TEK 1 0.0 IR PRI 1 0.0
EX ) 1 0.0 EEREALE 1 0.0
A IR 1 00 EIREGEZEHSINNEGE 1 0.0
LRI 1 00 R e w e 1 0.0
pyTrE—— ] 0.0 FRIRET Y 1 0.0
BRI 1 0.0 FETBEE 1 0.0
BIMEMTavo 1 0.0 VR R B ! 0.0
T ROBREE RIS 1 0.0 Egﬁ?'ﬁﬂﬁ’] \“Eé 5 1 0.0
7 RYREM IS R B AR 2 1 0.0 = s
DA IV APEIRTRS 1 0.0 BRI 1 0.0
o AR ] 00 &S KO VI RIEE 56 1.2
SSEpEE 1 0.0 YFARER R AME 23 0.5
SARRERYS 1 0.0 LI 8 02
ElERR 1 0.0 BImERRAME 7 0.2
HPIES 1 0.0 D Jo / 0.2
SEES ] 00 U V) ERRAME 5 0.1
BTN P 1 0.0 LN 5 0.1
) CEiRR 1 00 IFER TR IE N AE 3 0.1
oA IR MBIRER 1 0.0 it 2 00
e ] 50 UNER 1 0.0
EE AR ] 50 U ) CERIEANGE 1 0.0
DA ILARREES 1 00 It 1 0.0
SRR ] 50 D) 4B RBRZAY 1 0.0
AUINSS—BR 1 00 REREE 16 03
BE 1 0.0 SEMET7 UILF— 9 0.2
RIRESR 1 00 BRIE 6 01
J RORE IR 1 0.0 RN ! 0.0
SR 1 0.0 A HES 1 0.0
HSSUTRR 1 0.0 IR BR B BEIR TIE 1 0.0
BREDER ] 0.0 REBLURBREE 51 1.1
AIUR MR BN 1 0.0 e 8 0.2
SHESMEIRIEERRN 1 0.0 RARRLE 7 0.2
BRI 1 0.0 = RER MAE 6 0.1
HEERE R 1 0.0 HEPRA 5 0.1
HEME MRS 1 0.0 =EIUAFO0—/VmE 5 0.1
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S In4E 3 0.1 JRFRIT 1 0.0
BRI 3 0.1 Thbh 1 0.0
{EAYDLIMEE 2 0.0 HME B 1 0.0
&Y BRI AE 2 0.0 TERR 1 0.0
ZZpERFINR D RUETRR 2 0.0 SEEE 1 0.0
SIS AE 2 0.0 TEEE MU SR 1 0.0
2BUFELR TR 2 0.0 RAEMRE = 1—0/)\F— 1 0.0
Bk 1 0.0 AT RIDIR AR 1 0.0
ARETER 1 0.0 ERIRIETETE 1 0.0
MEREES 1 0.0 S AN 1 0.0
BV TRy LIMAE 1 0.0 IR 1 0.0
EY=VBRZ 1 0.0 TEEE 1 0.0
FEHEE 55 1.2 BhRS iR E 1 0.0
5D 18 0.4 TR AR BEEIREE 1 0.0
TERAE 13 0.3 R I 1 & e 1 0.0
R 11 0.2 EENRERES 1 0.0
m3o>2175% 7 0.2 BRE A 1 0.0
Sk 4 0.1 IREEE 38 0.8
SR 3 0.1 AREZI% 9 0.2
UE R—iRhE 3 0.1 ARAE A 4 0.1
BELE 1 0.0 B 3 0.1
B 1 0.0 B RE 2 0.0
mEE 1 0.0 ARER AL B 2 0.0
SHELIRAE 1 0.0 AR 2 0.0
FEIEEEIT DD 1 0.0 RAET 2 0.0
BEIEE 1 0.0 AR¥EE 1 0.0
LR A 1 0.0 FERRH M 1 0.0
UE R—TiiE 1 0.0 BREESR 1 0.0
[OENE 1 0.0 ol 1 0.0
INZwOFE 1 0.0 AR DAE 1 0.0
2R 1 0.0 R 1 0.0
BiEER 1 0.0 LARZE 75 73 1 0.0
HRRES 189 4.1 AER 1 0.0
G 99 2.1 TRRIEN 1 0.0
FENEDHEL 19 0.4 EHLRE 1 0.0
SR 15 0.3 RR AR 1 0.0
KEE® 11 0.2 FARIE 1 0.0
KEES 7 0.2 BESRER 1 0.0
PBRRE 7 0.2 RAOEE 1 0.0
{tEE 6 0.1 BRZ S EE 1 0.0
POz 4 0.1 ARER ARk 1 0.0
SRR 4 0.1 HAIR FE AR AE 1 0.0
BISERNICHSIER 4 0.1 HIEIEE 1 0.0
HiRE 3 0.1 EBKURIEES 15 0.3
K= 1—0/\F— 2 0.0 EERiEHF L 7 0.2
ES 2 0.0 B 4 0.1
25 7 Bt R R IE 2 0.0 BIS 2 0.0
BHTER 2 0.0 BENER 1 0.0
BREER 1 0.0 BEOES 1 0.0
= 1 0.0 EHET 1 0.0
KEEE 1 0.0 DEEE 22 0.5
R 1 0.0 iz 7 0.2
Fi8E 1 0.0 WDVE 4 0.1
{AIEHEL 1 0.0 SEHR 4 0.1
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NREIIVE 2 0.0 OEx 10 0.2
E—ER=EJOvY 2 0.0 HIERR 10 0.2
TR 1 0.0 ORR 10 0.2
DEHE 1 0.0 e 7 0.2
IR 1 0.0 (& 6 0.1
Ef7Ovo 1 0.0 e 5 0.1
IDEAEEE 1 0.0 BEREERMRE 5 0.1
AT AEIRE 1 0.0 -] 4 0.1

MmEREE 43 0.9 ISR R % 3 0.1
=mE 29 0.6 IS EREE: 3 0.1
FTh 3 0.1 BR 3 0.1
L 2 0.0 =R 3 0.1
[mfE 2 0.0 ORERESRR 3 0.1
PRERERR M4 RE 2 0.0 BIER 3 0.1
RCIIEEIE 1 0.0 ISERETE 2 0.0
L1/—B%R 1 0.0 MBS 2 0.0
MR HEERATA 1 0.0 & 2 0.0
FRIE M MAR HEERATA 1 0.0 OEg%E 2 0.0
HEREY 3V 1 0.0 T 2 0.0

IRz, BE8E KUHHREES 106 2.3 AR % 2 0.0
[ 36 0.8 IR E 2 0.0
OB IR EE Y 34 0.7 TERERE 1 0.0
2P 9 0.2 IEEREE 1 0.0
2S5 -om 6 0.1 REE 1 0.0
IR P R 5 0.1 BHESN 1 0.0
FUILF—HER 4 0.1 PN 1 0.0
RERE 3 0.1 B ERER 1 0.0
=17 3 0.1 s0—V% 1 0.0
[EE7A 2 0.0 il 1 0.0
55495 1t Do U R 2 0.0 A NI=ES 1 0.0
SRR 2 0.0 HHEDFUE 1 0.0
28 2 0.0 IFEREK I B IR 1 0.0
7 7= 1 0.0 BEEE 1 0.0
BEREZN 1 0.0 HEPSYE 1 0.0
£im 1 0.0 IBEAE 1 0.0
BDORAE 1 0.0 BRI EREE 1 0.0
2iEE 1 0.0 ml=3+ 1 0.0
LR 1 0.0 OFRESE 1 0.0
FEARE 1 0.0 OFERE 1 0.0
IFIRfEE 1 0.0 BER 1 0.0
7,11 1 0.0 ORE 1 0.0
SES oI 1 0.0 [ElZ 1 0.0
B S PETR 1 0.0 EER 1 0.0
[EZ S E 1 0.0 =5 1 0.0
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FFAREREE 12 0.3 7 NE— MR REN 1 0.0
BERRAT 2 0.0 Pz 1 0.0
FFR 2 0.0 RIBERZMERE 1 0.0
ie=—{i:3 2 0.0 RIEEE 1 0.0
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SRR 1 0.0 =t} 1 0.0
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FEESXIUE THEEES 298 6.4 WA 1 0.0
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B 40 0.9 Z5FEMRE 1 0.0
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R 12 0.3 [ =EN T PS 1 0.0
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SEIRR BN 4 0.1 § R MBI ENAE 29 0.6
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BE 3 0.1 BhEESE 8 0.2
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BREE 1 00 BEELRG 3 o
SHETUFTR—F2 1 00 ERBIER 3 0.1
BRE 1 0.0 BT 3 X
—7 AR IR 1 0.0 [T 3 o
TR R 1 0.0 BRAE 3 o
ERIRES 1 0.0 SE B (T M 3 o
BB LURERS o8 06 TR 3 o
EER 10 0.2 EEm 3 o
m 7 0.2 SE BB 3 o
BmERER 5 0.1 RAE 3 0.1
HEREEE 2 00 I o 0.0
R B 00 TSR 2 0.0
R 1 0.0 SRS 2 00
BREE 1 0.0 SRR o 00
BT 1 0.0 ORI 2 00
2EET 1 0.0 S PRI R A 1 0.0
ERE 1 0.0 BT 1 00
ERRBLUAERS 15 0.3 T 1 00
FRAIGE 3 0.1 EEEET 1 00
BEFS 3 0.1 P 1 00
BEEN 1 0.0 =) 1 00
PERHE 1 0.0 B RE 1 00
EER 1 0.0 SERERLIkE 1 00
BEHm 1 0.0 AR 1 00
T 1 0.0 T 1 00
FEHm 1 0.0 REERONE 1 00
FERU—T 1 0.0 IR 1 00
R 1 0.0 08 1 0.0
LR 1 0.0 BRE 1 00
XM, REMBEU 5 o BESEER 1 00
BEEEE B 1 0.0
B¥E ! 00 FEEE 1 0.0
IINR—IVEIRE 1 00 = ] o
AABE ! 0.0 FREER 1 00
PR elndal 325 70 B S BRI 1 0.0
Py 83 18 [RARRE 159 3.4
SEEIERE T 44 10 ‘f?_*%f]”_lv — 29 08
iii{mm Zi 8.; 2727 jg“t?snu e 28 06
"“§ — : 71/_\“54‘5‘7@} =/hSVAR o1 05
AV VIV RERE 26 0.6 ZxS5—EEM
SEREOR o5 05 FERLE 14 03
SESIEBITAIH 21 05 Mo FRE A 10 0.2
HEn 21 0.5 NSURAT7EZF—FLER 10 0.2
SRR > ERk 12 0.3 AP RER A 9 0.2
R TR 12 03 Mo L7 F= 18 7 0.2
EREER 12 03 MR~ KRR 7 0.2
AR K 0.2 TP RERERIE A 7 0.2
SR 8 0.2 mELS 5 o
R 6 01 EIIREGR 5 o
SRR 5 o EIMER A 5 o

Hpid}




ElfEA n %
MAFRFRIE N 3 0.1
C—RINMEZERIEM 3 0.1
YFERIREIENN 3 0.1
FFRERERR 3 0.1
MR ER RIS 3 0.1
BIMIKEERE 3 0.1
g?ﬁwmumz779—t“ 3 01
meE V)L E > IENN 2 0.0
PREPIM S 1% 2 0.0
U 2) CEREGR D 2 0.0
U 2) NEREIEDN 2 0.0
{KERD 2 0.0
FRAEPE M BR 5 14 2 0.0
FREPERRE % 2 0.0
LY UIRERER % 2 0.0
e O0—)LIENN 1 0.0
ek 1 0.0
HLRAAIE £ & 1 0.0
e U LEN 1 0.0
KB LS 1 0.0
MBl X IRER 1 0.0
DERER 1 0.0
R B 1 0.0
REANESTOEVIGHE 1 0.0
IDEEEN 1 0.0
IMABAE 1 0.0
REESR 1 0.0
BIREURL 1 0.0
BARREIEM 1 0.0
AL BRIS R HURIEN 1 0.0
FRAEPFRIMER P 1% 1 0.0
ME7 UFViEs 1 0.0
PRAEPE MR 1 0.0
FREp T 4K 1 0.0
FhIRHERR 1 0.0
UV RERE 1 0.0
FRIZERSE 1 0.0
EREFRERE 1 0.0

BE. PESIULESHE 15 0.3
#E 5 0.1
A 4 0.1
BERBERS 1 0.0
PIREN 1 0.0
uelisgisi 1 0.0
REEE 1 0.0
WBICKDED 1 0.0
AERICHES R 1 0.0

NS IUARRHLE 1 0.0
R 1 0.0

BIfEA%IE MedDRA/J version 17.1 [C#U Tz,
BB IEEERE BENSEIERE (20090062, 20090403, 20120102
20120103, 20120104 XU 20101227 #Ek) DES
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@ (FattEEEN CAENENM, X REERARSEVBHTEREENR) BEENREULERARERIR RSN EIER

e X $RBEEZ I ETEL) i
oL e PSR S =
STl SRR (51) 17 31 148
FIRBIE (%) 69 (59.0) 27 (87.1) 96 (64.9)
HEMEER X SRR B S TEOMAB M EHRIEN ast
94 - BIfERSR n=117 n=31 n=148
n % n % n %
BRAESLUBERE 33 28.2 16 51.6 49 33.1
LIREER 14 12.0 7 226 21 14.2
ERiERR 7 6.0 5 16.1 2 8.1
Bl 4 3.4 1 3.2 5 3.4
AV IWIVY 3 2.6 2 6.5 5 3.4
IREER 3 2.6 1 3.2 4 2.7
EaR 0 0.0 2 6.5 2 1.4
SHER 2 1.7 0 0.0 2 1.4
Rk 0 0.0 2 6.5 2 1.4
RER 0 0.0 1 3.2 1 0.7
[EIR 1 0.9 0 0.0 1 0.7
&3 0 0.0 1 3.2 1 0.7
el PN 1 0.9 0 0.0 1 0.7
1B IERER 1 0.9 0 0.0 1 0.7
BmER 0 0.0 1 3.2 1 0.7
FEE AN 0 0.0 1 3.2 1 0.7
#D 1 0.9 0 0.0 1 0.7
BEPIN 1 0.9 0 0.0 1 0.7
EhiE 1 0.9 0 0.0 1 0.7
BR 1 0.9 0 0.0 1 0.7
b 1 0.9 0 0.0 1 0.7
OBAYIYE 1 0.9 0 0.0 1 0.7
SERER 1 0.9 0 0.0 1 0.7
2% 1 0.9 0 0.0 1 0.7
BlSEER 1 0.9 0 0.0 1 0.7
= 1 0.9 0 0.0 1 0.7
RER 1 0.9 0 0.0 1 0.7
A LA ETERR 1 0.9 0 0.0 1 0.7
el 1 0.9 0 0.0 1 0.7
EFIkEE 0 0.0 1 3.2 1 0.7
EAEEE 1 0.9 0 0.0 1 0.7
Bt BUESKUHETHO
M 2 1.7 0 0.0 2 1.4
(BRBIURU—TESD)
RERAEE 1 0.9 0 0.0 1 0.7
BIEE 1 0.9 0 0.0 1 0.7
MEH IV VNRES 3 2.6 1 3.2 4 27
BMIRRAME 2 1.7 0 0.0 2 1.4
#in 1 0.9 0 0.0 1 0.7
EIMERIENE 1 0.9 0 0.0 1 0.7
IR 0 0.0 1 3.2 1 0.7
REREES 0 0.0 1 3.2 1 0.7
B EE 0 0.0 1 3.2 1 0.7
A RS 1 0.9 0 0.0 1 0.7
ERIEFRIRR 1 0.9 0 0.0 1 0.7

Hpid}




SEEMSHER X REEERICSIE A BRI 88
94 - BIEESZ n=117 n=31 n=148
n % n % n %
KBS LURERS 5 4.3 3 9.7 8 5.4
SFRERME 1 0.9 3 9.7 4 27
S 1 0.9 0 0.0 1 0.7
=AY LMIE 1 0.9 0 0.0 1 0.7
{EM¥E 1 0.9 0 0.0 1 0.7
£ hUD LM 1 0.9 0 0.0 1 0.7
£V VR IAE 1 0.9 0 0.0 1 0.7
fRtEE 1 0.9 1 3.2 2 1.4
N 1 0.9 1 3.2 2 1.4
HEREE 4 3.4 1 3.2 5 3.4
G 1 0.9 0 0.0 1 0.7
R HRR 1 0.9 0 0.0 1 0.7
bt 1 0.9 0 0.0 1 0.7
g 0 0.0 1 3.2 1 0.7
BERE 1 0.9 0 0.0 1 0.7
RS 2 1.7 0 0.0 2 1.4
BESER 2 1.7 0 0.0 2 1.4
BHLUREBES 2 1.7 0 0.0 2 1.4
HIS 1 0.9 0 0.0 1 0.7
SR MEEERIEH F L 1 0.9 0 0.0 1 0.7
DEEE 2 1.7 1 3.2 3 2.0
2EDEEE 1 0.9 0 0.0 1 0.7
gz 0 0.0 1 3.2 1 0.7
AR IR 1 0.9 0 0.0 1 0.7
MEREE 3 2.6 0 0.0 3 2.0
SIE 2 1.7 0 0.0 2 1.4
FEMHSMEE 1 0.9 0 0.0 1 0.7
FiRes. MERH SUHHRIES 6 5.1 4 12.9 10 6.8
OEIREE 1 0.9 2 6.5 3 2.0
TUILF -8R 2 1.7 0 0.0 2 1.4
i 2 1 0.9 0 0.0 1 0.7
AL 0 0.0 1 3.2 1 0.7
Sihm 0 0.0 1 3.2 1 0.7
TR 1 0.9 0 0.0 1 0.7
&R 1 0.9 0 0.0 1 0.7
SElES 19 16.2 4 12.9 23 15.5
OENERRK 5 4.3 1 3.2 6 4.1
TH 4 3.4 1 3.2 5 3.4
Bl 3 2.6 0 0.0 3 2.0
{ER 1 0.9 1 3.2 2 1.4
IMNER 1 0.9 1 3.2 2 1.4
FEER TR R 1 0.9 0 0.0 1 0.7
LR 1 0.9 0 0.0 1 0.7
B 0 0.0 1 3.2 1 0.7
BREERERER 1 0.9 0 0.0 1 0.7
B R IREE 1 0.9 0 0.0 1 0.7
2R 1 0.9 0 0.0 1 0.7
IEnt 1 0.9 0 0.0 1 0.7
ABERU—T 1 0.9 0 0.0 1 0.7
e EREE 1 0.9 0 0.0 1 0.7
FrREBERES 1 0.9 2 6.5 3 2.0
FFRERS 1 0.9 2 6.5 3 2.0




BEMEHER X B E B SRS HEAT BTN =
S48 - BIVEESZ n=117 n=31 n=148
n % n % n %
BERAET 0 0.0 1 3.2 1 07

HEBLUE FRlEE 11 9.4 5 16.1 16 10.8
B 4 3.4 0 0.0 4 27
BERE 2 1.7 1 3.2 3 2.0
RIS 2 1.7 0 0.0 2 1.4
ZSEE 1 0.9 1 3.2 2 1.4
ISR IR N 1 0.9 1 3.2 2 1.4
RESE 0 0.0 1 3.2 1 07
MYZROT4— 0 0.0 1 3.2 1 07
e 1 0.9 0 0.0 1 07
R 1 0.9 0 0.0 1 07
R ERIRE 0 0.0 1 3.2 1 0.7

HEERBLUESHEES 11 9.4 1 3.2 12 8.1
RAENN 1 0.9 0 0.0 1 07
RIS ERAERR 1 0.9 0 0.0 1 07
o 1 0.9 0 0.0 1 07
HPSE 1 0.9 0 0.0 1 07
TR RIERE 1 0.9 0 0.0 1 07
M= 1 0.9 0 0.0 1 07
Y I—JUVIERE 1 0.9 0 0.0 1 07
BN 1 0.9 0 0.0 1 07
LHEUTUFIR—FR 1 0.9 0 0.0 1 07
HERTHR T2 1 0.9 0 0.0 1 07
BEREE 0 0.0 1 3.2 1 07 o=
BRI TR 1 0.9 0 0.0 1 0.7 e

BB LUREEE 1 0.9 0 0.0 1 07 [
EAR 1 0.9 0 0.0 1 07

EERBLVUERE 2 1.7 0 0.0 2 1.4
B FIT ARBEAE 1 0.9 0 0.0 1 07
T 1 0.9 0 0.0 1 07

—p . = =53 *

H@___};gﬁ%ﬁﬁ%a;o 5 43 0 0.0 5 3.4
btz 2 1.7 0 0.0 2 1.4
AVINIVYEES 1 0.9 0 0.0 1 0.7
=5 1 0.9 0 0.0 1 07
Fh 1 0.9 0 0.0 1 07

BEFRISE 7 8.0 4 12.9 1 7.4
gz;zgéﬁ]"”x 4 3.4 1 3.2 5 3.4
517 CS S FR 7=
1302575 S 4 34 1 32 5 34

7 I
Er[\'ﬁ’j’}_',’;’ - 3 26 0 0.0 3 2.0
AR RS 1 0.9 1 3.2 2 1.4
msh s L7 F= 0 0 0.0 1 3.2 1 0.7
C—RISHZEEM 1 0.9 0 0.0 1 0.7
FRERImBS 1 0.9 0 0.0 1 07
PFERERERI S 0 0.0 1 3.2 1 0.7
EIInERER LN 1 0.9 0 0.0 1 07
FREPE MRS 14 1 0.9 0 0.0 1 0.7
FRAPZEERE 0 0.0 1 3.2 1 0.7
FEELR 0 0.0 1 3.2 1 07

BI{EM%IE MedDRA/J version 22.0 [C# U Tz,
ERHEERRA R (4827-006 :X8) DEST



OZFIREEREZNRE U EAERKRGSR TRHSNICEIEA

SRERE
ST RAEBIE (B1) 125
FEIRBIE (%) 68 (54.4)
EI{EF n % EI{EFA n %
BRAESLOBERE 46 368 REREE 5 40
EIN 15 12.0 KETRE 2 1.6
HNER 15 12.0 KEEZE 2 1.6
OAHV IS HE 8 6.4 FiEE—1—0OI\F— 1 0.8
EER 5 4.0 REE 4 3.2
Y 4 32 R 1 08
B 3 04 IRIRATHE 1 08
BREE 3 04 BN 1 08
ER 3 04 HIEN 1 08
IEEE 3 04 A R—L RS 1 08
OEANILRZ 3 2.4 DEEE 1 0.8
EBY 2 16 BiE 1 08
BRE 2 16 FRE. BBsLURBES 3 24
T 2 16 e 1 08
R o 16 RERE 1 0.8
BRI 1 08 ORGSR 1 08
foEs 1 08 EEEE 12 96
jege) 1 0.8 [N 3 2.4
PN 1 0.8 OsXR 2 1.6
EHiE 1 08 =% 2 16
25 1 0.8 T 1 0.8
FIREER 1 0.8 BERETTRIERE 1 0.8
BENVIIE 1 08 P 1 0.8
EHEPER 1 0.8 E30 1 0.8
BRE 1 08 A 1 08
2% 1 08 OEEE 1 0.8
RSN 1 08 LSRR 2 16
BHEE 1 08 FlaERs 2 16
NBEENY T 1 08 HESLUE TEREE 26 208
BSER 1 0.8 e 8 6.4
TR 1 08 SEREE 4 30
R 1 08 BER 3 o4
B, BIESSUFMTHAD ERER B 3 04
g%;% (BlEBKIURKV—T%= 1 0.8 EENERE 5 16
I TEE 1 0.8 LA 2 16
MBEBEOY V) REE 1 0.8 20 1 0.8
I 1 5 7 NE— R 1 08
NS 1 08 BLEREIR 1 08
IR 1 0.8 AL 1 08
REBLORRRE 2 16 T SRIE ! 0.8
BRAE 2 16 RE ! 0.8
e > " HEES 1 08
M55 1 0.8 B ! 0.8
—— 1 o UM EBER 1 08




EI{EA n %
HERRBLURESHEES 6 4.8
IRAEEESEIETN 5 4.0
BER 1 0.8
— . £ KR SER(]
@?;ﬁg@%ll‘é.: BRUESEIL 11 88
Bk 4 3.2
FHEN 2 1.6
EAEERR 2 1.6
Ha%E 1 0.8
EAEREE 1 0.8
EHMHFE 1 0.8
EFIERAIE S 1 0.8
FESTERIE S FERR 1 0.8
FESTERIR s 1 0.8
R MEFE 1 0.8
SRR R 1 0.8
BRARIRE 4 3.2
C—RRZEREM 1 0.8
DERQTER 1 0.8
YFFRERESIENN 1 0.8
BHmEREEM 1 0.8
Bt RUDLFIRNRTF R 1 08
1Bh0 :
BE. FEBIUUESHE 2 1.6
DOFUEESHIE 1 0.8
IEERRE AR A AE IR Y 1 0.8 o
BI{E &I MedDRA/J version 24.1 [C# Uz, /R-\
ENSIERER (4827-009 &) D&, ’ﬁ




5 [z

EINE O : —EE5RLEBEHER ws27-002mm)
(BREREENUBEMEMETZR (FERMEREEN) B&)V

qﬂ%fg~§r§®§ﬁ'lﬁzmﬁ=ﬁ%&wB@E‘ﬁﬁ'l‘éﬁ’zm (F2EP4RIERN) BE (BEAEKEZDREHDMEAEEE (BSA)
MD10% LI E. D PASIFY Z2a7m 12 BIE) 7&3@%«: Ul B(EAt T o RNB _E5 T TR B LB
BEERUC. o5, A% 70, 140 X(F 210mg*? # 0. 1 RO 2B, 0% 2BBEETI128R™ K
TR5U,

2512 8% 0O PASIX A7 WEROIHEEIS. T EMRETIE 9.4%, 70, 140. 210mg B ClF+=n=<
N 377%. 82.2%. 96.8% (KAMEIFIN—RSA/METHTE) CTHOH. REIREETIEI TS UREEELE
ULCHEEICEV PASI ZO7MERZR U, (p<0.001 vs. 7S5 tzmE. Williams #&%E)

7£1) Psoriasis Area and Severity Index AF2) AEIDARAEE 1@ 210mg T,

EINSENE : RHIIR S BR (4827-004 :tm)
(IEEMEZEEENMUERELREEES) 2
EEEEEE 12 AN R ESE 18 AlENRE Uit FaRRBEEmUlic. £8/140mg™*% O,

1RO 238, €0% 2 BER T 52 BEKE MES5L. 4 BLEEICHRATDEHSNIZIHZE(CE 210mg N
DIFEZPIREE UTTo

BEMEZERECE. FARSHBIICEERUCERUEEZE. 11 8T 10 BETIC[EHE] XF [E]
DERHON Tz, ERAEFHMEs (52 BN (FHIEER) TlkTEf#E] H 58.3%.[ciZE] 1 33.3%.[&{b] H'8.3%
THolc. LMUIRERECIE. 2RABE(IE. 4 BUEIIINTOWBRED [t8E] DL ETHD. &i&
FHAESCIE [Ef2] h'66.7%. [ti&E] ' 33.83% CThofc.

E3) AROFRMAEE 1 B210mgTT.

BNEIE : —E5 R B ER 20120104 5%: AMAGINE-3)
(EHEBEREZRITIEHEESR)

hEE~SEOBREKLERA T 25 EEE(BEE N ZEDRENMIRERE(BSA) D 10% LL_E.HD PASI
2712 ML) ZRREUCBERB LTS ERROOATFIY I WB _E5HR T TR R R k=52
Ufco 7ZTEM. XE 210 mgZ 0. 1 KU 28, D% 2 BERC 12 BEKE M5 L. 52 BFE TAH
Dx5E#HEUlc, £le, DATHEXY D ((FE 100kg LIRIE 45me. 100kg #8(d 90mg) %= 0. 4. 16,
28. 40 BICEE &S5 U,

®512B% O PASI 75/100%° KLEI& (. TS ERETIFE6.0% KU 0.3%. 9ATFIAYIETIE
69.3% KU 18.5%. #KEIRSEFCIE 85.1% KU 36.7% CThHh. AEIRSE CIETSERBERVODRATHR
NIBREEBEUCERICBVLEIGZRU,

7£4) Psoriasis Area and Severity Index 7ED) PASI 237 75%/100% 4=



17
EfFEESEIE : —EGREEBE5R ws27-006 1w
(FENMEEMERIETN CRE N X REEZ BSOS HESHERIERE) B&) 4
A HEETETN CREMEHERN. X GEEER GBI IEVVAEMEEHEEN) 8F 159 4179 (A4 30 4.
BE446), 8E854H)) ZHNREUCIHEERRGRSPZSOREALT S URNB _EERTITHE
hESBEERL, —SERPTIE. JSEREAR 210mg # 0. 1. RU 2B, 0% 2 BERT
16 BRI TS5 U, 16 BLIEIFAS] 210me % 52 BRIES Uiz, 85 16 @50 ASAS®” 40 5E/
B G TSEREET 24.1%. ABIERSE Tl 43.8% THH. AFBRSH I TotRBEEBEUTCEERICE
WEISERUZ, (p=0.018 vs. TS TRE. "—2S5AVE®D CRP LA (B8 LR F. E%E
FH _ERRARE) . il (HA, 88E. &%) NMOKE (BEMEMER. X EEZEC STEUVVEE 4B HEEIEIR)
ZE& Ul Cochran-Mantel-Haenszel #7E)
Flo. ARIRSED®RS 68 BHD ASASA0 EREAF 56.3% (45/80 fil) THH, BEHBSTHEL
EREI SRS N,
KRERITIE, BEUEHERBEICDITDRE 16 BE*? D ASAS40 EZMEl4E. TS ERET 25.8%
(16/62 ) (95% E#EXR : 15.5, 38.5), AFIRSET 46.0% (29/63 ) (95% =X : 33.4,
59.1) &EAXFIESETEL., JoURBEEDEF 20.2% Tholc,. X REEA TGS FUVVAE E B HERE
REBE(CBITBES5 16 BHBO ASASA0 EMEEE. TS TRET 18.8% (3/16 ) (95% =8EXM:4.0,
456). AEIRS5ET 35.3% (6717 #]) (95% EFEXE : 14.2, 61.7) EAXFIKRSEHE TS, ToREH
EDEIF 18.5% Thhofe, Fle. AFIRSEDIRS 68 1@% D ASAS40 EME|GIE. BEMBHREE
T571% (36/63 ). X SEER Bl HUMABIE B KBS BET 52.9% (9/17 fl) THol.

7 6) hRAIERBICHREMBHRNIE X REEZBCIBEVEFHIEE#HBEEROVWTFNICOREINGEL o2 1 8l (TSEmRE) 2830
7 7) Assessment of SpondyloArthritis international Society
7 8) FHERADEGE, FERMEVTHRAMICZEND.

BRI : S SRR LR @e27-000 mm)
(ZIIREEESE) ©

PRRAAERET 126 4170 ZHREUCIERBERSHEZSTRIER L TS ERUB_EERILIT
BHELEEARZRELUC. —EERATIE. TSERNEERA 210mg 7z 0. 1 RU 28, €D%& 2 8E
BT 16 BEE MRS Uic. 16 BLIEIRARI 210me = 52 BRI TS5 Uz, 85 16 @8#%0 PPPASI* 'V
BERAOATDOR=RASA VNP ODELEIFREKRDESDTHD., FAKRSEHITSERBFELLEBEULTHERIC
PPPASI &5t A7 ME T L. EMRBEDNEREZWET D ENRINI,

TS5tR A%l 210mg
R—251Y 26.63 + 11.382 (62 #l) 27.40 +11.242 (63 #il)
125 16 8BS 18.94 + 11.009 (62 fl) 13.54 + 9.668 (50 #l)
N—ZSAUHSDE(LE 8.45 13.73
(95% {SFERM) (5.76. 11.13) (10.91, 16.56)
TStEREDE B 5.29
(95% {SFERM) (1.64, 8.94)
P {&* - 0.0049

FOELIRERE. N—ASAVNODEE &/ —FFIE

SHl R DB S, W TOTHRESNBEZRAL .

# Pl MMRM® P2 BV TEH. 587 5HAZEH. SHME R, RS R0 PPPAS| &5 J7., S IEAAE 14 BB EIR DM KOZIE. A S RIFOLUEDE R,
BREFHEFMBRORBFRZHEZEE U,

Ffe. AFIBSEHODES 68BE D PPPASI A5t AO7DR—ASAUH5DELE ' (3 23.83 +
12.277 (35 #l) ThHbH. RS THUEWRERIHERFINI,

A 9) PPPASIGEIROFZH 12 Lk, DDOFEXFEE LORAE - JUKED PPPASI EiEEXI7H 2 DL E
F10) BTHREHELT 125 Fl

7£11) Palmoplantar Pustulosis Area and Severity Index

7 12) mixed model for repeated measures

F13) FHEBEIFRERE




[HasA

@ VO—REBEEZNZRE U BHIRERELER coog0072 28) ([COWVWC, Z0O—/KDEL|ICEEE
FTDHDERDARIRSET 25.0% (24/96 #l). TS5 NEET 6.3% (2/32 ) [CEIREL
FUle,

OF/c. JO—VRBEZNREUCBMNERIRE R 20100008 #58) [CHBUWTC, 38.8% (26 ) T
IJO0—VRDOBALICEETDERORIBZROFUc, VO—KRICHITDEMLIFERDHS
N JO0—VROEE(ICEIITDLZEM FOBIN SRR IEE D F U,

O EAEFED SARFN I O—RDERZSITRIITAREEEE CETRENC L, e, EF
MIO0—REBEENREUCERREERICEVWCTIO—ROERZROTCVSIENS, B
BIFRESNIEURAIICERESNTVE D,

O FB.EERHOIO—VKRDEE] [TERDRIETHEZNADD. FEID EFEDEREE
IHEBEICHTIER] [CRESNTVED,

. R EREZEZNRE UTCENERIREER (4827-002. 4827-003. 4827-004 RV 4827-005
#8) [CBWVT 1.7% (3/1776)). NUBHEKEEZZE I 7% BEREZRNRE UTCBMNERRR
B& (20090062, 20090403, 20120102, 20120103 K& 20120104 &) [CHWT. 2.7% (122/4,461
B) ([SRTJOY)ILN TEETEZRO I LD, 704U ThiADEEIFIRESINT
WEEA.

O FEMBSHEEIR (REMBHRX. X REEZECSEV A SHEEIER) REZWREL
TcEBRHEIERPRELER “s27-006 &5 [CBWYC. 0.7% (17148 fl) ([CHTJTOYILN TEEHEZ
SHFELIEH T OY VN THRHFUEDELFHRESNTLE B A

® EFRAEEREZNRE UL ENSBIHEER 4827-009 w5 (CHULT, 0.8% (17124 61) (T
JOYIN T zs3shE Uichy,. 705 L) THRIHADEL(FHRESNTLIE B,

@ BENU DY FRED ZRREUCBINRRFEER 0090402 #tg) [CHLVC, 0.9% (2/211 1)) (T
MO TR DEEDRESNTTCVE T,

) BEU DY TFRENDRSF. AFTIFERBNTY .



17

® NEAT—5)
CYP3A4 DEBCTHHZY VS LEDHEEIERICEAT HFHBRDIBENHDHT,
REE~EROSEUHLZBREZNREUVCEYHEEFERRRRICOWNT, &Fl (210mg BE
%5) EOHAICKD.CYP3A4 DEE THD=FVSA(Cmg BEHRS) D Cha (& 1.16 &,
AUC, «l& 1.24 f&T LT,
FHEZFVSLDEICIEFFFVEYBHEB RS FELICDDD. =5V SLOREREL L
BELBDFEDTE TIFFNEEZASNE T,

O & EEEZNRE UENRRER (4827-002. 4827-003. 4827-004 KU 4827-005 &) [CHULT,
B BETAICEEIDIAEZTERELUC [BREK] B 0.6% (17177 6) (CFHIBUFE U,

O ZEEEENRE USBMNERREEE (20090062.20120102.20120108 KU 20120104 28 [CHWT,
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